MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

25 kBiTHA 2023 poKy Ne 773

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JikapCbKUX 3aco0iB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOTO IMAMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHs 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3riHO 3
JI0JIaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
MKapChbKMX 3aCO0iB 3riIHO 3 A0JaTKOM 4.

5. ®apmaneBTruHOMy ymipaBiiHHIO (Tapacy JIsSICKOBCbKOMY) 3a0e3meunTd
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpoHU

3/10pOB’s YKpaiHU.

6. KoHTpO/Ib 32 BUKOHAHHSIM 1IbOTO HaKa3y IMOK/JIACTH Ha MepIIoro 3acTyITHUKA
Minictpa Cepris /IyopoBa.

MinicTp BikTop JIAIIIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Bif, 25 KBiTHA 2023 poky Ne 773

IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ha3sBsa nikapcbko2o ®opma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
n/n ynakoska) nocsioYyeHHs1
1. ECTE3IA® PO34YUH NS iH'EKL MpAT YkpaiHa CiHbUyHCbKWiA 3aBOf TaliBaHb peecTpauis Ha 5 pokis 3a He UA/19475/01/01
NPONOHIoBaHoI Aji, "papmaueBT OBl ®apma IHK. MepioanyHICTb NogaHHSA peyenmom niosnsieae
75 mr/mn; no 2 mny nyHa chipma perynspHoO OHOB/IHOBAHOIO 3BITY 3
dhnakoHi; 1 dhnakoH "NapHuua" 6e3neku, BignoBigHo Ao Mopsgky
Yy KOMNEKTi 3 3[ificCHEHHs1 hapMakoHariaay,
rOMIKOK AN 3aTBEPKEHOr0 HaKa3oMm
BHYTPILLHbOM'SA30BOT MiHicTepcTBa OXOpPOHU 34,0POB’A
iH'EKL,iT B KOHTYPHIl Ykpainu Big 27 rpyaHa 2006 poky
YapyHKOBIi Ne 898, 3apeecTpoBaHoro B
ynakosLi; no 1 MiHicTepcTBi tocTuLii Ykpainn 29
KOHTYPHiIli ciuHs 2007 poky 3a Ne 73/13340 (y
YapyHKOBI ynakoBLi pepakuii Hakasy MiHicTepcTea
B nauu,i OXOPOHU 34,0POB'sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHMN Y NepiognNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.
2. MEPIO®EPT 150 NMOPOLLOK Ta IBCA LLiBeiiuapis BUNYyCK cepii Ta LLseiiuapis/ PeecTtpauist Ha 5 pokis 3a He UA/20004/01/02
MO PO3UYNHHUK 4118 IHCTUTYT KOHTPO/b SKOCTi: ITanis MepiognyHICTb NOgAHHSA peyernmom nidnsieae
NPUroTyBaHHs Bioximik CA IBCA IHCcTUTYT Bioximik perynsipHoO OHOB/THOBAHOIO 3BiTY 3
PO3UUHY A151 iH'EKLLIA CA, Weeliyapis 6e3neku, BignoBigHo Ao Mopsaky
no 150 MO, no 1 BMPOBGHULTBO, NEPBUHHE 3[ilicHeHHS dpapMakoHarnsay,
CKNIAHOMY (D/1aKOHY Ta BTOPUHHE MakKyBaHHS: 3aTBEPAKEHOIO Haka3oMm
3 MEHOTPONIHOM IBCA IHCTUTYT BioXiMik MiHicTepcTBa OXOPOHU 340P0B’S
(150 MO), no 1 CA, Wseliyapis Ykpainu Big 27 rpygHa 2006 poky
amnyni (1 mn) 3 BTOPVHHE NaKyBaHHS: Ne 898, 3apeecTpoBaHoro B
PO3UYMHHUKOM Y IBCA IHCTUTYT BioXiMik MiHicTepcTBi tocTULIT Ykpainm 29
KapTOHHI kopobuj, CA, Wseliyapis ciyHsa 2007 poky 3a Ne 73/13340 (y




B amnyni; no 10
amnys y KOHTYpPHIi
YapyHKoBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
Y KapTOHHiIli KopoobLi

perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku, BignoBsigHo Ao Mopsgky
3[ificHEeHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHMW 340PO0B’s
Ykpainuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognyHoCTI
noJaHHsA perynspHuX 3BiTiB 3
6e3neku.

Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
n/n ynakoska) nocsioyeHHs1
no 10 kopo6oK y BVPOGHMLTBO pepakuii Hakasy MiHicTepcTBa
KapTOHHII nayui BK/THOHAKOUN NEPBUHHY OXOPOHW 30POB'sA YKpaiHu Bif 26
YNaKoBKY: BepecHs 2016 poky Ne 996),
3amboH C.M.A., ITanis CTaHOBWTb: 3ri4HO 3i CTpOKamu,
BMPOBHNLTBO 3a3HayYeHUMK y NepioanYHOCTI
PO3YMHHYMKA: NOAAHHSA perynsapHux 3siTie 3
IBCA dapmaueyTuyi 6esneku.
ITania cpn, ITanis
3. MEPIO®EPT 75 MOPOLLIOK Ta IBCA LLiBeiiuapis BMMYCK cepii Ta LLBenuapis/ PeecTpauis Ha 5 pokis 3a He UA/20004/01/01
MO PO3YMHHWK ANs IHCTUTYT KOHTPO/b SKOCTi: ITania MepiognyHICTb NOfAHHSA peyenmom niosnsieae
NpUroTyBaHHsA Bioximik CA IBCA IHCTUTYT BioXimik perynsipHoO OHOBJ/IKOBAHOr O 3BITY 3
PO34UHY AN1S iH'EKLA CA, Weeliyapis 6e3neku, BignoBigHo Ao Mopsaky
no 75 MO, no 1 BMPOBGHULTBO, NEPBUHHE 3[ificCHEHHs1 hapMakoHariaay,
CKNsiHOMY hnakoHy Ta BTOPVHHE MakKyBaHHS: 3aTBEPKEHOr0 HaKa3oMm
3 MeHoTponiHoMm (75 IBCA IHCcTUTYT Bioximik MiHicTepcTBa OXOpPOHU 34,0POB’A
MO), no 1 amnyni (1 CA, Weeliyapis Ykpaiuu Big, 27 rpyaHa 2006 poky
M/1) 3 PO34YNHHUKOM BTOPVHHE NaKyBaHHSA: Ne 898, 3apeecTpoBaHoro B
Y KapTOHHIli kopobL, IBCA IHCcTUTYT Bioximik MiHicTepcTBi tocTuLii Ykpainn 29
no 10 kopo6oK y CA, Weeliyapis ciuHs 2007 poky 3a Ne 73/13340 (y
KapTOHHIN navuj BUPOGHMLTBO pegakuii Hakasy MiHicTepcTBa
BK/TH0HA0UN NEPBUHHY OXOPOHU 340POB'sA YKpaiHu Big, 26
YNakoBKY: BepecHs 2016 poky Ne 996),
3amboH C.M.A., ITanisa CTaHOBWTb: 3ri4HO 3i CTpOKamu,
BVPOGHMLTBO 3a3Ha4YeHMMN Y NepiognyHOCTI
PO3UMHHYIKA: noAaHHs perynspHux 3BiTiB 3
IBCA dapmaueyTuui 6esneku.
ITanis cpn, ITanisa
4, CNA3MOBAKC PO34UH NS iH'EKLN, LWAPMEP ITanisa OONNENb ITanisa PeecTpauis Ha 5 pokis 3a He UA/20005/01/01
40 mr/ 4 mn, no 4 mn C.IM.A. SAPMALIEYTILI C.P./. MepiognyHICTb NogaHHSA peyenmom nionsieae




Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

dNYPBINPO®EH

MOPOLLIOK
(cybeTaHuis) y
MilLiKax NoABiHMX
nonieTNeHoBux
ans
hapmaueBTUYHOro
3aCcTOCyBaHHSA

AT
"@apmak”

YkpaiHa

®ifiCi Nimiteq,

IHais

peecTpauis Ha 5 pokis

He
nionsieae

UA/20006/01/01

LE®TPUAKCOHY
HATPIEBA CI/lb
CTEPWU/IbHA

KpuctanivyHui
MOPOLLIOK
(cybeTaHuis) y
atOMiHIEBUX
KOHTeliHepax ans
chapmaL,eBTUYHOro
3aCTOCYBaHHS

TOB "TK"

"ABPOPA"

YkpaiHa

PeioHr dapmachbloTikan
Ko., Jita.

Kutaii

peecTpauist Ha 5 pokis

He
nionsieae

UA/20007/01/01

HauanbHUK

dapmaleBTUYHOIO yNpaBliHHA

Tapac JIACKOBCbKUI




BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPATHUA

IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 25 KBiTHA 2025 poky Ne 773

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
yrnakoBskKa)

3asaBsHUK

Kpaina
3asB8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs1

AKCE®®

NOPOLLOK A5
PO34UHY OJ151 iH'EKLLIA
no 750 mr, 1 donakoH
3 NMOPOLLKOM Y
KapTOHHIiA ynakoBLi

HOBE/ INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuunHa

HOBE/N INAY
CAHAI BE
TIOIKAPET A.LL.

TypeyunHa

MepepeecTpaLlisi Ha HEOBMEXEHW TEPMIH
OHOB/EHO iHGhopMaLito B IHCTPYKLUIT Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
y po3ginax: "®apmakosoriyHi BNactmBocTi",
"Moka3zaHHA", "B3aemMogis 3 iHWm1mMn
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobmBoCTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BNMBaTh Ha
LWIBUAKICTb peakuii npy KkepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MeXaHi3mamu',
"Cnoci6b 3acTocyBaHHsa Ta gosu", "Aitn",
"MepenosyBaHHs", "INo6i4HI peakuii”
BiANOBIAHO [0 iHhopMaLii WoA0 MeauyHoro
3acTocyBaHHs pethepeHTHOro NikapCcbKoro
3aco6y (3VIHALIE®, nopoLlok A1 po34nHy
ONs iH eKUi).

MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMK, 3a3HaYeHMN y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/3767/02/01

AIATAMA

PO34UH AN8 iH KL,
no 2 Mn B amnyni,
no 5 amnyn B

MNpvBaTHe
akujioHepHe
TOBapuCTBO

YkpaiHa

MpuBatHe
aKujioHepHe
TOBapUCTBO "J1eKXiM

YkpaiHa

MepepeecTpavis Ha HEOOMEXeHUI TEPMIH.
OHoB/eHo iHthopMaL,to y po3ginax
"MokasaHHs", "MNpoTunokasaHHs", "B3aemogist

3a
peuyenmom

He
nionseae

UA/16822/01/01




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

6nictepi, no 1
6nictepy B nauui 3
KapToHy

"J1ekxim -
Xapkis"

- XapkiB"

3 iHWMMWU fliKkapCbKMMK 3aco6amu Ta iHLWi BUAN
B3aemogiin”, "OcobMBOCTi 3acToCcyBaHHs",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
£o3n", "Mob6ivHi peakuii”, "HecymicHicTb"
IHCTPYKLi 415 MeAUYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby BignoBiAHO A0 iHdopmaLii
pediepeHTHOro Jlikapcbkoro 3acoby
Minerama®.

MepiognyHICTb NOAAHHS PerynspHo
OHOBJ/OBAHOIO 3BITY 3 6€3neku, BigNoBigHO A0
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBepAXEHOro Haka3om MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif, 27 rpyHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rijHO 3i CTpOKamu, 3a3Ha4eHNMKN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

AOKCEMIH-3H

Kancynm TBepai no
25 wmr, no 10 kancyn
TBEpAVWX Yy BricTepi;
no 3 6nictepu y
KOpOO6Lii 3 KapTOHY

ToBapucTso 3
06MeXeHo
BignoBigasibHi
cTio
"XapkiBCcbke
thapmaveBTUy
He
niANPMEMCTBO
"3[0poB'a
Hapoay”

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"XapkiBcbke
hapmaueBTUyHe
niaNpYEMCTBO
"340p0oB'a Hapoay"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEeHUI TEPMIH.
OHoBeHO iHhopmaLito B IHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
y po3ginax "dapmakosoriyHi BNacTMBocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMKn 3acobamu Ta iHWi BUau
B3aemogiit”, "OcobMBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakwyji" BigNoBigHO A0 iHhopmaLii
pedhepeHTHOrOo fikapCbKoro 3acoby
SINEQUAN, hard capsules 25 mg.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/16778/01/01

E3OMEP

TabneTku
racTpope3nNCTEHTHI
no 40 mr, no 7

MEPPEPI
OAPMAYEYTI
Yl CP/1

ITanisa

(Bunyck cepii,
nepBuHHe Ta
BTOPUHHE

ITanisa

MepepeecTpalis Ha HEOBMEXEHWNA TEPMIH.
OHOB/EHO iHGhopMaLito B IHCTPYKLUIT Ans
MeAMYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby

3a
peyenmom

He
nionsieae

UA/16273/01/01




Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
Tabnetok y 6nictepi; nakyBaHHs1) y po3ginax: "®apmakonorivyHi BlacTmBocTi”,
no 2 aéo no 4 NAMIN CAH "MokasaHHs", "MpoTunokasaHHa", "B3aemogis
6nictepu y MPOCMNEPO C.N.A,, 3 iHWMMU NliKapCbKMMK 3acob6amu Ta iHLi BUAN
KapTOHHI/ Kopoo6Li ITANIA B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
(npuroTyBaHHs "3acTocyBaHHSA y nepiof BariTHOCTi abo
npogykTy in bulk) rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta
BANGAPMA no3n", "Mepeno3yBaHHs", "Mob6iuHI peakwyii"
IHTEPHELUNHAN BiANOBIAHO [0 iHhopMaLii Woao MeguyHoro
C.N.A., Itanisa 3acTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (HEKCIYM, TabneTkn, BKpUTI
NniBKOBOIO 060/10HKOIO
no 40 wr).
MepiognyHICTb NOAAHHS PerynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBepAXEHOro Haka3om MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3riAHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepiognyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3nekn
5. SUNAKCEPA® Tabnetkn no 5 mr, KPKA, a.4., CnoseHis BUPOGHMLUTBO "in CnoBeHisa MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/16614/01/01
no 10 TabneTtok y HoBo mecTo bulk", nepBrHHe Ta OHOB/EHO iHhopMmaLito y po3ginax iHCTPYKLii | peyenmom | nidnsieae
6nictepi, no 3 abo 6 BTOPWHHE AN MeAnYHOro 3acTocyBaHHSA: "3acTocyBaHHS
6nictepiB y nakyBaHHs, y nepiof BariTHOCTi abo roflyBaHHs rpyaat”,
KapTOHHI/ KopoobLi KOHTPO/1b Ta BUMYCK "Mo6iuHi peakyii" wWoao 6esnekn
cepii: 3acToCyBaHHS BigNoBigHO 0 iHdopmauii
KPKA, a.4., Hoso pedhepeHTHOro nikapcbkoro 3acoby (Abilify,
mecTo, C/oBeHis Tabnetkn).
BiANOBiAaIbHMI 3a MepioanyHICTb NOAAHHSA perynsipHo
nepBrHHE Ta OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO A0
BTOPUHHE Mopsaky 34iicHeHHs hapmakoHarnsagy,
nakyBaHHS: 3aTBEpAKEHOro HakasomM MiHictepcTea
KPKA, a.4, HoBo OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHA
mMecTo, CroBeHis 2006 poky Ne 898, 3apeecTpoBaHoro B
BignoBiaanbHWi1 3a MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
KOHTPO/b cepil: poky 3a Ne 73/13340 (y pefakuii Hakasy
KPKA, a.4., Hoso MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big,
MecTo, CroBeHis 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
BiANOBiAabHMI 3a 3riHO 3i CTPOKaMu, 3a3HaYeHnMn y
KOHTPO/b cepii: nepiognYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
NabeHa f.0.0., 6esneku.
CnoseHis
6. SUNAKCEPA® Tabnetku no 10 mr, KPKA, a.4., CnoseHis BUPOBHMUTBO "in CnoBeHis MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/16614/01/02




6nictepi, no 3 abo 6

BTOPWHHE

019 MeAMYHOro 3aCTOCYBaHHS: "3acTocyBaHHs

Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
no 10 TabneTok y Hoso mecTo bulk", nepBuHHe Ta OHoB/eHO iHdhopMaLito y po3ginax iHCTpyKuii | peyenmom | nidsisgeae
6nictepi, no 3 abo 6 BTOPUHHE 019 MeANYHOro 3aCTOCYBaHHS: "3acToCcyBaHHs
6nictepis y nakyBaHHs, y nepiof BariTHOCTi abo rogyBaHHs rpyaa”,
KapTOHHI/ Kopoo6Li KOHTPO/Ib Ta BUMYCK "Mob6iuHi peakyii" wono 6esnekn
cepii: 3acTOCyBaHHS Bi4nNoBiAHO A0 iHhopmaLi
KPKA, a.4., Hoso pedhepeHTHOro nikapcbkoro 3acoby (Abilify,
MecTo, CroBeHis Tabnetkn).
BiANOBiAabHMI 3a MepioAnYHICTb NOAAHHS perynsapHO
nepBuUHHE Ta OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIgHO A0
BTOPUHHE Mopsaaky 34ilicHeHHs chapmakoHarnsgy,
nakyBaHHS: 3aTBEpAKEHOro HakasoM MiHicTepcTea
KPKA, a.4, Hoso OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
MecTo, CroBeHis 2006 poky Ne 898, 3apeecTpoBaHoro B
BiANoOBiAabHWI 3a MiHicTepcTsi tocTuUuil YKpaiHu 29 ciuHsa 2007
KOHTPO/b cepii: poky 3a Ne 73/13340 (y pefaku,ii Hakasy
KPKA, a.4., HoBo MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
MecTo, C/oBeHis 26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
BiiNOBIfabHWIA 32 3riHO 3i CTPOKaMK, 3a3HaYeHMUN Y
KOHTPO/b cepii: nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
Na6eHa p.0.0., 6e3neku.
CnoseHis
7. SUNAKCEPA® Tabnetku no 15 mr, KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHisa MepepeecTpaLis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/16614/01/03
no 10 TabneTtok y HoBo mecTo bulk", nepBrHHe Ta OHOB/EHO iHChopMmaLilo y po3ginax iHCTPYKLii | peyenmom | nidnsieae
6nictepi, no 3 abo 6 BTOPWHHE AN MeAnYHOro 3acToCcyBaHHSA: "3acTocyBaHHS
6nictepiB y nakyBaHHs, y nepiof BariTHOCTi abo roflyBaHHs rpyaat”,
KapTOHHI/ KopoobLi KOHTPO/1b Ta BUMYCK "Mo6iuHi peakyii" wWoao 6esnekn
cepii: 3acToCyBaHHS BigNoBigHO A0 iHdopmauii
KPKA, a.4., Hoso pedhepeHTHOro nikapcbkoro 3acoby (Abilify,
mecTo, C/oBeHis Tabnetkn).
BiANOBiAaIbHMI 3a MepioAnyHICTb NOAAHHSA perynsipHo
nepBrHHE Ta OHOBJ/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO A0
BTOPUHHE Mopsaky 34ificHeHHs hapmakoHarnsagy,
nakyBaHHS: 3aTBEpAKEHOro Hakasom MiHicTepcTea
KPKA, a.4, HoBo OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHA
mecTo, CroBeHis 2006 poky Ne 898, 3apeecTpoBaHoro B
BignoBiaabHWi1 3a MiHicTepcTBi tocTulii Ykpainu 29 ciuna 2007
KOHTPO/b cepil: poky 3a Ne 73/13340 (y pefakuii Hakasy
KPKA, a.4., Hoso MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Big,
MecTo, CroBeHis 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
BiANoOBiAabHMI 3a 3riHO 3i CTPOKaMu, 3a3HaYeHnMn y
KOHTPO/b cepii: nepiognYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
NabeHa f.0.0., 6esneku.
CnoseHis
8. SUNTAKCEPA® Tabnetku no 30 mr, KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHisa MepepeecTpavis Ha HEOOMEXeHUIi TEPMIH. 3a He UA/16614/01/04
no 10 TabneTtok y HoBo mecTo bulk", nepsrHHe Ta OHOB/EHO iH(hopMmaLLilo y po3ainax iHCTPyKLii | peyenmom | nidnsieae
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nomiLLeHoMy y
naker 3
MeTasnizoBaHUM
NOKPUTTAM

nikapcbkMun 3acobamu Ta iHWi BUau
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BariTHOCTi abo
roflyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LWIBMUAKICTb peakuii npu kepyBaHHi
ABTOTPAHCMOPTOM ab0 iHLWMMN MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta
nosun" "MepenosysaHHA", "Mo6ivHI peakuii”,
"HecymicHicTb" iIHCTPYKUiT A48 MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby BiANOBIAHO
0,0 pedhepeHTHOro NikapcbKoro 3acoby
31BOKC®.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTulii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NoAaHHSA perynsipHux 3BiTiB 3

Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
6nictepiB y nakyBaHHs, y nepiof BariTHOCTi abo rogyBaHHs rpyaa”,
KapTOHHIA KOpooLi KOHTPO/Ib Ta BUMYCK "Mo6iuHi peakyii" woao 6e3neku
cepii: 3acTocyBaHHSA BigNoBiAHO [0 iHdopmaLii
KPKA, a.4., HoBo pedhepeHTHOro ikapcbkoro 3acoby (Abilify,
MecTo, CnoBeHis Tabnetkn).
BiAgnoBigabHW 3a MepioAnYHICTb NOAAHHS PEryspHO
nepBuHHE Ta OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
BTOPWHHE Mopsaky 3ajiicHeHHs hapmakoHarnsgy,
nakyBaHHs: 3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
KPKA, a.4, HoBo OXOPOHU 34,0POB’A YKpaiHu Bif 27 rpyaHs
mMecTo, C/oBeHis 2006 poky Ne 898, 3apeecTpoBaHoro B
BiNOBIgaNbHWIA 32 MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007
KOHTPO/b cepii: poky 3a Ne 73/13340 (y pegakuii Hakasy
KPKA, a.4., Hoso MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
mecTo, CroBeHis 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
BignoBiAabHWiA 3a 3rigHO 3i CTPOKaMK, 3a3HaYEHVMU Y
KOHTPO/b Ccepil: nepiognYHOCTI NOAAHHSA PerynsapHUX 3BiTiB 3
NabeHa pg.0.0., 6e3neku.
CnoseHis
9. IHPY30N14® pPO3unH aNs iHQysil, MpuBaTHe YkpaiHa MpuBatHe Ykpaina MepepeecTpavis Ha HEO6MeXeHNI TEPMIH. 3a He UA/17022/01/01
2 mr/mn no 300 mny akujioHepHe akKujioHepHe OHOB/EHO iHhopMaL,o y po3ginax peyenmom | miosisgeae
nakeri TOBapuUCTBO TOBapuCTBO "®apmakonoriyHi BnactnsocTi”, "MNokasaHHA",
nonimepHomy, "Indpysia” "IHdpy3ia” "MpoTunoka3aHHs", "B3aeMogis 3 iHLLIMMK
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
6e3neku.
10. INMPATPONIYM- iHranauia nig 3AT "IHTENI NutBa Nab6opaTopio IcnaHis MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/16363/01/01
IHTENI TWUCKOM, PO3YMH NO FEHEPUKC Anbpo-tOHioH, C.J1. OHOB/EHO iHChopMmaLilo y po3ginax iHCTPYKLii | peyenmom | nidnsieae
20 mkr/pgo3a; no 10 HOPA" ANs Me[MYHOro 3acTocyBaHHS: "B3aemogis 3
MJ/1 pO34mHy (200 iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWWi BUAK
[03) y 6anoHi; no 1 B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
6asIoHy y KapTOHHIl "Mo6iuHi peakuyji" BignoBigHO Ao iHhopmauii
Kopobui pedrepeHTHOrOo Jlikapcbkoro 3acoby (Atrovent®
solution pressurized inhalation solution, 20
mcg/dose).
MepiognyHICTbL NOAAHHS perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsagaky 34ilicHeHHsA thapmakoHarnsgy,
3aTBEpAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi ocTuULil YKpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
11. KNAPUTPOMIUW | TabneTtku, BKpUTI AHaHTa Benuka ApTypa IHAjis MepepeecTpavis Ha HEO6MeXeHNIi TEPMIH. 3a He UA/12435/01/01
H AHAHTA NNiBKOBOIO Megikeap /1T4. BpuTaHis PapmacbloTikan3 OHOB/EHO iHGhopMaLito B IHCTPYKUIT A1 peyenmom | nidnsicae
060/10HKO10, M0 250 MeT. NiTA. MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby

mr no 10 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHI/ KopoobLi

B po3ginax "®dapmakotepaneBTuyHa rpyna.
Kop ATX " (yTOuHeHHs iHdhopmaLii 6e3 3miHu
Koay ATX)", "B3aemogisl 3 iHLWMMU
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Mobivni peaxuii”
BiANOBIAHO 0 OHOB/IEHOT iH(hopmaLii 3
6e3nekun 4ityoi pevyoBUHN.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKaMK, 3a3HaYeHMN y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
12. KNAPUTPOMIUW | TabneTtku, BKpUTI AHaHTa Benuka ApTypa IHAjs MepepeecTpavis Ha HEO6MeXeHUI i TEPMIH. 3a He UA/12435/01/02
H AHAHTA NNiBKOBOIO Megikeap /114. BpuTaHis PapmacbloTikan3 OHOB/EHO iHGhopMaLito B IHCTPYKLUIT Ans peyenmom | nidssicae
060/10HKOI0, M0 500 MeT. 14. Me[UYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
mr no 10 Tabnetok y B po3ginax "®apmakoTepanesBTuuHa rpyna.
6nictepi, no 1 Kog ATX " (yTOUHEHHS iHhopmaLii 6e3 3MiHu
6nictepy B Kogy ATX)", "B3aemogis 3 iHWMMK
KapTOHHI/ Kopoo6Li nikapcbkMun 3acobamu Ta iHWi BUau
B3aemogiin”, "Ocob6MBOCTi 3acToCcyBaHHs",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Mobivni peaxuii”
BiANOBIAHO 1O OHOB/EHOT iH(hopmaLlii 3
6e3nekun Ajtoyol pevoBUHN.
MepiognyHICTb NOAAHHS PerynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBepAXEHOro Haka3om MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3riAHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepiognyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
13. NEFrETUH XN NOpPOLLOK ToBapucTBO 3 YkpaiHa Hoprict KnTaii MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH - He UA/16584/01/01
(cybeTaHuis) y 06MeXeHo dapmacboTikas nionseae
nakeTax BignoBigasibHi Ipyn Ko., /174,
nonieTuIeHoBmx cTio "Xainsen"
ans
chapmaLeBTU4YHOro
3acTocyBaHHs
14. MEKC - PO3YUNH AN iH'EKLIN, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNA TEPMIH 3a He UA/16942/01/01
340POB'A 50 mr/mMn no 2 mn B 0b6MexeHo 06MeXeHo OHOB/EHO iHGhopMaLito B IHCTPYKUIT A1 peyenmom | nidnsicae
amnyni; no 5 amnyn BignoBigasbHi BiANOBIAA/IbHICTIO MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
y 6nictepi; 1 abo 2 cTHo "hapmaueBTUYHA y po3ginax "MNpoTunokasaHHs", "OcobanBoCTi
6nictepu y kopobui 3 | “"d®apmaueBTu KoMnaHis "3gopos'a” 3acTocyBaHHA", "34aTHICTb BNAMBATK Ha
KapToHy; N0 2 MN B YyHa KOMMaHis LIBMUAKICTb peakuii npu kepyBaHHi
amnyni, no 10 "3popos'a” aBTOTPAHCMOPTOM ab0 iHLWMMUN MexXaHiamamu',

amnyn y 6nictepi; 1
6nictep y kopobui 3
KapToHy; no 5 mn B
amnyni; no 5 amnyn
y 6nictepi; 1
6nictep y Kopobui 3
KapTOHy

"Mepeno3yBaHHsa", "Mo6iYHI peakuii”, gofaHo
po3ain "HecymicHicTb" BignoBigHo Ao
OHOB/IEHOT IHdhopMaLiii 3 6e3neku gitoyoi
peyoBuHN.

MepioAnYHICTL NOAAHHSA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34ificHeHHs hapmakoHarnsgy,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep

peecmpayiliHo2o

nocsio4YeHHs

2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULil YKpaiHu 29 ciyHsa 2007
poky 3a Ne 73/13340 (y pefgaku,ii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3Ha4eHUMn y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

15.

MUPOCUBAH

PO34nH A1 iH ek,
6,75 mr/0,9 mn, no
0,9 Mn y donakoHi;
no 1 donakoHy y
KapTOHHIA Kopoo6Li

ToBapucTso 3
0bMexeHot
BignoBigabHi
cTio "POKET-
DAPM"

YkpaiHa

TOB "®apmiges”

Narsis

MepepeecTpauis Ha HEOOMEXeHNI TEPMIH
OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ginax "MokasaHHs" (YTOUYHEHHS
iHchopmawii), "MNMpoTrnokasaHHs", "B3aemogis 3
IHLWIMMK NiKapcbKMK 3acobamu Ta iHLWWi BUAW
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"Mo6iyHi peakuyji" BignoBigHO Ao iHhopMmaLii
pediepeHTHOro JlikapcbKoro 3acoby
TpakTounsn, po3ynH s IHEKLIR.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTulii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/16409/01/01

16.

MUPOCUNBAH

KOHLleHTpaT Ans
po3unHy ans
iHdpysiit, 37,5 mr/5
MA, No 5mny
donakoHi; no 1

donakoHy y
KapTOHHIA KopooLi

ToBapucTso 3
06MexeHo
BignoBsiganbHi
cTio «POKET-
DAPM>»

YKpaiHa

TOB "dapmigesn”

Narsis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHoBeHO iHdhopmaLito B IHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
y po3ginax "MNokasaHHA" (YTOUHEHHS
iHhopmawii), "MpoTunokasaHHs", "B3aemogis 3
HLIMMKW NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakwii”, "HecymicHicTb" BiANOBIgHO
[0 iHdopmauii pedpepeHTHOro nikapcbkoro
3aco6y TpakToLu/, KOHLEHTpaT 419 PO3UUHY
A8 iHdy3il.

MepioAnYHICTL NOAAHHA perynsipHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIigHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBeppKeHoro Hakasom MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionseae

UA/16409/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepiognyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.

17.

MIANQEKC

PO34UH ANS iH KL,
25 mr/mn; no 2 mn B
amnyni; no 5 amnyn

Y KapTOHHiIli kopoobLi

3AT "IHTEN
FEHEPUKC
HOPA"

JlntBa

NNTABOPATOPIOC
HOPMOH, C.A.

IcnaHis

MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH.
OHoB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
y po3ginax: "®apmakosnorivyHi BnactuBocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMun 3acobamu Ta iHWi BUau
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BariTHOCTi abo
roflyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LWIBUAKICTb peakuii npu kepyBaHHi
ABTOTPAHCMOPTOM ab0 iHLWMMN MexaHiamamu',
"Cnoci6 3acTtocyBaHHs Ta go3u", "TobiuHi
peakuii”, "HecymicHicTb" BiANOBIAHO A0
iHchopmauii LLoA0 MeANYHOro 3aCTOCYBaHHSA
pedhepeHTHOrOo /ikapCcbKoro 3acoby
(AEKCATIH® IH'EKT, po3unH Ans iH'eKUilA).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3nekun

3a
peyenmom

He
nionseae

UA/16062/01/01

18.

HI®YPOKCA3NA
AJNIKANOIA

CyCneHs3is opasibHa,
200 mr/5 mn; no 90
My chnakoHi, no 1
donakoHy B
KOMNAEKTI 3 MipHUM
CTaKkaH4YMKOM B
KapTOHHY KOPOGKY

AJTKANOIO ALL
Ckon'e

Pecny6nika
MiBHIYHA
MakefoHis

ATTKANOIO ALL
Ckon’e

Pecny6nika
MiBHiYHA
MakefoHist

MepepeecTpalis Ha HEOBMEXEHWNA TEPMIH.
OHoOB/EHO iHhopmaLito B IHCTPYKLT ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
y po3sginax "®apmakoTepanesTuyHa rpyna’,
"®apMakonorivyHi B1acTmBocTi" (4ONOBHEHHS
iHpopMmawii), "MNpoTunokasaHHs",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (yTouHeHHs iHchopmadi),
"Mo6iuHi peakwji" BigNoBigHO 4O OHOBMNEHOI
iHhopMmauii 3 6e3nekn 3acTocyBaHHs Aito4yol
peyoBuHN.

MepioAnyHICTb NOAAHHS perynsipHo

3a
peyenmom

He
nionsieae

UA/16750/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3ajificHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa

OXOPOHU 34,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA PerynspHUX 3BITiB 3
6e3neku.

19.

HI®YPOKCA3N/A,
ANKANoI4

Kancynu Teepai no
100 mr no 10 kancyn
y 6nicTepi, no 1 abo
no 2 abo no 3
6nictepn y
KapTOHHIM nayu,i

AJTIKANOIA AL
Ckon'e

Pecny6nika
MiBHIiYHA
MakefoHist

ATTKANOIO ALL
Ckom’e

Pecny6nika
MiBHiYHA
MakefoHis

MepepeecTpavis Ha HEO6MeXeHUi TEPMIH.
OHOB/IEHO iH(hopmaLito B IHCTPYKLT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
y po3ginax "®apmakoTepaneBTuyHa
rpyna"(yTouHeHHs iHchopmadi),
"®apmMakooriyHi BNacTMBOCTI" (YTOYHEHHS
iHhopmawii), "3acTocyBaHHsA y nepiog
BariTHOCTi abo rofyBaHHA rpyAat" (YyTOUHEHHS
iHchbopmawii), "MoGiyHi peakuii BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
3acToCyBaHHA Ail040l PEHOBUHN.
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16750/01/01

20.

HI®YPOKCA3NA
AJNIKANOIA

Kancynm TBepai no
200 mr no 10 kancyn
y 6nicTepi, no 1
6nictepy a6o no 2
6nictepun y
KapTOHHIM nayu,i

AJTKANOIO ALL
Ckon'e

Pecny6nika
MiBHIYHA
MakefoHis

ATTKANOIO ALL
Ckon’e

Pecny6nika
MiBHiYHA
MakefoHist

MepepeecTpalis Ha HEOBMEXEHWNA TEPMIH.
OHoOB/EHO iHhopmaLito B IHCTPYKLT ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
y po3ginax "®apmakotepaneBTnyHa
rpyna"(yTouHeHHs iHchopmadii),
"®apmMakooriyHi BNacTMBOCTI" (YTOYHEHHS
iH(hopMawii), "3acTocyBaHHs y nepiop,
BariTHOCTi abo rofyBaHHA rpyAat" (YyTOUHEHHS
iHchopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOI iHhopMaLii 3 6e3neku
3acToCyBaHHSA Ait040l PEYOBUHN.
MepioAnyHICTb NOAAHHS perynsipHo

3a
peyenmom

He
nionsieae

UA/16750/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep

peecmpayiliHo2o

nocsio4YeHHs

OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3ajificHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa

OXOPOHU 34,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA PerynspHUX 3BITiB 3
6e3neku.

21.

omMmson

NOPOLLOK A/1A
pO34nHy AnA
iHcpysii, 40 mr; no 1
a6o no 10 chnakoHis
3 NOPOLLKOM Y
Kopoo6ui

OPTAHOCVIH
NAADCAEHC
13 (E® 3ET I)

OAE

BMPOGHMLTBO 3a
NOBHUM LIK/TOM:
Cogpapimekc —
IHgycTpia Kimika e
PapmacbloTika,
C.A., MopTtyranis
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS:
LEBA XongiHr Ei.
Ec., TypeuunHa

MopTtyranis/
TypeyunHa

MepepeecTpavis Ha HEO6MeXeHUi TEPMIH.
OHOB/EHO iHGhopMaLLito B IHCTPYKLUIT Ansa
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
y po3ginax: "B3aemogis 3 iHWMMK NlikapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMogiid",
"Oco6mBocCTi 3acTocyBaHHSA", "MoGIYHI
peakujii" BiAMoBigHO A0 OHOBMEHOI iHchopMmaLii
3 6e3nekun Aityoi pevyoBUHN.
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3ajiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3omM MiHicTepcTBa
OXOPOHU 34,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/17079/01/01

22,

MAHTOMNPA30/-
TEBA

TabneTkn
racTpopesnCTeHTHi
no 40 mr; no 7
Tabnetok y 6nictepi,
no 2 abo 4 énictepn
B KOpob6Li; no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
Kopo6ui; no 14
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepn
B Kopob6ui; no 15
Tabnetok y 6nictepi,
no 2 6nictepu B
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

MepepeecTpalis Ha HEOBMEXEHWA TEPMIH.
OHOB/EHO iHGhopMaLito B IHCTPYKLUIT Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
B po3ginax "®apmMakoTepaneBTuyHa rpyna.
Kog ATX " (yTOuHeHHS iHchopmaLii 6e3 3MiHu
Kogy ATX), "®apmakonoriyHi BnacTueocTi",
"B3aemogijs 3 iHWKMU fikapcbkMMU 3acobamu
Ta iHWi BUAKn B3aemogiii*, "Oco6mMBoCTi
3acTocyBaHHS", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, "34aTHicTb
BM/IMBATW Ha LUBUAKICTb peakwii Npu KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHLWMMU MexXaHiamamu',
"Mo6iyHi peakuyji" BignoBigHO Ao iHhopMmaLii
pedyepeHTHOro /likapcbkoro 3acoby
(Pantecta®, gastro-resistant tablets 40 mg, B

3a
peyenmom

He
nionsieae

UA/16874/01/01
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Hassa

®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
YkpaiHi 3apeectpoBaHuii sk KOHTPOJIOK,
TabneTky racTpopesnCcTeHTHI no 40 mr).
MepioAnYHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.
23. CEBE/TIAMEP- TabneTku, BKPUTI Mictpan AHrnis BVMPOGHMLTBO, Icnanis/ MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH 3a He UA/16898/01/01
BICTA NNiBKOBOIO Kenitan BK/IHOYaAOUN HimeuuunHa/ OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ans peuyenmom | nidssicae
060/10HKO10, M0 800 MeHeKMeHT nepBuUHHE, BTOPUHHE Monbwa MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
mr, no 180 TabneTok Niviten naKkyBaHHs Ta y po3ginax: "®apmakonorivyHi BlacTmBocTi”,
Y KOHTelHepax BUNYCK cepil: "MokasaHHA" (YTOYHEHHS iHdopMaLiT),
(6aHoukax) 3 CiHTOH XicnaHis, "B3aemogjs 3 iHWMMK nikapcbkuMn 3acobamm
Kpuweukoto; no 1 C.N1., IcnaHis Ta iHWi B1Aan B3aemogiin”, "Oco6mBocCTi
KOHTEliHepy nepBuHHe, BTOPUHHE 3acTocyBaHHSA", "3acTocyBaHHSA y nepiog,
(6aHouLy) ¥ nakyBaHHs: BariTHOCTi abo rogyBaHHs rpygar”,
KapTOHHIA Kopoo6Li PotTeHgopd ®apma "MepepnosyBaHHs", "INo6i4HI peakuii”
'M6X, HimeuunHa BiANOBIAHO [0 iHhopMaUii Woa0 MeauyHoro
BMPOBHULTBO 3acTOCyBaHHSA pethepeHTHOro Mikapcbkoro
Hepo3dacoBaHoi 3acoby (Renvela, TabneTkn, BKpUTI N/TIBKOBOO
npoayKuii: 060/10HKOI0).
Papmac'toTikan MepioAnyHICTb NOAAHHSA PerynsipHo
Yopkc OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
NMONIb®APMA C.A., Mopsaaky 3ailicHeHHs thapmakoHarnsgy,
MonbLia 3aTBEpPKEHOro Hakasom MiHicTepcTBa
OXOPOHU 34,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
24. PJIEBABEH® Tabnetku, no 1000 KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHisa MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 6e3 niossieae UA/16995/01/02
1000 Mmr no 10 TabneTok y HoBo mecTo bulk", nepsrHHe Ta OHoOB/EHO iHhopmaLito B IHCTPYKLiT ans peuenma

6nictepi; no 3 abo 6

BTOPVHHE MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby

6nictepiB y nakyBaHHs, y po3gini “MNo6ivHi peakuii" BigNoOBiAHO A0

KapTOHHIA KopooLi KOHTPONb cepii Ta iHbopMmaLii oA0 BaX/IMBOCTI iHpOpMYyBaHHS
BMNYCK cepil: npo No6iyHi peakuii.
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
KPKA, a.4., Hoso MepioAnyHICTb NOAAHHSA perynsipHo
MecTo, C/oBeHis OHOBJ/IOBAHOIO 3BITY 3 6€3neku, BigNoBigHO A0
KOHTPO/b cepii: Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
KPKA, a.4., Hoso 3aTBEpXEHOro Hakas3om MiHicTepcTBa
MecTo, CnoBeHis OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3riAHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3nekn
25. ®JIEBABEH® TabneTtkn, BKpUTI KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoBeHisn MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 6e3 nionsieae UA/16995/01/01
500 NNiBKOBOO HoBo mecTo bulk", nepsuHHe Ta OHoBeHO iHhopmaLito B IHCTpYKLii Ans peyenma
060/10HKO0, M0 500 BTOPWHHE MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
Mmr; no 15 TabneTok nakyBaHHs, y po3ginax "Cnoci6 3acTocyBaHHs Ta fo3u"
y 6nicTepi; no 2 abo KOHTPO/b cepii Ta (yTouHeHHs iHdpopmauii), "MobiuHi peakwii"
4 6nictepu B BMNYCK Cepil: BiANOBIAHO A0 iHdhopMaLii 3 6e3neku
KapTOHHIA KOpooLi KPKA, a.4., Hoso 3aCTOCYyBaHHSA NikapcbKoro 3acooby.
mecTo, C/oBeHis MepioAnYHICTb NOAAHHS PErysipHO
KOHTpO/b cepii: OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
KPKA, a.4., Hoso Mopsaaky 3ailicHeHHs thapmakoHarnsgy,
mecTo, C/oBeHis 3aTBEpPAKEHOro Haka3omM MiHicTepcTBa
OXOPOHU 34,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
26. LE®PENIM NOpOLUOK AN1s AHaHTa Benvka Csicc NepeHTepasic IHais MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/16849/01/01
AHAHTA pO34nHy aNs iH'ekuii | Megikeap N14. BpuTaHis nta., Hais OHOB/EHO iHGhopMaLito B IHCTPYKLUIT Ans peuyenmom | nidsisicae

no 1r; 1 cpnakoH 3
NMOPOLLKOM B KOPOO6Li
a60 10 cpnakoHiB 3
MOPOLLKOM B KOPOOLL

AHaHTa Mepgikeap
Nimiteq, IHAis

MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
y po3ginax "OcobnMBOCTi 3aCTOCyBaHHS",
"Cnocib 3acTocyBaHHA Ta fo3n"
(peparyBaHHs), "Oitn" (pegarysaHHs), "To6iuHI
peaxuii” BignoBigHO 40 OHOBNEHOT iHhopmaLi
3 6e3nekun gjtyoi pevyoBUHN.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciyna 2007
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHSA PerynspHUX 3BITiB 3
6e3neku.

27.

LUE®PENMIM
AHAHTA

NOPOLLOK A/1A
PO34UHY O151 iH'EKLLIA
no 2r; 1 pnakoH 3
MOPOLLKOM B KOPOObLi
a60 10 cpnakoHiB 3
MOPOLLKOM B KOPOOLL

AHaHTa
Megpikeap /114.

Benuka
BpuTaHis

Csicc MNepeHTepasic
nrta., Hais
AHaHTa Mepgikeap
Nimites, IHAiA

IHgis

MepepeecTpavis Ha HEO6MeXeHUIi TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
y po3ginax "OcobnnBoCTi 3acToCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta f03n"
(peparyBaHHs), "Oitn" (peparysanHs), "To6iuHI
peakujii" BiAMoBigHO A0 OHOBMEHOI iHchopMmaLii
3 6e3nekun Ajtyoi pevyoBUHN.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3ajiicHeHHs hapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16849/01/02

28.

LE®UHAK®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 200
mr; no 10 TabneTok
y 6nictepi ; no 1
6nictepy B
KapTOHHI ynakoBsLi

Abpun
dopmyneiiuH3
MeT. N14.

IHAjia

HekTap
NaiicpcaitHcis
Nimitea-tOHIT VI

IHAjs

MepepeecTpaLisi Ha HEOBMEXEHW TEPMIH
OHOB/EHO iHGhopMaLito B IHCTPYKLUIT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
y po3ginax: "®apmakosoriyHi BNactmBocTi",
"Moka3saHHs" (pegaryBaHHs TEKCTY),
"B3aemogjs 3 iHWYMK fikapcbkuMu 3acobamm
Ta iHWi B1an B3aemogiin”, "Oco6mBoCTi
3acTocyBaHHSA", "34aTHICTb BNAMBATU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHismamu',
"Mepepo3yBaHHA", "T06IYHI peakuii”
BiANOBIAHO A0 iH(hopMaLii Woh0 MeanyHOro
3acTocyBaHHs pedpepeHTHOro J1iKkapCbKoro
3acoby ( SUPRAX, TabneTtkun, BKpUTI
NNiBKOBOK 060/I0HKOHO).
MepioAnYHICTL NOAAHHA perynsipHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIigHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBeppKeHoro Hakasom MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsieae

UA/16758/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BiOnycKy | yBaHHs | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'SA YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepiognyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
29. LEPUNHAK® TabneTtkn, BKpUTI Abpun IHais HekTap IHAis MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH 3a He UA/16758/01/02
NNiBKOBOIO dopmynenwHs NaiidpcaitHcis OHOB/EHO iHGhopMmaLito B IHCTPYKLUIT Ans peyenmom | nidsisizae
o60n0Hkoto, no 400 Met. NiTg. Nimitea-tOHiT VI MeJMNYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby
Mmr; no 10 TabneTok y po3ginax: "®apmakosnorivyHi BnactuBocTi",
y 6nictepi ; no 1 "Moka3aHHs" (pegaryBaHHsi TEKCTY),
6nictepy B "B3aemogijs 3 iHWKMK ikapcbkMMK 3acobamu
KapTOHHIA ynakoBLi Ta iHWi BUAKn B3aemogiii*, "Oco61mBoCTi
3acTocyBaHHs", "34aTHICTb BNAMBaTK Ha
LBMAKICTb peakLii Npy KepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MeXaHi3mamu',
"Mepeno3yBaHHA", "T0GIYHI peakuii”
BiANOBIAHO A0 iHhopMaLii WoA0 MeanyHoro
3aCTOCYBaHHA ped)epeHTHOro Nikapcbkoro
3acoby ( SUPRAX, TabneTku, BKpUTI
NiIBKOBOK 060/I0HKOL).
MepiognyHICTbL NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsagaky 34ilicHeHHs chapmakoHarnsgy,
3aTBEpPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi ocTuUuil YKpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
30. LEE®OMNEPA3OH NOPOLLOK NAT YkpaiHa LNy AHTIBIOTIKC Kutai MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH - He UA/17030/01/01
Y HATPIEBA (cybcTaHuis) y "Kuismegnpen PAPMAC'HOTIKAN niosnsieae
Cl/Ib TA KOHTeliHepax apat” KO., NT4
CYNbBAKTAMY atloMiHIEBMX AN8
HATPIEBA CI/lb BMPOGHMLITBA
CTePUNIbHUX

nNikapcbknx dopm
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HayanbHUK .
dapmayeBTUYHOIo ynpaB/iiHHSA Tapac JIACKOBCbKIA
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ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Big 25 KBiTHA 2023 poky Ne 773

JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATHCSH 10 JEPKABHOI'O PEECTPY JIIKAPCBKHX

HOBOro abo OHOB/IEHOrO cepTudikara
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI
€Bponelicbkili chapmakonei: anst Adl;

3ACOBIB YKPAIHUA
Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs
1. | AAPUBNACTUH niogpinizat gns Mdpaiizep IHK. CLIA KopgeH ®apma ITanis BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/4762/01/02
LWBUAKOPO34UN | po3unHy ans NarTiHa C.n.A. mMartepianis: 3mMiHu Il TMNy - 3MiHK peuenmom niosnsieae
HHUI iHdpysivi no 50 wr, 1 wopo 6e3nekn/ethekTMBHOCTI Ta
chnakoH 3 thapmakoHarnagy. 3MiHU y KOpOTKili
niocpinizatom y XapaKkTepucTuLi Nikapcbkoro 3acooby,
KapTOHHI Kopoo6Li TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
OOKAIHIYHUMM, KNIHIYHAMW JaHuMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHu
BHECEHO [0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giniB "OcobmBOCTi 3acTocyBaHHA"
Ta "3acTocyBaHHs y nepioj BaritTHOCTi
abo rogyBaHHsA rpyaa0" BignosigHo [0
Marepianis peecTpauiiHoro JOCbeE.
BBefeHHA 3MiH NPOTArom 6- Tm
MiCALIB MiCNSA 3aTBEPKEHHS.
2. | ASUTPOMIUVH NOpPOLLOK CninbHe YkpaiHa MniBa Xopsartisa /ITg, Xopsaris BHECEHHS 3MiH [0 peecTpavinHmx - UA/10401/01/01
(cybeTaHuis) y YKpaiHCbKO- MaTepianis: 3MiHu | TUNY - 3MiHK 3
noABIliHMX icnaHcbke akocTi. CepTtucpikat BignosigHocTI/IE-
nosieTuneHnx nignpPUeEMCTBO cepTuduikar BiANoBiAHOCTI
MiLLKax gnis "CMEPKO €Bponeiicbkili
chapmaL,eBTUUHOro YKPAIHA" thapmakonei/moHorpadii. MogaHHs
3acToCcyBaHHSA
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPMKEHOr0 BUPO6HMKa. MoaaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3aTBepmxkeHo: R1-CEP 2007-
072 - Rev 01) ana A®| A3UTpomiuuH
Bif, BX€e 3aTBEPMAKEHOr0 BUPOGHUKA
Mnisa Xopsaria /114, Xopsaris, sk
Hacnigok BigGyNnvch 3MiHW y agpeci
BMPOBHMYOI AinbHUL

AIMA®IKC

MOPOLLOK Ta
PO3YMHHVIK AN15
pO34nHy AnA
iHcpysiii, 1000
MO/10 mn; donakoH
Ne 1 3 MOpOLLKOM MO
1000 MO y
KOMNeKTi 3
pO34MHHMKOM (BOAA
Ans iH'ekuid) no 10
My dhnakoHi Ne 1
Ta Habopom A
PO3UMHEHHS |
BBEJEHHSA y
KapTOHHIA KOpooLi

KEAPIOH
C.NA.

ITanis

KEAPIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaovatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-ghaina cuctemm
hapmakoHarnsgy) 3miHa KOHTakKTHOI
ocobu 3asiBHUKa, BIANOBIAa/IbHOT 3a
hapmakoHarnsag B Ykpaii.
[itoua pepakuis: Wknspesuy Irop
OnekcaHaposuy. MNMponoHosaHa
pegakuis: HikitTueHkosa J1t0608
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag B
YKpaiHi.

3a
peyerimom

UA/17426/01/02

AIMA®IKC

MOPOLLIOK Ta
PO3UMHHVK A/1S1

KEAPIOH
C.IN.A.

ITanisa

KEAPIOH C.IM.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | Tny - 3miHn

3a
peyenmom

UA/17426/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
pO34nHy Ans woao 6e3nekn/edpekTBHOCTI Ta
iHcpysii, 500 MO/10 hapmakoHarnsgy. BeefeHHs abo
M; chakoH Ne 1 3 3MiHV [0 y3arasibHEHUX AaHuX npo
nopoLukom no 500 cuctemy hapmakoHarniagy (BBefeHHs
MO y komnnekTi 3 y3arasibHeHUX JaHuX Npo cucTemy
PO34MHHUKOM (BOAA thapmakoHarnagy, 3miHa
Ans iH'ekuiid) no 10 YMOBHOB&XeHOT 0cobw,
MY onakoHi Ne 1 BiANOBIAANbHOI 32 34iiCHEHHSA
Ta Habopom ans hapMakoHarnsay; KOHTakTHOI ocobu 3
PO3UYNHEHHS | dhapmakoHarnsgy 3assHuka gns
BBEEHHA y 3[jilicHeHHs hapMakoHarnagy B
KapTOHHiiA Kopo6Li YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHOI
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmMakoHarnag B YKpaiHi.
[itoya pepakuis: Wknsapesny lrop
OnekcaHaposuy. MNponoHoBaHa
pepakuis: HikitTueHkosa J1t0608B
IBaHiBHA. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi.
5. | ANIA® PO34UH NS iH'EKLN, Baiiep Al HimeuumnH Baiiep Al', BepniH, Himeuunna/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/12600/01/01
40 mr/mn; no 0,165 a HimeuyunHa CWA mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
M/1Yy nonepegHsLo (BPOGHMLTBO AKOCTI. [0TOBWIA Nikapcbkuit 3aci6.
3anoBHeHOMY (BkNtovatoun Cucrema
wnpuyi; no 1 CTepusibHY KOHTeliHep/3akKyrnopoBasibHWiA 3aci6.
Lwnpudy (3anasHomy dinbTpauito, 3miHa y meToAax BMnNpobyBaHHS
y 6nictep) y HanoBHEHHS - NepBUHHOT YNakoBK1 rOTOBOTO
KapTOHHI ynakoBL; nepBrHHa nikapcbKoro 3acoby (iHLi 3MiHW y
no 0,278 mny ynakoBka), MeTo4ax BMNpobyBaHb (BK/IOUAKUM
CKNSIHOMY hN1aKoHi; BTOPUHHA YNaKoBKa, 3amiHy abo JofaBaHHs)) 3amiHa

no 1 cpnakoHy 3
hiNbTpyBaIbHON
ronkotw 18 Gy
KapTOHHIA ynakoBLi

KOHTPO/b cepii,
BiANOBIAa/IbHUI 3a
BUMYCK cepii ans
doNakoHiB,
MapKyBaHHs,
6nicTepHa ynakoBka,
cTepunisayis,
BTOPUHHA YNaKoBKa,

cepiiiHoro MeToay BUNPOGyBaHHA Ha
rEHOTOKCUYHI JOMILLKN A58 NEPBUHHOI
ynakoBku «Barel 1 mL glass type 1
colorless transparent cap styrene
butadiene gray», OHOBAEHHS N.
3.2.P.2.4 Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
[itoua pepakuin: Residual genotoxic

BMPOGHUYNIA impurities are tested on every batch
KOHTPO/b, KOHTPO/b against pre-defined specification limits
SIKOCTI, as per simulated use test according to
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BiANOBiAA/IbHWIA 32
BUNYyCK cepii gns
nonepegHLo
3anoBHEHNX
winpuuis); Baiiep AT,
HimeyunHa,
Bynneptasb,
HimeuunHa
(koHTpOnb cepii);
Baiiep AT,
HimeuuunHa,
JleBepky3eH,
HimeuunHa
(KOHTPO/b AKOCTI
Ans nonepeaHLo
3anoBHEHNX
LUMPWLIB, KOHTPO/Ib
AKOCTI (TiNbkK TecT
Ha MexaHiyHi
BKJ/THOYEHHS) AN1A
thnakoHiB); BeTTep
dapma-depTiryHr
v6X i Ko. KT,
HimeuunHa
(BPOGHMLTBO
(BKHOYALOUN
CTepUbHY
dinbTpauito,
HanoBHEHHS -
nepBuHHA
yrakoBka),
BMPOGHUYNIA
KOHTPO/b, KOHTPO/1b
AKOCTI, Bidya/ibHa
iHCnekuis ans
hNaKkoHiB;
BMPOGHUYNIA
KOHTPO/b, KOHTPO/1b
SIKOCTI, BidyasibHa
iHCneKuis ans
nonepegHLo
3anoBHEHNX
LwnpuLiB); €BpodiHC
JNaHkacTep
Nab6opatopis, IHK.,
CLUA (koHTposnb
AKOCTI
Hepo3sdgracoBaHol

the 1ISO 10993-7 standard, current
edition: «Ethylene oxide sterilization
residuals». MponoHoBaHa pefakuis:
Residual genotoxic impurities are
controlled via a validated process
according to 1ISO 10993 — 7 standard
(85.3 «Procedure for product release
using residue dissipation curve»).
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB
nicns 3aTBepmAkeHHs. 3MiHu | Tuny -
3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHa y MeTofax BUNPO6YyBaHHsA
NnepBUHHOI YNakoBK/ roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHN Y
MeToAax BUNpobyBaHb (BKIOYaruu
3amiHy abo fofaBaHHs)) 3amiHa
MeToAy BUNPO6YBaHHA A4/15 NoKasHMKa
«CTepUsbHICTb» NaKyBa/lbHOTO
maTepiany 415 NOPLUHS nonepeaHbo
3aroBHEHOrO LNpKLa, OHOBIEHHS M.
3.2.P.7.Cuctema ynakoBka/yKynopka;
pefakujiiHa npaBka LWoA0 Nepe.ipkn
HakTepiasibHNX EHAOTOKCUHIB ANA
ynakoBK1 nonepesHbLO 3anoBHEHOIO
wnpuua. 3aTeepaxkeHo: Sterile.
Conduct the sterility testing according
to the Direct inoculation method as per
instructions and requirements of Ph.
Eur. 2.6.1. 3anponoHoBaHo: Sterility —
No positive bioindicators allowed.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHM 3 siKoCTi. [OTOBWMIA NikapcbKuii
3aci6. Cucrtema
KOHTelHep/3aKynoploBasibHuA 3aci6
(iHWwi 3miHM) 3miHa cnevumdikaui
NEepPBMHHOT YNaKoBKK, W06 YCyHYTU
PO3MeXyBaHHS MiX MEPEBIPKOID
BXiZHOro MPOAyKTY i cepTudikaTom,
BiANOBIAHO [0 YMHHMX BKa3iBOK Y
KpaiHi noxomkeHHs (EC). OHOBIEHHS
n. 3.2.P.7.Cucrtema
ynakoBka/yKynopka; Ha AoAaToK Ao
BULLE BKa3aHUX 3MiH, 3aABHUK,
KOPUCTYIOUMCb MOX/IMBICTIO, NOKpaLLye
BiANOBIAHICTb Ta AKICTb AOKYMeHTaL,i,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
npoaykuii; NS LbOro BHOCUTb JAesiki pefaKuiiHi
PepyxeHepoH npasku Ao po3sginy 3.2.P.3.
dapmacbloTikanc, Bupo6HMumnii npouec. MNpasku He
IHK., CLLUA BM/IMBAKOTb Ha 3MICT AOCbE. BBEAEHHS
(BUPOBHMLTBO 3MiH NPOTArom 6-Tu MicaLiB nicns
Hepo3chacoBaHol 3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHK 3
NPOAYKLii, KOHTPO/Tb AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
AKOCTI Cucrtema
Hepo3chacoBaHol KOHTelHep/3aKynoproBasibHWiA 3aci6.
NpoAyKLii) 3miHa napameTpiB cneuudikauii

Ta/abo fonyCTUMUX MEX NEPBUHHOT
yNakoBKM1 rOTOBOrO NiKapCbKoro
3ac00y (BMyYEHHSI HE3HAYHOrO

nokasHuka (Hanpuknag 3actapisnoro

nokasHvka)) BuganeHHs nokasHuka

AKOCTI i3 cneuwndikauii «Residue on

ignition» AN NOPLUHA nonepeaHbo
3aMoBHEHOrO LWnpuua. BeegeHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHA. 3MiHU | TUnNY - 3MiHK 3
akocTi. A®l. BupobHMUTBO. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX Y
npoueci BupobHuutea A®l, wo
BCTaHOB/EHI y crevmdikauisx
(3BY)XXEHHSI AONYCTUMUX MEX)
3BY)XEHHS AONYCTUMUX MEX Y NpoLeci
BMpO6HUMLTBa ADI. Mexi
BHYTPILLUHbOTEXHO/IOMNYHOIO BMIiCTY
[OHK kniTuHu-rocnogaps Ha etani nyny
aHIOHOOBMIHHOT XpomaTorpadii (Step
9) 3ByXylOTbCSl. BBEAEHHSA 3MiH
NPOTArom 6-Tu MicAiB nicns

3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
CTabinbHicTb. 3MiHa y TepMiHax

npugaTHocTi abo ymosax 36epiraHHs

rOTOBOrO J1iKapCbKOro 3acoby (3MiHa y

3aTBEPAKEHOMY MPOTOKOSI
cTabinbHOCTI) 3MiHN [0
3aTBEPAKEHOrO NMPOTOKO/Y

CTabiNbHOCTI FOTOBOr0O NPOAYKTY ANA

CKOPOYEHHS TPUBAIOCTi JOCAIMKEHD

cTabinbHocTi 3 36 micsuiB Ao 24
MicsILiB; Ha AoAaToK [0 BULLe
BKa3aHWX 3MiH, 3asiBHUK,
KOPUCTYIOUNCb MOX/IMBICTIO, MOKpALLyE
Bi4NOBIAHICTb Ta AKICTb AOKyMeHTaUl,

[N51 UbOro BHOCWTb Aiesiki pefiakuiliHi




27

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
npaeku Ao po3sginy 3.2.P.5 KoHTposnb

N3, 3.2.P.8. CTabinbHicTb, Ak
HacnifoK, peaakuiriHi 3MiHu y
3aTBepaxeHnx MKA I'/13. BBegeHHsA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPLAKEHHSA. 3MiHM | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHA A®l abo
BVXifHOro Marepiany/npoMixxXHOro
npoAyKTy/pearenty, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BUNpo6yBaHHA) He3HauHi 3MiHu B
MeToZi BUNpobyBaHHA Ha
ineHTudbikauilo (aHanis amiHOKMCNOoT)
015 BUXiAHOTO MaTepiany
FP1K/FP10K Media Feed Powder, Lo
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA Ait0H0I peHOBUHN
achnibepcenTy, WO6 3aMiHUTK aHani3
aMiHOKMC/oT 3a gonomoroto BEPX Ha
YBEPX. BBefieHHS 3MiH NPOTArom 6-
TN MiCALB NiCNA 3aTBEPKEHHS.
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTponb A®L. 3miHa y MeToAax
BMNpobysaHHA APl abo BuXigHOro
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BUNpPobyBaHHA) HesHauHi 3MiHn B
3aTBEPMHKEHOMY MeTogi
BMNpo6yBaHHst «CHO Protein
Content» (ELISA) gnsa aktusHoil
peyoBuHM adpriibepcenT. BBegeHHA
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPLAKEHHS. 3MiHM | TURY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHA A®l abo
BUVXifHOro Martepiany/npoMixXHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BUNpo6yBaHHA) He3HauHi 3MiHu B

3aTBEPKEHOMY MeTOoZj
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMNpobyBaHHA «Unctota» (YBEPX)
01151 aKTUBHOI peyoBuHW adhnibepcenT.
3MiHM BMKOHYHOTbCSA W06 fogatn
KpuUTepili NpuaaTHOCTI cucTemm
(cniBBigHOLWeEHHA curHan/wym USP
0,1% Bif cTaHA@PTY NOPIBHAHHSA).
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHn 3 aKocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs Ad|
ab0o BMXigHOro marepiasny/npoMixHoro
npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPLYKEHNX MeToAax
BMNpo6yBaHHA) HesHauHi 3mMiHu J0
MeToay BUnpobyBaHHs «IMpodinb
onirocaxapugis» s 4jtoyol pevyoBuHN
achni6epcenT, foAaHHSA BanigauiiHoT
XapakTepucTukn, a came po3paxyHok
BIZICOTKOBOI Pi3HWL,i NOLL, MK
NMOBTOPHOCTAMM BUNPO6GOBYBAHNX
3paskiB; KPiM TOro, 3asiBHUK
CKOpPUCTaBCSA MOX/IMBICTIO BHECTU
3MiHN [j0 NepeHeCceHHs aHaliTUYHNX
MeToZiB i Banigauii B po3gini 3.2.5.4.3
Banigauis aHaniTUMHNX METOANK.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepkeHHs. 3MiHu | Tuny -
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO.
3miHu BUNpobyBaHb abo A0MyCTUMUX
MeX y npoueci Bupo6Huutea Adl, wo
BCTaHOB/EHI y crevudikauisx
(3BY)XXEHHSI AONYCTUMUX MEX)
3BY)XEHHS AOMNYCTUMUX MEX Ha
Unprocessed Bulk Bioburden B
npoveci BUpobHuULTBa Aito4oT
peyoBuHM adpnibepcenty 3. 3MiHu |
1Ny - 3MiHu 3 akocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®l, ab0 BUXIQHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPO6HMLTBA ADI (iHLWi 3MiHK) 3MiHa
MeX crneumdikauii aHasisy TPeTUHHOT
CTPYKTYp¥ 3a [ONOMOT 00
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

chnyopecueHTHoI cnekTpockonii 3 330
HM g0 330 +3 HM 4118 cTaHgapTty
nopiBHSAHHSA adnibepcenTy, AKuii

BMKOPWCTOBYETLCA B NPOLEC
BMPOGHMLTBA Ait0H0I peHOBUHN
adhnibepcenT. BBegeHHs 3MiH

npoTArom 6-Tn MicAuiB nicns

3aTBEPMKEHHA. 3MiHU | TUNY - 3MiHK 3

akocTi. A®l. BupobHuuTBO. 3MiHM B
npoueci BupobHuutea A®| (HeHayHa
3MiHa y npoueci Bupo6HuLTBa Adl)
HesHauHi 3miHu B npoueci
BMPOGHMLTBA AiH040T PEeYOBUHM
achnibepcenT 4718 YCYHEHHS 3aliBOT
onuji AN5 perynioBaHHs LLiIbLHOCTI

KNiTWH y GiopeakTopi Ha 3000 n nepen

nepeHeceHHAM A0 KiHLeBOoro
6iopeakTopa 10 000 5 (onuis

CKOPOYEHHS Ky/IbTUBYBAHHS K/TITUH).

BBeneHHs 3MiH NpoTAroM 6-Tu MicsauiB

nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikadiii

Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX

y crneumdikauisx Ha Adl, abo
BWXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo

BUKOPVCTOBYIOTBCS Y NPOLEC

BUpo6HUUTBA AP (IHLWi 3MiHK) 3MiHK

BHOCATLCA A0 cneundikauii peareHTy

NaOH 10N, a came: po3LwnpoTLCA

Mexi cneuudpikauii kap6oHaTy HaTpito

(3 <0,6 go <1,0%), BaxKkux MeTanis

(Takux sk Pb) 3 1,0 ppm go 5,0 ppm)
Ta 3ani3a (3 2 ppm 4o 3 ppm), skuii

BMKOPWCTOBYETLCA Y NPOLIECI

BMPOGHMLTBA AiH040I PEeYOBUHM
adhnibepcenTy; BHOCATLCA AesKi
TEXHiYHI NpaBkn A0 cneumndikavi.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicna 3aTBepxeHHs. 3MiHu Il Tuny -
3MiHn 3 aKkocTi. A®I. KoHTponb AdI.
3miHa y MeTogax Bunpo6yBaHHs Ad|
ab0o BuUXigHOro marepiasny/npoMixHoro
npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (CyTTEBA 3MiHA Y
6ionorivHoMy/imyHonorivHomy/iMyHoxi
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mi4HOMY MeTOoZi BUNpobyBaHHs abo
MeTOogj, Y SKOMY BUKOPUCTOBYETHCSA
6i0N0riYHNIA peareHT ansa 6ionoriYHoro
A®l, abo ioro 3amiHa) BHocuTbCA
CyTTeBa 3MiHa y MeTof BUNpobyBaHHS
KiNIbKICHOT noniMmepasHoi NaHLorosoi
peakuii (QPCR) BmicTy AHK KniTuHKM-
xassiiHa CHO fn1s npoMiXHOro
npoaykty acnibepcenty (aitoyoi
peyoBuHK). MNpeacTaBneHo HOBUIA
MeTO/ NiAroTOBKY 3paskiB i HOBWIA
Habip gPCR. Mexa cnevucpikauii ans
Bmicty AHK knitnHu-xa3siiva CHO gns
NPOMIKHOrO NPOAYKTY 3a/NLLIAETLCA
HE3MIHHOIO; KOPUCTYHOUMNCH
MOX/IMBICTIO, Pa30M i3 3a51B/1EHOI0
3MiHOK BUPOOHWK BHOCUTbL peakKLiiiHi
npasku Ao psgy nigposginis Mogynio
3. 3anponoHoBaHi pegakLiiHi 3MiHU He
BMN/IMBAIOTb Ha 3MICT JOCbE;
pepakujiiiHa 3mMiHa LWof0 BUAANEHHS
a/IbTEPHATUBHOI CUCTEMY 3aKPUBAHHS
KOHTeliHepiB Ans1 36epiraHHs
iHrpedieHTy aKkTMBHOT cybcTaHLiiy
naketax EVA. Naketn EVA Hikonm He
BMKOPVCTOBYBa/INCS B KOMEPLLiHOMY
npoueci. IHrpeieHT akTMBHOI
cybcTaHLii NpoAoBXye 36epiratncs B
nonikapboHaTHUX MASLLKaX.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALUiB
nicnsa 3aTBepKEHHs

AKBAJETPM®
BITAMIH D3

PO34MH BOAHWI ANs
nepopasibHOro
3acTOCyBaHHs,
15000 MO/mn; no 10
My h1aKkoHi 3
KpanenbHUM
[o03aropom; no 1
hnakoHy B
KapTOHHIM navui

dapmaneBsTmy
HWA 3aBO4
«MOJIb®APM
A» C.A.

MonbLa

dapmaLeBTUYHUI
3aBof,
"MONIb®APMA"
C.A. Bigain MegaHa
B Cepaggai

MonbLa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tvny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTI/lE-
cepTudikat BiANoBiAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWI cepTuddikaT Bif yxe

3a
peyenmom

UA/9205/01/01
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n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

3aTBEPLKEHOr0 BUPOGHUKA.
MogaHHs OHOBNEHOrO cepTudikaTa
BiNOBIgHOCTI EBpoOnelichkkilt
thapmakonei R1-CEP 2007-292-Rev
02 ans fjto4yoi pevyoBrHU
Xonekanbuuepon Bif Bxe
3aTBEPAKEHOr0 BUPOOHMKA
FERMENTA BIOTECH LIMITED
noB’s3aHe 3i 3MiHOI PUANYHOT
agpecy BUpo6HuKa AdIl, 6e3 3miHu
Micus BUPOOHULTBA. 3aTBEPAXEHO:
R1-CEP 2007-292-Rev 01 /
FERMENTA BIOTECH LIMITED, DIL
Complex, Chodbunder Road,
Majiwada India — 400 610 Thane (W);
FERMENTA BIOTECH LIMITED,
Village Takoli, District Mandi India —
175 121 Nagwain, Himachal Pradesh.
3anponoHosaHo: R1-CEP 2007-292-
Rev 02 / FERMENTA BIOTECH
LIMITED, A-1501, Thane One, DIL
Complex, Chodbunder Road,
Majiwada India — 400 610 Thane (W);
FERMENTA BIOTECH LIMITED,
Village Takoli, District Mandi India —
175 121 Nagwain, Himachal Pradesh

He

UA/19158/01/01

AKKOTIM

Kancysu Teepgi, no
20 wmr, no 1 kancyni
y cale, no 5 cawey
nauu

Akkopa
Xenckea
C.Y.

IcnaHis

Brpo6HMuTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
PAPMACBHIOTIKAN
3 NIIMITEL, IHais;
Brpo6HMLUTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
PAPMACBHIOTIKAN
3 NIIMITEL, IHais;
JopatkoBa
OinbHUUA 3
BTOPVHHOIO

IHpis/
Benuka
BputaHis/
ITania/
Monbwa/
ManbTta/
YropuwmHa

nakysaHHsa: AKKOP/]

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/edhekTBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX
NiKapcbKkunx 3acobiB Nic/s BHECEHHSA
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX
JaHnx). 3MiHM BHECEHO A0 iHCTPYKLi
AN MeAnYyHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ainu:
"MpoTmnokasaHHsa", "Ocob6mMBOCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog sariTHoCTi abo rogyBaHHs
rpyaar”, "MobivHi peakuii” BignosigHO
[0 iHhopmau,i Woao MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro

nikapcbkoro 3acoby (TEMOJAI,

3a
peyerimom

nionsieae
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n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

XENCKEA NIMITEL,
Benvika bputaHisi;
JopatkoBa
OinbHUUA 3
BTOPUHHOTIO
nakysaHHsa: A4/
CANJI YEVH
(Itanis) CMA, ITanis;
JopatkoBa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
AKKOP[I-tOKEI
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
OinbHUUA 3
BTOPUHHOTIO
naKyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MonbLa;
KoHTposib sikocTi:
Micom fla6e N14.,
ManbTa; KoHTponb
AKOCTI: PapmagoKe
Xenckea N4,
ManbTa; KoHTponb
aKkocTi: BECCNIHI
Xanrepi K.,
YropwuHa;
KoHTposib sikocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTposib sikocTi:
®APMABANIA N4,
Mikpob6ionoriyHa
Na6opaTopis,
YropLymHa,
BignosigansHuii 3a
BUNYCK cepil:
AKKOP[, XENCKEA
NIMITE/L, Benvka
BpuTaHis

kancynv). BBegeHHs 3MiH mpoTsrom 6-
TW MiICALIB Nic/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHn
BHECEHO 10 IHCTPYKLi 415 MenyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3zin "OcobnmBocCTi 3acToCcyBaHHA"
BiAANOBIAHO A0 OHOBMEHOI iHdhopMaLi
3 6e3nekn JONOMKHOT PEUYOBUHM.
BBeneHHs 3MiH NpoTAroM 6-Tu micsAuiB
nicns saTBepkKeHHs

3a

He

UA/19158/01/02

AKKOTIM

Kancysnm Teepgi no
100 wr; no 1 kancyni
y cawe; no 5 cawe y

navji

AkKopfa,
Xenckea
C.Y.

IcnaHis

Brpo6HMuTBO
nikapcbKoro 3acooby,
nepBuHHe Ta

BTOPWHHE

IHpis/
Benvka
BputaHis/

ITania/

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/edhekTBHOCTI Ta

hapmakoHarnsay. 3miHu y KopoTkii

peyerimom

nionsieae
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nakyBaHHs, Monbwa/ XapakTepucTuLi Nikapcbkoro 3acoby,
KOHTPO/b AKOCTI ManbTta/ TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
cepii: IHTAC YropLmHa Me[MYHOro 3acTocyBaHHA

SAPMACBIOTIKAN
3 NIIMITEL, IHais;
Brpo6HMLTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPUHHE
naxkyBaHHs,
KOHTPO/Ib AKOCTI
cepii: IHTAC
OAPMACBIOTIKAN
3 NIMITEL, IHais;
JopartkoBa
OinbHUUA 3
BTOPUHHOTIO
nakysaHHsa: AKKOP/[,
XENCKEA NIMITEL,
Benvika bputaHisi;
JopatkoBa
OinbHUUA 3
BTOPUHHOTIO
nakysaHHsa: A4/
CANJI YEVH
(Itanis) CMA, ITanis;
JopartkoBa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
AKKOP[I-tOKEI
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
OinbHUUA 3
BTOPUHHOTIO
naxkyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MonbLa;
KoHTposib sikocTi:
Micom fla6ce N14.,
ManbTa; KoHTponb
AKOCTI: PapmaoKke
Xenckea N4,
ManbTa; KoHTponb
aKkocTi: BECCNIHI

XaHrepi Kdot.,

reHepuyHUX/ribpuaHMX/6ionoai6HNX
NiKapcbKNx 3ac06iB NicNsi BHECEHHS
TiET camoi 3MiHU Ha pedhepeHTHNI
npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX JOAATKOBUX
JaHnX). 3MiHM BHECEHO [0 iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
nNiKapcbKoro 3acoby y po3ainu:
"MpoTmnokasaHHsa", "OcobamBOCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, sariTHoCTi abo rogyBaHHs
rpyaar”, "MobivHi peakuii” BignoBsigHO
[0 iHhopmau,i WoAo MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (TEMOJAI,
kancynv). BBegeHHs 3MiH mpoTsrom 6-
TW MiICALIB Nic/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHn
BHECEHO 10 IHCTPYKLi 415 MenyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3zin "OcobnmBocCTi 3acToCcyBaHHA"
BiAANOBIAHO A0 OHOBMEHOI iHchopMmaLi
3 6e3nekn JONOMKHOT PEUYOBUHM.
BBeneHHs 3MiH NpoTAroM 6-Tu MicsAuiB
nicns saTBepakKeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
YropwuHa;
KoHTponb AKkocTi:
NABAHANIZIC
C.P.N, Itanis;
KoHTponb AKkocTi:
®APMABASIA Tx
Mikpob6ionoriyHa
Nab6opaTopis,
YropLymHa,
BignosigansHuii 3a
BUNYCK cepil:
AKKOP[, XE/ICKEA
NIMITE/L, Benvka
BpuTaHis
9. | AKKOTIM Kancysm Teepai no Akkopg, Icnanis Brpo6HMuTBO IHpis/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/19158/01/03
140 wr; no 1 kancyni Xenckea nikapcbKoro 3acooby, Benuka marepianis: 3miHu | Tuny - 3miHu Wogo | peyenmom nionsizae
y cawe; no 5 cawe y C.JLY. nepBuHHE Ta BputaHis/ 6e3nekun/edhekTBHOCTI Ta
nauu BTOPVHHE ITanis/ hapmakoHarnagy. 3MiH1 y KOpOTKili
nakyBaHHS, Monbwa/ XapaKTepucTuLi NikapcbKoro 3acoby,
KOHTPO/b AKOCTI ManbTta/ TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
cepii: IHTAC YropuwuHa Me[MYHOro 3acTocyBaHHsA

®APMACBIOTIKAN
3 NIIMITEL, IHais;
Brpo6HMUTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
SAPMACBIOTIKAN
3 NIMITEL, IHais;
Jopartkosa
OinbHUUA 3
BTOPVHHOIO
nakysaHHsa: AKKOP/[,
XENICKEA NNIMITEL,
Benvika bputaHisi;
JopatkoBa
OinbHUUA 3
BTOPVHHOIO
nakysaHHsa: A4/
CANJI YENH
(Itanis) CMA, ITanis;
JopatkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHS:

reHepuyHUX/ribpuaHMX/6ionoai6HNX
NiKapcbkunx 3acobis Nicss BHECEHHSA
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX JOAATKOBUX
JaHnx). 3MiHM BHECEHO A0 iHCTPYKLi
AN MeAnYyHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ainu:
"MpoTmnokasaHHsa", "Ocob6mMBOCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog sariTHoCTi abo rogyBaHHs
rpyaar”, "MobivHi peakuii” BignosigHO
[0 iHhopmau,i Woao MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (TEMOJAI,
kancynv). BBegeHHs 3MiH mpoTsrom 6-
TW MiCALB Nic/A 3aTBEPAXEHHS.
3Minu | TMRY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn). 3MiHn
BHECEHO 10 IHCTPYKLi 415 MenyYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y
po3zin "OcobnmBocCTi 3acToCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iHChopMmaLi
3 6e3nekn JONOMKHOI PEUYOBUHM.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepakeHHs
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n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

AKKOP-HOKEN
NIMITEA, Benuka
BpuTaHis;
Jopatkosa
OinbHUUA 3
BTOPUHHOTIO
naKkyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MonbLa;
KoHTposib siKocTi:
Micom fla6e N14.,
ManbTa; KoHTponb
AKOCTI: PapmagoKke
Xenckea N1T14,,
ManbTa; KoHTponb
aKkocTi: BECCNIHI
Xanrepi K.,
YropwuHa;
KoHTposib sikocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTposib sikocTi:
®APMABANIA N4,
Mikpob6ionoriyHa
Nab6opaTopis,
YropLymHa,
BignoBigansHuii 3a
BUNYCK cepil:
AKKOP[, XENCKEA
NIMITE/L, Benvka
BpuTaHis

10.

AKKOTIM

Kancysnm Teepgi no
180 wr; mo 1 kancyni
y cawe; no 5 cawe y
nauu

AkKopfa,
Xenckea
C.Y.

IcnaHis

Brpo6HMuTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
PAPMACBHIOTIKAN
3 NIIMITEL, IHais;
Brpo6HMuTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC

IHpis/
Benuka
BputaHis/
ITania/
Monbwa/
ManbTta/
YropuwmHa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbkunx 3acobis Nicss BHECEHHSA
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX JOAATKOBUX
JaHnx). 3MiHVM BHECEHO A0 iHCTPYKLii
AN MeAnYyHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ainu:
"MpoTmnokasaHHs", "OcobamBoCTi

3a
peyerimom

He
nionsieae

UA/19158/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3acTocyBaHHA", "3acTocyBaHHA y

OAPMACBIOTIKAN
3 NIMITEL, IHais;
JopatkoBa
OinbHUUA 3
BTOPUHHOTIO
nakysaHHsa: AKKOP/[,
XENNCKEA NIMITEL,
Benvika bputaHisi;
JopatkoBa
OinbHUUA 3
BTOPUHHOTIO
nakysaHHsa: A4/
CANJI YEVH
(Itanis) CMA, ITanis;
JopartkoBa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
AKKOP[I-tOKEW
NIMITEA, Benuka
BpuTaHis;
Jopatkosa
OinbHUUA 3
BTOPUHHOTIO
naKkyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MonbLa;
KoHTposib sikocTi:
Micom fla6ce N14.,
ManbTa; KoHTponb
AKOCTI: PapmagoKke
Xenckea N1T14,,
ManbTa; KoHTponb
aKkocTi: BECCNIHI
Xanrepi K.,
YropwuHa;
KoHTposib sikocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTposib sikocTi:
®APMABANIA N4,
Mikpob6ionoriyHa
Nab6opaTopis,
YropLymHa,
BignoBigansHuii 3a
BUNYCK cepil:
AKKOP/[ XENCKEA

nepiog, sariTHoCTi abo rogyBaHHs
rpyaaro”, "MobiuHi peakuii” BignoBsigHO
[0 iHhopmau,i WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (TEMOJAI,
kancynv). BBegeHHs 3MiH mpoTsrom 6-
TW MiICALB Nic/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn). 3MiHn
BHECEHO 10 IHCTPYKLi 415 MenyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3zin "OcobnmBocTi 3acToCcyBaHHA"
BiANOBIAHO A0 OHOBMEHO! iHhopMmaLi
3 6e3nekn JONOMKHOI PEUYOBUHM.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsAuiB
nicns saTBepakeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
NIMITE/L, Benvka
BpuTaHis
11. | AKKOTIM Kancysm Teepgi no Akkopg, Icnanis Brpo6HMLUTBO IHpis/ BHECEHHS 3MiH [0 peecTpalinHmx 3a He UA/19158/01/05
250 wmr; no 1 kancyni Xenckea nikapcbKoro 3acooby, Benuka marepianis: 3miHu | Tuny - 3miHu Wogo | peyenmom nionsizae
y cawe; no 5 cawe y C.JLY. nepBuHHE Ta BputaHis/ 6e3nekun/ehekTVBHOCTI Ta
nauu BTOPVHHE ITanis/ hapmakoHarnagy. 3MiH1 y KOpOTKili
nakyBaHHS, Monbwa/ XapaKTepucTuLi NikapcbKoro 3acoby,
KOHTPO/b AKOCTI ManbTta/ TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
cepii: IHTAC YropuwumHa Me[MYHOro 3acTocyBaHHsA

®APMACBIOTIKAN
3 NIIMITEL, IHAis;
Brpo6HMuTBO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
SAPMACBIOTIKAN
3 NIMITEL, IHais;
JopatkoBa
OinbHUUA 3
BTOPVHHOIO
nakysaHHsa: AKKOP/[,
XENICKEA NNIMITEL,
Benvika bputaHisi;
Jopatkosa
OinbHUUA 3
BTOPVHHOIO
nakysaHHsa: A4
CANJI YENH
(Itanis) CMA, ITanis;
Jopartkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
AKKOP[I-tOKEW
NIMITEL, Benuka
BpuTaHis;
JopatkoBa
LinbHUUA 3
BTOPUHHOTIO
nakyBaHHS:
CuHonTns
IHpacTpian Cn. 3
0.0., MonbLa;
KoHTponb AkocTi:
Micom Jla6c /174.,

reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKkunx 3acobiB Nic/s BHECEHHSA
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX JOAATKOBUX
JaHnx). 3MiHVM BHECEHO A0 iHCTPYKLi
AN MeAnYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ainu:
"MpoTmnokasaHHsa", "Ocob6MBOCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog, sariTHoCTi abo rogyBaHHs
rpyaar”, "MobivHi peakuii” BignosigHO
[0 iHhopmau,i Woao0 MeguyHoro
3aCTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (TEMOJAI,
kancynv). BBegeHHs 3MiH mpoTsrom 6-
TW MiCALB Nic/a 3aTBEPAXEHHS.
3Minn | TMRY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn). 3MiHn
BHECEHO [0 IHCTPYKLi 415 MeAnyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3zin "OcobnmBocCTi 3acToCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iHChopMaLi
3 6e3nekn JONOMKHOT PEUYOBUHM.
BBefeHHs 3MiH NpOTAroM 6-Tu MicsuiB
nicns saTBepkKeHHs
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

ManbTa; KoHTponb
AKOCTI: PapmaoKke
Xenckea N1T14,,
ManbTa; KoHTponb
akocTi: BECC/IHI
Xanrepi K.,
YropwuHa;
KoHTposib sikocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTposib siKocTi:
®APMABANIA N4,
Mikpob6ionoriyHa
Nab6opaTopis,
YropLymHa,
BignosigansHuii 3a
BUNYCK cepil:
AKKOP[, XENCKEA
NIMITE/L, Benvka
BpuTaHis

12.

ANBEHTA®

Kancysnm
NPOJIOHroBaHoI fii,
no 75 wr, no 14
Kancyny énictepi;
no 1, abo no 2, abo
no 4 6nictepu y
KapTOHHI Kopoo6Li

KPKA, ao.4.,
HoBo mecTo

CnoBeHis

KPKA, 4.4., Hoso
MEeCTO

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TNy - 3MiHK
wopo 6e3snekv/etpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO A0 IHCTPYKUiT 4519 MeanYHOro
3aCcTOCyBaHHS fikapcbKkoro 3acoby Ao
po3ginis "Oco6mBoCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog sariTHoCTi abo rogyBaHHs
rpyaar” Ta "rMobivni peakuii” woao
6e3nekn 3acTocyBaHHS fitoyol
peyoBUHM BeHNagakCuH Bi4NoOBILHO
00 pekomeHgauin PRAC. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
3MiHV BHeCeHOo A0 IHCTpykuii ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ginis "B3aemogis 3
iHLWIMMK NikapcbkMK 3acobamn Ta
iHLWI BMAW B3aemogin" Ta
"Oco6nMBOCTI 3aCTOCYBaHHA" W0A0
6e3nekn 3acTocyBaHHs Ajito4ol
peyoBuHN BeHNagaKCyH BigNoBigHO
00 pekomeHgauin PRAC. BeegeHHs
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEpPKEHHS. 3MiHK | TMNY - 3MiHK

3a
peyerimom

He
nionsieae

UA/9449/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili

XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX
NiKapCbKNX 3ac06iB Nicsi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX JOAATKOBUX
LaHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
AN MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"B3aemogisa 3 iHWKMKN NiKapCbKUMu
3acob6amMu Ta iHWi BUAW B3aemogiii" Ta
"Oco6MBOCTI 3aCTOCYBaHHA"
BiANoBIAHO A0 iHdopMaLiT
pedhepeHTHOro /ikapcbKoro 3acoby
EFEXOR L.P. prolonged-release
capsules. BBefieHHs 3MiH NPOTArom 6-
TN MiCALB NiCNA 3aTBEPKEHHS.
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX
NiKapcbKNx 3ac06iB NicNsi BHECEHHS
TiET camoi 3MiHU Ha pedhepeHTHNI
npenapar (3miHa He noTpebye
HafjaHHS XXOAHUX HOBUX JOAATKOBUX
AaHuX)
3MiHU BHECEeHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby Ao po3ginis "Oco6/MBOCTi
3acTocyBaHHs","Cnoci6 3acTocyBaHHS
Ta go3un" Ta "MNobiyuHi peakwuji”
BIANOBIAHO A0 iHdopMaLii
pedhepeHTHOro NiKapcbKoro 3acoby
EFEXOR L.P. prolonged-release
capsules. BBefieHHA 3MiH NpOTArom 6-
TN MiCALB NiCNs 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeAMYHOro 3acTOCyBaHHS
reHepuyHuX/riopuaHnx/6ionodibHnx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA

Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX [OAATKOBUX
OaHnx) 3MiHU BHECEHO A0 IHCTpyKLi
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby Ao po3giniy
"Mo6iuHi peakwyii" BigNoBigHO A0
iHhopmawii pethepeHTHOro
nikapcbkoro 3acoby EFEXOR L.P.
prolonged-release capsules.

BBeneHHs 3MiH NpoTAroM 6-Tu micsAuiB

nicns 3aTBepkKeHHs.

13.

ANBEHTA®

Kancynm
NPOMOHIoBaHoI Aji,
no 150 wmr, no 14
Kancyn y énicrepi;
no 1, aéo no 2, a6o
no 4 6nictepn y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHKn
BHECEHO [0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3ginis "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHsA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaaro” Ta "robivHi peakuii” woao
6e3nekn 3acTocyBaHHs Ajito4oTl
peyoBuHN BeHNagaKCyH BigNoBigHO
00 pekomeHgauin PRAC. BeegeHHs
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPLKEHHS. 3MiHM | TNy - 3MiHK
oo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn)
3MiHV BHECEHO A0 IHCTpyKLii ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby Ao po3ainis "B3aemogis 3
HLWMMKW NikapcbKMKn 3acobamu Ta
iHWi BUAM B3aemogiii" Ta
"Oco61BOCTI 3aCTOCYBaHHA" LWOA0
6e3nekn 3acTocyBaHHS fitoyol
peyvoBUHN BeHNadaKCyH BifnoBigHO
0o pekomeHpauin PRAC. BeefeHHst
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[IMYHOro 3aCTOCYBaHHS

3a
peyenmom

He
nionsieae

UA/9449/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
reHepuyHUX/ribpuaHMX/6ionoaieHNX
NiKapcbKNx 3ac06iB NicNsi BHECEHHS

TiET camoi 3MiHU Ha pedhepeHTHNI
npenapar (3miHa He noTpebye
HafjaHHS XXOAHUX HOBUX JOAATKOBUX
AaHnx) 3MiHU BHECEHO [0 IHCTpyKL,i
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby [0 po3zinis
"B3aemogis 3 iHWMMW NiKkapCbKumu
3acob6amu Ta iHLWi BuAn B3aemMogiit" Ta
"Oco6MBOCTI 3aCTOCYBaHHA"
BIANOBIAHO A0 iHdopMaLii
pedhepeHTHOro NiKapcbKoro 3acoby
EFEXOR L.P. prolonged-release
capsules. BBefieHHA 3MiH NpOTArom 6-
TN MiCALB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/6ionodibHux
NiKapcbKnx 3acobiB Nic/1s BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX AOAATKOBUX
[aHuX)
3MiHV BHeCeHOo A0 IHCTpykuii ans
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao posginis "OcobamBocTi
3acTocyBaHHA","Cnocib 3acTocyBaHHSA
Ta fosu" Ta "MobiyHi peakwyii"
BiANOBIAHO A0 iHdopMaLii
pethepeHTHOro NikapcbKoro 3acoby
EFEXOR L.P. prolonged-release
capsules. BBeeHHs1 3MiH NpOTArom 6-
TW MiICALIB Nic/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHNX
NiKapCbKNX 3ac06iB Nicsi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWA

npenapar (3miHa He noTpebye
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HajaHHS XXOAHUX HOBUX JOAATKOBUX
LaHnx) 3MiHVM BHECEHO A0 IHCTpyKU;i
ONA MeNYHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao po3giny
"Mo6ivHI peakui™ BigNOBIgHO A0
iHchopmawii pedrepeHTHOro
nikapcbkoro 3acoby EFEXOR L.P.
prolonged-release capsules.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB
nicna 3aTBepKEHHS.

14.

ANBEHTA®

Kancynm
NPOIOHIOBaHOI Aji,
no 37,5 mr, no 14
Kancyny énictepi;
no 1, a6o no 2, abo
no 4 6nictepu y
KapTOHHIA KOopooLi

KPKA, a.4.,
HoBso mecTo

CnoBeHisi

KPKA, a.4., Hoso
MECTO

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO A0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHS /likapcbKoro 3acoby Ao
po3ainis "Oco6mBOCTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaaro” Ta "MobivHi peakuii” wono
6e3nekn 3acTocyBaHHs fitoyol
peyvoBUHN BeHNadakcyH BifgnoBigHO
0o pekomeHpauin PRAC. BeefeHHst
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn)
3MiHU BHEeCeHO [0 IHCTpyKUii Ans
MeAMYHOro 3acTOoCyBaHHA NiKapCbKoro
3acoby Ao po3ginis "B3aemogis 3
iHLWMMKW nikapcbkMKU 3acobamu Ta
iHLWI BMAOW B3aemogjin” Ta
"Oco6MBOCTI 3aCTOCyBaHHA" LWOA0
6e3nekn 3acTocyBaHHS Aitoyol
peyoBUHM BeHNagakCuH Bi4NOBILHO
00 pekomeHgauin PRAC. BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapCcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaJaHHS! XXOAHUX HOBUX A0AATKOBKX

3a
peyenmom

He
nidnsieae

UA/9449/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AaHnx) 3MiHU BHECEHO A0 IHCTpyKui
NSt MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby [o po3zinis

3acob6amu Ta iHLWi BUAW B3aEMOpj

"B3aemogis 3 iHWVMU NTiKkapCbKuMun

n Ta

"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO A0 iHdopMaLii
pethepeHTHOro NikapcbKoro 3acoby
EFEXOR L.P. prolonged-release
capsules. BBeeHHs1 3MiH NpOTArom 6-
TW MiICALB Nic/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX
NiKapCbKNX 3ac06iB Nicsi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HaflaHHS XXOAHUX HOBUX JOAATKOBUX
LaHunx)
3MiHV BHECeHO A0 IHCTpyKLii ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro
3acoby Ao po3ginis "Oco6/MBOCTi
3acTocyBaHHA","Cnocib 3acTocyBaHHS
Ta go3u" Ta "Mob6iyHi peakwyii”
BiANoBIAHO A0 iHdopMaLiT
pedhepeHTHOro /ikapcbKoro 3acoby
EFEXOR L.P. prolonged-release
capsules. BBefieHHs 3MiH NPOTArom 6-
TN MiCALB NiCNA 3aTBEPKEHHS.
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX
NiKapcbKNx 3ac06iB NicNsi BHECEHHS
TiET camoi 3MiHU Ha pedhepeHTHNI
npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiHU BHECEHO [0 IHCTpyKLi
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby A0 po3ainiy

"Mo6iyHi peakuyii" BigNoBigHO A0




Hassa

Popma sunycky

3asBHUK
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n/n

JliKapcbK0o20
3acoby

ynakosKa)

(nikapcbka ¢hopma,

KpaiHa

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

15.

ANnonypPuHon-

Tabnetkn no 300 mr;

AT

YkpaiHa

AT "KMIBCbKUIA

iHchopmawii pedhepeHTHOro
nikapcbkoro 3acoby EFEXOR L.P.

prolonged-release capsules.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepKeHHS.

nocsi0OYeHHs

16.

ANnonypPuHonN-

no 10 TabneTok y
6nictepi; no 3
6nictepn y nauui 3
KapToHY

Tabnetkn no 100 wmr;

"KUIBCbKWIA
BITAMIHHUI
3ABOA"

AT

YkpaiHa

BITAMIHHWA
3ABOJ"

AT "KMIBCbKUIA

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3nekv/epekTMBHOCTI Ta

hapmakoHarnsgy. 3miHu y KopoTkii

XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbkunx 3acobiB Nic/s BHECEHHSA
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3giiv
"Moka3aHHA", "TIpoTMnokasaHHA",
"B3aemogis 3 iHWVMU NiKapCbKuMun
3aco6amMu Ta iHLWi BUAW B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib

3acTocyBaHHs Ta gosu", "[itn",

"Mo6iyHI peakuii" 3rigHo 3

iHchopmauieto LLoA0 MegNUHOro

3aCTOCyBaHHA pedhepeHTHOro
nNiKapcbKoro 3acoby (AonypuHosn
CaHpo3®, Tabnetkn no 100 mr a6o no
300 wmr). BBeaeHHs 3MiH npoTsrom 6-
TN MiCALIB Nic/a 3aTBEPAKEHHSA

3a He
peyenmom

nionsieae

UA/12636/01/02

no 10 TabneTok y
6nictepi; no 5
6nicTepis y nauuj 3
KapToHYy

"KUIBCHKNI
BITAMIHHUI
3ABOA"

BITAMIHHN
3ABOA"

Ykpaina

BHECEHHS 3MiH 0 peecTpalinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta

hapmakoHarnsigy. 3miHu y KopoTkii

XapakTepucTuL,i Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

MeJMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
nNiKapcbkunx 3acobis Nic/1s BHECEHHS

Tiei camol 3MiHW Ha pedpepeHTHWi
npenapar (3miHa He noTpebye

HajaHHS XXOAHUX HOBUX AOAATKOBUX

AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs

nikapcbKoro 3acoby y po3giiv

peyerimom

"MokaszaHHsa", "TpoTmMnokasaHHsa",

3a He
nionsieae

UA/12636/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"B3aemogis 3 iHWVMU fikapCbKumun
3aco6amMu Ta iHWi BUAW B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta gosu”, "[itn",
"Mo6iuHi peakwyji" 3rigHo 3
iHchopmauiieto LWoA0 MefnMuHOro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (AnonypuHon
CaHpo3®, Tabnetkn no 100 mr a6o no
300 wmr). BBeaeHHs! 3MiH npoTsrom 6-
TW MiCALIB Nic/a 3aTBEPAKEHHSA

17.

ANYHBPUT®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 30
Mr; no 14 TabneTok
y 6nicTepi; no 2
6nictepn y
KapTOHHI Kopoo6Li

Takepa
dapma A/C

NaHis

[03BiN Ha BUMYCK
cepil: Takega
ABCTpisi TM6X,

ABCTpISi;
BMPOGHULITBO 3a
NOBHUM LIMIK/TOM:

MeHH
dapmachboTikan

Cepsicec flimiTes,

Cnony4yeHe
KoponiscTBO

AscTpis/
CnonyyeHe
KoponiscTBo

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BignoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa MicLe3HaxoMKeHHs1 MacTep-
thaiina cuctemm chapmakoHarnsgy.
3MiHa Micus 3AiCHEHHS OCHOBHOI
OisnbHOCTI 3 chapmakoHarnagy. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag B
YkpaiHi. [jitova pegakuis: CaMmoOHEHKO
MapwuHa BonogumupisHa.
lMponoHoBaHa pegakuis: YpeTii
Ceprili IBaHOBMY / Uretii Sergii. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
3asBHVKa, BiANOBiAabHOI 3a
hapMakoHarnsg B YKpaiHi

3a
peyerimom

UA/18553/01/01

18.

ANYHBPUI®

TabneTkn, BKpUTI
naiBKOBOO

Takepa
dapma A/C

[aHia

[103BiN Ha BUMNYCK
cepii: Takega

ABcTpisi/
Cnony4yeHe

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | Tny - 3miHn

3a
peyenmom

UA/18553/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

060/10HKO0, M0 90
Mr; N0 7 TabneToK y
6nictepi no 4
6nictepn y
KapTOHHiA Kopoo6Li

ABcTpist TM6X,
ABCTpIS;
BMPOGHULITBO 3a
NOBHUM LIIK/TOM:
MeHH
dapmachbloTikan
Cepgicec JlimiTes,
CnonyyeHe
KoponiscTBO

KoponiscTBO

woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV [0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarniagy (BBefeHHs
y3araJ/ibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3miHa
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3assHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX
[OaHVX YNOBHOB&XeEHOI 0cobu,
BignoBigasibHOI 3a hapmakoHarnsag.
3MiHa MicLle3HaxoMKEHHST MacTep-
thaiina cuctemmn chapmakoHarnsgy.
3MiHa MicuA 34iACHEHHSI OCHOBHOI
OisnbHOCTI 3 dhapmakoHarnagy. 3MiHa
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YkpaiHi. fjitova pegakuis: CamoHeHKo
MapuHa BonogumupiBHa.
lMponoHoBaHa peakuisi: YpeTii
Cepriii IBaHOBMY / Uretii Sergii. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0Cco6u
3asBHMKa, BigNoBigaIbHOI 3a
hapmakoHarnag B YkpaiHi

19.

ANYHBPUT®

TabneTku, BKPUTI
NiBKOBOO
060/10HKot0, 1Mo 180
MrF; Mo 7 TabneTok y
6nictepi no 4
6nictepn y
KapTOHHI KopooLi

Takena
dapma A/C

[aHin

[103BiN Ha BUMNYCK
cepii: Takega
ABCTpIsi TM6X,

ABCTpiIst;
BMPOBHULTBO 3a
MOBHVM LMK/IOM:

MeHH
dapmacbioTikan

Cepsicec fliviTes,

CnonyyeHe
KoponiscTBo

AscTpis/
CnonyyeHe
KoponiscTBO

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asBHvKa ans
3[jiCHEeHHSs1 hapmakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,

3a
peyenmom

UA/18553/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3MiHa KOHTakTHUX
[aHVX YNOBHOB&XeHOI ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa MicLle3HaxoMKEHHsT MacTep-
thaiina cuctemmn chapmakoHarnsgy.
3MiHa Micus 34iliCHEeHHS OCHOBHOI
LisnbHOCTI 3 hapmakoHarnagy. 3MiHa
KOHTaKTHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pegaxuis: CaMOHEHKO
MapuHa BonogumupisHa.
lMponoHoBaHa pepakuisi: YpeTii
Cepriii IBaHOBMY / Uretii Sergii. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu
3as1BHMKA, BigNoBiAa/IbHOI 3a
hapmakoHarnsag B YkpaiHi

20.

ANbBYMIH
NOANHW 200 TN

PO3unH ANs iHdysil,
200 r/n; no 50 mn
ab6o no 100 mn
PO3UnHY Yy NAALIL;
no 1 nnswui B
KopoobLi

KegnpioH
C.n.A.

ITanis

KEAPIOH C.IN.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnsgy) - 3miHa KOHTakKTHOI
0ocobu 3as1BHUKa, BIANOBIAa/ILHOT 3a
thapmakoHarnag B Ykpaini. fitoua
pepakuisi: Lknapesuy Irop
OnekcaHaposuy. MNMponoHosaHa
pegakuis: HikitTueHkosa J1t0608
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B

3a
peyerimom

UA/15876/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YkpaiHi

21.

ANbUMEPAT

PO34UH OpasIbHUIA,
600 mr/7 mn, no 7
M1 PO3UUHY Y
donakoHi, no 10
h1aKkoHIB y kopobLi
3 KapTOHyY; No 7 MA
PO34UMHY Y (pr1akoHi,
no 1 dnakoHy B
nauLi 3 KapToHy; No
10 nayok 3 KapToHYy
y KOpO6L,i 3 KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu Il Tuny - 3miHun 3
akocTi. A®l. Bupo6bHMUTBO. 3MmiHa
BUPOGHMKA BUXIAHOrO/NPOMIXHOro
npoayKTy/peareHTy, L0
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
npoueci A®l, a6o 3miHa BUpPO6HMKaA
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHs KOHTposIo sakocTi) A®I (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI €BpONenchbkili
chapmakonei y 3aTBepaKeHOMy [0CbE)
(BBELilEHHA HOBOrO BUPO6HUKa APl 3
HajaHHAM macTep-haina Ha APl)
BBefeHHs1 HOBOro BMpo6Huka APl 3
HafiaHHAM MacTep-chaiina Ha AdI,
3areBepmxeHo: LIPOID GmbH,
Germany 3anpornoHosaHo: LIPOID
GmbH, Germany, JIANGSU WEIQIDA
PHARMACEUTICAL CO., LTD., China

3a
peyenmom

UA/17979/01/01

22,

AMBPOKCON

Tabnetku no 30 mr
no 10 TabneTtok y
6nictepi; no 2
6nictepu B nayuij 3
KapToHy

TOB
"TepHodhapm"

YkpaiHa

TOB "TepHothapMm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikat BignosigHoCTI/IE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
015 BUXIAHOTO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - Houii
cepTudikaT Bif BXe 3aTBepKEHOr0
BMPOGHMKa -
nogaHHA HOBOro cepTudiikara
BiANOBIgHOCTI EBponechbkili
dapmakonei Ne R1-CEP 2004-201 -
Rev 05 ana A®l ambpokcony
TiAPOXI0pPUAY Bif, 3aTBEPAXKEHOIO
BMpo6Huka Shilpa Medicare Limited,
IHAjsA, Sknii 3MiHMB Ha3By Ha Shilpa
Pharma Lifesciences Limited, IHais

6e3
peyenma

UA/1587/02/01

23.

AMBPOKCO/1-

cupon, 15 mr/5 mn;

TOB «TeBa

YKpaiHa

Mepkrie M'meX

HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHnX

6e3

UA/1853/02/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

TEBA

no 100 mny
donakoHi; no 1
dhnakoHy pasom i3
MipHUM
CTakaH4yMKoM y
Kopoo6ui

YKpaiHa»

([o3Bin Ha BMNycK
cepii; BupobHuuteo
Hepo3dghacoBaHOl
NpoAyKLii, NnepBUHHa
Ta BTOPUHHA
ynakoBka, KOHTPO/1b
AKOCTI)

Marepianis: 3miHu | Tvny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b roTOBOro MikapcbKoro
3acoby. 3miHa y MmeToAax
BUNPOOYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBepKEHNX MeToAax
BUNPOBYBaHHS) HE3HaYHI 3MiHW B
3aTBEPIKEHOMY METOAi KOHTPOO
AakocTi 13 3a NOKa3HNKOM
«lpeHTudikauis, BMICT i XiMiyHa
yncToTa aMmbpoKCoNy rigpoxiopuay»,
a came: Homep MeTogy 6yno 3amiHeHo
3 D-02208502 Ha D-02208504;
BHECEHO YTOYHEHHS «6/1M3bKO» [0
Onuncy NpUroTyBaHHS pyxomoi hasu
B=6ychep pH 4,5; yTouHeHHsi fo onucy
NPUroTyBaHHS BUXiZAHOTO PO34MHY
MOPIBHAHHS; YTOYHEHO Ha3BY AOMILLKN
«6,8-anbpomo-3-TpaHc-4-
rigpokcuumknorekcun-1,2,3,4-
TeTparigpoxiHa3oniHy rigpoxaopuay»
Ta «6,8-aAn6pomo-3-TpaHc-4-
rigpokcuumknorekcun-3,4-
OVrigpoxiHa3oniHy rigpoxiopuay»;
BUTYYEHHA NPUMITKM LLOAO
BMNPO6GOBYBaHNX PO3UMHIB | PO3UMHIB
MOPIBHAHHS; 3MiHa 3HauyeHHss RRF
cnosnyku 6,8-anépomo-3-TpaHc-4-
rigpokcuumknorekcun-3,4-
AvrigpoxiHasoniHy rigpoxniopugy. Y
Hacnifok HOBOTO KOZyBaHHA MeTOAY
6yB OHOB/IEHWIA PO34in
peecTpauiiHoro gocke 3.2.P.5.1
Cneuumdpikanis 3i 3MiHOIO kogyBaHb
cneumdikauii 3 F-A024-F03-J01 (npu
BMMNycky) Ta S-103202A-L08-J01
(NpoTAroM TepMiHy NpUAaTHOCTI) Ha
PS-A024-08-J01. PefakuiliHi 3MiHu Y
cneumdikauii 3a NoKasHUKOM
«MikpobiosnoriyHa uncToTa», a came
BK/IIOYEHO AeTaslbHy iHdhopMalLlito.
Takox BUpoBHWK 06’'eaHaB
crneuudikauii npu Bunycky tTa
NPOTAroM TePMiHY NPUAATHOCTI B OAUH
[OKYMEHT. BBefleHHs 3MiH NpOTArom
6-TU MicsAUIB NicNs 3aTBEPKEHHSA

peyerima

24.

AMAIoAunIH

Tabnetkn no 10 mr

CaHpo3

CnoBeHisi

BMPOGHMLITBO 3a

CnoBeHis/

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/11166/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

CAHJ,03®

no 15 tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHI KOopoo6Li

dapmachbioTika
n3 p.o.

MOBHVM LVK/IOM;
NnepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepii: ek
dapmaueBTNYHa
KoMnaHis 4.4.,
CnoBeHis;
BMPOGHULITBO in
bulk: F'eHBeoH Inak

CaHaii Be TikapeT A.

C., TypeuunHa;
CaHnpos 'pyn
Carnuk YpyHnepi
lnaknapi CaH. Be
Tik. A.C.,
TypeyuuHa;

KOHTposb cepii: C.K.

CaHpgos C.P.N.,
PymyHis; neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpONb cepil,
BUMNYCK cepii: Jlek
C.A., MonbLya,;
KOHTpO/b
MiKpo6ionoriyHoi
ynctotu: HosapTic
Carnuk lga my
Tapim YpyHnepi
CaH.Be Tik. A.C.,
TypeyynHa

TypeuunHa/
PymyHis/
MonbLwa

matepianis: 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikar BignosigHOCTI/TE-
cepTudikaT BifgnoBigHOCTI
E€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBigHOCTI
€sponelicbkili hapmakonei: ans Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei R1-CEP 2016-077-Rev
00 gns fitoyoil pevyoBrHU aMIoaUMIHY
6ecunar Bif, BXe 3aTBEpAXEHOro
BMpo6HUKa Hetero Drugs Limited,
India noe’s3aHe 3 OHOB/IEHHAM
yacTvHu 3asBHuKa (Applicant part).
3arBepaxeHo: RO-CEP 2016-077-Rev
02 3anponoHosaHo: R1-CEP 2016-
077-Rev 00

peyerimom

25.

AMIOANNIH
CAHJ03®

TabneTkn no 5 mr no
15 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLi

CaHpos3
dapmachboTika
n3 p.n.

CnoBeHis

BMPOGHMLITBO 3a
MOBHUM LIIK/TOM;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii: ek
PapmaueBTMYHA
KoMnaHis 4.4.,
CnoBeHis;
BMPOGHULITBO in
bulk: F'eHBeoH lnak
CaHaii Be TikapeT A.
C., TypeuunHa;
CaHpo3s 'pyn
Carnuk YpyHnepi
lnaknapi CaH. Be

CnoseHis/
TypeuunHa/
PymyHis/
Monbwa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkil
hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoOBIAHOCTI
€sponelicbkin hapmakonei: ana Adl;
ONs BUXIQHOTO
mMatepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYKOTHCS Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeicbkiin hapmakonei) -

3a
peyerimom

UA/11166/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Tik. A.C.,, OHoBeHWiA cepTuddikaT Bif yxe
TypeuuunHa; 3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
KOHTposb cepii: C.K. OHOBJ/IEHOTO cepTudikaTa
CaHnpos C.P.J1., BiANOBIAHOCTI €BpONechbkili
PyMyHis; nepBuHHe hapmakonei R1-CEP 2016-077-Rev
Ta BTOPUHHE 00 gns Ajroyoi pevyoBUHN aMNoguniHy
nakyBaHHs, 6ecunar Big, BXe 3aTBEPAKEHOI0
KOHTpONb cepil, BMpo6HUKa Hetero Drugs Limited,
BUMNYCK cepii: Jlek India noe’A3aHe 3 OHOB/IEHHAM
C.A., NMonblua; yacTvHu 3asBHuKa (Applicant part).
KOHTpPO/b 3arBepaxeHo: RO-CEP 2016-077-Rev
MiKpo6ionoriyHoi 02 3anponoHosaHo: R1-CEP 2016-
yncToTn: HoBapTic 077-Rev 00
Carnuk lga my
Tapim YpyHnepi
CaH.Be Tik. A.C.,
TypeyynHa
26. | AMOAUNIH- Tabnetkn no 5 wmr; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/4556/01/01
DPAPMAK no 10 TabneTok y marepianis: 3miHu | Tuny - 3miHK peyenmom nionsizae
6nictepi; no 1 a6o wopo 6e3snekv/edpekTMBHOCTI Ta
no 2 6nictepu B thapmakoHarnagy. 3miHa y KopoTkiii
nauuj 3 KapToHy XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoMm) - 3MiHu
BHECEHO B iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainy "Mepefo3yBaHHS" BigNoBigHO
[0 OHOBJEHOI iH(hopMaUT LLoao
6e3nekn 3acTocyBaHHS fitoyol
PEyOoBMHM 3riAHO 3 peKOMeHAAL €
PRAC. TepMmiH BBeLleHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPAKEHHS.
27. | AMIOAUNIH- Tabnetku no 10 mr; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/4556/01/02
PAPMAK no 10 TabneTok y mMartepianis: 3miHu | Tuny - 3MiHn peyenmom nionsieae

6nictepi; no 1 abo
no 2 6nictepu B
nayuj 3 KapToHy

uoao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynspHoO OHOB/OBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpPraHoMm) - 3MiHu
BHECEHO B iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHS ikapcbKoro 3acoby Ao
po3sgainy "Mepefo3ysaHHa" BignoBigHO
[10 OHOB/EHOT iHhopMaLii Wwoao
6e3nekn 3acTocyBaHHsA Ajito4oTl
PEevYoBUHM 3riJHO 3 pekoMeHAaLlieo
PRAC. TepMiH BBEAEHHS 3MiH -
npoTsrom 6 micsuis nicns
3aTBEPKEHHS.
28. | AMNICY/IbBIH® MOPOLLIOK ANS MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/3858/01/01
pPO34mnHYy Ansa "Kuismepnpen "Kniemegnpenapar” MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
iH'ekuin; no 1,5t apar” SKOCTIi. [O0TOBWIA Nikapcbknii 3acib.
MOPOLLKY Y h/TaKOoHi; Cucrtema
no 1,5 r nopoLuky y KOHTelHep/3aKynoptoBasibHUiA 3aci6
chnakoHi; no 10 (iHLWi 3MiHW) BUNYYEHHS 3 po3giny
h1aKoHiIB 3 3.2.P.7 Cuctema
NOPOLLKOM Y KOHTeliHep/3akKyrnopoBasibHWiA 3aci6,
KOHTYPHIl HaliMeHyBaHHS ipM-BUPOGHWKIB
YapyHKOBIli NepBUHHMX NaKyBa/lbHUX MaTepianis.
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B nauuj
29. | AHATPENIA- Kancysnm Teepgi no Mictpan AHrnis Bunyck cepii: CiHToH | Higepnangn BHECEHHS 3MiH 0 peecTpalinHmx 3a He UA/18972/01/01
BICTA 0,5 wr; no 100 Kenitan BB, HigepnaHaw,; / IcnaHis mMartepianis: 3miHu | TUnYy - 3MiHK peyenmom niosnsieae
Kancyn y nasLwi, no MeHeKMeHT BMPOOHULITBO wopo 6e3nekv/etpekTMBHOCTI Ta
1 nnswyiy Nimiteq roTOBOI NiKapCbKOi thapmakoHarnsgy. 3MiHa y KopoTkiii

KapTOHHIM navui

dhopmMK, nNepBuHHA
Ta BTOPUHHA
ynakoBka, oi3uko-
XiMiYHWI KOHTPOb
cepii, BUNycK cepii:
CiHTOH XicnaHisi,
C.J1., IcnaHis

XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoBefeHnX BigMOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCcTOCYBaHHS NMikapCbKoro 3acoby y
po3ginu: "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta [o3un" BignoBigHO [0 OHOB/EHOI
iHchopmawuii 3 6e3neku gjtoyoi
peyoBMHW. BBEAEHHA 3MiH NPOTAroM
6-TV MicALLIB NiCNsA 3aTBEPLKEHHSA

30.

APMAAIH

MOPOLLIOK
(cybeTaHuis) y
MilLKax-BK1aguwax
nonieTuIeHoBMX
ans
hapMaLeBTUYHOTO
BVIKOPVCTaHHS

TOB HB®
«MIKPOXIM»

Ykpaina

TOB HB®
«MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3mMiHu | Tuny -
AfMiHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHMKa peecTpauiiHoro
nocBifYeHHS) 3MiHa HaliMeHyBaHHS Ta
agpecu 3aaBHUKa. 3miHn | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BKHOYatoUM, 3a HEOBXiAHOCTI, Micue
npoBefeHHSA KOHTPOJII0 AKOCTI), abo
B/lacHUKa mactep-caiina Ha Adl, abo
nocravanbHuka API/BUXiAHOrO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y
BUPO6HULTBI ADI (SKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkunii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
hapmakonei y 3aTBepKeHOMY [0ChLE,
a60 BMPO6GHMKA HOBOI [OMOMIXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
3MiHa IopUaNYHOT agpecu BUPOOHMKa
cy6CTaHUil Ta YyTOUHEHHS
HallMeHyBaHHs1 BUPOOHUKA, 6e3 3MiHU
(hakTMYHOTro MicLs BUpObHULITBA

UA/9770/01/01

31.

ATPOMIH-
JAPHULA®

PO34UH ANS iH'EKLN,
1 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNnakoBK1 B nauLl

MpAT
"GapmaueBTu
YyHa hipma
"OapHuus"

Ykpaina

MpAT
"@apmaueBTnyHa
thipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BigNoBiAHOCTI

3a
peyenmom

UA/3928/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEPKEHOr0 BMPOOHUKa. MoaaHHA
OHOBJIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiichbkili
thapmakonei Ne RO-CEP 2016-112 -
Rev 03 (3aTBepmxkeHo: RO-CEP 2016-
112-Rev 02) ana A®| ATponiHy
cynbaty BupobHuyTBa Minsheng
Group Shaoxing Pharmaceutical Co.,
Ltd., China.

32.

ATPOMIHY
CYNb®AT

KpuctanivyHui
nopoLLoK abo
KpucTtanm
(cybeTaHuis) y
noABiHNX
nonieTMNeHoBUxX
nakeTtax gns
chapmaLeBTUYHOro
3acTocyBaHHS

MpAT
"®GapmaueBTu
YyHa hipma
"fapHuus”

YkpaiHa

MiHweH Mpyn
LLlaociHb
dapmacbtoTikan Ko.,
nra.

Kutan

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro ab0o OHOBNIEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin dhapmakonei: ana Adl;
ONs BUXIQHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCH Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPMKEHOr0 BUPOGHMKA. MoaaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2016-112 -
Rev 03 (3aTBepmkeHo: RO-CEP 2016-
112-Rev 02). be3 3MiHn y
crneundikaLii Ta aHanTUYHUX
MeToAMKax.

UA/18280/01/01

33.

AYPOBIH

Masb no 20 ry Ty6i 3
nonieTMneHoBUM
KOBMaYkoM, SIKWiA
Mae nepdopauiiHnii
HaKOHEeYHWK; no 1
Ty6i B KQPTOHHI

BAT "TeneoH
PixTep"

YropmHa

BAT "TeneoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaviinHmx
mMaTtepianis: 3MiHu | TUNy - 3MiHK LWOA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 4actoTu
Ta/abo TepMiHIB NOAAHHA perynsipHo
OHOB/IIOBAHUX 3BITiB 3 6e3nekn

3a
peyenmom

UA/7268/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Kopoo6Ui

nNikapcbKnx 3acobis; 3mMiHa TepMiHy
nofaHHA perynsapHoO OHOB/OBAHOrO
3BiTYy 3 6e3neku:

[itoua pegakuis: MNepiognyHicTb Ta
AaTn NoAaHHs perynsipHo
OHOB/IIOBAHUX 3BITIB 3 6e3neKkn
nikapcbkunx 3acobis 3rigHo 3 JloaaTkom
10 po Mopagky 34iicHEHHS:
hapmakoHarnsgy, 3aTBepiKeHoro
Hakazom MO3 Big 27 rpyaHs 2006
poky Ne 898 (y pegakuii Hakasy MO3
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), a came: YacTtoTa nogaHHs
PO3B: 8 pokis. KiHueBa gata ans
BK/IIOYEHHSA faHnx fo PO3b
01.01.2020, pata nogaHHs PO3b go
KoMnNeTeHTHWX opraHis 31.03.2020 p.m
MponoHoBaHa pepakuis:
MepioguuHicTb Ta Aatn nogaHHs
PO3B 3rigHo 3 cTaHAapTHUM ANs
KpaiHu BUpo6HYKa, YneHa €C
(YropwuHa): Yactota nogaHHsa PO3BE:
3 poku. KiHueBa gata 15 BK/1HYeHHs
AaHnx go PO3b6 31.12.2022, TepMiH
nogaHHa PO36 [0 KOMNETEeHTHUX
opraHis 31.03.2023.

34.

BAPBOBA/I®

Kpanni opasibHi, No
25 Mn 'y donakoHi 3
npo6koto-
KpanesibHuueto; no 1
chnakoHy B navi 3
KapToHy

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3MiHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NpUAATHOCTI
roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLKYETLCS
[aHVMU peanbHOro vacy) 36i/bLIeHHs
TepMiHy NMpUAATHOCTI FOTOBOrO
nNiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[0BrOCTPOKOBWX AOCNIAKEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3arsepgxeHo: TEPMIH
MPUOATHOCTI 3 poku
3anponoHosaHo: TEPMIH
NMPUOATHOCTI 4 pokv BeefeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPKEHHS.

6e3
peyenma

He
nionsieae

UA/1196/01/01

35.

BEHOAMYCBICT

MOPOLLOK ANs

MicTtpan

AHrnis

(BignoBiganbHUiA 3a

Yecbka

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/16512/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
A NPUroTyBaHHs Kenitan BWMYCK cepil) Pecny6nika/ matepianis: 3miHu | Tuny - 3miHu 3 peyenmom
KOHUEHTparty As MeHeXMeHT CiHTOH c.p.o0., Icnanis/ akocTi. A®l. BupobHMUTBO. 3MiHa
NPUroTyBaHHA Nimiten Yecbka Pecnybnika Bonrapis po3mipy cepii (BkItoHaoun gianasoHu)
pO34nHy Ans (BignoBiganbHWiA 3a A®| abo NPOMIKHOro NPoAyKTY, SKUiA
iHcpysiii no 100 mr, 1 BUNYyCK cepil) 3aCTOCOBYETLCA Y MpoLeCi
h1aKOH 3 MOPOLLKOM CiHTOH XicnaHis, BMpO6HMLUTBA ADI (36iNbLUEHHA A0 10
B KQPTOHHI Kopo6Lj C.J1., IcnaHis pasiB NOPIBHAHO i3 3aTBEPAKEHUM
(BTOpPUHHE po3Mipom) 36iMbLUEHHST pO3Mipi cepil
nakyBaHHs1) Ad| 6eHgamyCcTUHY rigpoxnopugy
Oxi | MoHorigpaTy (BupobHuuTea Synthon
dapmacbloTikasc, s.r.o., Yecbka Pecny6nika)
Ntp, Bonrapis 3aTtBepaxeHo: 1,5 kg-10 kg
(BMpOGHMLTBO, 3anponoHosaHo: 1,5 kg-20 kg
nakyBaHHs)
OHKOMe[,
MaHyhekTypiHr a.c.,
Yecbka Pecny6nika
36. | BEHOAMYCBICT | nopoluok ans Mictpan AHrnis (BignoBiganbHuii 3a Yecbka BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/16512/01/01
A NPUroTyBaHHs Kenitan BMMYCK cepil) Pecny6nika/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
KOHUEHTparty A5 MeHeXMeHT CiHTOH c.p.o0., Icnanis/ AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
NPUroTyBaHHA Nimiteq Yecbka Pecnybnika Bonrapis po3mipy cepii (BkIrOUYaoun gianasoHu)
pO34unHy Ans (BignoBiganbHWiA 3a A®| abo NPOMIKHOro NPoAyKTY, SKUiA
iHcpysiii no 25 wr, 1 BUNYyCK cepil) 3aCTOCOBYETLCA Y NpoLeci
h1aKOH 3 MOPOLLKOM CiHTOH XicnaHis, BMpO6HMLUTBA ADI (36inbLUEHHA Ao 10
B KQpPTOHHI kopobLj C.J1., IcnaHis pasiB NOPIBHAHO i3 3aTBEPAXEHUM
(BTOpPUHHE po3Mipom) 36iMbLUEHHST pO3Mipi cepil
nakyBaHHs) A®| beHpamyCcTuHy rigpoxnopuay
Oxi | MoHorigpaTy (BupobHuuTBa Synthon
dapmacbloTikanc, s.r.0., Uecbka Pecny6nika)
Ntp, Bonrapis 3aTtBepaxeHo: 1,5 kg-10 kg
(BMpOGHMLTBO, 3anponoHosaHo: 1,5 kg-20 kg
nakyBaHHs)
OHKOMe[,
MaHyhekTypiHr a.c.,
Yecbka Pecny6nika
37. | BEHOAMYCTWUH- | nopoluok Ans ToBapucTso 3 YkpaiHa Cinpan ®apma PymyHis BHECEHHS 3MiH 0 peecTpalinHmx 3a He UA/15258/01/01
BICTA NpUroTyBaHHSA 06MexeHo C.P.N. mMartepianis: 3miHu | TUnYy - 3MiHK peyenmom niosnsieae
KOHUEeHTpaTy As BignoBigasibHi wopo 6e3nekv/etpekTMBHOCTI Ta
NPUroTyBaHHsA ctio «BYCT thapmakoHarnsgy. 3MiHa y KopoTkiii
pO3UmnHy Ansa OAPMA» XapakTepucTuLi Nikapcbkoro 3acoby,

iHcpysiit, 2,5 mr/mn;
no 25 mr a6o no 100
MF MOPOLLKY Y
dhnakoHi; no 1

dnakoHy y
KapTOHHI KopooLi

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

npoBefeHnX BigMOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHI [0 iIHCTPYKUii 4N MeguyHoro
3aCcTOCYBaHHS NMikapCbKoro 3acoby y
po3gin "Oco6nmnBoCTi 3aCTOCyBaHHA"
BiANOBIAHO 1O OHOB/EHOT iH(hopmaLii
3 6e3neku fitoyvoi peyoBuHY BBeaeHHs
3MiH NpoTArom 6-Tu MicAUiB 3 gaTu

3aTBEPAKEHHS
38. | BICAKOAWUN- TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 UA/2575/01/01
AAPHNUA 060/10HKOH0, "®apmaueBTu "®apmavueBTUYHa marepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
KMLLKOBOPO34YMHHI, YyHa hipma hipma "JapHuus” AKoCTi. A®I. KoHTponb A®L. 3miHa y
no 5 mr; no 10 "NapHuus"” napameTpax cneuudikauin Ta/abo
TabneTtok y [OMYCTUMUX MEX, BU3HAYEHUX Y
KOHTYPHili crneundikauiax Ha A®l, abo
YapyHKOBIl BWXi4HWA/NPOMDKHWIA
ynakoBLi; no 3 npoayKT/peareHT, Wwo
KOHTYpPHi YapyHKOBI BMKOPVCTOBYIOTbCS Y NpoLeci
yMakoBKM B nauLli BMPOGHMLTBA AD| (BUNYYEHHS

He3Ha4yHOro MokKasHuKa sSIKOCTi
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)); 3amMiHn B creyudikauito Ta
MeTOAW KOHTPOJO BXiAHOrO KOHTPOJIIO
Ha gitouy peyoBuHy bicakogun, a came
BWIYYEHHS TecTy «laeHTudikauis B»
Ay, 2.2.25, metog Cd) Ha OCHOBI
BMMOT MoHorpadii €poneiicbKoi
thapmakonei «Bisacodyl» Ta
marepianis BUPO6HUKa. Y 3B'A3KY 3
BU/TYYEHHSIM TecTy «laeHTudikauis B»
TecTun «lgeHTudikauis C» Ta
«laeHTudikauis D» nepeliMeHoBaHO B
«lpeHTudikayia B» Ta «laeHTudikawis
C» BifNOBIAHO, METOAVKN KOHTPOJIO
3amweHi 6e3 3miH. 3miHu | Trny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdL.
3miHa y napameTpax cneuudikawii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX
y cneundikaniax Ha A®l, abo
BWXi4HWA/NPOMDKHWNIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHMLTBA AP (iHLLI 3MiHW) - 3MiHK
B creyudikauito Ta METOAM KOHTPOSI0
BXiZJHOTr0 KOHTPOIIO Ha Aitovy
peyoBuHy bicakogun, a came
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HOpPMYBaHHS TecTy «CynpoBigHi
[OOMILLKM» NpUBEAEHO Y BiANOBIAHICTb
[0 BUMOT MoHorpadii €BponeincbKkoi

thapmakonei «Bisacodyl», a came
BW/Iy4eHO AoMilKy D. BHeceHo
pepakuiiiHi npasku, Aki ohopmeHi
BiANOBIAHO [0 pekoMeHJauin Ta
cTunicTukn AdY. Takox BHECEHO
3MiHV B METOAMKY BUNPOOYBaHHS:
3aMiHeHO CTaHJapTHWI 3pa3ok A/1A
nepeBipky NPUAATHOCTI
XpomaTtorpacdiyHoi cuctemu Ha
akTyasibHuii (bisacodyl for system
suitability EP CRS (MicTUTb AOMiLLKN
A, B, C, D i E) 3amiHeHo Ha bisacodyl
for system suitability A EP CRS
(micTuTb fomiwku A, B, C i E)). Takox
YTOYHEHO COPGEHT KOMTOHKW. BHEceHO
pefakuiiiHi npaBku, siki opopMIIeHi
BiANOBIAHO O pekoMeHaauiin Ta
ctunictukn APY. CynyTHa 3MiHa -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHs AdI
abo BMXigHOro marepiany/npomikHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPO6HULTBA AP (iHLWI 3MiHK Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy ab0 4onoBHEHHs) AD| abo
BWXi4HOr0/NMPOMiXHOro
npoaykTy) .3MiHu | Tuny - 3MiHn 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaisx Ha Ad®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci

BXiZHOr0o KOHTPO/IIO Ha Aitovy
«MikpobionoriyHa uncrota» ans

€9,26.12,5.1.4.

BMPOGHULTBA AP (iHLI 3MiHW) - 3MiHK
B cneundikauito Ta METOAN KOHTPOSI0

peyoBunHy bicakoann 3a NoKasHUKOM
npuBeAeHHs y BiANOBIAHICTL 40 BUMOr

CynyTHS 3MiHa - 3MiHW 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeTogax

BMNpobyBaHHA APl abo BuxigHOro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BUNPOBYBaHHSA)
39. | BICOMPON® Tabnetku no 5 wmr, AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/3214/01/01
no 10 TabneTtok y mMartepianis: 3MiHu | TUMY - 3MiHK 3 peuyenmom

6nictepi; no 2, 3 abo
5 6nicTepis y navi

akocTi. CepTtucpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa
Bi4NoBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignNoBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikar Bi HOBOro BUpOBHMKa
(3amiHa 260 AONOBHEHHS) - B SAKOCTI
a/lbTePHATUBHOIO BUPOGHYMKA Aito4oT
peyoBuHu Bisoprolol fumarate 6yno
3anponoHoBaHo KINSY, S.L., Spain i3
noJaHHAM BiAMNOBIAHO HOBOTrO
cepTuikaTa BignNoBIAHOCTI
€poneiicbkili hapmakonei Ne R1-
CEP 2015-243 - Rev 00
(8ONOBHEHHS).
3MiHW | TUnYy - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmMX
MeX, BU3HAYeHWX y creumdikaLisax Ha
A®l, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHW) -3MiHK
0o crneundikanii A®l ana Hosoro
Bmpo6Huka KINSY, S.L., Spain 3a
NnoKa3HUKOM «laeHTudikavis»,
30Kpema [OMNoBHeHHs cneuudikauii
[04aTKOBMM BUNPOGYBaHHAM
CnekTpomeTpii B 6VDKHIl
iHtppayepBoHiit o6nacTi (2.2.40) abo
PomaHiscbkoi cnektpomeTpii (2.2.48)
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

OOY*EP*, 3 npumiTKOI0
«[I0NYyCKAETHLCA BU3HAYEHHS

ineHTUdIKaLii KOXXHOT TapHOT EMHOCTI».

Ta NPUMITKOI0 «BU3HAYEHHS
iaeHTuiKaLii NpoBOAUTLCA Ha
cepepHili Nnpo6i» Ansa Bxe
3aTBEPKEHOr0 MeToay, Lo
3a3HaveHunin B MoHorpadii (2.2.24)
[oY*, EP* «IHthpauepBOHWIA cnekTp
norfMHaHHA cybcTaHuii Mae
BiNOBiAATW CNEKTPY CTaHAapTHOro
3pasky biconposony dymapary.

40.

BICOMNPON®

Tabnetku no 10 mr,
no 10 TabneTtok y
6nictepi; no 2, 3 abo
5 6nicTepis y naui

AT "dapmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUMY - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBIAHOCTI
€Bponelicbkin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikar Bi HOBOro BUpOOHMKa
(3amiHa 260 AONOBHEHHS) - B SAKOCTI
a/lbTePHATUBHOIO BUPOGHYMKA Aito4oT
peyoBuHu Bisoprolol fumarate 6yno
3anponoHoBaHo KINSY, S.L., Spain i3
noJaHHAM BiAMNOBIAHO HOBOTrO
cepTuikaTa BignNoBIAHOCTI
€poneiicbkilt thapmakonei Ne R1-
CEP 2015-243 - Rev 00
(8ONOBHEHHS).
3MiHM | TUnY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMMX
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®l, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHW) -3MiHK
0o crneundikanii A®l ana Hosoro
Bmpo6Huka KINSY, S.L., Spain 3a

3a
peyenmom

UA/3214/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

41.

NnoKasHUKOM «laeHTudikauis»,
30Kpema [OoNoBHeHHs cneuudikauii
[04aTKOBUM BUNPOBYBaHHAM
CnekTpomMeTpii B 6/VDKHIl
iHppayepBoHiit o6nacTi (2.2.40) abo
PomaHiscbkoi cnektpomeTpii (2.2.48)
OOY*EP*, 3 npumiTKOI0
«[10MyCKAETbCA BU3HAYEHHS

iaeHTUdIKaLii KOXXHOT TapHOT EMHOCTI».

Ta NPUMITKOI0 «BU3HAYEHHS
iaeHTuiKaLii NpoBOAUTLCA Ha
cepepHili Npo6i» Ans Bxe
3aTBEPKEHOr0 MeToay, Lo
3a3HaveHunin B MoHorpadii (2.2.24)
LoY*, EP* «IHthpauyepBOHWIA cnekTp
norfMHaHHA cybcTaHuii Mae
BiNOBiAATW CNEKTPY CTaHAapTHOro
3pasky b6iconponony dymapary

BICOMNPON®

Tabnetku no 2,5 wr,
no 10 TabneTtok y
6nictepi; no 2, 3 abo
5 6nicTepis y naui

AT "dapmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUMY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikar Bi HOBOro BUpOBHMKa
(3amiHa abo AONOBHEHHS) - B SAKOCTI
a/lbTePHATUBHOIO BUPOGHYMKA Aito4ol
peyoBuHu Bisoprolol fumarate 6yno
3anponoHoBaHo KINSY, S.L., Spain i3
noJaHHAM BiAMNOBIAHO HOBOTrO
cepTuikaTa BignNoOBIAHOCTI
€poneiicbkili thapmakonei Ne R1-
CEP 2015-243 - Rev 00
(8ONOBHEHHS).
3MiHM | TUnY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHWX y crneumndikalisx Ha

3a
peyenmom

UA/3214/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

A®l, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHW) -3MiHK
0o crneundikanii A®l ana Hosoro
Bmpo6Huka KINSY, S.L., Spain 3a
NoKa3HUKOM «laeHTudikavis»,
30Kpema [OoNoBHeHHs cneuudikauii
[04aTKOBUM BUMNPOBYBaHHAM
CnekTpomMeTpii B 6/VDKHIl
iHppayepBoHiit o6nacTi (2.2.40) abo
PomaHiscbkoi cnektpomeTpii (2.2.48)
OOY*EP*, 3 npumiTKOIO
«[0MyCKaETbCA BU3HAYEHHS

ineHTUdiKaLii KOXXHOT TapHOT EMHOCTI».

Ta NPUMITKOI0 «BU3HAYEHHS
iaeHTuiKaLii NpoBoOAUTLCA Ha
cepepHili Npo6i» Ansa Bxe
3aTBEPKEHOr0 MeToay, Lo
3a3HaveHnin B MoHorpadii (2.2.24)
[oY*, EP* «IHthpauyepBOHUIA cnekTp
norfMHaHHA cybcTaHuii Mae
BiNOBiAATW CNEKTPY CTaHAapTHOro
3pasky b6iconponony dymapary

42.

BILMKNON

TabneTku no 25 mr
no 9 TabneToky
6nictepi; no 2
6nictepy B navy,j

BelmpkiHr
FOHiOH
dapmacbioTika
n dekTopi
nTa

Kutaii

BeligxiHr FOHiOH
dapmacbioTikan
dekTopi ITA

Kutaii

BHECEHHS 3MiH [0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHWN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSIbHOCTI BUPOOHUKA
(BK/tOUalOUM, 3a HEOOXiAHOCTI, Micue
npoBefeHHS KOHTPOJIH0 SIKOCTI), abo
B/lacHUKa mMactep-paiina Ha Ad®l, abo
noctavasibHuka APl/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3HaYeHO y
[0CbE Ha niKapcbKkuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI €BpONenchbkili
chapmakonei y 3aTBepfKeHOMY [OCbE,
a60 BUPOGHVKa HOBOT AONOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y JOCLE)
3MiHa HalimeHyBaHHsi BUPo6HUuKa AdI,
6e3 3MiHM MicuA Ta agpecu
po3TaLlyBaHHS BUPOOHNYOT Ai/TbHNL,.
3aTtBepaxeHo: benmxiHr FOHioH
dapmacstoTikan ®ektopi, Kutaii
Beijing Union Pharmaceutical Factory,

3a
peyenmom

UA/1736/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
China. 3anponoHoBaHo:
BeixiHr FOHioH ®apmachloTikan
dexTopi NTA, KnTaii Beijing Union
Pharmaceutical Factory LTD, China.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsAuiB
nicns saTBepApkKeHHs
43. | BOPTE3OMIB- MOPOLLOK ANS ToBapucTBo 3 YkpaiHa CinpaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/15234/01/01
BICTA NpUroTyBaHHSA 06MeXeHo C.P.N mMartepianis: 3miHu | TUNY - 3MiHK peuyenmom
pPO3UMHYy AN BiANOBIA&UTbHI woao 6e3nekn/ethekTnBHOCTI Ta
iH ekuii no 3,5 mr; 1 cTio «<BYCT hapmakoHarnsgy. 3miHa 4actoTtu
oNakoH 3 NOPOLLKOM PAPMA>» Ta/abo TepMiHIB NOAAHHSA perynsipHo
Y KapPTOHHIli KopoobLi OHOB/IIOBAHUX 3BITIB 3 6e3nekn
nikapcbkyx 3acobiB - 3MiHa yacToTh Ta
TepMiHy NofaHHA perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby: [itoya pegakuis:
YacTtota nogaHHa PO36 — 1 pik;
KiHueBa fata A5 BK/IOYEHHS AaHWX
0o PO3b — 25.04.2023 p;
Jata nogaHHa — 04.07.2023 p.
[MponoHoBaHa pegakuis: Yactota
nopaHHa PO3B — 3 poku; KiHuesa
fara ans skaoyeHHa gaHnx o PO3b
— 25.04.2023 p.; flata nogaHHA —
24.07.2023 p. PekomeHgoBaHo 10
3aTBEpKEHHSA BiANOBIAHO A0
nepiogMYHOCTI NOAAHHS PerynsipHo
OHOBJ/IIOBaHVIX 3BITiB 3 6e3neku
nikapcbknx 3aco6iB y €Bponeicbkomy
Cotosi
44. | BY3WUHW YOPHOI | ksiTku, no 40 r a6o MpAT YkpaiHa MpAT “NlikTpasu" Ykpaina BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/6354/01/01
KBITKA no 50 r y naykax 3 "NikTpasn" mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenma
BHYTPILLHIM AKOCTI. [0TOBWIA Nikapcbknii 3acib.
naketom; no 1,5ry Cuctema
inbTp-nakeTi; no KOHTelHep/3aKkynoptoBasibHUiA 3aci6
20 chinbTp-nakeTiB y (iHLLi 3MiHM) — BHECEHHS 3MiH [10
nauyj abo y nauui 3 cneumadikavii 3 KOHTPO/IIO NEPBUHHOTO
BHYTPILLHIM NakeTom nakyBanbHOro matepiany (Manip
hiNbTpyBasibHWIA), a came
[IOMOBHEHHS NOKa3HMKa
«lpeHTudpikauis (30BHILLHI 03HaKW)»
BK/IIOUYEHHAM 404aTKOBUX O3HaK A/1s
Bi3yaslbHOr0 KOHTPO/I0 «6) Konip»
45. | BYCTPUKC™ cycneHsisa gns nakcoCwmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [JO peecTpaLjiitHmx 3a UA/14955/01/01
KOMBIHOBAHA iH'ekuin, 0,5 SiH EkcnopT BpuTaHis Bionogxikans C.A. martepianis: 3miHu | Tuny - 3MiHn 3 peuyenmom
BAKUWHA And Mn/go3y; no 1 nosiy Nimiten akocTi. A®l. BupobHuuTBO. 3MiHM B
NMPO®INTAKTUKN nonepenHL0 npoueci BupobHuuTea APl (HesHauHa
ONDTEPII, HanoBHEHOMY 3MiHa y npoueci BUpo6HuuTea AdI)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
NPABLS, wnpuui; no 1 3MiHN Y BUPOGHMYOMY NpOLLECi HOBMX
KALLUTHOKY nonepegHL0 cepili pobo4oro NociBHoro mMatepiasny
(ALENONAPHA HarnoBHEHOMY Clostridium tetani (Working Seed)
A KOMIMOHEHT) LUNPULY Y KOMMJ/IEKTI (ATTOMWAOO5 i ATTOMWAOQ06), a
(AOCOPBOBAHA | 3 gBOMAa rosikamu B caMe 3MeHLUEHHS Ki/IbKOCTi Npo6ipok
, 3l NnnacTMKoOBOMY iHOKY/IbOBaHWX BIATa/IMM MOCIBHUM
3MEHLUEHUM KOHTeliHepi; no 1 marepianom (Master Seed) 3 10-12
BMICTOM KOHTEliHepy y npo6ipok Ao 7-12 npobipok Ta
AHTUTEHIB) KapTOHHiiA Kopo6Li 36iNbLUEHHA TPUBAJTOCTI IHKy6auil
KynbTypy B Npobipkax Big 30-40 rogmH
00 30-68 roguH.
46. | BYCTPUKC™ cycneHsis gns nakcoCwmitKn Benvka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpavliiHnX 3a UA/15071/01/01
nonio iH'ekuin no 1 posi AinH EkcnopT BpuTaHis Bionogxikans C.A. Marepianis: 3miHu | Tvny - 3miHu 3 peyenmom
KOMBIHOBAHA (0,5 mn/po3sy); no 1 Nimiteq AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
BAKUWHA And [03i y nonepefHb0 npoueci BupobHuutea APl (HeHauHa
MPO®ITAKTUKN | HanoBHeHOMy 3MiHa y npoueci BupobHuytea Adl) -
DUNOTEPII, wnpuyi; no 1 3MiHM Y BUPOBHUYOMY NpoLLeCi HOBUX
NMPABLSA, nonepegHsL0 cepiii pobo4oro NOCiBHOro marepiany
KALLUMOKY HarnoBHEHOMY Clostridium tetani (Working Seed)
(ALLEENONAPHA LUNPULY Y KOMMEKTI (ATTOMWAOO5 i ATTOMWAQO06), a
I KOMIMOHEHT) 3 BOMA rosikamu B came 3MeHLUEHHS KiNbKOCTi NPo6ipok
TA naacTMKoBOMY iHOKy/IbOBaHVX BiATa/IMM MOCIBHUM
noniomMienity KOHTeliHepi; no 1 maTtepianom (Master Seed) 3 10-12
(IHAKTUBOBAHA | koHTeliHEpY Y npobipok o 7-12 npobipok Ta
) KapTOHHI KopooLi 36iNbLUEHHS TPUBAJTOCTI IHKy6auil
(AOCOPBOBAHA KynbTypu B npobipkax Big 30-40 roauH
, 3l 0o 30-68 roguH
3MEHLLEHUM
BMICTOM
AHTUIEHIB)
47. | BATIKNIH Kancynu BariHasbHi €Bpo IHais MapkcaHc ®apma IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/9629/01/01
M'SIKi; No 7 kancyny Naiicokep nra. mMartepianis: 3miHu | TUNy - 3MiHK peuyenmom nionsieae
6nictepi; no 1 Mpaisit wopo 6e3nekn/ethekTMBHOCTI Ta
6nictepy y Nimiten thapmakoHarnagy. 3MiHa y KopoTkiii

KapTOHHiA KOopooLi

XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHY Y3ropKEHO 3 KOMMNETEHTHUM
YNOBHOB&XKEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLUIT 4719 MeANYHOro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainis "Oco6mBOCTi
3actocyBaHHs", "Mob6iyHI peakwii"
LoAo 6e3nekun Aito4oi peHOBUHN
KniHAaMiumHy dpocdpaty BiANOBIAHO A0
pekomeHgauii CDER FDA. BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
48. | BA/IMICAP HA TabneTkun, BKPUTI Makneogc IHAis Makneogc IHAjs BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/18938/01/02
160/12.5/10 NAiBKOBOO dapmacbloThK dapmacboTHKasic Marepianis: 3mMiHu | TMny - 3MiHK WOAO | peyernmom
060/10HKO10, M0 160 anc Nimiteq, NimiTen 6e3nekun/ehekTVBHOCTI Ta
mr/12,5 mr/10 mr, no thapmakoHarnagy (iHwi 3MiHn); 3MiHN
10 Tabnetok y BHECEHi y TEKCT MapKyBaHHS
6nictepi, no 1 a6o 3 BTOPVHHWX YNakoBOK NiKapCbKOro
abo 9 6nicTepiB y 3aco6y W00 3a3Ha4YeHHs JaTn
KapTOHHI ynakoBsL,i 3aKiHYEHHSI TepMiHy NpUAATHOCTI.
BBefeHHs 3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepakeHHs
49. | BA/IMICAP HA TabneTku, BKPUTI Makneogc IHAjA Makneogc IHAjs BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/18938/01/01
160/12.5/5 NAiBKOBOO PapmacboTHK PapmacbioTnkanc mMaTepianis: 3MiHU | TUNy - 3MiHK LWOA0 peuenmom
060/10HKOH0, M0 160 anc Nimiteq, Nimiteq 6e3nekn/edhekTBHOCTI Ta
Mr/12,5 mr/5 mr, no hapmakoHarnsagy (iHwi 3miHn); 3MiHn
10 TabneTok y BHECEHi y TeKCT MapKyBaHHS
6nictepi, no 1 a6o 3 BTOPVHHUX YNaKOBOK /iKapCbKOro
abo 9 6nicTepiB y 3aco6y W00 3a3Ha4YeHHA AaTh
KapTOHHI ynakoBLi 3aKiHYeHHS1 TepMiHy NpUAATHOCTI.
BBefeHHs1 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKeHHs
50. | BA/ICAPTAH MOPOLLIOK AT YkpaiHa MxyGinaHT IHAis BHECEHHS 3MiH 10 peecTpaLiiHnX - UA/18080/01/01
(cybeTaHuisn) y "KNIBCbKWI ®dapmoBa Jlimiteq MaTepianiB: yTOUHEHHs
naketax noABinHWUX BITAMIHHMIA HaliMeHyBaHHSA BUPOGHMKa B HaKasi
nonieTuIeHoBMX 3ABOA" MO3 YkpaiHu Ne 428 Big 03.03.2023

anst
thapMaLeBTUYHOTO
3acTocyBaHHs

B npoueci BHeCeHHs1 3MiH (3MiHu |
TMny - 3MiHK 3 AKocTi. CepTudikar
signosigHocTi/l E-cepTudikar
Bi4MNOBIAHOCTI €BpONENiChbKil
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikata
Bi4MOBIAHOCTI 260 BUTYYEHHS
cepTuaikaTa BigNoOBIAHOCTI
€sponelicbkili hapmakonei: ans Adl;
L5 BUXIQHOTO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOGHMLTBI A®I; Anst 4ONOMIDKHOT
peyoBuHU (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoB/EHWIT cepTudpikat Big yxe
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiNOBIgHOCTI EBpoOnelichkkilt
thapmakonei Ne R1-CEP 2011-110-
Rev 04 (3atBepmkeHo: R1-CEP 2011-
110-Rev 03) gns APl BanicapTaH Bif
BXe 3aTBEP)KEHOro BUPO6HMKa
[xy6inaHT hkeHepikc NimiTes, IHAjNA.
3MiHn | TUNY - 3MiHN 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikar BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANA 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWiA cepTUdikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiNOBigHOCTI €BpoOnelichkkilt
thapmakonei Ne R1-CEP 2011-110-
Rev 06 ana A®l BancapTtaH Bif BXe
3aTBepKeHOro BUpobHvKa [xybinaHt
dapmosa JlimiTeg, IHAiA. 3miHun | TNy
- 3MiHu 3 AkocTi. CepTudpikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: ons Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2011-110-
Rev 05 ana A®l BancapTtaH Bif BXe
3aTBEPAKEHOrO BUPOOHMKA. FK
Hacnigok, 3MiHa Ha3su BnacHuka CEP
Ta BUPOOHNYOT AiNbHUL
3arBepmkeHo: xy6inaHT [xeHepikc
NimiTen, 1HAiA; 3anponoHoBaHO:
[bxy6inaHT ®apmosa Jlimites, IHAiS).
51. | BAJIbTPEKC TabneTku, BKPUTI nakcoCmiTKn Benuka Brpo6HMK Icnanis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/7835/01/01
o060n0HKoto, o 500 AiH EkcnopT BpuTaHis Hepo3dacoBaHoro MonbLya maTepianiB: yTOUHEHHS HanMCaHHA peyenmom
mr; no 10 TabneTok Nimiteq NPOAYKTY: BUPOGHUKIB B Hakasi MO3 YkpaiHu
y 6nicTepi; mo 1 "nakco Bennkom Ne 622 Big 03.04.2023 B npoueci
6nictepy B C.A,, IcnaHis; BHECEHHSA 3MiH (3MiHu | Tuny -
KapTOHHI kopo6uyj; Brpo6Huk ans AfMiHiCTpaTMBHI 3MiHN. 3MiHa Ha3BMK
no 6 TabneTok y NepBUHHOTO Ta nikapcbKoro 3acoby. 3MiHa Ha3BM
6nictepi; no 7 BTOPWHHOIO nikapcbkoro 3acoby. 3ATBEPIXKEHO:
6nictepis B nakyBaHHs, BAJIbTPEKC™ (VALTREX™).

KapTOHHI kopobuyj;
no 14 tTabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIA KOpooLi

KOHTpO/I0 Ta
BUMYCKY Cepiii:
Lendapm Mo3HaHb
C.A., Monbwa
a6bo
Fnakco Bennkom
C.A., IcnaHisn

3AMNPOMOHOBAHO: BA/IbTPEKC
(VALTREX). BBefieHHs 3MiH NpOTArom
6 micsuiB nicns 3aTBEpAKEHHS. 3MiHN
| TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMpOGHVKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIoYaoum
AiNbHULI BUNYCKY cepii abo micue
NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a 5Ky Bignosifae
BMPOGHMK/IMNOpTEp, BKIOYAYM
BWMYCK cepiii). 3MiHa HaliMeHyBaHHS
BUPOBHNYOT AiNbHUL BiANOBIAANBHOT
3a BMpPO6HULTBO /13, BKIOYaumn
KOHTPO/Ib Ta BMMYCK Cepiii, 6e3 3MiHN
afpecy MicLs NPOBaKEHHS
BMPOGHMYOI AisANbHOCTI Ta
BMKOHYBaHMX oyHKLji. JaHa 3MiHa
HaliMeHyBaHHs1 BUDOGHMKA
NPUBOAMUTLCSA [0 OHOB/IEHOI NiLeHsil
Ha BMpObHUUTBO. [litoya pefakuis:
GlaxoSmithKline Pharmaceuticals
S.A., Poland. MnakcoCmiTKnsainH
dapmacsiotukans C.A., Monbua.
MponoHoBaHa pepakuis: Delpharm
Poznan S.A., Poland. flenchapm
Mo3HaHb C.A., MonbLuia. BeegeHHA
3MiH NpOTArom 6 Micsuis nicns
3aTBEPMHKEHHS 3MiHM | Tuny - 3MiHK
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn). 3MiHn
BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW /1iKapCbKoro
3acoby y po3ain 17. IHWE wopo
TOProBoi Mapku. BBeaeHHs 3MiH
npoTsarom 6 micsAuis nicns
3aTBepKeHHs). Pefakuis B Hakasi -
Bupo6bHMK Hepo3dhacoBaHOro
npoaykty: nakco Bennkom C.A.,,
Icnanis; BUpobHUK A5 nepBMHHOrO Ta
BTOPWHHOIO NakyBaHHS, KOHTPO/IIO Ta
BMMYCKy cepiii: nakcoCmiTKnsiiH
®apmackiotukans C.A., MonbLua;
[endapm Mo3HaHb C.A., MonbLua.
BipHa pegakuisi - BUpo6HUK
Hepo3chacoBaHOro NPoAyKTy:
Fnakco Bennkom C.A., IcnaHis;
BupoGHUK ANs NepBUHHOrO Ta
BTOPVMHHOIO NaKyBaHHS, KOHTPOIO
Ta BUNYCKY cepiii: fendapm
Mo3HaHb C.A., Monbua a6o Makco
Bennkom C.A., IcnaHis.

52.

BEKTUBIKC

KOHLeHTpaT ans
pO3unHy Ans
iHcpysiin, 20 mr/m;
no 5 mn y cakoHi;
no 1 donakoHy B
KapTOHHIA KOpooLi

AMIKeH
€spona b.B.

Higepnax
an

MapkyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BWMYCK Cepii:
AvIKeH €spona
B.B., HigepnaHau;
Brpo6HMUTBO,
nepBuHHe
nakyBaHHsA: AMKeH
MaHydhekuypiHr
Nimiteg, CLUA

Higepnangm
/ CLLA

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpOs1b roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneundikauii Ta/abo AonycTUMmMX
MEX FOTOBOr0 NiKapcbKoro 3acoby
(iHLWi 3MiHM) 3MiHa KOZYBaHHS
BHYTPILLHIX HOMEepIB MeToziB
KOHTPOJ10, BUKOPUCTOBYBAHWX A/15
npoBefieHHs BUNpobyBaHb 3a
MoKa3HMKaMU AKOCTi, 3a3Ha4YeHUX B
Cneuudikauii MKA N3, a camve:
laeHTnuHiCTb. KaninspHe
i30enekTpuyHe hokycyBaHHs (KIED);
UnctoTa: EkcktosiiHa xpomaTorpadis
po3aineHHs 3a po3mipamu (BEPX-PP),
KaTtioHHO-06MiHHa xpomatorpadis
(KO-BEPX), O6epHeHo-¢hazosa BEPX
(O®-BEPX); Cuna gii: O®-BEPX, KO-
BEPX, BEPX-PP.

3a
peyerimom

UA/10806/01/01

53.

BEPOLLUMIPOH

Kancynu no 50 mr no
10 kancyny
6nictepi; no 3
6nictepu B

BAT "T'efieoH
PixTep"

YropumHa

BAT "l'efeoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHW WoOA0
6e3nekun/edhekTVBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu). 3MiHn

3a
peyerimom

He
niosnsieae

UA/2775/01/01
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n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

KapTOHHI ynakoBsL,i

BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
3acToCyBaHHS NikapcbKkoro 3acoby Ao
po3ainis "Oco6mBoCTi
3actocyBaHHs", "lNo6iyHI peakuyii"
00 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHK
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 nniaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YMOBHOB&XEHUM OpraHom). 3MiHn
BHECEHO 0 IHCTPYKLIiT 4719 MeAnYHOro
3aCTOCyBaHHS /liKapcbKoro 3acoby Ao
po3ainiy "B3aemogisi 3 iHWnMu
nikapcbKMun 3acobamu Ta iHLWi BUan
B3aEMOAji" WoA0 6e3nekun
3acTocyBaHHSA Ajto4oi pevyoBUHU
CNiPOHONAKTOH BiAMNOBIAHO A0
pekomeHpauii PRAC. BBefeHHSs 3MiH
NPOTArom 6-Tu MicAiB nicns

3aTBEPAKEHHSA

54.

BEPOLLMIPOH

Kancynu no 100 mr
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIA ynakoBLi

BAT "T'egeoH
PixTep"

YropwmHa

BAT "TeneoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). 3MiHK
BHECEHO [0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3ginis "OcobnmBocTi
3acTocyBaHHsA", "Mo6iuHi peakuii”
Loao 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKTepucTuLli NikapcbKoro 3acoby,

3a
peyenmom

He
nionsieae

UA/2775/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3acToCyBaHHS ikapcbKoro 3acoby Ao
po3ainiy "B3aemogis 3 iHWnmu
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aeMopjin" wono 6e3neku
3acToCyBaHHSA Ajit040i pevyoBUHU
CNipOHO/aKTOH BigMOBIgHO A0
pekomeHaauiii PRAC. BBeieHHS 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPAKEHHSA

55.

BEPOLLMNIPOH

Tabnetku no 25 mr,
no 20 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakosL,i

BAT "TeneoH
PixTep"

YropLmHa

BAT "TeaeoH
PixTep", YropwuHa;
TOB "T'egeoH Pixtep
Monbwa", MonbLua

YropwmHa/
Monbwa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUNYy - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn). 3MiHn
BHECEHO A0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHS /likapcbKoro 3acoby Ao
po3ainis "Oco6mMBOCTi
3actocyBaHHs", "Mob6iyHI peakwii"
00 6e3neky 3acToCyBaHHs
niKkapcbKoro 3acoby. BeegeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM

3a
peyenmom

He
nidnsieae

UA/2775/02/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YNOBHOB&XEHNM OpraHoMm). 3MiHu
BHECEHO [0 [HCTPYKUii Ans MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0

po3giniy "B3aemogis 3 iHLIUMK
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aEMOZji" Wwopao 6e3nekmn
3aCTOCYBaHHS fjl040i peyoBUHU
CMipOHONAKTOH BigMNoBiAHO A0
pekomeHpauilii PRAC. BBefieHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

56.

BUHAY3A

niogpinizat gna
pO3unHy Ans

iH ekuii no 100 mr; 1
nakoH 3
niodgpinizatom y
KapTOHHIA KOopooLi

O-p Peppi'c
NabopaTtopic
nrg

IHais

4-p Peagi'c
Na6opaTopic /T4,
(BupoGHuuuii Biaain

_7)

IHgis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/etpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHI [0 iIHCTPYKUIi 418 MeguyHoro
3aCTOCYBaHHS NMikapCbKOro 3acoby y
po3ginu "OcobnrBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogysaHHA rpyaa”, "Oitn"
(YTOYHEHHS1) BigNoBiAHO A0 OHOB/IEHOT
iHdbopmaii 3 6e3neku gjtouoi
peyoBMHW. BBEAEHHS 3MiH NPOTAroM
6-TV MiCALIB MiC/1A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3aCToCyBaHHS
nNiKapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk

3a
peyenmom

He
nionsieae

UA/16042/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 nniaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YMOBHOB&XEHUM OpraHom); 3MiHn
BHeCeHi [0 IHCTPYKUiT A/18 Mean4Horo
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3gainu "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
Litoyoi pevoBuHU. BBeeHHA 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPKEHHS. 3MiHM | TMNy - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHK
BHECEHi [0 IHCTPYKLUIiT 4519 MeaN4HOro
3acToCcyBaHHS Nikapcbkoro 3acoby y
po3gain "Mo6iyHi peakuii" woao
BaXK/IMBOCTI 3BITYyBaHHS NPO NoGiyHi
peaxuii. BBeieHHA 3MiH NpOTAromM 6-Tu
MicsLiB MiCNsA 3aTBEPAYKEHHS

57.

BIAOPA

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHKoto, 3,0
mr/0,03 wr; no 28
Tabnetok B 6nictepi
(21 Tabnetka
XOBTOrO KONbOpPY Ta
7 TabneTok 6inoro
Ko/bopy); no 1 a6o
no 3 6nictepu B
KapTOHHIA KOpooLi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Na6opaTtopioc fleoH
®apma, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKkTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHs
nNiKapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBIAHO A0 niaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO 10 IHCTPYKLi 415 MenyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3ginu: "MNpoTunokasaHHs",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/EHOT iHGhopMaLi 3 6e3neku
Ai040T peyvoBrHN. BBEEHHS 3MiHM
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/13404/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
58. | BIOOPA MIKPO TabneTku, BKPUTI 3eHTiBAa, K.C. Yecbka Na6opaTtopioc fleoH Icnanis BHECEHHS 3MiH [0 peecTpavlinHmx 3a He UA/13405/01/01
NNiBKOBOIO Pecny6nik dapma, C.A. mMartepianis: 3miHu | TUNY - 3MiHK peuyenmom niosnsieae
060/10HKOM, 3,0 a wopo 6e3nekn/ethekTMBHOCTI Ta
mr/0,02 mr no 28 thapmakoHarnsgy. 3MiHa y KOpoTkiii
TabneTtok B 6nicTepi XapakTepucTuLi Nnikapcbkoro 3acoby,
(21 Tabnetka TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
POXeBOro Kobopy MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
Ta 7 Tabnetok perynsipHo OHOBJIOBAHOTO 3BITY 3
6in10ro Kon1bOpY); NO 6e3nekn nikapcbkoro 3acoby, abo
1 a6o 3 6nictepn B [OCNigpKeHb 3 6e3MeKn 3acToCyBaHHS
KapTOHHiA Kopoo6Li niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO [10 IHCTPYKLi 415 MenyHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y
po3ainu: "MpoTunokasaHHs",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Aito4oT peyvoBVHN. BBeAeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS
59. | BIBAPCUH® TabneTkun, BKPUTI KPKA, o.4., CnoBeHis KPKA, g.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/12601/01/01
NAiBKOBOO HoBo mecTo MecTo marepianis: 3miHu | Tuny - 3miHK peyenmom nionsizae

060/10HKOI0, N0 25
Mr; no 1, 2 aéo 4
TabneTku B bnicTepi;
no 1 6nictepy B
KapTOHHI kopo6uyj;
no 4 TabneTku B
6nictepi; no 2
6nictepu B
KapTOHHI kopo6uyj;
no 4 TabneTtku B
6nictepi, no 3
6nictepu B
KapTOHHIA KOpooLi

wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHns (PIP) (iHLwi
3MiHM) 3MiHV BHECEHO A0 IHCTPYKL,i
AN MeAnYyHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWVMW NikapCbKumum
3acob6amu Ta iHWi BUAW B3aeEMopjii"
BiANOBIAHO 1O OHOB/IEHOT iH(hopmaLLii
3 6e3nekn [ilo4oi peyoBUHM.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepkeHHs. 3MiHu | Tuny -

3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiH1 BHECEHO A0 iHCTPYKL,i
AN MeAnYyHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ginu:
"Oco6nmMBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta 031" BifNoBigHO [0
iHchopmawii Wwoao mesuuHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbKoro 3acoby (BIAIPA,
TabneTkun, BKpUTI N/1IBKOBOKO
060/10HKO10).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLli NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX
NiKapCbKNX 3ac06iB Nic/si BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX JOAATKOBUX
AaHnx) 3MiHW BHECEHO [0 iHCTPYKU;T
ONA MeNYHOro 3acTocyBaHHs
nikapcbKoro 3acoby y po3gin
"Oco6MBOCTI 3aCTOCYBaHHA"
BiANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3acToCyBaHHSA
pethepeHTHOro NikapcbKoro 3acoby
(BIAIPA, TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0). BBEAEHHS 3MiH
NPOTArom 6-Tu MicAiB nicns
3aTBEPLKEHHS. 3MiHKM | TNy - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili

XapakTepucTuLi NikapcbKoro 3acoby,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHNX
NiKapCbKNX 3ac06iB Nicsi BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HaflaHHS XXOAHUX HOBUX JOAATKOBUX
AaHnx) 3MiHW BHECEHO [0 iHCTPYKU;T
AN MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"3paTHICTb BNIMBATU Ha LWBUAKICTb
peakujii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMK
MexaHismamu”, "Mo6iyHi peakuii”
BiANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3acTOCyBaHHSA
pethepeHTHOro NikapcbKoro 3acoby
(BIAIPA, TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0). BBEAEHHS 3MiH
NPOTArom 6-Tu MicAiB nicns
3aTBEPKEHHS.

60.

BIBAPCUH®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO!0, M0 50
mr; no 1, 2 a6o 4
Tabnetku B 6nicTepi;
no 1 6nictepy B
KapTOHHI kopo6uyj;
no 4 TabneTtku B
6nictepi; no 2
6nictepu B
KapTOHHI kopobuyj;
no 4 Tabnetku B
6nictepi, no 3
6nictepu B
KapTOHHI Kopoo6Li

KPKA, p.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHs
nNiKapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBIAHO A0 niaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHN) 3MiHU BHECEHO [0 iHCTPYKLl
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3gin
"B3aemogis 3 iHWVMU NiKkapCbKuMun
3aco6amMu Ta iHWi BUAK B3aeMogiii"
BiANOBIAHO A0 OHOBMEHOI iHChopMaLi
3 6e3nekn Aito4oi peyoBUHM.
BBefeHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili
XapaKTepucTuLli NikapcbKoro 3acoby,

3a
peyenmom

He
nionsieae

UA/12601/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans

MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHNX
NiKapCbKNX 3ac06iB Nicsi BHECEHHS

Tiei camoi 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HaflaHHS XXOAHUX HOBUX JOAATKOBUX
AaHnx) 3MiHW BHECEHO [0 iHCTPYKU;T
AN MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6nMBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta A031" BignoBigHO A0
iHchopmawii Wwoao megnyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (BIAIPA,
TabneTku, BKpUTI NNIBKOBOO
060/10HKOH).
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoaieHNX
NiKapCcbKNx 3aco6iB NicNsi BHECEHHS
TiET camoi 3MiHU Ha pedhepeHTHNI
npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiH1 BHECEHO [0 iIHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3gin

"Oco6nMBOCTI 3aCTOCYBaHHA"

BiANOBIAHO A0 iHopMaL,i Wwoao
MeAMYHOro 3acToCyBaHHA
pedhepeHTHOro /ikapcbKoro 3acoby

060/10HKO10). BBEiEHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili

Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX
NiKapcbKNx 3ac06iB NicNsi BHECEHHS

TiET camoi 3MiHU Ha pedhepeHTHUIA

(BIATPA, TabneTku, BKpMTI NNIBKOBOO

XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiH1 BHECEHO [0 iIHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby y po3ainu:
"34aTHICTb BNAMBATY Ha LUBUAKICTb
peakuii Npy KepyBaHHi
aBTOTPaAHCMOPTOM a0 iHWMMKN
mMexaHismamu", "MobiuHi peakwii”
BiANOBIAHO A0 iHopMaL,i Wwoao
MeAMYHOro 3acToCyBaHHA
pedepeHTHOro /ikapcbKoro 3acoby
(BIATPA, TabneTku, BKpMTi NNIBKOBOO
060/10HKO10). BBEieHHS 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPMAKEHHS.

61.

BISAPCUH®

TabneTkn, BKpUTI
NAiBKOBOO
o0600HKot0, Mo 100
mr; no 1, 2 a6o 4
TabneTtku B 6nicTepi;
no 1 6nictepy B
KapTOHHI kopobuyj;
no 4 TabneTtku B
6nictepi; no 2
6nictepu B
KapTOHHI kopo6uyj;
no 4 TabneTku B
6nictepi, no 3
6nictepu B
KapTOHHI KopooLi

KPKA, a.4.,
HoBso mecTo

CnoBeHisi

KPKA, a.4., Hoso
MECTO

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEHO [0 IHCTPYKLUIT
AN MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"B3aemogisa 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aemogiin”
BiAMOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3neku AitoHoi pevoBUHN.
BBefeHHs1 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbkunx 3acobiB Nic/s BHECEHHSA
Tiei camol 3MiHW Ha pedpepeHTHui

3a
peyenmom

He
nidnsieae

UA/12601/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiH1 BHECEHO [0 iIHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHA Ta A03un" BifnoBigHO [0
iHbopmaLii Wwoao MeanyHoro
3acToCcyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby (BIATPA,
TabneTkun, BKpUTI N/1iIBKOBOKO
060/10HKOI0).
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHS
reHepuyHuX/riopuaHnx/6ionodibHnx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiH1 BHECEHO A0 iHCTPYKL,i
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3gin
"Oco6MBOCTI 3aCTOCYBaHHA"
BignoBigHO A0 iHdhopMauii Wwoao
Me[MYHOro 3aCTOCyBaHHS
pedhepeHTHOro NiKapcbKoro 3acoby
(BIATPA, TabneTku, BKpUTi NNIBKOBOO
060/10HKOI0). BBEAEHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHK
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHuX/riopuaHnx/6ionodibHux
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHH$ XXOAHUX HOBUX [OAATKOBUX
[AaHnx) 3MiH1 BHECEHO A0 iHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHsA
NiKapCbKoro 3acoby y po3ainu:
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"3paTHICTb BNIMBATU Ha LWBMAKICTb
peaxuii npy kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMKN
mexaHismamu”, "Mob6iuHi peakuii”
BignoBigHO A0 iHhopMauii Wwoao
MeAMYHOro 3aCTOCYBaHHS
pedhepeHTHOro NikapcbKoro 3acoby
(BIATPA, TabneTku, BKpUTI M/1iBKOBOKO
060/10HKOI0). BBEAEHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS.

62.

BIKC AHTUIPUN

KOMMNNEKC

MOPOLLIOK ANs
OpasIbHOTO PO3YMHY;
no 5 a6o 10 cawe y
Kopoo6ui

MpokTep eHp,
Fem6n
IHTEepHeLwHN
OnepenwH3
CA

LLsenuapi
b

PadgToH
Na6opatopis
NimiTen

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TMNYy - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM
YNOBHOB&XEHUM OpraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT AnA
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ginis "B3aemogis 3
iHLWIMMK NikapcbkMK 3acobamn Ta
iHWi BMAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHSA" WoAo 6e3neku gjtoyoi
peyoBMHM NapaleTamon BignoBigHO
00 pekomeHgauiin PRAC.

6e3
peyenma

nionsieae

UA/11414/01/01

63.

BIHMOLETUH-
JAPHULA

TabneTkn no 5 mr no
10 Tabnetok y
KOHTYPHiIl
YapyHKoBIli
ynakoBLi; no 3 abo
Nno 5 KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLl

MpAT
"GapmaueBTu
YyHa hipma
"OapHnus"

Ykpaina

MpAT
"@apmaueBTnyHa
thipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHU | TURY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikara
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
015 BUXIAHOTO
mMartepiany/peareHTy/npoMiXHOro

3a
peyenmom

UA/2576/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikaT Bif BXe 3aTBepKEHOro
BVPOGHMKA -
noAaHHs HOBOro cepTudiikata
BiANoOBIgHOCTI EBponeiichbkili
chapmakonei Ne R1-CEP 2016-251-
Rev 00 (3aTBeppxeHo: DMF Version
1, Januar 15 2014) gna Adl
BiHnoueTuHy Bif BXe 3aTBEPAKEHOTO
BMpo6HMKa Linnea SA, Switzerland.
64. | BIHNOLUETWUH- KOHUEHTpaT ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/2576/01/01
AAPHULUA pO3UnHYy AN "dapmaueBTu "papmaueBTnyHa marepianis: 3MiHu | TURY - 3MiHK 3 peyenmom
iHcpysiia, 5 mr/mn, no YyHa dhipma thipma "AapHuus” akocTi. CepTtudikat BignosigHocTi/lE-
2 mn B amnyni; no 5 "NapHuus” cepTudikat BigNoBiAHOCTI
amnyn y KOHTYpHIi €Bponeicbkii
YapyHKOBIli hapmakonei/moHorpadii. NMogaHHA
ynakoBLi; no 2 HOBOro abo OHOB/MIEHOro cepTudikarTa
KOHTYPHi YapyHKOBI Bi4MNOBIAHOCTI 260 BUIYYEHHS
yMakoBKM y naui; no cepTudpikaTa BignoBigHOCTI
2 mn B amnyni; no €Bponelicbkiin hapmakonei: ana Adl;
10 amnyny AN BUXigHOro
KOHTYPpHiIl marepiany/peareHTy/npomikHOro
YapyHKOBIi NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
ynakosLi; no 1 BMPOGHMLTBI API; ANA 4ONOMIXKHOT
KOHTYPHiIl peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
YapyHKOBIli ynakoBLii €Bponelicbkiii hapmakonei) - Howii
B nauuj cepTudikaT Bif BXe 3aTBEPAYKEHOTO
BVPOGHMKA -
nojaHHsa HOBOro cepTuduikara
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei Ne R1-CEP 2016-251-
Rev 00 (3aTBepmxeHo: DMF Version
1, Januar 15 2014) gns Adl
BiHnoUeTuHy Bif BXe 3aTBepAKeHOro
BMpo6HMKa Linnea SA, Switzerland.
65. | BOMIKAVHA, PO34nH ANs iH'eKLjin, MAHKANHA, IHAis MaHkaliHg ®apma IHAjiA BHECEHHS 3MiH [0 peecTpalinHmx 3a He UA/18005/01/01
2 mr/mn; no 2 mn PAPMA Nimiten mMartepianis: 3miHu | TUnYy - 3MiHK peyenmom niosnsieae
abo 4 mn B amnyni; NIMITEL wopo 6e3nekv/edpekTMBHOCTI Ta

no 4 amnynn y
ni1acTMKoBOMY
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBL,i

hapmakoHarnsgy. 3miHu y KopoTkii
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX
nNiKapcbknx 3acobis Nic/1s BHECEHHS
Tiei camol 3MiHW Ha pedpepeHTHWi
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiH1 BHECEHO [0 iIHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWMMW NiKkapCbKumu
3aco6amu Ta iHLWi BUAW B3aEMogii”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHsA y nepiog BariTHOCTI
abo rogyBaHHsA rpyaar”, "Cnocib
3acTocyBaHHs Ta go3u", "TobiuHi
peakuii" BigNoBigHO A0 iHchopmavi
LLOAI0 MEMYHOrO 3aCTOCyBaHHS
pethepeHTHOro NikapcbKoro 3acoby
(BODPAH, po3uunH AN iH'EKLiN).

66.

BOMIKAHA,

PO34uH NS iH'eKLA,
2 mr/mn; no 2 Mn
abo 4 mn B amnyni;
no 4 amnynuy
nnacTuKoBOMY
6nictepi, no 1
6nictepy B
KapTOHHIA ynakoBLi

MAHKAMHL,
PAPMA
NIMITEL

IHais

MaHkaliHg ®apma
NimiTen

IHgis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3aCToCyBaHHs
nNiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHVN BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby y po3ginu: "OcobnnBocTi
3actocyBaHHs", "Mob6iyHI peakwii"
BiAMOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3neku AitoHoi pevyoBUHN.

3a
peyenmom

He
nionsieae

UA/18005/01/01

67.

FABICKOH®
M'ATHA
CYCNEHS3IA

CYCMeHsisi opasibHa;
no 150 mn a6o no
300 mn y chnakoHax

PekkiTT
BeHkizep
Xenckep

(HOKeiA)
Nimiteq

Benvka
BpuTaHis

PekkiTT BeHkizep
Xenckep (KOkeit)
Nimiten

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpalinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX JaHuX npo
cuctemy chapmakoHarnsagy (BeefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXeEHOI 0cobu,

6e3
peyenma

UA/6865/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHuKa ans
3[jiCHEeHHs1 hapmakoHarisay B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[Oitova pepakuisa: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pepakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmakoHarnsag B YkpaiHi

68.

FABICKOH®
M'ATHI
TABJIETKA

TabneTkun XyBasibHi;
no 8 TabneTok y
6nictepi; no 2 abo
no 3 6nictepu B
KapTOHHI kopo6uyj;
no 16 tabneTtok y
KOHTeliHepax

PekkiTT
BeHkizep
Xenckep

(HOKeit)
NimiTen

Benvika
BpuTaHis

PekkiTT BeHkizep
Xenckep (HOKeid)
NimiTen

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3nekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-ghaiina cnctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuisi: [1p. Ynbpike

6e3
peyenma

UA/6865/02/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6U 3asBHVKa, BifNOBIAAILHOI 3a
dhapMakoHarnsa B YKpaiHi

69.

FABICKOH®
MONYHU4YHI
TABNETKA

TabneTku XyBasibHi;
no 8 TabneTok y
6nicTepi; no 2 abo
no 3 6nictepun y
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xernckep

(HOKelA)
Nimiteq

Benwuka
BpuTtaHis

BUPOBHMLTBO in
bulk, nakyBaHHs,
KOHTPO/b NpY
BUMYCKY, BUMYCK
cepii:
PekkiTT BeHkizep
Xenckep (HOKelih)
Nimiten, Benvka
BpuTaHis;
BTOPWHHE
nakyBaHHS:

dapmallac (HOkelit)

NimiTen, Benvka
Bputanis

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUMNY - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy dhapmakoHarnagy (BBefeHHs
y3arasibHeHMX JaHux Npo cuctemy
thapmakoHarnagy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapmakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAANIbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a hapmakoHarnag.
[itoua pepakuis: p. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pepakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKa, BIANOBIAa/IbHOT 3a
hapmakoHarnag B YkpaiHi

6e3
peyenma

UA/9210/01/01

70.

FABICKOH®
DOPTE M'ATHA
CYCMEH3IA

CYCMNeHsisi opasibHa;
no 150 mn a6o no
300 mMn y donakoHax;
no 10 mn y calue; no
20 cawe B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xernckep

(HOKeit)
Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep (HOKelid)
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
woao 6e3nekn/etpekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHnx npo cucTemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0Ccobu,

6e3
peyenma

UA/6865/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHuKa ans
3[jiCHEeHHs1 hapmakoHarisay B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHariaga.
[Oitova pepakuisa: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pepakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmakoHarnsag B YkpaiHi

71.

rABICKOH®MO,
BIAHOI Aji

TabneTkn XyBasbHi
no 8 TabneTok y
6nictepi; no 2 abo
no 3 6nictepu B
KapTOHHI KopooLi

PekkiTT
BeHkizep
Xenckep

(HOKeit)
NimiTen

Benvika
BpuTaHis

PekkiTT BeHkizep
Xenckep (HOKeid)
NimiTen

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3nekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-ghaiina cnctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuisi: [1p. Ynbpike

6e3
peyenma

UA/13353/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6U 3asBHVKa, BifNOBIAAILHOI 3a
dhapMakoHarnsa B YKpaiHi

72.

FACTPUTON
"OP. KNANH"

Kpanni opasbHi; no
20 mn, abo no 50
M, abo no 100 mny
donakoHi 3
KpanesibHuueto; no 1

hnakoHy y
KapTOHHIA KopooLi

AJnbneH
dapma M'm6X

HimeyunH
a

[Op. M'yctas KnsiH

vM6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHa 3asBHuKa /13
(MIBM) (BnacHuka peecTpawiinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460). 3minu | Tuny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/bHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkaovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOI 0cobu
3asBHMKa, BiANOBIAa/IbHOT 3a
3fiicHeHHs hapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuisi: BoiTeHko AHTOH
leopriioBuy. MponoHoBaHa pefakuis:
Byask OnekcaHgpa CepriiBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLA 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnsgy. 3miHa
MiCLie3HaxXoKeHHS MmacTep-thainna
cuctemn chapmakoHarnsgy Ta oro
Homepa.

6e3
peyenma

UA/8950/01/01

73.

FEKCAKCUM® |

cycneHsis ans

CaHodi

PpaHuis

BMPOBHMLITBO

PpaHuin/

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/13080/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

HEXAXIM iH'exuii mo 0,5 mn (1 Mactep roTOBOrO YropumHa matepianis: 3miHu | Tuny - 3miHu 3 peyenmom

BAKUWHA And [03a) B nornepeaHLo Hepo3ghacoBaHOro AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.

MPO®INTAKTUKN 3anoBHEHUX NpoaykTy, KOHTpO/Ib fOMNOMDKHUX PEYOBUH.

DUNOTEPII, wnpuuax 3 1-e10 3aMOBHEHHS, 3miHa napameTpiB cneuudikawii

NPABLA, (abo 2-ma) BTOPVHHE Ta/abo fonycTUMUX MeX ANA

KALLJTFIOKY OKpemMumu ronkamu, nakyBaHHs, [ONOMDKHOT peHOBUHY (IHLLI 3MiHW)

(ALENONAPHN no 1 wnpuuy B KOHTPO/b AKOCTI, BBefeHHs1 ofaTKoBMX KpUTEpIiB

N KOMMOHEHT), | kapToHHii ynakosLi; BUNYCK Cepiii: NPUAHSATHOCTI, & CaMe BU3HAYEHHS

FENATUTY B no 0,5 mn (1 gosa) B CaHocpi MNactep, 3arasibHOr0 aepobHOro MiKpo6HOTO

PEKOMBIHAHTH
Al
noniomMIENTY
IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUYNHEHNX
HAEMOPHILUS
TNy B
KOH'IOrOBAHA,
AICOPBOBAHA,
PIOKA

nonepeaHL0
3anoBHEeHNX
wnpuuax 3 1-eto
(abo 2-ma)
OKPeM1MU rofikamu,
no 1 wnpuuy B
CTaHfapTHO-
€KCMOoPTHii
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKLUi€eto Ans
MeAn4YHOro
3acTocyBaHHS; Mo
0,5 mn (1 gosa) B
nonepeaHL0
3anoBHEHNX
wnpuuax 3 1-eto
(abo 2-ma)
OKPeMnMU rofikamu,
no 10 wnpwvyis B
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) B
nonepegHL0
3anoBHEHNX
wnpuuyax 3 1-eto0
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpuuis B
cTaHgapTHO-
€KCMOPTHii
ynakoBLi, fiKa
MiCTUTbCA Y
KapTOHHI kopo6uji 3
iHCTpYKLUieo Ans
MeNYHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 po3a) y
donakoHax, no 10

dpaHujs;
BMPOOHULITBO
roToBOro
Hepo3acosBaHoro
NpoAYyKTY, BTOPUHHE
nakyBaHHs
(wnpwrum), KOHTPOsb
SAAKOCTI, BUMYCK
cepiii: CaHodi
MacTtep, ®paHuis;
BTOPWHHE
nakyBaHHS, BUMYyCK
cepiii: CaHodi-
ABeHTic MpaiBiT Ko.
Nta., Nnatcopma
NOTICTVKM Ta
ancTpubyuii y m.
Bypanewr,
YropwmHa

yucna (TAMC) i TecTy Ha BMICT
6akTepiasibHUX eHA0TOKCUHIB A0
cneumdikauili 4ONOMiIXXHWUX PEYOBWH,
AKi BUKOPVCTOBYIOTHCS Y BUPOOHMLTBI
roTOBOro Nikapcbkoro 3acoby,
BignosigHo Ao sumor Ph. Eur.
MoHorpadist 2034 «Cy6cTaHuji gns
chapmaLeBTUYHOIO 3aCTOCYBaHHA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
hnakoHiB y
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) y
chnakoHax, no 10
hnakoHiB B
cTaHAapTHO-
€KCMOPTHii
ynakoBLi, fiKa
MiCTUTbCA Y
KapPTOHHI KOpooLj
74. | TEMAKCAM PO3YUH ANs1 iH'EKLLINA, TOB YkpaiHa KOHTpOsb, BUMYCK Ykpaina/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/13418/01/01
50 mr/mn; no 5 mn B «®APMACE/ cepii: HimeuunHa marepianis: 3miHu | TUny - peyenmom
amnyri, no 10 a6o » TOB AZMiHICTpaTMBHI 3MiHN. 3MiHa
50 amnyn y nadui 3 «®APMACE/1», HaliMeHyBaHHs1 Ta/abo agpecu
KapToHy, no 10 mn B YKpaina 3as1BHVKa (B/1acHMKa peecTpauintHoro
amnyni, no 5 a6o 10 BTopuHHa ynakoBka, nocBigYeHHs) - 3MiHa PUANYHOI
amnyn y naJui 3 KOHTPONb: afpecu 3anBHuKa (BnacHuka
KapToHy XONOMMAK peecTpaviiiHoro nNocBig4YeHHs)
depnakyHrcTexHik
'M6X, HimeyunHa
Brpo6HMLUTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBNUHHA
Ta BTOpPVHHA
yNaKoBKa, KOHTPO/b:
XONOMAK
depnakyHrcTexHik
'm6X, HimeyunHa
75. | FEMUUTABIH KOHUEeHTpaT ans EBEBE ABCTpist NOBHUIA LWKN ABcTpisi/ 3MiHu | TMNY - 3MiHK 3 AKOCTI. 3a UA/10475/01/02
"EBEBE" pPO3UnHYy AN dapma BMPOGHMLTBA: HimeuunHa Ceptudpikat BignosigHocTi/lE- peyenmom
iHcpysiia, 40 mr/mMn no lec.m.6.X. PAPEBA YHTepax cepTuduikar BiANoBiAHOCTI
5 mn (200 mr), abo Hdor. Kl M6X, ABCTpis €Bponeiicbkili

no 25 mn (1000 wmr),
a6o no 50 mn (2000
Mr) y donakoHi; no 1
hnakoHy B
KapTOHHI KopooLi

BWMYCK Cepii:
EBEBE ®apma
lec.m.6.X. Hdpr. KT,
ABcTpis
TecTyBaHHS:
Nabop /1C CE & Ko.
KI, HimeuunHa
TecTyBaHHS:
Mnn
Mikpob6ionoriwec
Mptochnabop Mm6X,
ABCTpist

thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikara
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
015 BUXIAHOTO
martepiany/peareHTy/NPOMiKHOI0
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakone) -
OHoBeHWIA cepTudikaT Big yxe
3aTBEPL)KEHOr0 BUPOOHYKa - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIgHOCTI EBponechbkili
dapmakonei Ne R1-CEP 2007-075 -
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Rev 06 (3aTBepmkeHo: R1-CEP 2007-
075 - Rev 05) ana A®I remumTabiHy
rigpoxnopuay Bif BXe 3aTBEPKEHOr0
BMpo6HuKa Dr. Reddy's Laboratories
Limited, IHAis.
76. | TEHOTPOMNIH® MOPOLLIOK Mdpaiizep IHK. CLIA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/11798/01/02
niogpinizoBaHWin Ta MeHtohekuypuHr marepianiB: yTOUHEHHA HanucaHHs peyenmom
PO3YMHHWK ANs Benbris HB BUPOGHUKIB B Haka3i MO3 YkpaiHu

PO3UnNHY A5 iH'EKLA
no 36 MO (12 wmr); 1
abo 5 nonepegHbO
HanoBHEHWX PYUOK,
Lo MicTaTb 1
[ABOKaMepHuii
KapTpuax (nepegHs
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
PO3YMHHMKOM NO
1,13 mn (M-kpeson,
MaHIT (E 421), Boga
ANS iH'EKUi)) KoXHAa,
Y KapTOHHIli Kopobui
3 MapKyBaHHAM
YKparHCLKO Ta
aHrNilicbKoto
mMoBamu; 1 abo 5
nonepegHL0
HamnoBHEHNX PYYOK,
Lo Mictatb 1
[ABOKaMepHui
KapTpuox (nepegHs
Kamepa 3 NOPOLLKOM
Ta 3aHA kamepa 3
PO3YMHHVKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
ONs iH'eKUin)) KoXHa,
Y KapTOHHiIli KopoobLi
3 MapKyBaHHAM
aHrnilicekoto abo
iHLLIOIO IHO3EMHOI0
MOBOHO 3i CTUKEPOM
YKpaiHCbKOK Ta
aHrniicbkoto
MoBamu

Ne 657 Big 07.04.2023 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3MiHn
wopo 6e3snekv/etpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
3aCTOCyBaHHS ikapcbKoro 3acoby Ao
po3giny "OcobnnBocCTi 3acToCyBaHHA"
o0 6e3nekn AONOMIKHUX PEYOBWH.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicSLiB NicnsA 3aTBEpAKEHHS. 3MiHU |
TUny - 3MiHM LWoAo
6e3nekun/edhekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHns (PIP) (iHLwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLi
AN MeAnYyHOro 3acToCyBaHHs
nikapcbKoro 3acoby o po3ainy
"Mo6iuHi peakuii" BiANOBIAHO
OHOBJIEHOT iHhopMaLii 3 6e3neku
[it040i pevOBUHM COMATPONIH 3rigHO
pekomeHgauin PRAC. TepMmiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepkeHHs). Pefakuis B
Hakasi - NOBHWI LMK/ BUPOOHMLITBA,
BMNycK cepii: Mdpaiizep
MeHtohekuypuHr Benbris HB, Benbris;
BMPOGHMLTBO in bulk, KOHTPO/b AKOCTI,
nepBuHHE nakyBaHHA: BeTep dapma-
®epTturyHr NbX i Ko. K, HimevunHa.
BipHa pegaxuis - Ndaiizep
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MeHtocpekuypuHr Benbrist HB,
Benbris.
77. | TEMATOKC KOHLeHTpaT Ans TOB YkpaiHa BTopuHHa ynakoska, | HimeuunHa/ BHECEHHS 3MiH [0 peecTpalinHmx 3a UA/12890/01/01
pO3UmnHy Ansa «®APMACEN KOHTPO/b: YkpaiHa maTepianis: 3miHu | TUny - peuyenmom
iHcpysii, 500 mr/mn; » XONOMAK AfMiHICTpaTMBHI 3MiHWU. 3MiHa
no 10 mn B amnyni; depnakyHrcTexHik HalilmeHyBaHHs Ta/abo agpecu
no 10 amnyn y navui 'm6X, HimeuunHa 3asBHMKa (BNacHvka peecTpauiiHoro
3 KapTOHY Brvpo6HMuTBO NOCBIAYEHHS) - 3MiHA PUANYHOT
Hepo3chacoBaHol agpecy 3asBHUKa (BNacHunka
NpoAyKLii, NnepBUHHa peecTpauiiiHoOro NocBigYeHHS)
Ta BTOPUHHA
yMakoBKa, KOHTPO/Ib:
XONOMAK
depnakyHrcTexHik
'm6X, HimeuunHa
KoHTposb, BUMycK
cepi:
TOB
«OPAPMACE/N»,
YKpaiHa
78. | TEPNEBIP® MOPOLLIOK ANs MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/2466/01/01
pO34nHy ANs iH'ekUin | "KniBmegnpen "Kuismegnpenapar" martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
no 250 wmr; 10 apat" SIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
hnakoHIB 3 Cuctema
MOPOLLKOM Y KOHTelHep/3aKynoptoBasibHUiA 3aci6
KOHTYPHili (iHWi 3MiHW) BUNYyYeHHSs 3 po3ainy
YapyHKOBIl 3.2.P.7 Cucrema
ynakosLi; no 1 KOHTeliHep/3aKyrnopoBasibHWii 3aci6,
KOHTYPHili HaliMeHyBaHHs1 hipM-BUPOGHMKIB
YapyHKOBIli ynakoBLj NepBMHHMX NakyBaslbHUX MaTepiasis
B mauui
79. | rniosomig Kancynu no 20 wmr; 3eHTiBAa, K.C. Yecbka Bupo6HuuTeo M3, IpnaHgis BHECEHHS 3MiH 10 peecTpaLiiHnX 3a He UA/13832/01/01
no 1 kancyniy Pecny6nik nakyBaHHs1, martepianis: 3MiHu | Tuny - 3MiHK WOAO | peyernmom nidnsieae
cauwe; no 5 cawe y a TeCTyBaHHS, BUNYCK 6e3nekn/ehekTMBHOCTI Ta

nauuj 3 KapToHy

cepii: EiifeH ®apma
NimiTes, lpnangis;
MepBuHHe i
BTOPWHHE
nakyBaHHS:
MinmayHT Xenckea
NTa, lpnaxgis

thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3neky 3acTocyBaHHS
NiKkapcbKoro 3acoby B
nicnsipeecTpaduiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBeAeHNX BigMnoBiAHO A0 MiaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rofpKeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
3acToCyBaHHS NikapcbKkoro 3acoby Ao
po3giny "3acTtocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaat”
BignosigHO 0o pekomeHgauii PRAC
EMA. TepMiH BBEAEHHS 3MiH
npoTsarom 6 micsAuis nicns
3aTBEPAKEHHS

80.

rMIo30MIf,

Kancynu no 100 wr;
no 1 kancyniy
cawe; no 5 cawey
nauuj 3 KapToHy

3€eHTiBa, K.C.

Yecbka
Pecny6nik
a

Bupo6HuuyTeo M3,
nakyBaHHs,
TeCTyBaHHS1, BUNYCK
cepii: Eiilen ®apma
Niviten, lpnaxgis;
MepBuHHE i
BTOPUHHE
nakyBaHHS:
MinmayHT Xenckea
Ntp, Ipnangis

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM
YMOBHOB&XEHVM OpPraHoMm) - 3MiHu
BHECEHO [0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "3actocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHA rpyaa”
BiANOBIAHO A0 pekomeHgauii PRAC
EMA. TepMiH BBeAEHHS 3MiH
npoTsirom 6 micsuis nicns
3aTBEPAKEHHS

3a
peyerimom

He
nionsieae

UA/13832/01/02

81.

rMio30oMig

Kancynu no 180 mr;
no 1 kancyniy
cawe; no 5 cawey
nauui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Bupo6HuuTBO M3,
nakyBaHHS,
TECTYBaHHS1, BUNYCK
cepii: EiileH ®apma
Nimiten, lpnaxgis;
MepBUHHE i
BTOPWHHE
nakyBaHHS:
MinmayHT Xesnckea
Ntp, Ipnangis

IpnaHgis

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
negiaTpnyHux gocnigpkers (PIP)

3a
peyenmom

He
nionsieae

UA/13832/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO 0 IHCTPYKLIiT 4719 MeANYHOro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainy "3acTocyBaHHSA y nepiof
BariTHOCTi abo rogyBaHHsA rpyaat”
BiANOBIAHO A0 pekomeHgauii PRAC
EMA. TepmiH BBeEHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBEPAKEHHSA

82.

rnosomig

Kancynu no 250 wmr;
no 1 kancyniy
cauwe; no 5 cawe y
nauti 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Bupo6HuuTteo M3,
nakyBaHHS,
TeCTyBaHHS, BUNYCK
cepii: EiifeH ®apma
Nivitea, lpnangis;
MepBuHHE i
BTOPWHHE
nakyBaHHS:
MinmayHT Xenckea
Ntp, Ipnangis

IpnaHgis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3MiHu | TUMNY - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoMm) - 3MiHu
BHECEHO A0 IHCTPYKUiT 4519 MeanYHOro
3aCTOCyBaHHS ikapcbKkoro 3acoby Ao
po3giny "3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
BignosiaHO 0o pekomeHaauii PRAC
EMA. TepMmiH BBEAEHHS 3MiH
npotsarom 6 micsAuis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nidnsieae

UA/13832/01/04

83.

FNIOKOCAT

PO3YUNH NS iH'EKLN;
no 2 mn B amnyni A
Yy KOMMNAEKTi 3
PO3YMHHUKOM
(aietaHonamiH, Boga
Ans iH'ekuiid) no 1
M1 B amnyni B; no 5
amnyn Ay 6nictepi;
no5amnynBy
6nictepi; no 1
6nictepy 3
amnynamm A tano 1
6nictepy 3

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 0 peecTpalinHmx
MaTtepianis: 3MiHu | TUNY - 3MiHK 3
sIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpO/Ib fOMNOMIKHUX PEYOBUH.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTMMUX MexX s
[OMOMDKHOT peYOBUHY (BUTYYEHHS 3i
cneunqikaLii He3Ha4YHOro NokasHmKa
(Hanpuknag, 3actapinoro nNokasHuka)) -
BunyyeHHs n. «Bavkki meTanm» 3i
cneuuqikauii 4OMOMIKHOI pevoBUHU
Nipokainy rigpoxnopuz 3 BiANOBIAHUM
METOAO0M KOHTPO/IH0; 3MiHM | Tuny -

3a
peyerimom

UA/15851/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
amnynamu B y nauui 3MiHM 3 SKOCTi. F0TOBWIA NiKapCbKUii
3 KapTOHy; No 2 MN B 3aci6. KOHTponb A0NOMiIXKHMX
amnyni Ay peyoBuH. 3miHa napameTpis
KOMMNEKTI 3 cneundikauii Ta/abo AonycTUMmX
PO3UYNHHVKOM MeX N5 AONOMiXXHOT pevoBUHM
(nieTaHonamiH, BOAA (nonoBHeHHSA cneuudikaLii HOBUM
Ans iH'ekuiii) no 1 NOKa3HWKOM 3 BigMnoBigHMM METO40M
M1 B amnyni B; no 1 BUNPO6YBaHHS) - [JONOBHEHHS
amnyniATtal cneuudikaLii HOBUM NOKa3HUKOM
amnyni By 6nictepi; «lgeHTudikauis» 3 BiANOBIAHWUM
no 1 6nicrepy y MeTo0M BUNPO6YyBaHHsA (MeTos
nauuj 3 KapToHy; No iHthpauepsoi cnekTpockonii) y 38’A3Ky
2mnBamnyni Ay 3 NpYBELEHHAM A0 MoHorpadii EP
KOMMNEKTI 3 Nipokainy rigpoxnopuz
PO3UYNHHIKOM
(mieTaHonamiH, BOAa
Ans iH'ekuiii) no 1
M/ B amnyni B; no 6
amnyn Ay 6nictepi;
no 6 amnyn By
6nictepi; no 1
6nictepy 3
amnynamm A tano 1
6nictepy 3
amnynamun B y nauui
3 KapTOHY
84. | TOMEOBOKC® TabneTkun, BKPUTI ByapoH ®paHuis BYAPOH ®paHuis BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 UA/9316/01/01
060/10HKOI0; Mo 20 marepianis: 3miHu | Tuny - 3miHK peyenma

Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHI KopooLi

wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaovatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarisga.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
[itoua pepakuis: Helene Gabaude.
MponoHoBaHa pefakuis: Anne-Laure
Fayard.
85. | TOPOBVMHUN nnogy; no 75, 100 MpAT YkpaiHa MpAT "NikTpasun” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/9318/01/01
YOPHOMNIAHOI r abo 150 r y naykax "NikTpasn" mMartepianis: 3miHu | TUNY - 3MiHK peuenma
nnoan 3 BHYTPILLHIM woao 6e3nekn/ethekTnBHOCTI Ta
nakeTom hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHi B TEKCT MapKyBaHHS Ha
BTOPWHHIM ynakosuj y n. 17. IHWE
LLIOA0 3a3aH4YeHb OANHULb
BMMIpIOBaHHSA BiANOBiAHO cucTtemu S|
(BUAy4YEHHS yMOBHM "3a
HaobxigHocTi...").
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNSA 3aTBEPKEHHS.
86. | FrPMNOUUNTPOH NOPOLLOK A/1A ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 6e3 niosnsieae UA/11498/01/01
Kigc NMMOH Opa/IbHOIO PO3UNHY, 06MeXeHo 06MeXeHO mMartepianis: 3miHu | TUNy - 3MiHK peuenma
no 4 r NOpoLLKy B BiANOBIAa/TbHI BiANOBIAA/LHICTIO woao 6e3nekn/ethekTnBHOCTI Ta
nakerti; no 5 a6o 10 CTHO "papmMmaueBTNYHa thapmakoHarnsgy. 3MiHa y KopoTkiii
nakeTiB y KopobL,i "®apmaueBTu KomMnaHis "3gopos'a” XapaKTepucTULi Nikapcbkoro 3acooby,
YyHa KOMMaHis TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
"3p0pos'a” MeAMYHOro 3acToCcyBaHHA Ha niacTasi

perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rof»keHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO B iHCTPYKLitO ons
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby Ao po3ainis "B3aemogis 3
HLIMMKW NikapcbkMKn 3acobamu Ta
iHWi BUAn B3aemogiit”, "OcobmBocCTi
3acTocyBaHHS" BigNoBigHO A0
OHOB/IEHOT iHhopMaLii 3 6e3neku
3acTocyBaHHA fjt04oi pevyoBUHU
niKkapcbKoro 3acoby. BeegeHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBepKeHHs. CynyTHA 3MiHa - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 abo
3MiHa(n) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpayiiiHoro NocBifg4YeHHs,
BKAtoYarouum MnaH ynpaBaiHHA
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

pr3nkamm (3acTOCyBaHHA TEKCTY, SKUI
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom) 3asiBHUKOM HaAaHo
OHOB/IEHUI MnaH ynpaBniHHA
pu3mkamu Bepcis 2.0 3MiHU BHeCeHo
[0 yacTuH: | «3arasibHa iHthopmaLlis»,
V «3axoan 3 MiHimMi3auii pu3ukis», VI
«Pe3tome nnaHy ynpasniHHA
pusnkamu», VIl «logatku» Pestome
MnaHy ynpasniHHSA pu3nkamu Bepcis
2.0 popaetbes. MNpeacrasneHi 3MiHU B
iHchbopmawii 3 6e3neku LWoA0 BHECEHHS
3MiH Ta ONOBHEHb Ha NiacTaBi
pekomeHpauii PRAC, Lo po3milleHi
Ha odpivjiiiHomy caiiti EMA Ta AEL,
MO3 YkpaiHu.

87.

rPUNOLUNTPOH
KIAC OPAHX

NOpPOLLOK A5
OpabHOro PO3UUHY
no 4 r NOpoLUKy B
nakeTi; no 5 a6o 10
nakeTiB y KOpobL,i 3
KapToHy

ToBapucTso 3
06MexeHoto
BignoBigasibHi
cTio
"®bapmaueBTu
YyHa KoMnaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
KoMmnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUNYy - 3MiHN WOAO
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perysisipHO OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpPraHom).
3MiHV BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3acoby Ao po3ginis "B3aemogis 3
iHLWMMKW nikapcbkMKU 3acobamu Ta
iHWi BMAW B3aemogiin", "Oco6nmnBocCTi
3acTocyBaHHS" BigMnoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
3acToCcyBaHHSA Ajt040i pevyoBUHU
nikapcbkoro 3acoby. BeeAeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpKEHHs. CynyTHA 3MiHa - 3MiHU
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAAui peecTpayjiiiHoro NocBig4YeHHs,

6e3
peyenma

nionsieae

UA/11499/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BK/Il0HaK0um MNnaH ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, SKUi
NOrOKEHNI 3 KOMMETEHTHUM
opraHom) 3asiBHVIKOM HafaHo
OHOBNEHUIA MNnaH ynpasniHHA
pv3vkamu Bepcis 2.0 3MiH1 BHECEHO
[0 YacTuH: V «3axoam 3 MiHimizau,ii
pusukiB», VI «Pe3stome nnaHy
ynpasniHHA pusmkamm», VII
«[lopaTtkn». Pe3tome lMnaHy
ynpas/iHHA pusnkamu Bepcisa 2.0
nofaetbes. MNpeacrasneHi 3mMiHY B
iHcbopmawii 3 6e3neku LoA0 BHECEHHS
3MiH Ta [JONOBHEHb Ha nigcTasi
pekomeHAaLiii CyBopux perynsTopHux
areHuin (PRAC EMA) ta AEL, MO3
YKpaiHu, MOXyTb BYT peKOMeHA0BaHi
[0 3aTBEPKEHHSA Ta BHECEHHS B
IHCTPYKLUi0 415 MegUyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby.
88. | rPMUUKIB TpaBano 60ry MpAT YkpaiHa MpAT "NikTpasun" YKkpaina BHECEHHS 3MiH A0 peecTpaliiHnX 6e3 UA/5670/01/01
TPABA naykax 3 BHYTPILWHIM "NikTpasun" marepianis: 3miHu | Tuny - 3miHu 3 peyenma
naketom; no 1,5ry AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
inbTp-nakeTi; no Cuctema
20 oinbTp-nakeTiB y KOHTelHep/3aKynoploBasibHuiA 3aci6
nayui; no1,5ry (iHWi 3MiHM) BHECEHHSA 3MiH 0
hinbTp-nakeTi; no cneupudikauii 3 KOHTPOSIKO NEPBUHHOMO
20 oinbTp-nakeTiB y nakyBasibHOro matepiany (Manip
nadui 3 BHYTPILLUHIM hinbTpyBasibHMIA), a came
naxkeTom [LOMOBHEHHS NOKa3HMKa
«laeHTUdikauis (30BHILHI 03HaKW)»
BK/TIOYEHHSIM [0AaTKOBUX O3HaK AN1A
Bi3ya/IbHOr0 KOHTPO/I0 «6) Konip»
89. | AAHTIHOPM PO34MH ons BYAPOH ®paHuis BYAPOH PpaHuis BHECEHHS 3MiH [0 peecTpaviinHmx 6e3 UA/19103/01/01
BEBI® nepopasibHOro mMartepianis: 3miHu | TUNy - 3MiHK peuenma

3acTocyBaHHs; no 1
M1y O4HOL030BOMY
KOHTeliHepi; no 5
0iHOA030BUX
KOHTeliHepiB y 1
cTpuni; 1 cTpun B
antoMiHieBOMY
nakeri; 2 abo 6
/TIOMIHIEBMX NakeTiB
Y KapTOHHIli kopoobLi

woao 6e3nekn/ethekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHNX AaHWX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUxX JaHunx npo cucTemy
hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHuKa ans
3[jicCHeHHs1 dhapmakoHarnisay B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Ccobu,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIA&/IbHOI 3a hapMakoHariaga.
Litouva pepakuin: Helene Gabaude.
MponoHoBaHa pegakuis: Anne-Laure
Fayard.
90. | AEKATUNEH cnpeii Ans poToBoi TOB «TeBa YkpaiHa BMPOOHULITBO IcnaHis BHECEHHS 3MiH [J0 peecTpaLiinHmx bes UA/19311/01/01
OPIC NOPOXHUHYK, 1,5 YkpaiHa» Hepo3chacoBaHol marepianis: TexHiyHa nomuska (3rigHo peyenma
mr/mn, no 30 mn NpoAyKLii, NnepBUHHa Haka3zy MO3 Big 23.07.2015 Ne 460)
crnpeto 419 poToBOi Ta BTOpMHHa BunpaBneHHs1 TEXHIYHOI NOMUJIKH,
MOPOXHUHW Y ynakoBka, fj03Bif1 Ha MOB’AA3@HO i3 HEKOPEKTHUM
dhnakoHi 3 BWMYCK Cepii, nepeHeceHHsM iHchopmau,i 3 Jocke. A
MeXaHiYHUM KOHTpO/b cepii (KpiM came (pi3HOUUTaHHS) B 3aTBEPXKEHIl
posnuasayem Ta NoKasHWKiB cneumdikauii «Bunyck», Ta «TepMmiH
KOBMAYKoM, KW «MikpobionoriyHa NpUaaTHOCTI», Y BUNPOBYBaHHi
3axuLae AKICTb» Ta «BMicT «OfHOPIAHICTb [03yBaHHA»
posnuaosay; no 1 eTaHony»): HEKOPEKTHO 3a3HauyeHUii CUMBOJT «2»,
hnakoHy y NabopaTopiym HaTOMICTb Ma€e GyTV 3a3HaYEHUI «>».
KOMMNEKTI 3 Cawnitaric, C.J1., 3a3HayeHe BUMNpaB/IeHHA BiAnNoBsigae
annikatopom gns Icnanis MaTepianam peectpauiiHoro foCbe,
POTOBOT MOPOXHUHN KOHTpO/b cepii €Bp.® 2.9.40
Y KapTOHHiIli KopoobLi (Mwe nokasHuK
«MikpobionoriyHa
AKICTb»):
Nab6opaTopio
EuyeBapHe, C.A.,
IcnaHis
KOHTPO/Ib cepil
(nvwe nokasHuK
«BMiCT eTaHony»):
Mikpo-Bioc, C.J1.,
Icnanis
91. | AEKCAMETAS3OH | Tabnetkn no 0,5 mr, KPKA, a.4., CnoseHis BMPOGHUK, CnoseHis BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/8538/02/01
no 10 TabneTtok y HoBo mecTo BiANOBiAabHMI 3a mMartepianis: 3miHu | TUNy - 3MiHK peuenmom nionsieae

6nictepi; no 1, abo
no 2, abo no 3, abo
no 5, aéo no 6, abo
no 9, a6o no 10
6nictepis B
KapTOHHIA KOopoo6Li

BMPOGHMLTBO "in
bulk”, nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CrnoseHis;
BUPOBHUK,
BiANOBiAa/IbHWIA 3a

oo 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nNiKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nepBuHHE Ta pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
BTOPWHHE npoBefeHux BiAnoBigHO [0 nnaHy
nakyBaHHs: KPKA, neaiatpnyHux gocnigpkeHs (PIP) (iHwi
4.4., Hoso mecTo, 3MiHV) 3MiHN BHECEHO B iHCTPYKL,i1O
CnoBeHis; AN MeAnYyHOro 3acToCyBaHHsA
BUPOBHUK, niKkapcbKoro 3acoby Ao posainy
BiANOBiAA/IbHWIA 32 "Oco6nMBOCTI 3aCTOCYBaHHA"
KOHTPONb cepii: BiANOBIAHO 1O OHOB/EHOT iH(hopmaLii
KPKA, a.4., Hoso LLI0A0 6e3nekn 3acTocyBaHHS Ajto4oi
mecTo, CnoBeHis PEYOBUHM 3riJHO 3 pEKOMeHAaLiE0
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu
MicsLiB MicNs 3aTBEPAKEHHS
92. | BEKCAMETA3OH | po3uvH Ans iH'eKuiid, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/0992/02/01
-AAPHULA 4 mr/mn; no 1 mn B "®PapmaueBTu "papmMmaueBTNYHa martepianis: 3miHu | Tuny - peuenmom niosnsieae
amnyni; no 5 a6o no YyHa hipma thipma "AapHuug" AfMiHiCTpaTMBHI 3MiHN. 3MiHa Ha3BMK
10 amnyny "OapHuus" A®| ab0o fOMNOMIKHOI PeYOBUHU - 3MiHA
KOHTYPHili Ha3BW JONOMDKHOT pevyoBuHK 3 HaTpito
YapyHKOBIl rigpodoochart gogekarigpat Ha
ynakosLi; no 1 [vHaTpito chocdhaT gopekarigpart.
KOHTYPHili BHeceHi B iHCTPYKLil0 4158 MeguyHoro

YapyHKOBIli ynakoBLii
B nayyj; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBKM B naulLli

3aCTOCYBaHHS NMikapCbKOro 3acoby y
po3gin "Cknag" (4oNoMiKHI peyoBuHM)
3 BIAMNOBIAHMMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBKkW. BBeeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknit 3acib.
KOHTpOb AOMOMDKHUX peYOBWH (iHLUi
3MiHK)

He3HayHa 3MiHa [0 po3Ainy «YMoBu
36epiraHHs» Ha AONOMiXHY peYOBUHY
HarTpito rigpochocdat goaekarigpar.
3MiHn | TURY - 3MiHK 3 SKocTi. FoToBUI
nikapcbknii 3aci6. KoHTponb
[LOMOMDKHUX pEYOBUH. 3MiHa
napameTpiB cneuudikaui Ta/abo
OONYCTUMUX MEX A5 AONOMIKHOT
peyoBUHM (BUyYeHHS 3i cneumadikawii
He3HayHOro nokasHuka (Hanpvknag,
3acTapifnioro nokasHuka)) 3amiHa
napameTpiB cneuudikauii ns
[ONOMDKHOT peyoBMHY HaTpito
rigpodhocchaT goaekarigpat, a came
BUJ/Ty4YEHO NOKa3HMKN «ApCeH» Ta
«Baxkki MeTasin». 3MiHu | TMny - 3MiHK
3 aKkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiANOBIAHOCTI €Bponenchbkili
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

thapmakonei/MoHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BinoBigHiCTb [0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HaujioHabHOT thapmakonei
Aepxasun €C (iHLWi 3MiHN)
cneundikauito Ta METOAM KOHTPOSI0
Ha [0NOMiXHY peyoBuHy Hatpito
rigpodocchar gogekarigpar 3a
nokasHukamu «lgeHTudikais»,
«BifHOBHI pe4oBUHN», «HaTpito
avrigpocpoccpat», «BTpaTta B Maci npu
BUMCYLLYBaHHi», «KinbkicHe
BU3HAUYEHHS», «PO30pPICTb PO3UNHY»,
«Xnopugn», «Cynbatun» Ta «3anizo»
npuBEeAEHO Y BiANOBIAHICTb A0 BUMOT
MoHorpadii €P. IHdopmaLito
nokasHuka «PO3UYMHHICTb»
nepeHeceHo y po3ain «3arabHi
B/1aCTUBOCTI», OCKINIbKM 3rigHO 3
Bumoramu dY, 1.4 aaHa iHchopmavis
HOCUTb peKkoMeHAaLiiHWI XxapakTep.
3MiHu | TUNYy - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) BHECEHi
B TEKCT MapKyBaHHS Ha BTOPUHHIl
ynakosui y n. 17 IHWE wopo
HaHeceHHs QR-kof, BUNYyYEHHS
iHchopMmawii pocilicbkoto MOBOHO.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALUiB
nicnsa 3aTBepKEHHs

93.

AEKCAHTA

rpaHynu ans
OpabHOro PO3UUHY
3 /IMMOHHVM CMaKoMm
no25wmr;no25ry
cauwe, no 10 a6o no
30 cawe y nayuyj 3
KapToHy

MAT
"Ximchapmsas
of "YepBoHa

3ipka”

YkpaiHa

MAT
"Ximcpapmsasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuL NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMNOBHOB&XEHVM OpraHom)

3a
peyenmom

He
nidnsieae

UA/16859/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3MiHM BHECEHO [0 IHCTPYKLUIii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gin "3actocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaato” BianoBiAHO 40 OHOBNEHOI
iHchopmawii 3 6e3neku gjtoyoi
PEYOBHM.
94. | AEKCNAHTEHON | piguHa abo TOB "TK YkpaiHa BAC® CE HimeyunHa BHECEHHS 3MiH [J0 peecTpaviinHmx - UA/13967/01/01
HaniskpucTaniyHa "Aspopa" marepianis: 3miHu | Tuny - 3miHu 3
peyoBuMHa akocTi. CepTtudikar BignosigHocTi/lE-
(cybeTaHuis) y cepTudikat BiANoBiAHOCTI
meTaneBux abo €Bponeiicbkil
nonieTuIeHoBMX thapmakonei/MmoHorpadii. 3miHu,
KOHTeliHepax ans noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
hapmaneBTUYHOro Y BignoBigHIiCTb A0 MoHorpadii 4PY
3acTOCyBaHHS abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
fepxasun €C (3miHa y cneuudikauisx,
noe'sizaHa 3i amiHamu B J®Y, a6o
€Bponelicbkiin hapmakonei, abo iHLuii
HaujioHasbHIli hapmakonei gepxasu
€C) - NpuBeaeHHs TecTy «CynpoBigHi
OOMILLKM» Ta «KinbKicHe BU3HAYEHHS»
Yy BigMNOBigHICTb A0 BUMOT MOHOTpadil
€® 11.1 Ha [lekcnaHTeHON
04/2023:0761
95. | AEHIFMA® TabneTkun, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHAjs BHECEHHS 3MiH [0 peecTpalinHmx - UA/15791/01/02
o060s10HKot0 no 10 «FNEJ®APM MNBT NTA maTepianiB: yTOYHEHHS BUPOGHUKIB
Mr; in bulk: Ne NT0» B Haka3i MO3 Ykpaiuu Ne 683 Big,
14x200: no 14 11.04.2023 B npoueci BHeCEHHA
Tabnetok y 6nictepi; 3MiH. Pefakuis B Hakasi - KYCYM
no 200 6nictepiB y XENTXKEP MBT NTA, IH4is;
KapTOHHI Kopoo6Li AnbTepHaTUBHUIA BUPOOHUK, L0
30i/iCHIOE BTOPVIHHE NakyBaHHS,
KOHTPONb AKOCTI Ta Bunyck cepii: TOB
"KYCYM ®APM", YkpaiHa. BipHa
pepakuis - KYCYM XENTXKEP NBT
NTA, Inais.
96. | AEPMABIH Masb, no 15 r B Ty6i; TOB "®3 YkpaiHa TOB "®3 YKkpaina BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/14273/01/01
no 1 Ty6i y nauui 3 "BIODAPMA" "BIO®APMA" martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom

KapTOHY

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHK y npoLeci
BMPOGHWLITBA rOTOBOIO NiKapCbkoro
3aco6y, BKIOYaUy NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA Npy
BUPOGHMLITBI FOTOBOTO /1iKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BMPO6HMUTBA) 3amiHa py4YHOro
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepemillyBaHHs 6eTameTasoHy
AvnponioHaty 3 Ba3e/IMHOBUM Mac/ioM
Ha nepemillyBaHHs 3a J0MNOMOro
MiLLa/IKN Ta BHECEHHSA
pernaMeHToBaHy KiflbKiCTb Macu B
TEXHOSIOrYHY EMHICTb, L0 3abe3nedye
O[HOPIAHICTb OTPMMaHOI Macu. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepil
(BKIKOYaKoUM gianasoH po3Mipy cepir)
rOTOBOrO JliKapCbKOro 3acoby
(3meHwWweHHs o 10 pasis)
3arBepmkeHo: 5000 Ty6
3anponoHoBaHo: 4700 Ty6. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHULITBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOIO /1iKapCbKOro
3aco6y, BK/IKUAKUN NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETHCSA NPU
BMPOOGHULITBI FOTOBOrO /TiKAPCHKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULITBA) BBEAEHHSA KOHTPO/Ib
BaNifaLiiHUX cepiil NPOMKHOT
npoaykuii 3a nokasHukamm onuc, pH,
O[HOPIJHICTb, PO3MIp YaCTOK,
KiTbKiCHE BU3HAYEHHS

97.

AIA30NIH®

Tabnetkn no 0,05 r
no 10 TabneTok y
6nictepi; no 1 abo 2
6nictepu y nauui 3
KapToHy

AT "dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu Il Tuny - 3miHun 3
akocTi. A®l. BupobHuuTBO. 3MiHM B

npoueci Bupo6HuUTBa A®I (iHLwi
3MiHW) - OHOB/EHHS Bepcii DMF Ha

A®| Meb6rigponiH (MebrigponiHy
Hanaamaunar) Bif, 3aTBep)KEHOro

BMpobHUKa «Menadiona, S.L.», Spain

3aTtBeppxeHo: Version 03/2017-10-30

3anponoHoBaHo: Version 04/2020-04-
15 (amended 2022-09-20)

6e3
peyenma

UA/0270/01/02

98.

[IA30MNIH®

Tabnetku no 0,1 r no
10 Tabnetok y
6nictepi; no 1 a6o 2
6nictepun y nauui 3
KapToHy

AT "dapmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3miHu Il TUny - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHM B

npoueci BupobHuutea A®I (iHwwi
3MiHW) - OHOBNEHHS Bepcii DMF Ha

A®| Meb6rigponiH (MebrigponiHy
Hanaav3unar) Bif, 3aTBep)KEHOro

BMpobHuka «Menadiona, S.L.», Spain
3arBepmxeHo: Version 03/2017-10-30

6e3
peyenma

UA/0270/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3anponoHoBaHo: Version 04/2020-04-
15 (amended 2022-09-20)

99.

JOIAMAKC®

Kancysnm TBepgi no
50 mr no 10 kancyn
y 6nictepi; no 3
6nictepu B naywyj

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH [0 peecTpalinHmx
marepianis: 3mMiHu | TURY - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT AnA
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainy "3acTocyBaHHs y
nepiog sariTHocT abo rolyBaHHs
rpy4Ar0" BifnoBiAHO OHOBEHOT
iHchopmawii 3 6e3neku gjtoyoi
peyoBMHM fiauepeiHy 3rigHo
pekomeHgauin PRAC.

3a
peyerimom

UA/11090/01/01

100.

AIMAPUN®

TabneTkn no 3 mMr no
10 Tabnetok y
6nictepi; no 3, 5 abo
6 6nicTepis y nauui 3
KapToHy

MAT
"Kuismepnpen
apat”

Ykpaina

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTPO/Ib AOMNOMDKHVX PEYOBUH.
3MiHa napameTpiB cneuudikadlii
Ta/abo fonycTMMUX MeX A4S
[0MNOMDKHOT PeYOBUHU (BUSTYHEHHS 3i
cneuugikaLii He3Ha4YHOro NoKasHMKa
(Hanpwvknag, 3acTapifioro nokasHuka))
BU/TYYEHHA MOKa3HMKa «PO3UYNHHICTb»
i3 cneumdikauii Ta MeToauk Ans
BXiJHOrO KOHTPO/IO SKOCTi AOMNOMiXHOT
peyoBuHM 3anisa okcug, xoBTuii (E
172)

3a
peyenmom

UA/14726/01/02

101.

AIMAPUN®

TabneTkn nNo 2 mMr no
10 TabneTtok y
6nictepi; no 3, 5 abo
6 6nicTepiB y navui 3
KapToHy

MAT
"Kuismegnpen
apar"

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX
martepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b AOMNOMDKHVX PEYOBUH.
3miHa napameTpiB cneuudikadliii
Ta/abo fonycTUMUX Mex Ans
[0MOMIDKHOT peyYOBMHM (BUTYHEHHS 3i

3a
peyenmom

UA/14726/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
cneumdikauii He3Ha4YHOro NokasHuka
(Hanpuknag, 3acTapifioro nokasHuka))
BUJTYYEHHS MOKa3HMKa «PO3UMHHICTb»
i3 cneumndikavii Ta meToguk ans
BXifHOr0 KOHTPOJItO AKOCTi AOMOMIKHOI
peyoBuHY 3aniza okcug xoBTuii (E
172)
102. | AIOBAH® TabneTkn, BKpUTI Hosapric LLiBeiiuapi HosapTic ®apma LLBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/7169/01/02
NAiBKOBOO dapma Al A LTelH AT, Icnanis marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
o60s10HKo0, Nno 80 LliBeiiuapis; akocTi. A®l. Bupo6HMUTBO. 3MiHa
Mmr; no 14 TabneTok Hosapric BUPOGHMKA BUXIAHOTO/NPOMIXHOro
y 6nicTepi, no 1 abo dapmacbloTuka npoAayKTy/peareHTy, L0
2 bnictepu y C.A., IcnaHis BMKOPVCTOBYHOTbCS Y BUPOOHUYOMY
KOpo6Li 3 KapTOHY npoueci A®l, a6o 3miHa BUpPO6HMKA
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHs KOHTposIo sakocTi) A®I (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei y 3aTBepaKeHOMy [0CbE)
(3miHn o 3axogiB, NOB'A3aHUX 3
KoHTponem A®l, abo goaasaHHsA
AiNbHULI, e NPoBOANTLCSA
KOHTPONb/BUNPOBYBaHHSA cepil) 3miHa
B po3Aini BupobHukm gitoyoi
peuyoBuHW. lofaBaHHs A0 BXe
3aTBEPKEHOr0 BUPOGHUKA AitoHOT
peyosuHn HosapTic Mpimc6i /174.,
BenukobpuTaHis chyHKLii KOHTPOb
AKOCTI Ail040T peYOBUHU - BasicapTaH
(All tests except MET and particle
size). A TakoX He3HauHi peJakuiiHi
3MiHK
103. | AIOBAH® TabneTkun, BKPUTI HosaprTic LLisefuapi HoapTic ®apma LLsenuapis/ BHECEHHS 3MiH 0 peecTpalinHmx 3a UA/7169/01/03
NNiBKOBOIO dapma Al A LLTeliH AT, IcnaHis martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
060/10HKO10, M0 160 Lseiiyapis; AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
Mmr; no 14 TabneTok HosapTic BUPOBHMKA BMUXIAHOTO/MPOMIXHOro
y 6nictepi, no 1 a6o dapmMacbloTuka NpoAyKTy/peareHTy, Lo
2 6nictepun y C.A., IcnaHis BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
Kopoo6ui npoueci A®l, abo 3miHa BUpOOHMKa

(Bkntovaroun, ge HeobxigHo, Micue
npoBeAeHHsA KOHTposto sikocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIgHOCTI EBponeichbkili
hapmakonei y 3aTBepiKeHOMy [10CbE)
(3MiHM o 3axopis, NOB'A3AHUX 3
KoHTponem A®I, abo goaaBaHHs
OinbHULI, Ae NpoBOAUTLCSA
KOHTpO/b/BMNPOGYBaHHSA cepii) 3miHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
B po34ini Bupo6Hukm gitoyoi
peyoBuHW. lofaBaHHs A0 BXe
3aTBEPIKEHOr0 BUPOOHYIKA Aito4oi
peyoBuHM Hosapric pimc6i /174.,
Benvko6puTtaHis oyHKLUii KOHTPOSb
AKOCTI [il040i peyoBUHM - BasicapTaH
(All tests except MET and patrticle
size). A TakoX He3HauHi pefakLiiiHi
3MiHK
104. | EBKABANI® emynbcis, 31/10 T B ecnapmMa HimeuumnH BWMYCK Cepii: HimeuunHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/5753/01/01
BA/Ib3AM 100 r, no 25 mn, abo 6X a Ecnapma Mv6X, martepianis: 3miHu | Tuny - peuenma
no 40 mn, abo no HimeuunHa,; AfMiHICTpaTMBHI 3MiHWN. 3MiHa
100 mn B Ty6i, no 1 BMPOGHMLITBO HaliMeHyBaHHs Ta/abo agpecu Micus
Ty6i B KAPTOHHIA Hepo3ghacoBaHOro NPOBaPKEeHHA AiS/IbHOCTI
Kopoo6ui NPOAYKTY, NEPBUHHE BMPOGHMKa/iMnopTepa rotoBoro
nakyBaHHs, NiKapCbKOro 3acoby, BK/IHYAUM
BTOPVHHE OinbHULL BUNYCKY cepii abo micue
nakyBaHHs, NPOBeLEHHS KOHTPO/IHO AKOCTI.
KOHTPO/b AKOCTI: (misnbHiCTb, 3a AKy Bignosigae
NixTenxenbar MN6X BUPOGHMK/IMNOPTEpP, He BKIYaum
dapmaueBTNYHa BMNYCK Cepiin) 3mMiHa NPOBOANTLCA ANA
habpwika, BK/TIOYEHHS 0 1OPUANYHOI aApecu ycCix
HimeuunHa 3a/isiHAX Y BUPOOHULTBI ByAiBenb.
dakKTMuHe micue po3TallyBaHHs Ta
MicLie BUPOGHMLTBA HEe 3MIHIOETLCS.
3arBepaKeHo:
Lichtenheldt GmbH Pharmazeutische
Fabrik Industriestrasse 7-9 23812
Wahlstedt Germany. 3anponoHoBaHo:
Lichtenheldt GmbH Pharmazeutische
Fabrik Industriestrasse 7-11 23812
Wahlstedt Germany
105. | ENI3IYM PO34YMH OpasIbHUIA CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 peecTpalinHmx 6e3 nionsizae UA/18400/01/01
0,5 mr/mn; no 60 mn YKpaiHCbKO- icnaHcbke MaTtepianis: 3MiHu | TUNY - 3MiHK 3 peuyenma
a6o 120 mny icnaHcbke nignpueMcTBO sIKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTeliHepi i3 nigNpMEMCTBO "Cnepko Ykpaina" CrabinbHicTb. 3MiHa y TepMiHax
nosnietuneHTepedTa "Cnepko (MOBHMIA LYKN npugaTHocTi abo ymoBax 36epiraHHs
nary a6o no 120 mn YkpaiHa" BUPOBHULTBA, roTOBOrO JliKapCbKOro 3acoby
Y KOHTeHepi 3i BUNYCK CepiT; (36inbLIEHHS TepMiHy NpuAaTHOCTI

CKna, 3aKpuTomy
KPYLLIKOHO 3
KOHTpO/IEM MEepPLLOro
BigKPUTTA 3
0310400 JTOXKKOH0
Ta J03yunmM
LINPULOM Y nayui

KOHTPO/b AIKOCTI)

roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBOi yNakoBKkW (NigTBEPLKYETLCSA
[aHVMU peanbHOro vacy) 36ibLIeHHs
TEepPMiHy nNpuaaTHoOCTi FOTOBOro
nNiKapcbKoro 3acoby Ha OCHOBI
NO3WUTUBHUX pe3ynbTaTiB
[0BrOCTPOKOBWX AOCNIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3aTBepakeHo: TepMiH NpuaaTHoOCTI. 2
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
poku. 3anponoHoBaHo: TepMiH
npuaaTHocTi. 3 poku. BBeaeHHs 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPAKEHHS.
106. | EMOK/NOT NMOPOLLOK Ta KenpioH ITania KEAPIOH C.M.A. ITania BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/17394/01/02
PO3UMHHUK AN C.n.A. marepianis: 3miHu | TUny - 3miHu Woao | peyenmom
pO34unHy Ans 6e3nekn/edeKTMBHOCTI Ta
iHchysiii, 1000 hapmakoHarnsgy. BeefeHHs abo
MO/10 mn, donakoH 3MiHV A0 y3arasibHEHUX AaHuX Mpo
Ne 1 3 NOPOLUKOM MO cuctemy hapmakoHarnagy (BBefeHHs
1000 MO y y3arasibHeHuX AaHux Npo cuctemy
KOMNAEKTi 3 hapmakoHarnagy, amiHa
PO34MHHKKOM (BOAA YNOBHOB&XEHOI 0cobu,
ANs iH ekuiin) no 10 BiANOBIAANbHOI 32 34iiCHEHHSA
MY dhnakoHi Ne 1 hapMakoHarnsay; KOHTakTHOI 0cobu 3
Ta Habopom ans dhapmakoHarnsgy 3asBHuka gns
PO3UMHEHHSA | 3[jiCHEHHS1 hapMakoHarisay B
BBE[EHHSA Y YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
KapTOHHI KopooLi YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkovaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa KOHTaKTHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnag B YKpaii.
[itova pepakuis: Wknspesny Irop
OnekcaHaposuny. MNponoHoBaHa
pepakuis: HikitTueHkosa J1t0608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi.
107. | EMOKNOT MOPOLLOK Ta KenpioH ITanis KEAPIOH C.IM.A. ITania BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/17394/01/01
PO3YMHHWK ANs C.n.A. mMartepianis: 3mMiHu | TNy - 3MiHK WoA0 | peyenmom
PO3UnHYy AN 6e3nekn/edeKTnBHOCTI Ta

iHdpysiin, 500 MO/10
M, cpnakoH Ne 1 3
nopotukom no 500
MO y komnnekTi 3
pO34MHHKKOM (BOAA
ANs iH ekuin) no 10
MY donakoHi Ne 1
Ta Habopom Ans
PO3UMHEHHS |
BBEJEHHA Y
KapTOHHiA KopooLi

dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHNX AaHWX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUxX JaHunx npo cucTemy
hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHuKa ans
3[jicCHeHHs1 dhapmakoHarnisay B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Ccobu,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTaKkTHOT
0Cco6U 3asBHVKa, BifNOBIAAILHOI 3a
hapmakoHarnsg, B Ykpaii.
Litoua pepakuis: Wknapesuy Irop
OnekcaHgposuy. MNponoHoBaHa
pepaxkuis: HikiTueHkoBa J1lo60B
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YKpaiHi.

108.

EHANANPUA 10/
riAPOXTOPOTIA
314 12,5 KPKA

Tabnetku, 10
mr/12,5 wr, no 10
Tabnetok y 6nictepi,
no 2 abo no 6
6nictepiB y
KapTOHHIA KOpooLi

KPKA, ao.4.,
HoBo mecTo

CnoBeHis

KPKA, 4.4., Hoso
MEeCTO

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/epekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHns (PIP) (iHLwi
3MiHM) 3MiHM BHECEHO A0 IHCTPYKL,i
AN MeAnyHOro 3acToCyBaHHs
nikapcbKoro 3acoby Ao po3zinis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iyHi peakuii” wopao iHhopmawi
Npo rocTpy pecnipaTopHy TOKCUYHICTb
BiANOBIAHO A0 OHOBMEHOI iIHChopMaLi
3 6e3neku Ail4oi peyoBrHN
rigpoxnopotiasugy 3rigHo 3
pekomeHgauiamu PRAC. BeegeHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis "OcobnmBocTi
3acTocyBaHHsA", "Mo6iuHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iHhopMmaLi

3a
peyerimom

He
nionsieae

UA/14259/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3 6e3neku Ail4oi pevoBVHN
rigpoxnoportiasnay.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALUiB
nicnsa 3aTBepKEHHsS

109.

EHANANPUN
10/r1APOXNOPO
TIA3NA 25 KPKA

Tabnetkun, 10 mr/25
mr, no 10 TabneTok
y 6nicTepi, no 2 abo
no 6 6nictepis y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoBeHisi

KPKA, a.4., Hoso
MECTO

CnoseHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHWM BHECEHO [0 IHCTPYKLUIT
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco61BOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii wopao iHhopmavi
MpOo rocTpy pecnipaTopHy TOKCUYHICTb
BiANOBIAHO 1O OHOB/IEHOT iH(hopmaLLii
3 6e3neku Ail4oi peyoBUHN
rigpoxnopoTiasuay 3rigHo 3
pekomeHpauismm PRAC. BeefeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEepPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3snekv/etpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHS fikapcbKkoro 3acoby Ao
po3ginis "Oco6mBoCTi
3actocyBaHHs", "lMo6iyHI peakuii"
BiANOBIAHO 1O OHOB/IEHOT iH(hopmaLLii
3 6e3neku Ail4oi peyoBUHN
rigpoxnopoTiasuay.
BBefeHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepakeHHs

3a
peyenmom

He
nidnsieae

UA/14260/01/01

110.

EHANANPUN
20/riAPOXNOPO
TIA3NA 12,5
KPKA

Tabnetku, 20
mr/12,5 wmr, no 10
TabneTtok y énicrepi,
no 2 a6o no 6
6nictepiB y
KapTOHHI KopoobLli

KPKA, a.4.,
HoBo mecTo

CnoseHis

KPKA, a.4a., Hoso
MecTo

CnoseHis

BHECEHHS 3MiH [0 peecTpaviinHmx

mMartepianis: 3miHu | TUNy - 3MiHK

woao 6e3nekn/etpekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

3a
peyenmom

He
nionsieae

UA/14261/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

focnifxeHb 3 6e3nekn 3acToCyBaHHs

niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKL,i
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby [o po3zinis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui™ Wwoao iHdopmavii
Npo rocTpy pecnipatopHy TOKCUYHICTb
BiAMNOBIAHO A0 OHOBMEHOI iHGhopMaLi
3 6e3neku Ajtoyoi pevyoBuHU
rigpoxnoportiasugy 3rigHo 3
pekomeHpauismu PRAC. BeegeHHs
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPLKEHHS. 3MiHKM | TNy - 3MiHK
oo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn

BHECEHO 10 IHCTPYKLi 415 MenyHOro

3aCTOCyBaHHS /liKapcbKoro 3acoby Ao

po3ainis "Oco6mBOCTi
3actocyBaHHs", "Mob6iyHI peakwii"

BiANOBIAHO A0 OHOBMEHOI iHGhopMaLi

3 6e3neku Ajtoyoi pevyoBuHU
rigpoxnopoTiasuay.

BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB

nicnsa 3aTBepKeHHs

111.

EPOTOH®

Tabnetkun no 50 mr;
no 1 a6o no 2, a6o
no 4 Tabnetkn 'y
6nictepi; no 1
6nictepy B nauui 3
KapTOoHyY; no 4
Tabnetkn y énicrepi;
no 2 6nictepu B
nauui 3 KapToHy

MPAT
"OITOPAPM"

Ykpaina

BiANOBIAa/IbHUI 3a
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepi:

MNPAT "®ITOPAPM",
YKpaiHa;
BiANOBiAabHMI 3a
BMPOGHMLITBO,
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
TOB "AcTpadapm”,
YKpaiHa;
BiANOBIA&/IbHWIA 3a

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmx
maTepianiB: yTOYHEHHA HanMCaHHA
peecTpauiiiHol npoueAypu B Hakasi
MO3 Ykpainum Ne 428 Big 03.03.2023
B NpoLeci BHECEHHA 3MiH
(BopaBaHHA TEpPMiHY BBEAEHHS 3MiH) -
3Minu | TMRY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/EHHSA TEKCTY MapKyBaHHs
YMakoBKM MiKapCbKoro 3acoby
(BMyUYEHHSA TEKCTY MapKyBaHHS
pOCiicbKO0 MOBOIO). TepMiH
BBe/leHHs1 3MiH - MPOTArom 6
micsLiB NicnA 3aTBEpPOKEHHS.

3a
peyerimom

UA/4652/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/1b SKOCTI:
MAT "BiTamiHn",
YKpaiHa
112. | EPOTOH® Tabnetku no 100 wmr; MPAT YkpaiHa BiANOBiAaIbHMI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/4652/01/02
no 1 a6bo no 2, a6o "®ITOPAPM" BUPOBHULTBO, mMartepianis: YTOUHEHHS1 HanUcaHHsA peuyenmom
no 4 Tabnetkny nepBuUHHe, BTOPUHHE peecTpauiiiHol Nnpoueaypy B Hakasi
6nictepi; no 1 nakyBaHHS, MO3 Ykpainu Ne 428 Big 03.03.2023
6nictepy B nayui 3 KOHTPO/b Ta BUMYCK B npoueci BHeCeHHs 3MiH
KapToHy; no 4 cepii: (nopaBaHHA TEPMiHY BBEAEHHS 3MiH) -
TabneTku y 6nictepi; MPAT "®ITO®APM", 3MmiHu | TMRY - 3MiHK Woao
no 2 6nictepu B YKpaiHa; 6e3nekun/ehekTVBHOCTI Ta
nauuj 3 KapToHy BiANOBIAa/IbHUI 3a thapmakoHarnagy (iHwi 3MiHu) -
BMPOGHMLITBO, OHOB/IEHHA TEKCTY MapKyBaHHsA
nepBUHHE, BTOPUHHE YNakoBKM iKapCbKOro 3acoby
nakyBaHHs, (BMyUYEHHS TEKCTY MapKyBaHHs
KOHTPO/b AKOCTI: pociicbkolo MoBO0). TepMiH
TOB "AcTpadapm”, BBEeAEHHA 3MiH - NpoTsrom 6
YKkpaiHa; MicALiB nicna 3aTBepKeHHs.
BiANOBiAA/IbHWIA 32
BUPOBHULTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
MAT "BiTamiHn",
YKpaiHa
113. | ECNA-MPA30/I® | Tabnetku Ecnapma HimeuuunH ApBaHc Papma HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/17588/01/02
racTpope3nCTEHTHI 6X a vM6X, HimeuunHa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
no 40 wmr, no 14 (BUpOGHMLTBO 3a AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
Tabnetok B 6nictepi NMOBHUM LMK/IOM); 3MiHV Y BUPOGHMUTBI. 3MiHK y npoLeci
(antominieBa donbra ecnapma ®apma BMPOBGHMLTBA FOTOBOrO NiKapCbkoro
3 060x 6okiB, abo Cepgices 'M6X, 3aco6y, BK/IHOHYAKUN NPOMDKHUIA
a/lloMiHieBa ponbra HimeuunHa NPOAYKT, L0 3aCTOCOBYETLCS NP
3 04HOro 6oky Ta (BTOpUHHE BMPOGHULITBI FOTOBOTO JTiKAPCLKOT0
nniska nakyBaHHs) 3acoby (He3HayHa 3MiHa y NpoLeci
PVC/PE/PVdC 3 BMPOBHULTBA) 3MiHa NOpsAKY
iHWworo), no 1 a6o no HaHeCeHHA NOKPUTTSA Ha S4Pp0
2 6nictepu B TabneTku: nicns HaHeCeHHs
KapTOHHIl ynakoBLi KMLLKOBOPO34MHHOrO NOKPUTTS (KPOK
18 BMpo6HMYOro npouecy) TabneTkm
NpVNyApPOTLCA CTeapaToM KaslbLiito
NS NOKpaLLEeHHs KOB3HOT 34aTHOCTI.
BopgHouac BHOCATbCA pefakLiiHi
BUMPaB/IEHHS B ONWC BUPOBGHNYOTO
npouecy
114. | ECNA-NPA30/I® | Tabnetku Ecnapma HimeyumnH AgsaHc ®apma HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/17588/01/01




109

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
racTpope3nCTEeHTHI 6X a v6X, HimeuunHa matepianis: 3miHu | Tuny - 3miHu 3 peyenmom
no 20 wr, no 14 (BMPOGHMLTBO 3a AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
Tabnetok B 6nictepi MOBHWM LMK/IOM); 3MiHN Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
(antomiHieBa honbra ecnapma d®apma BMPOGHMLITBA FOTOBOTO /iKapCbKOro
3 060x 60kiB, abo Cepsices 'm6X, 3aco6y, BK/IKYAKUN NPOMIKHUIA
antoMiHieBa ponbra HimeuunHa NPOAYKT, LLIO 3aCTOCOBYETLCA NP
3 ofHoro 6oky Ta (BTOPUHHE BMPOBHULITBI FOTOBOrO /TiKAPCHKOro
nniska nakyBaHHs) 3acoby (He3HayHa 3MiHa y npoLeci
PVC/PE/PVdC 3 BMPOGHMLITBA) 3MiHA NOpPAAKY
iHWoro), no 1 a6o no HaHeCeHHs NOKPUTTS Ha S4p0
2 6nictepu B TabneTku: nicns HaHeCEeHHS
KapTOHHIlA ynakoBLi KMLLKOBOPO3YMHHOTO MOKPUTTA (KPOK
18 Bupo6HUYOro npotiecy) TabneTkm
NpYNyapIOTLCA CTeapaToM KaslbLiito
AN NOKpaLLEeHHs KOB3HOT 34aTHOCTI.
BopgHouac BHOCATBCA pefakLiiiHi
BUMPaB/IEHHS B ONWUC BUPOOGHNYOTO
npouecy
115. | ECNA-TUBON® Tabnetku no 2,5 wr; Ecnapma HimeuumnH NiHpodapm M6X HimeuyunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/17004/01/01
no 28 TabneTok y 6X a martepianis: 3miHu | Tuny - peuyenmom
6nictepi; no 1 AAMIHICTpaTUBHI 3MiHW. BunyueHHs
6nictepy B BMPOBHUYOI AiNbHUL (BKIOUAKUN
KapTOHHIA KOpooLi OinbHUUl ons APl NpoOMiXHOTO
NPOAYKTY abo roTOBOro NiKapcbKoro
3acoby, AinbHULI 4719 NpoBEAEHHS
nakyBaHHs!, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BMUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IHO cepil)
abo nocravasibHVKa BUXIAHOMO
maTepiany, peareHTy abo f0MOMIKHOI
PEYOoBMHM (SIKLLIO 3a3HAYEHO Y [OCHE)
AOMiHICTpaT1BHA 3MiHa BUTyYEHHS
BMpobHuKka A®| Symbiotica Speciality
Ingredients SDN. BHD, Manasis, y
3B'A3KY NPUNUHEHHSA Al KOHTPAKTY.
3anunwaeTbesa APYruii BUPOOGHUK
paHHoro A®l NEWCHEM S.P.A.,
ITanis
116. | ETAHO/ 70 po3unH ansa M "Kinadpcp" YkpaiHa MM "Kinadpop" YkpaiHa BHECEHHS 3MiH [0 peecTpalinHmx 3a He UA/12012/01/01
30BHILIHLOIO martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom niosnsieae

3actocyBaHHs 70 %,
no 100 mny
h1aKoHax CKIAHUX;
no 100 mny
donakoHax
nonimepHux; no 1 n,
5n,10n,20ny
KaHicTpax

SIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWii 3aci6.
3MiHa y NepBUHHII ynakoBLi roTOBOro
NiKapcbKoro 3acoby (Tun KoHTeliHepa
abo fofaBaHHA HOBOrO KOHTelHepa) -
TBepai, M’k Ta HeCTepunbHi pigki
nikapcbki hopmu - BBEAEHHSA
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PeecmpayjitiHa npoyedypa

Peknamys
aHHs*

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

3asBHUK

Bupo6Huk

BUPOGHUKa

A04aTKOBUX YNakoBOK, a came:

nocsi0OYeHHs

noniMepHMX

BiANOBiAA/IbHWIA 32

- o 100 mn y chnakoHu 3
nonieTuneHTepedTanary, 3akynopeHi
Kpvikamu 3 MEHT;
-noln,5n,10 n, 20 ny KaHicTpn 3
nonietuneny HDPE, 3akynopeHi
Kpuwkamu 3 nonietuneHy HDPE.
3MiHV BHeceHi y po3in "YnakoBka" B
IHCTPYKLiO AN18 MegMYHOoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
3B'A3KYy 3 foAaBaHHAM HOBOTO TUMy
KOHTelHepa. 3MiHu | Tuny - 3miHn 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cucrema
KOHTelHep/3aKynoproBasibHWiA 3aci6.
3MiHa po3mipy ynakoBKu roTOBOro
niKkapcbkoro 3acoby (3MiHa
mMacu/o6'eMy BMiCTy KOHTeliHepa
6araTto030B0Oro Jlikapcbkoro 3acoby
NS HenapeHTepasibHOro
3acTocyBaHHs (abo 04HOA,030BOrO,
4aCcTKOBOro BUKOPUCTaHHA)) CynyTHA
3MiHa - 3MiHK 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3miHa dhopmu abo po3mipy
KOHTelHepa un 3aKynopioBasIbHOro
3aco6y (NepBUHHOT ynakoBKm)
(HecTepunbHi Nikapcbki 3acobu)
BBE/lEHHS A04aTKOBMX YNakoBOK MO
100 mn y chnakoHax 3
nonieTuneHTepedTanaty 3 KpuKamm
Tanoln,5n,10n, 20 ny kaHicTpax 3
nonietuneHy HDPE 3 kpuiwikamu, 3
Bi4NOBigHVMMN 3MiHaMK B p.
«YnakoBKa» Ta creuudikadii/meTogax
KOHTPO/O AKOCTi N. «O6’eM BMICTY
ynakoBku» y MKA 13. 3MiHN BHeCeHi y
po3gin "Ynakoeka" B iHCTPYKLitO AnA
MeAMYHOro 3acTOCyBaHHSA NiKapCbKOro
3aco0y Yy 3B'A3Ky 3 BBEAEHHAM
[04aTKOBUX YMakoBOK, K HAC/IAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNaKoBOK NiKapcbKoro
3acoby.
BHECEHHS 3MiH 0 peecTpavinHmx

UA/19542/01/01

117.

ETUAMETUNTIA

POKCUNIPUAVH

MOPOLLIOK
(cybeTaHuis) y

Y CYKUMHAT

noABiliHMX

TOB HB®
«MIKPOXIM»

Ykpaina

KOHTPONb/BUNPOGYB

martepianis: 3miHu | Tuny -

aHHsA cepii,

AfMiHICTpaTMBHI 3MiHK. 3MiHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nonieTNeHoBUx BK/THOHAIOUN BUMYCK HaliMeHyBaHHA Ta/abo agpecu
Milkax ons cepi: 3asBHMKa (BNacHvKa peecTpauiiiHoro
hapmaueBTUYHOro TOB HB® NOCBiAYEHHS) 3MiHa HaliMeHyBaHHs Ta
3aCcToCyBaHHA "Mikpoxim", YkpaiHa agpecy 3asBHuKa 3aTBepxeHo: TOB
BiANOBiAabHUI 3a HB® «Mikpoxim» Ykpaina, 93000,
BMPOBHMLTBO Ta JlyraHcbka 0611., M. PybiHe, Byn.
KOHTPO/1b/BMNPOGYB NeHiHa, 6ya. 33 3anponoHoBaHo: TOB
aHHsA cepii, He HB® «MIKPOXIM» YkpaiHa, 01013,
BK/1HOYAI0UN BUMYCK micTo Kuis, Byn. ByaiHgycTpii,
cepii: 6yavHOK 5
AKUioHepHe
ToBapucTeo
"®apmak”, YkpaiHa
118. | E®EPANTAH TabneTku wunyyi no YMNCA CAC ®paHuis YNCA CAC ®paHuis BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 nionsizae UA/5237/01/01
500 wmr, no 4 marepianis: 3miHu | Tuny - 3miHK peyenma
Tabnetkn y cTpuni; wopo 6e3snekv/epekTMBHOCTI Ta
no 4 ctpunn y hapmakoHarnagy. 3miHa y KopoTkiii
KapTOHHI KopooLi XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rofH)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO A0 [HCTPpYKUii Ana MeguyHoro
3aCcTOCYBaHHS NMikapCbKOro 3acoby y
po3ainv "B3aemMogis 3 iHLWuMun
nikapcbknMuy 3acobamu Ta iHWi BUaAn
B3aemogiii", "OcobnnBocTi
3acTocyBaHHS" BifMNoBiAHO OHOB/EHOT
iHbopMmaLii 3 6e3nekn 3acTocyBaHHs
Lit040i PeYOBUHY 3rigHO
pekomeHpauii PRAC. BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
119. | E®EPOKC Tabnetkun no 100 ecnapma HimeuuunH BTOPVHHE HimeyunHa BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/19204/01/03
MKr; no 25 Tabnetok 6X a nakyBaHHs: ecnapma mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenmom

y 6nicTepi; no 4
6nicTepy B ynakoBL,i

dapma Cepgices

'mM6X, HimeuunHa;
BUPOBHMUTBO in
bulk, nepBuHHe

AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpO/Ib roTOBOrO Nikapcbkoro
3aco06y (iHLWi 3MiHN) BHECEHHS 3MiH Y
MEeTOAMKY BUNPOOYBaHHS roToBOro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nakyBaHHs, NiKapCbKoro 3acoby 3a NoKa3HUKOM
BTOPVHHE “KinbKicHUIA BMICT 1€BOTMPOKCMHY Ha 1
nakyBaHHs, Tabnetky” y 38'A3Ky 3 BUTyUYEHHSAM
KOHTPO/b SIKOCTI, Onuncy NPUroTyBaHHS A0CAI4KYBaHOTO
BUNYCK cepil: PO34mnHy 3 Tab/1eTKOBOT CyMiLlli
Ninpgodhapm MmoéX,
HimeyumHa
120. | E®EPOKC Tabnetkn no 50 mkr ecnapma HimeuuunH BTOPVHHE HimeyunHa BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/19204/01/02
no 25 TabneTok y 6X a nakyBaHHs: ecnapma marepianis: 3miHu | TNy - 3miHn peyenmom
6nictepi; no 4 dapma Cepsices oo 6e3nekn/edpekTNBHOCTI Ta
6nicTepu B ynakosLi 'M6X, HimeuuunHa; thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BMPOGHULITBO in BHECEHI B TEKCT MapKyBaHHs
bulk, nepBuHHe BTOPWMHHOT YMakKoBKM MiKapCbKoro
nakyBaHHs, 3aco6by oo iHgopMmadii npo
BTOPVHHE HasiBHICTb Ha ynakosLji 2D kogy
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
Ninpodhapm MvbX,
HimeuynHa
121. | E®EPOKC Tabnetkn no 100 ecnapma HimeuumnH BTOPVHHE HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHnX 3a UA/19204/01/03
MKT; Mo 25 TabneTok 6X a nakyBaHHs: ecrnapma mMartepianis: 3miHu | TUNy - 3MiHK peyenmom
y 6nicTepi; no 4 dapma Cepsices wopo 6e3nekv/edpekTMBHOCTI Ta
6nicTepu B ynakosLi m6X, HimeuuunHa; hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BMPOGHMLTBO in BHECEHI B TEKCT MapKyBaHHs
bulk, nepBuHHe BTOPVHHOT YNakoBKM NiKapCbKoro
nakyBaHHs, 3aco6by wono iHghopMadii npo
BTOPVHHE HasBHICTb Ha ynakosLi 2D kogy
nakyBaHHS,
KOHTPO/b SKOCTI,
BUNYCK cepil:
Ninpodpapm MvbX,
HimeuynHa
122. | E®EPOKC TabneTkun no 25 Mkr ecnapma HimeuuunH BTOPVHHE HimeyunHa BHECEHHS 3MiH [J0 peecTpavinHmx 3a UA/19204/01/01
no 25 tTabneTok y 6X a nakyBaHHs: ecnapma marepianis: 3miHu | Tuny - 3miHn peyenmom
6nictepi; no 4 dapma Cepgice3 wopo 6e3nekn/ethpekTMBHOCTI Ta
6nicTepu B ynakosLji 'mM6X, HimeuunHa; thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BMPOGHULITBO in BHECEHI B TEKCT MapKyBaHHs
bulk, nepBuHHE BTOPVHHOT YNakKoBKM /iKapCbKoro
nakyBaHHs, 3acoby Woao0 iHopmaLji npo
BTOPUHHE HasiBHICTb Ha ynakosLji 2D kogy
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMNYCK cepil:
Ningodpapm MvbX,
HimeuynHa
123. | 3IKANOP TabneTkn no 5 wmr, Megpokemi Kinp BMPOGHULITBO 3a Kinp/Kntaii BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/17089/01/01
no 10 TabneTtok y nTa NOBHVM LMK/IOM: mMartepianis: 3miHu | Tuny - 3miHuM 3 peuyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHiiA Kopo6Li

Megokemi T4
(3aBog AZ), Kinp;
BMPOGHMLITBO
roTOBOrO NPOAYKTY
in bulk: YxeussH
Xyaxaii

dapmacbtoTikan Ko.

N1a. CroHbUsO-
Calit, Kutaii

akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikar BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BifNOBigHOCTI E€Bponelickkilt
thapmakonei Ne R1-CEP 2014-011 -
Rev 00 ans gitoyoi pevoBuHU
Aripiprazole Bif BXe 3aTBEpPAKEHOIO
BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3miHun
| Tuny - 3miHK 3 AkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat
BiANoOBIgHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEP)KEHOro BUPOBHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
apmakonei Ne RO-CEP 2014-011 -
Rev 01 (3aTBepmkeHo: RO-CEP 2014-
011 - Rev 00) ansa gjito4oi pevyoBuHU
Aripiprazole Bif BXe 3aTBEPAKEHOIO
BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3miHun
| TMNYy - 3MiHK 3 skocTi. FoToBwMIA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3aco0y (iHWi 3MiHM y meTogax
BMNpOGYBaHb (BK/IHOYaouM 3amiHy abo
[OMNOBHEHHSA)) 3MiHa Y MeTofax
BMNpo6oBYBaHHSA /13 3a NOKa3HNKOM
«CynyTHi AOMILLKN»
124. | 3IKANOP Tabnetku no 10 mr, Megokemi Kinp BMPOGHMLITBO 3a Kinp/Kutai BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/17089/01/02
no 10 TabneTok y nTa MOBHVM LMK/IOM: marepianis: 3miHu | Tuny - 3miHu 3 peyenmom

6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHI KopooLi

Megokemi T4
(3aBog AZ), Kinp;
BMPOGHMLITBO
roToBOro NPOAYKTY
in bulk: YxeussH
Xyaxaii

dapmacbtoTikan Ko.

N1a. CloHbLUSO-
Caiit, Kntaii

aKkocTi. CepTudikat BignosigHOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOr0 cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BigNoOBIAHOCTI
€sponelicbkin dhapmakonei: ana Adl;
ONs BUXiQHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; A4S 4ONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOJaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2014-011 -
Rev 00 gns gjto4oi pevyosuHmn
Aripiprazole Bif BXe 3aTBEpAKEHOr0
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3MmiHu
| Tuny - 3miHK 3 AkocTi. CepTudiikat
BignosigHocTI/TE-cepTudpikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWI cepTuddikaT Bif yxe
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiNOBIgHOCTI EBpoOnelichkkilt
thapmaxonei Ne RO-CEP 2014-011 -
Rev 01 (3atBepmkeHo: RO-CEP 2014-
011 - Rev 00) Ana Aito4oi pevoBUHN
Aripiprazole Bif BXe 3aTBEpAKEHOr0
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3MmiHu
| TMINy - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BUMNPOOYBaHHSA rOTOBOTO /IIKAPCHKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNpOGYBaHb (BK/IOYaOUM 3amiHy abo
[OOMOBHEHHS)) 3MiHa Yy MeTofax
BMNPO60BYBaHHSA /13 3a NOKa3HUKOM
«CynyTHI [JOMILLKM»

125.

3IKATIOP

Tabnetku no 15 wr,
no 10 TabneTtok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIA KOpooLi

Megokemi
nTa

Kinp

BMPOGHULITBO 3a
NOBHUM LIMIK/TOM:
Megpokemi T4
(3aBog AZ), Kinp;
BMPOOHULITBO
roTOBOrO NPOAYKTY
in bulk: YxeussH
Xyaxait

dapmacbtoTikan Ko.

N1a. CloHbUSO-
Caiit, Kntaii

Kinp/Kutaii

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHWIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponechbkili
chapmakonei Ne R1-CEP 2014-011 -
Rev 00 ans gjto4oi pevyoBuHmn
Aripiprazole Bif BXe 3aTBep)KEHOro
BUMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3miHu
| Tuny - 3miHu 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata

3a
peyenmom

UA/17089/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: ans Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne RO-CEP 2014-011 -
Rev 01 (3aTBepmkeHo: RO-CEP 2014-
011 - Rev 00) ansa Aito4oi peHoBUHN
Aripiprazole Bif BXe 3aTBep)KeHOro
BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3miHu
| TNy - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPosb roToBoOro
nikapcbkoro 3acoby. 3miHa y meToaax
BUNPOOYBaHHA rOTOBOTrO MiKapCbKOro
3aco06y (iHWi 3MiHK Yy MeTogax
BMNpOGYBaHb (BK/THOYaOUM 3amiHy abo
[OMOBHEHHSA)) 3MiHA Y MeToAax
BMNpo60BYBaHHsA /13 3a NOKa3HNKOM
«CynyTHi AOMILLKN»

126.

3IKANIOP

Tabnetku no 30 mr,
no 10 TabneTok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHI Kopoo6Li

Megokemi
nTa

Kinp

BMPOBHULTBO 3a
MOBHVM LVK/IOM:
Megokemi T4
(3aBopg AZ), Kinp;
BMPOGHMLITBO
roToBOrO NPOAYKTY
in bulk: YxeussH
Xyaxai

dapmacbtoTikan Ko.

N1a. CrloHbUSO-
Cair, Kutai

Kinp/Kutaii

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikat BigNoBiAHOCTI
€Bponeicbkii
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ansa Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHunii cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI €Bponenchbkili

3a
peyenmom

UA/17089/01/04
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei Ne R1-CEP 2014-011 -
Rev 00 ans gitoyoi pevoBuHU
Aripiprazole Bif BXe 3aTBEpPAKEHOIO
BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3miHu
| Tuny - 3miHK 3 AkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat
BiANoOBIgHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEP)KEHOro BUPOOHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
hapmakonei Ne RO-CEP 2014-011 -
Rev 01 (3aTBepmkeHo: RO-CEP 2014-
011 - Rev 00) ansa gjito4oi pevyoBuHU
Aripiprazole Bif BXe 3aTBEPAKEHOIO
BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3miHu
| TMNY - 3MiHK 3 AKkoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3aco0y (iHWi 3MiHN y meTogax
BMNpOGYBaHb (BK/THOYaouM 3amiHy abo
[OMNOBHEHHS)) 3MiHa Y MeTofax
BMNpo6oBYBaHHSA /13 3a NOKa3HNKOM
«CynyTHi AOMILLKN»

127.

30NTA

KOHLeHTpaT ans
pO3unHy Ans
iHcpysiia, 4 mr/5 mn
no 5 mn y cnakoHi;
no 1 donakoHy B
KapTOHHIA KOpooLi

Awmakca Jitg

Benvka
BpuTaHis

OHKo Inay CaHai Be
TimkapeT A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvka peecTpauiiHoro
nocBifYeHHs1). 3MiHa Ha3BY 3asiBHUKA,
Yy 3B'I3Ky BUNPaB/IEHHS HA3BN
3asBHUKaA BHACNIAOK NEPBUHHO
HEeKOPEKTHOro 3a3HayveHHs hopmu
B/JIACHOCTI OpMANYHOI ocobu. Agpeca

3a
peyerimom

He
nionsieae

UA/18479/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3asBHUKA 3a/IMLLAETLCS 6€3 3MiH.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MicsLiB NicnsA 3aTBepA)KEHHSA. 3MiHN |
UMy - 3MiHM LWOA0
6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
OHOB/IEHHA TEKCTY MapKyBaHHs
ynaKkoBKM NiKapcbKoro 3acoby. TepMiH
BBEJIEHHS 3MiH NPOTArom 6 micsuis
nicna 3aTBepKEHHS.
128. | IBYNPOM AN CyCneHsisi opasibHa, tOHina6, Nn CWA Biona6, C.J., Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 He UA/15878/01/01
BITEN no 100 mr/5 mn; no Icnanis Higepnangm marepianis: 3miHu | Tuny - 3miHn peyenma nionsizae
100 mn, 150 mn abo (anbTepHaTMBHA / oo 6e3nekn/edpekTNBHOCTI Ta
200 MmNy dhN1akoHi; OinbHUUA ons MonbLa thapmakoHarnagy. 3MiHa y KOpoTkiii
no 1 cpnakoHy y NpoBeAEeHHS XapakTepucTuLi NikapcbKoro 3acoby,
KOMM/IEKTI 3i Mikpo6ionoriyHoro TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
LUNPULLOM- KOHTPO/I0 MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
[,03aTOpPOM Mo 5 Mn (cybporoBip 3 perynsipHoO OHOBJ/IOBAHOrO 3BITY 3
B KQpPTOHHI KopobLj BMPOGHUKOM 6e3nekn nikapcbkoro 3acoby, abo

dapmanigep, C.A.);
[endapm bnagen
B.B., Hinepnanan

(BUPOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYCK cepil
roToBOro
nNiKapcbkoro
3acoby); EJEDAPM,
C.J1., IcnaHis
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
TOB KOC dapmauis,
MonbLya (Bunyck
cepii rotoBoro
npoAykTy);
dapmanigep, C.A.,
Icnanisa (KoHTpoNb

AKOCTI (32 BUHATKOM
MiKpo6ionoriyHoro
KOHTPO/I0), BUMYCK

cepii rotoBoro

npoAyKTY);

JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHW BHECEHI [0 iIHCTPYKU,T
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3gin
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHA rpyaar” BignosigHo fo
OHOBJIEHOT iHhopMaLii 3 6e3neku
Lito4oi pevoBuHU. BBeeHHA 3MiH
npoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
dapmacbeppa
MaHydekuypiH,
C.J1., IcnaHis
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil
roTOBOro
niKapcbkoro
3acoby )
129. | IBYNPOM ANA CyCneHsisi opasibHa KOHina6, Nn CLIA Brpo6HMUTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpavinHmx 6e3 He UA/15878/01/02
DITEA ®OPTE no 200 mr/5 mn; no nepBuHHE Ta Higepnanau mMartepianis: 3miHu | TUNY - 3MiHK peuenma niosnsieae
30 mn, 100 mn, 150 BTOPUHHE / wopo 6e3nekn/ethekTMBHOCTI Ta
M abo 200 mny nakyBaHHs, Monbwa thapmakoHarnsgy. 3MiHa y KopoTkiii
donakoHi; no 1 KOHTPO/b SKOCTI, XapaKkTepucTuLi Nikapcbkoro 3acooby,
hnakoHy B BMNYCK cepil TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KOMNAeKT 3i rOTOBOrO NPOAYKTY: MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
LUNPULLOM- dapmacbeppa perynsipHoO OHOB/IOBAHOrO 3BITY 3
[,03aTOpoOM Mo 5 Mn MaHydekuypiH, 6e3nekun nikapcbkoro 3acoby, abo
B KQpPTOHHI kopobLj C.J1., IcnaHis; [OCnigpKeHb 3 6e3MneKn 3acToCcyBaHHS
Bupo6bHuuTBO, nNiKapcbKoro 3acoby B
nepBuHHE Ta nicnsapeecTpauiiinii nepiog, abo sk
BTOPUHHE pe3ynbTaT OLiHKV 3BiTy 3 AOC/iKEHD,
nakyBaHHs, npoBefeHux BiANoBigHO [0 NnaHy
KOHTPO/b AKOCTI, neaiatpnyHux gocnigpkeHs (PIP) (iHwi
BMNYCK cepil 3MiHM) 3MiHU BHECEHI A0 iHCTPYKL,i

rOTOBOrO NPOAYKTY:
[endapm bnagen
B.B., Higepnanay;
KoHTposb sikocTi (3a
BUHSATKOM
Mikpo6ionoriyHoro
KOHTPO/I0), BUNYCK
cepii roToBoro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Epedapm, C.J1.,
IcnaHis;
AnbTepHaTMBHa
AinbHUUA Ans

AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3gin
"3acTocyBaHHs y Nepios BariTHOCTI
ab6o rogysaHHA rpyaa” BignosigHo Ao
OHOB/IEHOT iHhopMmaLii 3 6e3neku
Ailo40i pevoBrHN. BBeAEeHHS 3MiH
npoTarom 3-X micsAuis nicas
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
npoBefeHHs
Mikpo6ionoriyHoro
KOHTPO/IIO
(cybporosip 3
BUPOBHUKOM
dapmanigep, C.A.):
Biona6 C.J/1.,
IcnaHis; Bunyck
cepii roToBoro
npoaykty: TOB HOC
Papmauis, MonbLua
130. | IBYNPO®EH 200 | TabneTtku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 nionsizae UA/18435/01/01
o060s10HkKoto, no 200 "TexHonor" marepianis: 3miHu | Tuny - 3miHK peyenma
Mmr, no 10 TabneTok wopo 6e3snekv/etpekTMBHOCTI Ta
y 6nicTepi; no 2 abo hapmakoHarnsgy. 3miHa y KopoTkii
no 5 6nictepiB y XapaKTepucTuLi NikapcbKoro 3acoby,
nauui 3 KapToHy TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B IHCTPYKLUitO ANns
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainy "3acTocyBaHHs y
nepiog sariTHoCTi abo rogyBaHHs
rpyaaro” BiANOBIAHO 40O OHOBMEHOT
iHchopmawii Wwoao 6e3nekm
3aCTOCYBaHHA [Ail04H0T PeYOBUHY 3rigHO
3 pekomeHgauieo PRAC.
131. | IBYNPO®EH 400 | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 6e3 niosnsieae UA/18435/01/02
060/10HKO10, M0 400 "TexHonor" mMartepianis: 3miHu | TUNy - 3MiHK peuenma

mr, no 10 TabneTok
y 6nicTepi; no 1, abo
no 2 aéo no 5
6nicTepis y nauuj 3
KapToHy

oo 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nNiKkapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 nniaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO B IHCTPYKLUitO Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro
3acoby A0 po3ainy "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rofyBaHHs
rpyaar” BiANOBIAHO 40O OHOBMEHOT
iHchopMmalii Wwono 6e3nekm
3aCcTOCyBaHHS fjil0H0T PevOBUHN 3riAHO
3 pekomeHgauieto PRAC.
132. | IZIOMEAIH KOHUEHTpaT ans Baiiep Al HimeuuunH Bepnimepg, C.A. IcnaHis BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/3658/01/01
pO3UnHYy AN a marepianis: 3miHu | Tvny - 3miHu 3 peyenmom nionsizae
iHdpysiiA, 20 Mkr/m; AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
no 1 mn B amnyni; CTabinbHicTb. 3MiHa y TepMiHax
no 5 amnyny npugaTHocTi abo ymosax 36epiraHHs
KapTOHHI KopooLi rOTOBOrO /iKapCbKOro 3acoby
(3MEeHLLEHHA TepMiHy NpuAaTHOCTI
roToBOro Mikapcbkoro 3acoby) - A
TOProBOl yNakoBkW. 3MeHLIEeHHsA
TepMiHy nNpuaaTHoOCTi FOTOBOro
nikapcbKoro 3acoby a1s Toproeoi
ynakoBku. 3aTBepakeHo: TepMiH
nNpuaaTHocTi. 5 pokiB.
3anponoHoBaHo: TepMiH NpPUAATHOCTI.
4 poKU.
133. | IMOBAKC cycnensisa ans CaHodi PpaHLis MoBHWIA LKA PpaHuis/ BHECEHHS 3MiH 10 peecTpavifiHnX 3a UA/14266/01/01
nonio® iH'ekyin no 0,5 mn (1 MacTep BMPOGHMLITBA, YropmHa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
BAKUWHA And [03a) y nonepegHb0 BUNYCK cepil: AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
NMPO®ITAKTUKN 3anoBHeHOMY CaHocpi MNactep, KOHTPO/b AONOMDKHUX PEYOBUH.
noniomMmienity Lwnpuui 3 ®paHLis; BTopuHHE 3miHa napameTpiB cneuudikawli
IHAKTUBOBAHA | npukpinneHow nakyBaHHs1, BUMYCK Ta/abo fonycTUMUX MeX s
PIAKA ronkoto (a6o 2-ma cepii: CaHodi- [0NOMDKHOT PeUYOBMHU (iHLLI 3MiHK)

OKpeEMUMY rosikamm);
no 1 wnpuuy B
KapTOHHI Kopobuyj;
no 0,5 mn (1 gosa) y
nonepeaHL0
3anoBHeHOMyY
Lwnpuui 3
NPUKpPINIeHo
ronkoto (abo 2-ma
OKpeEMUMU rosikamm)
B CTaHAapTHO-
€KCMOopTHii
ynakoBLyj, sika

AseHrTic MpaiisiT Ko.

Nta., Nnatdopma
NoricTukm Ta
AVCTpubyLii y m.
Bypanewr,
YropLmHa;
3anoBHeHHs
LUNPULLB, KOHTPO/Tb
AKOCTI
(cTepunbHICTb):
CAHO®I BIHTPOIN
IHOACTPIA,
PpaHuis

BBefeHHs fofaTkoBux Kputepiis
NPUAHATHOCTI, @ Came BU3HAYeHHS
3ara/ibHOro aepo6HOro MiKpobHOro

uncna (TAMC) i TecTy Ha BMIiCT
6akTepiasibHUX eHA0TOKCUHIB A0
cneuudikaLiin LONOMKHUX PEYOBUH,
AKi BUKOPVUCTOBYIOTHCS Y BUPOOHMULITBI
roTOBOrO fliKapcbKoro 3acoby,
BignosiaHo o sumor Ph. Eur.
MoHorpadis 2034 «Cy6cTaHuji gns
hapmaLeBTUYHOIO 3aCTOCYBaHHSA».
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKLUi€eto Ans
MeAn4YHOro
3acTocyBaHHs; No 5
M (10 go3) y
h1aKoHi 3 3aXUCHUM
koBnaykom; no 1 abo
10 donakoHiB B
KapTOHHI kopo6uyj;
no 5 mn (10 po3) y
NakoHi 3 3aXNCHUM
KoBnaykom; no 1 a6o
10 donakoHiB B
cTaHgapTHO-
€KCMOPTHii
ynakoBLi, siKa
MiCTUTbCA Y
KapTOHHI kopo6uji 3
iHCTpYKLUieo ans
MeAnYHOro
3aCTOCyBaHHSA

134.

IMYHOPO

PO3YUH AN1s1 iH'EKLLINA,
300 mkr (1500
MO)/2 mn

no2wmny
nonepegHL0
HanoBHEHOMY
LUNPULi 3 FOJIKOK
015 BBEEHHS; no 1
LUNPULLY B KAPTOHHIM
KopoobLi

KEAPIOH
C.INA.

ITanisa

KEAPIOH C.IM.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANIbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHs1 hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkaovaroum
KOHTaKTHI faHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTakTHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnag B YKpaii.
[itova pepakuis: Wknspesny Irop
OnekcaHaposuny. MNponoHoBaHa
pepakuis: HikitTueHkosa J1t0608
IBaHiBHA. 3MiHa KOHTAKTHUX AaHWX

3a
peyenmom

UA/19741/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi.
135. | IHFTANINT-H cnpeii Ans poToBoi TOB YkpaiHa TOB "Mikpodchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/0938/01/01
NOpPOXHWHK no 30 1 "Mikpochapm" mMartepianis: 3miHu | TUNY - 3MiHK peuenma
y 6an0Hi; no 1 wopo 6e3nekn/ethekTMBHOCTI Ta
6as1oHy 3 thapmakoHarnagy (iHwi 3MiHu)
posnunoBayem Ta BBefeHHs anbTepHATVBHOIO TEKCTY
3aXMCHUM MapKyBaHHs NEPBUHHOT Ta BTOPUHHOT
KOBMA4koM Y nauuj 3 YyNakoBKM NikapCcbKoro 3acoby i3
KapToHy 3a3HayeHHsM loroTuny
AncTprb'ioTopa Ha [04aToK [0 BXe
3aTBEPAKEHOIO TEKCTY MapKyBaHHS
136. | IHOAHPUKC cycnensis (DTPa- nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/16235/01/01
FEKCA™/INFANR | HBV-IPV) ans AH EkcnopT BpuTtaHis Bionoaxikans C.A. marepianis: 3MiHu |l Tuny - 3miHn 3 peyenmom
IX HEXA™ iH’exuii mo 0,5 mn (1 Niviteq AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
KOMBIHOBAHA [03a) Ta nioginisat KOHTpO/1b roTOBOro Nikapcbkoro
BAKUUHA Anda (Hib); 1 nonepegHb0 3acoby. 3miHa y meToAax
MPO®INTAKTUKN HanoBHeHU BMNpPOGYBaHHSA roTOBOTO J1iKapCbKoro
ONDTEPII, 0iHOPa30BuiA 3acoby (cyTTeBa 3MiHa y
NPABLA, wnpuy, (no 0,5 mn (1 6ionorivHoMy/imyHoNoriYHOMy/iMyHOXi
KALLUTHOKY [,03a)) Y KOMIM/IeKTi 3 Mi4HOMY MeToZi BUNpobyBaHHs abo
(ALLEENKONAPHA [BOMa rosikamm ta MEeTOA, Y IKOMY BUKOPUCTOBYETbLCA
1 KOMMOHEHT), | dnakoH 3 6ioN10rivHMIA peareHT, abo ix 3amiHa,
FENATUTY B, niocpinizaTom (Hib) abo bionoriyHoro npenapary

noniomMienity
TA
3AXBOPHOBAHDb,
3bYAHNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B

ona 1l nosu, wo
3MiLLYIOTbCA Nepes
BUKOPVCTaHHAM
(wnpwy, 3 ronkamu
3aKpuTi FyMOBUMU
KoBnaykamu); ABi
rofikn (o0gHoro
po3mipy), Wwnpuw, Ta
ch/1aKoH repMeTUyHO
3anakoBaHi y
nAacTUKOBUiA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTeliHepiB y
KapTOHHI Kopobui 3
MapKyBaHHAM
YKpaiHCbKOlo
MOBOIO; 1
nonepeaHLo
HanoBHeHN
0iHOPa3oBuii
wnpuy, (no 0,5 mn (1
[03a)) y KOMN/IeKTi 3

NOPIBHAHHA (CTaHAapPTHOro
npenapary), Wo He 3a3Ha4YeHnii y
3aTBEepKEHOMY MPOTOKONI) - 3MiHa
cepii eTasioHHoro ctaHgapty PRP-TT,
AKWIA BUKOPUCTOBYETLCA AN
KifibKicHOro Bu3Ha4veHHs Hib
nonicaxapugis 3a gonomorot HPLC, 3
SWNO0684A03/AHIBCJA065 Ha
SWNO0684A04/AHIBCJIA142 3
BNPOBaKEHHSIM KBasidpikaLiiHoro
MPOTOKOAY, L0 MICTUTb ONUC
npoueaypv Ksanidikauii Ta BUMOru
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
[ABOMa rofikamu Ta
hnakoH 3
niogpinizatom (Hib)
onsa 1l nosu, wo
3MiLLyOTbCA Nepes
BUKOPVCTaHHAM
(wnpwy, 3 ronkamn
3aKpuTi 'yMOBMMU
KoBnaykamu); ABi
ronku (ogHoro
po3mMipy), Wwnpul, Ta
dnakoH repMeTnyHO
3anakoBaHi y
nnacTuKoBuii
KOHTelHep; no 1 abo
no 10 nnacTnkoBux
KOHTEliHepiB y
KapTOHHIl Kopobui 3
MapKyBaHHAM
aHrNiicbko MOBOKO
3i cTUKepamu
YKPAIHCbKOK MOBOK
137. | IHOAHPUKC cycneHsis (DTPa- nakcoCmiTKn Benvka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/16235/01/01
FEKCA™I/INFANR | HBV-IPV) ans ainH Ekcnopt BpuTtaHis Bionogxikans C.A. marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
IX HEXA™ iH'exuii mo 0,5 mn (1 NimiTen akocTi. A®l. BupobHuuTBO. 3MiHM B
KOMBIHOBAHA [03a) Ta nioginisat npoueci BupobHuuTea APl (HesHauHa
BAKUWHA And (Hib); 1 nonepegHb0 3MmiHa y npoueci Bupo6HuuTea Adl)
MPO®ITAKTUKN | HanoBHeHwi 3MiHU Yy BUPOGHMYOMY NpOLLECi HOBMX
DUNOTEPII, 0iHOpPa3oBuii cepili pobo4oro nociBHoro mMatepiasny
MNPABLS, wnpwuy, (no 0,5 mn (1 Clostridium tetani (Working Seed)
KALLUMOKY [03a)) y KOMN/IeKTi 3 (ATTOMWAOO05 i ATTOMWAOQ06), a
(ALLEENONAPHA [BOMa ronkamu Ta caMe 3MEeHLUEHHS Ki/IbKOCTi Npo6ipok
W KOMMOHEHT), | dnakoH 3 iHOKY/IbOBaHVX BiATa/IMM MOCIBHUM
FENATUTY B, niogpinizatom (Hib) matepianom (Master Seed) 3 10-12
noniomMienity onsa 1 nosu, Wwo npoo6ipok Ao 7-12 npobipok Ta
TA 3MiLLYIOTLCA Nepes 36iNbLUEHHS TPUBAJTOCTI IHKy6auil
3AXBOPHOBAHb, | BMKOpUCTaHHSAM KynbTypy B Npobipkax Big 30-40 rogmH
36YAHNKOM (wnpuy, 3 ronkamu 00 30-68 roguH.
AKX € 3aKpWTi FyMOBUMU
HAEMOPHILUS KoBnaykamu); ABi
INFLUENZAE rofikn (o0gHoro
TANY B po3mipy), Wwnpuw, Ta

ch/1aKoH repMeTuyHO
3anakoBaHi y
NAacTUKOBUiA
KOHTeliHep; no 1 abo
no 10 nnacTuUKoBuX
KOHTeliHepiB Yy
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI kopo6uji 3
MapKyBaHHAM
YKparHCbKO0
MOBOI0; 1
nonepeaHLo
HanoBHEHW
0iHOPa30Buii
wnpuy, (no 0,5 mn (1
[03a)) y KOMN/IEKTi 3
[BOMa rofikamu Ta
hnakoH 3
niogpinizatom (Hib)
onsa 1l nosu, Wwo
3MiLLyOTbCA Nepes
BUKOPVCTaHHAM
(wnpwy, 3 ronkamn
3aKpuTi 'yMOBMMU
KoBnaykamu); ABi
ronku (ogHoro
po3mMipy), Wwnpuw, Ta
dnakoH repMeTnyHO
3anakoBaHi y
nnacTuKoBuii
KOHTelHep; no 1 abo
no 10 nnacTnkoBux
KOHTEliHepiB y
KapTOHHIl Kopobui 3
MapKyBaHHAM
aHrNiicbko MOBOKO
3i cTUKepamu
YKPAIHCbKOK MOBOK

138.

IHGAHPUKC™
InB
KOMBIHOBAHA
BAKLUMHA aNnsi
MPODIIAKTUKN
ANDTEPI,
MPABLS,
KALLI/TFOKA
(ALENONAPHU
1 KOMMOHEHT)
TA
nonioMienITy

cycneHsis gns
iH'ekyin no 0,5 mny
nonepeaHL0
3anoBHeHOMY
0fIHOPa30BOMY
LINpULi Y KOMM/IEKTI
3 roN1Koto; 1Mo 1 abo
10 nonepefHLO
3anoBHEHNX
0HOPa30BUX
wnpuyis y
nnacTKoBoOMy
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHI KopooLi

nakcoCmiTKn
SiH EkcnopT
NimiTen

Benwuka
BpuTtaHis

FnakcoCmiTKNsiiH

Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tvny - 3miHu 3
akocTi. A®l. BupobHuuTtBOo. 3MiHM B
npoueci BupobHuuTea APl (HesHauHa
3MiHa y npoueci BupobHuytea Adl).
3MiHU Yy BUPOGHMYOMY NpOLLECi HOBMX
cepili pobo4oro nociBHoro mMatepiasny
Clostridium tetani (Working Seed)
(ATTOMWAOO05 i ATTOMWAQO06), a
caMe 3MEeHLUEHHS Ki/IbKOCTi Npo6ipok
iHOKY/IbOBaHVX BiATa/IMM MOCIBHUM
matepianom (Master Seed) 3 10-12
npoo6ipok Ao 7-12 npobipok Ta
36iNbLUEHHS TPUBAJTOCTI IHKy6auil
KynbTypy B Npobipkax Big 30-40 rogmH
00 30-68 roguH.

3a
peyenmom

UA/13939/01/01

139.

IHOAHPUKC™

cycnensis (DTPa-

nakcoCmiTKn

Benwuka

nakcoCmiTKnsiiH

Benbris

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/15832/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
INB XIB / IPV) pns iH’ekuin no ainH Ekcnopt Bputanis Bionoaxikan3 C.A. marepianis: 3MiHu |l Tuny - 3miHn 3 peyenmom
INFANRIX™ IPV 0,5 mn (1 po3a) Ta Nimiten AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
HIB niocpinizat (Hib); KOHTpO/1b roTOBOro Nikapcbkoro
KOMBIHOBAHA cycnensis (DTPa- 3acoby. 3miHa y MmeToAax
BAKUWHA And IPV) gns iH'ekuiin no BMNPOBGYBaHHS roOTOBOrO JiKapCbKoro
MPO®ITAKTUKUN | 0,5 mn (1 go3a) y 3acoby (cyTTeBa 3MiHa y
DUNOTEPII, nonepegHL0 6ionorivHoMy/imyHoNOriYHOMY/iMyHOXi
NPABLA, HanoBHeHOMY Mi4HOMY MeTOoZi BUNpo6yBaHHsA abo
KALLUHOKY 0fiHOpa3oBOMY METOAi, Y IKOMY BYKOPUCTOBYETHLCA
(ALENONAPHA wnpudi Ne 1y 6ioN10riYHMIA peareHT, abo ix 3amiHa,
N KOMMOHEHT), | komnnekTi 3 ggoma a6o 6ionoriyHoro npenapary
noniomMienity ronkamu ta NOPIBHAHHA (CTaH4aPTHOro
TA niogpinizat (Hib) y npenapary), Lo He 3a3Ha4YeHun y
3AXBOPHOBAHDb, | dnakoHi Ne 1, wo 3aTBepxeHoMy NpoTokoni). MogaHHA
3bYAHNKOM 3MiLLYIOTLCA Nepes npoTokony Keaicikauii ans
AKX € BVKOPVCTaHHAM; No MalibyTHiX cepiii eTasIoHHOro
HAEMOPHILUS 1 nonepeAHLO ctaHgapty PRP-TT Ta nogaHHsa
INFLUENZAE HanoBHeHOMY KBanidpikaLiiHMX faHnX Ans HOBOT
TNy B 0fHOpPa30BOMY cepii (SWNO0684A04/AHIBCJA142)
LUMPUWLY Y KOMMNIEKTI eTasIoHHOro CTaHAapPTHOro 3paska
3 IBOMA rosikamm Ta KoH'toraty PRP-TT, skuii
1 donakoHoMm 3 BMKOPUCTOBYETbLCA 4715 KiNIbKICHOrO
niocpinizatom (Hib) y BM3HaYeHHs nonicaxapugis Hib 3a
BaKyyMHiii ponomoroto BEPX.
CTepUbHIi
ynakosui; no 1
BaKyyMHiiA
CTepusbHIli ynakoBLi
Y KapPTOHHiIli KopobLi
140. | IHOAHPUKC™ cycneHsis (DTPa- nakcoCwmitKn Benvka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpaliiHnX 3a UA/15832/01/01
INB XIB / IPV) gns iH’ekuiin no AinH EkcnopT BpuTaHis Bionoaxikans C.A. Marepianis: 3miHu | Tvny - 3miHu 3 peyenmom

INFANRIX™ IPV
HIB
KOMBIHOBAHA
BAKLUMHA aNnsi
MPODIIAKTUKN
ANDTEPI,
MPABLS,
KALLI/TIOKY
(ALENONAPHU
1 KOMIMOHEHT),
nonoMieENITY
TA
3AXBOPIOBAHb,
36YAHUKOM
AKUX €
HAEMOPHILUS
INFLUENZAE

0,5 mn (1 po3a) Ta
niocpinizat (Hib);
cycnensis (DTPa-
IPV) gns iH’ekuiit no
0,5wmn (1 go3a) y
nonepeaHL0
HanoBHEHOMY
0fIHOPa30BOMY
wnpudi Ne 1y
KOMNekTi 3 ABOMa
roskamu Ta
niogpinizat (Hib) y
donakoHi Ne 1, wo
3MiLLYIOTLCA Nepes
BUKOPVCTaHHAM; Mo
1 nonepegHLO
HanoBHEHOMY

NimiTen

AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci BupobHuutea APl (HeHauHa
3MiHa y npoueci BupobHuytea Adl) -
3MiHM Y BUPOBHMYOMY NpoLLeci HOBUX
cepiii pobo4oro NOCiBHOro marepiany

Clostridium tetani (Working Seed)

(ATTOMWAOQO05 i ATTOMWAOO06), a
came 3MeHLUEHHS KinbKOCTi Npo6ipok

iHOKy/IbOBaHVX BiATa/IMM MOCIBHUM

maTtepianom (Master Seed) 3 10-12

npo6ipok Ao 7-12 npobipok Ta
36iNbLUEHHS TPUBAJTOCTI IHKy6auil
KynbTypy B npobipkax Big 30-40 roauH
o 30-68 roavH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TANY B 0ofiHOpa3oBoOMY
LUMPUWLY Y KOMMNIEKTI
3 IBOMA rosikamm Ta
1 donakoHom 3
niocpinizatom (Hib) y
BaKyyMHili
CTepUbHIi
ynakosui; no 1
BaKyyMHili
CTepusbHIli ynakoBLi
Y KapPTOHHiIli KopobLi
141. | IHOAHPUKC™ cycneHsis gns nakcoCwmitKn Benvka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpavliiHnX 3a UA/15120/01/01
KOMBIHOBAHA iH'eKLn; cycneHsis AinH EkcnopT BpuTaHis Bionoaxikans C.A. marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
BAKUVHA AN Ans iH'ekuii no 1 NimiTen AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
MPO®DITAKTUKU nosi (0,5 mn) y npoueci BupobHuutea APl (HesHauHa
DUNOTEPII, nonepegHL0 3MiHa y npoueci Bupo6HuuTBa Adl)
NPABLA, 3anoBHEHOMY 3MiHM Y BUPOBHUYOMY NpoLLeCi HOBUX
KALLUTIOKY wnpuyi Ne 1y cepiii pobo4oro NOCiBHOro marepiany
ALENMONAPHA KOMM/IEKTI 3 OAHIED Clostridium tetani (Working Seed)
OYMLLEHA abo ABOMa rosikamu: (ATTOMWAOQO5 i ATTOMWAO006), a
IHAKTUBOBAHA | no 1 nonepefHL0 came 3MeHLUEHHS KiNbKOCTi NPo6ipok
PIOKA HarnoBHEHOMY iHOKy/IbOBaHVX BiATa/IMM MOCIBHUM
LUNPULY Y KOMMAEKTI maTtepianom (Master Seed) 3 10-12
3 ofHieto abo gsoma npo6ipok Ao 7-12 npobipok Ta
ronkamu y 36iNbLUEHHS TPUBAJTOCTI IHKy6auil
nnacTMKoOBOMY KynbTypu B npobipkax Big 30-40 roauH
KOHTeliHepi; no 1 0o 30-68 roavH.
nnacTKoBOMy
KOHTEliHepy B
KapTOHHI/ KopoobLi
142. | IOHIKA NOPOLLOK A/1A €BPO IHAjA OAC Nimiten IHAjs BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/12484/01/01
OpasIbHOro PO34UHY; NANDKEP martepianis: 3miHu | Tuny - peyenma
no 4,4 r nopoLuky B MPAVBIT AfMiHICTpaTMBHI 3MiHW. 3MiHa
nakeTuky; no 5 a6o NIMITEL HaliMeHyBaHHs Ta/abo agpecu Micus

no 20 nakeTukiB y
KapTOHHI Kopoo6Li

NPOBaPKEHHS AiSIbHOCTI BUPOOHMKA
(BK/HOUAlOUM, 32 HEOOXiAHOCTI, Micue
NpoBefEeHHS KOHTPOJTH SIKOCTI), abo
B/lacHUKa mMactep-taiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI AP (SKLLO 3a3HaYeHo y
[0CbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei y 3aTBepAKeHOMY [0CbE,
a60 BUPOGHKKA HOBOT AONOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y OCLE)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3miHa Ha3Bu BUPO6GHUKa ADI raoKo3m
6e3B0AHOI (3aTBEpAXKEHO: Maize
Products, India; 3anponoHoBaHo:
Sayaji Industries Limited - Unit Maize
Products, India) 6e3 3miH y
BMPOGHMYOMY NPOLIECI.
143. | noay PO34MH po3uuH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavinHmx 6e3 UA/8729/01/01
CMUPTOBWIA 5% | 30BHilLHLOrO dapmaneBsTmy dPapmaueBTMYHa MaTtepianis: 3MiHu | TUNY - 3MiHW LWOA0 peyenma
3acTOCyBaHHS, Ha habpuka tpabpuka "Biona" 6e3nekn/edhekTNBHOCTI Ta
cnupToBuMii 5 % no "Biona" thapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
10 mn a6o no 20 mn BHECEHi B TEKCT MapKyBaHHS YNakoBKu
y dhnakoHax 3 nikapcbkoro 3acoby y n. 17. IHWE
MapKyBaHHAM LLLOZI0 HAHECEHHSI TOProBOi MapKu.
YKpPaiHCbKOK MOBOH
144. | KAACINA® NOpPOLLOK A/1A TOB "Pow YkpaiHa Brvpo6HMuTBO LLeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/13770/01/01
KOHUEeHTpaTty 415 YkpaiHa" Hepo3chacoBaHol HimeuunHa marepianis: 3miHu Il Tuny - 3miHn peyenmom
PO3UnHYy AN NPOAYKLUiT, NepBUHHE uoao 6e3nekn/edpekTNBHOCTI Ta
iHcpysiii no 100 mr; 1 nakyBaHHs, hapmakoHarnagy. [Hwi 3miHn, ski He
h1aKOH 3 MOPOLLUKOM BTOPVHHE BBILLAM y Liei po34in, siki BKIYalTb
B KapPTOHHI kopobui nakyBaHHs, nojaHHA pesynbTariB fOCNioKEHb [0
BUNPOGYBaHHSA KOMNeTeHTHOro opraHy MogaHo
KOHTPO/HO SKOCTI, OHOBJ/IEHUIA NN1aH yNpasiHHA
BUNYCK cepil: pu3nkamu Bepcii 15.0 y 3B53ky 3
. XodhdpmaHH-/15 BUAANEHHSAM JocnimkeHHa BO28407 3
Pow Ntg, nepeniky Ao4aTKOBMX 3ax04iB 3
LLBeiiuapis; hapmakoHarnsgy. OHOB/IEHO TEKCT
BunpobyBaHHs moaynis SV.1, SVII.3.1
KOHTPOJIO SIKOCTI: 3a8BHUKOM HafaHO OHOBMIEHW NnaH
Pow fiarHocTukc ynpas/iiHHA pu3mkamu Bepcia 15.0.
M6X, HimeuyunHa 3MiHV BHECEHO A0 YacTuH: |l
«Cneuudikauis 3 6e3nekm», Il «MnaH
3 hapmakoHarnsagy», 1V «Mnaxun wono
nicnsipeecTpauiiHnx focniaxXeHb
edpeKTUBHOCTI», V «3axoau 3
MiHiMi3awii pu3nkiB», VI «Pe3tome
nnaxy ynpasniHHA pusnkamm», VIl
«Jlopatkn» y 3B'3Ky 3 BUAASIEHHAM
pocnigpxeHHs BO28407(KAITLIN) 3
nepeniky A0AaTKOBMX 3axX0OfiB 3
hapmakoHarnsgy. Pestome nnaHy
ynpas/iHHA pu3nkamm Bepcia 15.0
[oAaeTbes
145. | KAACINA® NOPOLLOK A5 TOB "Pow YkpaiHa Bunpo6bHMuTBO LLIseliyapisi/ BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/13770/01/02
KOHUEHTparty A5 YkpaiHa" Hepo3dacoBaHOT HimeyunHa MaTtepianis: 3miHu Il Tuny - 3MiHn peyenmom
pO34UMHYy ANns NpoAyKLii, NnepBuHHe wono 6e3nekun/ethekTnBHOCTI Ta
iHdpysili no 160 mr; 1 nakyBaHHs1, hapmakoHarnagy. IHwi 3MiHn, siki He
hnakoH 3 NOPOLUKOM BTOPVHHE BBILLAM y Lieid po3ain, siki BKIYaTb
B KQPTOHHIi Kopobui nakyBaHHs, nofaHHsA pe3ynbTatiB AOCAiMKEHb [0




129

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BUNPOOYBaHHS KOMMNeTEeHTHOro opraHy MogaHo
KOHTPO/O AKOCTI, OHOB/IEHUIA NNaH ynpas/iHHA
BUMNYCK Cepii: pv3vkamu Bepcii 15.0 y 3BA3Ky 3
®.XochbdmaHH-/15 BUAANIEHHSAM JocnimkeHHa BO28407 3
Pow Ta, nepeniky f0AaTKOBUX 3aX04iB 3
LBeiiyapis; hapmakoHarnsigy. OHOB/IEHO TEKCT
BunpobyBaHHs mogzynis SV.1, SVII.3.1
KOHTPO/IO AKOCTI: 3asBHMKOM HaiaHO OHOBJ/IEHWIA NnaH
Pow fliarHocTuke ynpasniHHa pu3nkamu sepcisa 15.0.
'M6X, HimeuunHa 3MiHV BHECEHO A0 4YacTuH: |l
«CneuudikaLis 3 6e3nekns, Il «MnaH
3 chapmakoHarnagy», IV «fnaxdu woao
nicnspeecTpauiiHnx focnigkeHb
edpeKTUBHOCTI», V «3axoau 3
MiHiMi3aLii pu3nkiB», VI «Pe3tome
nnaHy ynpasniHHSA pusnkamus, VII
«Jlogatkn» y 38'A3Ky 3 BUAAIEHHAM
nocnimxkeHHs BO28407(KAITLIN) 3
neperniky AOAATKOBUX 3aX04iB 3
thapmakoHarnsgy. Pesiome naaHy
ynpasniHHA pusnkamn Bepcis 15.0
JofaeTbes
146. | KAHCUAA3® niocpinizat ans Mepk LWapn i LLiBeiiuapi 3a MOBHUM LIMK/IOM: dpaHuia/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/2841/01/01
pO3UMHYy AN Joym IAEA A ®APEBA Mipa6enb, | Higepnanan marepianis: 3miHu Il Tuny - 3miHn peyenmom
iHcpysiii no 50 wmr; 1 v6X ®paHLia; BTOPMHHA oo 6e3nekn/edpekTNBHOCTI Ta

(h1aKOH Y KapTOHHIlA
Kopoo6ui

ynakoBka, [,03BiN Ha
BUMYCK cepii: Mepk
LWapn i foym B.B.,
HigepnaHamn

thapmakoHarnsgy. BHeceHHss abo
3MmiHa(n) 40 3060B'A3aHb Ta YMOB
BMAaui peecTpayiiiHoro NocBig4YeHHs,
BK/IlOYaK0um MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHs 3MiH(M),
Aki(a) BMMaratoTb(€) moganbLLOro
006r'pyHTYBaHHA HOBVMMW AOAATKOBUM
[aHumMK, WO MaoTb HajaBaTtucs
KOMNETEHTHUM OpraHoM, OCKi/TbKu
BUMAraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) 3asiBHKOM
HaZiaHO OHOBJ/IEHWIA MNaH ynpaBniHHA
pusmkamm Bepcis 4.2. 3MiHU BHECEHO
00 yactuH: |l «Cneyucpikauis 3
6e3nekn» (mogyni Cl «Enigemionoris
nokasaHb [10 3aCTOCyBaHHA Ta
uinbosa(i) nonynsauis(i)», Cll
«EKCcno3uuisa nayjieHTiB, 3a1y4eHnx go
KNiHIYHNX BUNpobyBaHb», CV
«MicnapeecTpaviiiHnin gocsig», CVII
«lgeHTudpikoBaHi Ta NOTEHLHI
pu3sunkm», CVIII «Pe3stome npobnem
6e3neku», Il «MnaH 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
dhapmakoHarnsagy», V «3axoam 3
MiHiMi3aLii pu3nkiB», VI «Pestome
nnaHy ynpasniHHA pusnkammny», VII
«[lopatkm», Ha nigcTasi pekomeHAaLin
€Bponelicbkoi komicii PRAC, wwo
ony6nikoBaHi Ha caiiti EMA,
NigTBEPKEHHS 3aTBEPKEHHSA 3MiH B
KpaiHi BUpO6HMKa
147. | KANCUON® PO3YMH HaLLKIPHWA, MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 nionsizae UA/1046/01/01
cnupToBwiA, no 100 "OITOPAPM" marepianis: 3miHu | TUny - peyenma

M1 abo no 200 mny
dnakoHi, no 1
chnakoHy B nadui; no
100 mn a6o no 200
My th1akoHi 3
npo6koto-
KpanenbHuueto, no 1
donakoHy 3
npo6koto-
KpanenbHULEe B
nauyj; no 10 mny
chnakoHi 3 NMpo6Koto-
KpanenbHuLEelo, No
4, 8 abo 12
chn1akoHiB B navui

AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
nikapcbkoro 3acoby. 3miHa Ha3su J13.
3arsepmkeHo KAMNCKWOJ CAPSIOL.
3anponoHosaHo KAMNCUOJI®
CAPSIOL BBegeHHs 3MiH NPOTAromM 6-
TV MicsILiB nicns 3aTBepOKEHHS.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBaibHWii 3aci6.
3MiHa y NepBUHHIlA yNnakoBLji roToBOro
NiKapcbKoro 3acoby (Tun KoHTeliHepa
abo gofaBaHHS HOBOTO KOHTelHepa) -
TBepai, M’k Ta HeCcTepunbHi pigki
nikapcbki hopmu. BeegeHHs
[04aTKOBOro KoHTelHepa — no 10 mn
y thnakoHi 3 NPo6KoLo-KpanenbHULE,
no 4, 8 abo 12 chnakoHis B nayu,i 3
BiAMNOBIAHUMM 3MiHaMK [0 p.
«YnakoBka» Ta p. «O6’em BMiCTy
yMakoBKu». 3MiHN BHECEHO B
IHCTpYyKLUil0 415 MeguyHOro
3aCTOCyBaHHS ikapcbKkoro 3acoby Ao
po3giny "Ynakoska'(BBeAeHHS
[04aTKOBUX YMakoBOK) Ta, BignoBigHO,
00 po3ainy «Cnoci6 3acTocyBaHHs Ta
[03n». FK HacnifoK — 3aTBepAKEHHSA
TEKCTYy MapKyBaHHSA [0AaTKOBUX
yNakoBOK NliKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro
3aco06y (iHWi 3MiHN). BHeceHHs
pefakuiiiHux 3miH fo cneuudikayii 113,
a came — MOSACHIETbCA NO3HAYEHHS
[oY, "MikpobionoriyHa unicrtoTa",
"KinbkicHe BU3HaueHHs". 3MiHU B
MeTofax KOHTpoto: "BigHocHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

ryctmHa", «Bmict eTaHony»,
«MikpobionoriyHa ynctota» - fofaHo
nocuiaHHA Ha gitody pegakuio Y,
«KinbkicHe B13HaueHHs», MpumiTka-
pefakuiiiHi npaBku, AofaHo
nocuiaHHA Ha gitody pegakuio Y.
3miHu cTocytoTbes nuwe MKA. 3miH 3
SIKOCTi He BigbyBaeTbes. 3MiHM | TURy -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHOCATbCA [0 po3ainy “MapkyBaHHS"
MKSA N13". BBegeHHA 3MiH npoTsarom 6-
TN MiCALB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). 3MiHK
BHECEHO B iHCTPYKL,it0 415 MEANYHOIO
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "®apMakonoriyHi
BnactmsocTi”, "rMokazaHHA"
(peparyBaHHs), "OcobamBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta o3un". BignosigHi 3MiHN BHECEHO
[10 TEKCTY MapKyBaHHs ynakoBOK
nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPLAKEHHSA. 3MiHM | TURy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6.
3MiHa po3Mmipy ynakoBKu roTOBOro
nikapcbkoro 3acoby (3MiHa
Macu/o6'eMy BMICTy KOHTeliHepa
6araTto030B0Oro Jlikapcbkoro 3acoby
NS HenapeHTepasbHOro
3acTocyBaHHs (abo 04HOA,030BOrO,
4acTKOBOIO BUKOPUCTAHHS)).
BBefeHHA 104aTKOBOrO 06'eMy
KOHTeliHepa — no 10 Mn y do1akoHi 3
npo6koto-KpanenbHuLeto, no 4, 8 abo
12 chnakoHis B navui 3 BignoBigHUMMN
3MiHaM¥ [0 p. «YNakoBKka» Ta p.
«O6’eM BMICTY yNnakoBKu». 3MiHM
BHECEHO B iHCTPYKL,it0 415 MEANYHOIO
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "YnakoBka" (3miHa po3mipy
ynakoBKM NikapCbKoro 3acoby) Ta Ao
po3ainy «Cnocib 3acTocyBaHHsA Ta
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

[031». FK HAcNifoK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS 4115 (h/1akoHiB 3
npo6koto-KpanebHuueo no 10 mn.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsi 3aTBepKEHHS.

148.

KAPBAMASENIH-
ACTPA®APM

Tabnetkn no 200 wmr;
Mo 10 TabneTok y
6nictepi; no 2 a6o 5
6nictepis y kopobui
3 KapTOHY

TOB
"ACTPA®APM

YkpaiHa

TOB
"ACTPAGAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3nekv/epekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rofH)KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B IHCTPYKLit0 ANs
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ginis "B3aemogis 3
iHLWIMMK NikapcbkMK 3acobamn Ta
iHWi BMAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog sariTHoCTi abo rogyBaHHs
rpygaro” Ta "Aitn" BignosigHo fo
OHOBJIEHOI iHChopMaUil LWoao 6e3nekn
3aCTOCYBaHHSA Ait040i peYOBUHN.

3a
peyerimom

He
nionsieae

UA/6364/01/01

149.

KAPBAMASENIH-
ACTPA®APM

Tabnetkn no 200 wmr;
in bulk: no 5000
TabneTok y
KOHTeliHepi

TOB
"ACTPA®APM

YkpaiHa

TOB
"ACTPAGAPM"

Ykpaina

BHECEHHS 3MiH 0 peecTpalinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeeHnX BifnoBigHO A0 niaHy
negiatpnyHux gocnimxkexs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM

He
nionsieae

UA/14766/01/01
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n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B iHCTPYKLt0 oNs
MeMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3ginis "B3aemogis 3
iHLWMMK NikapcbkMKU 3acobamu Ta
iHWi BUAW B3aemogiii", "Oco6nmBoCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, sariTHoCTi abo rogyBaHHs
rpygaro” ta "Aitn" BignosigHo fo
OHOBJIEHOI iHGhopMaUii LWoao 6e3nekn
3aCTOCYBaHHSA Ait040i peYOBUHN.

150.

KACAPK® HD

Tabnetkn, no 32
mr/25 mr; no 10
Tabnetok y énictepi;
no 3 6nictepu B
nauwi

TOB
"APTEPIYM
nTaor

YkpaiHa

MNAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib AONOMiIXKHVX PEYOBUH.
3miHa napameTpiB cneuudikauii
Ta/abo fonycTUMUX MeX As
[OMOMDKHOT peYOBUHY (BUTYYEHHS 3i
cneumdikauii He3Ha4YHOro NokasHuka
(Hanpuknag, 3acTapifioro nokasHuka))
BW/TyYEHHS MOKa3HMKa "PO3UYMHHICTL"
0115 AOMOMDKHOT peyoBrHY 3anisa
OKCU/ XXOBTUI

3a
peyerimom

UA/19276/01/01

151.

KACAPK®H

Tabnetkun no 16
mr/12,5 wmr; no 10
Tabnetok y énictepi;
no 3 6nictepa B
navui

TOB
"APTEPIYM
nTa

YkpaiHa

NAT
"Knismegnpenapar

Ykpaina

BHECEHHS 3MiH 0 peecTpalinHmx
MaTtepianis: 3MiHu | TUNY - 3MiHK 3
sIKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb fOMNOMDKHNX PEYOBUH.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTMMUX MeX A4S
[OMOMDKHOT peYOBUHY (BUTYYEHHS 3i
cneuugikaLii He3Ha4YHOro NokasHmKa
(Hanpuknag, 3acTapinoro nokasHuka))
BW/TYYEHHS MOKa3HKKa "PO3UMHHICTL"
0151 IONOMIXHOT pevoBuHY 3asiiza
OKCUA XXOBTUI

3a
peyerimom

UA/19251/01/01

152.

KBAHIN

PO34MH AN iH'EKLN,
1000 mr/4 mn, no 4
M/ B amnynax; no 5
amnyn y 6aictepi, no
2 6nictepu y
KapTOHHIlA ynakoBLi

KYCYM
XENTXKEP
MBT NTA

IHais

CosepuH ®apma
Mpasit JlimiTes

IHgis

BHECEHHS 3MiH 40 peecTpauiiHnX
mMaTtepianis: 3miHu Il TUny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHa po3mipy
cepii (Bk1OYaouM gianaszoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHW) BBEAEHHA 40AATKOBOrO
po3mipy cepii M3 — 650 niTpiB
(156626 amnyn)
3arBeppxeHo: 43 nitpu (10361
amnyn) 3anpornoHosaHo: 43 NiTpu
(10361 amnyn), 650 nitpis (156626
amnyn)

3a
peyenmom

UA/18940/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
153. | KBETUKCON TabneTku, BKPUTI 3AT JinToBCbka AxTasic /1T, Manbta BHECEHHS 3MiH [0 peecTpavlinHmx 3a UA/13882/01/02
NNiBKOBOIO "®apmnira” Pecny6nik marepianis: TexHiYHa nomusika (3rifHo peuyenmom
060/10HKO10, 0 100 a Haka3y MO3 Big 23.07.2015 Ne 460)
mr, no 10 TabneTtok BUMPAaB/IEHHS TEXHIYHOT NOMW/IKK, AKa
y 6nicTepi, no 3 6yna gonylueHa npy BHECEHHi 3MiH
6nictepu y ((Hakaz MO3 Ne2272 Big 20.10.2021
KapTOHHIM navui p. B.IL.r.x), TMn IB, a came nepeknag,
MK$ Ha yKkpaiHCbKy MOBY) B
cneuudikaLii Ta MeTogax KoHTPOo
AKOCTI 3a NokasHukamu: “OfHOpPIgHICTb
[1030BaHVX OAVHWLbL" AN A03YBaHHA
25 wr, 100 mr, 200 mr; “CynyTHi
LOMiLKW” ans go3yBaHHsA 100 wr.
meTogoM. MpornoHoBaHa pefakLis
TEeXHIYHOI NOMUIIKK BiANOBIfae
marepianam peecTpauiiHoro Jockbe
(apxiBHMM MaTepianam).
154. | KBETUKCON TabneTkn, BKpUTI 3AT JInToBCbka AkTasic /1T4. ManbTa BHECEHHS 3MiH A0 peecTpavliiHnX 3a UA/13882/01/03
NAiBKOBOO "®apmnira” Pecny6nik marepianiB: TexHi4YHa nomunka (3rigHo peyenmom
060/10HKO10, M0 200 a Haka3y MO3 Big 23.07.2015 Ne 460)
mr, no 10 TabneTok BMNPAaB/IEHHSI TEXHIYHOT MOMUIIKK, SiKa
y 6nicTepi, mo 3 6yna gonylieHa Npy BHECEHHI 3MiH
6nictepn y ((Hakasz MO3 Ne2272 Big 20.10.2021
KapTOHHIN navuj p. B.Il.r.x), Tun I6, a came nepeknag
MKS$ Ha ykpaiHCbKy MOBY) B
crneundikaLii Ta MeTofax KOHTPOsIo
AKOCTI 3a nokasHukamu: “OfHOPIAHICTb
[1030BaHVX OAVHNLb" AN A03YBaHHA
25 wr, 100 mr, 200 mr; “CynyTHi
OOMiLKW” ans go3ysaHHsA 100 wr.
meToAoM. lponoHoBaHa peaakuis
TEXHIYHOT MOMWJIKM BiANOBifae
mMartepiasiam peecTpawiiHoro gocke
(apxiBHMM MaTepiasiam).
155. | KBETUKCO/N TabneTkn, BKpUTI 3AT JInToBCbka AkTasic /1T4. ManbTta BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/13882/01/01
NNiBKOBOIO "®apmnira” Pecny6nik marepianis: TexHiYHa nomuska (3rigHo peyenmom
060/10HKOI0, N0 25 a Haka3y MO3 Big 23.07.2015 Ne 460)

mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHIM nayyi

BUMNPAaB/IEHHS TEXHIYHOI NOMWIIKM, siKa
6yna gonylueHa npy BHECEHHi 3MiH
((Hakasz MO3 Ne2272 Big 20.10.2021
p. B.1L.r.x), Tun I6, a came nepeknag
MKS$ Ha ykpaiHCbky MOBY) B
crneundikauii Ta MeTofax KOHTPOsIo
AKOCTIi 3a NokasHuMKamu: “OfHOPIAHICTb
[,030BaHVX OANHULL" ON15 [O3YBAHHSA
25 wr, 100 mr, 200 mr; “CynyTHi
OOMiLKM” Ana fo3ysaHHsA 100 mr.
meTogoMm. [MponoHoBaHa pegakuis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TEXHIYHOT MOMWJIKM BigNoOBigae
mMarepiasiaM peecTpauiiiHoro 1ocke
(apxiBHMM maTepianam).
156. | KWCEHb ras, y ctTasieBux MpuBaTtHe YkpaiHa KuiBcbka cpinis YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/6447/01/01
MEAVNYHUI 6anoHax 06'eMomM akuioHepHe MpuBaTHOrO mMaTtepianis: 3miHu Il TUnNy - 3MiHK 3 peuyenmom
FA30MNOAIBHUA | no1n,no2n,no3 TOBapUCTBO aKujioHepHoro akocTi. A®l. BupobHmuTBO. 3MiHa
n,no5n,no6n,no "NiHge Mas ToBapuctea "NliHae BMPOGHMKA BUXiAHOro/MPOMIXKHOTO
8 n,no 10 n, no 20 YkpaiHa" a3 YkpaiHa", npoaykTy/peareHTy, Lo
n,no 33 n, no 40 n, YkpaiHa,; MNMpusatHe BMKOPVCTOBYHOTbCS Y BUPOOHNYOMY
no 50 n; y rpynax akuioHepHe npoueci A®l, abo 3miHa BUpOOHMKa
6as0oHiB 06'eMOM ToBapucTBo "/iHae (BKItOYaKoUK, e HeobXigHO, Micue
480 n (40 nx 12),y a3 Ykpaina", npoBefeHHsA KOHTPOsIo akocTi) AP (3a
rpynax 6asoHiB YkpaiHa BiICYTHOCTI cepTudikata

06'emom 600 n (50 n
x 12)

BiANOBIAHOCTI EBponeiichbkili
thapmakonei y 3aTBepaKeHOMY [,0CLE)
(iHwi 3miHK) (B.l.a.1. (x) 1)
BBe/leHHs1 JOAATKOBOrO BYPOGHNMKa
A®| KnceHb MeanuHnin pigkui
My6niyHe akuioHepHe TOBap1CTBO
«JIbBIBCbKUIA XiMiYHUIA 3aBOA», 79070,
JlbBiBCbKa 0611., M. J1bBIB, BY/.
PaxiBcbka, byg 16. 3aTBEpAXEHO:
MprBaTHe akLioHepHe TOBapUCTBO
"Ninge a3 Ykpaina", YkpaiHa, 85612,
[oHeubka 06nactb, Map'iHCbKuiA
paiioH, micTo Kypaxose, NpomM30oHa
Ne70. MpuBaTHe akuioHepHe
ToBapucteo "NliHae a3 Ykpaina“,
YkpaiHa, 50005, [HinponeTpoBCbka
obnactb, micto Kpuswuii Pir, 6ya. 130.
[ouipHe nignpremcTtBo «Meccep
YKpaiHa», YkpaiHa , 49051,
[HinponepToscka 0611., micTo [Hinpo,
By/musa [HinpocTaniBcbka, 6yanHOK
22K. 3anponoHoBaHo: NMpusaTtHe
akuioHepHe ToBapucTBo "fliHae a3
YkpaiHa", Ykpaina, 85612, [joHeubka
o6nacTb, Map'iHCbKUiA paiioH, MicTo
Kypaxose, npom3oHa Ne70. MpusatHe
akuioHepHe ToBapucTBo "/liHge a3
YkpaiHa", Ykpaida, 50005,
[JHinponeTposBcbka 061acTb, MiCTO
KpwBwii Pir, 6ya. 130. Jo4ipHe
nignpruemcTeo «Meccep YkpaiHa»,
Ykpaina , 49051, [lHinponepToBcka
065., micto [Hinpo, Bynmus
[HinpocTtaniscbka, 6yauHok 22K.
[My6ai4yHe akLioHepHe TOBapUCTBO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
«J1bBIBCbKMIA XiMiuHMI 3aBOA», 79070,
JbBiBCbKa 0671, M. JIbBIB, BY/.
Paxiscbka, bya 16.
157. | KWCEHb ra3mo 1 n,1.5n,2n, KomaHguTHe YkpaiHa KomaHgutHe YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/17076/01/01
MEAVNYHUI 3n,4n,5n,10n, TOBapuCTBO ToBapucTeo "TOB mMartepianis: 3MiHu | TUMY - 3MiHK 3 peyenmom
FA30MOAIBHUIA | 40 ny ctanesux "TOB "3anopisbkuii AKOCTI. [0TOBWIA Nikapcbkuit 3aci6.
6asioHax "3anopisbkuii aBTOreHHWii 3aBog" i KOHTpOsb roToBOro nikapcbkoro
aBTOrEHHUIA KomnaHis" 3aco06y (iHLWi 3MiHN) — BHECEHHS 3MiH
3aBopg" i [0 MaTepianis peecTpaviiHoro gocke,
KomnaHis" a came 3MiHa NOCUIaHHS Ha YUHHY
HOPMaTWBHY [OKYMEHTaL,jto, y 3B'A3Ky
3 BigMiHoto aii ACTY FOCT
5583:2009, 6e3 3MiHVM MeTOAiB
KOHTPOJIO SIKOCTI. [litoua pefakuis:
OCTY FOCT 5583:2009.
MponoHoBaHa peaakuis:
CreuundikaLis BUpOOHUKA.
158. | KIOBII pPO34nH N8 iHdysin Bakctep Al AscTpis BMPOGHMLITBO, Benebris/ BHECEHHS 3MiH 0 peecTpalinHmx 3a UA/16884/01/01
100 mr/mn no 10 mn nepBuHHE Ta ABCTpif martepianis: 3mMiHu | TNy - 3MiHW WOA0 | peyenmom
(1 r/10 mn), no 25 BTOPVHHE 6e3nekun/edhekTVBHOCTI Ta
M (2,5 /25 mn), 50 nakyBaHHs1, hapmakoHarnsigy. BeegeHHs abo

mn (5 /50 mn), 100
M (10 r/100 mn),
200 mn (20 r/200
ms1), 300 mn (30
r/300 mn) y hnakoHi;
no 1 donakoHy B
Kopoo6Li

KOHTPO/b AKOCTI
N3, Bunyck cepii:
Bakcanta Bengxiym
MaHydekTypiHr CA,
Benbris; KOHTPONb
sKocTi [/13: bakcTep
Al', ABCTpist

3MiHV [0 y3arasibHeHUX faHuX npo
cuctemy chapmakoHarnsagy (BeefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asBHuka gns
3[jiCHEeHHs hapmakoHariagy B
YKpaiHi, AKWO BOHa BiAMIHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHSA
cthapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
fitoua pepakuis: Moxax Xenmep.
MponoHoBaHa pepakuis: Cymit
MyHnmkan / Sumit Munjal. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
0ocobu 3asiBHUKa, BIANOBIAa/ILHOT 3a
hapMakoHarniag. 3miHa KOHTaKTHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnag B Ykpaii.
[itova pegakuisn: YepHsesa OneHa




137

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AHartoniiBHa. [ponoHoBaHa pefakuis:
YperTiii Cepriit IBaHOBMY. 3MiHa
MicLIe3HaxX0MKeHHs MacTep-chaiina
cuctemn chapmakoHarnsgy Ta oro
HoMepa. 3MiHa MicLs 3LiACHEHHS
OCHOBHOI AjSiNIbHOCTI 3
thapmakoHarnsgy
159. | KNAYAIEKC Tabnetku no 100 mr MpAT YkpaiHa NOBHUIA LMK IcnaHis BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/18418/01/01
no 28 TabneTok y "®bapmaueBTu BMPOGHULTBA marepianis: 3miHu | Tuny - peyenmom nionsizae
6nictepi; no 1 abo YyHa hipma roTOBOrO AZMiHICTpaTMBHI 3MiHN. 3MiHa
no 2 6nictepu B "NapHuus” niKkapcbKoro 3acooby, HaliMeHyBaHHs Ta/abo agpecy Micus
nauu KOHTPO/b Ta BUMYCK NPOBaKEHHS AiS/IbHOCTI
cepii: BMpOGHMKa/iMnopTepa rotoBoro
Hykop Xens, C.A., niKkapcbKoro 3acoby, BKIoYaoum
Icnanis OiNbHULI BUNYCKY cepii abo micue
KOHTPO/b AKOCTI NPOBEeJEHHA KOHTPOJIIO SIKOCTI.
(chizuko-ximiyHe (misnbHICTb, 3a Ky Bignosifae
TecTyBaHHs) Ta BUPOGHMK/IMNOPTEP, BKIOYAKOUN
BWMYCK Cepii: BWMYCK cepiit). 3MiHa Ha3BuW
FTANEHIKYM XENC, BUpo6HMKa M3 OXK. YPIAY |
C.J1., IcnaHis KOMMAHbSA, C.A., IcnaHis, y 3B'A3ky 3
aAMiHICTPaTVBHUMM PiLLIEHHAMYN
KOMNaHii. A TakoX npuBefeHHs
afpecy BUPO6HUKa, [0 OHOB/TIEHHOTO
ceptudpikaty GMP. BupobHuua
OinbHULA Ta BCi BUPOBGHUYI onepavii
3a/IMWATHCA HE3MIHHUMU.
TepMmiH BBeZeHHS 3MiH NPOTArom 6
MicsILiB Micns 3aTBepAKEHHS.
160. | KNIMAANHOH® Kpanni opasibHi, No BioHopuka CE HimeuumnH BioHopuka CE HimeuunHa BHECEHHS 3MiH [0 peecTpaLinHmx UA/5021/02/01
50 mn 'y chnakoHi 3 a

[03y0UnMm
KpanenbHUm
NPUCTPOEM; no 1
dhnakoHy B
KapTOHHI Kopoo6Li

martepianis: 3miHu | TUNY - 3MiHK 3
SIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWii 3aci6.
3mMiHa napameTpiB cneuudikadii
Ta/abo foNYyCTUMUX MEX NEPBUHHOI
yMNakoBKM rOTOBOTO NiKapCbKOro
3aco0by (AonoBHEHHS crneuudikaii
HOBMM MOKa3HWMKOM 3 BiANOBIAHUM
MeTOA0M BUNPo6yBaHHS). BHeCEeHHA
3MiH o p.3.2.P.7 Cuctema
KOHTeliHep/3akynoptoBanbHWii 3aci6, a
came - cneumdikalito rBUHTOBOI
KpUWLLKW 6YN10 OHOB/IEHO, LLO6
BK/IIOUNTY AOAATKOBWIA napameTp
«30BHILLHI BUrNAg» sK TeCT Ha
iAeHTNYHICTb. MNapameTp TecTy
«BuncoTa» nepeHeceHo 3 «/lo4aTkosi
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TecTu» B «laeHTudikauis». 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3miHa dhopmu abo po3mipy
KOHTelHepa un 3aKynopioBasIbHOro
3aco6y (NepBUHHOT ynakoBKm)
(HecTepusbHI Nikapcbki 3acobw).
BHeceHHs 3MiH fo p.3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBasbHWi 3aci6, a
came - 3aMiHa KpULLKV 3 KOHTPOsIeM
BiaKpnTTA OV2.18-38 Ha KpULLKY 3
KOHTpOnem BigkpuTTa OV2.18-39 .
MaTepias KpULLK He 3MIHVMBCS. 3MiHU
| TMNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MmiHa hopmu abo po3mipy
KOHTelHepa un 3aKynopioBaslbHOro
3aco6y (NepBMHHOT YNakoBKM)
(HecTepunbHi Nikapcbki 3acobm) -
BHeceHHs 3MmiH go p.3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHKiA 3aci6, a
came - 3aMiHa BepPTUKa/IbHOT
KpanenbHuui ST-13 Ha BepTUKa/IbHY
KpanesnbHuuto ST-19 . MaTepian
KpanenbHULi He 3MiHMBCS.

161.

KNOAN®EH

Kpani O4Hi, PO34uH,
1 mr/mn; no5mny
hnakoHi-
KpanenbHuL; no 1
donakoHy-
KpanenbHuui B
KapTOHHI KopooLi

TOB "YOPA[,
MEANLH"

Ykpaina

K.O. Pomchapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3MiHa 3asBHVKa /13
(MIBIM) (BnacHuka peecTpaLiiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) TepMiH BBeEHHS
3MiH - NpOTArom 6 MicAuiB nmicns
3aTBEePKEHHS; 3MiHM | TNy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3@ 3[iiCHEHHS

3a
peyenmom

He
nionsieae

UA/15869/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

hapmakoHarnsgy (Bkaouyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MiLLEeHHI MacTep-thalina cucremm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuin: PycygaH Ecakis /
Rusudan Esakia. NponoHoBaHa
pepakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHuX ynoBHOBaXXEHOI 0co6u
3asBHVKa, BiANOBifabHOI 3a
thapmakoHarnag. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsagy. 3miHa
MicLie3HaxXOMKEHHS MacTep-haina
cuctemu chapMakoHarnagy; 3miHn |
UMy - 3MiHY LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) -
OHOB/EHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicns saTBepApkKeHHs

162.

KNOAN®EH

Kpani O4Hi, PO34uH,
1 mr/mn; no5mny
hnakoHi-
KpanenbHuL; no 1
donakoHy-
KpanenbHuui B
KapTOHHI KopooLi

TOB "YOPA[,
MEANLIH"

Ykpaina

YOPNA MEAVLMH
INIAY CAH. BE
TILK. AL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMaTtepianis: 3MiHa 3asBHVKa f13
(MIBIM) (BnacHuka peecTpaLiiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). TepMiH BBEAEHHS
3MiH npoTarom 6 micsauiB nicns
3aTBEepPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3snekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-gaiiia cuctemm

3a
peyenmom

He
nionsieae

UA/18961/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
thapmakoHarnagy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pegakuis: PycygaH Ecakis /
Rusudan Esakia. NponoHoBaHa
pepakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHuX ynoBHOBaXXEHOI 0co6u
3asBHVKa, BiANOBiAabHOI 3a
thapmakoHarnag. 3miHa micuga
3[iACHEHHSI OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsagy. 3miHa
MicLie3HaxX0KEHHS MacTep-haina
cucteMun chapmakoHarisgy.
163. | KOMAKCOH 40 PO34nH ANs iH'eKujin, TOB «TeBa YkpaiHa Brpo6HuuTBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/6307/01/02
40 mr/mn; no 1 mn YkpaiHa» MOBHVM LMK/IOM: Benuka marepianis: 3miHu | Tuny - 3miHu Wogo | peyenmom nionsizae
pPO34MHY B TeBa BputaHis/ 6e3nekun/edhekTBHOCTI Ta
nonepegHL0 dapmauesTikan Higepnangm hapmakoHarnagy. 3miHa y KopoTkiii
HarnoBHEHOMY IHpacTpis N14., / XapaKTepucTuLi NikapcbKoro 3acoby,
wnpuui 3 I3pains; YropwuHa TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MapKyBaHHAM Brpo6HuuTBO 3a MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
YKPaiHCbKOIO MOBHUM LIIK/TOM: perynisipHo OHOBJIOBAHOTO 3BITY 3
MOBOI0O; Nno 1 HopToH Xernckea 6e3nekun nikapcbkoro 3acoby, abo

Lwnpuuy B 6nictepi
(3 MapKyBaHHsAM
YKpPaiHCbKOK MOBOHO
abo 6e3
MapKyBaHHs); no 12
Lnpuuis B
KapTOHHI KOpoo6L;i 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOH

Niviten T/A
AMBEKC
dapmacboTrKan3
HOK, Benuka
BpuTaHis; KoHTponb
cepii (TiNbkn
6ionoriuHe
TecTyBaHHs): ABGiK
nra., 13painb;
KoHTponb cepii
(noBHe TecTyBaHHS,
BK/TIOHAIOUM HA
CTEPW/IbHICTb Ta
bakTepianbHi
©HA0TOKCUHU, ane
oKpiM 6ios10riYHoro
TeCTYBaHHS):
dapmaxewmi b.B.,
HigepnaHgu;
KoHTpornb cepii
(TiNbKM GionorivyHe
TecTyBaHHs): AT

[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rofH)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom) -3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "Mob6iuHi peaxuii" BignosigHO
[0 pekomeHgauin PRAC wopao
6e3nekun 3aCToCcyBaHHA rnatnpamepy
aueTar BariTHAM XiHKam (BU1y4YeHHs
no6ivHOI peakuii abopT).
TepMmiH BBEL,EHHSA 3MiH - NpoTArom 3
MicSLiB Nicns 3aTBepAKEHHS; 3MiHU |
MRy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans

dapmMaLeBTUYHWIA MeAMYHOro 3aCTOCYBaHHs Ha niacTasi
3aBof, TeBa, perynsipHoO OHOBJIOBAHOTO 3BiTY 3
YroplmHa; 6e3nekun nikapcbkoro 3acoby, abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

KoHTponb cepii
(aHanitnyxe
TECTyBaHHs Ta
BUBYEHHSA
cTabinbHOCTI): A3is
Kemikan IHgacTpi3
n1a., 13painb

pocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 nniaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiH1) - 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby [o po3zinis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHI peakui™ BigNOBIgHO A0
pekomeHgauii PRAC wopao 6esneku
3aCcToCyBaHHSA rnatmpavepy auetar
(TSHKKE ypaxXeHHs nediHku). TepMiH
BBE/IEHHS 3MiH - NpoTArom 3 micsiLis
nicns 3aTBepgkeHHs; 3MiHu Il Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOrO 3aCTOCYBaHHA Yy 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
LOKNIHIYHUMMU, KNIHIYHUMW JaHUMK Ta
AaHvMu 3 hapmakoHarniagy - 3MiHun
BHECEHO [0 IHCTPYKLiT 415 MEeANYHOro
3acToCyBaHHS ikapcbKkoro 3acoby Ao
po3ginis "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaa”,
"Mo6iyHi peakuii”. BBeieHHA 3MiH
npoTArom 3-x Micsuis nicns
3aTBepMKEHHS; 3MiHu Il Tvny - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHss abo
3MmiHa(n) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpayiiiHoro nocBifg4YeHHs,
BKMtoYatouun MnaH ynpaeniHHA
pv3vkamMm (iHWi 3MiHK) - 3asBHUKOM
OHOB/EHO MnaH ynpaBniHHA
pu3nkamun. 3MiHU BHECEHI [0 YaCTUH:
II. Cneupndpikauis 3 6esnekm (CIV
«[Monynsuii, Aki He BUBYaNUChb Nif Yac
KMiHIYHUX BUNpPOBYBaHb», CVII
«lgeHTudpikoBaHi Ta MOTEHUjAHI
pusukn», CVIII «Pe3tome npobnem
6e3nekn»), V «3axoam 3 MiHimizawi
pu3ukiB», VI «Pe3tome nniaHy
ynpasiHHA pusmkamm» Ta VIl
«JlofaTtkn» y 3B'A3Ky 3 nepernsaom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BaXKNVBUX PU3NKIB. Pe3tome nnaHy
ynpas/iHHA pusnkamu Bepcis 6.1
[0A3ETLCS.
164. | KOMNAKCOH®- PO3YUH NS iH'EKLN, TOB «TeBa YkpaiHa BMPOGHULITBO 3a I3pains/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/6307/01/01
TEBA 20 mr/mn; no 1 mn YkpaiHa» NOBHWUM LUK/OM: Benvka mMartepianis: 3mMiHu | TUNy - 3MiHW WoA0 | peyenmom nionsizae
npenapary y TeBa BpuTaHis/ 6e3nekn/edhekTUBHOCTI Ta
nonepegHL0 dapmaueBTikan HigepnaHngm thapmakoHarnagy. 3MiHa y KopoTkiii
HanoBHEHOMY lHpacTpi3 NT4,., / XapaKTepucTuLi Nikapcbkoro 3acoby,
wnpuyi; no 1 I3pains; YropuwumHa TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
nonepeaHL0 BMPOGHMLTBO 3a MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
HanoBHEHOMY NOBHUM LIVIK/TOM: perynsipHoO OHOB/IOBAHOTO 3BITY 3

LUNPULLY B KOHTYPHIl
YapyHKOBIli ynakoBLii
3anasiHiii nanepom
a6ono 1l
nonepeaHL0
HanoBHEHOMY
LUNPULLY B KOHTYPHIl
YapyHKOBIli ynakoBLii
3anasHiii nniBKoto
6e3 MmapKyBaHHs; no
28 nonepeaHbO
HanoBHEHNX
wnpuyis y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHI KopooLi

HopToH Xenckea
Nimiteg T/A
AVBEKC
PapmacboTrKan3
tOK, Benvika
BpuTaHisi; KOHTPO/b
cepii (noBHe
TecTyBaHHs,
BK/TIOHAIOUM HA
CTEPW/IbHICTb Ta
bakTepianbHi
©HA0TOKCUHU, ane
oKpim 6ios10riyHoro
TECTYBaHHS):
dapmaxemi b.B. ,
HigepnaHgu;
KOHTpO/b cepii
(TiNbKM GionorivyHe
TecTyBaHHs): AT
dapmaveBTUYHUI
3aBof Tesa,
YropLumHa;
KOHTpO/b cepii
(TiNbKM GionorivyHe
TecTyBaHHs): ABGiK
nra., 13paine;
KOHTPO/Ib cepil
(aHaniTmuHe
TecTyBaHHSA Ta
BMBYEHHSA
CTabinbHOCTI): A3is
Kemikan IHgacTpi3
n1g., 13painb

6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHs
niKapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKOro
3acoby Ao po3ainy "MobiyHi peakuii™
BiANOBIAHO A0 pekomeHaauin PRAC
00 6e3neku 3acTOCyBaHHS
rnatupamMepy auleTaT BariTHAM XiHkam
(BUnyYeHHS NOGIYHOI peakuii abopT).
TepMmiH BBELEHHS 3MiH - NpoTArom 3
MicALB Nicnsa 3aTBePAXEHHS. 3MiHN |
UMy - 3MiHM LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perysisipHO OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHK1). 3MiHW BHECEHO [0 iIHCTPYKU;i
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco611BOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BigNoBigHO A0
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pekomeHgauii PRAC wopao 6esneku
3acTocyBaHHs rnaTmpamvepy aueTtar
(TsKKe ypaXKeHHs neyiHkn). TepmiH
BBE/EHHS 3MiH - NPOTArom 3 MicsuiB
nicna 3aTBepxeHHs. 3MiHu Il Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMNYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHAMW JaHuMy Ta
JaHnMu 3 chapmakoHarisgy.
3MiHM BHECEHO [0 IHCTPYKLUIT AnA
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby A0 po3ginis "3acTocyBaHHS Y
nepiog, sariTHoCTi abo rogyBaHHs
rpyaao”, "TMobivni peaxuii”. BeegeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEpPKEHHS. 3MiHu Il TUny - 3MiHK
wono 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BUAaYi peecTpauiiHoro Noceig4eHHs,
BK/IlOHaK0um MNnaH ynpasniHHA
pusmkamu (iHwi 3miHn). 3asABHUKOM
OHOB/IEHO MNaH ynpas/iHHA
pr3nkamun. 3MiHN BHECEHI [0 YaCTVH:
II. Cneupndpikauisi 3 6esneku (CIV
«Monynsuji, Aki He BUBYaNMCH Nif, Yac
KiHIYHUX BUNpPoByBaHb», CVII
«lpeHTudpikoBaHi Ta NOTEHLNHI
pu3nkn», CVIII «Pe3toMe npobiem
6e3nekn»), V «3axoam 3 MiHimizawi
pusukiB», VI «Pe3stome nnaHy
ynpasniHHa pu3nkammn» Ta VIl
«JlopaTku» y 3B’A3KY 3 nepernagom
BaXKNMBUX PU3NKIB. Pe3tome nnaHy
ynpasniHHA pu3vkamu Bepcis 6.1
[0A3ETLCA.

165.

KOPBA/TONH®

Kpanni opasbHi; no
25 mn 'y donakoHi; no
1 donakoHy B nauu;
no 50 mn y donakoHi;
no 1 dnakoHy B
nauwi

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny: 3miHun 3
akocTi. A®l. Cuctema
KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
3MiHn napameTpiB cneuudikawlii
Ta/abo JoNyCTUMMNX MEX, 3a3Ha4YEHNX
y cneuudikauisx, ans
6e3nocepenHboi ynakosku Ad|

no 25 mn -
6e3
peyenma;
no 50 msn —
3a
peyenmom

UA/2553/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

(BMNyYEHHS1 HE3HAYHOTO MOKa3HVKa
crneundikaii (Hanpuknag, BU1y4YeHHs
3aCTapinoro nokasHvka)) — 3mMiHu fo
peecTpaujiHoro gocke M3
KopBanavH®, kpanni opasbHi,
NnoB’sA3aHi 3 BHECEHHAM 3MiH 0 AdI
Oniss xmMento, pignHa (cybctaHuis) y
thnakoHax (6yTnsx) 3i ckna 3
npuTepTOl0 NPO6KOID, a came
OHOB/EHHS p. 3.2.S.6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6;
BUyYEHHA 3i cneundikauii Ha
ch1akoHM Ta MPO6KM  NOKA3HUKIB
«Po3mipn dhnakoHa», «Po3mipu
nNpo6KM», «MapKyBaHHA»,
«YnakoBka», «YMOBM 36epiraHHs», Tak
AIK 3a3HaY€eHi MOKa3HUKN €
HEKPUTUYHUMK | HE BN/IMBAIOTL Ha
akictb A®l. Matepian chnakoHiB Ta
NPo6OK 3a/IMLLAETLCA HE3MIHHUM.
3abapBneHHs Ta XiMiYHUiA cknag,
Marepiany N1akoHiB 3a/IMIAETLCA
He3MiHHUM. Croci6 yKynopkun —
npuTepTa Npo6ka, Takox He
3MIHIETBCA. 3MiHM | TURY: 3MiHK 3
akocTi. A®l. Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6.
3MiHn napameTpiB cneuudikauii
Ta/abo JoNyCTUMMNX MEX, 3a3Ha4YeHNX
y creuudikauisx, gns
6e3nocepeaHbol ynakosku Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa
cneuudikavii (Hanpuknag, BUNyYeHHs
3acTapifnioro NokasHvka)) — 3MiHU 4O
peecTpadiiiHoro gocke M3
KopBananH®, kpanni opasibHi,
NoB’A3aHi 3 BHECEHHAM 3MiH g0 ADI|
ETnnosuii edip o-
6pomizoBasiepiaHOBOI KNCIOTH
(cybeTaHuis) y doiakoHax 3i cknia 3
KOHYCHOIO FOpP/IOBMHOLO | NPUTEPTOID
npobKoto, a caMe OHOBJIEHHS P.
3.2.S.6. Cnctema koHTelHep/

3aKyrnoproBasibHWIA 3aci6; BUNYYEHHS 3i

cneumdikaLii Ha oNakoHN NOKa3HKKIB
«Po3mipu chnakoHa» Ta «Po3mipu

NPO6KM», T. A. 3a3HAaYEH] NOKA3HUKM €
HEKPUTUYHWMMU | HE BN/IMBAKOTh Ha
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

akictb A®l. Matepian chnakoHiB Ta
NPo6OK 3a/IMLLAETLCA HE3MIHHUM.
3abapBneHHs Ta XiMiYHUiA cknag,
Marepiany nakoHiB 3a/IMIAETLCA
He3MiHHUM. Croci6 yKynopkun —
npuTepTa Npo6ka, Takox He
3MIHIOETBCA. 3MiHM | TMNy: 3MiHK 3
akocTi. A®l. Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6.
3MiHn napameTpiB cneuudikauii
Ta/abo JoNyCTUMMX MEX, 3a3Ha4YeHNX
y creuudikauisx, gns
6e3nocepeaHbol ynakosku Ad|
(AONOBHEHHSA cneuundikauii HoBUM
NoKa3HUKOM Ta BifMoBiAHVM METOL0M
BMNPOGYBaHHSA) — 3MiHU [0
peecTpauiiHoro gocbe /13 NoB’si3aHi
3 BHECEHHAM 3MiH A0 p. 3.2.S.6.
Cucrtema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
ans A®l Etunoswii ecip o-
6pomi3oBasiepiaHoOBOi KNUCIOTH, a
came BHECEHHS nokasHuka
«TigponiTuyHa CTilikicTb» A0
cneumdikauii 415 BXigHOTO KOHTPOSI0
Ha h1akoH 3i ckna 3 UMIiHAPUYHUM
KOPNycOM 3 KOHYCHOIO FOp/I0BMHOIO Ta
NpUTEPTOI0 NPOGKOIO, 3rifAHO 3arasibHOT
ctarTi 3.2.1. CKNsHi KOHTEliHepY ANns
hapmaLeBTUYHOIO 3aCTOCYBaHHS,
Aoy,
3MiHun | TUny: 3MiHK 3 aKocTi. AdI.
Cucrtema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHM napameTpiB cneuudikadlii
Ta/abo fonyCTUMUX MEX, 3a3HaYEHNX
y crneuudikauisix, gns
6e3nocepeHbol ynakoBku Ad|
(nonoBHeHHSA cneuudikaLii HOBUM
MOKa3HMKOM Ta BiANOBIAHNM METOLOM
BUNPOBYBaHHSA) — 3MiHU 40
peecTpauiiiHoro gocbe /13 noB’sizaHi
3 BHECEHHSAM 3MiH A0 p. 3.2.S.6.
Cuctema
KOHTelHep/3akynoptoBasibHKii 3acio
ans A®l ETunoswii edip o-
6poMmi3oBasiepiaHoOBOI KUCIOTH, a
came BHECEHHS NoKa3Huka
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

«[ponyckaHHs ceiTNa» Ao
cneuunagikaLii 4na BXiAHOrO KOHTPO/O
Ha oN1akoH 3i cKna 3 UAIHAPUYHUM
KOPMYCOM 3 KOHYCHOO FOp/I0BMHOI0 Ta
npUTEPTOL0 NPOGKOIO, 3rifHO 3arasibHOI
ctarTi 3.2.1. CknsHi KoHTeliHepwn ans
thapmMaueBTUYHOrO 3aCTOCYBaHHS,
aoy.
3MiHn | TURY: 3MiHK 3 AKocTi. ADI.
Cucrtema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHM napameTpiB cneumdikawii
Ta/abo JoNyCTUMMNX MEX, 3a3HAaUYEHNX
y cneuudikauisx, ans
6e3nocepenHbOoi ynakosku Adl
(monoBHeHHSA cneuudikauii HOBUM
MOKa3HMKOM Ta BiANOBIAH/M METOLOM
BMNPOOGYBaHHA) — 3MiHU [0
peecTpaujiiHoro gocbe /13 noB’s3aHi
3 BHECEHHSIM 3MiH g0 p. 3.2.S.6.
Cucrtema
KOHTeWHep/3aKynoploBasibHuA 3aci6
onsa A®l Onis xmento, a came
BHECEHHS NokasHuka «IponyckaHHs
CBiT/a» o cneuudikauii 4158 BXigHOro
KOHTPOJIH0 Ha Ha chnakoH (byTenb) 3
CKfa Ta npuTepTor NPO6KOIo, 3rigHO
3aranibHoi cTarTi 3.2.1. CknsHi
KOHTelHepy Ansa dhapmaLleBTUYHOro
3actocyBaHHs, APY. 3miHu | Tuny:
3MiHK 3 skocTi. A®l. Cructema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHM napameTpiB cneumdikaLii
Ta/abo JoNyCTUMMNX MEX, 3a3HAaYEHNX
y cneuudikauisx, ans
6e3nocepenHbOoi ynakosku Adl
(monoBHeHHSA cneuudikauii HOBUM
MOKa3HMKOM Ta BiANOBIAH/M METOLOM
BUNPOBYBaHHA) — 3MiHN [0
peecTpaujiiHoro gocbe /13 noB’s3aHi
3 BHECEHHSIM 3MiH g0 p. 3.2.S.6.
Cucrtema
KOHTelHep/3aKynoploBasibHUIA 3aci6
onsa A®l Onis xmento, a came
BHECEHHS nokasHuka «ligponitnuHa
CTIfKICTb» Y cneuudikalito ans
BXifHOr0 KOHTPOJ/IIO Ha (01akoH

(6yTenb) 3 ckna Ta NpUTEPTOIO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
npo6Koto, 3rigHO 3arasibHOi cTaTTi
3.2.1. CknsHi KOHTellHepu ons
hapmaLeBTUYHOIO 3aCTOCYBaHHS,
Aoy
166. | KOPU3ANIA® TabneTkn, BKpUTI ByapoH PpaHuin BYAPOH PpaHuin BHECEHHS 3MiH [J0 peecTpaviinHmx 6e3 UA/9329/01/01
060/10HKOI0; MO 20 marepianis: 3miHu | Tuny - 3miHn peyenma
Tabnetok y 6nictepi; oo 6e3nekn/edpekTNBHOCTI Ta
no 2 6nicrepu y hapmakoHarnsgy. BeefeHHs abo
KapTOHHI Kopoo6Li 3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3arabHeHUX JaHuX Npo cucTemy
thapmakoHarnagy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkovaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigabHOI 3a hapmakoHarnsag.
[itoua pepakuis: Helene Gabaude.
MponoHoBaHa pegakuis: Anne-Laure
Fayard.
167. | KPONBU nncts; no 30 r abo MpAT YkpaiHa MpAT "“NikTpasun" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnX 6e3 UA/7000/01/01
nncTqd no 50 r y naykax 3 "NikTpasun" marepianis: 3MiHu | TUNY - 3MiHW WoOA0 peuyenma
BHYTPILLHIM 6e3nekun/ehekTBHOCTI Ta
naketom; no 1,5ry thapmakoHarnagy (iHwi 3MiHK) - 3MiHK
inbTP-nakeTi; no BHECEHi B TEKCT MapKyBaHHS Ha
20 hinbTp-nakeTiB y BTOPWHHIlA yNakoBL,i NikapCbKoro
nayui abo y nauui 3 3acoby y n. 17. IHWE woao
BHYTPILLHIM NakeToM 3a3HayeHb OANHULIb BUMIPIOBAHHS
BiANOBIAHO A0 cucTemn Sl (BUNYYEHHS
yMOBM "3a HeobxigHocTi..."). TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicnsa 3aTBepKeHHs
168. | KCUTIOMETA30 NMOPOLLOK TOB YkpaiHa IHOBaUiHO- Monba BHECEHHS 3MiH 40 peecTpauiiHnX - UA/19115/01/01
nNiHY (cybcTaHuis) y "APTEPIYM BrnpoBamkyBanbHe martepianis: 3miHu | TUNY - 3MiHK 3
rigpoxnoprung noABiNHNX nTar Mignpuemctso akocTi. A®l. Cuctema
noslieTUIEeHoBMX INOXEM Cn. 3 0.0. KOHTeliHep/3akynoptoBasibHWI 3aci6.
Milkax ons 3miHa y 6e3nocepeHii ynakosui AdI
hapmaLeBTUYHOro (iHLWi 3MiHW)
3aCcTOCyBaHHA BHECEHHS 3MiH 0 po3ainy "Ynakoska"
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
B MK# /13, noB’sA3aHe 3 YTOUYHEHHAM
MOX/TIMBOCTI ynakyBaHHA 404aTKOBOro
po3Mipy cybcTaHuii
169. | KCUNOCMNPEN cnpeii Ha3asTbHUiA, TOB YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/19065/01/02
1,0 mr/mn no 10 mn "APTEPIYM mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenma
y donakoHi 3 nta' akocTi. A®l. Cuctema
HacocoM [,03aTopoM KOHTeliHep/3aKyrnopoBaibHWii 3aci6.
i3 posnunioBayem; 3miHa y 6e3nocepeHiin ynakosui AdI
no 1 dnakoHy B (iHLWi 3MiHW)
nauw,i BHECEHHS 3MiH B MaTepiasin
peecTpaLiiHoro focke po3ainy
3.2.5.6.2.Secondary packing
noB’A3aHe 3 YTOUHEHHAM MOX/IMBOCTI
ynakyBaHHs [0AaTKOBOro po3mMipy
cy6cTaHUil KeuomeTasoniHy
rigpoxnopuay
170. | KCUNOCMNPEN cnpeii HazaslbHUiA, TOB YkpaiHa MNAT"Tanuudapm"” YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiinHmx 6e3 UA/19065/01/01
0,5 mr/mn no 10 mn "APTEPIYM marepianis: 3miHu | Tuny - 3miHu 3 peyenma
y thnakoHi 3 nTar AaKocTi. A®l. Cuctema
HacocoMm 03aTopoM KOHTelHep/3aKynopoBasibHWiA 3aci6.
i3 posnuoBayem; 3mina y 6e3nocepeHiin ynakosui A®I
no 1 dpnakoHy B (iHWi 3miHW)
nauui BHECEHHS 3MiH B MaTepianu
peEeCTpaLinHOro 4oCbe po3ainy
3.2.5.6.2. Secondary packing
noB’A3aHe 3 YTOUHEHHAM MOX/IMBOCTI
ynakyBaHHS [OAAaTKOBOro po3mipy
cy6CTaHLii KennomeTasoniHy
rigpoxnopuay.
171. | NAMIPEH® renb1%;nol15r MPAT YkpaiHa MPAT "®ITO®APM" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 UA/6136/02/01
a6o no 30 ry Ty6i; "®ITOPAPM" mMarepianis: 3MiHu | TUNY - 3MiHW WoOA0 peuenma
no 1 Ty6i B nayui 3 6e3nekn/edeKkTMBHOCTI Ta
KapTOHYy hapmakoHarnsay (iHwi 3MiHKn) - 3MiHK
BHECEHi B TEKCT MapKyBaHHS Ha
BTOPVHHII YNakoBKLi /likapCbKoro
3aco6y Wo40 BuAasieHHs iHghopMadi
pOCilicbKo MOBO. TepPMiIH BBEAEHHS
3MiH - MpOTAroM 6 MicAuis nicns
3aTBEPAKEHHS
172. | NA®AKCUH® XR | Tabnetku [Lekcenb I13painb BMPOGHMLITBO I3painb BHECEHHS 3MiH 10 peecTpaviinHmx 3a UA/19740/01/01
ACIHO NPOSIOHroBaHoI g, dapma npoaykuii in bulk Ta marepianis: TexHiyHa nomuka (3rigHo peyenmom
no 150 mr no 14 TexHOonomxu3 BWMYCK Cepii: Haka3ly MO3 Big 23.07.2015 Ne 460)
TabneTok y 6nicrepi; nra. [Jekcenb ®apma BUNPAaB/IEHHA TEXHIYHOT MOMUIIKN

no 2 6nictepun y
KapTOHHIM navui

TexHonomxus Jita,.,
I13painib; nepBuHHE
Ta BTOpPUHHE
nakyBaHHs,
BMNPOOYBaHHSA

3rigHo n.2.4. po3giny VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 Ykpainu Big

23.07.2015 p Ne 460), gonyLieHoi npn

npoBefieHHi npoueaypw peecTtpauii B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTPOJI0 SIKOCTI: cneuudikayii 3aTBepmxkeHnx MKA M3
[Oekcens N14., (Haka3 MO3 Ykpainu Big 10.11.2022
I3painb; Ne2036, P UA/19740/01/01)
BMMPOGYBaHHSA 3a3HauyeHi BUNpaB/ieHHs BiAMoBigalTb
KOHTPO/TIO AKOCTI maTepianiam peecTpauiiiHoro ocbe
(Mikpo6ionoriyHwuii
KOHTpOsib): TOB
“IHCTUTYT Xap4oBoil
Mikpobionorii Ta
CMOXWUBYUX TOBApIB”,
13painb
173. | NEBEMIP® PO34nNH NS iH'EKLN, AIT HoBso NaHis A/T Hoso Hopagick, [Nanis/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/4858/01/01
®NEKCNEH® 100 OA/mn; no 3 mn Hopgick [aHisi (BUpOGHMK Bpasunis/ Marepianis: 3miHu Il TRy - 3miHK peyenmom
y KapTpuaxi; no 1 0Ns 36upaHHs, PpaHuis wopo 6e3snekv/etpekTMBHOCTI Ta

KapTpuaKy B
6araTo030Bil
0iHOPa3oBiii
Lwnpuy-pyyL; no 1
abo 5 wnpuu-pyyok
Y KapTOHHiIli kKopoobLi

MapKyBaHHs Ta
ynakoBka
®nekcleH®,
BTOPWHHE
nakyBaHHs); AIT
Hoso Hopgaick,
[aHis (BUpO6HMK
Hepo3acoBaHoro
NpOAYKTY,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka, KOHTPO b
AKOCTI Ta
BiANOBiAA/IbHWIA 32
BWMYCK Cepili
KiHL,EBOrO
npoaykty); A/T Hoeo
Hopgaick, JaHis
(mapkyBaHHs Ta
ynakoska
dnekcleH®,
BTOPWHHE
nakyBaHHs); HoBo
Hopgaick MNMpoaykao
dapmaceyTika go
Bpasinb NITaa.,
Bpasunist (BUpO6HUK
Hepo3dghacoBaHOl
NpoAyKuii,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoska Ta
36MpaHHs,
MapKyBaHHs Ta

thapmakoHarnsgy. BHeceHHss abo
3MmiHa(n) fo 3060B'A3aHb T2 yMOB
BMAAui peecTpayiiiHoro NocBifg4YeHHs,
BKtoYatoum MnaH ynpaeniHHA
pv3ukamm (iHWi 3MiHK1) 3aABHUKOM
HafiaHO OHOBJIEHWIA 3rigHO 3 BUMOramu
no CtaHgapTvu3oBaHoro gpopmary
nypP (EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2,
Human Medicines Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —
in integrated format) Ta pesynbtatamu
thiHaNIbHMX K/IHIYHKX JOCTTIKEHD
nnaH ynpasniHHA pu3vikamn s
nikapcbKoro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
ynaxkoska
dnekcleH®,
BTOPWHHE
nakyBaHHs); HoBo
Hopgaick
MpoatokcboH CAC,
®paHLis (BUPOOHUK
npoAyKLii 3a MOBHUM
LIMKI0M)
174. | TIEBOKOM TabneTku AciHo Papma LLiBefiuapi MoBHWI LKN LLiBeiuapis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/16261/01/01
PETAP/ ACIHO NPONOHIoBaHoI Aji, Al a BUpPOGHULTBA: EcToHiA mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenmom
no 200 mr/50 mr, no AciHo ®apma AT, akocTi. CepTtucpikat BignosigHoCTI/IE-
10 TabneTtok y LLiBeiiuapis cepTudikaT BignoBigHOCTI
6nictepi; no 3 abo nepBuHHa Ta €Bponeiicbkili
10 6nicTepiB y BTOPVHHA ynakoBKa: thapmakonei/moHorpadii. NMogaHHA
KapTOHHI Kopoo6Li AciHo ®apma AT, HOBOro abo OHOBNIEHOro cepTudikaTa
LLiBeiiuapis Bi4NoBIAHOCTI a60 BUMYYEHHS
albTepHaTVBHa cepTudpikaTa BignoBiAHOCTI
OinbHUUS ons €Bponelicbkiin hapmakonei: ana Adl;
NepBUHHOTO Ta ONS BUXiAHOrO
BTOPVHHOTO martepiany/peareHTy/nPOMiKHOro
nakyBaHHS: NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
AciHo EcToHia OY, BUPOGHMLTBI A®I; ANns AONOMDKHOT
EcToHin peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHWIA cepTudikaT Bif yxe
3aTBEP)KEHOr0 BUPOOHYKA - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponechbkili
hapmaxonei Ne R1-CEP 2009-174 -
Rev 02 (3aTBepmkeHo: R1-CEP 2009-
174 - Rev 01) ana A®| nesogona Bif
3aTBEPAKEHOr0 BUPOGHMKA
SHANDONG XINHUA
PHARMACEUTICAL CO,, LTD.
175. | IEBOKOM TabneTku AciHo dapma LLisefuapi MoBHWI KN LLsenuapis/ BHECEHHS 3MiH 0 peecTpalinHmx 3a UA/16260/01/01
PETAPZ ACIHO NPOMOHIoBaHOI Aji, Al A BMPOGHMLTBA: EcToHiA marepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
no 100 mr/25 wmr, no AciHo ®apma Arl', aKkocTi. CepTudikat BignosigHOCTI/TE-
10 TabneTtoK y LLiseiiuapis cepTtudikaT BifgnoBigHOCTI

6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHI KOpOOL

nepBuHHA Ta
BTOPWHHA ynakoBKa:
AciHo ®apma Arl',
LLiBeiiuapis
anbTepHaTMBHa
AinbHUUA Ans
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHS:

€Bponeiicbkili
hapmakonei/MoHorpadii. MogaHHs
HOBOro ab0o OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignNoBigHOCTI
€sponelicbkin hapmakonei: ana Adl;
LA BUXIQHOrO
martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYKOTHCH Y
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Homep

n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakosKa)

AciHo EcToHia OY,
EcToHiA

BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2009-174 -
Rev 02 (3aTBepmxkeHo: R1-CEP 2009-
174 - Rev 01) ana A®l nesogona Big,
3aTBEPAKEHOr0 BUPOBGHMKA
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.

6e3

UA/1197/01/01

176.

NEBOMEKO/1b

Masb 1o 40 ry Ty6i;
no 1 Ty6i B nauui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny -
AIMiIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOOHUYOI AiNbHULI (BKNOYA0UM
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro NikapCbKoro
3acoby, AiNbHULi 418 NPOBEeAEHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAa/ILHOIO 3a BUMYCK Cepil,
MicLLe NPOBeAEHHS KOHTPOSIIO cepii)
abo noctavasibHVKa BUXIAHOMO
Marepiany, peareHTy abo AOMNOMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE)
Bunyuenns ginbHuui Northeast
Pharmaceutical Group Co., Ltd. No.
37, Zhonggong Bei Street, Tiexi
District, Shenyang , China.
3MmiHu | TMRY - 3MiHK 3 SKocTi. API.
KoHTposnb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTuMmx
MeX, BU3HAUYEHNX y crieumdpikaLisax Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoayKTt/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLeCi
BUpO6HMLUTBa AD| (BUNYUYEHHS
He3HayHOro nokasHuka siKocTi
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)) BunydeHo 3i cneuundikawi
Ad| (xnopamdpeHikony) apyry
laeHTudikaujio B (Temnepatypa
naaBfeHHs). BHECEHHs NpUMITKY
LLIOA0 NPUrOTYBaHHS
penpeseHTaTUBHOI NPo6u Ans
npoBeeHHs ineHTudikauii MmeTogom

14-cnekTpockonii. 3miHu | Trny - 3MiHK

peyenma




152

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3 akocTi. A®Il. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BUSHAUEHUX Y
cneuudikalisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
BU/TyYEHHS MOBHOTO BUKIAAEHHSA
MEeToAUKM BU3HayeHHsa MBY ana A®|
xnopamdeHikon.
3MiHn | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMMX
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPO6HMLUTBA ADI (iHLLI 3MiHK)
BWIYYEHHS PO3Ainy «PO3UYMHHICTb» 3i
cneuudikaLii Ta aHaniTMYHUX METOAMK
ona A®| xnopamdeHikon. 3minu | Tuny
- 3MiHM 3 AkocTi. AL, KoHTponb AdI.
3MiHa y napameTpax crneuudikawii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX
y crneumdikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BUPOGHMLTBA AP (iHLLI 3MiHW)
[OMOBHEHHSA METOAUKN «3a/TLLKOBI
KiNNbKOCTi OpraHiyHnX po34NHHUKIB»
BM3HAYEHHAM BMICTYy eTaHony ans Ad|
XnopamdeHikon. 3miHu | Tuny - 3MiHn
3 AkocTi. CepTudpikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
Y BiAMNoBigHICTb A0 MOHorpadii 4dY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
aepxasun €C (iHWi 3MiHN)
3MiHM y cneumgikauii Ha A®I
(xnopamcperikony): Po3gin «KinbkicHe
BM3HAYEHHS» , 3aMiHa meTogy C® Ha
meTog BEPX (3aTBepaXeHo: Big,
98,0% fo0 102, 0% B nepepaxyBaHHi
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ha cyxy peyoBuHy (JdY 2.2.25),
3anpornoHoBaHo: Big 97,5% a0 102,
0% B NnepepaxyBaHHi Ha Cyxy
peyoBuHy (APY, EP 2.2.29,2.2.46)
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS
y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo
iHLWOI HaujoHanbHOT chapmakonel
aepxasn €C (iHWi 3MiHW) 3MiHW Y
cneumdikauii Ha Ad|
(xnopamdpenikony): Po3gin
«CynpoBifHi AOMILLKW», NPUBEAEHO A0
Bumor EP, 3amiHa metogy TLUX Ha
meTtos BEPX. 3minu Il Tuny - 3MiHn 3
akocTi. A®l. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NpoAyKTy/pearenty, Lo
BUKOPVCTOBYIOTCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHA KOHTPoso skocTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI E€BpONechbkili
chapmakonei y 3aTBepgKeHOMYy [0CbE)
(BBEAEHHA HOBOrO BMPOGHMKA AP 3
HajaHHAM macTep-chaiina Ha Adl)
3MiHU BUPOGHMYOT AinbHUL AD
(xnopamdeHikony),cxema CUHTE3y Ta
BMKOPWCTaHi MaTepiasinm Ta npouec
BUpo6HULUTBa AP| He 3MiHMBCS,
(3aTBepaxeHo:Northeast
Pharmaceutical Group Co., Ltd. No.
37, Zhonggong Bei Street, Tiexi
District, Shenyang , China
3anponoHosaHo: Northeast
Pharmaceutical Group Co., Ltd. No.
29, Zhonxilli Dong Road, Economic
Development District, Shenyang China

177.

NEBOMILETUH

MOPOLLOK ANA
PO34UNHY A5 iH'EKLIA
no 0,5 r pnakoHn 3
MOPOLLKOM

MAT
"Kuismegnpen
apart”

YkpaiHa

MNAT
"Knismegnpenapar"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Cucrema
KOHTeWHep/3aKynoptoBasibHui 3aci6

3a
peyenmom

UA/2952/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
(iHWi 3MiHW) BUNYyYEHHS 3 po3giny
3.2.P.7 Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6,
HaliMeHyBaHHS ipM-BYPOGHMKIB
nepBMHHMX NakyBaslbHUX MaTtepianis
178. | NEBOMILETUH MOPOLLIOK ANs MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/2952/02/02
pO3unHy NS iH'ekuin | "KniBmegnpen "KviBmegnpenapart” marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
no 1,0 r pnakoHn 3 apart" AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
NMOpPOLLKOM Cuctema
KOHTelHep/3aKynoploBasibHuiA 3aci6
(iHWi 3MiHW) BUNYYeHHS 3 po3ainy
3.2.P.7 Cucrema
KOHTeliHep/3aKyrnopoBabHWii 3aci6,
HaliMeHyBaHHs1 hipM-BUPOGHMKIB
NepPBVHHMX NaKyBa/lbHUX MaTtepianis
179. | NEBOUWNH-H PO34uH ANs iHdy3il, TOB YkpaiHa HeposchacoBaHuii peuis/ BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/12842/01/01
500 mr/100 mn; no «®APMACEN NPOAYKT, NepBMHHA Ykpaina marepianis: 3MmiHu | TUny - peyenmom
100 mn a6o no 150 » ynakoBKa, BTOPUHHA AfMiHICTpaTMBHI 3MiHWU. 3MiHa
My conakoHi; no 1 ynakoBKa, KOHTPO/b: HaliMeHyBaHHA Ta/abo agpecu
dhnakoHy B nauvui 3 BIOCEP C.A. 3asBHUKa (BNacHvKa peecTpauiiHoro
KapToHy; no 100 mn NMAPEHTEPA/ noceigyeHHs). 3miHa pUaNYHOT
a6o 150 mny COJowHC agpecu 3asiBHVKa (B/lacHMKa
donakoHi; no 10 IHOACTPI, peuis peecTpaLiiHOro NocBigYEHHS).
dhnakoHIiB y Kopobui KOHTpO/b, BUMYCK
cepi:
TOB "®APMACEN",
YKpaiHa
180. | NIEMNPOPEANIH iMnnaHTar no 3,6 wr, CaHpo3 CnoBeHis EBEBE ®apma ABcTpis/ BHECEHHS 3MiH [JO peecTpaviinHmx 3a He UA/13229/01/01
CAHAO3® no 1 wnpudy 3 dapmacsbloTika lec.m.6.X. Hopr. KI'., HimeuyunHa marepianis: 3miHu | TUNy - 3MiHK Woao | peyenmom nionszae
iMnnaHTatom Ta n3 a.Aa. ABCTpis (BUMyCK 6e3nekn/edekTBHOCTI Ta

BOJIOrONOrIMHAYeM
y nakeTi, no 1, a6o
3, abo 6 nakeTis B
KapTOHHIA KopooLi

cepii); EBEP ®apma
Viena Tm6X,
HimeuunHa
(BUpPOGHMLTBO "in
bulk", nakysaHHs,
BUNYyCK cepil,
BTOPUHHE
nakyBaHHs); CaHgo3
'M6X - Bupo6Huya
AinbHUUA
AHTUiIHeKUilHI TN3
Ta XimiuHi onepauji
KyHanb (AIXO M3
KyHanb), ABCTpis
(Bunyck cepir)

thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJZIMYHOro 3aCTOCYBaHHs Ha niacrasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[OCnigpKeHb 3 6e3neKn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNILKEHD,
npoBefieHnxX BignoBifHO 40 nnaHy
negiatpnyHnx gocnimxkers (PIP)
(3MiHY Y3ro/pKeHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHV BHECeHI A0 iHCTPYKLi ans
MeZMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ainu "OcobamBocTi
3acTocyBaHHs", "MNob6ivHi peakuii”
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3nekn Aito4oi peyoBUHN.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALUiB
nicnsa 3aTBepKEHHsS
181. | NENEXUN KopeHesuLa; no 30 MpAT YkpaiHa MpAT "“NikTpasu" Ykpaina BHECEHHS 3MiH [J0 peecTpaviinHmx 6e3 UA/5771/01/01
KOPEHEBULLA raéono 75r, abo "NikTpasn" mMartepianis: 3MiHu | TURY - 3MiHK 3 peyenma
no 100 r y nauui 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
BHYTPILLHIM Cuctema
nakeTom; KOHTeliHep/3aKynopioBasibHUIA 3acio
no 1,5 r B oinbTp- (iHWi 3MiHW) - BHECEHHS 3MiH A0
naketi; no 20 cneumaikavii 3 KOHTPO/IHO NePBUHHOTO
iNbTp-nakeTiB y nakyBasibHoro matepiany (Manip
nayyj abo y nauui 3 hinbTpyBasbHWiA), a came
BHYTPILLHIM NakeToM [IOMOBHEHHS NOKa3HMKa
«lgeHTudikalis (30BHiLLHI 03HaKN)»
BK/TIOYEHHAIM [0AaTKOBMX O3HaK AN1s
Bi3ya/IbHOr0 KOHTPO/I0 «6) Konip»
182. | NEPNIOK TabneTkun, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpalinHmx 3a UA/4427/01/01
NNiBKOBOIO "®PapmaueBTu "papmMmaueBTNYHa MaTtepianis: 3MiHU | TUNYy - 3MiHK 3 peyenmom
060/10HKO10, M0 250 YyHa hipma hipma "JapHuus" sIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
mr; no 5 TabneTok y "fapHuus” KOHTpO/Ib fOMOMIKHUX PEYOBUH.

KOHTYPHiIl
YapyHKOBIli
ynakosLj; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLii
y nayui; no 10
TabneTtok y
KOHTYPHili
YapyHKOBIl
ynakosui; no 10
KOHTYPHUX
YapyHKOBUX
yNakoBOK y nauLli

3mMiHa y MeToAax BUNpo6yBaHHS
O0NOMDKHOT PEYOBUHU (iHLLI 3MiHU Y
MeToAax BuNpobyBaHHSA (BKIHOUaouM
3amiHy abo AofaBaHHs)) BHECEHHS
3MiH Ha [ONOMiXXHY PeYOBUHY
makporos 4000, a came: 3a
NoKasHMKOM "ETnNeHoKcung, i giokcaH"
3anpornoHoOBaHoO BBEAEHHSA HOBOI in-
house meToavku BunpobyBaHHs X
(AdY, 2.2.28), W0 € a/bTepHaATUBHOO
MeTOAMLj, 3a3HayYeHoi B MOHorpadii
€ «Macrogols»; BHECEHHSI
CTUNICTUYHUX Ta pefakLUiiHnX Npasok,
6€3 3MiH BCTAHOBJIEHWX KpUTEpIli
NPUAHATHOCTI 38 AaHWM MOKa3HUKOM

AKOCTi. CynyTHSA 3MiHa- 3MiHW 3 AKOCTI.

[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
[L0MOMDKHMX PevyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX 418 LONOMDKHOT
pPeyvoBUHM (iHWi 3MiHK). 3MiHu | TURy -
3MiHM 3 siKoCTi. [OTOBWMIA NikapcbKnii
3aci6. KOHTposib A0NOMDKHMX
peyoBuH. 3mMiHa napameTpis
cneundikauii Ta/abo gonycTuMmx
MeX A/151 [OMOMDKHOI pe4OBUHM
(BUyYeHHs 3i cneumndikauii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

HEe3HaYyHOro NokasHuka (Hanpvknag
3acTapisioro NoKasHUKa)) BUNYYeHHs 3i
cneuudikaLii Ha JOMOMKHY PeqyoBUHY

Makporosn 4000 nokasHuKa sIKOCTi
«Baxkki MeTanim», BignoBigHO A0 BUMOT
ICH Q3D Guideline for Elemental
Impurities. 3miHu | TMny - 3MiHKW 3
aKocTi. CepTudikat BignosigHOCTI/TE-
cepTtudikaT BifnoBigHOCTI
€Bponeiicbkil
thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPVBEAEHHS

Y BiAMNoBigHICTb A0 MOHorpadii 4dY

abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
aepxasun €C (iHWi 3MiHW) NPYBEAEHHS
cneuudikauii Ta MeToaiB KOHTPOSO
AKOCTI Ha JOMNOMiXHY PEYOBUHY
Makporon 4000 [0 BUMOT Ajto4Oi
MoHorpadii «Macrogols»
€sponelicbkoi Papmakoner,
BignosigHo go p. 3.2.P.4.1.
Cneundikauii Ta 3.2.P.4.2. AHaNiTUYHI
METOANKMN BHECEHO HACTYNHI 3MiHW: A0
n. "loeHTudpikauis”, "MNpo3opicTb
po34rHy", "KoNIbOPOBICTb PO3UYMHY",
"KMCNOTHICTb ab0 NYXHICTb",
"lgpokcnnbHe umcno”, "Boga”,
"BifgHOBNIOKOYI pevyoBuHK" Ta
"®dopmanbgerig” - aHaniTuyHi metToamn
KOHTPOTIO 3aINLINANCE 6e3 3MiH,
BHECEHi peflakLiiiHi npasku, Wwo
ochbopmneHi BiANOBIAHO A0
pekomeHAaLjin Ta ctunictukm AdY; n.
"KiHemaTtuuHa B'askicTb", "AnHamiyHa
B'A3KICTL" - aHaUTITUUHI METOAVKN
KOHTPOJTIO 3a/IMLLEHI 6e3 3MiH,
BHECEHO peAakLiliHi npaBku,
BiANOBIAHO A0 Aitoyoi MOHOrpadii
"Macrogols" €Bponeicbkoi
dapmakonei BUSHAYEHHS NOKa3HUKIB
"KiHemaTtuyHa B'AskicTb" i "AuHamiuHa
B'A3KICTb" MPOBOAUTBLCS B pamkax

TecTy "B'A3KICTb". TakoX YyTOYHEHO

3HAYEHHS TYCTUHM, WO

BUKOPWCTOBYETLCA [/151 PO3PaxyHKY
OVHaMIYHOT B'A3KOCTI; N. "PO3UYMHHICTB"

- BignoBigHo Ao sumor Aoy 1.4.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
"MoHorpadii" faHuii NokasHUK Mae
pekoMeHAaLiliHiX XapakTep, Ha Lji
nigcrasi, BUMOrM O PO3YUHHOCTI
cy6CTaHLii nepeHeceHo A0 3arasibHunX
BNACTNBOCTEN; NOKa3HUK
"Mikpob6ionoriyHa uncrora”
npuBeaeHnii BignoBigHoO A0 BUMOr €
2.6.12,5.1.4.
183. | NEP/IOK TabneTkun, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/4427/01/02
NAiBKOBOO "®apmaueBTu "®apmavueBTUYHa Marepianis: 3miHu | Tvny - 3MiHu 3 peyenmom
060/10HKO10, M0 500 YyHa hipma hipma "JapHuus” AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
mr; no 5 TabneTtok y "fapHuus” KOHTpO/Ib fOMOMIKHNX PEYOBUH.

KOHTYPHiIl
YapyHKOBIli
ynakosLj; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLii
y nayui; no 10
TabneTtok y
KOHTYPHili
YapyHKOBIl
ynakosLi; no 10
KOHTYPHUX
YapyHKOBUX
yNakoBOK y nauLli

3miHa y MeToAax BUNpoGyBaHHS
O0NOMDKHOT PEYOBUHU (iHLLI 3MiHU Y
MeToAax BunpobyBaHHS (BKIHOUaouM
3amiHy abo AofaBaHHs)) BHECEHHS
3MiH Ha [ONOMiXHY PeyOBUHY
makporos 4000, a came: 3a
nokKasHMKoOM "ETuNeHoKeng, i giokcaH"
3anponoHoBaHO BBeAEHHS HOBOT in-
house meToavkn BunpobyBaHHs X
(AdY, 2.2.28), Wo € anbTepHATUBHO
MeToAuLj, 3a3Ha4YeHoi B MOHorpadii
€ «Macrogols»; BHECEHHSI
CTUNICTUYHMX Ta pefakLiiHAX NpaBok,
6e3 3MiH BCTAHOBJIEHWX KpUTEpIli
NPUAHATHOCTI 38 AaHWM MOKa3HUKOM
akocTi. CynyTHSA 3MiHa- 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
L0NOMDKHMX PevyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX 418 LONOMDKHOT
peyoBUHM (iHWi 3MiHK). 3MiHu | TURy -
3MiHM 3 SKOCTi. [0TOBWIA NiKapCbKUiA
3aci6. KoHTposib AONOMDKHMX
peyoBuH. 3miHa napameTpis
cneundikauii Ta/abo gonycTuMmx
MeX A/151 [OMOMDKHOI pe4OBUHM
(BnyyeHHs 3i cneumndikauii
He3HaYyHOro nNokasHuka (Hanpvknag
3acTapisioro NoKasHUKa)) BUNYYEHHS 3i
cneuudikaLii Ha JOMOMKHY PeqyOBUHY
Makporosn 4000 nokasHuKa sIKOCTi
«Baxkki MeTanim», BignoBigHO [0 BUMOT
ICH Q3D Guideline for Elemental
Impurities. 3miHu | TMny - 3MiHKW 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

E€Bponeiicbkil
hapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
Y BiAMNoBigHICTb A0 MOHorpadii Y
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
aepxasun €C (iHWi 3MiHW) NPYBEAEHHS
cneuudikauii Ta MeToaiB KOHTPO/O
AKOCTI Ha [OMNOMiXHY PEYOBUHY
Makporon 4000 [0 BUMOT Ajito4Oi
MoHorpadii «Macrogols»
€sponelicbkoi Papmakoner,
BignosigHo go p. 3.2.P.4.1.
Creundikauii Ta 3.2.P.4.2. AHaNiTU4HI
METOANKMN BHECEHO HACTYNHI 3MiHW: A0
n. "loeHTudpikauis”, "Mpo3opicTb
po34rHy", "KONbOPOBICTb PO3YMHY",
"KMCNOTHICTb ab0 NYXHICTb",
"lgpokcnnbHe umcno”, "Boga”,
"BifgHOBNIOKOYI pevyoBuHK" Ta
"®dopmanbgerig” - aHaniTuyHi metToamn
KOHTPO/TIO 3a/INLINANCE 6e3 3MiH,
BHECEHi peflakLiiiHi npasku, Wwo
ochbopmneHi BiANOBIAHO A0
pekomeHAaLjin Ta ctunictukm AdY; n.
"KiHemaTtuuHa B'askicTb", "AnHamiyHa
B'A3KICTL" - @HaUTITUUHI METOAVKN
KOHTPOJTIO 3a/IMLLEHI 6e3 3MiH,
BHECEHO peAakLiliHi npaBku,
BiANOBIAHO A0 Aitoyoi MOHOrpadii
"Macrogols" €Bponeicbkoi
dapmakonei BUSHAYEHHS NOKa3HUKIB
"KiHemaTtuyHa B'AskicTb" i "AuHamiuHa
B'A3KICTb" MPOBOAUTBLCS B pamkax
TecTy "B'A3KICTb". TakoX YyTOYHEHO
3HAYEHHS TYCTUHM, WO
BUKOPWCTOBYETLCA [/151 PO3PaxyHKY
OVHaMIYHOT B'A3KOCTI; N. "PO3UYMHHICTB"
- BinoBigHo Ao sumor AdY 1.4.
"MoHorpadii" faHuii NokasHUK Mae
pekoMeHAaLiliHiX XapakTep, Ha Lji
nigcrasi, BUMOrM O PO3YUHHOCTI
cy6CTaHLii nepeHeceHo A0 3araslbHunX
BN1ACTUBOCTEN; NOKa3HNK
"Mikpob6ionoriyHa uncrora”
npuBeaeHnii BignoBigHO A0 BUMOr €
2.6.12,5.1.4.

184.

NIJA3A-

MOPOLLOK ANs

TOB "3

YKpaiHa

TOB "3

Ykpaina

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/5773/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BIO®APMA po3uunHy s iH'ekuin | "BIO®PAPMA" "BIO®APMA", marepianis: 3miHu | Tuny - peyenmom
no 64 O4; 5 AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
h1aKoHiIB 3 BMPOBHUYOI AiNbHULI (BKNOYa0UM
MOPOLLKOM Y AinbHUUi ana A®l, npomikHoro
6nictepi; no 2 NpoAyKTY abo roToBOro NiKapcbkoro
6nictepun y nauui 3 3acoby, AinbHULi 4118 NpoBeAeHHSA
KapToHY nakyBaHHs!, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPOSIHO cepil)
ab0o nocTavasibHMKa BUXiAHOMO
MaTepiany, peareHTy abo A0MNOMIKHOT
PeYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE)
(A7.1A)
BunyyeHHs1 BUpo6HuKa cybcTaHLil
FanypoHigasa MpAT «Biothapma,
YkpaiHa
185. | NNIKBECTIA® TabneTkn, BKpUTI AT "dapmak” YkpaiHa xeHedhapm CA Mpeuis BHECEHHS 3MiH [J0 peecTpaviinHmx - UA/17566/01/01
NAiBKOBOO marepianis: 3miHu Il Tuny - 3miHun 3
o060s10HKoI0, Mo 80 akocTi. A®l. BUpo6HMUTBO (iHLLI 3MiHW)
mr, in bulk: 550 a6o 3MiHVW Y 3B’AI3KY 3 OHOBJ/IEHHAM Bepcil
600 a6o 650 ASMF Ha A®l cpebykcocTary
6nicTepiB y kopobui BMpOGHMLUTBa Alembic
Pharmaceuticals Limited, IHAjs.
3aTtBeppxeHa sepcis: ASMF FEB-EU-
EP-AP-2016-00. OHOBNEHA Bepcisi:
ASMF FEB-EU-EP-AP-2021-00
186. | NIKBECTIA® TabneTkun, BKPUTI AT "dapmak” YkpaiHa xeHnecapm CA pevis BHECEHHS 3MiH [0 peecTpalinHmx - UA/17566/01/02
NNiBKOBOIO mMaTtepianis: 3miHu Il TUny - 3MiHu 3
060/10HKO10, M0 120 AKoCTi. APl. BUpo6HULTBO (iHLUi 3MiHNK)
mr, in bulk: 480 a6o 3MiHW y 3B’I3KY 3 OHOB/IEHHAM BepCii
520 a6o 560 ASMF Ha A®l chebykcocTaty
6nictepiB y Kopobui BUpo6HMLUTBa Alembic
Pharmaceuticals Limited, IHgis.
3arBepmxeHa Bepcia: ASMF FEB-EU-
EP-AP-2016-00. OHOBNEeHa Bepcis:
ASMF FEB-EU-EP-AP-2021-00
187. | NIKBECTIA® TabneTku, BKPUTI AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [JO peecTpaviinHmx 3a UA/17565/01/02
NNiBKOBOO (BMPOGHMLTBO 3 marepianis: 3miHu Il Tuny - 3miHn 3 peyenmom
060/10HKOH0, M0 120 nakyBaHHs in bulk AKocTi. A®l. BUpo6HULUTBO (iHLWi 3MiHK)
Mr; no 14 TabneTok ipMun-BUPOGHIMKa 3MiHW Y 3B’AI3KY 3 OHOBJ/IEHHAM Bepcil
y 6nictepax, no 2 [xeHedapm CA, ASMF Ha A®I chebykcocTaty
abo 4 6nictepn y Mpeuis) BMpo6HMUTBa Alembic
nauui Pharmaceuticals Limited, IHAjs.
3aTtBeppxeHa sepcis: ASMF FEB-EU-
EP-AP-2016-00 OHOB/ieHa Bepcis:
ASMF FEB-EU-EP-AP-2021-00
188. | NMIKBECTIA® TabneTku, BKPUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/17565/01/01
NNiBKOBOIO (BUPOGHMLTBO 3 MaTtepianis: 3miHu Il TMny - 3MiHK 3 peuyenmom




160

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
o060s10HKo0, Mo 80 nakyBaHHs in bulk akocTi. A®l. BUpo6HMUTBO (iHLLi 3MiHW)
Mmr; no 14 TabneTok hipMun-B1pobHUKa 3MiHW Y 3B’AI3KY 3 OHOBJ/IEHHAM Bepcil
y 6nictepax, no 2 [xeHedapm CA, ASMF Ha A®I cbebykcocTaty
abo 4 6nictepn y pevis) BMpOG6HMLTBa Alembic
nauui Pharmaceuticals Limited, IHAjs.
3aTtBeppxeHa Bepcia: ASMF FEB-EU-
EP-AP-2016-00 OHOBNEHa Bepcisi:
ASMF FEB-EU-EP-AP-2021-00
189. | NIHNAP3A TabneTkun, BKPUTI AcTpa3eHeka LLseuis BMPOGHMLITBO CnonyJeHi BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/14747/02/01
NAiBKOBOO ABb Tabnetok Wratn/ marepianis: 3miHu | TUny - peyenmom nionsizae
060/10HKO10, M0 100 onanapuoy (etan Benvka AAMiHICTpaTVBHI 3MiHW. 3MiHa
Mr, Mo 8 TabneTok B BMPOGHULITBA BpuTaHis/ HaliMeHyBaHHS Ta/abo agpecu micus
6nictepi; no 7 €KCTpyA,0BaHOro LLBeuis NPOBaKEHHS AiS/TbHOCTI
6nictepis B NPOMDXHOro BUPOGHMKa/iMnopTepa rotoBoro
KapTOHHI KOpOOL NPOAYKTY Ta NiKapcbKoro 3acoby, BKIoYaoum

nicNsekcTpysinHuii
eTan BMpoOHULITBA),
KOHTPO/b AKOCTI:
AGGBI NimiTepn,
CnonyuyeHi WTtatw;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
AcTpa3eHeka HOK
Nimiten, Benvka
BputaHis;
BMPOOHULITBO
TabneTok
onanapuby (etan
BMPOOHULITBA
€KCTPyA,0BaHOro
MPOMiXXHOr0
NpoAyKTy Ta
nicnsekcTpysinHnii
eTan BNpPOGHMLTBA),
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK Cepil:
AcTtpa3eHeka Ab,
Lseuis;
KOHTPO/1b SKOCTI:
AcTtpa3eHeka Ab,
LLseuis

AinbHULI BUNYCKy cepii abo micue
NpoBeEHHA KOHTPOJIO SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae

BMPOGHMK/IMNOpTeEp, BK/OYaUM

BUNYCK Ccepiit) - AAMiHiCTpaTMBHA

3MiHa MOLITOBOrO iHAEKCY 6e3 3MiHU
(haKTMYHOrO MiCLLe3HaXOMKEHHS
BUpo6HuKa N3 AstraZeneca AB
(Gartunavagen); 3MiHW BHECEHO B
IHCTpYyKLUil0 415 MeaUyYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3ain «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus

NPOBaXEHHS NOro AiANbLHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTi

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MicSLiB NicnsA 3aTBEPAKEHHS; 3MiHM |
TMNy - AQMiHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMpPOGHVKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKoYaoum

AiNbHULI BUNYCKY cepii abo micue
NPOBefEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a SKy Bignosifae

BMPOGHMK/IMNOPTEpP, He BKIYaoum
BMNYCK Cepiit) - AOMiHiCTpaTMBHA

3MiHa NOLITOBOrO iHAEKCY 6e3 3MiHn
(haKTMYHOrO MiCLLEe3HaXOMKEHHS
BMpOGHUuKa 13 AstraZeneca AB

(Forskargatan 18). BBeieHHs 3MiH

npoTArom 6-Tm MicauiB nicns
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aTBEPAKEHHSA
190. | NIHAOAP3A TabneTkn, BKpUTI AcTpa3eHeka Lseuis BMPOOHULITBO Cnony4yeHi BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/14747/02/02
NNiBKOBOIO Ab Tabnetok LWratwn/ marepianis: 3mMiHu | Tuny - peyenmom nidnsieae
o060510HKot0, No 150 onanapuby (etan Benuka AZMiHICTpaTMBHI 3MiHK. 3MiHa
Mr, o 8 TabneTok B BMPOOHULITBA BputaHis/ HaliMeHyBaHHs Ta/abo agpecy Micus
6nictepi; no 7 €KCTPyA,0BaHOro Lseuis NPOBaKEHHS AiS/IbHOCTI
6nictepis B MPOMiXXHOr0 BMpOGHVKa/iMnopTepa rotoBoro
KapTOHHIA KOpooLi NPOAYKTY Ta niKkapcbKoro 3acoby, BKIoYaoum
nicnsekcTpysiiHni OinbHULI BUNYCKY cepii abo micue
eTan BNpPOGHMLTBA), NPOBeAEHHS KOHTPOJTIO SKOCTI.
KOHTPO/b AKOCTi: (BisnbHICTb, 3a SKy Bignosigae
AG6BI NimiTeg, BMPOGHMK/IMNOpTEp, BKIOYAYM
CnonydeHi Wratn BMNYCK Cepiit) - AOMiHiCTpaTMBHA
nepBuHHE Ta 3MiHa NOLUTOBOrO iHAEKCY 6e3 3MiHN
BTOPVHHE (haKTMYHOrO MiCLLEe3HaXOMKEHHS
nakyBaHHs, BMpOGHUWKa 13 AstraZeneca AB
KOHTPO/b SKOCTI, (Gartunavagen); 3MiHW BHECEHO B
BWMYCK Cepii: IHCTPYKLUi0 415 MegnyHOro
AcTpa3eHeka FOK 3aCTOCyBaHHSA NiKapcbkoro 3acoby y
NimiTen, Benvka po3ain «Micue3HaxoKeHHs
BpuTaHis BMpOGHUKa Ta agpeca Micusa
BMPOGHMLITBO NPOBaKEHHS OT0 AiS/IbLHOCTI» 3
Tabnetok BIANOBIAHUMU 3MiHAMU Y TEKCTI
onanapuby (etan MapKyBaHHS yNakoBKU /ikapCbKoro
BMPO6HULITBA 3acoby. BBegeHHs 3MiH NpoTArom 6-Tu
eKCTpyA0BaHOro MicALB Nicnsa 3aTBEPAXEHHS; 3MiHN |
MPOMiXXHOro TMny - AGMIHICTPaTVBHI 3MiHK. 3MiHa
npoaykTy Ta HaliMeHyBaHHs Ta/abo agpecu Micus
nicnsiekcTpysinHuii NPOBaPKEHHA AiS/IbHOCTI
eTan BUPOGHMLTBA), BMPOGHMKa/iMnopTepa rotoBoro
nepBuHHe Ta NiKapCbKOro 3acoby, BK/IHYA0UM
BTOPVHHE OinbHULL BUNYCKY cepii abo micue
nakyBaHHs, NPOBeAEHHS KOHTPOJIHO SKOCTI.
KOHTPO/b AKOCTI, (misnbHICTb, 3a AKy BignoBigae
BUNYCK cepil: BUPOGHMK/IMNOPTEpP, He BKIYaum
AcTtpa3eHeka Ab, BMNYCK Cepiin) - AgMiHicTpaTMBHa
LLiBeuis 3MiHa MOLUTOBOrO iHAEeKCY 6e3 3MiHU
KOHTPO/b SKOCTI: haKTUYHOTO MiCLLe3HaXOMKEHHS
AcTpa3eHeka Ab, BMpOG6HUKa 13 AstraZeneca AB
LLiseujs (Forskargatan 18). BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
191. | NIHAOAP3A TabneTku, BKPUTI ACTPA3EHEK Lseuis BMPOGHMLITBO CnonyyeHi BHECEHHS 3MiH [0 peecTpaviinHmx 3a He UA/14747/02/01
NNiBKOBOIO A Ab Tabnetok LWratwn/ mMartepianis: 3miHu | TUNy - 3MiHK peuenmom nionsieae
060/10HKOH0, Mo 100 onanapuby (etan Benvka wopo 6e3nekn/ethekTMBHOCTI Ta
Mr no 8 TabneTok B BMPO6HULITBA BputaHis/ hapmakoHarnsgy. BkioueHHs abo
6nictepi; no 7 €KCTPyZi0BaHOro LBewjs BUK/IIOYEHHS YOPHOrO CUMBOY Ta
6nicTepis B NMPOMiXHOro NOACHIOBA/IbHUX NOJIOXEHb AN
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KOpoo6Li npoaykTy Ta nNikapcbkyx 3aco6iB 3 nepesniky

nicnsiekcTpysinHuii
eTan BUPOGHMLTBA),
KOHTPO/b SIKOCTI:
AG6BI NimiTepn,
Cnonyueni WTtatw;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
AcTpa3eHeka HOK
Nimiten, Benvka
BpuTaHis;
BMPOGHMLITBO
TabneTok
onanapuby (etan
BMPOGHULITBA
eKCTPy0BaHOro
NPOMIXHOro
npoaykTy Ta
nicNsekcTpysinHnii
eTan BYpPO6HULTBA),
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
AcTpa3eHeka Ab,
Lseujs;
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
Lsewis

niKkapcbkunx 3acobis, AKi NignAraioTb
[,08aTKOBOMY MOHITOPUHTY - 3MiHK
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3acToCyBaHHS ikapcbKoro 3acoby Ao
po3giny "Mo6iuHi peakwyii” (BuaaneHHs
iHchopMmawii Npo foaaTkoBuiA
MOHITOPWHT iHChopMaL,ii LWwoao
6e3nekun). BBefieHHs1 3MiH NpoTArom 6-
TN MiCALB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHU.
3MmiHa Kogy ATX. 3MiHM BHeCeHO A0
IHCTPYKUIiT ANs MeguyHoro
3acToCyBaHHS ikapcbKoro 3acoby Ao
po3ainy "®apmakoTepanesTMyHa
rpyna. Kog ATX". [lo 3aTBepAXeHHA
pekoMeHAyeTbCA IHCTPYKLUis Ans
MeMYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco0by i3 kogom ATX, sikuii Bignosigae
MixXHapogHoMy knacudikatopy BOO3
(http://www.whocc.no/atc_ddd_index/):
3arBepxeHo — LO1X X46,
3anpornoHoBaHo — LO1XKO1.
BBefeHHs1 3MiH NpoTarom 6 micsiuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun) 3MiHKn
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3acTOCyBaHHS ikapcbKkoro 3acoby Ao
po3ginis "®apMakonoriyHi
BNacTUBOCTI", "B3aemogisi 3 iHWnMmn
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aemogiit", "OcobmMBoCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, sariTHoCTi abo rogyBaHHs
rpyaat”, "Cnocib 3actocyBaHHs Ta
posn", "Mo6iuHi peakuyji”, a came
BHECEHO CyTO peAakLiiiHi npaBkn [0
TekcTy. BBeieHHs 3MiH NpoTArom 6-Tu
MicALIB MicnA 3aTBepKEHHS. 3MiHu ||
TMNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeAMNYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHAMW faHUMK Ta
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AaHvMu 3 chapmakoHarnsgy. 3miHu
BHECEHO [0 [HCTPYKUii Ans MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0

po3gainis "®apMakosnoriyHi
BnactusocTi", "Mo6ivHI peakui™ woao
0OCTaTOYHOro aHanizy faHux
nocnigpkeHHss PAOLA-1. BBeggeHHS
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPAKEHHS. 3MiHK Il TUny - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBVMW JaHUMU 3 AKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta

OaHumn 3 hapmakoHarnsagy. 3mMiHu
BHECEHO 0 IHCTPYKUIT 4719 MeAnYHOro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao

po3ainis "®apmakonoriyHi
BnactueocTi", "Mo6i4HI peakuii” woao

AaHux gocnimpkeHHs D81FC00001

(POLO). BBefeHHA 3MiH NPOTArom 6-
TN MiCALB NiCNA 3aTBEPKEHHS.
3miHu |l TUny - 3MiHn Wwopao
6e3nekn/edhekTBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Yy 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
LOKNIHIYHUMMU, KNIHIYHUMW JaHUMK Ta

OaHumn 3 hapmakoHarnsgy. 3MiHu
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3acToCyBaHHS ikapcbKkoro 3acoby Ao

po3ginis "®apmMakonoriyHi
BNaCTUBOCTI", OO AaHMX
pocnimpkeHHs D0816C00020
(OPINION). BBegeHHs 3MiH MpOTSArom
6 MicsLiB nic/ia 3aTBepAKEHHSs!

192.

NIHMNAP3A

TabneTkn, BKpUTI
NNiBKOBOIO
o060510HKot0, No 150
Mr o 8 TabneTok B
6nictepi; no 7
6nictepis B
KapTOHHIA KOpooLi

ACTPA3EHEK
A Ab

Lseuis

BMPOOHULITBO
TabneTok
onanapuby (etan
BMPOOHULTBA
eKCTPyA0BaHOro
MPOMiXXHOr0
NpoAyKTy Ta
nicnsekcTpysinHnii

Cnony4yeHi
Wratn/
Benvka

BputaHis/
Lseuis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BkioueHHs abo
BVK/TIOYEHHS YOPHOTO CUMBOJTY Ta
NOSAACHIOBA/IbHUX NOMOXEHb A5
niKkapcbKknx 3acobis 3 neperiky
Nikapcbkunx 3acobis, ki NignsaralnTb

3a
peyenmom

He
nidnsieae

UA/14747/02/02




164

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

eTan BUpPOGHMLTBA),
KOHTPO/b SIKOCTI:
AG66BI NimiTeq,
Cnonyueni LWTatuy;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMNYCK Cepii:
AcTtpa3eHeka HOK
NimiTen, Benvika
BpuTaHis;
BMPOGHMLITBO
TabneTok
onanapuby (etan
BMPO6HULITBA
eKCTpyZ0BaHOro
NMPOMiXHOro
NpoAYyKTy Ta
nicnsiekcTpysinHuii
eTan BUPOGHMLTBA),
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
AcTpa3eHeka Ab,
LLBeuist;
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LLIBeuis

[04,aTKOBOMY MOHITOPUHTY - 3MiHU
BHECEHO [0 [HCTPYKUii Ans MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "MobiuHi peakwyii” (BuaaneHHs

iHcbopmaLii Npo foaaTkoBuiA
MOHITOPWHT iHdopMaLiii Wwoao
6e3nekn). BBeeHHS 3MiH NpoTArom 6-
TW MiICALB Nic/1A 3aTBEPAXEHHS.
3MiHN | TURY - AGMIHICTPATUBHI 3MiHW.
3miHa kogy ATX. 3MiHM BHECEHO A0
IHCTPYKUIT ANA MeanyYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ainy "®apmakoTepaneBTuyHa
rpyna. Kog ATX". [10 3aTBepAXeHHSA
pekomeHAy€eTbCs IHCTPYKLUisS Ans
MeAMYHOro 3acTOCyBaHHSA NMiKapCbKOro
3aco0by i3 kogom ATX, sikuii Bignosigae
MiXHapogHomy knacudikatopy BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBepaxeHo — LO1X X46,
3anponoHoBaHo — LO1XKO1.

BBefeHHs 3MiH NpoTarom 6 micsuis

nicns 3aTBepkeHHs. 3MiHu | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta

hapmakoHarnsgy (iHwi 3MiHn) 3MiHK

BHECEHO [0 [HCTPYKUii Ana MeguyHoro

3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "®apMakonoriyHi

BNacTuBOCTI", "B3aemogis 3 iHWMun

nikapcbKMu 3acobamu Ta iHLWi BUan
B3aemMogiii", "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHsA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaao”, "Cnocib 3actocyBaHHs Ta
posn", "Mo6iuHi peakuji”, a came

BHECEHO CYTO peAakLiiiHi npaBkn [0
TekcTy. BBefleHHs 3MiH MpoTArom 6-Tu
MicALiB nicns 3aTBepmKeHHs. 3MiHu |l

UMy - 3MiHY LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBMMW JaHUMU 3 AKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta

OaHumn 3 hapmakoHarnsagy. 3mMiHu
BHECEHO A0 IHCTPYKLUIT 4718 MeANYHOro
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Ne Hassa 3asBHUK

n/n JliKapcbK0O20

Ymosu
Bionycky

Popma sunycky
(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Bupo6Huk KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa Peknamys

aHHsT*

Homep
peecmpayitiHo2o

3acoby

ynakosKa)

nocsi0OYeHHs

3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainis "®apmakonoriyHi
BnactueocTi", "Mo6i4HI peakuii” woao
OCTaTOYHOr0 aHanizy AaHux
pocnigpkeHHs PAOLA-1. BBegeHHSA
3MiH NPOTArom 6-Tn micauis nicns
3aTBEpMKEHHS. 3MiHu Il Tvny - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHu y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
LOKNIHIYHUMMU, KNIHIYHUMW JaHUMU Ta
OaHumn 3 hapmakoHarnsgy. 3MiHu
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3aCcTOCyBaHHS ikapcbKoro 3acoby Ao
po3ginis "®apmMakonoriyHi
BrnactmsocTi”, "lMo6iuHi peakuii" woao
AaHux gocnimpkeHHs D81FC00001
(POLO). BeefeHHs 3MiH NpoTArom 6-
TN MIiCALB NiCNa 3aTBEPMAKEHHS.
3MiHu 1l TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMNYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHAMW JaHuMy Ta
AaHvMu 3 chapmakoHarnsgy. 3miHu
BHECEHO [0 [HCTPYKUii Ans MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "®apMakonoriyHi
BMacTUBOCTI", OO faHWX
pocnigpkeHHs D0816C00020
(OPINION). BBegeHHs 3MiH MPOTSArom
6 MicauiB nicna 3aTBepAKEHHs

193.

nNIPAM

Tabnetkn no 10 mr/5
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B nayyj

My6niyHe
akujioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUYUIA

LeHTp
"BopLuariBcbk
i Ximiko-
thapmaueBTny
HWiA 3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-

BMPOGHUYUIA LEHTP

"BopLuariBcbKuii
Ximiko-

thapmaueBTUYHWIA

3asof”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/etpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnimpkeHb 3 6e3nekn 3acTocyBaHHs

3a
peyerimom

He
nionsieae

UA/19600/01/01
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n/n

Hassa

JliKapcbK0o20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHV BHECEHO B IHCTPYKLIi An1A
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao posginy "lMNepenosyBaHHa"
BiANOBIAHO O OHOB/EHOT iH(hopmaLii
LLI0A0 6e3nekn 3acTocyBaHHS Ajto4oi
PEYOBMHM 3riAHO 3 peKOMEeHAAL €
PRAC. TepmiH BBeAeHHS 3MiH
npoTArom 6 micsAuis nicns
3aTBEPMAKEHHS.

194.

NIPAM

Tabnetku no 20 mr/5
mr; no 10 TabneTok
y 6nicTepi; mo 3
6nictepu B nauLli

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUUNIA
LeHTp
"BopLuariscbk

NiA XiMiKo-

thapmavueBTUY
HWi1 3aBoa"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA LLEHTP
"BopLiariBcbKuii
Ximiko-
thapmaueBTUYHWi
3asof”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHM BHECEHO B iHCTPYKUIT An1s
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3acoby fo po3giny "MepenosyBaHHA"
BiAMOBIAHO A0 OHOBMEHOT iHGhopMaLi
o0 6e3neku 3acToCyBaHHs Aito4oi
PEYOBUHM 3riQHO 3 peKoMeHgaLie0
PRAC. TepmiH BBeAEHHSA 3MiH
npoTsirom 6 micsuis nicns
3aTBEPKEHHS.

3a
peyenmom

He
nidnsieae

UA/19600/01/02

195.

NIPAM

Tabnetku no 20
mr/10 mr no 10
TabneTtok y énicrepi;
no 3 6nictepu B
nauwi

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUYMIA

LEHTP

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHNUNI LLEHTP
"Bopuiariscbkuii

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviinHmx

mMartepianis: 3miHu | TUNy - 3MiHK

woao 6e3nekn/etpekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

3a
peyenmom

He
nionsieae

UA/19600/01/03




167

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"BopLuariBcbk
NiA XiMiKo-
hapmaveBTny
HWiA 3aBoA”

XiMiKO-
thapmaueBTUYHWIA
3asof”

MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

focnifxeHb 3 6e3nekn 3acToCyBaHHs

niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHWNM OpraHom)
3MiHV BHECEHO B IHCTPYKLi AN

MeAMYHOro 3acTOCyBaHHSA NiKapCbKoro

3acoby fo po3giny "lMepenosysaHHA"

BiANOBIAHO A0 OHOBMEHO! iHhopMmaLi

o0 6e3neku 3acToCyBaHHs AitoYoi
PEYOoBMHM 3riAHO 3 peKOMeHAaLiE
PRAC. TepmiH BBEAEHHSA 3MiH
npoTtsarom 6 micsAuis nicns
3aTBEPAKEHHS.

196.

NICOBAKT .
KoMMOAIT CNPEN

cnpeli OpOMYKO3HUIA,
po3uuH, no 30 mny
doNakoHi 3 TEMHOro
CK/1a 3 HaCoCOM-
posnunoBayem Ta
annikaropom; no 1

donakoHy y
KapTOHHI KopooLi

BocHanek a.4.

BocHis i
lepuerosun
Ha

BocHanek g.4.

BocHis i
F'epuerosuH
a

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu Il Tuny - 3miHun 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B

npoueci Bupo6HuuTea A®I (iHLwi
3MiHM) BHECEHHS 3MiHV B ASMF Ha
API nizouumy rigpoxnopuay
BMpO6HMKOM LMC Lysozyme
Manufacturing Company B.V.(a
Bioseutica company), The Netherlands
(3amina Version ASMF Number 15-
Nov-17/date 15-11-2017 Ha Version
Number 12-Feb-2021 from
12.02.2021)

6e3
peyenma

UA/18160/01/01

197.

NO3APTAH
NMOC-TEBA

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0 M0 50
mr/12,5 wr, no 10
Tabnetok y 6nictepi;
no 3 abo no 6, abo
no 9 6nictepiB y
KapTOHHiA KOopooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

BMPOGHULITBO 3a
NOBHUM UMKNIOM: AT
dapmaveBTUYHNI
3aBof TeBa,
YropLmHa;
nepBrHHA ynakoBkKa,
BTOPUHHA YyMNaKoBKa
Ta [03BiN Ha BUNYyCK
cepii: TeBa Papma
C.1Y., IcnaHis

YropwmHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviinHmx
martepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
015 BUXIAHOTO
martepiany/peareHTy/MPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI

3a
peyenmom

UA/16519/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

€Bponeiicbkin hapmakone) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEpPKEHOro BUpobHUMKa - MNogaHHa
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
thapmakonei ana A®l JlosapTaHy
kanito Ne R1-CEP 2010-139-Rev 03
(nonepepnHs Bepcis CEP R1-CEP
2010-139-Rev 02) Big BXe
3aTBepMAKeHOro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China), y 3B’A3Ky 3i 3BY)XEHHAM
[0MyCTUMOrO BMiCTY HITPO3040MiLLIOK
[0 Mexi «He 6inbie 0,03 ppm». 3MiHK
| Tuny - 3miHK 3 AkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeiichkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEpPKEHOro BUpobHUMKa - MNogaHHa
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
thapmakonei ana A®l JlosaptaHy
kanito Ne R1-CEP 2010-139-Rev 04
(nonepepnHs Bepcis CEP R1-CEP
2010-139-Rev 03) Big BXE
3aTBepMAKeHOro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China), y 38’Aa3Ky i3 foAaBaHHAM MeXi
«He 6inbLe 10,0 ppm» AN AOMILLKK
AZLS. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
ceptudpikaTa BifgNoBiAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEpPKEHOr0 BUPOOHUMKa - MNogaHHA
OHOBJIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiichbkili
hapmakonei gna A®I rigpoxnopTiasug,
Ne R1-CEP 2004-149-Rev 06
(nonepepgHs Bepciss CEP Ne R1-CEP
2004-149-Rev 05) Big, BXe
3aTBepKeHoro BUpo6Huka Teva
Pharmaceutical Industries Ltd. (Israel)
y 3B’A13Ky i3 3MIHOIO aipecu BacHuka
ceptudikaty. 3MiHn | TUny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
meToax BunpobysaHHA APl abo
BVIXiJHOTO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo AonoBHeHHs) APl abo
BMXi4HOro/MpOMKHOro NpoAayKTy)
[opasaHHsa BUpo6HUKOM A®I Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China) meTogy onst BUSHaUYEHHS
3a/IULLKOBUX PO3UYNHHYKIB B AD|
NoszapTaH kanito, onncaHomy y
aitoyomy ceptudpikati CEP Adl
JNo3apTaH Kanito Big BUpo6HMKa Teva
Pharmaceutical Industries Ltd. (R1-
CEP 2011-105-Rev 03) 3MmiHn | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y MeTodax BunpobysaHHs Ad|
abo BuXigHOro matepiany/npomikHoro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo AonoBHeHHs) APl abo
BMXi4HOro/MpOMKHOro NpoAayKTy)
[JlogaBaHHA BHYTPILLHLOTO MeToAy
BM3HAYEHHs1 pO3MNofiay YacTUHOK 3a
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

po3mipom, BastigoBaHoro Teva
Pharma S.L.U. gna A®l NlosapTtaHy
Kanito. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikar BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HoOBOro abo OHOB/IEHOrO cepTudikara
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWiA cepTUdikar Bif yxe
3aTBePKEHOro BUPO6HUKa - MogaHHsA
OHOBJIEHOTO cepTugikaTa
BiNOBIgHOCTI EBpoOnelichkkilt
thapmakonei ana A®l JlosaptaHy
kanito Ne R1-CEP 2010-139-Rev 05
(nonepepgHs sepcis CEP R1-CEP
2010-139-Rev 04) Big BXe
3aTBEpAXEHOro BUpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China), y 3B'A3Ky i3 BUTyYEHHAM
nomiwkm AZLS 3 CEP Ta cneumdikau,i
KIHL,EBOI Ait040T PeYOBUMHU, OCKINTbKN
BOHa 6y/ie KOHTPOIBATHCH AK
HeBM3Ha4YeHa AOoMillKa Ha PiBHI «He
6inble 10,0 ppm» nig, vac
BUMPOOYBaHHA CMOPIAHEHVX PEYOBUH
yepes OHOBMEHHS Knacuagikauii AZLS
AK HeMyTareHHoi JOMiLLKun (knac 5)
3MmiHu | TUNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikaT BifnoBigHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: gns Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBepKEHOro BUPoGHUKa - MogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei ana A®I rigpoxnopTiasug,
Ne R1-CEP 2004-149-Rev 07
(nonepegHs Bepciss CEP Ne R1-CEP
2004-149-Rev 06) Big BXe
3aTBEPAKEHOro BUpO6HMKa Teva
Pharmaceutical Industries Ltd. (Israel),
Yy 3B'A3KY 3 BU/TYYEHHAM BUPOBGHNUMNX
AinbHWUB ABIC LTD., I3painb Ta
PLANTEX LTD., I3painb Ta gogaHo
TecT Ha HiTpo3aMiHun (N-Nitroso-
hydrochlorothiazide “NMT 15.0 ppm”)
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeTogax
BMNpobysaHHA APl abo BuXigHOrO
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo AonoBHeHHs) APl abo
BMXi4HOro/MpOMKHOro NpoAayKTy)
[JlogaBaHHA BHYTPILLHLOTO MeToAy
pO3MoAiny 4acTok 3a pO3MipoM Bif,
Teva Pharma S.L.U. gna Adl
rippoxnopTtuasungy. 3miHu | Tuny -
3MiHn 3 aKkocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikawiii
Ta/abo [ONYyCTUMUX MEX, BUSHAUYEHUX
y cneuudikauisix Ha Adl, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro MokKasHuKa sSIKOCTi
(ranpwvknag BUIyYeHHs 3acTapinoro
nokasHuka)) BHeceHHs 3MiH J0
crneundikauii A®I rigpoxnopTtiasungy, a
came- BUIy4YeHHs n. «Cenex»

198.

NO3APTAH
NMOC-TEBA

TabneTku, BKPUTI
NNiBKOBOH
060/10HKOH, Mo 100

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOGHULITBO 3a
NOBHUM UMKNIOM: AT
PapmaueBTUYHUI

YroplmHa/
IcnaHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/lE-

3a
peyenmom

UA/16519/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Mmr/25 mr, no 10 3aBog, TeBa, cepTudikaT BignoBigHOCTI
TabneTok y 6nicrepi; YropLyHa; €Bponeiicbkili
no 3 6nictepu y nepBUHHA ynakoBkKa, thapmakonei/moHorpadii. NMogaHHA

KapTOHHI KOopoo6Li

BTOPVHHA yNakoBKa

Ta [j03BiN Ha BUMYCK

cepii: Tesa Papma
C.J1Y., IcnaHis

HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BigNOBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakone) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEpPKEHOr0 BUpOOHUMKa - MNogaHHa
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichkili
thapmakonei ana A®l JlosaptaHy
kanito Ne R1-CEP 2010-139-Rev 03
(nonepepnHs Bepcis CEP R1-CEP
2010-139-Rev 02) Big BXe
3aTBepMAKeHOro BupobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China), y 3B’A3Ky 3i 3By)XEHHAM
[0MyCTUMOr0O BMiCTY HITPO3040MiLLIOK
[0 Mexi «He 6inblie 0,03 ppm». 3MiHK
| Tuny - 3miHK 3 AkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeiichkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEpPKEHOr0 BUpOOHUMKa - MNogaHHa
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
thapmakonei ana A®l JlosaptaHy
kanito Ne R1-CEP 2010-139-Rev 04
(nonepepnHs Bepcis CEP R1-CEP
2010-139-Rev 03) Big BXe
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3aTBepMAKeHOro BUpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China), y 38’Aa3Ky i3 foAaBaHHAM MeXi
«He 6inbLue 10,0 ppm» Ans AOMILLKK
AZLS. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEpPKEHOro BUpobHUMKa - MNogaHHa
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
hapmakonei gna AdI rigpoxnopTiasug,
Ne R1-CEP 2004-149-Rev 06
(nonepegHs Bepcis CEP Ne R1-CEP
2004-149-Rev 05) Big, BXe
3aTBepKeHOro BUpo6Huka Teva
Pharmaceutical Industries Ltd. (Israel)
y 3B’A13Ky i3 3MIHOIO afpecu BlacHuka
ceptudikaty. 3MiHn | TURYy - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHA APl abo
BVIXiHOTO Marepiany/MpoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHs (BKIOYatoun
3amiHy abo AonoBHeHHs) APl abo
BMXi4HOro/MpOMKHOro NpoAayKTy)
[opasaHHa BUpo6HUKOM A®I Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China) meTogy onst BUSHaUYEHHS
3a/IULLKOBUX PO3UYUNHHYKIB B AD|
NoszapTaH kanito, onncaHomy y
aitoyomy ceptudpikati CEP Adl
NoszapTaH Kanito Big BUpo6HMKa Teva
Pharmaceutical Industries Ltd. (R1-
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CEP 2011-105-Rev 03) 3MmiHn | Tuny -

3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y MeTodax BunpobysaHHs Ad|
abo BuXigHOro matepiany/npomikHoro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo AonoBHeHHs) APl abo
BMXi4HOro/MpOMKHOro NpoAayKTy)
[JlogaBaHHA BHYTPILLHLOTO MeToAy
BM3HAYEHHS1 PO3MNOAiNYy YacTUHOK 3a
po3mipom, BastigoBaHoro Teva
Pharma S.L.U. gna A®l NlosaptaHy
Kanito. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikat BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANA 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOro BUPO6HUKa - MogaHHsA
OHOBJ/IEHOTO cepTugikaTa
BifNOBIgHOCTI E€Bponelichbkilt
thapmakonei ans A®l JlosaptaHy
Kanito Ne R1-CEP 2010-139-Rev 05
(nonepepgHs sepcis CEP R1-CEP
2010-139-Rev 04) Big BXe
3aTBEpAKEHOro BUpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd.
(China), y 3B'A3Ky i3 BUTyYEHHAM
nomiwkm AZLS 3 CEP Ta cneumdikau,i
KIHLLEBOI Ait040T PeYOBWMHU, OCKINTbKN
BOHa 6yfie KOHTPO/BATHCH K
HeBM3Ha4YeHa AOMillKa Ha PiBHI «He
6inble 10,0 ppm» nig, vac
BUMPOOYBaHHA CMOPIAHEHNX PEYOBUH

yepes OHOBMEHHS Knacuagikauii AZLS

AK HeMyTareHHoi foMiLLkm (knac 5)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3MmiHu | TURY - 3MiHK 3 SKOCTiI.
CepTtudpikat BignosigHocTi/lE-
cepTudikaT BifgnoBigHOCTI
E€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBigHOCTI
€sponelicbkili hapmakonei: ans Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBepKEHOro BUpoGHUKa - MogaHHsA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei ana A®I rigpoxnopTiasug,
Ne R1-CEP 2004-149-Rev 07
(nonepegHs Bepciss CEP Ne R1-CEP
2004-149-Rev 06) Big BXe
3aTBEPAKEHOro BUpOo6HMKa Teva
Pharmaceutical Industries Ltd. (Israel),
Yy 3B'A3KY 3 BU/TyYEHHAM BUPOBGHNUNX
AinbHUUp ABIC LTD., I3painb Ta
PLANTEX LTD., I3painb Ta gogaHo
TecT Ha HiTpo3aMiHun (N-Nitroso-
hydrochlorothiazide “NMT 15.0 ppm”)
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeTogax
BMNpobysaHHA APl abo BUXigHOrO
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHs (BKIOYatoun
3amiHy abo AonoBHeHHs) APl abo
BMXi4HOro/MpOMKHOro NpoAayKTy)
[logaBaHHA BHYTPILLHLOTO MeToAy
pO3MoAisy 4acToK 3a pO3MipoM Bif,
Teva Pharma S.L.U. gna Adl
rippoxnopTtuasungy. 3miHu | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikawiii
Ta/abo [ONYyCTUMUX MEX, BUSHAUYEHUX
y cneymdikauisix Ha A®l, abo
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro MokKasHuKa sSIKOCTi
(ranpvknag BUIyYeHHS 3acTapinoro
nokasHuka)) BHeceHHs 3MiH J0
crneundikauii A®I rigpoxnopTtiasungy, a
came- BUIy4YeHHs n. «Cenex»

199.

200.

NOPAHIH

PO34MH AN1A POTOBOI
NOPOXHMHK; no 100
M, 120 mny
chnakoHi; no 1
dhnakoHy y nauui 3
KapToHy

TOB
"TepHodhapm"

Ykpaina

TOB "TepHochapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa
Bi4NoBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikaT Bif BXe 3aTBepKEHOro
BUPOGHMKA - NOAAHHS HOBOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiii ®apmakonei Ne R1-
CEP 2005-238 - Rev 03 gns Adl
rekceTUANHY Bifl BXe 3aTBepI)KeHoro
BUpo6HuKa EUTICALS SAS, ®paHuis,
AKUIA 3MiHMB Ha3By Ha CURIA
FRANCE S.A.S., ®paHuis

6e3
peyenma

UA/17765/01/01

NOPATEK®

cnpeii HazaslbHUiA,
Ao3osaHuii 0,05 %;
no 10 r y dpnakoHi 3
posnuntoBayem; no
1 donakoHy y nauui

TOB
"BAJIAPTIH
DAPMA"

YkpaiHa

TOB "Mikpochapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(iHLWi 3MiHW) BHECEHHS 3MiH B
crneundikaw,ito Woa0 nepiognyHoCTI
KOHTpON0 /13 3@ NOKa3HNKOM
"Mikpob6ionoriyHa uucrota”, a came
3a3HaYeHHs: «HEe PYTUHHUIA TecT
(KOHTPO/b MPOBOAATL A1 KOXHOT

TPeTbOi cepii NpoAyKTy, ane He pigle

6e3
peuyenma

UA/17398/01/01




n/n

Hassa

Popma sunycky

3asBHUK

KpaiHa

177

Bupo6Huk

JliKapcbK0o20
3acoby

ynakosKa)

(nikapcbka ¢hopma,

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

201.

MATHIHO

KpucTaniyHmin abo

0HOro pasy Ha pik)»

202.

NAKTAT
JVMAPAT

MAPAO3IA

rpaHynboBaHNi
MOPOLLIOK
(cybeTaHuin) y
noABIliHMX
nonieTNeHoBUx
nakeTtax gns
hapmMaLeBTUYHOTO
3ac0CyBaHHsA

Kpansi O4Hi, pO3UnH,

06MEXEHO
cTio

YyHa KoMMaHis
"3popos'a”

PAPMATEH

ToBapucTso 3
BignoBigasibHi

"®bapmaueBTu

YkpaiHa

MbOXC KAHTABPA
C.n.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BUSHAUYEHUX Y
cneuudikalisx Ha Adl, abo
BVXi4HWA/NPOMIKXHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLeCi
BUpo6HUUTBa AP| (LONOBHEHHS
crneundikavii HOBUM MOKa3HMKOM
SKOCTi Ta BiANOBIAHUM METOA0M
BUMNPOOYBaHHS) - AOMOBHEHHSA
crneundikavii HOBUM MOKa3HMKOM
SKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHSA “ENeMeHTHI foMiLLKn”.
3MiHu | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmMX
MeX, BU3HAYeHWX y creumdikaLisax Ha
A®l, ab0o BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMpO6HMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M
BMNPOOYBaHHS) - AONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M
BMNpo6yBaHHA “lakTnn nakrar” .
3MiHu | TUNY - 3MiHKM 3 AKoCTi. ADL.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo gonycTuMmx
MeX, BU3HaYeHnX y cneuudikauisx Ha
A®I, ab0 BUXIgHWA/NPOMDKHWI
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMpO6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - AONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHs “MuTome onTuyHe
o6epTaHHs”

UA/16941/01/01

no 5 mn y chaakoHi-

C.A.

Ipeuis

damap A.B.E.

Mpeuis

(3aBog, Animoc),

BHECEHHS 3MiH [J0 peecTpaLjiinHmx

Ees

marepianis: 3miHu | Tuny - 3miHu 3

peyenma

UA/14427/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KpanenbHuui; no 1 Ipeuis akocTi. CepTtudpikat BignosigHocTi/lE-
dhnakoHy- (BUPOBHMLTBO cepTudikar BigNoBiAHOCTI
KpanesbHuui y Hepo3g)acoBaHOro €Bponeiicbkili
KapTOHHI KOopoo6Li npenapary, thapmakonei/moHorpadii. NMogaHHA
nepBuHHe Ta HOBOro abo OHOB/IEHOrO cepTudikaTa
BTOPVHHE BiANOBIAHOCTI 260 BUNYYEHHS
nakyBaHHs, cepTudpikaTa BignoBigHOCTI

KOHTPO/Ib SAKOCTI);
PapmaTeH C.A,,
pevis (BTOpHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK cepil)

€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA -
nofjaHHA OHOB/EHOTO cepTudikaTa
BifNOBigHOCTI E€Bponelickkilt
thapmakonei Ne R1-CEP 2010-115-
Rev 03 ana A®l gopsonamigy
rigpoxnopuay Bif BXe 3aTBEPKEHOr0
BMpo6Huka Crystal Pharma S.A.U.,
IcnaHis, sikuiA 3mMiHMB Ha3By Ha Curia
Spain S.A.U., IcnaHisi.
3MmiHu | TMNY - 3MiHK 3 SKOCTiI.
CepTtudpikat BignosigHocTi/lE-
cepTtudikaT BifnoBigHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: gns Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPOMKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
nofaHHs OHOB/IEHOro cepTudikara
BiANOBIAHOCTI E€BpONechbkili
hapmakonei Ne R1-CEP 2010-115-
Rev 01 (3aTBepmkeHo: R1-CEP 2010-
115-Rev 00) gns Ad| gopsonamigy
rigpoxnopuay Bif BXe 3aTBepAKeHoro
BMpo6Huka Crystal Pharma S.A.U.,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Icnanis.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHU.
BunyyeHHs BUPOBHWYOI finbHNL
(Bkntovaroun ginbHuLi ans Adl,
NPOMIXHOro NPoAyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHNLi ANs
NpoBefieHHA NaKyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPOSIHO cepil)
ab0o noctavasnibHVKa BUXIAHOMO
MaTepiany, peareHTy abo A0MNOMIKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y OCLE) -
BW/TyYEHHSI BUPOOHUYOI AiNbHULi ANs
A®| fop3onamigy rigpoxnopuay —
Teva Pharmaceutical Industries Ltd.

203.

MEBFIAPONIH
(MEBTIAPOMIHY
HAMAAN3UNAT)

KpucTaniyHui
NOPOLLOK
(cybeTaHuis) y
MilKax NoABiHMX
nonieTUNEHOBNX
ansi
chapmaueBTUYHOrO
3acTOCYyBaHHsI

AT «®apmak»

YkpaiHa

MeHagioHa, C.J1.

IcnaHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3mMiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa peecTpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHSA
Ta agpecu 3asBHuKa. 3miHu Il Tuny -
3MiHY 3 KocTi. API. (iHLWi 3MiHK)
OoHoBNeHHss ASMF Ha AdI
Me6rigponiHy Hanagm3wnar Big
3aTBEPAKEHOIO BUPOBGHMKA
Menadiona, S.L., Spain 3 Bepcii
AP/Version 03/2017-10-30 go Bepcii
AP/Version 04/2020-04-15
(Amendment 2022-09-20), 3
BiANOBIAHMMYK 3MiHaMK B po3gini
«TepMiH npuaartHocTi» MKA Ha
Ad|.3atBepmkeHo: ASMF AP/Version
03/2017-10-30. 3anponoHOBaHO:
ASMF AP/Version 04/2020-04-15
(Amendment 2022-09-20).

UA/17363/01/01

204.

MEAOBIP

TabneTku no 400 mr,
no 10 TabneTtok y
6nictepi, no 1
6nictepy y
KapTOHHiA KOopooLi

Mepokemi
nTa

Kinp

Mepokemi 1T/,
(LeHTpanbHuii
3asop), Kinp;
Mepokemi 1T/,
(3aBopg AZ), Kinp;
BVMPOGHMK rOTOBOrO
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Megokemi (da IcT)
T/ - Opan

Kinp/
B'eTHam

BHECEHHS 3MiH [0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. BunyueHHs
BMPOBHUYOI AiNbHUL (BKIOUAKUN
OinbHUUi ons APl NPOMiKHOTO
NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6y, AiNbHULI 4718 NpOoBEAEHHS
nakyBaHHs!, BUPOBGHMKa,
BiANOBIA&/IbHOrO 3a BMUNYCK Cepil,
MicLie NPOBefEHHS KOHTPOSIIO cepii)
abo noctavasibHVKa BUXIAHOMO
MaTepiany, peareHTy abo A0MOMiXHOI

3a
peyenmom

UA/9478/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
®aciniti, B'eTHam PEYOBUHM (SIKLLO 3a3HAYEHO Y AOChE)
BU/TYYEHHSI BUPOOHUYOT AiNbHUL

Airoyoi pevoBnHN auyknosipy Mylan
Laboratories Limited, IHgjs. 3miHu |
TMny - 3MiHK 3 AKocCTi. CepTudikar
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: ons Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€sponeiicbkiii hapmakonei) - Hoswit
cepTudikaT Big HOBOro BUPOGHYMKa
(3amiHa abo [OMNOBHEHHS) NOAAHHSA
HOBOro cepTudikarta BignoBigHOCTI
€poneiicbkili hapmakonei Ne RO-
CEP 2019-238 - Rev 00 gns gitoyoi
pPeyoBUHM auuKIoBIpy Bif HOBOrO
anbTepHaTUBHOro BMpo6Huka HUBEI
YITAl PHARMACEUTICAL CO., LTD.,
KnTaii (4onoBHEHHS). 3miHu | Tuny -
3miHu 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiNOBIgHOCTI EBpoOnelichkkilt
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJ/IEHOTO cepTugikaTa
BifNOBIgHOCTI E€BpONeichkilt
hapmaxonei Ne R1-CEP 2001-283 -
Rev 04 (3atBepmkeHo: R1-CEP 2001-

283 - Rev 03) Ana Aitoyoi pevoBrHK
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

aumMKIOBIPY Bif BXe 3aTBEPKEHOT0
BMpo6HUKa Zhejiang Charioteer
Pharmaceutical Co., Ltd., Kutaii.
3MmiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTtudikaT BifnoBigHOCTI
E€Bponeiicbkil
thapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: ons Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2001-283 -
Rev 05 gns gjto4oi pevyosuHmn
auMKIOBIPY Bif, BXe 3aTBEPKEHOT0
BMpo6HUKa Zhejiang Charioteer
Pharmaceutical Co., Ltd., Kutaii

205.

MEAOBIP

Tabnetku no 800 mr,
no 10 TabneTtok y
6nictepi, no 1
6nictepy y
KapTOHHIA KOpooLi

Megokemi
nTa

Kinp

Megokemi T4
(LeHTpanbHuii
3asop), Kinp;
Megokemi T4
(3aBopg AZ), Kinp;
BVMPOGHMK rOTOBOIO
nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Megokemi (da IcT)
NTA - Opan
®aciniTi, B'eTHam

Kinp/
B'eTHam

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOBHUYOI AiNbHUL (BKIOUAKUN
OinbHUUl ons APl NpoOMiXHOTO
NPOAYKTY abo roTOBOro NiKapcbKoro
3acoby, AinbHULI 4719 NpoBEAEHHS
nakyBaHHs!, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BMUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IHO cepil)
abo nocravasibHVKa BUXIAHOMO
MaTepiany, peareHTy abo fOMOMIKHOI
PEYOoBMHM (SIKLLIO 3a3HAYEHO Y [OCHE)
BWUTYYEHHSI BUPOOHWYOT AiNTbHUL
Airoyoi pevoBnHU auyknosipy Mylan
Laboratories Limited, IHgjs. 3MiHu |
TMny - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata

3a
peyenmom

UA/9478/01/02




182
Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI

€sponelicbkili hapmakonei: ans Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponeiicbkiii hapmakonei) - Hoswit
cepTudikaT Bif HOBOro BUPOGHYMKa
(3amiHa abo [OMNOBHEHHS) NOAAHHSA
HOBOro cepTudikara BignoBigHOCTI
€poneiicbkili hapmakonei Ne RO-
CEP 2019-238 - Rev 00 gns gitoyoi
pPeyoBUHM auuKIoBIpy Bif HOBOrO
anbTepHaTUBHOro BMpo6Huka HUBEI
YITAI PHARMACEUTICAL CO., LTD,,
KnTaii (4onoBHeHHS). 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiNOBIgHOCTI EBpoOnelichkkilt
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANA 4ONOMIKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BifNOBigHOCTI E€Bponelickkilt
hapmaxonei Ne R1-CEP 2001-283 -
Rev 04 (3atBepmkeHo: R1-CEP 2001-
283 - Rev 03) An1a Aitoyoi pevoBuHN
auMKIOBIPY Bif BXe 3aTBEPKEHOT0
BMpo6HUuKa Zhejiang Charioteer
Pharmaceutical Co., Ltd., Kutaii.
3MmiHu | TMNY - 3MiHK 3 SKOCTiI.
CepTucpikat BignosigHocTi/lE-
cepTudikaT BifnoBigHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs

HOBOro abo OHOB/IEHOro cepTudikata
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: ans Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2001-283 -
Rev 05 gns gjto4oi peyosuHmn
auMKIOBIPY Bif BXe 3aTBEPKEHOT0
BMpo6HUKa Zhejiang Charioteer
Pharmaceutical Co., Ltd., Kutaii

206.

ME3AHEKCT

Kpani O4Hi, PO34uH,
25 mr/mnno 5 mny
hnakoHi-
KpanenbHuLj; no 1
donakoHy-
KpanenbHuui y
KapTOHHIM navui

HekcTchapm
M6X

Pecny6nik
a ABcTpis

BEAJTKAH®APMA-
PA3IPAL AL

Bonrapis

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa peecTpauiiHoro
NoCBiAYEHHS)
3miHa agpecy 3asBHKKa (BNnacHvKa
peecTpauiiHoro NocBigYeHHs) y
3B'A3KY 3i 3MIHOO MicLs
po3TallyBaHHS odicy.
TepMmiH BBEAEHHS 3MiH NPOTAroM 6
MicSLiB NicnsA 3aTBEpAKEHHS. 3MiHU |
TUny - 3MiHM LWoA0
6e3nekun/ehekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-gaiiia cuctemm

3a
peyenmom

UA/17255/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: LWuronesa MapiaHHa
BikTopiBHa. MNponoHoBaHa pefakuis:
Lynby Onbra CepriisHa.
207. | MENBEK® Tabnetku, no 15 wr, HOBEN INAY TypeuuuH HOBE/ INAY TypeuunHa BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/3933/01/02
no 10 TabneTok y CAHAI BE a CAHAI BE marepianis: 3MiHu | Tuny - 3MiHK peuenmom nidnszae
6nictepi; no 1 a6o 3 TIOXAPET TIOKAPET A.LL. woao 6e3nekn/ethekTnBHOCTI Ta
6nictepu y A.LL. thapmakoHarnsgy. 3MiHa y KopoTkiii
KapTOHHI ynakoBLi; XapaKkTepucTuLi Nikapcbkoro 3acooby,
no 4 Tabnetkn y TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
6nictepi; no 1 MeJMYHOro 3aCTOCYBaHHS Ha niacTasi
6nictepy B perynsipHoO OHOBJ/IOBAHOTO 3BITY 3
KapTOHHI ynakosLi 6e3nekn nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3aCToCyBaHHs
nNiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO [0 IHCTPYKLi 415 MeAnyYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y
po3zin "3acTocyBaHHA y nepios
BariTHoCTi abo rogyBaHHs rpyaat”
BiAMOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3neku AitoHoi pevoBUHN.
BBefeHHs1 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepKeHHs
208. | ME/NIBEK® Tabnetkn, no 7,5 wr, HOBEN INAY TypeuuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/3933/01/01
no 10 TabneTok y CAHAI BE a CAHAI BE matepianis: 3miHy | TUnY - 3MiHu peuyenmom nionsizae
6nictepi; no 1 a6o 3 TIOXAPET TIOKAPET A.LL. uoao 6e3nekn/etpekTNBHOCTI Ta
6nictepn y A.LL. thapmakoHarnagy. 3MiHa y KopoTkiii

KapTOHHI ynakosL,i

XapaKTepucTuLli NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS Ha NniacTasi
perynisipHO OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BHECEHO [0 iHCTPYKLiT 41158 MEeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby y
po3gin "3acTtocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 1O OHOB/EHOT iH(hopmaLii
3 6e3nekn Aito4oi peyoBUHU.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepKeHHs
209. | MEPANIC®ALBA | cnpeii HasaslbHUIA, Anpan- Xopsartis Aapan-TaneHcoknii Xopsartis BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 He UA/17967/01/01
HC po3uuH 0,05 %; no [aneHcbKunit NabopaTopin a.4. marepianis: 3miHu | Tuny - 3miHK peyenma nionsizae
10 mMn y donakoHi 3 TNa6opaTopiii wopo 6e3snekv/etpekTMBHOCTI Ta
[03y04nMm a.4. hapmakoHarnagy. 3miHa y KopoTkiii
npUCTPoEM, no 1 XapakTepucTuLi Nikapcbkoro 3acoby,
donakoHy y TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

KapTOHHI Kopoo6Li

MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS

nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM
YMOBHOB&XEHVM OpraHoM) 3MiHu

BHECEHO [0 iHCTPYKLiT 415 MeANYHOro

3aCTOCYBaHHSA NikapCbKoro 3acoby A0

po3giny "Mob6iuHi peaxuii" BignosigHO

[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn

[it0Y0i PEYOBUHM KCUTOMETa30/iHY
rigpoxnopuay 3rigHo 3
pekomeHpauismm PRAC. BeefieHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii

XapaKTepucTuLi NikapcbKoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS

nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
YMOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "B3aemogis 3 iHWMMK
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aemogiit", "MobiuHi peakui"
BiANOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3neku Ajtoyoi pevyoBuHU
KCUIOMEeTa30iHy rigpoxsiopuay.
BBeaeHHs 3MiH NpoTarom 3-x MicauiB
nicnsa 3aTBepKeHHs
210. | MEPANIC®ALBA | cnpeii HasaslbHUIA, Anpan- Xopsartis AapaH-TaneHceknii Xopsartis BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 He UA/17967/01/02
HC po3uuH 0,1 %; no 10 [aneHcbKunit NabopaTopin a.4. marepianis: 3miHu | Tuny - 3miHK peyenma nionsizae
MY hnakoHi 3 TNa6opaTopiii wopo 6e3snekv/etpekTMBHOCTI Ta
[03y04nMm a.4. thapmakoHarnagy. 3miHa y KopoTkiii
npUCTPoEM, no 1 XapakTepucTuLi Nikapcbkoro 3acoby,
donakoHy y TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

KapTOHHI Kopoo6Li

MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS

nikapcbkoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM
YMOBHOB&XEHVM OpraHoM) 3MiHu

BHECEHO [0 iHCTPYKLiT 415 MeANYHOro

3aCTOCYBaHHS NikapCbKoro 3acoby A0

po3giny "MobiuHi peaxuii" BignoBigHO

[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn

Li0Y0i PEYOBUHM KCUTOMETa30/iHY
rigpoxnopuay 3rigHo 3
pekomeHpauismm PRAC. BeefeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii

XapaKTepucTuLi NikapcbKoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS

nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoBefeHnX BigMOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "B3aemogis 3 iHWMMK
nikapcbknMu 3acob6amu Ta iHWi BUAn
B3aemogiii", "MobiuHi peakui"
BiANOBIAHO A0 OHOBMEHOI iHGhopMaLi
3 6e3neku Ajtoyoi pevyoBuHU
KCUIOMEeTa30iHy rigpoxsiopuay.
BBeaeHHs 3MiH NpoTarom 3-x MicauiB
nicnsi 3aTBepAKeHHS

211.

META®IH® IC

Tabnetkn no 5 wr,
no 10 TabneTok y
6nictepi; no 1 a6o 5
6nicTtepis B nauuj 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BignoBigasnbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04,aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLKYETLCS
[aHVMU peanbHOro vacy) 36ibLIeHHs
TepMiHy NMpUAATHOCTI FOTOBOrO
NiKapcbkoro 3acoby.
3arBepaKeHo: 3 poku.
3anponoHoBaHo: 4 poku.

3a
peyerimom

He
nionsieae

UA/14448/01/01

212,

META®IH® IC

Tabnetku no 10 mr,
no 10 TabneTok y
6nictepi; no 1 a6bo 5
6nicTepis B nauui 3
KapToHy

ToBapucTso 3
[0[aTKOBOKO
Bi4nNoBigaNbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[aTKOBOK
BifNoBiAaNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | Tvny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby
(36inbLLUEHHS TepMiHy npuaaTHOCTI
roTOBOrO likapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLKYETLCA
LaHUMK peasibHOro yacy) 36inbLueHHsA
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby.
3arBepaKeHo: 3 poku.
3anponoHoBaHo: 4 pokKu.

3a
peyenmom

He
nidnsieae

UA/14448/01/02

213.

META®IH® IC

Tabnetku no 25 mr,
no 10 TabneTtok y
6nictepi; no 1 a6o 4
6nictepun B nayui 3
KapTOHY

ToBapucTso 3
[0[aTKOBOKO
BignoBigasIbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiAMOBIAA/TbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3miHu 3
SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymosax 36epiraHHs
rOTOBOIO JIiKAPCbKOro 3acoby

3a
peyenmom

He
nionsieae

UA/14448/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby) - Ans
TOProBol ynakoBku (NiATBEPLKYETLCA
[aHVIMU peasibHOro vacy) 36ibLIeHHs
TepMiHy nNpuaaTHoOCTi FOTOBOro
nikapcbKoro 3acoby.
3arBepaKeHo: 3 poKu.
3anponoHoBaHo: 4 PoKu.
214. | METOKEKT® PO34nNH NS iH'EKLN, Mepak HimeuumnH BMPOBHMUK, LU0 HimeuunHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/5873/01/02
50 mr/mn; no 0,15 lesenbwadT a BignoBigae 3a matepianis: 3miHu | Tuny - 3miHu Wogo | peyenmom
mn (7,5 wmr), abo no chrop KiHiwe BTOPVHHE 6e3nekun/ehekTVBHOCTI Ta
0,20 mn (10 wmr), abo LWneujanbnpe nakyBaHHs, hapmakoHarnsagy. 3miHa 4actotu
no 0,25 mn (12,5 napate M6X MapKyBaHHs1, Ta/abo TEPMIHIB NOAAHHSA PEryNspHO
mr), a6o no 0,30 mn KOHTPOb/BUNPOGYB OHOB/IOBAHMWX 3BITIB 3 6e3neku
(15 wmr), a6o no 0,35 aHHsA cepii Ta 3a nikapcbkux 3acobis. 3miHa yactoTn Ta
mn (17,5 mr), abo no BWMYCK Cepii: TEPMiHiB NOAAHHSA perynsipHo
0,40 mn (20 mr), abo Mepak Nesenbliadt OHOB/IOBAHOIO 3BITY 3 6e3neKku.
no 0,45 mn (22,5 dorop KniHiwe [itoya pepakuis: Yactota nogaHHs
mr), a6o no 0,50 mn LLineyiansnpenapar perynsipHoO OHOB/IOBAHOTO 3BiTY 3
(25 mr), abo no 0,55 e M6X, HimeuunHa 6e3nekun 3 pokun KiHueBa fata Ans
mn (27,5 mr), abo no BMPOBHMUK, LU0 BK/IIOYEHHA AaHunx o PO3b -
0,60 mn (30 mr) BignoBigae 3a 30.06.2020 p. JaTa nogaHHs -
PO3UMHY Y BMPOOHULITBO 28.09.2020 p. MponoHoBaHa pefakuis:
nonepegHsL0 niKapcbKoro 3acooby, YacToTa nogaHHsa perynspHo
3anoBHeHOMY nepBuHHe OHOB/IHOBAHOTO 3BITY 3 6e3Mekun 2 poku
wnpuui; no 1 nakyBaHHs, KiHueBa gata Ans BKIOYEHHS JaHnX
LnNpULy pasom i3 KOHTPO/b/BMNPOGYB £o PO3b - 31.10.2023 p. faTta
BOya0BaHO aHHs cepii: nofaHHs - 29.01.2024 p.
iH'EKLIIHOIO TOJIKOH OHkoTek ®apma PekoMeH0BaHO [0 3aTBEPOKEHHS
B KOHTYPHOMY MpogakwH M6X, BIANOBIAHO A0 NEPIOANYHOCTI NOAAHHSA
YyapyHKOBOMY HimevunHa perynsipHoO OHOB/IIOBAHVX 3BITiB 3
6nictepi; no 1 BMPOOHUK, LLO 6e3nekun nikapcbkux 3acobis y €C.
6nictepy B Bignosigae 3a
KapTOHHI KopooLi BTOPUHHE
nakyBaHHS:
LLiteremaHH
JNoHdhepnakyHr yHA
NoricTiwep Cepsic
e.K., HimeyunHa
215. | METOKNOMNPAMI | Tabnetku no 10 wmr, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/7726/02/01
A-A0APHULA no 10 TabneTtok y "®PapmaueBTu "papmaueBTNYHa mMartepianis: 3miHu | TUNy - 3MiHK peuyenmom nionsieae
KOHTYPHIl YyHa hipma thipma "AapHuug" woao 6e3nekn/etpekTnBHOCTI Ta
YapyHKoBIli "fNapHuus” thapmakoHarnsgy. 3MiHU y KOpOTKili
ynakoBLi; no 5 XapaKTepuCcTULi Nikapcbkoro 3acooby,
KOHTYPHUX TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
YapyHKOBUX MeAMYHOro 3acToCyBaHHSA

yNakoBOK Yy nauLl

reHepuyHuX/ribpuaHnx/éionoibHmx
NiKapCbKNX 3ac06iB Nic/19 BHECEHHS




189

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX [OAATKOBUX
AaHnx) 3MiHU BHECEHO A0 IHCTpyKui
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginu
"apmakonoriyHi BnacTmBocTi”,
"MpoTunokasaHHa", "B3aemogis 3
HLIMMKW NikapcbKMKU 3acobamu Ta
iHWi BnAn B3aemogiin", "OcobamBocCTi
3acTocyBaHHA", "3acTocyBaHHSA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyAAto"(yTouHeHHs iHdopma,i),
"Mo6ivHI peakui™ BigNOBIgHO A0
iHchopmawii Wwoao mesnuHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby Liepykan,
Tabnetku. BBefieHHs 3MiH NpoTArom 6-
TW MiCALIB Nic/1a 3aTBepAKEHHS

216.

METOTPEKCAT
OPIOH

Tabnetkn no 10 mr
no 30 a6o no 100
TabneTok y qiakoHi
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

OpioH
KopnopeiwH

PiHNAHAIA

OpioH KopnopeiiLuH,
PiHnAHAIA
(BMpPOGHVIK, LLIO
3[jicHI0E BUNYCK
cepif); OpioH
KopnopefiwH,
PiHNAHAA
(BUPOGHUK, L0
3gilicHI0e
BMPOBHULTBO 3a
MOBHVM LK/I0M)

PiHNAHAIA

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO [0 IHCTPYKLi 415 MeAnyYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y
po3zin "OcobnmBocCTi 3acTOCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iHChopMmaLi
3 6e3nekn Aito4oi peyoBUHM.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO [10 IHCTPYKLi 415 MenyYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y
po3ain "Mo6iyHi peakuii™ woao
BaXK/IMBOCTI 3BITYBaHHA NPo No6iyHi
peakujii. BBegeHHs 3MiH NpoTAromM 6-Tm
MiCALIB Nicnsa 3aTBepAKEeHHs

3a
peyenmom

He
nidnsieae

UA/7608/01/02

217.

METOTPEKCAT
OPIOH

Tabnetku no 2,5 mr
no 30 a6o no 100
TabneTok y onakoHi
no 1 donakoHy B
KapTOHHI Kopoo6Li

OpioH
KopnopeiiwH

PiHNAHAIA

OpioH KopnopeiiwH,
®iHNaHgia
(BMPOGHUK, LLO
3[iICHIOE BUNYCK
cepii); OpioH
KopnopeiiwH,
®iHnAHAiA
(BUPOOGHUK, WO
3[jlicHI0E
BMPO6HMLITBO 3a

®iHNAHAIA

BHECEHHS 3MiH [0 peecTpalinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3zin "OcobnmnBocCTi 3acTOCyBaHHA"
BiANOBIAHO O OHOB/IEHOT iIH(hopmaLii
3 6e3neku AitoUoi pevoBUHN.
BBefieHHs1 3MiH NpoTArom 6-Tn Micauis

3a
peyerimom

He
nionsieae

UA/7608/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MOBHVM LMK/IOM) nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun) 3MiHKn
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby y
po3gain "Mo6iyHi peakuyii" woao
BaXK/IMBOCTI 3BITYyBaHHS NPO NoGiyHi
peaxuii. BBeieHHA 3MiH NpOTAromM 6-Tu
MicsLiB MicNs 3aTBEPAKEHHS
218. | METPOHIOA30/T | po3uuH ANns iHdys3il, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/4079/02/01
-AAPHULA 5 mr/mn, no 100 mn "®PapmaueBTu "papmMmaueBTNYHaA mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenmom niosnsieae
y thrakoHi yHa hipma ipma "JapHuus” SKOCTIi. [O0TOBWIA Nikapcbknii 3aci6.
noninponisieHoBoMy; "OapHuus" KOHTpOnb AOMOMDKHUX peYOBUMH (iHLUi

no 1 cpnakoHy B
nayui; no 100 mny
dhnakoHax

3MiHK) 3MiHa 10 po34iny «YMOoBU
36epiraHHs» Ha AONOMiDKHY PeYOBUHY
[vHaTpito chocdhaT gopekarigpat:
[itoyva pegakuis: B nnoTHO
YKYNOpPEeHHOIi Tape npu Temneparype
He Bbilwe 25°C. 3anponoHoBaHa
pefakuis: BignosigHo 0 HOpMATUBHOI
AOKyMeHTauii pipMn-BMpobHUKa.
3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[L0MOMDKHMX PevyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX 418 LONOMDKHOT
peyoBUHM (BUNYYEHHS 3i cneuudikawii
He3HaYyHOro NokasHuka (Hanpvknag
3acTapisioro NoKkasHUKa)) BUNYYEHHs 3i
cneuudikaLii Ha JOMOMKHY PeqyOBUHY
[OuHaTtpito pocchat gopekarigpar
BUNPOOYBaHHA 3a NMOKa3HUKOM
«ApceH» Ta «Baxki meTanu», 3rigHo
ICH Q3D Guideline for Elemental
Impurities. 3MiHu | TNy - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS
y BiZANOBIAHICTb A0 MOHorpacii APY
abo €sponeickKoi hapmakonei, abo
iHLIOT HaujoHanbHOT thapmakonel
nepxasun €C (iHWi 3MiHW) BHECEHHS
3MiH 40 cneyndikauii Ta MeToais
BMNPOGYBaHHA Ha JOMOMKHY
peyoBuHy [uHaTtpito ocdat
pogekarigpart, a came: 3a n. "BigHOBHI
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

peyoBuHK", "Hatpito gurigpodoccpat”,
"Xnopugn", "Cynbgpatun”, "3aniso",
"Mpo3opicTb po3unHy", "BTpata B Maci
npy BUCYLLYBaHHI" HOPMyBaHHS
3a/mweHo 6e3 3MiH, 6yn10 BHECEHO
3MiHW Ta pefakLiiiHi npaBku
BiANoBiAHO A0 €® «Disodium
Phosphate Dodecahydrate»; 3a n.
"laeHTudikauis", "KinbkicHe
BU3HAYEHHSA" BUMOr NpuBeAeHo A0
nitoyoi moHorpadii €® «Disodium
Phosphate Dodecahydrate»;
iHchopmawuito nokasHuka "PO3UMHHICTL"
BHECEHO B po3/in "3arasibHi
BnacTmBoCTi". 3MiHu | Tuny -
AfMiHiCTpaTWBHI 3MiHU. 3MiHa Ha3BMK
APl abo fONOMIXHOI peHOBUHY -
Has3BY [OMNOMiXHOI PevOBUHU, LLIO
BXOAMTb A0 CKnagy rorToBoro
nikapcbKoro 3acoby, npmBeseHo y
BiANOBIAHICTb [0 MOHOrpadii
€sponelicbkoi Papmakonei «Disodium
Phosphate Dodecahydrate». fitova
pepakuis: HaTpus rugpodocdar
popekarnapat. MponoHosaHa
pefakuis: guHaTpito dpocchat
pofekarigpat. 3MiHU BHECEHI Y po3ain
"Cknag" (LOMOMDKHI pe4oBUHM) B
IHCTPYKLiO ANA MegUYHOro
3aCTOCYBaHHSA Ta K HAC/IOK - Y TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MiICALIB MiCNA 3aTBEPLYKEHHS.
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
OHOB/IEHHA TEKCTY MapKyBaHHs
BTOPMHHOT YNakoBKW NiKapcbKoro
3acoby, a came BUTyYEHHS
iHhopMauii, 3a3HaYeHoi poCilicbKoro
MOBOIO Ta A0MNOBHEHHA N. 17 IHLWE.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicna 3aTBepKEHHS.

219.

MET®OPMIH-
TEBA

Tabnetku no 850 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepun y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepeiwH3 MNonaxg,

MonbLa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK 3
akocTi. CepTtudikar BignosigHocTi/lE-
cepTugikat BiANoBiAHOCTI
E€Bponenchbkii

UA/7795/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTUdikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOB/IEHOTO cepTudikaty
BifNOBIgHOCTI E€Bponelichbkilt
thapmakonei R1-CEP 2008-043-Rev
07 Bif, BXe 3aTBEPAKEHOTO BUPOOHMKA
Shouguang Fukang Pharmaceutical
Co., Ltd., China gito4oi pe4oBuHM
MeTOPMIHY rigpoxnopug, Ta sk
HacnifoK BUAAIEHHS BUPOOHUYOI
nnowaakun 8013 (3aTBepmxeHo: R1-
CEP 2008-043-Rev 05;
3anponoHoBaHo: R1-CEP 2008-043-
Rev 07)

220.

MET®OPMIH-
TEBA

Tabnetku no 500 mr
no 15 tabneTtok y
6nictepi; no 2
6nictepun y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepeiwH3 MNonaxg,

MonbLa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTtudikar BignosigHocTi/lE-
cepTugikat BiANoBiAHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA AONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBepaxeHoro BupobHuka (b.111.1.
(@)-21A)
noJaHHsS OHOBJ/IEHOro cepTudikaty
BiANOBIAHOCTI EBpONechbkili
hapmakonei R1-CEP 2008-043-Rev
07 Big BXe 3aTBEPAKEHOIO BUPOGHMKA

3a
peyenmom

UA/7769/01/01
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n/n

JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

221.

MI3OMPOCTON

Tabnetku, no 200

YaiHa

Shouguang Fukang Pharmaceutical
Co., Ltd., China gito4oi pe4oBuHn
MeTOPMiHY rigpoxnopug Ta sK
HacnifoK BUAAIEHHS BUPOOHUYOI
nnowaaku 8013 (3aTBepmxeHo: R1-
CEP 2008-043-Rev 05;
3anpornoHoeaHo: R1-CEP 2008-043-
Rev 07)

222,

MIKOHA30/1-

Mkr no 3 a6o no 4
Tabnetkun y énicrepi,
no 1 6nictepy B
nauuj 3 KapToHy

Kpem, 20 mr/r, no 15

Pe3oypsec
3iky

dapmac'toTika

n Ko., Nita,.

KuTalicbka
HapogHa
Pecny6nik
a

Yalina Pe3oyp3ec
3ixy dapmac'toTikan
Ko., 114,

Kutavicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaovatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBiga/IbHOI 3a hapmakoHarnsg.
[Oitoua pepakuis: XyaH AyHnsH /
Huang Dongliang. MponoHoBaHa
pepakuis: | CyninH / Yi Suping. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
hapmakoHarniag. 3miHa KOHTaKTHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapmakoHarnsag B Ykpaini. [irova
pepakuis: Typok B'suecnas
B'auecnasosuy. NponoHoBaHa
pefakuis: YaneHko OnekcaHapa
IropiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBigasibHOT 3a hapmakoHarnsg B
YKpaiHi

3a
peyerimom

UA/16796/01/01

JAPHULA

rabo no 30 ry Ty6i;

MpAT
"GapmaueBTu

no 1 Ty6i B nayui

Ykpaina

YyHa pipma

MpAT
"@apmaueBTnyHa

dipma "apHuug"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
MaTepianis: 3MiHu | TUNY - 3MiHK 3

akocTi. CepTtudpikat BignosigHocTi/l E-

6e3
peyenma

UA/1642/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
"AapHuus" cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,

NoB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS
y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo
iHLWOI HaujoHanbHOT chapmakonel
nepxasun €C (iHLWi 3MiHW) NpuBeaeHHS
cneumdikaLii Ta METOAIB KOHTPO/HO
AKOCTi Ha [OMOMiXXHY PEYOBUHY
Makporon 400 fo BuMOr fitoyoi
MoHorpadii «Macrogols»
€Bponeiicbkoi Papmakonei, 3
BpaxyBaHHAM pekoMeHAaLii Ta
ctunictukn APY. Y 38'A3Ky 3 UM
BHECEHO pejakLiiiHi npaBku 4o
po3giniB «lgeHTundikauis»,
«KNCNOTHICTb 260 NYXHICTb»,
«BiHOBNIOIOUN PEYOBUHW»,
«Popmanbaerig», «ligpokcnnoHe
4ncno» (3 BpaxyBaHHSAM NOMPaBKOBOIo
KoediliEHTY A0 MONAPHOCTI), «Boga»,
«B’A3KiCTb», «ETUNEHTNIKOND i
LieTUNEeHriKob». 3MiHu | Tuny -
3MiHM 3 AKOCTi. [0TOBWIA NiKapCbKUiA
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX A5 [OMOMDKHOI peqoBUHM (iHLUi
3MiHM). CynyTHs 3MiHa - 3MiHU 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTPO/b AONOMIKHVX PEHOBUH.
3miHa y MeToAax BUNpobyBaHHS
[L0MOMDKHOT peYOBUHY (HE3HAYHI 3MiHU
y 3aTBepLKeHNX MeTodax
BMNPOGYBaHb) NpYBeAeHHs
cneuudikauii Ta METOAVK KOHTPO/THO
AKOCTi Ha [JONOMiXXHY PEYOBUHY
Makporon 400 fo Aitoumx BuMmor Ta
pekomeHAauiin AdY, 3 BpaxyBaHHAM
BMMOr EBponelicbkoi ®apmakonei, 3a
NOKa3HUKOM «PO3UYMHHICTb», AKUIA
nepeHeceHo A0 Po3Ainy Npo 3arasbHi
B/1ACTMBOCTI, OCKi/IbKV BiH Mae
pekoMeHaaLifiHnii xapakTep
BignoBiaHO AdY Ta 3a NOKa3HMKOM
«MikpobionoriyHa YicToTa» - BHECEHO

NocuiaHHA Ha fjtoye BUAaHHA €P,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6e3 3MiHM HOPMYBaHHSA Ta METOANKN
KOHTPOJIHO SIKOCTi. 3MiHW | TUNY - 3MiHK
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMDKHVX PEYOBUH.
3MiHa y MeTofax BUNPO6YyBaHHsA
[ONOMDKHOT peYOBUHY (HLLI 3MiHW Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy abo gogasaHHs)). CynyTHs
3miHa- 3MiHuW 3 siKoCTi. FoTOBWIA
nikapcbknii 3aci6. KoHTponb
[LOMOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikaLiii Ta/abo
O0NYCTUMUX MEX A5 AONOMIKHOT
peyoBUHM (iHLLi 3MiHW) BHECEHHS 3MiH
Ha J0NOMiXHY peyoBrHY Makporon
400, a came: 3a NMOKa3H1KOM
«ETnneHokeunpg, i giokcaH»
3anpornoHoOBaHO BBEAEHHS HOBOI in-
house meToavkn BunpobyBaHHs X
(A®Y, 2.2.28), W0 € aNbTepHaTUBHO
MeToAuLj, 3a3Ha4YeHol B MOHorpadii
Ed «Macrogols»; BHeCEHHS
CTUNICTUYHUX Ta pefakLiiHnX nNpasok,
6e3 3MiH BCTaHOB/IEHUX KpUTEPIiA
NPUAHATHOCTI 38 AaHUM MOKa3HUKOM
SAKOCTI.

223.

MINAHOA

TabneTkn BKpUTI
NMiBKOBOIO
060/10HKOI0, 3
mr/0,03 wr; no 21
TabneTui y 6nictepi;
no 1 6nicrepy y
KapTOHHI ynakosLi

3€eHTiBa, K.C.

Yecbka
Pecny6nik
a

ATAIC PAPMA,
C.N., Icnanisa
(anbTepHaTMBHWMIA
BMPOGHUK, SKWiA
BignoBigae 3a
BTOPWHHE
nakyBaHHs);
Na6opaTtopioc fleoH
®apma, C.A.,
Icnanis (noBHWiA
LMKN BUPOGHMLTBA);
MAHAHTIAN
IHTEIPA, C.J1Y.,
IcnaHis
(anbTepHaTMBHWMIA
BMPOGHUK, SKWiA
BignoBigae 3a
BTOPWHHE
nakyBaHHs)

IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO [0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis: "lMpoTunokasaHHs",
"Oco61BOCTI 3acTOCyBaHHA" Ta
"Mo6iyHi peakyii" oo 6esnekn

3a
peyerimom

He
nionsieae

UA/13152/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aCTOCYBaHHSA fjil0UnX PeYoBUH
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALUiB
nicnsa 3aTBepKEHHsS
224. | MINICTAH Tabnetkn, no 4 Mini Xenckepe Benvka Menpo IHAis BHECEHHS 3MiH [J0 peecTpaviinHmx Ne 4, Ne 12 - He UA/9028/01/01
MYNbTUCUMNT Tabnetkun y 6nictepi; Nimiteq BpuTtaHis PapmacboTukanc marepianis: 3miHu | Tuny - 3miHn 6e3 nionsizae
OMHWIA ABBAHC | o 1 Gnictepy y MpiBat NimiTeq, oo 6e3nekn/edpekTNBHOCTI Ta peyenma;
KapTOHHI kopobuyj; thapmakoHarnagy. 3MiHa y KOpoTkiii Ne 100 - 3a
no 4 Tabnetkn y XapaKkTepucTuLi NikapcbKoro 3acoby, peyenmom

6nictepi; no 1
6nictepy y
KapTOHHI kopo6uyj;
no 25 KapTOHHUX
KOPOGOK Y KapTOHHIi
Kopo6ui; no 12
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopoo6Li

TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHK). 3MiHW BHECEHO B iHCTPYKLitO
AN MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMMKN NiKapCbKUMu
3acob6amu Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO 1O OHOB/IEHOT iH(hopmaLLii
3 6e3nekn 3acTocyBaHHS fitounx
PEYOBUH JliKapCbKOro 3acoby.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3aCToCyBaHHS
nNiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHNX BignoBIAHO A0 niaHy
neaiatpnyHux gocnigpkes (PIP) (iHwi
3MiHM) 3MiHN BHECEHO B iHCTPYKL,i10
AN MeAnYHOro 3acToCyBaHHsA
niKapcbKoro 3acoby o posainy
"3acTocyBaHHs y Nepiog BariTHOCTI
ab6o rogysaHHA rpyaa” BignosigHo 4o
OHOBJIEHOI iHhopMaLii 3 6e3neku
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aCTOCYBaHHSA fjil0UnX PeYoBUH
nikapcbKoro 3acoby.
225. | MIO3M MOPOLLIOK ANs [hxensaiim Higepnax [bxensanm IpnaHg Ipnangis/ BHECEHHS 3MiH [0 peecTpalinHmx 3a UA/11618/01/01
NPUroTyBaHHs tOpon B.B. an Niviten, lpnaHgis Benebris marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
KOHUEHTparty A5 (HanoBHeHHsA AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
pO3UMHYy AN h1aKkoHiB Ta npoueci BupobHuutea A®I (iHwi
iHcpysiii no 50 wmr; 1 BMPOGHMLITBO 3MiHV) BMPOBaAXeHHA cTagil
oNakoH 3 NOPOLLKOM KIHLLEBOrO MPOAYKTY, NOBTOPHOT 06PO6KKM, TOBGTO NOBTOPHOT
Y KaPTOHHIN nauui MapKyBaHHA Ta dinbTpauii MigHVUX entoartis 4ns
nakyBaHHs, noAasibLIOro NPOLECY OUULLIEHHS
KOHTPO/b AKOCTI anrnokosungasun anbga, AKLWo
N3, Bunyck cepii); pesynbTaT Mg Yyac BUpobHMLTBA
[xeHzalim BMMarae NoOBTOPHOI qinbTpawii
dnaHgepc 686a, MigHoro entoaty. PedhinbTpavis
Benbris entoaris anrnKo3ngasu anbga migi
(Brpo6HMLTBO AC, yepes inbTp 0,2 MKM B 04HOPa30Buii
NpUroTyBaHHsA MILLOK YCNiLLHO BaslijoBaHa. A Takox
po3umnny 13 ans He3HayHi 3MiHM B TabmuysAx no
niodpinizauii) cTabinbHocTi B po3gini 3.2.P.3.4.
KOHTPO/Ib KPUTUYHKX CTaLji i
NPOMiXHOI npoayKuii
226. | MIONPUANH® TabneTku no 4 wr; TOB «MIBE YkpaiHa mi6e Mv6X HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/19477/01/01
no 10 TabneTtok y YKPAIHA» ApuHaiimitTTens marepianis: 3miHu | TUny - 3MiHK Wopo | peyenmom
6nicTepi; no 2 abo 6e3nekn/ehekTBHOCTI Ta
no 5 6nictepiB y hapmakoHarnsagy (iHwi 3miHn) -
nauui OHoBNeHHSA po3ginis «JATA
3AKIHUEHHA TEPMIHY
NMPUOATHOCTI», «<HOMEP
PEECTPALLINHOIO
MNMOCBIAYEHHSA» Ta «<cHOMEP CEPII
NIKAPCBKOI'O 3ACOBY» y TekcTi
MapKyBaHHS BTOPUHHOI yMakoBKW
nikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTArom 6 micAuis nicns
3aTBEPAKEHHS
227. | MI®ENPUCTOH Tabnetkn no 200 mr Yaiina Kutaiicbka YaliHa Pe3oyp3ec Kutaiicbka BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/16710/01/01
no 1 a6o 3 Tabnetkn Pe3oypsec HapogHa 3y Papmac'ioTikan HapogHa mMartepianis: 3miHu | TUNy - 3MiHK peyenmom
y 6nicTepi; no 1 3iky Pecny6nik Ko., 14, Pecny6nika wopo 6e3nekv/etpekTMBHOCTI Ta
6nicTepy B nauui 3 dapmac’ioTika a hapmakoHarnsigy. BeegeHHs abo
KapToHy n Ko., N7a. 3MiHW [0 y3ara/lbHEHNX AaHnX Npo

cuctemy hapMakoHarnagy (BBefeHHs
y3araJibHeHVX AaHuxX Npo cucTemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3fiicHEeHHs1 hapmakoHarisgy B
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YMNOBHOBaXEHOT 0cob,
BiZiNOBIAANbHOI 32 34jiACHEHHS
hapmakoHarnsgy (Bkaouyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLEeHHI MacTep-thalina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag.
[Oitoua pepakuis: XyaH AyHnsH /
Huang Dongliang. MponoHoBaHa
pepakuis: | CyniH / Yi Suping. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiAnoBifabHOI 3a
hapmakoHarniag. 3miHa KOHTakTHOT
0co6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmakoHarnsag B Ykpaini. [irova
pepakuis: Typok B'suecnas
B'auecnasoBuuy. [ponoHoBaHa
pegpakuis: YaneHko OnekcaHapa
IropiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBifasibHOI 3a hapmakoHarnsg B
YKpaiHi

228.

MOBIKCUKAM®

PO34uH NS iH'eKLiA,
15 mr/1,5mnno 1,5
M B amnyni; no 5
amnyny
naacTKoBOMy
KOHTEeliHepi B
KapTOHHI KopooLi

MoBi Xenc
meX

LLiBefiuapi
El

Xenn CA

pewis

BHECEHHS 3MiH [0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3aCToCyBaHHs
nNiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/iHKEHD,
npoBeAeHnX BignoBiAHO A0 niaHy
negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHVN BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3acoby [0 po3ainy "3acTocyBaHHA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyAAt0" BiANOBIAHO OHOB/IEHOT
iHdbopmaii 3 6e3neku gjtoyoi
PEYOBUHN MeSTIOKCUKaMy 3rifHo

3a
peyenmom

He
nionsieae

UA/14916/01/01




199

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pekomeHgauii PRAC.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MicALIB MiCNSA 3aTBEPKEHHS.

229.

MOMETASOHY
DYPOAT

MOPOLLIOK
(cybeTaHuin) B
MiLLKax noABiiHMX
nonieTNeHoBUx
ans
hapmMaLeBTUYHOTO
3acToCyBaHHSA

Aypicko
dapmac'toTike
n Ko., n14.,
n.p.

Kutaii

Aypicko
dapmac'toTiken Ko.,
nra., N.p.

Kutaii

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BignNoBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[0Ns BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoB/EHWIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUMKaA - MNogaHHs
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei ansa A®l MomeTasoHy
dhypoaty Ne R1-CEP 2008-094-Rev 04
Bif, BXE 3aTBEPMAXEHOr0 BUPOGHUKA
Aypicko ®apmac'toTiken Ko., N14.,
KuTalii, y 3B'A3Ky 3 HAaCTyNHUMM
3MiHaMK: - 3MiHW Ha nepLuili cTagji
BMPOBHMYOro npouecy (3MiHEHO Ko
BMXifHOro matepiany 3 8DM Ha 001.
[JlogaHo BMKOpUCTaHHA TpueTunamiHy);

- OHOB/IEHO METOAWVKY BU3HAYEHHS
3aUTULLKOBUX KifIbKOCTE OpraHiuHmnx
PO34YMHHVIKIB.

UA/18975/01/01

230.

MOMIKCOH

cnpeii HasaslbHUiA,
cycneHsis, 50
MKr/go3y; no 10 r (60
[o3), no 16 r (120
£o3), no 18 r (140
[03) cycneHsii y
nonieTnneHoBoMy
donakoHi 3
[103YI04MM HACOCOM
Ta Ha3albHUM
annikatopom, no 1

donakoHy y

AT "Apaves
Papma”

Monba

Papmea, PpaHLis;
Bupo6bHuk
BiANOBIAaIbHWI 3a
BUNYCK cepii, He
BK/IHOYa0UM
KOHTPO/b:

AT "Apamep
Papma”, MonbLua

PpaHuia/
MonbLa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikara
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignNoOBIAHOCTI
€Bponelicbkiil hapmakonei: ans Adl;
015 BUXIAHOTO
mMartepiany/peareHTy/npoMiXHOro

3a
peyenmom

UA/16749/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KOpoo6Li

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikaT Bif BXe 3aTBepKEHOro
BMPOGHMKA - MOAaHHSA HOBOIO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne RO-
CEP 2018-185 - Rev 00 gns gjtoyoi
peuoBnHM Mometasone furoate
monohydrate Bif, BXe 3aTBEpKEHOro
BMpo6Huka STERLING S.p.A., ITanisa
(3amiHa ASMF version AP-121628
Rev.02)

231.

MOP®IHY
CYNb®AT

MOPOLLOK
(cybcTaHuis) y gBox
NonieTUNEHOBNX
nakeTtax gns
chapmaueBTUYHOrO
3acTOCYyBaHHsI

®PAHKOMIA

®paHuis

CaHodi Ximi

®paHuis

BHECEHHS 3MiH [0 peecTpaLinHmx
mMarepianis: 3mMiHa 3asBHuKa /13
(MIBM) (BnacHuka peecTpawjiinHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460); 3miHu | Tvny -
3MiHu 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro ab0o OHOBNIEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin dhapmakonei: ana Adl;
ONs BUXIQHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCH Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2000-126 -
Rev 05 (3atBepmkeHo: R1-CEP 2000-
126 - Rev 04); 3miHu | Tyny - 3MiHK 3
akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBasibHuii 3aci6
(iHLWIi 3MiHW) - OHOBNEHHS PO3Ainy
«MapkyBaHHs» y MKA

UA/18703/01/01

232.

HANBY®IHY
rAPOXNOPUA,

MOPOLLIOK
(cybcTaHuis) B
nonieTuneHoBy
naketi ans

OPAHKOMMIA

®paHuis

CaHodi Ximi

®paHuis

BHECEHHS 3MiH [0 peecTpavlinHmx
mMaTtepianis: 3MiHa 3asBHVKa J13
(MIBM) (BnacHuka peecTpaujiitHoro
nocsifgyeHHs) (3rigHo Hakasy MO3 Big

UA/18419/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

chapMaLeBTNYHOTO
3acTocyBaHHs

23.07.2015 Ne 460). 3minu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y MeTodax BunpobysaHHs Ad|
abo BuXigHOro matepiany/npomikHoro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHA) HE3HAYHI 3MiHW Y
3aTBEPMHKEHOMY MeTogi
BUNPOOYBaHHA 3a NMOKa3HMKOM
«KiflbKicHe BM3HaYeHHs», a came: y
KifIlbKICHOMY B/3HAY€HI METOAOM
NOTEHLOMETPUYHOrO TUTPYBaHHS
CYMiLL KNCNOTU OLTOBOI 6€3BOAHOI Ta
PO34MHY COMi PTYTi B KNCMOTi OL{TOBIN
3aMiHIOI0Tb €TaHO/IOM Ta PO34MHOM
KNCNOTU X/TOPUCTOBOAHEBOI. 3MiHY |
Tuny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
(iHWi 3MiHM) OHOBNEHHS pO3ainy
«MapkyBaHHA» y MKA

233.

HANIOKCOHY
rAPOXIOPU,
JVMAPAT

MOPOLLOK
(cybcTaHuis) y aBox
nonieTMNeHoBux
nakeTax gns
hapMaLeBTUYHOTO
3acTocyBaHHs

®PAHKOIMIA

PpaHuin

CaHodi Ximi

PpaHuin

BHECEHHS 3MiH [J0 peecTpaviinHmx
MaTepianis: 3miHa 3asiBHMKa
(BnacHvika peecTpauiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460): 3minu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA AONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 1996-050 -
Rev 06 (3atBepmkeHo: R1-CEP 1996-
050 - Rev 05). Ak Hacnigok 3MiHa

UA/18009/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ha3BuW Ta afipecu BracHuka (Ctaso:
FRANCORPIA 15 rue Traversiere
France-75012 Paris); npvBegeHHs
MOseKyIsipHOT hopmynu y
BiANOBIAHICTb A0 MOHOrpagii €.
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
Cucrtema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
(iHWi 3MiHM) OHOBNEHHS po3ainy
«MapkyBaHHA» y MKA

234.

HANTPEKCOHY
rAPOXIOPU,

MOPOLLIOK
(cybeTaHuis) y
nonieTnneHoBoMy
naketi ans
hapMaLeBTUYHOTO
3acToCyBaHHSA

PPAHKOIMIA

PpaHuin

CaHodi Ximi

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHa 3asBHuKa /13
(MIBM) (BnacHuka peecTpawjinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460). 3minu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
AN BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBEPAKEHOro BUpo6HMKa. MNMogaHHsA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 2009-287 -
Rev 02 (3atBepmxkeHo: R1-CEP 2009-
287 - Rev 01). fk Hacnigok 3miHa
Ha3BuW Ta afipecu BacHuka (Ctaso:
FRANCOPIA 15 rue Traversiere
France-75012 Paris). 3minun | Tvny -
3MiHK 3 sKocTi. A®l. Cructema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
(iHWi 3MiHM) OHOBNEHHS po3ainy
«MapkyBaHHA» y MKA.

UA/17952/01/01

235.

HEAPOPYBIH™

PO3YUH ANst iH'EKLLINA,
no 3 ma B amny/ii;
nosSamnyny
KopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'vbX,
HimeuunHa
(BUpOGHMLTBO 3a
NOBHUM LIIK/TOM,
KOHTPO/1b SKOCTI)

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiinHmx

marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTposb A®L. 3miHa y
napameTpax cneuucikauii Ta/abo

[0MNYCTUMMX MEX, BUSHAYEHUX y

3a
peyenmom

UA/10051/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cneuudikauisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpo6HUUTBa AP| (LONOBHEHHS
crneundikavii HOBUM MOKa3HUKOM
SKOCTi Ta BiANOBIAHUM METOAO0M
BUNPO6YBaHHS) ONOBHEHHSA
cneuudikauii APl Mipngokeuny
rigpoxnopvgy napameTpom
«MiKpobiosioriyHa yncToTa» 3a
nokasHmkamum TAMC NMT 102 CFU/g
Ta TYMC NMT 50 CFU/g. BHeceHHs
pefakuiiH1X 3MiH: fofiaHo Homep 245
MoHorpadii EP Ha A®I, gofaHo NoBHY
Ha3BY 3aTBePKEHOro BUPOOHNKa AP,
[0AaHO NOCUNaHHA Ha HoMep
3aTBepaxeHoro CEP, 3po6nieHo
[0[AaTKOBI 3MiHW y (DOPMYJIOBAHHSIX,
AKi He 3MiHIOITb 3MICTY

236.

HEWPOPYBIH™

PO34nH NS iH'EKLN,
no 3 mMn B amnyni;
no5amnyny
Kopoo6ui

TOB «TeBa
YKpaiHa»

YkpaiHa

Mepkne T'mM6X,
HimeuunHa
(BMPOGHMLTBO 3a
NOBHUM LIIK/TOM,
KOHTPO/Ib SKOCTI)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin hapmakonei: ana Adl;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BMPOGHMLTBI A®I; NS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBeHWiA cepTudikaT Bif yxe
3aTBEPMKEHOr0 BUPOGHMKA. MoaaHHA
oHoBreHoi Bepcii CEP R1-CEP 1998-
131-Rev 05 (nonepeaHs Bepcis CEP
R1-CEP 1998-131-Rev 03), y 3B’'A3KYy 3
HaCTYNHMMK 3MiHamu: - Bigbynocs
OHOBJIEHHA METO/IB BU3HAYEHHS
3a/IULLIKOBUX PO3UMHHKKIB Ta METOAIB
aHanizy enemeHTHUX gomilok (Ni ta
Zn). - Ha ocTaHHili cTagji cnuHTesy B
AKOCTi PO3YMHHUKA BUKOPUCTOBYETLCA
Boja. - MNepiog NOBTOPHMX

3a
peyerimom

UA/10051/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMNpo6YyBaHb y 36 MiCALIB BXe
3a3HayeHuit y CE®. - lo cepTudpikaty
[0[A€ETbCA pestome LWoA0 ynpaBiiHHA

pu3nkamm, NoB'A3aHUMK 3
e/leMEHTHUMM AoMillKamu. MpomikHa
Bepcis CEP R1-CEP 1998-131-Rev
04 He 6yna i He byae BNpoBagXeHa.
MpuunHa nonsrae B TOMy, L0
pefakuis 04 mictuna TeXHIYHY
noMusIKy, sika 6yna BunpasieHa B
pegaxuii 05. 3miHu | TMny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo

[0MYyCTUMUX MEX, BU3HAYEHUX Y

cneuyucpikalisx Ha Ad®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo

BVKOPWCTOBYIOTbCSA Y MPOLECI

BMpO6HMLTBA AD| (4ONOBHEHHS

crneundikaLii HOBUM MOKa3HUKOM

AKOCTI Ta BigNoBifH/M METOAOM

BMNPOGYyBaHHS) [loNOBHEHHS
crneundikavii A®I Tiaminy
rigpoxnopugy napameTpomM

«MikpobionoriyHa ynctoTa» 3a

nokasHvkamy TAMC NMT 10? CFU/g
Ta TYMC NMT 50 CFU/g. BHeceHHs
pefakuiiHnx 3miH: gogaHo Homep 303
MoHorpadii EP Ha A®l, sogaHo NoBHY

Ha3BY 3aTBEPAKEHOro BUPOGHMKa A,

[0aHO NOCUIaHHA Ha HoMep
3aTBepxeHoro CEP, 3po6neHo
[04AaTKOBI 3MiHW Yy (DOPMY IOBaHHSX,
SIKi He 3MiHIOKTb 3MICTY

237.

HEKCABAP®

TabneTkn, BKpUTI
NNiBKOBOIO
o060510HKot0, No 200
Mr; o 28 TabneTok
y 6nicTepi, no 4
6nictepu y
KapTOHHII nayi

Baiiep Al

HimeyunH
a

Baiiep Al

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | TUny -
AIMiHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHUYOI AiNbHULI (BKNOYA0UM
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro NikapCbKoro
3acoby, AiNbHULi A8 NPOBEeAEHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAa/ILHOIO 3a BUMYCK Cepil,
MicLLe NpOBeAEHHS KOHTPOSIIO cepii)
abo noctavasibHVKa BUXIAHOMO
Marepiany, peareHTy abo AOMOMiXHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCBE) -
BrganeHHs anbTepHaTUBHOIO

3a
peyenmom

UA/7141/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMpOGHUWKa 13 Baliep Xenckep
MaHydakTypinr C.P.J1., ITanisa, y
3B'A3KY 3 PiLIEHHSAM KOMMaHii.
3anunwaeTbecs BUPOGHMK KOTpUiA
BWKOHYE Ti X cami cpyHKLT, Lo i
BuganeHuii (baiiep Al, HimeuumnHa).
BBeAeHHs 3MiH NpoTArom 4-x MicauiB
nicnsa 3aTBepKeHHs
238. | HEOFEMOJE3 PO34nH A4Ns iHdysin MpuBatHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/11070/01/01
no 200 mn abo no akujioHepHe akuioHepHe Marepianis: 3miHu | Tvny - 3MiHu 3 peyenmom nionsizae
400 MmN y nasiwkax TOBapuCTBO TOBapuCTBO AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
ab6o no 200 mn abo "IHdpy3ia” "Indpysia” Cucrtema
no 400 My naswuj, KOHTelHep/3aKynoploBasibHuiA 3aci6
no 1 nAswui y nayui (iHWi 3MiHW). BHECEHHS 3MiH 80 p.
YnakoBka, a came - fofaBaHHs
BTOPUHHOI YNakoBKM (Nauku).
BBefeHHs 3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepakeHHs
239. | HEO®EH TabneTku, BKPUTI Benyno, niku Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [0 peecTpavinHmx 6e3 niosnsieae UA/14740/01/01
BENYMNO ®OPTE | nniBkoBOIO Ta KOCMeTuKa, KocmeTuka, A4.4. mMartepianis: 3miHu | TUNy - 3MiHK peuenma
060/10HKO0, 400 Mmr; o.a. wopo 6e3nekn/ethekTMBHOCTI Ta
no 10 TabneTok y thapmakoHarnagy. 3MiHa y KopoTkiii
6nictepi; no 1 XapaKTepucTULi Nikapcbkoro 3acooby,
6nictepy y TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
KapTOHHI navui MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
nNiKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHWM BHECEHO [0 IHCTPYKLUIT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3gin
"3acTocyBaHHSA y nepiof BariTHOCTI
a6o rogyBaHHA rpyaa” BignoBigHoO A0
OHOB/IEHOT iHhopMaLii 3 6e3neku
[ito40i pevyoBuHU
240. | HIBECTUM PO3UMH ANA iH'eKLil Mdpaiizep Eiiu. CLIA BUMNYCK cepil, XopsarTisi/ BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/15455/01/01
abo iHdysin no 12 Ci. M. BUPOBHMUTBO "in Benbris martepianis: 3mMiHu | Tuny - peuyenmom
MH Of1 (120 KopnopeiiwH bulk", kKOHTpO/b AMiHICTpaTVBHI 3MiHW. BunyyeHHs

MKr)/0,2 mn; no 0,2
M/1Yy nonepegHs0
3anoBHEHOMY
wnpuui (I knacy)
MicTKicTio 1 m1; Mo 1

cepii y npoueci
BMPOOHMLTBA,
TECTYBaHHs
BUNYLLEHOI cepil,
TECTyBaHHS

BMPOBHUYOI AiNbHUL (BKNOYaOUK
LinbHUUi gns APl NPOMiDKHOTO
npoaykTy abo roToBOro MikapCbKoro
3acoby, AinbHULi 4118 NpoBeAeHHSA
nakyBaHHs, BUPOOHMKA,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nonepegHL0 cTabinbHOCTI, BiANOBIAa/ILHOIO 3a BUMYCK Cepil,
3anoBHeHOMY TecTyBaHHSA MicLie NPOBEeAEHHSI KOHTPO/IO cepil)
wnpuuy y 6nictepi y CTepPWUIbHOCTI, abo noctavasibHVKa BUXIAHOMO
KapTOHHI navui nepBuHHE Ta mMarepiany, peareHTy abo fOnoMiXHOT
BTOPWHHE PEeYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE).
nakyBaHHS: BunyyeHHsi anbTepHaTMBHOTO

XOCMNIPA 3ArPEB
[.0.0., XopsarTis
KOHTPO/b SKOCTI,

TecTyBaHHS
BUNYLLLEHOI cepil,
TecTyBaHHs
CTabiNbHOCTI:
SGS /a6 CaiimoH
CA, Benebrist

BUPOGHMKA BTOPVHHOIO NakyBaHHSA
N3 CBYC ®APMA A.C., Yecbka
Pecny6nika (SVUS PHARMA A.S.,
Czech Republic). 3minn | Tuny - 3MiHn
3 AKocCTi. A®I. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHULTBA AD| (3BY>KEHHSA
[OMyCTUMUX MEX, BU3HAYEHUX Y
cneumaikaLii). BHeCEHHs 3MiH y .
3.2.5.2.3 Control of Materials:
OHOBJIEHHS KpUTEPIIB NPUAHATHOCTI
AN onucy X0puay KasbLito 3 «6inoro
MOPOLLKY» Ha «BinniA NopoLLIoK abo
rpaHynu». 3miHum | Tuny - 3miHun 3
AKOCTi. [O0TOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby (3miHa y
3aTBEPMKEHOMY MPOTOKONI
cTabinbHOCTI). 3anpONOHOBaHO 3MiHM
[10 3aTBEPAXXEHOr0 NPOTOKONY
CTabinbHOCTI FOTOBOro Npenapary 45
BUJTyYEHHS TECTY OCMOJIAPHOCTI 3
nporpamu TecTyBaHHs cTabinbHOCTI
'N3. Po3gin 3.2.P.5.1 Cneumndikauis
6yn10 OHOBJIEHO, LLIO6
andbepeHLioBaty napameTp
OCMOJISA/IbHICTb K TECT TiflbKN ANA
BUMycKy. OCMONANBHICTb He €
MOKa3HNMKOM CcTabinbHOCTI. 3MiHu |
TUny - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa
y TEpMiHax npuaaTHOCTI a6o ymoBax
36epiraHHs rOTOBOTrO NiKapCbKOro
3aco6y (3miHa y 3aTBEpKEHOMY
NPOTOKO/i CTabifIbHOCTI).
3anponoHoBaHo 3MiHW Y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3aTBEPAKEHOMY MPOTOKOSI
CTabiNbLHOCTI rOTOBOrO Npenapary, a
came: BUK/IIOYEHHS TECTY Ha TBepai
YaCTWUHKW B NpOrpamMi TeCTyBaHHs
ctabinbHocTi /13 B Toukax 6 i 18
MicauiB. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (3MiHa y
3aTBEPAKEHOMY MPOTOKOSI
cTabinbHOCTI). 3anponoHoBaHoO
NPOBOANTMN TECT Ha CTEPUSILHICTb
TiNbKM Nifg, Yac BUNYCKY Ta HanpuKiHLj
TEePMiHy NpUAATHOCTI BigNOBIAHO [0
pekomeHgauiin ICH Q5C.
3MiHu | TUNY - 3MiHK 3 AKocTi. ADL.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxXigHOro
marepiany/npomiKHOro
npoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MeToAax
BMMNPOBYBaHHS).
HesHauHi 3mMiH1 o meToay
TecTyBaHHA APl y npoueci
BMPOGHMLITBA, & came, nepernag
chopmyntoBaHHSA LWOA0
nocTavyasnibHVKIB CTaH4apTiB
MOJIEKY/IAPHOI Macw, Lo
BMKOPVCTOBYIOTLCS MPW NepeBsipLi
npuaaTHOCTI CMCTEMU METOZIB
enekTpodopesy B noniakpunamigHomy
reni 3 gogeumnncynbaromM HaTpito
(SDS PAGE LAB-26276
(MPC003442), pns BifobpakeHHs
eKBiBa/IEHTHUX NnocTavyasibHuKIB. Y
3B’A3KY 3i 3MIHOI TakoX 6y/10 BHECEHO
OHOBJ/IEHHSI CTaHAAPTHUX IHCTPYKL i3
NiAroTOBKM Ta KpUTEPIiB NPUAHATHOCTI
0o p. Section 3.2.S.2.4 Control of
Critical Steps and Intermediates —
Filgrastim IB SDS PAGE and Western
Blot Ta 3.2.S.2.4 Control of Critical
Steps and Intermediates. 3MiHu | TUNY
- 3MiHM 3 AkocTi. AL, KoHTponb AdI.

3mMiHa y MeTodax BunpobysaHHs Ad|
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

abo BMXigHOro matepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS). He3HauHi 3MiHW Ao
meToay TecTyBaHHs A®I y npoueci
BMPOGHMLITBA, & came, nepernag
hopMy/IHoBaHHS LWOA0
nocTadyasibHUKIB CTaHAapTIB
MOJIEKYIAPHOI Macu, Lo
BVIKOPVCTOBYIOTbCS NPpU NepesipLi
npuaaTHOCTI CMCTEMU METOZIB
enekTpodopesy B nosiakpunamigHomy
reni 3 gogeumnncynbarom HaTpilo
(BectepH-6510T LAB-26276
(MPC003442), pns Bifo6paxKeHHs
€KBIBUIEHTHMX NocTavyasibHUKIB. Y
3B’AA3KY 3i 3MIHOI TakoX 6y/10 BHECEHO
OHOBJIEHHSI CTaHAAPTHUX iIHCTPYKL i3
niAroToBKW Ta KPUTEPITB NPUAHATHOCTI
0o p. Section 3.2.S.2.4 Control of
Critical Steps and Intermediates —
Filgrastim IB SDS PAGE and Western
Blot Ta 3.2.S.2.4 Control of Critical
Steps and Intermediates. 3miHu | Tuny
- 3MiHu 3 AKocTi. API. CTabifnbHICTb.
3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepioay 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEPAKEHOMY [0CbE cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
hapmakonei, Lo BKItoYae nepios
NOBTOPHOrO BUNPOOYBaHHS) (3MiHa y
3aTBEPAKEHOMY MPOTOKOSI
cTabinbHocTi). OHOBMEHHSI NPOTOKONY
TeCTyBaHHS CTabifIbHOCTI Ajitoyoi
PEYOBVHN: BUAANEHHS YACOBUX TOUOK
TecTyBaHHs, Siki He BuMaratoTbes ICH
Q5C abo 6a3ylTbCcs Ha
3aTBEpAKEHOMY TepMiHi NpuaaTHoCTI
P.

241.

HIBECTUM

PO34UH NS iH'EKL
abo iHdysiii no 30
maH O/ (300
mkr)/0,5 mn; no 0,5
M1y nonepesiHL0
3anoBHEHOMY

Mcpaiizep Eitu.

Ci. Ni.
KopnopeiwH

CLIA

BWMYCK Cepii,
BUPOGHMUTBO "in
bulk", kOHTpPOb
cepii y npoueci

BUPOBHULTBA,

TECTyBaHHS

XopsarTisi/
Benbris

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3mMiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOBHUYOI AiNbHUL (BKIOUAKUN
OinbHUUi ons APl NpOMiXHOTO
NpOAYKTY abo roTOBOro NiKapCbKoro

3a
peyenmom

UA/15455/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

wnpudi (I knacy)
MicTkicTio 1 ms1; o 1
abo 5 nonepefHbO
3anoBHEHNX
wnpuuis y énictepi
Y KapTOHHii nayuj

BMNYLLEHOI cepil,
TecTyBaHHSA
cTabinbHOCTI,
TeCTyBaHHA
CTepW/bLHOCTI,
nepBuHHE Ta
BTOPUHHE
naKkyBaHHs:
XOCTIPA 3ArPEB
[.0.0., Xopsaris
KOHTPO/b AKOCTI,
TecTyBaHHS
BMNYLLEHOI cepil,
TecTyBaHHSA
cTabinbHOCTI:
SGS a6 CaiimoH
CA, benbrist

3aco6y, AinbHULI 418 NPpOBEAEHHS
nakyBaHHs!, BUPOGHMKa,
BiZiNOBIfA/IbHOTO 3a BUMYCK CEPild,
MicLie NPOBEAEHHS KOHTPOJIHO cepii)
ab0o nocTayasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0MOMIKXHOI
PEYOoBMHM (SIKLLLO 3a3HAYEHO Y [OCHE).
BunyyeHHsi anbTepHaTUBHOTO
BUPOGHMKA BTOPMHHOIO NakyBaHHS
N3 CBYC ®APMA A.C., Yecbka
Pecny6nika (SVUS PHARMA A.S.,
Czech Republic). 3miHn | Tuny - 3MiHN
3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUPO6HMLUTBA AP (3BY)XKEHHSA
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneundikaui). BHeCceHHs 3miH y .
3.2.5.2.3 Control of Materials:
OHOBJ/IEHHS KPUTEPITB NPUIAHATHOCTI
AN1A onucy X10pyAay KasbLito 3 «6inoro
NOPOLLIKY» Ha «6innii nopoLuok abo
rpaHynu». 3minum | Tuny - 3miHun 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (3MiHa y
3aTBEPAKEHOMY MPOTOKOSI
cTabinbHOCTI). 3anponoHOBaHO 3MiHK
[10 3aTBEPAXEHOr0 NPOTOKO/Y
CTabinNbHOCTI rOTOBOro Npenapary A/
BWU/TYYEHHSI TECTY OCMOJISIPHOCTI 3
nporpamMmu TecTyBaHHs cTabinbHOCTI
N3. Po3gin 3.2.P.5.1 Cneuundpikanis
6y/10 OHOB/IEHO, LLO6
OvdbepeHLiloBaTy napameTp
OCMOJISA/ILHICTb K TECT TiNIbKN ANA
BUMycky. OCMONANBHICTb He €
MOKa3HNMKOM CTabifilbHOCTI. 3MiHu |
My - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. CTabifibHiCTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO NikapCcbKoro
3aco6y (3miHa y 3aTBepKEHOMY
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

NpPOTOKO/i cTabiNbHOCTI).
3anponoHoBaHO 3MiHN Y
3aTBEPMKEHOMY MPOTOKONI
cTabinbHOCTI rOTOBOro Npenapaty, a
came: BUK/IIOYEHHS TecTy Ha TBepAi
YaCTWMHKU B NpOrpamMi TeCTyBaHHs
cTabinbHocTi 13 B Toukax 6 1 18
MicauiB. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oToBWIA NikapCbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi
roTOBOro MikapCcbKoro 3acoby (3miHa y
3aTBEPAKEHOMY MPOTOKOSI
cTabinbHoCTi). 3anpornoHoBaHO
NPOBOANTM TECT HA CTEPUSILHICTb
TiIbKK Nif, Yac BMMYCKyY Ta HanpuKIHLi
TEepMiHy NpuaaTHoCTI BigNoBigHO A0
pekomeHpgauiit ICH Q5C.
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeTogax
BMNpobysaHHA APl abo BuXigHOrO
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BUNPOBYBaHHSA).
HesHauHi 3miHu o meTomy
TecTyBaHHa A®I y npoueci
BMPOGHULITBA, @ came, Nnepernsg,
chopmyoBaHHA LWOA0
noctavanbHUKIB CTaHOApTIB
MOEKY/IAPHOT Macwu, LU0
BUKOPVCTOBYIOTBCS NPV NepeBipLi
NpUAAaTHOCTI CUCTEMU METOLIB
enekTpodopesy B nosiakpunamigHomy
reni 3 gogeuuncynbaToM HaTpito
(SDS PAGE LAB-26276
(MPC003442), pns BifobpakeHHs
eKBiBaJIEHTHUX NocTavasibHUKIB. Y
3B’A3KY 3i 3MiIHOI0 TaKoX 6y/10 BHECEHO
OHOBJIEHHS CTAHAAPTHUX IHCTPYKUIN i3
niAroTOBKM Ta KpUTEPIiB NPUAHATHOCTI
0o p. Section 3.2.S.2.4 Control of
Critical Steps and Intermediates —
Filgrastim IB SDS PAGE and Western
Blot Ta 3.2.S.2.4 Control of Critical

Steps and Intermediates. 3MiHu | TUNY
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

- 3miHu 3 sKocTi. A®Il. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHs AdI
abo BMXigHOro marepiany/npomikHoOro
npoAyKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BMNPOGYBaHHS). He3HauHi 3MiHu o
meTody TecTyBaHHs A®| y npoueci
BMPOGHMLITBA, a came, nepernag
chopmyntoBaHHSA LWOA0
nocTavyasnibHVKIB cTaHJapTiB
MOJIEKY/IAPHOI Macw, Lo
BMKOPVCTOBYIOTLCS MPW NepesipLi
npuaaTHOCTI CMCTEMU METOZIB
enekTpodopesy B noniakpunamigHomy
reni 3 gogeumnncynbaromM HaTpilo
(BecTepH-6510T LAB-26276
(MPC003442), pns BifobpakeHHs
eKBiBa/IEHTHUX NnocTavyasibHuKIB. Y
3B’A3KY 3i 3MIHOI TakoX 6y/10 BHECEHO
OHOBJ/IEHHSI CTaHAAPTHUX IHCTPYKL i3
NiAroTOBKM Ta KpUTEPIiB NPUAHATHOCTI
0o p. Section 3.2.S.2.4 Control of
Critical Steps and Intermediates —
Filgrastim IB SDS PAGE and Western
Blot Ta 3.2.S.2.4 Control of Critical
Steps and Intermediates. 3MiHu | TUNY
- 3MiHu 3 AKocTi. APl. CTabifbHICTb.
3miHa nepiofy NOBTOPHUX
BMNpoGyBaHb/nepioay 36epiraHHA abo
yMmoB 36epiraHHss A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY [OCbE cepTudikara
BiANOBIAHOCTI E€BpONechbkili
hapmakonei, Lo BKIoYae nepios
NOBTOPHOro BUNPobyBaHHS) (3MiHa Y
3aTBEPAKEHOMY MPOTOKOSI
cTabinbHocTi). OHOBMEHHS NPOTOKONY
TecTyBaHHA CTabiNbHOCTI Aitoyoi
PEYOBVHN: BUAAIEHHS YACOBUX TOUOK
TecTyBaHHS, siki He BuMaratoTbes ICH
Q5C abo 6a3ytoTbcs Ha
3aTBEpPAKEHOMY TEPMIHI MPUAATHOCTI
P.

242,

HIBECTUM

PO34nH NS iH'eKLiR
abo iHdysiii no 48
MH O/ (480
MKr)/0,5 mn; no 0,5

Mcpainzep Eiy.
Ci. Mi.
KopnopeiiwH

CLA

BWMNYCK Cepii,
BMPOGHMLTBO "in
bulk", kKOHTpOb
cepii y npoueci

XopsarTisi/
Benbris

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AinbHULI (BKNOYaKUM

3a
peyerimom

UA/15455/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
M1y nonepegHs0 BMPOGHMLITBA, AinbHUUi ana A®l, npomikHoro
3anoBHeHOMY TecTyBaHHSA npoaykTy abo roToBOro MikapCcbkoro
wnpuui (I knacy) BUNYLLEHOI cepil, 3acoby, AinbHULi 4118 NpoBeAeHHSA
micTkicTio 1 mn; no 1 TecTyBaHHSA nakyBaHHs!, BUPOOHMKa,
ab6o 5 nonepefHLO cTabinbHoCTI, BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
3anoBHEeHX TecTyBaHHA MicLie NpoBeAEHHS KOHTPOSIHO cepil)
wnpuuis y énictepi CTepPWIbHOCTI, ab0o noctavasnibHVKa BUXIAHOMO
Y KapPTOHHiIl nauui nepBuHHE Ta MaTepiany, peareHTy abo A0MNOMIKHOI
BTOPWHHE PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE).
nakyBaHHS: BunyyeHHs anbTepHaTMBHOTO

XOCMNIPA 3ArPEB
[.0.0., Xopsaris
KOHTPO/b SKOCTI,

TecTyBaHHS
BUNYLLEHOI cepil,
TecTyBaHHS
cTabinbHOCTI:

SGS Nla6 CaiiMoH

CA, benbrisi

BUPOGHMKa BTOPMHHOIO NakyBaHHS
N3 CBYC ®APMA A.C., Yecbka
Pecny6nika (SVUS PHARMA A.S.,
Czech Republic). 3miHu | TUnNY - 3MiHK
3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuyudpikalisx Ha Ad®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneundikaui). BHeceHHs 3MiH y .
3.2.S.2.3 Control of Materials:
OHOB/IEHHS KPUTEPITB NPUAHATHOCTI
ONA onucy Xnopuay KanbLito 3 «6inoro
MOPOLLIKY» Ha «6innii nopoLLok abo
rpaHynu». 3MiHu | Tuny - 3miHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi
roTOBOro MikapcbKoro 3acoby (3miHa y
3aTBEPAKEHOMY MPOTOKOSI
cTabinbHOCTI). 3anpornoHOBaHO 3MiHU
[0 3aTBEPKEHOr0 NPOTOKOY
CTabisIbHOCTi FOTOBOrO Npenapary A5
BUJTYYEHHSA TECTY OCMONAPHOCTI 3
nporpamun TecTyBaHHsi cTabinbHOCTI
'N3. Po3gin 3.2.P.5.1 Cneundikauis
6Yy10 OHOBNEHO, LLL0O
ondepeHLioBati napameTp
OCMOSIASIBHICTb AK TECT TiflbKM ANA
BUMycky. OCMONANBLHICTb He €
NOKa3HUKOM CTabifIbHOCTi. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3MmiHa
y TepMiHax NpuaaTHOCTI abo ymMmoBax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

36epiraHHs roTOBOrO NiKapCbKoro
3acoby (3miHa y 3aTBepKeHOMY
NPOTOKO/I CTabisIbHOCTI).
3anponoHoBaHO 3MiHN Y
3aTBEPAKEHOMY MPOTOKOSI
CTabifbHOCTI FOTOBOrO Npenapary, a
came: BUK/IIOYEHHS TeCTy Ha TBepAi
YaCTUHKU B NporpamMi TeCcTyBaHHs
ctabinbHocTi /13 B Toukax 6 i 18

[oTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby (3miHa y
3aTBEPAKEHOMY MPOTOKONI
cTabinbHOCTI). 3anponoHoBaHO
NPOBOANTMN TECT Ha CTEPUSILHICTb
TiNbKK Nif, Yac BUMNYCKY Ta HanpuKiHLi
TepMiHy NpUAATHOCTI BigNOBIAHO fO
pekomeHgauiit ICH Q5C.
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
martepiany/npomikHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BUNPOBYBaHHS).

HesHauHi 3miHn o meTogy
TecTyBaHHa APl y npoueci
BMPOGHULITBA, & came, nepernag
hopMy/IH0BaHHS LWOA0
nocTadyasibHUKIB CTaHAapTIB
MOJIEKYIAPHOI Macu, Lo
BVIKOPVCTOBYIOTbCS NpU NepesipLi
npuaaTHOCTI CMCTEMU METOZIB
enekTpodopesy B nosiakpuiamigHomy

reni 3 gogeumnncynbarom HaTpilo
(SDS PAGE LAB-26276
(MPC003442), pns Bifo6paxKeHHs
€KBIBU/IEHTHUX NocTavyasibHUKIB. Y
3B’A3KY 3i 3MIHOI TakoX 6y/10 BHECEHO
OHOBJIEHHSI CTaHAAPTHUX iIHCTPYKL i3
niAroToBKM Ta KpUTEPITB NPUAHATHOCTI
0o p. Section 3.2.S.2.4 Control of
Critical Steps and Intermediates —

Filgrastim 1B SDS PAGE and Western

MicsauiB. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Blot Ta 3.2.S.2.4 Control of Critical
Steps and Intermediates. 3miHu | Tuny
- 3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y MeTogax Bunpo6yBaHHs Ad|
abo BMUXigHOro marepiasny/npoMixHoro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MeToAax
BMNPOGYBaHHS). He3HauHi 3miHu o
MeToay TecTyBaHHS APl y npoueci
BMPOGHULITBA, @ came, Nnepernsg,
chopmyoBaHHA LWOA0
noctavanbHUKIB CTaHOAPTIB
MOEKY/IAPHOT Macwu, LU0
BUKOPVCTOBYIOTBLCS NPV NepeBipLi
NpUAAaTHOCTI CUCTEMU METOLIB
enekTpodopesy B nosiakpunamigHomy
reni 3 gogeuuncynbgaTomM HaTpito
(BectepH-610T LAB-26276
(MPC003442), ans BifobpakeHHs
eKBiBaJIEHTHUX NocTavasibHUKIB. Y
3B’A3KY 3i 3MiIHOI0 TaKoX 6y/10 BHECEHO
OHOBJIEHHS CTAHAAPTHUX IHCTPYKUIN i3
niAroTOBKM Ta KpUTEPIiB NPUAHATHOCTI
0o p. Section 3.2.S.2.4 Control of
Critical Steps and Intermediates —
Filgrastim IB SDS PAGE and Western
Blot Ta 3.2.S.2.4 Control of Critical
Steps and Intermediates. 3MiHn | TUNY
- 3MiHu 3 siKoCTi. A®Il. CTabinbHICTb.
3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHA abo
ymoB 36epiraHHs A®I (3a BigCcyTHOCTI y
3aTBEPAXEHOMY AOCbe cepTudikaTa
BifNOBigHOCTI E€Bponelickkilt
chapmakonei, Lo BK/IYae nepiog,
NOBTOPHOro BUNPoOyBaHHS) (3MiHa y
3aTBEPAKEHOMY MPOTOKONI
cTabinbHOCTI). OHOBMIEHHS MPOTOKOTY
TecTyBaHHs cTabinbHOCTI Aitoyoi
PEYOBUHW: BUAANEHHS YACOBUX TOUOK
TecTyBaHHs, siki He BumaratoTbes ICH
Q5C abo 6a3ytTbes Ha
3aTBEPKEHOMY TEPMIHI NPUAATHOCTI
P.

243.

HIKOPETTE® 3l
CMAKOM

rymMKa xyBasibHa
nikyBa/lbHa no 2 Mr;

MakHin Ab

Lseuis

MakHin Ab

LLseuis

BHECEHHS 3MiH [J0 peecTpaviinHmx
mMarepianis: YTO4YHEHHSA

6e3
peyenma

UA/8878/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CBDKOI M'ATU no 15 rymok peecTpauiiiHoro Homepa B Hakasi
KYBa/IbHUX Y MO3 YkpaiHu Ne 622 Big 03.04.2023
6nictepi; no 2 B npoueci BHeCeHHs 3MiH (3MiHu |
6nictepu B UMy - 3MiHM LWOA0
KapTOHHI ynakoBLi 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun) 3MiHKn
BHECEHO B iHCTPYKL,tO A1 MEANYHOIO
3acToCcyBaHHS Nikapcbkoro 3acoby y
po3ainn «MicLe3HaxomKeHHs
npeAcTaBHNKa 3asiBHVKa». TepMiH
BBEEHHS 3MiH NMPOTAroM 6 micAuis
nicns saTBep/xeHHs). Pefakuis B
Hakasi - UA/8878/01/01. BipHa
pepakuis - UA/8878/01/02.
244. | HIKOPETTE® 3l rymKa xyBasibHa MakHin AB Lseuis MakHin Ab Lseuis BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 UA/8878/01/01
CMAKOM nikyBanibHa no 4 mr; mMarepianis: yTOYHEHHSA peyenma
CBDKOI M'ATU no 15 rymok peecTpauiiiHoro Homepa B Hakasi
KYBaIbHUX Y MO3 Ykpainu Ne 622 Big 03.04.2023
6nictepi; no 2 B npoueci BHECEHHS 3MiH (3MiHu |
6nictepu B MRy - 3MiHK WoA0
KapTOHHI ynakosLi 6e3nekn/edekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO B iHCTPYKL,it0 4151 MEANYHOIO
3aCTOCYBaHHS NMikapCbKOro 3acoby y
po3ainv «Micue3HaxoKeHHs
npeAcTaBHUKa 3asiBHVKa». TepMiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepmkeHHs). Pefakuis B
Hakasi - UA/8878/01/02. BipHa
peaakuis - UA/8878/01/01.
245. | HIMEOAP renb, 10 mr/rno 30 r MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/15433/02/01
y Ty6i; no 1 Ty6i B "®PapmaueBTu "papmaueBTNYHa mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenma
nauu YyHa hipma thipma "AapHuug" akocTi. CepTtucpikat BignosigHocTI/IE-
"fNapHuus” cepTuduikar BiANoBiAHOCTI

€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiZANOBIAHICTb A0 MOHorpadii APY
abo €sponeiickKoi hapmakonei, abo
iHLWOT HaujioHabHOT thapmakonei
nepxasun €C (iHLWi 3MiHWM) NpuBeaEHHS
cneumdikaLii Ta METOAIB KOHTPO/HO
AKOCTI Ha [lONOMiXHY PEYOBUHY
Makporon 400 fo BMMOr fitoyoi
MoHorpadii «Macrogols»
€Bponeiicbkoi Papmakonei, 3
BpaxyBaHHAM pekoMeHAaLii Ta
cTunicTukn PY. Y 3B'A3KYy 3 LM
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BHECEHO pejakLiiiHi npaBku 4o
3.2.P.4.1 CneuvdikaLii fo po3gainis
«laeHTudikauis», «KncnoTHicTs abo

NYXHICTb», «BigHOBMAOWOUM
pPeYOBUHU», «ETUNEHOKCUS, i AioKCaH»
Ta Ao 3.2.P.4.2 AHaniTuyHi MeToanKn
[0 posginie «igpokcunbHe uncno» (3

BpaxyBaHHSAM MONpaBkoOBOro
KoedilieHTY A0 MONAPHOCTI), «Bofga»,

«B’a3kicTb», «dopmanbaerig»,
«ETWNeHrNikonb i AieTUNeHrnikonb».

3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwWiA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX PeYOBUH. 3MiHa
napameTpiB cneuudikaLiii Ta/abo
O0NYCTUMUX MEX A5 AONOMIKHOT
peyoBUHM (iHWi 3mMiHM) CynyTHA 3MiHa
- 3MiHM 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KOHTposib AOMOMDKHUX
peyoBuWH. 3MiHa y MeTodax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM
(He3HauHi 3MiHN y 3aTBEPKEHUX
mMeToAax BUNpobyBaHb), NPMBEAEHHS
cneumdikaLii Ta METOAIB KOHTPO/HO

AKOCTi Ha [OMOMiXXHY PEYOBUHY

Makporon 400 y BignoBigHicTb A0
BUMOT €BponelicbKoi thapmakonei, 3
ypaxyBaHHAM BUMor A®Y. Y 3B’A3Ky 3
LM BHECEHO 3MiHW [0 PO3A4iNis
«PO34nHHICTb» - BIANOBIAHO [0 BUMOT

Aoy 1.4. «<MoHorpadii» gaHwuit

NOKa3HUK Mae pekoMeHgaLinHuX
XapakTep, Ha Ljii nigcTasi, BUMOrn 1o
PO34YMHHOCTI CybCTaHLji nepeHeceHo

[0 3arasibHVX BNacTMBOCTE;
nokasHuk «Mikpo6ionoriyHa umctoTa»
npuBeaeHnii BignoBigHO A0 BUMOr €

2.6.12,5.1.4.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb

[OMOMDKHUX peYOBUH. 3MiHa Y
MeTofax BUNPO6YBaHHS AOMNOMDKHOI

PeYoBUHM (iHLLI 3MiHM Yy MeToAax
BMNPO6YBaHHSA (BK/IOYAOYM 3aMiHy
ab0 gofaBaHHs)) BHECEHHS 3MiH Ha
[0MNoMiXHY peyoBuHy Makporon 400,

a came: 3a NOKa3HUKOM «ETuneHokcug,
i fiokcaH» 3anponoHoBaHO BBEAEHHS
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HOBOI in-house meToanKN
BMNPOo6yBaHHA X (AdY, 2.2.28), Wo €
anbTepPHaTUBHOIO MeTOAML,
3a3HayeHoi B MoHorpadii €EP
«Macrogols»; BHECEHHS! CTUMICTUYHIX
Ta pefakuiliHix npaBok, 6e3 3MiH
BCTAHOBJIEHVX KpUTEPIli MPUAHATHOCTI
3a jaHVMM NOKa3HWKOM SKOCTi.

246.

HIMECYNI4

Tabnetkun no 100 wr,
no 10 TabneTok y
6nictepi, no 1, 2, 3
abo 10 6nicTepiB y
nauLi 3 KapToHy; No
10 Tabnetok y
6nictepax

AT
"Ny6Hnchapm"”

YkpaiHa

AT "Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHULITBI. 3MiHa po3mipy
cepii (BKOYAKOUM fiana3oH po3mipy
cepil) roToBOro nikapcoLKoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3
3aTBEPIAXEHUM PO3MIpOM) 36i/bLLEHHS
po3mipy cepii M3
3arBepakeHo: TeopeTuyHuii po3mip
cepii: 15,70 kr a6o 7,850 T. .
Ne10/Nel0 (10x1); 3,925 T. wt. Ne20
(10x2); 2,616 T. wT. Ne30 (10x3);
0,785 T. wt. Ne100 (10x10)
3anponoHoBaHo: TeopeTUuyHUii po3mip
cepii: 15,70 kr a6o 7,850 T. WrT.
Ne10/Nel10 (10x1); 3,925 T. wT. Ne20
(10x2); 2,616 T. WiT. Ne30 (10x3);
0,785 T. wt. Ne100 (10x10) 78,50 kr
a60 39,250 T. wt. Ne10/Ne10 (10x1);
19,625 T. WwT. Ne20(10x2); 13,083 T.
wT. Ne30 (10x3); 3,925 T. wr.
Ne100(10x10)

3a
peyerimom

UA/5536/01/01

247.

HIMECYNIA-
DITOPAPM

Tabnetku no 100 mr
no 12 tabneTok y
6nictepi; no 1
6nictepy y nauui

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | TNy - 3miHK
uoao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTuLli NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS Ha NniacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rokeHo 3 KOMMETEHTHUM
YMNOBHOB&XEHVM OpraHom)

3a
peyenmom

He
nionsieae

UA/2963/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHU BHECeHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby A0 po3ziniy "3acTtocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar” Wwoao 6e3nekn 3acTocyBaHHA
Ai040T PEYOBVHY HIMeCynig,
BiANOBIAHO A0 pekomeHaauin PRAC.
3as8BHUKOM HafaHO OHOB/MEHWi MnaH
ynpasniHHA pu3nkamu Bepcisa 1.1.
3MiHN BHECEHO [0 YacTuH: |
«3arasibHa iHthopmauis», V «3axoau 3
MiHiMi3aLii pu3ukiB», VI «Pe3tome
nnaHy ynpasniHHSA puukamu» VIl
«[lofatkn» y 3B’s13Ky 3 OHOB/IEHHAM
PYTUHHMX 3aXO0A4iB 3 MiHiMi3aL,ii pu3vkiB
BHACNi0K OHOB/IEHHSA TEKCTY B
NPOEKTI IHCTPYKLiT AN1A MegU4HOoro
3aCcTOCyBaHHSA Ha nifgcTasi
pekomeHgauii PRAC.

248.

HITPO®YHI'IH

pO34nH Ans
30BHILLHLOIO
3acTocyBaHHs, 10
Mmr/mn; no 25 mny
dnakoHi; no 1
h1akoHy B KOpO6Lyi

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa
BUPOGHMKA BUXIAHOrO/NPOMIXHOro
npoayKTy/peareHTy, L0
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
npoueci A®l, a6o 3miHa BUpPO6HMKA
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHs KOHTposIo sakocTi) A®I (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei y 3aTBepaKeHOMy [0CbE)
(3anponoHoBaHuii BUPOGHUK
HaniexunTb A0 Tiel camoi BUPOOHNYOT
rpynu NignpuemcTB, Lo i
3aTBepXeHUiA) 3amiHa AinbHULI oNns
BMpo6HMUTBa AD| XnopHiTpodheHon 3
Ing. Pavlina Golkova U Potoka 407,
739 21 Paskov Czech Republic Ha Ing.
Pavlina Golkova, Hacvia, s.r.0.,
Prumyslovy park 309, 742 21
Koprivnice-Vicovice, Czech Republic.
Takox BUNpaB/iEHHS Ha3BK
BMpo6Huka APl B MKA 13 (ING.
PAVLINA GOLKOVA a.s.) 3 MeTot
npvBefEeHHA [0 Ha3BK, 3a3HaYeHOl B
p.3.2.5.2.1 BupobHukn Ta 'y
cepTugikaTi Npo BiANOBIAHICTb
BMMOram HasieXHoi BUPOGHMYOT

6e3
peyenma

UA/10177/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npaktukm (Ing. Pavlina Golkova)

249.

HI®YPOKCA3N4

TabneTkn, BKpUTI
o6onoHKoto, rno 0,1
r; no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepu B naywyj

TOB
"TepHodhapm"

YkpaiHa

TOB "TepHothapMm"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUNYy - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHom) -3MiHu
BHECEHi A0 IHCTpyKUiT NS MeanyHoro
3aCTOCyBaHHS ikapcbKoro 3acoby Ao
po3gainis "®apmMakonoriyHi
BacTMBOCTI", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rofyBaHHA rpyaa”
LL0A0 6e3Mnekn 3acTocyBaHHs Ajtoyoi
PeyoBVHM.

CynyTHS 3MiHa
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHss abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAaui peecTpayiiiHoro NocBigyYeHHs,
BK/IlOYaKoum MNnaH ynpasniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKUIA
NOroKeHN 3 KOMNETEHTHUM
opraHom) - 3asiBHVKOM HagaHo
OHOBNEHUIA MnaH ynpasniHHA
pu3vkamu Bepcis 0.2 3MiH1 BHECEHO
[0 yacTuH: | «3aranbHa iHhopmaLis»,
V «3axoau 3 MiHiMi3aLii pu3nkis», VI
«Pe3iome nnaHy ynpas/iiHHA
pusnkammn», VII «logatkun» y 3B'A3Ky 3
OHOB/IEHHAIM IHpOpMaLii B NPOeKTi
IHCTPYKLi Ha nigcTasi pekomeHaauii
PRAC. Pesiome nnaHy ynpasiHHS
pu3ukamu Bepcist 0.2 fofaeTbes

3a
peyenmom

He
nidnsieae

UA/14644/01/01

250.

HI®YPOKCA3NA

CYCMeHsisi opasibHa,
200 mr/5 mn; no 90
My 6aHui abo
donakoHi; no 1

TOB
"TepHodhapm"

YkpaiHa

TOB "TepHothapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHW WoOA0
6e3nekun/edhekTVBHOCTI Ta
dhapmakoHarnsay. 3miHa y KopoTkii

3a
peyerimom

He
niosnsieae

UA/10558/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

chnakoHy abo 6aHui
B MauLj pasom 3
MipHOIO JTOXKOI

XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHeceHi A0 IHCTpyKUii ans MegnyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "®apmMakosnoriyHi
BNaCTMBOCTI", "3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHsA rpyaat”
o0 6e3nekn 3acToCyBaHHs AitoYoi
PEYOoBVHM.
CynyTHS 3MmiHa
- 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo
3MiHa(1) £0 30608B'A3aHb Ta YMOB
BMAaui peecTpayiiiHoro NocBig4YeHHs,
BK/tOYaKoum MNnaH ynpasniHHA
pr3nkamm (3aCTOCyBaHHA TEKCTY, SKUA
NOrOPKEHNI 3 KOMMETEHTHNUM
opraHom) - 3asiBHVKOM HagaHo
OHOB/NEHUIA MnaH ynpasniHHA
pv3vkamu Bepcis 0.2 3MiH1 BHECEHO
[0 YacTuH: | «3arasnibHa iHhopMaLis»,
V «3axoan 3 MiHimMizauii pusukis», VI
«Pe3tome nnaHy ynpasniHHA
pusnkammn», VII «logatkn» y 3B'A3Ky 3
OHOBJ/IEHHAM iH(hOPMAaLLii B MPOEKTI
IHCTPYKLji Ha nigcTaBi pekomeHaauii
PRAC. PestomMe nnaHy ynpas/iHHA
pvsvkamu Bepcis 0.2 gofaeTbes

251.

HOBIPUH

Tabnetku no 500 wr,
no 10 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

Ykpaina

AT "KWTBCBKII
BITAMIHHWIA
3ABOL"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMarepianis: TexHiYHa nomusika (3rifHo
Hakasy MO3 Big 23.07.2015 Ne 460).
BunpasneHo TexHi4yHy NomMuKy B
IHCTPYKLiT ANa Megu4Horo
3aCTOCYBaHHS NiKapCbKOro 3anucy
oo onucy TabneTtku: 3asHadeHe
BUNPaB/eHHs BignoBigae marepianam
PEECTPAL,iHOIO AOCHE.

6e3
peyenma

UA/12436/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
252. | HO-WINA® TabneTku, BKPUTI TOB "Onenna YkpaiHa BMPOGHMLTBO, YropumHa BHECEHHS 3MiH [0 peecTpavlinHmx 6e3 nionsizae UA/15328/01/01
KOM®OPT NNiBKOBOIO Xerckea KOHTPO/b SKOCTI, martepianis: 3mMiHu | Tuny - peuenma
060/10HKOI0, N0 40 YkpaiHa" nakyBaHHs, AfMiHICTpaTMBHI 3MiHWU. 3MiHa
mr, Ne 24: no 24 MapKyBaHHS1, BUMYCK HaliMeHyBaHHs Ta/abo agpecu Micus
TabneTku y 6nicrepi; cepi: NPOBaPKEeHHS AiS/IbHOCTI
no 1 6nictepy B Onenna Xenckea BUPOBGHMKa/iMnopTepa rotoBoro
KapTOHHI KOpoo6Li Xanrepi Kdot., nikapcbKoro 3acoby, BKIOUaun
YropwmHa OinbHUL BUNYCKY cepii abo micue

MiIKpPOBIONOTiUHWIA
KOHTpONb N13:
EYPOAII XaHrepi
Nta., YropwmHa
MiKpoG6ionoriyHuiA
KOHTpONb MN3:
XIHOIH 3aBog
dapmaueBTUYHNX Ta
XimiyHux MpoaykTis
MpavisiT Ko. NT4,,
MignpnemcTso Ne3
(NignpremcTBO B
YaHikBenbpb),
YropwmHa

NPOBEEHHSA KOHTPOJIKO SIKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOpTEP, BKIKOYAKOUN
BUMYCK cepili) - 3MiHa HaliMeHyBaHHS
Ta YTOYHEHHs agpecyn BupobHuka M3
3 3a3HaYEHHAM PYHKLUI BXe
3aTBEPAKEHOro BUPOGHMKA. 3MiHW
BHECEHO B iHCTPYKL,t0 A1 MEANYHOIO
3acToCcyBaHHS Nikapcbkoro 3acoby y
po3ginu «BupobHuk» Ta
«Micue3HaxomKeHHs BUPOGHVKa Ta
afpeca MicLs NpoBaKeHHs oro
AiSNIbHOCTI» 3 Bi4NOBIAHUMMN 3MiHAMWN Y
TEKCTi MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPMKEHHST; 3MiHW | TUny - 3MiHKW 3
AKOCTi. [O0TOBWIA Nikapcbkunii 3aci6.
3MiHK Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTI
rOTOBOrO /iKapCbKOro 3acoby (3amiHa
ab0 JofaBaHHA OiNbHUL, Ha SKil
3[iCHI0ETbCS
KOHTPO/b/BUNPOBYBaHHA cepil) -
[lofaBaHHs AinbHULI , Ha SKil
3[iICHIETLCA MIKPOBGIONOTiYHWMIA
KOHTpOosb 13 EYPOATII XaHrepi
Nrta., Byn. To 1-5, byaanewr, 1045,
YropwmHa/EUROAPI Hungary Ltd. To
utca 1-5., Budapest, 1045, Hungary
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepkKeHHs; 3MiHu | Tuny -
3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BMNYCKY cepii Ta KOHTPOSIKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby (3amiHa
ab0 gofaBaHHsA OiNbHULI, Ha SKil
3[jACHIOETbCS
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPO/b/BUNPOBYBaHHSA cepil) -
[opaBaHHsA AiNbHULI , Ha SKil
3AiiCHIOETLCA MIKPOBGIONOTIUHWIA
KOHTpOsb 13 XIHOIH 3aBog
dPapmaueBTUUHUX Ta XiMiYHUX
MpoaykTis MpaiiBiT Ko. NTA,.
Mignpuemcteo Ne3 (MignprvemMcTBo B
YaHiksenbb), 3510, MilkonbL,
YaHikeenbab, YropwuHa/ CHINOIN
Pharmaceutical and Chemical Works
Private Co. Ltd. Site 3 (Csanyikvolgy
site)3510, Miskolc, Csanyikvolgy,
Hungary. BBeAeHHS 3MiH NpoTArom 6-
TW MiICALB Nic/1A 3aTBEPAXEHHS;
3MiHN | TURNY - AGMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu
Micusi NpoOBaMKEHHS Aisi/IbHOCTI
BMPOGHMKa (BKNOYaKouu, 3a
HeoObXiAHOCTI, MicLle NPOBeAEHHS
KOHTPOSIO SIKOCTI), abo BriacHuKa
macTep-aiina Ha Adl, abo
noctavajibHuka AdI/BnxigHoro
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, LLIO 3aCTOCOBYOTbCH Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI E€BpONechbkili
chapmakonei y 3aTBepAKeHOMY [0CbE,
ab60 BMPOBGHMKA HOBOI [OMNOMIXHOT
PEYOBVHM (SIKLLO 3a3HAYEHO Y [OCHE) -
3MiHa HaliMeHyBaHHS1 BUPOGHUMKa AdI
3 XIHOIH 3aBog ®apmaLeBTUUHUX Ta
Ximiunmx MpoaykTis MpaiisiT Ko. NI14.
MignpuemcTso 2 (NigNPUEMCTBO
Bepelwenpxas), YropwuHa Ha
EYPOATI XaHrepi 1T4., YropwuHa,
6e3 3MiHN MicuA BUPOGHMLTBA.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALiB
nicnsa 3aTBepKEHHs

253.

HYPO®EH®

TabneTkn, BKpUTI
060/10HKO0, 1Mo 200
Mr, no 6 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI kopo6uyj;
no 8 Tabnetok y
6nictepi; no 1

PekkiTT
BeHkizep
Xernckep

IHTEepHeLwHN

Nimiteq

Benwuka
BpuTtaHis

PekkiTT BeHkizep
Xerckep
IHTepHeLwHn NimiTes,

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3miHa

6e3
peyenma

UA/6313/02/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nictepy B YMOBHOB&XeHOT 0cobw,
KapTOHHI kopobuyj; BiANOBIAANLHOI 32 34iiCHEHHSA
no 12 tabneTtok y hapMakoHarnsay; KOHTakTHOI ocobu 3
6nictepi; no 1 a6o 2 thapmakoHarnagy 3asBHUKa ans
6nictepu B 3[jiCHEHHST hapmakoHarisay B
KapTOHHiiA Kopo6Li YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BifgnoBiganbHOI 3a hapMakoHarnag,.
[itoya pepakuis: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHWX AaHux
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
hapmakoHarnag B YkpaiHi
254. | HYPO®EH® 12+ TabneTku, BKPUTI PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpavinHmx 6e3 UA/10906/01/01
060/10HKO10, M0 200 BeHkizep BpuTaHis Xenckep BpuTaHis mMartepianis: 3miHu | TUNY - 3MiHK peuenma
mr; no 12 TabneTok Xerckep IHTepHewHA MlimiTeq wopo 6e3snekn/ethekTMBHOCTI Ta
y 6nicTepi; no 1 abo IHTepHeLHN thapmakoHarnsgy. BeegeHHs abo
2 6nictepu B Nimiten 3MiHW [0 y3arasibHeHVX JaHuX npo

KapTOHHI Kopoo6Li

cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSs1 hapmakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHarisg.
Litova pepgakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MponoHoBaHa pepakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasbHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmakoHarnsag B YkpaiHi

255.

HYPO®EH® ANs
AITER

cynosuTopii no 60
Mr o 5 cynosuTtopiis
y 6nicTepi; no 2
6nictepn y
KapTOHHI KopooLi

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN

NimiTen

Benvika
BpuTaHis

damap A.B.E.
3aBopg, AB/OH

pevjs

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaovatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: [ip. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
hapMakoHarnsig B YKpaiHi

6e3
peyenma

UA/6642/02/01

256.

HYPO®EH® ANs
JITEN

CyCrneHsisi opasibHa 3
anesibCUHOBUM
cmakom, 100 mr/5
mn, no 100 mn a6o
200 My dh1akoHi;
no 1 dpnakoHy B
KOMNAEKTI 3i
LINPULOM-

PekkiTT
BeHkizep
Xernckep

IHTEpHeLHN

Nimiteq

Benwuka
BpuTtaHis

PekkiTT BeHkizep
Xenckep (KOKeit)
Nimiteq, Benuka
BpuTaHis
(BMPOGHMLTBO in
bulk, nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNycK cepii);

Benuka
BpuTtaHis/
IHAjs

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | TNy - 3miHK
uoao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3araslbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa

6e3
peuyenma

UA/8233/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[,03aTOpOM y
KapTOHHIA KopooLi

PekkiTT BeHkizep
Xenckep IHAis
MpaviseT fimiTes,
IHAia (BUPOOHNLTBO
in bulk, nakyBaHHs,
KOHTPO/b SKOCTI)

YMOBHOB&XeHOT 0cobw,
BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapmakoHarnsag.
[itoya pepakuis: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHWX AaHux
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
hapmakoHarnag B YkpaiHi

257.

HYPO®EH® ANs
JITEN

CyCneH3isi opasibHa 3
NOAYHUYHUM
cmakom, 100 mr/5
M, no 100 mn a6o
200 MmNy dhN1akoHi;
no 1 dnakoHy B
KOMM/IEKTI 3i
LUNPULLOM-
[03aTOpOM Y
KapTOHHI KopooLi

PekkiTT
BeHkizep
Xerckep

IHTEpHELHN

Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep (KOkeit)
Nimiten, Benvka
BputaHis
(BMPOGHULTBO in
bulk, nakyBaHHs
(nepBuHHE Ta
BTOPUHHE),
KOHTPO/b SKOCTI,
BUNYCK cepii);
PekkiTT BeHkizep
Xenckep IHgis
MpaiiBeT JlimiTea,
IHAis (BUPOGHMLTBO
in bulk, nakyBaHHs
(nepBuHHE Ta
BTOPUHHE),
KOHTPO/b SKOCTI)

Benvka
BputaHis/
IHgis

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSs1 hapmakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHarisg.
Litova pepgakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.

6e3
peyenma

UA/7914/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MponoHoBaHa pepakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasbHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmakoHarnsag B YkpaiHi

258.

HYPO®EH® ANISA
AITEN ®OPTE

CYCMeH3sisi opasibHa 3
NOMYHUYHUM
cmakom, 200 mr/5
mn; no 100 mn a6o
150 mn y chnakoHi;
no 1 cpnakoHy y
KOMMEeKTi 3i
LUNPULLIOM-
[03aTopoM y
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN

NimiTen

Benvika
BpuTaHis

PekkiTT BeHkizep
Xenckep (KOkeit)
NimiTen

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaovatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: [ip. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
hapMakoHarnsig B YKpaiHi

6e3
peyenma

UA/7914/01/02

259.

HYPO®EH® ANA
JITEN ®OPTE

CyCrneHsisi opasibHa 3
anesibCUHOBUM
cmakom, 200 mr/5
mn, no 100 mn a6o
150 M1y dh1aKoHi;
no 1 dpnakoHy y
KOMNAEKTI 3i
LINPULOM-

PekkiTT
BeHkizep
Xernckep

IHTEpHeLHN
Niwvites,
Benuka bput

Benwuka
BpuTtaHis

PekkiTT BeHkizep
Xenckep (KOKeit)
Nimiteq

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | TNy - 3miHK
uoao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3araslbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa

6e3
peuyenma

UA/8233/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

[,03aTOpOM y
KapTOHHIA KopooLi

YMOBHOB&XeHOT 0cobw,
BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BifgnoBiganbHOI 3a hapMakoHarnag,.
[itoya pepakuis: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHWX AaHux
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
hapmakoHarnag B YkpaiHi

260.

HYPO®EH®
EKCNPEC
®OPTE

Kancysm m'siki no
400 wmr, no 10
Kancyny énictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xerckep

IHTEpHELHN

Nimiten

Benuka
BpuTaHis

BignosigansHuii 3a
nakyBaHHs Ta
BUMYCK Cepii: PekkiTT
BeHkizep Xenckep
IHTepHeLwHN
Nimiten, Benvka
BputaHis;
BignoBiganbHuii 3a
BMPOGHULITBO in
bulk: MateoH
Codhmxenc b.B.,
HigepnaHngn

Benvka
BputaHis/
Higepnangm

BHECEHHS 3MiH [0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSs1 hapmakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHarisg.
Litova pepgakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.

6e3
peyenma

UA/14179/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MponoHoBaHa pepakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasbHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
hapmakoHarnsag B YkpaiHi

261.

HYPO®EH®
IHTEHCU/B

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOH0, M0 6
abo 12 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN

NimiTen

Benvika
BpuTaHis

PekkiTT BeHkizep
Xernckep
IHTepHeLwwHN MlimiTes

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHUka gns
3[jiCHEHHS hapmakoHariagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaovatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: [ip. Ynbpike
Powmep / Dr. Ulrike Roemer. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0Cco6U 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag B
YKpaiHi

6e3
peyenma

UA/14588/01/01

262.

HYPO®EH®
DOPTE

TabneTkn, BKpUTI
060/10HKO0, 10 400
mr; no 12 Tabnetok
y 6nictepi; no 1
6nictepy B
KapTOHHI KopooLi

PekkiTT
BeHkizep
Xernckep

IHTEpHeLHN

Nimiteq

Benwuka
BpuTtaHis

PekkiTT BeHkizep
Xerckep
IHTepHeLwwHN MlimiTes

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | TNy - 3miHK
uoao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3araslbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa

6e3
peuyenma

UA/6313/02/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YMOBHOB&XeHOT 0cobw,
BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BifgnoBiganbHOI 3a hapMakoHarnag,.
[itoya pepakuis: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHWX AaHux
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
hapmakoHarnag B YkpaiHi

263.

HYPO®EH®EKC
NMPEC
YNbTPAKAN

Kancysm m'siki no
200 wr, no 4 a6o 10
Kancyny énictepi;
no 1 6nictepy B
KapTOHHI kopobuyj;
no 8 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xerckep

IHTEpHELHN

Nimiten

Benuka
BpuTaHis

BiANOBiAa/IbHWIA 32
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
roToBOro NPOAYKTY
Ta BUNycK cepii:
PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
NimiTen, Benvka
BpuTaHis;
BiANOBIAa/IbHUI 3a
BMPOGHULITBO in
bulk, Bkntoyatoumn
npoBefeHHs
KOHTPO/IO AKOCTI:
MaTteoH Cochmxenc
B.B., Higepnanaw;
BiANOBiAa/IbHWIA 32
BUPOBHMLTBO in
bulk, nepsuxHe,
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI

HigepnaHngm
/

CnonyJeHi
Wtatn
Awmepuku/
Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cucremy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSs1 hapmakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHarisg.
Litova pepgakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.

6e3
peyenma

UA/13599/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
rOTOBOrO NPOAYKTY: MponoHoBaHa pegakuis: Ap. Ynbpike
PB Xenc Powmep / Dr. Ulrike Roemer. 3miHa
MaHyhekTypuHr KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
(OC) Nnc, 0Cco6U 3asBHIKa, BiANOBIAA/ILHOI 3a
CnonyyeHi wratu hapmakoHarnsag. 3mMiHa KOHTakTHUX
(CWA) LaHUX KOHTaKTHOT 0cO6u 3asiBHYIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YKpaiHi
264. | OBAKIO® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa Onenna Xenckea dpaHuin BHECEHHS 3MiH 40 peecTpavliiHnX 3a UA/13689/01/01
NAiBKOBOO ABeHTIC IHTepHewHn CAC marepianis: 3miHu | TUny - peyenmom
060/10HKO10, Mo 14 YkpaiHa" AAMiHICTpaTVBHI 3MiHW. 3MiHa

mr; Ne 28 (14x2): no
14 TabneTok,
BKPUTUX M/1iIBKOBOIO
060/10HKOHD, Y
6nictepi 3
/1IOMIHIIO; Mo 2
6nictepu BKIageHo
B YMaKoBKy TNy
ramaHus; no 1
ynakoBLji Tuny
ramaHus BKNafeHo B
KapTOHHY KOPOOKY;
Ne 84 (14x6): no 14
TabneTok, BKPUTMX
NNiBKOBOIO
060/10HKOHD, Y
6nictepi 3
/TIOMIHIIO; Mo 2
6nictepu BKIageHo
B YMaKoBKy Tuny
ramaHLs; KoxHa
ynakoBska Tuny
ramaHus; no 3
ynakoBkn TUny
ramaHus BKNageHo B
KapTOHHY KOPOOKY

HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(BKHOYatoUM, 3a HEOBXiAHOCTI, Micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI), abo
B/lacHUKa mactep-caiina Ha Adl, abo
nocravanbHuka API/BUXiAHOTO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y
BUPO6HULTBI ADI (SKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkunii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
hapmakonei y 3aTBepKeHOMY [0ChLE,
a60 BMPO6GHMKA HOBOI [OMOMIXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE).
3MiHa HaliMeHyBaHHS Ta YTOUYHEHHS
agpecy fibHULI, BiANOBIAA/IbHOI 3a
BUPOBHULTBO Ait040I peYOBUHU
TepucpnyHomigy (etamm 1,2
BUPOGHULITBA, TECTYBaHHSA Ta BUMYCK
cepili gjitoyoi pevyoBUHU, CTaBINBHICTB).
Micue npoBafkeHHs fisnbHOCTI Ta BCi
BMPOGHUWUYI onepauii 3a/mwatoTbes 6e3
3MiH. 3aTBepaxeHo: Sanofi-Aventis
Deutschland GmbH Industriepark
Hochst, 65926 Frankfurt am Main,
Germany. 3anponoHosaHo: EUROAPI
Germany GmbH Brueningstrasse 50,
65926 Frankfurt am Main, Germany.
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLAl NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKaA (BK/IKOYaKoUK, 3a
HeoObXiAHOCTI, MicLle NPoBeAEeHHS
KOHTPO/II0 SIKOCTI), @60 BacHuKa
mMacTep-gaiina Ha Adl, abo
noctavasibHuka A®l/BuxigHoro
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHULTBI AP (SKLLO 3a3HaYEHO Y
[0CbE Ha niKkapcbKuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiNOBIgHOCTI EBpoONelichkkilt
chapmakonei y 3aTBepKeHOMY [OCbE,
a60 BMPOGHMKA HOBOI [OMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE).
3MiHa HaliMeHyBaHHS Ta YTOUYHEHHS
ajpecy AinbHUL, BIANOBIAA/ILHOT 38
BMPOBHULTBO Ait040I peYOBUHMN
TepudpyHomigy (eTanu noapiGHeHHs,
eTan 3 BUPOOHULTBA, NaKyBaHHS,
MapKyBaHHs). Micue npoBafXeHHs
[ISNbHOCTI Ta BCi BUPO6HUYI onepawi
3anuwaTbea 6e3 3MiH.
3aTtBepakeHo: Sanofi Chimie Usine de
production chimique, 63480 Vertolaye,
France 3anponoHosaHo: EUROAPI
FRANCE 4 la Paterie, 63480
Vertolaye, France

265.

O3YPIEKC®

iMnnaHTart ana
iHTpaBiTpeasibHOro
BBefleHHs, 700 MKr,
no 1 annikatopy, L0
MICTUTb iMNNaHTar,
pa3om 3 nakeToMm-
nornnHa4yem Bonoru,
y nakeTi i3 ponbru;
no 1 nakety i3
hO/bIN B KAPTOHHIi
Kopoo6ui

AnnepraH
dapmacbioTika
n3 lpnaHgis

IpnaHgis

AnnepraH
dapmacboTikan3
IpnaHgis

IpnaHgis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHU
BMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig,
yac BMPOBHMLTBA FOTOBOTO
nNikapcbKoro 3acoby (3ByXeHHSA
J0NYyCTUMUX MEX) 3BY>XEHHS
[0NyCTUMUX MEX AN NOKa3HUKa
(FilamentDiametr/Output). 3minn |
TMny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikalisx, nig yac BUPO6HMLTBA
rOTOBOTO JliKapCbKOro 3acoby
(nopaBaHHs HOBOTO MeToAYy
BUMNPOOYBaHHA Ta A0NYCTUMUX MEX)
[JlonoBHeHHs BUNPOByBaHHA Mig, yac
BMpo6HuUBa: DDS Drug release
verification process step. 3miHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKnii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN
BMNPO6YBaHb a60 A0ONYCTUMUX MEX,
BCTaAHOB/IEHNX Y cneundikauisx, nig

3a
peyenmom

UA/12292/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
yac BMPOOHMLTBA FOTOBOTO
nikapcbKoro 3acoby (L0NoBHEHHA abo

3amiHa BUNpobyBaHHA B NpoLeci
BMPOOHMLTBA 3a pe3y/ibTatamu
AocnigpKeHb 3 6e3nekn abo AKOCTi)
[JlonoBHeHHA BUNPOBYBaHHA Mig, yac
BMPOGHMLIBA: BBEAEHHA TeCTy
Bi3yasIbHOro KOHTPO/0 «Sleeve
orientation». 3miHu | TNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Y BUPOOHMLTBI. 3MiHN
BMNpo6yBaHb abo JOMYyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig,
Yyac BMPOBGHMLTBA FOTOBOTO
nikapcbKoro 3acoby (L0N0BHEHHSA abo
3amiHa BUNpobyBaHHs B MpOLECi
BMPOOHMLTBA 3a pe3ynibTaTamu
pocnigpkeHb 3 6e3nekn abo AKOCTi)
JlonoBHeHHA BMNPOGYBaHHA B NPOLECi
BMpOOHUUTBA M. MeXaHiuHi
BK/IIOYEHHS: BUAMMI 4acTKu. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (3ByXeHHSA
[0NyCcTUMKX MeX) 3MiHN NnapameTpiB
cneumagikaLjii rotoBoro nikapcbkoro
3acoby ana 1. "Onuc", a came
BHECEHHS nocunaHHsa Ha (EP 2.9.20).
3MiHu | TUNY - 3MiHK 3 SIKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (3ByXeHHS
JOMYyCTUMUX MEX) 3BYXXEHHA MeX ANs
napameTpy "MexaHiuHi BK/IoUYEeHHS",
3arBepmkeHo: insoluble particulate Ha
sunyck: nmt 100 P/mg GTE 10 um;
matter nmt 6 P/mg GTE 25 um; Ha
TepMiH npugartHocTi: nmt 100 P/mg
GTE 10 um; matter nmt 6 P/mg GTE
25 um; 3anponoHosaHo: (EP 2.9.19)
Ha Bunyck: subvisible insolunle
particulate Ha Bunyck: nmt 80 P/mg

GTE 10 pm; matter nmt 5 P/mg GTE
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

25 um; Ha TepMiH npuaartHocTi: nmt 80
P/mg GTE 10 pm; matter nmt 5P/mg
GTE 25 pm. 3MiHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHSA rOTOBOTO /IIKAPCHKOro
3aco06y (iHLWi 3MiHK y MeToAax
BMNpOGYBaHb (BK/IOYaOUM 3amiHy abo
[0MnoBHeHHs)) 3amiHa meTogy BEPX
AP -DS 005 Ha meTog BEPX AP L394
Ans T. BUBINbHEHHS fekcaMmeTasoHy.
3MmiHu | TNy - 3MiHKW 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BUMNPOOYBaHHSA rOTOBOTO MiKAPCHKOro
3aco06y (iHLWi 3MiHK y MeToAax
BMNpOGYBaHb (BK/IOYaOUM 3amiHy abo
[OMOBHEHHSA)) 3MiHM Y MeToAax
KOHTPOIO Y 3B'A3KY 3 NPUBEAEHHAM T.
"MexaHiuHi BK/ItoYeHHA" fo Bumor EP
2.9.19. 3miHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NiKapCbKOro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y
MeTofax BUNpobyBaHb (BKIOHAKOUM
3aMiHy abo JOMOBHEHHS)) 3MiHN Y
MeToAax BunpobyBaHb roToBOro
niKkapcbKoro 3acoby ans 1. "Onuc”, a
came BHeceHHs: "Free from visible
particulate matter" (EP 2.9.20).
PepakuiiiHi npaBku [0 NOKa3HUKIB
«3ycunnsa cnpauboBaHoro
annikaropa» yTOYHEHHS 40 Ha3BM
mMeToay, 0 NOKa3HWKIB
«CTepwuIbHICTb», «bakTepiasibHi
€HA0TOKCUHW» BUAASIEHO OMNUC
MeToAMKW. 3MiHK | TNy - 3MiHKn 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
3MiHV Yy BUPOOHMLTBI. 3MiHN
BMNpo6yBaHb abo JOMYyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig,
Yyac BMPO6HMLTBA FOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHN)
BupaneHHs napameTpy 3 KOHTPO/IO B
npoueci BUpo6HNLTBA
Packaging/Sealing- koHTponb «Seal
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
pouch at 130 °C»
266. | OMEMNPA30N Kancynu no 20 mr, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/19799/01/02
no 7 kancyny marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
6nictepi, no 1 a6o 4 AKoCTi. [0TOBWIA Nikapcbkunii 3acib.
6nictepun y naJui, no Cuctema
10 kancyny KOHTeliHep/3akynoptoBasibHWI 3aci6.
6nictepi, no 1 a6o 3 3MiHa y NepBUHHII yNakoBLji rOTOBOro
6nictepun y nauui nikapcbKoro 3acoby (sKicHWi Ta
KinbKiCHWIA cknag) - Teepaji nikapcbki
chopmu. BBeieHHs1 40AATKOBOMO TUNYy
NepBUHHOTO NakyBaHHS, a came
6nicTep 3 NiBKX NONIMEPHOT
TPbOXLIApPOoBO| Ta O/IbIv antoMiHiEBOT
NakoBaHO! APYKOBAHOI (3aTBEPKEHO
6nictep 3 donbrn namiHoBaHoi MBX
Ta noniamigom Ta qoNbrv aTtoMiHIEBOI
NakoBaHOI APYKOBaHOT), 3
BiANOBIAHMMW 3MiHAMWU
267. | OMENPA30N Kancynu no 40 wmr, AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/19799/01/03
no 7 kancyny mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenmom
6nictepi, no 1 a6o 4 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
6nictepun y nauui, no Cuctema
10 kancyny KOHTeliHep/3akyrnopoBasibHWiA 3aci6.
6nictepi, no 1 a6o 3 3MiHa y NepBUHHIN ynakoBLi FOTOBOro
6nictepun y nauui nikapcbKoro 3acoby (SKicHW Ta
KinbKicHUIA cknap) - TBepAi nikapcbki
hopmu. BBegeHHs gogatkoBoro Tuny
NepBUHHOTO NakyBaHHS, a came
6nictep 3 NNiBKKM NoAiMepHoi
TPbOXLWIapoBO| Ta IObIV antoMiHIEBOT
NakoBaHO! APYKOBaHOI (3aTBEPLKEHO
6nictep 3 donbru namiHoBaHoi MNBX
Ta noniamigom Ta hosbrn asitoMiHieBoT
NakoBaHOI ApPYKOBaHOT), 3
Bi4NoOBigHMMMN 3MiHAMMN
268. | OMENPA30N kancynu no 10 wmr, AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/19799/01/01
no 7 kancyny martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom

6nictepi, no 2 abo 4
6nictepn y nauui

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHa y NepBUHHIi yNakoBL,i roTOBOro
NiKapcbKoro 3acoby (siKicHWi Ta
KinbKicHWIA cknan) - TBepAi nikapcbki
hopmu. BeegeHHs aoaatkosoro Tuny
NepBUHHOTO NaKyBaHHs, a came
6nicTep 3 NiBKX NONIMEPHOT
TpbOXLWaPoBOT Ta 0LV antoMiHIiEBOT
lakoBaHOI APYKOBAHOI (3aTBEPKEHO
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictep 3 hosbrn namiHoBaHoi MNBX
Ta noniamifom Ta dosnbru anoMiHieBol
NakoBaHoi ApyKOBaHOI), 3
BigMnoBigHMMMN 3MiHAMMN

269.

OMENPA3O0/ -
TEBA

Kancynm
racTpope3nCTEHTHI
TBepai no 20 mr; no
10 kancyny
6nictepi; no 3
6nictepn B KOpoo6L

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMXx/6ionoaibHMX
NiKapCcbKNX 3aco6iB Nicasi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafjaHHS XXOAHUX HOBUX JOAATKOBUX
AaHux) 3MiHW BHECEHI [0 iHCTPYKU,T
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ainm
"apmMakosorivyHi BnactusocTi”,
"B3aemogis 3 iHWVMW NikapCbKumum
3aco6amMu Ta iHLWi BUAW B3aEMogiit”,
"Oco61BOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiog BariTHOCTI
abo rogyBaHHS rpyaa”,
"MepeposysaHHsa", "Mo6IYHI peakuii™
3rigHO 3 iHhopMaLjelo Wwoao
MeAMYHOro 3acToCyBaHHSA
pechepeHTHOro /ikapcbkoro 3acoby
(Losec® 40 mg gastroresistant hard
capsules). BBegeHHs 3MiH MpoTArom
6-TU MicsAUIB NicNs 3aTBEPKEHHS

3a
peyenmom

He
nidnsieae

UA/15152/01/02

270.

OMENPA3O0/ -
TEBA

Kancysnm
racTpopesnCTeHTHi
TBEpAi no 40 wmr; no
10 kancyny
6nictepi; no 3
6nictepn B KOPOOLL

TOB «TeBa
YKpaiHa»

YkpaiHa

Tea ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 0 peecTpalinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
hapmakoHarnsigy. 3miHu y KopoTkii
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
nNiKapcbkunx 3acobis Nic/1s BHECEHHS
Tiei camol 3MiHW Ha pedpepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3giiv
"dapMakoiorivyHi BMacTuBocTi”,

3a
peyerimom

He
nionsieae

UA/15152/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
"B3aemogis 3 iHWVMU fikapCbKumun
3aco6amMu Ta iHWi BUAW B3aemogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y Nepiog BariTHOCTI
ab6o rogyBaHHA rpyaar”,
"Mepeno3ysaHHs", "Mo6GiYHI peaky;ii"
3rigHO 3 iHhopMmaLjelo Wwoao
MeAMYHOro 3acToCyBaHHA
pedhepeHTHOro fikapcbkoro 3acoby
(Losec® 40 mg gastroresistant hard
capsules). BBeeHHs1 3MiH NPOTAromM
6-TV MicALLIB NiCNsA 3aTBEPLKEHHSA
271. | oM30n MOPOLLOK ANs OPrAHOCWH OAE OEBA XongiHr Ei. TypeuunHa/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/17079/01/01
PO34MHYy ANs NAN®CAEHC Ec., TypeyunHa MopTyranis martepianis: 3mMiHu | TNy - 3MiHK WoA0 | peyenmom niosnsieae
iHdysini, 40 mrno 1 N3 (E® 3ET I) (BUPOGHMLTBO 6e3nekn/edhekTUBHOCTI Ta
a6o no 10 chnakoHis Hepo3dacoBaHoro thapmakoHarnsgy. 3MiHa y KopoTkiii
3 NOPOLLKOM Y NPOAYKTY, NePBUHHE XapakTepucTuLi Nikapcbkoro 3acoby,
Kopoo6ui nakyBaHHs); TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
Codpapimekc - MeJMYHOro 3aCTOCYBaHHS Ha niacTasi
IHaycTpia Kimika e perynsipHoO OHOBJ/IOBAHOTO 3BITY 3
dapmachbloTika, 6e3nekun nikapcbkoro 3acoby, abo
C.A., MopTtyranis [OCnigpKeHb 3 6e3MneKn 3acToCcyBaHHS
(BMPOGHMLTBO 3a nNiKapcbKoro 3acoby B
MOBHUM LK/IOM) nicnspeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/iKEHD,
npoBeAeHnX BignoBIAHO A0 niaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHWNM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y posginu: "OcobnnBocTi
3actocysaHHs", "Mob6iyHI peakwii"
BiAMOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3neku AitoHoi pevyoBUHN.
272. | OHOPIO Tabnetkn no 5 mr, CaHpo3 CnoBeHis nepBuHHa Ta HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/12448/01/01
no 10 TabneTok y dPapmacbioTika BTOPVHHA yNakoBKa, PymyHis/ mMaTtepianis: 3miHu Il TUny - 3MiHu 3 peyenmom
6nictepi; no 2, abo n3 a.Aa. KOHTPO/b, A,03BI/NT HA Monbwal/ AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
no 3, abo no 6, abo BUNYCK cepil: TypeuunHa BUPOBHMKA BMUXIAHOTO/MPOMIXHOro

no 9 6nictepiB y
KapTOHHiA KOopooLi

Canotac dPapma
'M6X, HimeuunHa;
KOHTpoOsb: C. K.
CaHpgos3 C. P. /1.,
PyMyHis; nepBrHHa
Ta BTOPVHHA
ynakoBKa, KOHTPO/Ib,
[03BiN Ha BMNYCK
cepii: Jlek C. A,,

NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(Bkntovaroun, ge HeobxigHo, Micue

npoBeAeHHs KOHTposto sikocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeichbkili
chapmakonei y 3aTBepaKeHOMYy [0ChE)
(BBEAEHHSA HOBOTO BMPOGHMKa APl 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MonbLya; HajaHHAM macTep-chaiina Ha AdI)
BUPOGHMLITBO BBe/leHHs1 JOAATKOBOrO BYPOGHMKa
Hepo3g)acoBaHOro A®| HebiBoNONY Zhejiang Ausun
npoaykty: CaHgo3 Pharmaceutical Co., Ltd. , China.
pyn Carnvk 3arBepaxeHo: Hetero Drugs Limited,
YpyHnepi lnaknapi India Torrent Pharmaceuticals Limited,
CaH. Be Tik. A.C., India. 3anponoHoBaHo: Hetero Drugs
TypeyunHa Limited, India Torrent Pharmaceuticals
Limited, India Zhejiang Ausun
Pharmaceutical Co., Ltd., China
273. | OHOPIO Tabnetkn no 5 mr, CaHpo3 CnoBeHis nepBuHHa Ta HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/12448/01/01
no 10 TabneTok y dapmachboTika BTOPVHHA ynakoBkKa, PymyHis/ marepianis: 3miHu | Tuny - 3miHn peyenmom nionsizae
6nictepi; no 2, abo n3 a.a. KOHTPO/b, A03Bi/T HA Monbwa/ oo 6e3nekn/edpekTNBHOCTI Ta
no 3, abo no 6, abo BUNYCK cepil: TypeyunHa thapmakoHarnagy. 3MiHU y KOpOTKili
no 9 6nictepis y Cantotac dPapma XapakTepucTuLi NikapcbKoro 3acoby,
KapTOHHI Kopoo6Li 'm6X, HimeuuunHa; TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
KOHTPONb: MeAMYHOro 3acToCyBaHHSA
C. K. CaHpgo3s C. P. reHepuyHUX/ribpuaHMXx/6ionoai6HNX
1., PymyHis; NiKapCbKNX 3aco6iB Nicnsi BHECEHHS
nepBuHHa Ta Tiei camoi 3MiHW Ha pedhepeHTHWA
BTOPVHHA yNakoBka, npenapar (3miHa He noTpebye
KOHTPO/b, [03BiN Ha HajaHHS XXOAHUX HOBUX AOAATKOBUX
BUNYCK cepil: AaHnx) 3MiHW BHECEHO B iHCTPYKLiO
Nek C. A., Monbwa 0151 MejYHOro 3aCTOCYBaHHA
BMPOGHMLITBO nikapcbKoro 3acoby Ao po3ainis
Hepo3ghacoBaHOro "papmMakosorivyHi BnactusocTi”,
NPOAYKTY: "Moka3aHHs", "3acTocyBaHHs y nepiog
Cangos Npyn BariTHOCTi abo rogyBaHHs rpyaaw” Ta
Carnuk YpyHnepi "Cnoci6 3acTocyBaHHA Ta f03u1"
Inaknapi CaH. Be BIANOBIAHO A0 IHCTPYKLT
Tik. A.C., TypeuunHa pedhepeHTHOro nikapcbKoro 3acoby
Hebinet, Tabnetkn no 5 mr
BBefeHHs1 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepKeHHs
274. | OPMAKC Kancynu no 250 mr; CninbHe YkpaiHa CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/11108/01/01
no 6 kancyny YKpaiHCbKO- icnaHcbke mMarepianis: 3miHu | Tvny - 3miHu 3 peyenmom nionsizae
nnacTMKoBOMY icnaHcbke nignpueMcTBo AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTeliHepi; no 1 nignpUeEMCTBO "Cnepko YkpaiHa" Cucrema
KOHTeliHepy B nauuj "Cnepko KOHTeliHep/3akynoptoBasibHWI 3aci6.
3 KapTOHY YkpaiHa"

3MiHa po3Mipy ynakoBKv roTOBOro
niKapcbKoro 3acoby (BUIyYEHHS
yMakoBKM MEBHOT0 PO3MIpY)
BUJTyYEHHS ynakosku: no 10 kancyn y
KOHTeliHepi, 3 BiANOBIAHUMY 3MiHAMK B
po3ain «Ynakoska» MKA N13. .
BBefeHHS 3MiH NpOTAroM 6-Tu micAuis
nicns 3aTBepKeHHNA. 3MiHu | Tuny -

3MiHK 3 SKOCTi. [0TOBWIA NiKapCbKUiA
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi
rOTOBOrO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby) - Ans
TOProBol ynakoBku (NiATBEPLKYETbCA
[aHVIMU peasibHOro vacy) 36i1bLIeHHs
TepMiHy nNpuaaTHoOCTi FOTOBOro
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/nbTaTis
[0BrOCTPOKOBWX AOCNIAXEHD
CTabinbHOCTI y peasibHOMY Yaci:
3aTtBeppkeHo: TepMiH NpuaaTHOCTI. 2
poKu. 3anponoHoBaHo: TepMiH
npuaaTHoCTI. 3 poku. 3MiHN BHECEHI B
IHCTPYKLUi0 415 MeaUyYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby y
po3ain "TepmiH npuaatHocTi".
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepKeHHS.

275.

O®/IOKAIH-
JAPHULA®

masb no 15 r abo no
30 ry Ty6i; no 1 Ty6i
y nauyui; no 500 r
a6o no 1000 ry
H6aHkax

MpAT
"®GapmaueBTu
YyHa hipma
"fapHuus”

YkpaiHa

MpAT
"@apmaueBTnyHa
hipma "JapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
Y BiAnoBigHIiCTb A0 MOoHorpadii Y
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
aepxasun €C (iHWi 3MiHN) -
npuBefeHHs cneundikalii Ta MeToais
KOHTPO/IH0 SKOCTI Ha JOMOMDKHY
peyoBuHy Makporon 400 o Bumor
niroyoi MoHorpadii «Macrogols»
€Bponeiicbkoi apmakonei, 3
BpaxyBaHHAM pekoMeHJauin Ta
cTunicTukm AdY. Y 38’a3Ky 3 UM
BHECEHO pejakLiiiHi npaBkn 4o
3.2.P.4.1 Cneupndoikauii 4o po3ainis
«lpeHTundikauis», «KncnoTHicTb abo
NYXHICTb», «BigHOBMAOKOUYM
peyoBuHW», «ETNeHokeug i giokcaH»
Ta o 3.2.P.4.2 AHaniTuyHi MeToanku
[0 po3ginis «igpokcunbHe uncno» (3
BpaxyBaHHSAM MONpaBKkoOBOro
KoeqiLieHTY A0 MOASPHOCTI), «Boaa»,
«B'askicTb», «PopmManbaeria»,

3a
peyerimom

UA/7088/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

«ETWNEHrNikoNb i AieTUNeHrNikonb».
3MiHu | TUNY - 3MiHK 3 SIKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PEeYOBUH. 3MiHa Y
mMeTogax BUNPo6yBaHHSA [OMNOMIKHOI
peyoBuHM (iHLLI 3MiHK Yy MeToAax
BMNPOGYBaHHSA (BK/1HOHYAKUN 3aMiHY
abo fgopasaHHs)); CynyTHA 3MiHa
- 3MiHM 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib AOMOMDKHUX
peyoBuH. 3MiHa napameTpiB
cneundikauii Ta/abo AonycTUMMX
MeX A1 AONOMIDKHOT peYOBUHM (iHLUi
3MiHW) - BHECEHHS 3MiH Ha AONOMDKHY
peuvoBunHy Makporon 400, a came: 3a
NOKa3HUMKOM «ETUNEHOKCHA, i JioKcaH»
3anponoHoBaHO BBeAEHHS HOBOI in-
house meToavku BunpobysBaHHs X
(AdY, 2.2.28), Wo € anbTepHATUBHO
MeToAuLj, 3a3HayeHoi B MOHorpadii
€ «Macrogols»; BHECEHHS
CTUNICTUYHMX Ta pefakLiliHAX NpaBok,
6e3 3MiH BCTAHOBJIEHUX KpUTEpIli
NPUIAHATHOCTI 3a AaHUM MOKA3HUKOM
AKOCTI, 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
[0MOMDKHMX PevyoBUH. 3MiHa
napameTpiB cneuudikaui Ta/abo
[OMYCTUMUX MEX A/18 LONOMDKHOT
peyoBuHM (iHLWi 3MiHK); CynyTHSA 3MiHa
- 3MiHM 3 AKOCTi. [0TOBWIA NiKapCbKMiA
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3MiHa y MeTogax
BUMPOOYBaHHA AOMOMiXXHOI PEYOBUHM
(He3HauHi 3MiHW Y 3aTBEPKEHMNX
mMeTofax BUNpobyBaHb); MNpuBeaeHHs
cneuudikauii Ta METOAVK KOHTPO/THO
AKOCTi Ha [JONOMiXXHY PEYOBUHY
Makporon 400 fo Aitoumx BuMmor Ta
pekomeHAauiin AdY, 3 BpaxyBaHHAM
BMMOr EBponelicbkoi ®apmakonei, 3a
NOKa3HUKOM «PO3UYMHHICTb», AKUIA
nepeHeceHo A0 Po3Ainy Npo 3arasbHi
B/1ACTMBOCTI, OCKi/IbKV BiH Mae
pekoMeHaaLifiHnii xapakTep
BignoBiaHO AdY Ta 3a NOKa3HMKOM
«MikpobionoriyHa YicToTa» - BHECEHO
NocuiaHHA Ha fjtoye BUAaHHA €P,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

6e3 3MiHu HOPMYBaHHA Ta METO4UKN
KOHTPO/110 SAKOCTI

276.

OLMNOKOKLIHY
M®

rpaHynn 4030BaHi,
no 1 ry neHai; no 6
neHaniB y KapTOHHIl
Kopoo6ui

BYAPOH

®paHuis

BYAPOH

®paHuis

BHECEHHS 3MiH [0 peecTpalinHmx
marepianis: 3mMiHu | TURY - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnsgy (Bkaouvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-ghaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: Helene Gabaude.
MponoHoBaHa pefakLis: Anne-Laure
Fayard

6e3
peyenma

UA/9265/01/01

277.

NAKNIBICTA

KOHLieHTpaT Ans
pO34nHy AnA
iHcpysii, 6 mr/mn no
5 mn (30 mr), 16,7
M (100 mr), 25 mn
(150 mr) abo 50 mn
(300 ™r) y conakoHi;
no 1 cpnakoHy 3
KOHLeHTpaToM y
KapTOHHI KopooLi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrniA

Xaynt ®apma
BonbdparcxayseH
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
nNiKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBeAeHVX BignoBiAHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y posginu: "OcobnnBocTi
3actocyBaHHs", "MNob6iyHi peakuii"

3a
peyenmom

He
nionsieae

UA/16374/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHO A0 OHOBMEHOT iHGhopMaLi
3 6e3nekn Aito4oi peyoBUHN.
BBefieHHs1 3MiHM NpoTArpM 6-Tn
MicsILiB Micnsi 3aTBepAKEHHS.
278. | NAHALON TabneTkn, BKpUTI nakcoCmiTKn Benvka nakcoCwmiTKnaiiH IpnaHgis BHECEHHS 3MiH [J0 peecTpaviinHmx 6e3 UA/12531/01/01
EABAHC NAiBKOBOO ANH BpuTtaHis [JaxrapsaH flimites marepianis: 3miHu | Tuny - 3miHu 3 peyenma
o60s0HkKoto, no 500 KoHcblomep akocTi. CepTtudpikat BignosigHocTI/lE-
Mmr; no 12 TabneTok Xenckep (FOK) cepTugikat BigNoBiAHOCTI
y 6nictepi; no 1 Tpenginr €Bponeiicbkil
6nictepy B Niviteq thapmakonei/moHorpadii. NMogaHHA

KapTOHHIA KopooLi

HOBOro abo OHOBNEHOro cepTudikatTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBepKeHOro BUPo6HUKa - MogaHHsA
OHOB/IEHOTO cepTudikaty
BignosigHocTi E® Ne R1-CEP 2002-
214-Rev 04 (3aTBEepaxeHo R1-CEP
2002-214-Rev 03) ansa A®I
MapaueTamorny Big, BXe
3aTBepmxeHoro BupobHnka NOVACYL
(WUXI) PHARMACEUTICAL CO.,
LTD., China, y 38’a3Ky 3i 3MiHO0
HanucaHHs agpecu BupobHuka Adl,
hakTUyHe MicLie po3TallyBaHHA He
3MiHIETLCA. ditoya pegakuis: Novacyl
(Wuxi) Pharmaceutical Co., Ltd. 8
Guang Shi Xi Road China-214 185
Wouxi, Jiangsu Province. MponoHoBaHa
pepakuis: NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD. 16,
Guangshi Road, Meijing Village,
Luoshe Town, Huishan District China-
214 185 Wauxi, Jiangsu Province.
3MiHn | TUNY - 3MiHK 3 SKOCTiI.
Ceptudpikat BignosigHocTi/lE-
cepTugikat BiANoBiAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUIYYEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
cepTudpikaTa BignoBigHOCTI

€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWiA cepTudikar Bif yxe
3aTBePKEHOro BUPO6HUKa - MogaHHsA
OHOB/IEHOTO cepTudikaty
BignosigHocTi E® Ne R1-CEP 2002-
020-Rev 08 (3aTBepaxeHo R1-CEP
2002-020-Rev 07) ons Adl
MapaueTamony Bif yxe
3aTBEPAKEHOr0 BUPOBOHMKA
FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED, India, y
3B’AA3KY 3i 3MiHOI Ha3BW BUPOOHUYOI
AinbHULI BigNoBiganbHOI 3a
BUIOTOB/IEHHSA NPOMDKHOI NPOAYKLiT Ta
YTOYHEHHSAM Ha3BW 3aTBEPKEHOIO
BUpo6HUKa A®I. [itoya pepakuis:
Brpo6Huk A®l: Farmson
Pharmaceutical Gujarat Pvt. Ltd.,
India. Bupo6bHUK NPOMiXHOT NPOAYKLiT:
JNP Products, India. NMponoHoBaHa
pepakuisi: BupobHuk Adl: FARMSON
PHARMACEUTICAL GUJARAT
PRIVATE LIMITED, India. Bupo6Huk
npoMikHOI Npoaykuii: FARMSON
PHARMACEUTICAL GUJARAT
PRIVATE LIMITED, India. 3miHn |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat
BifNOBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANA 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -

OHOBEHWIA cepTUdikar Bif yxe
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aTBePKEHOro BUPO6HUKa - MogaHHsA
OHOB/IEHOTO cepTudikaty
BignosigHocTi E® Ne R1-CEP 2002-
020-Rev 09 ana A®| MapaveTtamony
Bif] y)Xe 3aTBep)XeHOro BUpo6HuKa
FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED, India, y
3B'A3KY 3i 3MiHOO KOy B afpeci
BMPOGHWYOI AinbHUL BiANOBIAA/TbHOT
3a BUrOTOBJIEHHS MPOMDKHOT NPOAYKLi
i3 «392 110» Ha «393 110», 6e3 3MiHu
(haKTMYHOTO MiCLe3HaXOMKEHHS
279. | NAHAAON TabneTku, BKPUTI nakcoCmiTKn Benuka nakcoCwmitKnaiiH IpnaHgis BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/12531/01/01
EABAHC NNiBKOBOIO ANH BpuTaHis [aHrapsaH Jlimites mMartepianis: 3miHu | TUNY - 3MiHK peuenma
060/10HKO0, M0 500 KoHcblomep wopo 6e3nekn/ethekTMBHOCTI Ta
Mr; no 12 TabneTok Xenckep (HOK) thapmakoHarnsgy. BeegeHHs abo
y 6nictepi; no 1 TpegiHr 3MiHW [0 y3ara/ibHeHWX JaHuX npo
6nictepy B Nimiteq cuctemy dpapmakoHarnsagy (BBefeHHs

KapTOHHI KopooLi

y3ara/lbHeHUX JaHnx npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSsT hapmakoHarnisgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 34iCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHariaga.
[Oitoua pepakuis: Dr. Jens-Ulrich
Stegmann, MD / [ip. VieHc-Ynbpix
LLtermaHH. MponoHoBaHa pepakuis:
John Poustie / IxoH MoycTi.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOT 0Co6U 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pefakuis: JlanumHcbka
IHHa IropiBHa / Lapchynska Inna
Igorivna. MponoHoBaHa pepakuis:
Kupwunisa ManuHa MeopriisHa / Kyryliva
Galyna Georgiivna. 3MiHa KOHTaKTHUX
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YkpaiHi. 3MiHa MiCLie3HaxoMKeHHS
macTep-aiina cuctemu
dhapmakoHarnsgy Ta noro Homepa.
3MiHa micLs 34iiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

280.

NMAHKPEA3M
10000

TabneTkun
racTpope3nCTEHTHI
no 10 TabneTok y
6nictepi, no 1 a6o
no 2 abo no 5
6nicTepiB y nauuj 3
KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Cucrema
KOHTeliHep/3aKynopoBasibHWii 3aci6.
3MiHa po3Mipy ynakoBKU roTOBOro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
OAVHWLG (Hanpuknag TabneTtok,
amny/1 TOLLO) B ynakoBL;j:) - 3MiHa Y
fiana3oHi 3aTBepKeHNX po3Mipis
YyNaKkoBKM - OAAETLCSA AOAATKOBUIA
BUf ynakosku: no 10 tTabneTok y
6nictepi, no 1 6nictepy y nauui 3
KapTOHy BIAMOBIAHMMM 3MiHAMU A0
po3giny “Ynakoska” MKA N3, 6e3
3MiHW NEPBUHHOIO NakKyBaslbHOTO
marepiany. BHeceHHs AoaaTkoBol
ynakoBku Ne 10 (10x1) y 6nictepax 3
MapKETUHIOBUX MipKyBaHb. 3MiHU
BHECEHI B po34in "YnakoBka" B
IHCTpYyKLUil0 415 MeauyYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby y
3B'3Ky BBEJeHHAM [04aTKOBO|
yNakoBKM, SK HACNiAOK -
3aTBEPAKEHHS TEKCTY MapKyBaHHS
[04AaTKOBOT YNakKoBKW MiKapCbKoro
3acoby.

6e3
peyenma

nionsieae

UA/16722/01/01

281.

NAHTECTWH-
JAPHULA®

renb no 15 r a6o 30
ry Ty6i, no 1 Ty6i B
navui

MpAT
"®dapmaueBTu
YyHa chipma
"fNapHuus"

YkpaiHa

MpAT
"papmMaueBTnYHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
mMarepianis: 3miHu | Tvny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/Ib AONOMIKHVX PEHOBUH.
3miHa napameTpiB cneuudikawlin
Ta/abo fonycTMMmnx Mex ans
[L0MOMDKHOT peYOBUHM (IHLLI 3MiHW).
CynyTHS 3MiHa- 3MiHU 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
[0MOMDKHUX PEYOBUH. 3MiHa Yy
MeToAax BUMPOGYBaHHS AOMNOMDKHOI
pPeyoBUHM (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BunNpobyBaHb). MprBeaeHHs

6e3
peuyenma

UA/1602/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
cneuudikauii Ta METOAVK KOHTPO/THO
AKOCTi Ha [JONOMiXXHY PEYOBUHY

MonieTnnenrnikons (Makporon 400)
[0 Ailoyrx BUMOT Ta pekoMeHaadii
A®Y, 3 BpaxyBaHHAM BUMOT
€Bponeiicbkoi ®apmakoner, 3a
NOKa3HNKOM «PO3UYUHHICTb», AKWUI
nepeHeceHo A0 Po34iny Npo 3arabHi
B/1ACTMBOCTI, OCKi/IbKV BiH Mae
pekoMeHaaLiiHWi XxapakTep
BignosigHoO A®PY Ta 3a NOKa3HUKOM
«MikpobionoriyHa uncTota» - BHECEHO
NnocuaHHA Ha gjtove BugaHHsa €d,
6e3 3MiHM HOPMYBaHHSA Ta METOANKN
KOHTPOJIH0 SKOCTI.
3MmiHu | TNy - 3MiHKW 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEeYOBUH. 3MiHa Y
mMeTogax BUNpobyBaHHSA [OMNOMIKHOI
peyoBUHM (iHLWi 3MiHW Y MeTogax
BMNPOGYBaHHSA (BKIHOYAKOUN 3aMiHy
abo gogasaHHs)). CynyTHS 3miHa -
3MiHu 3 siKoCTi. [OTOBWMIA NikapcbKkuii
3aci6. KOHTposib AONOMDKHUX
peyoBuH. 3MiHa NnapameTpiB
cneundikauii Ta/abo AonycTUMmx
MeX A/15 AONOMDKHOT pevoBUHM (iHLLI
3MiHM) BHECEHHS 3MiH Ha JOMOMDKHY
peyoBuHy MNonieTuneHrnikosb
(Makporon 400), a came: 3a
NOKa3HUMKOM «ETUNEHOKCWA, i JioKcaH»
3anponoHoBaHO BBeAEHHS HOBOI in-
house meToavku BunpobysaHHs X
(AdY, 2.2.28), Wo € anbTepHATUBHO
MeToAuLj, 3a3HayeHoi B MOHorpadii
€ «Macrogols»; BHECEHHS
CTUNICTUYHMX Ta pefakLiiHAX NpaBok,
6e3 3MiH BCTAHOBJIEHWX KpUTEpIli
NPUIAHATHOCTI 3a AaHUM MOKA3HUKOM
AKOCTI. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikaT BifnoBigHOCTI
E€Bponeiicbkil
thapmakonei/moHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPVBEAEHHS
Y BiAMNoBigHIiCTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo

iHLWOT HauioHas1bHOT thapmakonei
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepxasu €C (iHWi 3MiHN).
MpuBegeHHs cneungikaii Ta MeToamk
KOHTPOJIH0 AIKOCTI Ha JOMOMDKHY
peyoBuHy MonieTuneHrnikons
(Makporon 400) fo BMMOT Ait0yol
MoHorpadii «Macrogols»
€Bponeiicbkoi Papmakonei, 3
BpaxyBaHHAM pekoMeHAaLii Ta
ctunictukn APY. Y 38'A3Ky 3 UM
BHECEHO pejakLiiiHi npaBku 4o
3.2.P.4.1 Cneuudpikauii 1o po3ginis:
"loeHTudpikauia”, "KucnoTHicTb abo
NYXHICTb", "BifHOBIOIOYI peYOBUHN",
"ETuneHokecug, i giokcaH" Ta Ao
3.2.P.4.2 meToAVK KOHTpO/IO (6e3
3MiHW aHaNiTUYHNX METOAWK) [0
po3ainis: "TigpokcunbHe uncno” (3
BpaxyBaHHSIM MoNpaBKOBOro
KoedilieHTY A0 MONApPHOCTI), "Boaa”,
"B'askicTb", "®opmManbaeria”,
"ETUNEHINIKONb | AieTUAeHrNiKons".

282,

NAPA®ACT

Kancysm m'ski, 500
Mr no 10 kancyny
6nictepi; no 1 abo
no 2 6nictepv B

KapTOHHIA KOpooLi

€Bpo
Navicokep
MpaiisiT
NimiTen

IHais

Onis Xenckep

IHgis

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPWMHHOT YNakoBKMN MiKapCbKOro
3acoby y n. 17. IHWE. TepmiH
BBEEHHS 3MiH NMPOTAroM 6 micALiB
nicns 3aTBepkKeHHs.

6e3
peyenma

UA/19573/01/01

283.

NAPALIETAMON

KpucTanivyHui
MOPOLLOK
(cybeTaHuis) y
nakerax
nosieTUNeHOBNX
ansi
chapmaueBTUYHOTO
3acTOCYyBaHHsI

AT "dapmak”

Ykpaina

XEBEW LI3IXEH
®APMACBIOTIKAN
KO., T4,

Kutaii

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I (iHwwi
3MiH1) BHECEHHSA 3MiH [0
cneundikavii/meTofis KOHTpono AdI
3a NoKasHMKOM «bakTepianbHi
€HAO0TOKCUHU», a came NpuBeLEHO
OAVHWLi BUMIPIOBaHHSA Y BIANOBIAHICTb
[0 OpUriHa/TbHUX [OKYMEHTIB
BMPOOHVKa (3aTBEpAkeHo: 'paHnyHa
KOHUEHTpaLisi eHAOTOKCUHIB Y
cybcTaHuii ctaHoBuTb 0,15 MOI/T;
3anponoHoBaHo: MpaHnyHa
KOHUEHTpaLisi eHAOTOKCUHIB Y
cybcTaHuil ctaHoBuTb 0,15 MO/mr)

UA/19724/01/01

284.

NMAPALEETAMO/
B. BPAYH 10
Mr/imn

PO34uH ANs iHdy3il,
10 mr/mn; no 10 mn
y amnysi; no 20

B. BpayH
Menb3yHreH
Al

HimeyunH
a

B. BpayH Megikan
CA

Icnanis

BHECEHHS 3MiH [JO peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
wopo 6e3nekn/edpekTMBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/17143/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
amnys y KapTOHHIl thapmakoHarnsgy. 3MiHa y KOpoTkiii
Kopoo6Li; no 50 mn XapakTepucTuLi Nikapcbkoro 3acoby,
a6o 100 mny TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
chnakoHi; no 10 MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
dhnakoHiB y perynsipHoO OHOBJ/IOBAHOTO 3BITY 3
KapTOHHiiA Kopo6Li 6e3nekn nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLi
AN MeAnYyHOro 3acToCyBaHHs
nikapcbKoro 3acoby [o po3zinis
"B3aemogis 3 iHWVMU fikapCbKumun
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nM1BOCTI 3aCTOCYBaHHA"
BiANOBIAHO A0 pekomeHgauii PRAC
EMA wwopao ogHovacHoro
3acTOCyBaHHSA 3 GO/TyKIOKCaLWIIHOM.
TepMmiH BBEZEHHS 3MiH NPOTArom 6
MicALiB Nicnsa 3aTBepAKeHHs
285. | NEr-oINCTUM PO34nNH NS iH'EKLIN, TOB "3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/15552/01/01
6 mr/0,6 mn no 0,6 "BIO®APMA" "BIO®APMA" marepianis: 3MiHu |l Tuny - 3miHn 3 peyenmom
M (6 Mr) y AKOCTi. A®l. BUpo6HMLTBO (iHLUi
nonepegHL0 3MiHM). OHOBREeHHs pegakuii DMF Ha
HarnoBHEHOMY A®I Mer-ghinrpactm y chopmi
wnpuui; no 1 KOHL,EHTPOBAHOI0 PO34MHY Bif,
nonepeaHLo BMpo6HuKa «GEMABIOTECH S.A.»,
HanoBHeHOMY ApreHTuHa. 3aresepgxeHo: DMF: M3
wnpuyy y énicrepi; PEG GCSE-15 V00 Big 09.2015p.;
no 1 6nictepy B 3anponoHosaHo: DMF: M3 PEG
KapTOHHI kopobuyj; GCSE-19 V00 Big 04.2019 p.
no 0,6 mn (6 mr) y OHoBneHHsA creundikauii Ha AP Big
chnakoHi; no 1 BMPOGHMKa roTOBOrO NiKapCbKOro
chnakoHy y 6nictepi; 3acoby.
no 1 6nictepy B
KapTOHHI kopobui.
286. | MENOHA pO34uH NS iHdysili K'e3i ABCTpIf BMPOGHMLTBO bulk, ITania/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/15097/01/01
Ta OpaslbHOro dapmac'toTike nepBuHHE Ta ABcTpisi/ mMartepianis: 3miHu | TUNy - 3MiHK peuyenmom
3acTocyBaHHs, 20 n3 rmex BTOPUHHE YropwmHa wopo 6e3nekn/ethekTMBHOCTI Ta
mr/mn; no 1 mn B nakyBaHHs, dhapmakoHarnsgy. BeegeHHsa abo
amnyni; no 5 amnyn MapKyBaHHS, 3MiHW [0 y3araslbHEHNX AaHnX Npo

Y KOHTYpHIiA
YapyHKoBIli
ynakoBLi, no 2
KOHTYPHi YapyHKOBI

KOHTPO/1b SKOCTI:
Anbdpacirma C.n.A.,
ITanis
MapKyBaHHs Ta

cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHnx npo cucTemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0Ccobu,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
yMakoBKM B BTOPUHHE BiANOBIAA/IbHOI 32 3AiCHEHHS
KapTOHHiii KopobLyi 3 nakyBaHHS: chapmakoHarnsgy; KoHTakTHoi ocobu 3
MapKyBaHHAM .. dapma M'méX, thapmakoHarnsgy 3assHuka gns
iHO3EMHMMMN MOBaMu ABCTpis 3[jiCHEeHHs1 hapmakoHarisay B
3i CTUKepoOM BUNYCK cepil: YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YKpaiHCbKO0 K'esi YNOBHOBaXEHOI 0cobu,
MOBOIO; N0 1 M/1 B dapmac'toTikens BiANOBIAA/IbHOT 32 3AiCHEHHS
amnyni; no 5 amnyn 'M6X, ABCTpist thapmakoHarnagy (Bkiovaoum
Y KOHTYpHIlA MapKyBaHHA Ta KOHTaKTHI faHi) Ta/abo 3MiHn y
YapyHKOBIl BTOPUHHE pO3MilLEHHI MacTep-ghaiina cuctemm
ynakosLi, no 2 nakyBaHHs: thapmakoHarnagy) 3MiHa KOHTakTHUX
KOHTYPHIi YapyHKOBI TOB "®apma Mak [aHnx ynoBHOBaXeHOI 0cobu
YyNakoBKN B XyHrapi", YropwuHa 3asBHWKa, BiANOBIAaNbHOI 3a
KapTOHHI Kopobuji 3 hapMakoHarnag. 3miHa
MapKyBaHHAM MicLle3HaxX0MKeHHs MacTep-chaiina
YKPaiHCBKOIO Ta cuctemun dhapmakoHarnsgy. 3miHa
aHrninceLKo MicU$t 34iiCHEHHSA OCHOBHOI AisIbHOCTI
MoBamu 3 hapmakoHarnsgy.
287. | NEKTONBAH® Kpanni opasibHi no AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/10685/01/01
cTon 25 mn 'y chnakoHi; no mMaTtepianis: 3miHu Il TUny - 3MiHK 3 peuenma
1 donakoHy B navui 3 akocTi. A®l. BupobHmuTBO. 3MiHa
KapToHYy BMPOGHMKA BUXiAHOr0/MPOMIXKHOTO
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(BKTOYaKoUK, e HeobXiaHO, Micue
npoBefeHHsA KOHTPOsIo akocTi) AP (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponechbkili
thapmakonei y 3aTBepAKeHOMY [,0CLE)
(BBEAEHHSA HOBOrO BMPOGHMKa API 3
HaJaHHSAM mMacTep-chaiina Ha Adl)
BBE[EHHS aNlbTepHATUBHOIO
BMPOGHMKa cybcTaHLji ryaiidpeHe3nH
Zhejiang Haizhou Pharmaceutical Co
Ltd., Kutai, siK Hacnigok amiHa 'y
po3gini «Cknany.
288. | MEKTO/IBAH® A | cupon 30 mr/5 mn, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiinHmx 6e3 nionsieae UA/17730/01/01
31 CMAKOM no 100 mny MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyenma
nonyHuul CKNSIHOMY hN1aKoHi; AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.

no 1 cpnakoHy 3
[03yBasIbHOO
NOXKOH0 B nauyi

Onwuc Ta cknag,. 3miHa y cknagi
(mOMOMXHUX pevyoBMHAX) rOTOBOrO
nikapcbKoro 3acoby (cmakoBi 06aBKu
abo 6apBHUKK) - [lofaBaHHS,
BU/IyYEHHS abo 3aMiHa - 3MiHa
CMaKoBOi f06aBKW: apoMaTn3arop
xapuoBuii «MonyHuus 653, 665»
3aMiHIOETLCS HA apoMaTtusaTop
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n/n

Hassa
JliKapcbK0o20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

«[MonyHuUs», BUPO6HMLTBA KOMMAHIT
JAR Aromaty Sp. z.0.0. Sp.k,
MonbLa, 6e3 3MiHK KiNbKICHOro BMICTY
[aHoi AOMOMIKHOT PEHOBUHN Y
npenaparti. 3MiH/ BHeCeHi B po3ain
"Cknag" (4ONOMiXHI peyoBUHM) B
IHCTPYKLUi0 415 MegUyYHOro
3aCTOCyBaHHS fikapcbkoro 3acoby Ta
AK HACMifOK - Y TEKCT MapKyBaHHS
YMakKoBKM NiKapcbKoro 3acoby.
BBeneHHs 3MiH NpoTAroM 6-Tu micsAuiB
nicns 3aTBepmkeHHs; 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) -
He3HauHi 3MiHU B TEKCTi MapKyBaHHs
NEepBUHHOI Ta BTOPUHHOI YNakKoBKu
niKapcbKoro 3acoby, a Takox
BUNYYEHHS iHdhopmaLii, 3a3HadveHol
pociicbkolo MOBOI. BBeaeHHs 3MiH
NPOTArom 6-Tu MicAiB nicns
3aTBEPAKEHHSA

UA/10675/01/01

289.

MNEKTO/IBAH® L

cupon, no 100 mn y
dhnakoHi; no 1
dhnakoHy pasom 3
JI0XKOI0
[03yBasIbHOIO Y
nauuj 3 KapToHy

AT "dapmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuit 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(AONOMKHMX peyoBMHaX) roTOBOro
nikapcbKoro 3acoby (CmakoBi 406aBKu
abo 6apBHVKY) - logaBaHHs,
BU/TyYeHHs ab0 3aMiHa - 3MiHa
CMakoBoOi J06aBK/: apomaTn3aTop
xapuoBwuii «[MonyHuus 653, 665»
3aMIHIOETLCA Ha apomaTm3aTop
«[MonyHuUs», BUPO6HMLITBA KOMNAHIT
JAR Aromaty Sp. z.0.0. Sp.k,
Monbua, 6e3 3MiHU KiJIbKiCHOTO BMICTY
[aHoi AONOMDKHOT PEYOBUHN Y
npenaparti. 3MiH1 BHECEHI B pO3fin
"Cknag" (4ONOMiXKHI peyoBUHM) B
IHCTPYKLUi0 415 MegnyHoro
3aCTOCyBaHHS /ikapcbKoro 3acoby Ta
AK HACMiJOK - Y TEKCT MapKyBaHHS
YMakoBKM NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
He3HauHi 3MiHW1 B TEKCTi MapKyBaHHS

NepPBMHHOI Ta BTOPUHHOI YNaKOBKW

6e3
peyenma

He
nionsieae
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nNikapcbKoro 3acoby, a Takox
BU/TyYEHHS iHhopmaLil, 3a3HaveHoT
pociiicbKoto MOBOI. BBEEHHSA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

290.

MNEHTA/TIH-®C

Tabnetkn, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI/ nayvi; no
10 TabneTtok y
6nictepax

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin hapmakonei: ana Adl;
ONs BUXiQHOTO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYKOTHCH Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBeHWiA cepTudikaT Bif yxe
3aTBEPAKEHOTO BUPOBHMKA -
noJaHHs OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2016-295 -
Rev 00 (3aTBepmkeHo: RO-CEP 2016-
295 - Rev 03) Ha A®I KogeiHy
dhocdhart remirigpar BUPOGHULITBA
«Macfarlan Smith Limited»,
CnonyyeHe KoponiscTso.

3a
peyerimom

UA/2617/01/01

291.

NMEHTACEL

Tabnetku, no 10
TabneTtok y énicrepi;
no 1 6nictepy B
KOpo6Li 3 KapTOHY

ToBapucTso 3
06MeXeHOI0
BignoBiganbHi
cTio
"XapkiBcbke
hapmaueBTny
He
nigNpMEMCTBO
"3p0p0oB'sA
Hapoay"

YkpaiHa

ToBapucTso 3
06MeXEeHOI0
BifNoBiAaNbHICTIO
"XapkiBcbke
thapmavueBTUyHe
nignpueMcTBo
"340poB'a Hapoay"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | TNy - 3miHK
uoao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapaKTepucTuLli NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS Ha NniacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu

3a
peyenmom

He
nionsieae

UA/5787/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
3acToCyBaHHS NikapcbKkoro 3acoby Ao
po3ainis: "B3aemogis 3 iHWMMUK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogiit", "OcobmBoCTi
3acTocyBaHHA" Woa0 6esneku
3aCTOCYBaHHS fjl040i peyoBUHU
napaweTamor BignosigHo Ao
pekomeHpauilii PRAC. BBefieHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

292,

MIKOJTAKC®

Kpanni opasibHi 0,75
%, no 15 mn a6o 30
MY ¢pnakoHi; no 1
dhnakoHy y navui 3
KapToHY

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa y MeTogax
BMNPOOYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX METOAAX
BMNPOBYBaHHS) HE3HAYHA 3MiHa B
mMeTogax KoHTposnto /13 3a
nokasHukamu «KinbkicHe BU3HaueHHS
HaTpito nikocynbaty», «KinbkicHe
BM3HAYEHHA HaTpito 6eH30aTy», a
came BW/Ty4eHO MOCUIaHHA Ha
BUpo6HMKIB C3. IHhopmavito woao C3
npeactasneHo B n.3.2.P.6.CtaHgapTHi
3pasku Ta npenapatun. 3miHu | Tuny -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro
3acoby. 3miHa y MmeTogax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHS) HE3HAYHA 3MiHa B
MeTogi KOHTpoo /13 3a NoKa3HMKOM
«CynpoBigHi JOMILLKW», a came
BWJTy4YEHO NOCWIAHHA Ha BUPOGHUKIB
C3. Indhopmauito woao C3
npeacTtasneHo B n.3.2.P.6.CtaHaapTHi
3pasky Ta npenapatu. 3MiHu | Tuny -
3MiHM 3 aKOCTi. [OTOBWIA NikapCbKui
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN Y
npoueci BUPOGHULITBA TOTOBOIO
NiKapcbKoro 3acoby, BKIoYaoum
NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETHCS NPW BUPOOHULTBI
rOTOBOIO JIiKAPCbKOro 3acoby

6e3
peyenma

UA/1522/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

(He3HayHa 3miHa y npoueci
BUPOGHWLTBA) BUTYYEHHS PYTUHHOIO
KOHTPO/IIO 3a NOKa3HUKOM «KinbkicHe
BM3HAYEHHS HATPIlo nikocynbdaTy» Ta

«KinbkicHe BU3Ha4YeHHs HaTpilo
6eH30aty» nig yac Bupo6HuLTBa N3
Ha eTani NPUroToBaHOro PO34nHy.
KoHTponb 6yae npoBoauTuUcA B
pamkax BanigauiiHnx foCnigKeHb.
KoxHa cepist [/13 nignsrae KOHTPOO
[aHoMy MOoKa3HWKy nepeg BUMYCKOM
rOTOBOI NMPOAYKL,ii HA PUHOK.

293.

NIPALIETAM-
JAPHULA

TabneTku, BKPUTI
060/10HKOt0, MO 200
mr, no 10 TabneTok
Y KOHTYpHIiA
YapyHKOBIli
ynakosLi; no 6
KOHTYPHUX
YapyHKOBUX
yMakoBOK B nauLli

MpAT
"GapmaueBTu
YyHa hipma
"OapHnua"

Ykpaina

MpAT
"@apmaueBTnyHa
thipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTPO/Ib AONOMIKHVX PEYOBUH.
3MiHa y MeTofax BUNPOo6YyBaHHs
[OMNOMDKHOT peYOBUHY (HLLI 3MiHW Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy abo fofaBaHHs)) BHECEHHS
3MiH Ha JOMNOMKHY PevyoBUHY
Makporon 4000, a came: 3a
NoKasHWKoM "ETuneHokeuns, i giokcaH"
3anpornoHOBaHO BBEAEHHS HOBOI in-
house meToavky BunpobyBaHHs X
(A®Y, 2.2.28), W0 € a/bTepHATUBHOI
MeToAMLj, 3a3Ha4YeHol B MOHOrpadii
Ed «Macrogols»; BHeCEHHs
CTWUNICTUYHUX Ta pefakLiiHnX nNpasok,
6e3 3MiH BCTAHOB/IEHWX KpUTEpIli
NPUAHATHOCTI 3a AaHUM MOKa3HUKOM
AKOCTi. CynyTHS 3MiHa - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTPO/Ib AONOMIKHVX PEYOBUH.
3MiHa napamMeTpiB cneuudikadlii
Ta/abo fonycCTMMUX MEeX A/1s
[LOMOMIKHOT peYOBUHY (iHLLi 3MiHW).
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMIKXHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0NYyCTUMUX MEX A5 AONOMDKHOT
peyvoBUHM (BUNYyYEHHS 3i cneuudikawii
He3Ha4yHOro nNokasHuka (Hanpvknag
3aCTapifnioro NOKasHWKa)) BUYyYEHHS 3i
cneuudikauii Ha JOMOMKHY Pe4yOBUHY
Makporon 4000 nokasHvka sIKOCTi
«Baxki meTanv», BiANOBIAHO A0 BUMOT

3a
peyenmom

UA/3225/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

ICH Q3D Guideline for Elemental
Impurities. 3MiHu | Tuny - 3miHK 3
akocTi. CepTtudpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS
y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo
iHLWOI HaujoHanbHOT chapmakonel
nepxasun €C (iHWi 3MiHW) NpuBeaeHHS
cneumdikaLii Ta METOAIB KOHTPO/HO
AKOCTi Ha [OMOMiXXHY PEYOBUHY
Makporon 4000 4o BUMOTr Ajto4oT
MoHorpadii «Macrogols»
€sponelicbkoi ®apmakoner,
BignosigHo o p. 3.2.P.4.1.
Cneuundikauii Ta 3.2.P.4.2. AHaniTU4HI
METOAVKN BHECEHO HACTYMHI 3MiHW: [0
n. "lgeHTunddikauis®, "Mpo3sopictb
po3unHy", "KonbopoBicTb po3unHy",
"KncnoTHicTb abo NyXHicTb",
"lgpokcunbHe yncno”, "Bopa”,
"BigHoBNIOIOYI peyoBUHK" Ta
"®opmanbgerig" - aHaniTyHi metToamn
KOHTPOJIO 3a/ULLNANCE 6e3 3MiH,
BHeCeHi pefakuiliHi npaBsku, Lo
ochopmeHi BiANOBIAHO A0
pekomeHAaLjii Ta cTunictukm AdY; n.
"KiHemaTtuuHa B'a3kicTb", "AnHamiyHa
B'AI3KICTb" - aHa/TITUYHI METOANKN
KOHTPO/II0 3a/1LLeHi 6e3 3MiH,
BHECEHO pefakLiliHi npaBky,
BiANOBIAHO A0 Aitoy0i MOHOrpadii
"Macrogols" €BponeiicbKoi
dapmakonei BUSHaYEHHS MNOKa3HUKIB
"KiHemaTtunyHa B'A3KicTb" i "[MHamMiuHa
B'A3KICTL" NPOBOAUTLCA B paMKax
TecTy "B'A3KicTb". TakoX yTOUHEHO
3HaYEeHHSA ryCTUHW, WO
BUKOPWCTOBYETLCA 151 PO3PaXxyHKy
OVHAaMIYHOT B'A3KOCTI; N. "PO3UMHHICTL"
- BiAnNoBigHo ao BuMmor AdY 1.4,
"MoHorpadii" faHuii NokasHUK Mae
pekoMeHAaLiHNX XapakTep, Ha Ll
nigcTasi, BUMOrV 4O PO3YUHHOCTI
cyb6CTaHLii nepeHeceHo Ao 3arasibHuX
BN1ACTMBOCTEN; NOKa3HUK
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
"MikpobionoriyHa uncrora”
npuBeaeHnii BignoBigHo Ao BuMor €O
2.6.12,5.1.4.
294. | NONDKNHAKC emynbCis Na6opaTtopis ®paHuis Brpo6HMK, ®paHuisa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/7254/01/01
BIPIO BariHasibHa y IHHOTEK BiANOBiAabHMI 3a mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
Kancynax, no 3 IHTEepHAaCbIoH nakyBaHHs, akocTi. CepTtucpikat BignosigHocTI/IE-
Kancynu B 6nictepi, anb KOHTPO/b | BUNYCK cepTtudikaT BignoBigHOCTI

no 2 6nicrepu y
KapTOHHI Kopoo6Li

cepii: IHHOTepa
LLy3i, ®paHuis;
Brpo6HMK,
BiANOBiAabLHUI 3a
BMPOGHULITBO in
bulk: KataneHt
®paHy, BeiHxelim
CA, ®paHuis;
Brpo6HMK,
BiANOBiAabHUI 3a
BMPOGHULITBO in
bulk: IHHOTepa LLys3i,
PpaHuis

€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BignNoBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[0Ns BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoB/EHWIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2003-096-
Rev 02 (3aTBepmkeHo: R1-CEP 2003-
096-Rev 00) ans A®I Nystatin Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
ANTIBIOTICE SA. 3MiHun | Tuny -
3MiHu 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin dhapmakonei: ana Adl;
ONs BUXIQHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCH Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOJaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 1999-184 -
Rev 02 (3aTBepmkeHo: R1-CEP 1999-
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
184 - Rev 01) ana A®l Neomycin
sulfate Bif BXe 3aTBepKEHOro
BMPOGHMKA, K HACNIAOK 3MiHa Ha3BM
BnacHuka CEP 3 PFIZER INC Ha
PHARMACIA & UPJOHN COMPANY
295. | NOMAnNIAOMIA- Kancynm Teepgi no 3 Mictpan AHrnis BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLinHmx - He UA/18109/01/02
BICTA mr; in bulk: no 21 Kenitan (NoBHWIA LyKN): Yecbka marepianis: 3mMiHu | TUNYy - 3MiHK WOAO nionsizae
Kancyni 'y d1akoHi; MeHeXMeHT CiHTOH XicnaHis, Pecny6nika 6e3nekun/ehekTVBHOCTI Ta
no 1 dnakoHy B Nimiteq C.J1., IcnaHis; hapmakoHarnagy. 3MiH1 y KOpOTKili
iHOVBIAYyaNbHIi KOHTPO/Ib SKOCTI XapaKTepucTuLi NikapcbKoro 3acoby,
KapTOHHI kopobuyj, (chi3MKO-XiMiUHWIA): TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
no 126 KapTOHHUX KBiHTa-AHaniTika MeANYHOro 3aCTOCyBaHHA
Kopo6ok (Nel) y c.p.o., Yecbka reHepuyHUX/ribpuaHMXx/6ionoai6HNX
TPaHCNopTHOMY Pecny6nika; NiKapcbkunx 3acobiB Nic/s BHECEHHSA
KOpoo6i KOHTPO/Ib SKOCTI Tiei camol 3MiHW Ha pedhepeHTHWi
(mikpobionorivyHmi): npenapar (3miHa He noTpebye
ITECT nntoc, c.p.o., HafaHHSA XXOA4HUX HOBUX A04aTKOBUX
Yecbka Pecnybnika AaHnx). 3MiHY BHECEHI A0 iHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3giiv
"Oco6numBi 3axoam 6e3nekn”, "MobivHi
peakujii* 3rigHo 3 iHhopmaLjieto Wwoa0
MeAMYHOro 3acToCyBaHHSA
pedepeHTHOro fikapcbKoro 3acoby
(Imnovid, 1 mg, 2 mg, 3 mg, 4 mg,
hard capsules).
BBefeHHs1 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepKeHHs
296. | NOMANIgOMIA- Kancynu Teepai no 4 MicTtpan AHrnis BMPOOHULITBO Icnanis/ BHECEHHS 3MiH [J0 peecTpaLjiinHmx - He UA/18109/01/03
BICTA mr; in bulk: no 21 Kenitan (noBHWIA LyKN): Yecbka marepianis: 3mMiHu | TUNY - 3MiHN LWOAO nionsizae
Kancyni 'y dpf1akoHi; MeHeKMeHT CiHTOH XicnaHis, Pecny6nika 6e3nekn/edeKTNBHOCTI Ta
no 1 cpnakoHy B Nimites, C.J1.,, IcnaHisi; thapmakoHarnagy. 3MiHU y KOpOTKili
iHAVBIOYasbHIl AHrnisA KOHTPO/b SAKOCTi XapakTepucTuLi Nikapcbkoro 3acooby,

KapTOHHI kopobuyj,
no 126 KapTOHHUX
Kopo6ok (Nel) y
TPaHCMNOPTHOMY
Kopobi

(chi3nKO-XiMiYHWIA):
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecny6nika;
KOHTPO/b AKOCTI
(mikpobionoriuHwmi):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpuaHMx/6ionoai6HNX
NiKapCcbKNx 3aco6iB Nicasi BHECEHHS
Tiei camol 3MiHM Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafjaHHS XXOAHUX HOBUX JOAATKOBUX
naHnx). 3MiHW BHECEHI [0 IHCTPYKLT
ONs MeAnYHOro 3acTocyBaHHs
nikapcbKoro 3acoby y po3ainm
"Oco6numBi 3axoam 6e3nekn”, "MobivHi
peakuii" 3rigHo 3 iHdhopmaLjieto Wwoao
MeAMYHOro 3acToCyBaHHSA
pedhepeHTHOro /ikapcbkoro 3acoby
(Imnovid, 1 mg, 2 mg, 3 mg, 4 mg,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
hard capsules).
BBeneHHs 3MiH NpoTAroM 6-Tu MicsauiB
nicns saTBepapkKeHHs
297. | NOMANIAOMIA- Kancysv Teepgi no 2 Mictpan AHrnis BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/18299/01/01
BICTA Mr; no 21 kancyniy Kenitan (NOBHWIA LKKN): Yecbka mMartepianis: 3mMiHu | TUNy - 3MiHW WoA0 | peyenmom nionsieae
chnakoHi, no 1 MeHeaXMeHT CiHTOH XicnaHis, Pecny6nika 6e3nekn/edekTMBHOCTI Ta
chnakoHy B Niviteq C.J1., IcnaHis; thapmakoHarnagy. 3MiHU y KOpOTKili
KapTOHHIA KOpooLi KOHTPO/b AKOCTI XapaKTepucTuLi Nikapcbkoro 3acoby,
abo no 7 kancyny (chiznKO-XiMiYHWIA): TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
6nictepi, no 3 KBiHTa-AHaniTika MeJMNYHOro 3aCTOCYBaHHS
6nictepu B C.p.o., Yecbka reHepuyHUX/ribpuaHnx/6ionodibHmx
KapTOHHI KOpOOL Pecnyb6nika; NiKapCbKNx 3acobiB Nic/1s1 BHECEHHS
KOHTPO/Ib SKOCTI Tiei camoi 3MiHW Ha pedhepeHTHW
(mikpoGionorivyHmi): npenapar (3miHa He noTpebye
ITECT nntoc, c.p.o., HafaHHA XXO4HUX HOBUX [04aTKOBUX
Yecbka Pecnybnika OaHnx). 3MiHM BHECEHI A0 iHCTPYKL,iT
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginm
"Oco6nuBi 3axoam 6e3nekn”, “rMobiyvHi
peaxuii” 3rigHo 3 iHchopmauieto LWoao
MeJMYHOro 3aCTOCyBaHHS
pedhepeHTHOro NikapcbKoro 3acoby
(Imnovid, 1 mg, 2 mg, 3 mg, 4 mg,
hard capsules).
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepKeHHs
298. | NOMANIAOMIA- Kancynm Teepai no 2 Mictpan AHrnis BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH [0 peecTpalinHmx - He UA/18109/01/01
BICTA mr, in bulk: no 21 Kenitan (NoBHWIA LMKN): Yecbka marepianis: 3MiHu | TUNY - 3MiHW WoOA0 niosnsieae
Kancyniy df1akoHi; MeHeKMeHT CiHTOH XicnaHis, Pecny6nika 6e3nekun/edhekTVBHOCTI Ta
no 1 donakoHy B Nimiteq C.J1., IcnaHis; hapmakoHarnsgy. 3MiH1 y KOpPOTKili

iHOVBIAYyaNbHIN
KapTOHHI kopobuyj,
no 126 KapTOHHUX
Kopo6ok (Nel) y
TPaHCNOPTHOMY
KOpooi

KOHTPO/b AKOCTI
(cpi3nKO-XiMiUHWIA):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
KOHTPO/Ib SKOCTI
(mikpobionoriuHwmi):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika

XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX
NiKapcbknx 3acobiB Nic/1s BHECEHHS
Tiei camol 3MiHW Ha pedpepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX [OAATKOBUX
AaHnx). 3MiHY BHECEHI A0 iHCTPYKLiT
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3giim
"Oco6numBi 3axoam 6e3nekn”, “MobivHi
peaxuii” 3rigHo 3 iHchopmauieto LWwoao
MeAMYHOro 3acTOCyBaHHSA
pedepeHTHOro fikapcbKoro 3acoby
(Imnovid, 1 mg, 2 mg, 3 mg, 4 mg,
hard capsules).

BBefieHHs1 3MiH NpoTArom 6-Tn Micauis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nicnsa 3aTBepKEHHsS
299. | NOMANIAOMIA- Kancynu Teepai no 3 MicTtpan AHrnis BMPOOHULITBO Icnanis/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/18299/01/02
BICTA Mr; no 21 kancyni'y Kenitan (noBHWIA LyKN): Yecbka marepianis: 3miHu | Tuny - 3miHun Woao | peyenmom nionsizae
chnakoHi, no 1 MeHepKMeHT CiHTOH XicnaHis, Pecny6nika 6e3nekn/edeKTMBHOCTI Ta
dhnakoHy B NimiTen C.J1., IcnaHisi; thapmakoHarnagy. 3MiHU y KOpOTKili
KapTOHHI KOpOOL KOHTPO/b SKOCTi XapakTepucTuLi NikapcbKoro 3acoby,
abo no 7 kancyny (chiznKO-XiMiYHWIA): TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
6nictepi, no 3 KBiHTa-AHaniTika MeAMYHOro 3aCTOCyBaHHSA
6nictepu B c.p.o., Yecbka reHepuyHUX/ribpuaHMXx/6ionoai6HNX
KapTOHHI KopooLi Pecny6nika; NiKapCbKNX 3aco6iB Nicnsi BHECEHHS
KOHTPO/b AKOCTI Tiei camoi 3MiHW Ha pedhepeHTHWA
(mikpobionoriyHuit): npenapar (3miHa He noTpebye
ITECT nntoc, c.p.o., HaZaHHS XO4HUX HOBUX 404ATKOBUX
Yecbka Pecny6nika LaHnx). 3MiHWM BHECEHI 10 IHCTPYKLT
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ainm
"Oco6numBi 3axoam 6e3nekn”, "MobiyvHi
peakuii" 3rigHo 3 iHdhopmaujieto Wwoa0
MeAMYHOro 3acToCyBaHHSA
pechepeHTHOro /ikapcbkoro 3acoby
(Imnovid, 1 mg, 2 mg, 3 mg, 4 mg,
hard capsules).
BBefeHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepakeHHs
300. | NOMAANIAOMIA- Kancynu Teepai no 4 MicTtpan AHrniA BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH [0 peecTpaviinHmx 3a He UA/18299/01/03
BICTA Mr; no 21 kancyniy Kenitan (NOBHWIA LKKN): Yecbka mMartepianis: 3mMiHu | TNy - 3MiHK WoA0 | peyenmom nionsieae
chnakoHi, no 1 MeHeaXMeHT CiHTOH XicnaHis, Pecny6nika 6e3nekn/edeKTnBHOCTI Ta
dhnakoHy B Nimiten C.J1.,, IcnaHis; thapmakoHarnsgy. 3MiHU y KOpOTKili
KapTOHHI Kopoo6Li KOHTPO/b AKOCTI XapaKTepucTULi Nikapcbkoro 3acooby,
abo no 7 kancyny (chiznKO-XiMiUHWIA): TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
6nictepi, no 3 KBiHTa-AHaniTika MeAMYHOro 3aCTOCyBaHHSA
6nictepu B C.p.o., Yecbka reHepuyHuX/ribpuaHnx/éionoibHmx
KapTOHHI KOpOOL Pecnyb6nika; NiKapCbKNx 3acobiB Nic/1s1 BHECEHHS
KOHTPO/Ib AKOCTI Tiei camoi 3MiHW Ha pedhepeHTHWi
(mikpoGionorivyHwmi): npenapar (3miHa He noTpebye
ITECT nntoc, c.p.o., HagaHHA XXO4HUX HOBUX [04aTKOBUX
Yecbka Pecnybnika [aHnx). 3MiHW BHECEHI [0 iHCTPYKLT
AN MeAnYyHOro 3acToCcyBaHHs
nikapcbKoro 3acoby y po3ginu
"Oco6nuBi 3axoan 6e3nekn”, “rNobiyvHi
peaxuii” 3rigHo 3 iHchopmauieto LWoao
MeJMYHOro 3aCTOCyBaHHS
pethepeHTHOro NiKapCbKoro 3acoby
(Imnovid, 1 mg, 2 mg, 3 mg, 4 mg,
hard capsules).
BBefeHHS 3MiH NpOTAroM 6-Tu micAuis
nicnsa 3aTBepKeHHs
301. | NOCAKOHA3O/1- | cycneHsisi opasibHa, TOB «TeBa YkpaiHa BMPO6GHMLTBO 3a Natsis/ BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/19116/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TEBA 40 mr/mn; no 105 mn YkpaiHa» MOBHWUM Uukiom: AT pewis mMarepianis: 3miHu Il Tuny - 3miHuW 3 peyenmom
cycneHsii opasibHOT "I'pingekc"”, Natsig; AKOCTi. A®I. (iHLWi 3MiHW) OHOB/EHHSA
y dhnakoHax; no 1 BTOPUHHA YNaKoBKa, macTep-haiina Ha APl
ch1iakoHy pasom 3 KOHTpO/b cepii Ta nocakoHasos/amopcHuii Ao Bepcii 2.0
MiPHOK NTOXEYKOI Y [03BiN Ha BMNYyCK Bifi BUpO6HMKa Zhejiang Ausun
KapTOHHIA Kopoo6Li cepii: xeHedapm Pharmaceutical Co., Ltd, Kutaii.
CA, peuis 3arBepmkeHo: Applicant Part: version
1.9 Restricted Part: version 1.7
3anponoHoBaHa: Applicant Part:
version 2.0 Restricted Part: version 2.0
302. | NPECAPTAH® - TabneTkn, BKpUTI Inka IHais Inka Nlabopatopi3 IHAis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/8575/01/03
100 NAiBKOBOO Na6opatopis Nimiteq marepianis: 3miHu | Tuny - 3miHn peyenmom
060/10HKOH0, Mo 100 NimiTen oo 6e3nekn/edpekTNBHOCTI Ta
Mr; no 14 TabneTok hapmakoHarnsgy. BeefeHHs abo
y 6nicTepi; no 2 3MiHV A0 y3arasibHEHUX AaHuX npo
6nictepu y cuctemy dpapmakoHarnsgy (BBefeHHs
KapTOHHI nayui; no y3aranbHeHUX JaHnX npo cucTemy
10 TabneTtoK y thapmakoHarnsgy, 3miHa
6nictepi; no 3 YMOBHOBaXeHOT 0cobw,
6nictepn y BiANOBIAANbHOI 32 34iiCHEHHSA
KapTOHHIN navuj hapMakoHarnsay; KOHTakTHOI 0cobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/bHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkaovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3[jiCHEHHS1 hapMakoHarnisay B
YkpaiHi. [itoua pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAa/IbHOT 3a
3[jiCHEHHS hapmakoHariagy B
YKpaiHi.
303. | NMPECAPTAH®-50 | Tabnetku, BKpUTI Inka IHAis Inka aboparopi3 IHAis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/8575/01/02
NNiBKOBOIO Nlabopatopi3 Nimiteq marepianis: 3mMiHu | Tuny - 3MiHW WOA0 | peyernmom
060/10HKOI0, No 50 Nimiten 6e3nekn/edeKTNBHOCTI Ta

Mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI kopobuyj;
no 14 TabneTok y

hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3araslbHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepi; no 2
6nictepu B
KapTOHHiiA Kopo6L.

YMOBHOB&XeHOT 0cobw,
BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa KOHTaKTHOI
0oco6u 3asiBHMKA, BiAMOBIAa/IbHOT 32
3[jiCHEHHST hapmakoHarisay B
YkpaiHi. [itova pegakuis: Dr. Satish
Chandra / g-p Cariw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel
Thadani / g-p TxagaHi JaHiens. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
3asBHMKa, BigNoBiAaIbHOI 3a
3[jilicHeHHs hapMakoHarnagy B
YKpaiHi.

304.

NMPECTAPIYM®
APTHIH KOMBI

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0; Mo 14
abo no 30 TabneTok
y KOHTelHepi; no 1
KOHTEliHepy y
KOpo6Li 3 KapTOHY

ne
NABOPATYA
P CEPB'E

PpaHuin

Nab6opaTopii Ceps'e
IHpacTpi, PpaHuis;
Ceps'e (IpnaHgis)

IHpacTpic NTa,
Ipnangis

PpaHuia/
IpnaHgis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHWM BHECEHO [0 IHCTPYKLUIT
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHA" (LLoao
O[IHOYaCHOr0 3aCTOCYBaHHS 3
CBKyGiTpuiiom/BasicaptaHom),
"Oco6nmBOCTI 3acTOCyBaHHA"
(iHchopmavis Wwopo iHribiTopis
HelTpasibHOI eHAoNenTMAa3un Ta
rinepkaniemii), "B3aemogis 3 iHLWIMK
nikapcbKvMKM 3acobamMu Ta iHLWi BUan

3a
peyenmom

He
nidnsieae

UA/5654/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

B3aeMogiin" (BHeCeHHs iHdhopmawi
00 aueTuacaniyuioBol KUCNoTy,
NikapcbKyx 3aco06iB Lo NiABULLYIOTL
PY3VK PO3BUTKY aHTIOHEBPOTUYHOTO

HabpsiKy, NikapcbKunx 3acobiB L0
CNPUYMHAIOTL TinepKastieMito, a Takox
BUA&UIEHHS iHchopmaii Lwoao
caky6iTpuny/BancapTaHy, Ko-

TPUMOKCa30/1y, pauekagoTpuiy Ta
rAiNTVHY) BiANOBIAHO O OHOBEHOT
iHchopMmalii 3 6e3nekn 3acToCcyBaHHs

niKkapcbKoro 3acoby 3rigHo 3
pekomeHgauismy CMDh, oTpymaHux B
pamkax npouegypu
PSUSA/00000749/201802. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHK
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi

perynsipHo OHOBJIOBAHOrO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo

focnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BignoBigHO A0 nniaHy
neajatpnyHux gocnigpkeHs (PIP)

(3MiHy y3rofkeHO 3 KOMMETEHTHUM

YNOBHOB&XXEHUM OpraHom) 3miHu

BHECEHO [10 IHCTPYKL,i 415 MenyHOro
3aCTOCyBaHHS /liKapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” Lwono
iHchopmawii 3 6e3nekn 3acTocyBaHHA
nepyvHAONpINy BiANOBIAHO A0
pekomeHaauiii PRAC. BBeieHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK
wopo 6e3nekv/epekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi

perynisipHoO OHOBJIOBAHOTO 3BITY 3

6e3nekn nikapcbkoro 3acoby, abo

LocnimkeHb 3 6e3mnekn 3acTocyBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

nikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVNM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis "OcobnmsocTi
3acTocyBaHHs", "B3aemopis 3 iHWMMU
nikapcbKMun 3acobamu Ta iHLWi BUan
B3aemogiin" Ta "MNobivHi peakuii” woao
iHchopMmalii 3 6e3nekn 3acToCcyBaHHs
iHganamigy BignosigHO [0
pekomeHpauii PRAC. BBeeHHSs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHK Il TUny - 3MiHK
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta
JaHvuMu 3 chapmakoHarnsgy.
3MiHWN BHECEHO [0 IHCTPYKLUi ANs
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby Ao po3ginis "Oco6/mMBOCTi
3acTocyBaHHs" (BHECEHHS iHthopmais
oao pabaomionisy), "MobiyHi
peakuii”" (BHeceHHs iHhopmal,i Wwoao
M SI30BUX NOPYLLUEHb) BifMNOBIAHO A0
marepianis peecTpauiiiHoro JOCbeE.
BBeneHHs 3MiH NpoTAroM 6-Tu MicsAuiB
nicns satBepkeHHs. 3MiHu Il Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMM JaHNMU 3 AKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta
OaHumn 3 hapmakoHarnsagy. 3mMiHu
BHECEHO 10 IHCTPYKLi 415 MenyHOro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainis "MpoTunokasaHHs"
(BMAANEHHS NPOTMNOKa3aHb
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MoB S13aHKX 3 iHAanaMigom),
"Oco6nmBOCTi 3acTOCyBaHHA"
(mopaBaHHA faHuX WoA0 NeYiHKOBOI
eHuedanonarii), "B3aemogis 3 iHWMK
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aeEMOgii" (AoaaBaHHs B3aemMogili
NoB f13aHKX 3 iHAanaMigom),
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”
(3aTBepaxeHo: MpecTapiymM® apriHiH
Kom6i npoTunokasaHuii;
3anponoHoBaHo: NpecTapiym® apriHiH
Kom6i He pekomeHAoBaHwWi), "Mo6iyHi
peaxuii” (BHECEHHs cnasmiB Ta rocTpoi
3aKpUTOKYTOBOI rNayKomMu) BifnoBigHO
[0 maTepiasniB peecTpauiiHoro fochbe,
a TakKoX BHECEHi KOPEKTOPCbKi NpaBKm
TEKCTy po3zinis "®apmakonoriyHi
BrnactueocTi", "MNMokasaHHsa",
"MpoTunokasaHHsa", "Cnocio
3acTocyBaHHA Ta fo3un", "B3aemogis 3
HWMMKW NikapcbkMKU 3acobamu Ta
iHWI BMAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaao”, "Mo6ivni peaxuii”, "4ditn",
"3AaTHICTb BNAMBATY Ha LUBUAKICTb
peakuii Npn KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMKN
MexaHismamu'. BBefieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

305.

NPIOPUKC™ |
PRIORIX™
KOMBIHOBAHA
BAKLVHA ANA
NPODINAKTUKN
KOPY,
EMIAEMIYHOIO
NAPOTUTY TA
KPACHYXU

niogpinizat gna
pO34nHy AnA
iH'ekyin; 1
MOHOZ,030BWIA
chnakoH (1 gosa) 3
niocpinizatom y
KOMM/EKTi 3
PO34MHHKKOM (BOAA
ANs iH'ekUii) y
nonepegHL0
HanoBHEHOMY
Lnpuui Ta ggoma
rosikamu B KapTOHHIl
Kopo6ui; 100
MOHOA,030BUX (1
[03a) )1aKoHIB 3

nakcoCmiTKn
AinH EkcnopT
NimiTen

Benvka
BpuTaHis

nakcoCwmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneumdikauin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BWXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4yHOro MokKasHuKa sSIKOCTi
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)) BuganeHnHs tecty
Detection of intact cells, wo
BMKOHYBaBcs Ha eTani clarified virus
pool Ans MoHoBaneHTHUX Measles,

3a
peyerimom

UA/13694/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

niodgpinizatom y
KOMM/IEKTi 3
PO34YMHHUKOM (BOAA
ANs iH'eKUii) B
amnynax Ne 100 B
okpemili ynakosuj; 1
MyNbTUA,030BUIA
donakoH (2 posn) 3
nioghinizatom y
KOMNeKTi 3
pO34MHHMKOM (BOAA
AN iH'ekuil) B
amnysi; no 100 wTyk
dhnakoHiB Ta amnyn
B OKPEMUX Kopobkax

Mumps Ta Rubella live attenuated
bulks.
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®l, ab0 BUXIQHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4yHOro MokasHuKa sSIKOCTi
(ranpvknag BUIYyYeHHS 3acTapinoro
nokasHuka)) BuganeHnHs tecty
Extraneous agents by inoculation of
human amnion cells i3 cneuudikauii
Rubella monovalent bulk Ha piBHi
cynepHaTaHTy 3 KNiTUH Y KiHLUi nepioay
o6cepsauii Ta Ha eTani virus pool.
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAUYeHNX y creumdikaLisax Ha
A®I, ab0 BMXifHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIyYeHHs 3acTapinioro
nokasHuka)) BuganeHHs tecty
Potency measles virus by cell culture
titration i3 cneumndikavii Measles
monovalent bulk Ha eTani ogMHUYHOTO
360py. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMNYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikalisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIy4YeHHs 3acTapinioro
nokasHvka)) BuganeHHs Tecty ldentity
virus by PCR i3 cneuudikauii Measles
and Rubella monovalent bulks Ha
eTani ognHNM4Horo 36opy.

306.

NMPIOPUKC-

niocpinizoBaHuii

nakcoCmiTKn

Benwuka

I"nakcoCmiTKnsiiH

Benbris

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/16549/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TETPA™ MOPOLLOK A5 ainH Ekcnopt Bputanis Bionoaxikan3 C.A. Marepianis: 3miHu | Tvny - 3miHu 3 peyenmom
KOMBIHOBAHA iH'ekuili; 1 pnakoH 3 Nimiten aKocTi. CepTudikar BignosigHOCTI/TE-
BAKUVHA And NOPOLLKOM Y cepTudikaT BifgnoBigHOCTI
MPO®ITAKTUKN | komnnexTi 3 E€Bponeiicbkil
KOPY, pPO34MHHMKOM (BOOA thapmakonei/MoHorpadii. NMogaHHs
ENIAEMIYHOIO AN iv'ekuiid) no 0,5 HOBOro abo OHOB/IEHOTO cepTudikaTa
NAPOTUTY, mn (1 posa) y BiANOBIAHOCTI 260 BUMYyYEHHS
KPACHYXU TA nonepegHL0 cepTuikaTa BignNoBigHOCTI
BITPAHOI HarnoBHeHoOMy €Bponeiicbkiii hapmakonei: gna Adl;
BICMNA, XXUBA wnpuui (y KoMnaekTi ON15 BUXiAHOrO
ATEHYNOBAHA 3 1BOMA rosikamu matepiany/peareHTy/nPoMiKHOIo
abo 6e3 ronok) abo NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
y amnynax y BMPOGHMLTBI A®I; AN 4ONOMIKHOT
BaKyyMHiii peyoBuHu (FE-cepTudikat
CTepunbHili BifNOBIgHOCTI E€Bponelichbkilt
ynakosLi; no 1 thapmakonei ans A®l/BuxigHoro
BaKyyMHiii matepiany/peareHTy/nPoOMiKHOIo
CTepuwbHIli ynakoBLi npoaykTy abo AONOMDKHOT peHOBUHN) -
Y KapPTOHHIli KOpOObL; OHoBReHWi cepTuddikaT Bif BXe
1 dhnakoH 3 3aTBEPAKEHOrO BUPOBHMKA.
NOPOLLUKOM Yy OHoBeHHA cepTudikaty
KOMMNEKTI 3 BiANOBIAHOCTI E€BpoNeicbkol
pPO34MHHMKOM (BOOA dapmakonei woao ryéyatoi
Ans iH'ekuyjin) no 0,5 eHuedanonarTii Ha dheTanbHy 6uyady
mn (1 posa) y cupoatky (FBS) 3 R1-CEP 2000-211
nornepeaHL0 Rev02 Ha R1-CEP 2000-211 Rev03 'y
HanoBHeHOMY 3B'A3KY 3i 3MIHOI Ha3BMK
LNpULi Y BaKyyMHif noctavanbHuka 3 GE Healthcare LTD
CTepUbHIl Ha Cytiva, HoBa 3enaHgis 6e3 3MiHu
ynakoBLij; no 1 afipecy nocrtavasibHuKa.
BaKyyMHiii
CTepusbHIli ynakoBLi
Y KapTOHHii kopobLy;
1 donakoH 3
MOPOLLKOM Y
KOMMAEKTi 3
PO34MHHMKOM (BOAA
Ans iH’ekuiin) no 0,5
mn (1 pgosa) B
amnysi y BaKyyMHiii
CTEepUbHIl
ynakosL; no 1
BaKyyMHii1
CTepusbHIli ynakoBLi
Y KapTOHHii kopobui
307. | NPIOPUKC- niodpinizoBaHwii nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/16549/01/01
TETPA™ NOpPOLLOK A5 siH EkcnopT BpuTaHis Bionopxikans C.A. MaTepianis: 3MiHu | TUNY - 3MiHK 3 peuyenmom

KOMBIHOBAHA

iH'ekuili; 1 dpnakoH 3

Niviteq

akocTi. A®l. KoHTponb A®L. 3miHa y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BAKUUHA OndA MOPOLLKOM Y napameTpax cneuudikauii Ta/abo

NMPO®ITAKTUKN KOMMNEKTi 3 OONYCTUMUX MEX, BUSHAYEHUX Y

KOPY, PO34MHHMKOM (BOAA cneuyucpikalisx Ha A®l, abo

ENIZEMIYHOIO Ans iH'ekyin) no 0,5 BVXi4HWA/NPOMDKHWIA

MNAPOTUTY, M (1 posa) y npoayKt/peareHT, Wwo

KPACHYXU TA nonepegHL0 BMKOPUCTOBYIOTLCA Y NPOLECi

BITPAHOI HanoBHeHOMY BMPOGHMLTBA AD| (BUNYYEHHS

BICNA, XXUBA wnpuyi (y KoMnaekTi HEe3Ha4YHOro nokasHuKa AKOCTi

ATEHYINOBAHA 3 AiBOMA rosikamu (Hanpuknag BUy4YeHHs 3acTapinoro

abo 6e3 ronok) abo
y amnynax y
BaKyyMHilA
CTepUbHIi
ynakosui; no 1
BaKyyMHili
CTepusbHIli ynakoBLi
Y KapTOHHiIli KOpoobLL;
1 donakoH 3
MOPOLLKOM Y
KOMM/IEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekyin) no 0,5
M (1 posa) y
nonepeaHLo
HanoBHEHOMY
LNpUL Y BakyyMHii
CTEpPUSbHIl
ynakosLi; no 1
BaKyyMHiii
CTepuwbHIli ynakoBLi
Y KapPTOHHIli KOpOObL;
1 cpnakoH 3
MOPOLLKOM Y
KOMNeKTi 3
PO34MHHMKOM (BOAA
AN iv'ekuiid) no 0,5
mn (1 posa) B
amnysi y BaKyyMHiiA
CTEpPUSbHIl
ynakosLi; no 1
BaKyyMHiii
CTepuwbHIli ynakoBLi
Y KapPTOHHIli Kopoobui

nokasHuka)). BuganeHHs tecty
Detection of intact cells, wo
BMKOHYBaBcs Ha eTani clarified virus
pool Ans MoHoBaneHTHNX Measles,
Mumps Ta Rubella live attenuated
bulks. 3miHun | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMNYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIy4YeHHs 3acTapinioro
nokasHuka)). BuganeHHs Tecty
Extraneous agents by inoculation of
human amnion cells i3 cneuudikauii
Rubella monovalent bulk Ha piBHI
cynepHaTaHTy 3 KNiTWH Y KiHLj nepiogy
obcepsawii Ta Ha eTani virus pool.
3MiHu | TUNY - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HaYeHnX y cneuundikauisx Ha
A®|, 260 BUXiLHWIA/NPOMIDKHNI
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4yHOro MoKasHuKa sIKOCTi
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)). BuganeHHs tecty
Potency measles virus by cell culture
titration i3 cneyudikauii Measles
monovalent bulk Ha eTani 0g4MHNYHOTO
360py. 3MiHK | TMNY - 3MiHKW 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
napameTpax cneupmdikauivi Ta/abo
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[OMyCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4HOro MoKasHuKa SIKOCTi
(Hanpviknag BUIy4YeHHs 3acTapinoro
nokasHuka)). BuganeHnHs tecty
Identity virus by PCR i3 cneumdikauii
Measles and Rubella monovalent
bulks Ha eTani ogMHNYHOro 360py

308.

MNPOCTUH €2

resib BariHanbHui, 1
Mr/3r;no3rs.
nonepegHL0
HanoBHEHOMY
wnpuyi; no 1
LUNPULLY B KAPTOHHIM
Kopoo6Li

NMOPANIEP
IHK.

CLIA

Mdpaiizep
MeHtodekuypuHr
Benbrisa HB

Benbris

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHu | TUNY - 3MiHU 3
akocTi. A®l. KoHTponb A®L. 3miHa y

MeToAax BunpobyBaHHA A®l abo

BUXIAHOIO MaTepiany/npoMixXHOro

npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa AP (IHLI 3MiHK Y
MeToAax BunNpobyBaHHS (BKIHOHa0uM
3amiHy abo gonoBHeHHs)) AD| abo

BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY)

NPOMNOHYETLCSA 3aMiHUTK Ana AdI

BHYTPILLHI MeToA BUNPObyBaHHS
3a/IMLLKOBUX PO34MHHYKIB (Residual

Solvents) GP0497 Ha BHYTpILLHii
MeTog BUNPOOYBaHHS 3a/IMLLKOBUX

po3unHHKKIB (Residual Solvents)

GP0502, wo 6a3yeTbcs Ha METOA|
€p. ®apm. 3MiHn | TURY - 3MiHN 3

aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPVYBEAEHHS
Y BiAnoBigHIiCTb A0 MOoHorpadii Y
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
aepxasu €C (3miHa y cneuudikauisix,
nos'asaHa 3i 3miHamu B J®Y, a6o
€Bponelicbkili hapmakonei, abo iHLwil
HaujioHanbHili hapMakonei fepxasu
€C) NponoHyeTLCS NMPUBECTU Y NOBHY
BiANOBIAHICTb A0 MOHOrpadii Aitouoi
€Bp. ®apmakonei cneyudikauiio Ha

A®| AMHONPOCTOH. 3MiHK | TUny -

3MiHu 3 sKocTi. A®I. KoHTponb AdI.

3a
peyenmom

UA/10048/01/01
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3miHa y napameTpax cneuudikawliii
Ta/abo [ONYyCTUMUX MEX, BUSHAUYEHUX
y cneuudikauisx Ha Adl, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4yHOro MokKasHuKa sSIKOCTi
(ranpvknag BUIyYeHHS 3acTapinoro
NOKa3HMKa)) NPOMOHYETLCS BUTYYEHHS
3aCTapifioro Ta He3Ha4Horo
napametpa «Boga» i3 cneyudikawii
(Specifications for Reagents, Solvents
and Auxiliary Materials in the
Manufacturing of Dinoprostone) ans
matepiany TeTparigpodyypaH. Takox
MPOMNOHYETLCSA BHECTU pefaKLiiHi
OHOB/IEHHSA: [0 Ha3BW NapameTpa
«Total Alcohols» (GC) ans sicHoCTI;
fofaHo cnoBo «Potency» o HasBu
napameTpy, 6e3 3miH meTogy (GC)
abo cneumdikauii, 3MiHa
NocnigOBHOCTI TECTYBaHHA/MeTOA.
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro MokKasHuKa sSIKOCTi
(ranpwvknag BUIyYeHHs 3acTapinoro
NOKa3HMKa)) NPOMOHYETLCS BUTYYEHHS
3aCTapifioro Ta He3Ha4Horo
napametpa «oKasHUK 3a/10MIEHHS»
(Refractiv index) i3 cneundikauii
(Specifications for Reagents, Solvents
and Auxiliary Materials in the
Manufacturing of Dinoprostone) ans
MaTepiany Methylene chloride, drum
stock (reaction). 3miHu | TUNY - 3MiHKM 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA

npoAyKT/peareHT, Wwo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIy4YeHHs 3acTapinioro
NOKa3HMKa)) MPOMOHYETLCS BUYYEHHS
3acTapifnioro Ta He3Ha4yHoro
napameTpa «luToma Bara» (Specific
Gravity) i3 cneuudikauii
(Specifications for Reagents, Solvents
and Auxiliary Materials in the
Manufacturing of Dinoprostone) ans
matepiany Acetic Acid. 3mibm | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikadiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX
y crneumdikayisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIyYeHHs 3acTapinioro
NOKa3HMKa)) MPOMOHYETLCS BUYYEHHS
i3 cneyudpikauii (Specifications for
Reagents, Solvents and Auxiliary
Materials in the Manufacturing of
Dinoprostone) 3actapisioro nokasHvka
Citric acid, monosodium salt, Tak sk
Lein martepias He BUKOPUCTOBYETHCS B
npoveci BupobHuutea AdI
OVHONPOCTOH. 3MiHW | Tuny - 3MiHn 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaisx Ha Ad®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHULTBA AD| (3BY>KEHHS
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
crneuudikavii) NPoNoHyeTbCA
3BYXEHHS [OMYCTUMMX MEX,
BM3HA4YeHNX y cneuudikauii
(Specifications for Reagents, Solvents
and Auxiliary Materials in the
Manufacturing of Dinoprostone), 3
«NLT 99.0%>» o «NLT 99.5%» ana
matepiany TeTparigpodyypaH. 3MiHu |
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

Tuny - 3MiHn 3 akocTi. A®I. KoHTposb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAUYeHNX y creumdikaLisax Ha
A®I, ab0 BMXifHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BUPOGHMLUTBA AP (3BY)XKEHHSA
[OMNYCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) NPONoHyeTbLCS
3BY)XEHHSA JOMYCTUMMX MEX,
BM3HAYEHNX Y cneuudikauii
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis- (a-ethoxyethyl ether), 3
«NLT 40%>» o «NLT 55%» ans
Prostaglandin F2a -11,15-bis-[o-
ethoxyethyl ether] [PGF2a diether].
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAUYeHNX y creumdikaLisax Ha
A®I, ab0 BMXifHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BUpo6HUUTBa AP| (LONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
SKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHS) NPONOHYETLCA
[ONOBHUTK cneuudikaliio
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis-(a-ethoxyethyl ether)
Aomiwkoto 4-Carboxybutyl Diphenyl
Phosphine Oxide (P-Acid) Ta
BiANOBIAHUM METOA0M BMNPOBYBaHHSA
LC (pigvHHa xpomaTtorpadis). 3minu |
My - 3MiHK 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo gonycTUMmx
MeX, BU3HaYeHnX y cneuundikauisx Ha
A®|, 260 BUXiLHWIA/NPOMIDKHNI
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMpOo6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOBYBaHHA) NPONOHYETLCA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

[0MNoBHUTK cneuudikauiio
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis-(a-ethoxyethyl ether) HoBuMm
nokasHvkoMm «Total Impurities» Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHSA
GC (rasoBa xpomatorpadis). 3miHu |
1Ny - 3MiHK 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HaYeHnX y cneuundikaisx Ha
A®|, 260 BUXiLHWIA/NPOMIDKHNIA
npoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS Y Npoueci
BMpOo6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BUNPOBYBaHHA) NPOMNOHYETLCA
[0MNoBHUTK cneuudikauiio
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis-(a-ethoxyethyl ether) HoBuMm
nokasHukom «Single Largest
Unspecified Impurity» Ta BignosigHum
MeToAoM BUnpobyBaHHs GC (rasosa
xpomarorpadisi). 3miHu | Trny - 3MiHn
3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneuyucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMpO6HMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BignoBifH/M METOAOM
BMNPOOYBaHHSA) NMPOMNOHYETLCA
[0NOBHUTU cneyudikaLito
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis-(o-ethoxyethyl ether) HoBuM
nokasHukom «Triphenylphosphine
Oxide (TPPO)» Ta BignoBigHUM
MeToA0M BunpobyBaHHs GC (rasosa
xpomatorpadis). 3miHu | Tuny - 3MiHn
3 akocTi. A®Il. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

cneuudikauisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpo6HUUTBa AP| (LONOBHEHHS
crneundikavii HOBUM MOKa3HUKOM
SKOCTi Ta BiANOBIAHUM METOAO0M
BUNPOBYBaHHS) NPONOHYETLCA
[ONOBHUTK cneuudikaliio
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis-(a-ethoxyethyl ether) HoBuMm
nokasHukom «Prostaglandin
Monoether (PGF2a Monoether)» Ta
BiANOBIAHUM METOA0M BMUNPOBYBaHHSA
GC (rasoBa xpomatorpadis). 3miHu |
TMny - 3MiHK 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo gonycTUMmx
MeX, BU3HaYeHnX y cneuudikaisx Ha
A®|, 260 BUXiLHWIA/NPOMIDKHNI
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMpO6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOBYBaHHSA) NPOMNOHYETLCA
[OMNoBHUTK cneuudikauiio
(Specifications for Dinoprostone
Starting Material Prostaglandin F2a -
11, 15-bis-(a-ethoxyethyl ether) HoBuMm
nokasHukom «Prostaglandin F2a
(PGF2?)» Ta BignosigHUM MeTOA0M
BMNpo6yBaHHA GC (rasoBa
xpomarorpadisi). 3miHu | Trny - 3MiHn
3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneuucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMpO6HMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BifgNoBifH/M METOAOM
BMNPOOYBaHHSA) NMPOMNOHYETLCA
[0NOBHUTU cneyudikaLito
(Specifications for Dinoprostone
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Starting Material Prostaglandin F2a -
11, 15-bis-(o-ethoxyethyl ether) HoBuM
nokasHukom «ldentification
(Prostaglandin F20-11,15-bis-(a-
ethoxyethyl ether)» Ta BignosigHUMm
mMeToAoM BUNpobysaHHsa GC (rasosa
xpomatorpadis). 3miHu | Trny - 3miHn
3 AkocTi. A®l. Bupo6bHMUTBO. 3MiHV B
npoveci BupobHuutea APl (HeHayHa
3MiHa y npoueci BupobHuutea Adl)
NPOMNOHYETHCA BHECTU HE3HAYHI 3MiHU
y npouec Bupo6HuuTea AdI
[VNHONPOCTOH: BUAAINTW AOAATKOBUIA
eTan BUCYLLYBaHHSA CynbaTom
HaTPito, OCKISIbKM BiH BinbLue He
BUKOPVCTOBYETLCA. Bogy BUaanswoTb
Ha HaCTYNMHWUX eTanax AUCTUNSALIT.
3MiHn | TURY - 3MiHK 3 AKocTi. API.
Brpo6HMLUTBO. 3MiHM B Mpoueci
BUpo6HUUTBa AP| (HE3HAYHA 3MiHa Y
npoteci BupobHuuTea API)
NPOMNOHYETHCA BHECTU HE3HAYHI 3MiHU
y npoLec BMpo6HMLTBa ADI
[OVHONPOCTOH: BUAAIUTM KiNTbKICTb
meTuneHxnopugy Ta Magnesol 30/40.
Takox BHOCATLCA peAakLiiiHi npaBKkn
0151 BHECEHHS SICHOCTI B nMpoLec, cam
npouec 3annwaeTbecs 6e3 3MiH. 3MiHK
| TMny - 3MiHu 3 AKkocCTi. ADI.
Brpo6HMLUTBO. 3MiHM B Npoueci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
npoteci Bupo6HuuTea AdI)
NPOMNOHYETLCS BHECTWN HE3HAYHI 3MiHU
y npouec BMpo6HuuTBa AdI
[MHONPOCTOH, a came,
3anpornoHoOBaHO BUAANTK
BUKOPVCTaHHSA CONSHOT KNCNOTW, ANs
BCTaHOB/IEHHS HeObXiaHOro pH,
OCKi/IbK/ BOHA binblue He
BUKOPWCTOBYETLCA Y MPOLIEC.
BHOCATbCS pefakLiiHi npaBku [0
3.2.S.2.2 Description of the
Manufacturing Process and Controls
o6 AoAaTn uLle ACHOCTI B NpoLecy,
cami npouecu 3annwaeTbes 6e3 3MiH

309.

NCOTPION®

renb, 50 mkr/r/0,5
mr/r;no 30 ry
donakoHi 3

TOB «MIBE
YKPAIHA»

Ykpaina

mibe Mm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/eddeKTVBHOCTI Ta

3a
peyenmom

UA/19635/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KpanenbHUM thapmakoHarnagy (iHwi 3MiHu) -
[03aropom Ta OHoBNeHHSA po3ainis «JATA
KPULLIKOHO, LU0 3AKIHUEHHA TEPMIHY
3arBUHYy€ETHCA; MO 1 NMPNOATHOCTI», «<HOMEP
dhnakoHy y naui PEECTPALIVHOIO
MOCBIAYEHHSA» Ta «<HOMEP CEPIi
NIKAPCbKOIO 3ACOBY» y TekcTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3aco6y. TepMiH BBEAEHHS 3MiH -
npoTsarom 6 micsAuis nicns
3aTBEPAKEHHS
310. | NCOTPION® Masb, 50 mkr/r/0,5 TOBAPUCTB YkpaiHa Mmi6e Mm6X HimeuunHa BHECEHHS 3MiH A0 peecTpavliiHnX 3a UA/19635/02/01
mr/r; o 30 ry Ty6i; 03 ApuHaiimiTTens marepianis: 3miHu | Tuny - 3miHu Wogo | peyenmom
no 1 1y6i y nayui OBMEXEHO 6e3nekun/ehekTVBHOCTI Ta
0] thapmakoHarnsgy (iHwi 3MiHn).
BIANOBIAAN OHoBrieHHs po3ginis «JATA
bHICTIO 3AKIHYEHHA TEPMIHY
"MIBE MPNOATHOCTI», «HOMEP
YKPAIHA" PEECTPALIINHOIO
MOCBIAYEHHSA» Ta «<HOMEP CEPII
NIKAPCbKOIO 3ACOBY» y TekcTi
MapKyBaHHSA BTOPUHHOI yrakoBKW
nikapcbKoro 3acoby. TepMiH BBEAEHHS
3MiH - NpoOTArom 6 MicAuiB nicns
3aTBEPAKEHHS
311. | NYNbMIKOPT cycnensisa ans AcTtpa3eHeka Lsewis Brpo6HMUTBO, Lsewis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/5552/01/02
posnuneHHs, 0,5 Ab KOHTPO/Ib AKOCTi Ta marepianis: 3miHu | TUny - peyenmom
Mr/mn; no 2 mn B BUNYCK cepil: AJMiHICTpaTVBHI 3MiHW. 3MiHa
KOHTeliHepi; no 5 AcTtpa3eHeka Ab, HaliMeHyBaHHs Ta/abo agpecu Micus
KOHTeliHepiB Yy LLseuis NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
KOHBepTi; no 4 KOHTpO/b SIKOCTI: (BkntOYarOUK, 3a HeOOXiAHOCTI, Micue
KOHBEPTU Y AcTpa3eHeka Ab, nNpoBeAEeHHSA KOHTPOSIK0 AKOCTI), abo
KapTOHHI Kopoo6Li LLisewjs B/1acHuka mactep-tpaiina Ha Adl, abo

noctavanbHuka AdIl/BuxigHoro
martepiany/peareHTy/npoMiKHOIo
NpoAyKTY, LLIO 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[OCbE Ha fnikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
chapmakonei y 3aTBepKeHOMY [0CbE,
ab60 BMPO6HMKA HOBOI [OMNOMIXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE) -
AAMiHICTpaTVBHa 3MiHa NOLUTOBOro
iHaekcy 6e3 3MiHM haKTUYHOro
MicLie3Hax0oMKeHHA BUPOGHWMKa Aitouoi
peyvosnHu Actpa3eHeka Ab
(Forskargatan 18) (3atBepgxeHo: 151
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
85; 3anponoHoBaHo: 151 36) Ta
AcTtpa3eHeka Ab (Gartunavagen)
(3aTtBepmxeHo: 151 85;
3anponoHoBaHo: 152 57), y 3B'A3ky
3acTocyBaHHA EMA npasuna Banigauii
OaHux, sike nepegbavae
BVIKOPVCTaHHSA reorpadivyHoro
NoLITOBOrO iHAEeKcy. Pi3nyHe
posTallyBaHHS AiNIbHULL He
3MIHIOETBCSA. A TaKOX 3a3HaYeHHS
BMPOGHNYMX (DYHKLi/i BUPOBHUKIB
Aitoyoi pevosuHN byaecoHady B MKA
N3
312. | NYNbMIKOPT cycneHsis ans AcTpa3eHeka Lseuis Bupo6bHuuTBO, LLseuis BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/5552/01/01
posnunexHs, 0,25 Ab KOHTPO/Ib AKOCTi Ta marepianis: 3miHu | TUny - peyenmom
Mr/MT; Mo 2 MA B BMNYCK Cepil: AZMiHICTpaTMBHI 3MiHK. 3MiHa
KOHTeliHepi; no 5 AcTtpa3eHeka Ab, HaliMeHyBaHHs Ta/abo agpecy Micus
KOHTEliHepiB Yy Lsewjs NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
KOHBepTI; No 4 KoHTponb sikocTi: (Bkntovaroun, 3a HeobXigAHOCTI, Micue
KOHBEPTU Y AcTpa3eHeka Ab, npoBefeHHA KOHTPOSIK0 AKOCTI), abo
KapTOHHI KOpOOL LBeuis

B/1acHuka mactep-taiina Ha Adl, abo
noctavanibHuka Ad1/BnxigHOro
mMatepiany/peareHTy/npoMiKHOIo
NpoAyKTY, L0 3aCTOCOBYOTbCA Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[OCbE Ha NiKkapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMY [0CbeE,
a60 BMPOBGHMKA HOBOI [OMNOMIXHOT
PEYOBVHM (SKLLO 3a3HAYEHO Y [OCBE) -
AJMiHICTpaTVBHa 3MiHa NOLITOBOro
iHaekcy 6e3 3MiHM haKTUYHOro
MiCLLe3HaX0PKEHHS BUPOOHUKa Aitoyol
peyoBnHu Actpa3eHeka Ab
(Forskargatan 18) (3atBepgxeHo: 151
85; 3anponoHoBaHo: 151 36) Ta
AcTtpa3eHeka ABb (Gartunavagen)
(3atBepmxeHo: 151 85;
3anponoHoBaHo: 152 57), y 3B'A3ky
3acTocyBaHHA EMA npasuna Banigauii
OaHux, sike nepegbavae
BVIKOPVCTaHHSA reorpadivyHoro
NOLITOBOrO iHAeKcy. Pi3nyHe
po3TallyBaHHs AiNTbHNLb He
3MIHIOETBCA. A TAKOX 3a3HaYeHHs
BMPOGHUYMX (PYHKL/i BUPOBHUKIB

Ljtoyoi pevyoBuHN 6ygecoHagy B MKA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
N3
313. | PABIMAK TabneTkn, BKpUTI Makneoac IHais Makneogc IHAis BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/3161/01/02
060/10HKOIO, PapmacboTHK dapmacboTukanc marepianis: 3miHu | Tvny - 3miHu 3 peyenmom
KMLLKOBOPO34MHHI MO anc fliviteq Nimiteq AKoCTi. [0TOBWIA Nikapcbkunii 3acib.
10 mr,no 7 KOHTpO/1b roTOBOro NikapcbKoro
TabneTok y cTpumi; 3acoby. 3miHa y meTogax
no 2 cTpunu B BUMNPOOYBaHHA rOTOBOTO NiKAPCHKOro
KapTOHHI ynakoBL; 3acoby (Hes3HayHa 3MiHa y
no 15 tabneTtok y 3aTBEPKEHNX MeTodax
6nictepi; no 1 abo 2 BMNPOGYBaHHS) - 3MiHU B
6nictepu B 3aTBEPKEHOMY MeTOoSi
KapTOHHIN ynakoBsLi; BMNPOGYBaHHs /13 3a NOKa3HMKOM
no 7 Tabnetok y «KinbkicHe B13HaueHHs» (BEPX).
6nictepi; no 2 OcKinbku B 3aTBEPAKEHNX METOAAX
6nictepu B KOHTPO/IO /19 NOKa3HWUKIB
KapTOHHI ynakoBsL,i «OAHOPIAHICTb A0O30BaHNX OAVNHULb»
Ta «PO34YMHEHHS» 3a3HavaIncs
nocunaHHsA Ha BUKOPUCTaHHS YMOB 3
meToay «KiflbkicHe BU3HAYEHHS,
BMHWKNA HEOOXIAHICTb 3aMiHUTY
NPUMITKY Ha NOBHUIA ONUC 3a3HaYeHOT
MeToAVKN. 3MiH B laHUX MeTofax
BUNPOBYBaHHSA He Bigdynocs; 3MiHu |
MRy - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby. 3mMiHa y MeToax
BMNPOGYBaHHSA roTOBOTrO J1iKapCbKOro
3aco0y (iHWi 3MiHM y meTogax
BMNPO6YBaHb (BK/IOYaUmM 3aMiHy abo
[OOMNOBHEHHS)) - 3MiHW B
3aTBEPMHKEHOMY MeTogi
BUNPO6YBaHHA /13 3a NOKa3HUKOM
«3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO34MHHUKIB» (IX)
314. | PABIMAK TabneTkun, BKPUTI Makneogc IHAis Makneogc IHAis BHECEHHS 3MiH 10 peecTpaLifiHnX 3a UA/3161/01/01
060/10HKOI0, PapmacboTHK PapmacboTukanc mMarepianis: 3miHu | Tvny - 3miHu 3 peyenmom
KMLIKOBOPO34YMHHI MO ac Nimiteq, Nimiteq AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
20 mr,no 7 KOHTpO/1b roTOBOro Nikapcbkoro

TabneTok y cTpuni;
no 2 cTpunu B
KapTOHHI ynakoBLi;
no 15 TabneTok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI ynakoBsLi;
no 7 Tabnetok y
6nictepi; no 2
6nictepu B

3acoby. 3miHa y meToAax
BUMNPOOYBaHHA rOTOBOTO MiKaPCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPLKEHNX MeToAax
BMNPOGYBaHHS) - 3MiHU B
3aTBEPAXEHOMY MEeToS)
BMNpo6yBaHHA /13 3a nokasHUKOM
«KinbkicHe BU3HaveHHs» (BEPX).
Ockinbku B 3aTBEPIKEHNX MeTofax
KOHTPOH 4151 NOKA3HWKIB
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI ynakoBsL,i

«OAHOPIAHICTb A0O30BaHNX OAVNHULb»
Ta «PO34YMHEHHS» 3a3HavaInCs
NOCWNAHHS Ha BUKOPUCTAHHS YMOB 3
meToay «KiflbKicHe BU3HAYEHHS,
BMHWKNA HEOBXIAHICTb 3aMiHUTY
NPUMITKY Ha NOBHMUIA ONWC 3a3HaYeHOT
MeToAVKN. 3MiH B laHUX MeToAax
BMNpo6YyBaHHA He Biabynocs; 3miHu |
TUny - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3aco0y (iHWi 3MiHM y meTogax
BMNpOGYBaHb (BK/THOYaouM 3amiHy abo
[OMNOBHEHHS)) - 3MiHU B
3aTBEPMHKEHOMY MeTogi
BUNPO6YBaHHs /13 3a NoKa3HUKOM
«3a/IMLLKOBI KifIbKOCTI OpraHiyHnx
PO34MHHUKIB» (IX)

315.

PAMI CAHAO3®
KOMMO3NTYM

Tabnetkun no 5 mr/25
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

CaHpo3
dapmacbioTika
n3 a.a.

CnoBeHisi

Nek C. A., MonbLa
(BupobHuyTBO
Hepo3acoBaHoro
NpoAYyKTY, A03BiN Ha
BWMYCK Cepii;
MNepBuHHa Ta
BTOPMHHA ynakoBkKa,
[03BiN Ha BUMYCK
cepii); Cantotac
dapma M'm6X,
HimeuunHa
(BupobHuuTBo 3a
NMOBHUM LK/IOM)

Monbua/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHU BHECeHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby Ao po3ginis "Oco6/MBOCTi
3actocyBaHHs", "lNo6iyHI peakuii"
BignosiaHO 0o pekomeHaauii PRAC
EMA wopo 6e3nekun fitoyoi pevoBuHN
rigpoxnopoTiasugy. TepmiH BBeAEHHS
3MiH NpOTArom 6 Micsuis nicns
3aTBEPKEHHS.

3a
peyenmom

He
nidnsieae

UA/4259/01/02

316.

PAMIMNPUN-TEBA

TabneTkn no 5 mr no
10 Tabnetok y
6nictepi, no 3 abo 6

TOB «TeBa
YKpaiHa»

Ykpaina

Mepkne T'M6X,
HimeuunHa
(BupobHuuTBO

HimeuunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NTikapcbKunii 3acib.

3a
peyenmom

He
nionsieae

UA/16689/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nicTepiB y kopobui Hepo3dacoBaHoro Onuc Ta cknag. 3miHa hopmu abo
NpPOAYKTY, A03BIN HA po3MipiB nikapcbkoi hopmMu (TabneTkm
BUMyCK cepii; 3 HEraliHUM BUBINIbHEHHAM, Kancysnu,

MNepBuHHa Ta
BTOPUHHA YrnakoBKa,
KOHTPO/b SKOCTI)

cyno3uTopii Ta necapii) 3miHa onucy
Tabnetky no 5 mr M3 yepes 3MiHy ix
chopmu. 3miHa NoJaeTbCs y 3B'A3KY 3i
3MIHOI0 30BHILLUHBOTO BUrNAAY
TabneTku nNo 5 Mr, a came 3MiHu 3
«PoxeBi, npoAosrysarTi, ABOSKONIOCKI
TabneTkn 3 ABOMA MiHIAMU PO3/iIoMy 3
60kKiB» Ha «PoxeBi kpyrni, gBoonykni
TabneTku 3 NiHiE PO31oMy 3 O4HOro
60Ky». 3 BUMOT [0 OMNMCY 30BHILLUHBOrO
BUrNSAAY TabneTok A1s KOHTPOIO Nig,
yac BMPOBHMLTBA BUAAAOTLCSA
napameTpu «4oBxuHa 8,8 Mm=0,2
MM» Ta «WWnpuHa 4,4 MM20,2 MM», i
BBOAMTLCA NapameTp «giameTp 6,5
MM +0,3 MM>». 3MiHM BHECEHi B po34in
"OCHOBHI (pi3nKO-XiMiYHi BNnacTuBocTi"
B IHCTPYKL,O A8 MeANyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby
LLLOA0 3MiHM hopMu TabneTok
[03yBaHHSAM 5 Mr. BBeieHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa abo gogaBaHHs
LTamnis, NOTOBLLEHb ab0 iHLLIMX
MapKyBaHb, YK/oUualum 3aMmiHy abo
OofaBaHHA hapb A58 MapkyBaHHS
nikapcbKoro 3acoby (3miHa wramnis,
NOTOBLLEHb @60 IHLWMX MapKyBaHb)
3MiHa MapKyBaHHs TabeTok no 5 mr
N3y 3B’A3Ky 3i 3MiHOKO hopMu. Y
po3aini, Aki CTocyThCA
TEXHOJI0TYHOr0 KOHTPOIIO, 3 ONUcy
30BHILIHLOrO BUrNAAY TabneTok
BU/TY4YEHO hpasy «BEepPXHiii MyaHCOH:
napasnesibHa NiHisa po3sI0My, TUCHEHHS
R/3, 3 dpackoto, HXHI NyaHCOH: 3
hackoto». AHasI0rivHO, 3 po3ainy
«Onuec» cneyudikauii Ha BUNyck Ta Ha
TEepMiH NpUAaTHOCTI BUTYYeHO thpasy
«BEPXHIIl NyaHCOH: NapasiefibHa MiHis
po3nomy, TUCHeHHs1 R/3, 3 dhackoto,
HWDXHIV MyaHCOH: 3 doackor» Ta

3aMiHEHO po3Mmip TabneTkn «8,8
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MMx4,4 MM» Ha «diameTp: 6,5 MM».
3MiHV BHeceHi B po3ain "OCHOBHI

Pi3nKo-XimMi4Hi B1acTUBOCTI" B
IHCTPYKLUi0 415 MeaUYHOTo
3acTocyBaHHSA Nikapcbkoro 3acoby
LLIOA0 3MiHM MapKyBaHHS TabneTok
[03yBaHHAM 5 Mr y 3B'A3Ky 3i 3MiHOO
chopmum.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB
nicns 3aTBepgkeHHs. 3MiHu Il Tuny -
3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHN
BMMNpPo6YyBaHb abo JOMYCTVMUX MEX,
BCTaHOB/EHMX Y cneumdikauisx, nig
yac BUPO6HMLTBA FOTOBOTO
nNikapcbKoro 3acoby (po3LWwypeHHs
3aTBEPMKEHNX AONYCTUMUX MEX AN
MOKa3HUKIB, SIKi MOXYTb MaTy iCTOTHWIA
BMN/IMB Ha 3araJlbHy SIKiCTb rOTOBOrO
nikapcbKoro 3acoby) 3mMiHa 3HauYeHHS
TBEpPAOCTi 3MiHEHO 3= 30H Ha =25 Hy
npoveci BupobHuuTBa Tabnetok no 5
Mr MN3 Paminpun-Tesa y 38’A3Ky 3i
3MiHOI hopMm TabneTok. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX roTOBOrO /TiKapCbKOro 3acoby
(3MiHa 3HaxoanTbCs No3sa
3aTBEPLKEHVMU JONYCTMUMU
Mexamu cneuudikaiii) 3miHa

TeBa no 5 Mr 3a NOKasHMKOM

3 = 30H Ha 225 H B cneuudikauisix
npu Bunycky i 3230 HHa =220 H B
cneundikauii NpoTAromM TepMiHy
NPUAATHOCTI Y 3B’A3KY 3i 3MIHOI
dopmu TabneTok. Kopuctytoumncb
Harofiot0 BUPOBHMK BHOCUTb

nigposginie «Manufacturing
Specification» Ha «Manufacturing
Formula», npu ubomy 3micT

napameTpis crneundiui MN13 Paminpwn-

«CTiliKiCTb 0 p036aBEHHS» 3MIHEHO

pefakLuiiiHi 3MiHM, a came: 3MiHa Ha3Bu

nigpo3ainis 3aNvLWAETbCA HE3MIHHUM,;
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

B MeToAi D-01107504 nponoHyeTbCA
BBECTU No3HavyeHHsa YP-BEPX ana
mMeToay iAeHTudikaLii 3a 4ONoMoror
Yd-cnekTpy, KUl € 4aCTUHOLO
BMNpoGyBaHHS MeTogoM BEPX, nig
Yyac AKOro BU3HaYeHHs1 YP-cnekrp.
[aHa 3viHa BBOAMTbCSA Yy cneumdikauii
npy BUNYCKY Ta NPOTATOM TEPMiHY
npugatHocTi [N13. BBeeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpPKEHHS.

317.

PAMINPUN-TEBA

Tabnetku no 10 mr,
no 10 TabneTok y
6nictepi, no 3 abo 6
6nictepis y kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

Mepkne T'mM6X,
HimevunHa
(BMpo6HULITBO
Hepo3dacoBaHoro
NpoAyKTY, A03BiN Ha
BUNYCK cepil;
MepBuHHa Ta
BTOPWHHA ynaKkoBkKa,
KOHTPO/b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Onuc Ta cknag,. 3miHa oopmm abo
po3mipiB Nikapcbkoi hopMu (TabneTku
3 HerainHUM BUBINIbHEHHAM, Kancynu,
cynosuTopii Ta necapii) 3miHa onucy
Tabnetkv no 10 mr MNN3 yepes 3miHy ix
dhopMu. 3MiHa NOJAETLCA Y 3B'A3KY 3i
3MIHOK 30BHILLHLOrO BUTASAY
Tabnetkv no 10 mr, a came 3MiHuM 3
«bini abo malixe 6ini, NpoaoOBryBari,
[ABosikonnocki TabneTkn 3 ABoMa
NiHiAMK po3nomy 3 60kiB» Ha «bini
abo malixe 6ini kpyrai gBoonykni
TabneTkn 3 NiHiE PO3/10My 3 O4HOTO
60Ky». 3 BUMOT [0 OMNKMCY 30BHILLUHBOrO
BUrNSAY TabneTok A1a KOHTPOSo Nig,
yac BMPOGHMLTBA BUAAAOTLCS
napameTpu «aoBxumHa 11,0 mm+0,2
MM» Ta «lWnpuHa 5,5 MM20,2 MM», i
BBOAMTbLCS NapameTp «giameTp 9,0
MM +0,3 MM>». 3MiHV BHECEHI B po34in
"OCHOBHI (hi3MKO-XiMiYHi BNnacTmBocCTi"
B IHCTPYKL,O A8 MeAnyYHOro
3acToCyBaHHS Nikapcbkoro 3acoby
040 3MiHM chopMU TabneTok
[o3yBaHHsAM 10 mr. BBegeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
Onuc Ta cknag. 3MiHa abo gogaBaHHsA
LTamnis, NOTOBLLEHb ab0 iHLLIMX
MapKyBaHb, YK/oUyatum 3aMmiHy abo
OofaBaHHsA hapb Ana MapKyBaHHS
nikapcbKoro 3acoby (3miHa wramnis,
NoOTOBLLEHb 260 IHLWMX MapKyBaHb)

3a
peyerimom

He
nionsieae

UA/16689/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHa MapKyBaHHs Tabnetok no 10 mr
N3y 38’A3Ky 3i 3miHOO hopmu. B
posginax, siki CTocyrTbCs
TEXHOJI0MYHOr0 KOHTPOIIO, 3 ONUCy
30BHILIHLOrO BUrNAAY TabneTok
BU/Ty4YEHO hpasy «BEepPXHiii NMyaHCOH:
napasiesibHa NiHis po3sIoMy, TUCHEHHS
R/4 i cpacka, HWXHIN MyaHCOH: 3
ackoto». AHasI0r4yHO, 3 BUMOT
napameTpa «Onuc» cneumdikayii M3
Ha BMUNYCK Ta MPOTAroM TepPMiHy
NPUAATHOCTI BUNy4YeHo dhpasy
«BEPXHill NyaHCOH: napasienbHa NiHis
po3siomy, TUCHEHHS R/4 i dhacka,
HVDKHI NyaHCOH: 3 dhackoro» Ta
3amMiHeHOo po3Mip TabneTkun «11,0
MM£5,5 MM» Ha «giameTp:9,0 Mm».
KopucTytounch Harofo BUPOGHUK
BHOCUTb pefakLiliHi 3MiHK, a came:
3MiHa Ha3Bu nigpo3ainis
«Manufacturing Specification» Ha
«Manufacturing Formula», npu ubomy
3MICT Nigpo3ainis 3a/MIAETLCA
He3MiHHMM; B meTogi D-01107504
NPOMNOHYETHLCA BBECTY NO3HAYEHHS
Y®-BEPX ana metogy igeHTudikauii
3a ,0NoMoroto Y ®-cnekrpy, skuii €
4aCTUHOI BUNPOOYBaHHS METOAOM
BEPX, nig yac sikoro BU3Ha4yaeTbCs
Y®-cnekTp. [laHa 3MiHa BBOAUTLCS Y
cneuudikayii npu BUMYyCKy Ta
NpoTArom TepmiHy npugartHocTi 3.
3MiHU BHeceHi B po3fin "OCHOBHI
hi3nKO-XiMiYHi BNacTUBOCTI" B
IHCTPYKLiO ANA MegUYHOro
3aCcTOCYyBaHHSA NMikapCbKOro 3acoby
040 3MiHM MapKyBaHHS TabneTok
[03yBaHHAM 10 Mr y 3B'A3Ky 3i 3MiHOIO
dopmu. BBefeHHs 3MiH NpoTArom 6-tv
MicsILiB Micnsi 3aTBepAKEHHS.

318.

PAMINPUN-TEBA

Tabnetku no 2,5 mr,
no 10 TabneTtok y

6nictepi, no 3 abo 6
6nictepi y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne 'vbX,
HimeuunHa
(Bupo6HuuTBO
Hepo3acoBaHoro
NpoaykTy, A03BIN Ha
BWMYCK Cepii;
MNepBuHHa Ta
BTOPWHHA ynakoBkKa,

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Onuc Ta cknag,. 3miHa oopmum abo
po3mipiB Nikapcbkoi hopmu (TabneTku
3 HeralnHUM BUBINIbHEHHAM, Kancyu,
cynosuTopii Ta necapii) 3miHa onucy
Tabnetkun no 2,5 mr N3 yepes 3miHy

3a
peyenmom

He
nidnsieae

UA/16689/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

KOHTPO/Ib SIKOCTI)

X chopmu. 3miHa NoAaETbCA Y 3B'A3KY
3i 3MiHOKO 30BHILLHBOTO BUMNAAY
TabneTkn no 2,5 Mr, a came 3 «>XKOBTi,
npoJoBryBarti, fBOSKON0CK TabneTkn
3 BOMA NiHisIMY po3/10My 3 60KIB» Ha
«KOBTIi, Kpyrni, ABOONYKNi TabneTku 3
NiHiE0 pO3/10MY 3 OAHOro 60Ky». 3
BMMOT 10 OMNWCY 30BHILLHbOrO BUINALY
TabneTokK 4719 KOHTPOIo nig, yac
BMPOBHMLITBA BUAANSAIOTHCS
napameTpu «aosxuHa 10,0 Mm=0,2
MM» Ta «WnpuHa 5,0 MM20,2 MM», i
BBOAMTLCA NapameTp «gjiameTp».
3MiHV BHeceHi B po3ain "OCHOBHI
Pi3nKo-XimMi4Hi BNacTUBOCTI" B
IHCTPYKLUi0 415 MeaUyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby
LLLOA0 3MiHM hopMu TabneTkn
[03yBaHHAM 2,5 Mr. BBeeHHS 3MiH
NPOTArom 6-Tu MicAiB nicns
3aTBEPLAKEHHSA. 3MiHM | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Onuc Ta cknag. 3miHa abo gofaBaHHsA
LTamnis, NOTOBLLEHb a60 iHLLNX
MapKyBaHb, YK/ouarun 3aMiHy abo
foAaBaHHA dhapb AN MapKyBaHHS
nikapcbKoro 3acoby (3MiHa wramnis,
NOTOBLUEHb @60 IHLIMX MapKyBaHb)
3MiHa MapKyBaHHA TabneTok no 2,5 mr
'N3 'y 38’A3ky 3i 3miHOW0O chopmu. B
po3sginax, ski CTocytTbCs
TEXHO/I0MNYHOr0 KOHTPOIO, 3 ONucy
30BHILUHLOTO BUTNAAY TabneTok
BU/TyYEHO (hpasy «BEPXHIili MyaHCOH:
napasnesnbHa NiHis po3n1oMy, TUCHEHHS
R/2 i chacka, HXHI NyaHCOH: 3
dhackoto». AHasI0rYHO, 3 BUMOT
napameTpa «Onuc» cneumdikayii M3
Ha BMMYCK Ta Ha TEPMIH NpUAATHOCTI
BU/Ty4EHO (hpasy «BEPXHIili MyaHCOH:
napasnesnbHa NiHis po3n1oMy, TUCHEHHS
R/2 i chacka, HXHI NyaHCOH: 3
chackoro» Ta 3aMiHEHO PO3MiIp
Tabnetkn «10,0 MM+5,0 MM» Ha
«piameTp:8,0 Mm». KopucTyrouncs
Harofiot0 BUPOBGHMK BHOCUTb
pefakLuiiiHi 3MiHM, a came: 3MiHa Ha3Bu
nigposginis «Manufacturing
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

319.

Specification» Ha «Manufacturing
Formula», npu ubomy 3micT
nigpo3ainis 3aMWAaETbCA HE3MIHHUM,;
B MeToAi D-01107504 nponoHyeTbCA
BBECTU No3HavyeHHsa YP-BEPX ana
mMeToay iAeHTudikaLii 3a 4ONoMOoror
Y®-cnekTpy, kUit € 4aCTUHOLO
BMNpoGyBaHHS MeTogoM BEPX, nig
Yyac AKOro BU3Ha4YeHHs1 YP-cnekrp.
[aHa 3viHa BBOAMTbCSA Yy cneumndikauii
npv BUNYCKy Ta NPOTArOM TEPMiHYy
npugatHocTi [13. 3MiHW BHeceHi B
po3ain "OCHOBHI (i3NKO-XiMiYHi
BACTUBOCTI" B iIHCTPYKLitO ANns
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco0y WoA0 3MiHN MapKyBaHHS
TabneTok A03yBaHHAM 2,5 Mr Yy 3B'A3KY
3i 3mMiHOt0 hopmun. BBEfEHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS.

320.

PEAOUTYKC

KOHLeHTpaT ans
pO34nHy ANA
iHcpysiid, 10 mr/mn; in
bulk: no 10 mn (100
mr) a6o 50 mn (500
Mr) y do1akoHi; no
1000 dhnakoHiB y
Kopoo6Li

[-p Peppi'c
NabopaTtopic
nrg

IHais

4-p Peagi'c
Na6opaTopic /T4,

IHgis

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cucrtema
KOHTelHep/3aKynoploBasibHuiA 3aci6
(iHWi 3MiHM) BHECEHHSA 3MiH [0 p.
3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBasibHWiA 3acib, a came
[ofaBaHHa dnakoHis no 10 mn 1a 50
M/ 3 KOHEDirypavLieto ropsioBUHM
“Blowback” no eBponeiicbkomy Tuny,
6e3 3MiHM AKICHOro Ta KiflbKiCHOro
cknagy nakysasibHOro martepiany Ta
po3mipy h/1aKkoHiB.
3arsepaxeHo: USP Type |
Borosilicate Glass. 3anponoHoBaHo:
USP Type | Borosilicate Glass USP
Type | Borosilicate Glass-European
blowback (EBB) vial

UA/12906/01/01

PELONTYKC

KOHLeHTpaT Ans
pO34nHy AnA
iHdysiA, 10 mr/mn;
no 10 mn (100 mr)
a60 50 mn (500 mr)
y donakoHi; no 1
dhnakoHy B
KapTOHHI kopobuyj;

no 1 KapTOHHii

O-p Peppi'c
Nab6opaTtopic
nrp,

IHAjA

A-p Peppicc
Nab6opaTopic /Tg,

IHAjs

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cucrtema
KOHTelHep/3aKkynoptoBasibHUii 3aci6
(iHLWi 3MiHW) BHECEHHS 3MiH [0 p.
3.2.P.7. CncTtema koHTelHep/
3aKynoproBasibHWIA 3aci6, a came
AofasaHHsa chnakoHis no 10 ma 1a 50

3a
peyenmom

UA/12905/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Kopobui y
nAacTKoBOMy
MiLLIKY

M1 3 KOHGDirypav,i€to ropsIoBUHM
“Blowback” no eBponeiicbkomy Tuny,
6e3 3MiHW AKICHOro Ta KiflbKiCHOro
cKnafly nakyBasibHOroO mMartepiasty 1a
po3Mipy h1akoHiB.
3areBepaxeHo: USP Type |
Borosilicate Glass. 3anponoHoBaHo:
USP Type | Borosilicate Glass USP
Type | Borosilicate Glass-European
blowback (EBB) vial

321.

PEAVBEK

Kancynv TBepai no
100 wmr, no 10
Kancyn y énicrepi,
no 6 6nictepis y
KapTOHHI Kopoo6Li

O-p Peppi'c
Nab6opaTtopic
nTg,

IHais

f-p Peppi'c
Nab6opaTtopic /Tg,
(Bupo6Hununii Bigain

_7)

IHAis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3MiHu | TUMNY - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoMm) - 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS ikapcbKkoro 3acoby Ao
po3giny "Mob6iuHi peakuii" BignosigHO
OHOBJIEHOT iHhopMaLii 3 6e3neku
[ito40l pevoBUHY IMaTUHIBY 3rifHO
pekomeHgauin PRAC. TepMmiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKeHHs

3a
peyenmom

He
nidnsieae

UA/16725/01/01

322.

PEAVBEK

Kancysnm Teepgi no
400 wmr, no 10
Kancyn y 6nictepi,
no 3 6nictepun y
KapTOHHI KopooLi

[-p Peppi'c
NabopaTtopic
ntg

IHais

[-p Peagi'c
Na6opaTopic /T4,
(BupoGHMuuii Biaain

IHgis

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUNY - 3MiHW WoOA0
6e3nekun/edhekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,

3a
peyerimom

He
niosnsieae

UA/16725/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
npoBefeHnX BigMOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "MobiuHi peaxuii" BignoBigHO
OHOB/EHOT iHhopMaLii 3 6e3neku
[it040T peyoBrHY iMaTWHIBY 3rigHO
pekomeHpauii PRAC. TepmiH
BBEEHHS 3MiH NMPOTAroM 6 micAuis
nicns 3aTBepApkeHHs
323. | PEMIO)XEKT PO34UH NS iH'EKLN, Awmakca fitg, Benvka OHko Inau CaHai Be TypeuunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/18821/01/01
25 mr/mn no 0,4 mn BpuTaHis TigpxapeT A.LL. mMartepianis: 3mMiHu | Tuny - peuenmom niosnsieae
(10 wmr), 0,6 mn (15 AAMIHICTPaTVBHI 3MiHW. 3MiHa
mr), 0,8 mn (20 mr), HalilMeHyBaHHs Ta/abo agpecu
1mn (25 mr)y 3asBHUKA (BNacHvKa peecTpauiiHoro
nonepegHL0 noceigyeHHs). 3MiHa Ha3BY 3asBHMKa,
3anoBHeHOMY y 3B'A3KY BUNPaB/IEHHA HA3BU
wnpuui; no 1 3asBHUKa BHACNIA0K NEPBUHHO
LnNpuLy pasom i3 HEKOPEKTHOro 3a3HavyeHHs hopmMu
BOya0BaHO B/JIACHOCTI lopuAnYHOI ocobu. Agpeca
iH'EKLIIHOIO TOJIKOH 3asBHVKa 3aNMLIaETbCs 6€3 3MiH.
B KOHTYPHIli TepMmiH BBEEHHS 3MiH NPOTArom 6
YapyHKOBIli MicSLiB nicns 3aTBepAKEHHS. 3MiHu |
ynakosLi; no 1 TMNy - 3MiHK WoA0
KOHTYPHiIl 6e3nekn/edekTMBHOCTI Ta
YapyHKOBIli ynakoBLii thapmakoHarnagy (iHwi 3MiHu).
B KapTOHHI KopobLyi OHOBNEHHS TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby. TepmiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKeHHS.
324. | PEMICUA renb, 10 mr/r, no 30 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpalinHmx 6e3 UA/3980/01/01
ry Ty6i; no 1 Ty6i B "®bapmaueBTu "papmaueBTNYHa martepianis: 3miHu | TUNY - 3MiHK 3 peuyenma
nauui YyHa hipma hipma "JapHuus" aKocTi. CepTudikat BignosigHOCTI/TE-
"fapHuus” cepTtudikaT BifnoBigHOCTI

€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPVBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
nepxasun €C (iHWi 3MiHW) NpuBeaeHHS
crneungikaLii Ta MeToaiB KOHTPO/O
AKOCTi Ha AOMNOMiXHY PEYOBUHY
Makporon 400 fo BuMor fitoyoi
MoHorpadii «Macrogols»
€Bponeiicbkoi apmakonei, 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BpaxyBaHHAM pekoMeHJauin Ta
cTunicTukm AdY. Y 38’a3Ky 3 UM
BHECEHO pejakLiiiHi npaBku fo0
3.2.P.4.1 Cneupndoikauii 4o po3ainis
«lpeHTundikauis», «KncnoTHicTb a6o
NYXHICTb», «BigHOBMAOKOUM
peyoBuHW», «ETneHokeug i giokcaH»
Ta o 3.2.P.4.2 AHaniTuyHi MeToanKN
[0 po3ginis «igpokcunbHe uncno» (3
BpaxyBaHHSAM MONpaBKkoOBOro
KoeqiLieHTY A0 MOASAPHOCTI), «Boaa»,
«B’A3KiCTb», «Dopmasbaeria»,
«ETWNEeHrNikoNb i AieTUNeHrNikonb».
3MiHu | TUNY - 3MiHK 3 SIKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
LOMOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX A5 AONOMDKHOT
peyoBuHM (iHLWi 3MiHK) CynyTHS 3MiHa
- 3MiHM 3 SKOCTi. FOTOBUIA NiKapCbKMii
3aci6. KOHTpos1b AONOMDKHUX
peyoBuWH. 3miHa y meTodax
BUMPOOYBaHHA AOMOMiXHOI PEYOBUHM
(He3HauHi 3MiHN Y 3aTBEPKEHNX
mMeTogax BunpobysaHb) NprBeAeHHS
cneuudikauii Ta MeToaiB KOHTPO/O
AKOCTI Ha [OMNOMiXHY PEYOBUHY
Makporon 400 y BignoBigHICTb f0
BMMOr €Bponelicbkoi hapmakonei, 3
ypaxyBaHHAM Bumor J®Y. Y 3B’A3Ky 3
LM BHECEHO 3MiHM A0 po34inis
«PO34MHHICTb» - BIANOBIAHO 40 BUMOT
L®Y 1.4, «MoHorpadii» aaHuii
NoKa3HUK Ma€e pekoMeHAaLiiHNX
XapakTep, Ha Uiii niacTasi, BUMOru go
PO3UYMHHOCTI Cyb6CTaHLii nepeHeceHo
[0 3ara/ibHVX BNacTMBOCTEN;
nokasHuk «Mikpob6ionoriyHa unctoTa»
npvBeAeHwiA BigNoBIgHO [0 BUMOr E®
2.6.12, 5.1.4. 3minu | TMNY - 3MiHK 3
AKOCTI. [O0TOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib AONOMIDKHVX PEYOBUH.
3miHa y MeToAax BUNpoGyBaHHS
O0NOMDKHOT PEeYOBUHU (iHLLI 3MiHU Y
mMeToAax BunpobyBaHHs (BKIHOHaouM
3amiHy abo AofaBaHHs)) BHECEHHS
3MiH Ha [ONOMiXHY PeyYOBUHY
Makporon 400, a came: 3a




286

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NOKa3HUMKOM «ETUNEHOKCHA, i JioKcaH»
3anponoHoBaHO BBeAEHHS HOBOI in-
house meToauku BunpobysaHHs X

(AdY, 2.2.28), Wo € anbTepHATUBHO
MeToAuLj, 3a3HayeHoi B MOHorpadii

€ «Macrogols»; BHECEHHSI

CTUNICTUYHMX Ta pefakLiliHiX NpaBok,

6e3 3MiH BCTAHOBJIEHUX KpUTEpIli
NPUIAHATHOCTI 3a AaHUM MOKA3HUKOM
AKOCTI

325.

PECTA],

Kancynu m'ski no 0,5
mr, no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li
a6o no 30 kancyn y
donakoHi; no 1
hnakoHy B
KapTOHHI KopooLi

TOB "YOPA[,
MEANLIAH"

YkpaiHa

YOPNJ, MEAVILIH
INIAY CAH. BE
TIDK. A.LL

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
mMaTtepianis: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiHoro

noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460) TepmiH BBEAEHHS
3MiH NpOTAroM 6 MicauiB nicns
3aTBEPKEHHS; 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cuctemy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSs1 hapmakoHarisay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa

YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,

BiANOBIAa/IbHOI 3a thapmakoHarnsg.
[itova pepakuis: PycynaH Ecakisi /
Rusudan Esakia. MponoHoBaHa
pepakuisi: Myano MaHHa

CraHicnasiBHa. 3MiHa KOHTaKTHUX

[aHnx ynoBHOBaXeHOI 0cobu
3as1BHMKA, BignoBigabHOI 3a
hapmakoHarnsag. 3miHa Micusa

3[iACHEHHS OCHOBHOI AiSNbHOCTI 3

hapmakoHarnsagy. 3miHa

MiCLLe3HaXOKEHHSI MacTep-thaiina
cucTemn oapMakoHarasgy

3a
peyenmom

He
nidnsieae

UA/18836/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
326. | PIHTEPA PO34uH ANs iHQy3il, TOB YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavlinHmx 3a UA/18296/01/01
NAKTAT no 200 mn a6o no "APTEPIYM MaTepianis: 3MiHu | TUNY - 3MiHK 3 peuyenmom
PO34NH 400 MmN y nasiwkax nTaor sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CKNSIHWX (chnakoHax) KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3aco0y (iHWi 3MiHN y meTogax
BMNpOGYBaHb (BK/THOYaouM 3amiHy abo
[OMNOBHEHHS)) — 3MiHa MeToAy
KiNbKICHOTO BM3HAYeHHSA MeTanis
HaTpito, Kanito i Kasibuito B IMN13.
BunpobysaHHsa 6yae nposoanTUCA
MEeTOA0M aTOMHO-EMICIHOT
crnekTpoMeTpii 3 iHOYKTUBHO 3B’A3aHOK0
nnasmoto (APY, 2.2.57)
(3aTBepaxeHo: Kaniid, Hatpiin — meTop,
aTOMHO-eMicCiiiHOT cnekTpomeTpii AdY,
2.2.22, KanbLiit — TuTpumeTpist).
327. | POBAMIUVH® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa CAHO®I C.P.J1. ITanisa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/6053/01/01
060/10HKOH0, 1Mo 1500 ABeHTIC mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
000 MO, Ne 16 Ykpaina" sKocTi. CepTudpikat BignosigHOCTI/TE-

(8x2): no 8 Tabnetok
y 6nicTepi; no 2
6nictepu B
KapTOHHI KopooLi

cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHWIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponechbkili
chapmakonei Ne R1-CEP 2010-032 -
Rev 00 (3aTBepmxeHo: RO-CEP 2010-
032 - Rev 00) ana A®I cnipamiuuHy
Bifl y)Ke 3aTBEeP)KEHOro BUPOGHMKa
Sanofi-Aventis S.p.A., ITanis akuit
3MiHMB Ha3By Ha Sanofi S.p.A., ITanis.
3MiHn | TUNY - 3MiHK 3 SKOCTiI.
Ceptudpikat BignosigHocTi/lE-
cepTugikat BiANoBiAHOCTI
E€Bponenchbkii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
thapmakonei/moHorpadii. NMogaHHA

HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTUdikar Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA -
MogaHHs OHOBNEHOrO cepTudikaTa
BifNOBIgHOCTI E€Bponelichbkilt
thapmaxonei Ne R1-CEP 2010-032 -
Rev 01 ana A®| cnipamiumHy Big yxe
3aTBEpAKEHOro BMPOGHMKa Sanofi
S.p.A., ITanis. 3miHn | TUny - 3MiHK 3
aKocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BifgnoBigHOCTI
E€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBigHOCTI
€sponelicbkili hapmakonei: gns Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPMKEHOr0 BUPO6HMKa. MoaaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2010-032 -
Rev 02 ana A®I cnipamiuuny Big, yxe
3aTBEPAKEHOro BMPObHUKa Sanofi
S.p.A., ITanis, Sknii 3MiHUB Ha3BYy Ha
Sanofi S.r.l., ITania. 3miHn | TUNY -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BifNOBIgHOCTI E€BpONeichkilt
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiAANOBIAHOCTI 260 BUNYYEHHS
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOro BUpo6HMuKa. MNMogaHHA
OHOBJIEHOTO cepTugikaTa
BifNOBIgHOCTI E€BpONeichkilt
hapmaxonei Ne R1-CEP 2010-032 -
Rev 03 ana A®| cnipamiumHy Big yxe
3aTBEpAKEHOro BMPOGHMKa Sanofi
S.r.l., ITania, Akuii 3MiHMB Ha3BYy Ha
EUROAPI ITALY S.R.L., ITanis

328.

POBAMIUNH®

TabneTkn, BKpUTI
060/10HKO0, MO 3
000 000 MO; Ne 10
(10x1): no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI Kopoo6Li

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro ab0o OHOBNIEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin dhapmakonei: ana Adl;
ONs BUXIQHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCH Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPMKEHOr0 BUPOGHMKA. MoaaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2010-032 -
Rev 00 (3atBepmkeHo: RO-CEP 2010-
032 - Rev 00) ans A®I cnipamiuuHy
BiJ, y)Xe 3aTBepKEHOro BUpobHMKa
Sanofi-Aventis S.p.A., ITanis akui
3MiHMB Ha3By Ha Sanofi S.p.A., ITanis.
3MiHW | TUNY - 3MiHU 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii. NMogaHHA

3a
peyerimom

UA/6053/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HOBOro abo OHOB/IEHOTO cepTudikaTa

BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEPAKEHOro BUPOBHYKA -
MogaHHsA OHOBIEHOrO cepTuddikaTa
BiANoOBIgHOCTI EBponeiichbkili
hapmakonei Ne R1-CEP 2010-032 -
Rev 01 gna A®I cnipamiuyHy Big, yxe
3aTBEPAKEHOro BMpOo6HUKa Sanofi
S.p.A., ITania. 3miHn | Tuny - 3miHK 3
akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikar BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANA 4ONOMIKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOro BUpo6HUKa. MNMogaHHA
OHOBJIEHOTO cepTugikaTa
BifNOBigHOCTI E€Bponelickkilt
thapmaxonei Ne R1-CEP 2010-032 -
Rev 02 ana A®| cnipamiumHy Big yxe
3aTBEpAKEHOro BUPOGHMKa Sanofi
S.p.A., ITanis, Sknii 3MiHMB Ha3BYy Ha
Sanofi S.r.l., ITanisa. 3miHn | TMny -
3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
ceptudpikaTa BifgNoBiAHOCTI
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEPKEHOr0 BMPOOHUKa. MoaaHHA
OHOBJIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2010-032 -
Rev 03 ana A®I cnipamiuyHy Big, yxe
3aTBEPAKEHOro BMPOo6HUKa Sanofi
S.r.l., ITania, skuii 3MiHMB Ha3BYy Ha
EUROAPI ITALY S.R.L., ITanis

329.

PO/NIHO3

Kpanni opasnbHi, 10
mr/mn, no 20 mny
CKNSTHOMY (p1aKoHi 3
KpULLIKOHO-
KpanesibHuueto; no 1
chnakoHy B
KapTOHHIA KOpooLi

TOB «YOP/],
MEANLMH»

YkpaiHa

ABC dapmayeyTivi

C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHa 3asBHuKa /13
(MIBM) (BnacHuka peecTpawjiinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460). TepmiH BBEAEHHSA
3MiH NpOTAroM 6 MicauiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHnx npo cucremy
hapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSsT hapmakoHarnisgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 34iCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
[Oitova pepakuin: Casiwesa Jlapuca /
Savishcheva Larisa. MNponoHosaHa
pepakuisi: Myano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0cobu,

6e3
peyenma

nionsieae

UA/12490/02/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa MicuA 3AiICHEHHSI OCHOBHOI
OisnbHOCTI 3 dhapmakoHarnagy. 3MiHa
agpecu mactep-chaiina cucremn
dhapmakoHarnsgy.

330.

PO/IHO3

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 10
mr; no 10 TabneTok
B 6nicTepi; no 1 abo
2 6nictepu B
KapTOHHI Kopoo6Li

TOB «YOPN[,
MEANLINH>»

YkpaiHa

YOPJ, MEAVLIMH
INAU CAH. BE
TIAK. A.LLL

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbkunx 3acobiB Nic/s BHECEHHSA
Tiei camol 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX
JaHnx). 3MiHM BHECEHO A0 iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3giiv
"MokasaHHa" (yTOUHEeHHS iHdopmauii),
"MpoTrnokasaHHs", "Cnoci6
3acTocyBaHHA Ta no3un”, "MobiyHi
peakuii" BigNoBigHO A0 iHchopmavi
LLOAI0 MEAMYHOrO 3aCTOCyBaHHS
pechepeHTHOro /ikapcbKoro 3acoby
(ZYRTEC, Tabnetkn, BKpUTI
NAiBKOBOK 060/I0HKOI). BBEAEHHSA
3MiH NPOTArom 6-TM MicaLiB nicns
3aTBEPAKEHHSA

6e3
peyenma

He
nionsieae

UA/18210/01/01

331.

POMALLKN
KBITKA

KBiTKM Mo 40 1 abo
no50r y naykax 3
BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi, No
20 hinbTp-nakeTiB y
nauuj 3 KapToHy, Nno
1,5ry cinbTp-
nakeri, no 25
inbTp-nakeTiB y
nauui 3 KapToHy

AT
"ly6HMhapm"

Ykpaina

AT "Jly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOTO JliKapCbKOro 3acoby
(36inbLUEeHHS TEPMiIHY NpUAATHOCTI
roToBOro fikapcbkoro 3acoby) - Ans
TOProBOi ynakoBku (NiATBEPAKYETbCA
[aHumn peasibHOro yacy) Ha ocHoBi
LocnimpkeHHs ctabinbHOCTI
3anponoHOBAHO 36iMbLUEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro
3acoby. 3aTBepaKeHo TepMiH
npugaTHocTi 1 pik 6 micsuis
3anponoHoBaHo TepMiH NpuaaTHOCTI
2 poku 3MiHV BHECeHI B po3ain
"TepMiH NpuaaTHOCTI" B IHCTPYKLit0

6e3
peyenma

nionsieae

UA/8288/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AN MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby Ta Ak HacNifokK - B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicAiB nicns
3aTBEPAKEHHSA

332.

POHOLINT

PO34UH OpasIbHUIA,
100 mr/mn; no 10 mn
y donakoHi; no 10
hN1aKkoHiB y
KapTOHHIA KopooLi

TOB "YOPA[,
MEANLIH"

Ykpaina

YOPNA MEAVLMH
INIAY CAH. BE
TIDK. AL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMaTtepianis: 3MiHa 3asBHVKa f13
(MIBIM) (BnacHuka peecTpaLiiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) TepMiH BBeEHHS
3MiH npoTArom 6 micsauiB nicns
3aTBEePKEHHS; 3MiHM | TMny - 3MiHK
wopo 6e3snekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3araslbHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: MeBcim Inbk6axap
[LiHuens / Mrs. Mevsim llkbahar
Dincel. MponoHoBaHa pefakuis:
Mypno MNaHHa CraHicnasiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
thapmakoHarnsg. 3miHa micus
3[iiCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsagy. 3miHa
MicLie3HaxXOKEHHS MacTep-chaiina
cucTeMmn dhapmakoHarnsgy

3a
peyenmom

He
nionsieae

UA/18790/01/01

333.

POHOLMT

PO34MNH OpasTbHUI,
100 mr/mn; no 10 mn
y thnakoHi; no 10
d1aKkoHiB y

TOB "YOPA[,
MEANLAH"

YkpaiHa

YOPA, MEA/LMH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH [0 peecTpavlinHmx
mMartepianis: TexHiyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)-
BrinpaBneHHs TeXHIYHOT NOMWUIIKK,

3a
peyenmom

UA/18790/01/01
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YKparHCbKO MOBOIO

23.07.2015 p Ne 460) — BunpaBneHHs
TeXHIYHOT NOMUSIKW, NOB’A3aHO i3
HEKOPEKTHUM NepeHeCeHHsM
iHchbopmawii 3 gocke. A cave B
3aTBepAXeHili cneundikauii Ta
MeToAax KOHTPOSI0 Y po3aini
«KinbkicHe BM3HaYeHHs. LIMTnKoniH»,
NPOTAromM TepMiHy NpUAATHOCTI
NOMWJIKOBO BKa3aHWii KiflbKiCHUIA BMICT
100,0 mr/mn + 10% (90,0 — 100,0mr),
noBuHHO 6yt 100,0 mr/mn + 10%
(90,0 — 110,0mr). 3aTBEpPAKEHA
pepakuis
CNELUM®DIKALLISA
KinbkicHe BM3HAYeHHS Npu BUMYCKY
NpOTAroM TePMiHy NPUAATHOCTI
Lintukonin 100,0 mr/mn + 5% (95,0 —
105,0mr) 100,0 mr/mn + 10% (90,0 —
100,0mr)

3. METOAU KOHTPOIO AKOCTI
3.9 KinbkicHe BU3HaYEHHS
LNTUKONIH
MeTtog Bepx, €Bp.®apm.2.2.29
Mexa:
npu Bunycky 100,0 mr/mn + 5% (95,0 —
105,0mr)
npu 36epiraHHi 100,0 mr/mn £ 10%
(90,0 — 100,0mr)
3anponoHoBaHa pegakuis:
CMELMN®IKALIA
KinbkicHe BU3Ha4YeHHsi Npu BUNYyCKy
NPOTAromM TepMiHy NpUAATHOCTI
LinTtnkonin 100,0 mr/mn £ 5% (95,0 —
105,0mr) 100,0 mr/mn £ 10% (90,0 —
110,0mr)

3. METOAWN KOHTPOR AKOCTI
3.9 KinbkicHe BU3HaYeHHSA
LUNTUKOIH
MeTog Bepx, €Bp.Papm.2.2.29
Mexa:
npw Bunycky 100,0 mr/mn = 5% (95,0 —
105,0mr)
npwu 36epiraHHi 100,0 mr/mn £ 10%
(90,0 — 110,0mr)

3a3HayeHe BMNpaBeHHs Bignosigae

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI kopo6uji 3 3rigHo n.2.4. po3giny VI Hakasy MO3
MapKyBaHHAM YkpaiHu Big 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 Ykpainu Bif
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mMaTepiasiaM peecTpaLiiHoro Aocke
334. | CANNA30NIPUH TabneTkn, BKpUTI Mdpaiizep IHK. CWA BUPOBHULTBO, LLseuis BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/4201/01/01
EN-TABC 060/10HKOH, nepBuHHE Ta marepianis: 3mMiHu | Tuny - peyenmom nidnsieae
KMLLKOBOPO34MHHI MO BTOPUHHE AZMiHICTpaTMBHI 3MiHK. 3MiHa
500 wmr; no 100 nakyBaHHs, HaliMeHyBaHHs Ta/abo agpecy Micus
TabneToK y go1akoHi; KOHTPO/b AKOCTI, NPOBaKEHHS AiS/IbHOCTI
no 1 donakoHy B BWMYCK Cepii: BMpOGHVKa/iMnopTepa rotoBoro
KapTOHHIA KOpooLi Peuichapm Ynncana niKkapcbKoro 3acoby, BKIoYaoum
AB, LWBeuis; OinbHULI BUNYCKY cepii abo micue

KOHTPO/b SIKOCTI:
Peuichapm Ynncana
AB, LBeuUis;
MikpobiosoriyHe
TeCTyBaHHS:
€spochiHc
Biochapma Mpopgakt
TecTiHr CsigeH AB,
Lsewjs

NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(BisnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYAYM
BMNYCK Cepiit) - 3miHa y 3B'sKY
Y3rO[)XEHHSA OHOB/IEHOrO HaNMCaHHs
ajpecuv Ans 3aTBepaKeHol
BMPOGHWYOI AiNTbHNL TOTOBOrO
nikapcbKoro 3acoby Recipharm
Uppsala AB, Sweden (Bjorkgatan 30)
3 METOI NMPVBEAEHHS Y BiAMOBIAHICTb
[0 agpecu 3a3HaveHol B OHOB/IEHOMY
BMCHOBKY GMP. Bupo6Huya AinbHuus
Ta yci BUpobHuyi onepadui
3a/IMLIAITLCA HE3MIHHUMU. 3MiHK
BHECEHIi B IHCTPYKLit0 AN MEANYHOr0
3acTOCyBaHHS Nikapcbkoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta 1i0ro agpeca micus
NPOBaKEHHS OiS/IbHOCTI" 3
Bi4NOBIAHVMUN 3MiHAMUN B TEKCTI
MapKyBaHHS1 yNakoBoK. BBeieHHs 3MiH
npoTArom 9-Tm MicAuiB nicns
3aTBEPKEHHS; 3MiHW | TNy -
AfMiHICTpaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI BUPOOHUKA
(BK/tO4atOUM, 3a HEOOXiAHOCTI, Micue
npoBefeHHS KOHTPOJIH0 SIKOCTI), abo
B/lacHUKa mMactep-caiina Ha Ad®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3HaYeHO y
[OCbE Ha niKkapcbKuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei y 3aTBepKeHOMY [0CbE,
a60 BUPOGHVKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y 10CLE) -
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3MiHa y 3B'KY Y3roKeHHs
OHOBJIEHOrO HanNMcaHHA agpecy Ans
3aTBEPAKEHOT BUPOBHNYOT AiNbHUL
[il040T PEYOBVHY MiKapCbKOro 3acoby
Canasonipud EN-TABC Recipharm
Uppsala AB, Sweden (Bjorkgatan 30)
3 METOH MPVBEAEHHS Y BiAMOBIAHICTb
[0 Ha3BU 3a3Ha4YeHOl B OHOB/IEHOMY
BUCHOBKY GMP. Bupo6Huya AinbHuus
Ta yci BUpobHu4i onepadui
3a/IMLIATLCA HE3MIHHUMU; 3MiHN |
TMny - AGMIHICTPaTUBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEeHHSA AiSIbHOCTI BUPOOHUKA
(BKItOYatOUM, 3a HEOBXiAHOCTI, Micue
NpoBefeHHS KOHTPOJII0 SKOCTI), abo
B/lacHUKa Mactep-caiina Ha A®l, abo
noctavasibHuka A®I/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHULTBI AP (SKLLO 3a3HaYEHO Y
[0CbE Ha niKapcbKkuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiNOBIgHOCTI EBpoONelichkkilt
chapmakonei y 3aTBepKeHOMY [OCbE,
a60 BMPOGHMKA HOBOI [OMOMIXHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y OCLE) -
3MiHa y 3B'KY Y3roKeHHs
OHOBJIEHOrO HanNMcaHHA agpecy Ans
3aTBEPAKEHOT BUPOBHNYOT AiNbHUL
[i040T PEYOBVHY MiKapCbKOro 3acoby
Canasonipud EN-TABC Recipharm
Uppsala AB, Sweden (Rapsgatan
23D) 3 MeTOI0 NpPUBEAEHHS Y
Bi4NOBIAHICTb A0 peasibHOT agpecu
AiNbHULUI NicnsA 3MiH iHAekey. OinbHuua
He 3MiHMNa Micue po3TallyBaHHS,
3MiHa iHaeKcy NpoauKToBaHa
BHYTPILLHNMMN aAMIHICTPaTUBHUMM
3miHamu y LBsewii; 3milu | TNy -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/TIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoYaoum
AinbHULI BUNYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIIO SKOCTI.
(aisnbHICTB, 3a AKy Bignosigae
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHs*

Homep

peecmpayitiHo2o

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK KpaiHa

3asiBHUKa

Bupo6Huk

BUPOGHUKa

BMPOGHMK/IMNOpPTEp, He BKIYaoum

Bionycky

nocsi0OYeHHs

BUNYCK Cepiit) - 3MiHa y 3B'sKY
Y3rOZPKEHHA OHOB/IEHOTO HANVCaHHsA
afipecu Ansa 3aTBepaKeHoil
BUPOBHNYOT AiNbHULL FOTOBOrO
nikapcbKoro 3acoby Recipharm
Uppsala AB, Sweden (Rapsgatan
23D) 3 MeTOI0 NPUBEAEHHS Y
BIANOBIAHICTL A0 peanbHOT agpecu
AiNbHWUI Micnsa 3MiH iHaekey. AinbHuua
He 3MiHuNa Micue posTallyBaHHs,
3MiHa iHAeKcy NpoAnKToBaHa
BHYTPILLHNMMN aAMIHICTPaTUBHIMM
3MiHamu y LLBewji. A Takox
3a3HavyeHHsa y MKA ta Pl paHiwe
3aTBEPAKEHOr0 BUPOBOHMKA
BignoBigasIbHOro 3a MikpobionoriyHe
TecTyBaHHs: EBpodiiHC Biothapma
MpopakT TecTiHr CeigeH Ab, Lseuis /
Eurofins Biopharma Product Testing
Sweden AB, Sweden. BBegeHHs 3MiH
npoTArom 9-Tm MicAuiB nicns
3aTBEPAKEHHS
BHECEHHS 3MiH [0 peecTpaLinHmx

3a

UA/3745/02/01

335.

CANO®DAIbK

cycneHsis
pekTanbHa, 4 r/60 T;
no 60 r cycneHsii y
KNi3Mi; Mo 7 KNi3m y
6nictepax B KOpPOOL
3 KapTOHY

Ap. ®anbk
dapma M'meX a

HimeyunH

BignoBiganbHuii 3a
BWMYCK Cepiii
KIHLLeBOro NpoAyKTY:
Ap. ®ansk Papma
'm6X, HimeuuunHa;
BupobHuk
[030BaHoi hopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
KoppgeH ®apma
®pibypr Al
LiBaiiHigepnaccyHr

ETTiHreH,
LLseiuapis;
NozaH ®apma M'v6X,
HimeuuuHa;
Bupo6HuKK,
BiANOBiAa/bHI 3a
KOHTPO/b SIKOCTI:
NozaH ®apma M'vbX,
HimeuumnHa;
KoppgeH dapma

HimeyuunHa/
LLiBeiuapis

marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu mMicus
NPOBaKEHHS AiS/TbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIoYaoum
AinbHULI BUNYCKy cepii abo micue
NPOBEeEHHA KOHTPOJIIO SKOCTI.
(aisnbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTep, He BKIYaloum
BUNYCK Cepiit) - AAMiHiCTpaTMBHA
3MiHa HaliMeHyBaHHS BUPOOHMKa
[030BaHoi hopmu, NEPBUHHE,
BTOPWHHE MakKyBaHHS Ta KOHTPO/1b
akocTi: 3 Bidhop CA LisaiiHigepnaccyHr
Megixemi ETTiHreH, LLiBeiiuapis Ha
KopaeH ®apma dpidypr Al
LiBaiHigepnaccyHr ETTiHreH,
LLBeiuapis. BupobHuya ginbHuus,
ajpeca Ta yci BUpo6HuYi onepawii
3a/IMLIAKTLCA HE3MIHHUMU; 3MiHN |
TMny - AQMiHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus

peyerimom

NPOBaKEHHS AiS/IbHOCTI

Ppibypr CA,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
LLiBeiuapis; BMPOGHMKa/iMnopTepa rotoBoro
Bioekzam AT, niKkapcbKoro 3acoby, BKoYaoum
LBeiiyapis; OinbHUL BUNYCKY cepii abo micue
HaykoBo-gocnigHwii NPOBeLEHHS KOHTPOJIHO SKOCTI.
iHCTUTYT Xennenep (BisnbHICTb, 3a Ky Bignosigae
mM6X, HimeyunHa BUPOGHMK/IMNOPTEpP, He BKIOYaum
BMNYCK Cepiit) - AAMiHICTpaTMBHA
3MiHa HallMeHyBaHHS1 BUPOOHUKa
BIANOBI4@/IbHOrO 3a KOHTPO/Ib AKOCTI:
3 Bichop CA, LUBeiiuapis Ha KopaeH
dapma ®pibypr CA, LseiiLapis.
BupobHuya ginbHuus, agpeca Ta yci
BMPOGHMYI onepauii 3a/mwaTbes
He3MiHHUMU
336. | CA/IODANBK cycnensis Ap. ®anbk HimeuumnH BignoBiganbHuii 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/3745/02/01
pekTanbHa, 4 r/60 T, dapma 'meX a BWMYCK Cepiii LBeiuapisa | maTepiasis: 3MiHM | TUny - 3MiHK WoAo |  peyenmom
no 60 r cycneHsii y KIHLLEBOrO MPOAYKTY: 6e3nekun/edhekTBHOCTI Ta
KNi3mi; No 7 knisam y [p. Panck dapma thapmakoHarnsigy. BeegeHHs abo
6nictepax B KOpPOOL M6X, HimeuunHa; 3MiHM A0 y3arasibHEHUX AaHuX Mpo
3 KapTOHY Bnpo6HmK cuctemy hapmakoHarnagy (BBefeHHs
[030BaHoi hopmu, y3araJibHeHNx AaHux npo cucrtemy
nepBuHHe Ta chapmakoHarnsagy, amiHa
BTOPUHHE YNOBHOBaXEHOI 0cobu,
nakyBaHHs, BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
KOHTPO/b SIKOCTI: dhapmakoHarnsgy; KOHTakTHoi ocobu 3
Bidhop CA hapMakoHarnsagy 3asBHvKa aAns
LiBaitHigepnaccyHr 3[jiCHEHHS hapmakoHariagy B
Megixemi ETTiHreH, YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
LLiBeiiuapis; YNOBHOBaXEHOI 0cobu,
NozaH ®apma M'mbX, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
HimeuuunHa; hapmakoHarnsgy (Bkao4vaoum
Bupo6HuKK, KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
BiAMNOBIAa/TbHI 3a pO3MiLLEeHHI MacTep-gaiisia cuctemm
KOHTPO/b AKOCTI: thapmakoHarnsgy). 3miHa KOHTaKTHOT
NosaH ®apma M'vbX, 0ocobu 3asiBHUKa, BIANOBIAa/IbHOT 3a
HimeuuunHa; hapmakoHarnsag B Ykpaii.
Bichop CA, [itoua pepakuisi: BoiTeHko AHTOH
LLiBeiiuapis; leopriioBuy. MNponoHoBaHa peaakuis:
Bioeksam AT, Byask OnekcaHgpa CepriiBHa. 3miHa
LLiBeiuapis; KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
HaykoBo-gocnigHuia 3asBHMKa, BiANOBIAa/IbHOT 3a
iHCTUTYT Xennenep thapmakoHarnag B Ykpaii.
'm6X, HimeyunHa
337. | CA/IbBYTAMO/N aepo3o/b AN nakcoCmiTKn Benvka "nakco Bennkom PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/2032/01/01
iHransujn, AH EkcnopT BpuTtaHis MpoAakLuH marepianis: 3miHu | Tuny - 3miHu 3 peyenmom

[no3oBaHuii, 100
MKr/f03y, 1 6asoH 3
[03y4nMm

Nimiteq

AKOCTi. A®I. KoHTposb A®L. 3miHa y
MeTofax BunpobyeaHHsa APl abo
BVXifJHOro Martepiany/npoMixxHOro
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KnanaHom Ha 200
[03 Y KopooLi 3
KapToHy

npoAyKTy/pearenTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeTodax
BMNPO6GYBaHHS)

He3HauHi 3MiHV B 3aTBEpPA)KEHOMY
MeTogi BunpobyBaHHs Ad| 3a
nokasHukom «Determination of Particle
size by weight», a came OHOBMEHHS
OnMcy aHasTiTUYHOT METOAMKN 3
BUKOPWCTaHHAM BaHHW abo 30HAa ANns
06p0o6KM 3paska y/IbTpasBykoM

338.

CANNIbBYTAMO/-
HEO

iHranaujia nig
Trckom, 100
MKr/go3a no 12
mMn/200 go3y
KOHTeliHepi; no 1
KOHTElHepy y nauui
3 KapTOHY

TOB
"Mikpochapm"

Ykpaina

TOB "Mikpodcpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUnNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTPO/1b rOTOBOrO NiKapCcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(iHWi 3MiHW) BHECEHHSA 3MiH B
cneuudikaL,iio LWoa0 nepioguyuHoCTi
KOHTpO0 /13 3a NOKa3HNKOM
"Mikpob6ionoriyHa ymcToTa", a came
3a3HaYeHHS: «He PYTVHHWIA TecT:
[0MYyCKaeTbLCA NPOBOAWUTUN KOHTPO/Tb
KOXHOI n'ATol cepii N3, ane He
MeHLLE OfHI€el cepii NOBMHHO ByTn
nepeBipeHo B KOXHOMY KasieHAapHOMY
pouj, B SKOMY 3iiCHIOETLCS BUMYCK
NpPoOAyKUii». A TakoX BUTYyYEHO
nocvnaHHAa Ha J®Y, 1.4. B meTogax
KOHTPOJI0 AAKOCTI /19 Y3rO[pKEeHHS i3
po3ginom Cneuundpikauis MKA 113, B
AKOMY HasiBHa NPUMITKa LLI0AO
NnocCuaHHA Ha fjtove BugaHHsa oYy

3a
peyenmom

UA/10530/01/01

339.

CELOATUB NU®

Tabnetkun no 20
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopoo6Li

ByapoH

®paHuis

BYAPOH

®paHuis

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUNY - 3MiHW WoOA0
6e3nekun/edhekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX faHuX npo
cuctemy chapmakoHarnsagy (BeefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asBHuka gns
3[jiCHEHHS hapmakoHarisay B

6e3
peyenma

UA/9343/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
YMNOBHOBaXEHOT 0cob,
BiZiNOBIAANbHOI 32 34jiACHEHHS
hapmakoHarnsgy (Bkaouyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLEeHHI MacTep-thalina cucremm
thapmakoHarnagy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag.
[itoua pepakuis: Helene Gabaude.
MponoHoBaHa pepfakuis: Anne-Laure
Fayard.

340.

CENTOJIETE®
TOTAN

cnpeii 4ns poToBoi
MOPOXHUHU, PO3YMH
no30mny
ni1acTMKOBOMY
donakoHi 3
[03y104UM
ny/IbBEPU3ATOPOM;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

BMPOGHMLITBO
roToBOro
niKapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK Cepiii:
KPKA, 4.4., Hoso
MecTo, CroBeHis
KOHTPO/b Ccepili:
KPKA, 4.4., Hoso
MecTo, CroBeHis

CnoBeHis

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUnNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTPO/1b rOTOBOrO NiKapCcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(3BYXXEHHS1 ONYCTUMUX MEX)
3BY)XEHHS KpUTEpIiiB NpuiiHaTHOCTI /13
3a NOKa3HUKOM «CynyTHi AOMILLKM
6eH3ngamiHy rigpoxnopuay Ta
uetunnipmauHito xnopug. Cyma» npu
36epiraHHi /13 Ha OCHOBI JOCNiMKEHHS
cTabifIbHOCTi Ta 3abe3neveHHs
BWCOKOI SIKOCTi KOHTposto N13.
MeToau KOHTPO/I0 3a/NLLIaTbCA
He3MiHHUMW. 3MiHK | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuit 3aci6.
KOHTPO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(3BYXXEHHSI LONYCTUMUX MEX)
3BY)XEHHS KpUTEpIiiB NpuiiHaTHOCTI 13
3a NOKa3HUKoM «KinbkicHe
BU3HAYEHHS 6eH3nAaMIHY
rigpoxnopuay Ta ueTuanipuanHio
xnopugy» npu 36epiraHHi /13 Ha OCHOBI
LOCNifpKeHHs cTabinbHOCTI Ta
3abe3neyeHHs BYCOKOT AKOCTI
KOHTpono MN13. MeToan KOHTPO/0
3a/IMLWAITLCA HE3MIHHUMU. 3MiHN |
MRy - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nNiKapcbKoro 3acoby (iHLi 3MiHW)
OHOBJIEHHS BXE 3aTBEPAKEHNX

6e3
peyenma

UA/15458/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
MeToZiB KOHTposto skocTi 13, a came
BUKNAAEHHS TEKCTY AEePXaBHO
MOBOIO 3iJHO Cy4yaCHUX BUMOT. A
TakoX NpuBeAeHHs Yy BiAMNOBIAHICTb
Ha3BW nokasHuka «ycTuHa» (6yno:
«BigHocHa ryctuHa») B MKA N3y
BiAMOBIAHICTb 4,0 3aTBEPKEHOT
cneumdikauii BUpo6Hrka. BeegeHHs
3MiH NPOTArom 6-Tn micauis nicns
3aTBEPMAKEHHS.

341. | CEPTO®EH PO3YUH ANs1 iH'EKLLINA, TOB "YOPN[, YkpaiHa $apmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/14649/01/01
50 mr/2 mn; no 2 mn MEOMLUNH" Tigk. A.LL. marepianis: 3miHu | Tuny - 3miHn peyenmom nionsizae
B amnyni; no 5 oo 6e3nekn/edpekTNBHOCTI Ta
amnys y KOHTYpHIiA thapmakoHarnagy. 3MiHa y KOpoTkiii
YapyHKOBIl XapakTepucTuLi NikapcbKoro 3acoby,
ynakoBsLi, no 1 a6o 2 TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
KOHTYPHI YapyHKOBI MeAMYHOro 3acToCyBaHHA Ha niacTasi
yNaKkoBK1 B perynsipHoO OHOB/IOBAHOTO 3BiTY 3
KapTOHHI KopooLi 6e3nekn nikapcbkoro 3acoby, abo

JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiH BHECEHO B iIHCTPYKLit0 Ans
MeAMYHOro 3acTOoCyBaHHA NiKapCbKoro
3acoby A0 po3ainy "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaato” BianoBigHO 40 OHOBEHOT
iHchopmawii Wwoao 6e3nekmn
3aCTOCYBaHHSA [il0H0T PEYOBUHY 3rigHO
3 pekomeHgauieto PRAC. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicnsa 3aTBepKEHHS.

342. | CUTHI®OP N1AP MOPOLLOK A/1A Pekoppaari PpaHLis BTOPVHHE Lseliuapis/ BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/15926/01/01
cycnensii gns Pea [fiisizec nakyBaHHs, BUMYCK Higepnangm marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
iH ekuii no 20 wr; 1 cepii: HoBaprTic / AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
doNakoH 3 NOPOLLKOM dapwma LUTeitH AT, ABcTpisi/ KOHTpO/1b roTOBOro Nikapcbkoro
Yy KOMNJIEKTi 3 LLBeiuapis; HimeuunHa 3acoby. 3miHa y meToAax
PO3YMHHMKOM MO 2 BUPOGHMLITBO, BUMNPOOYBaHHA rOTOBOTO MiKaPCbKOro
M1y nonepegHsL0 KOHTPO/b SKOCTI, 3acoby (He3HayHa 3MmiHa y
3anoBHEHOMY nepBuHHe 3aTBEPLKEHNX MeToAax
wnpuyi (kapmenosa nakyBaHHs BMNPOOYBaHHA) HE3HAYHI 3MiHW B
HaTpito, MaHIT PO3YMHHMKa Ta 3aTBEPAXEHOMY MEeTof)

(E421), nonokcamep BTOPVHHE BMNpo6yBaHHA /13 3a NokasHNKOM
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
188, Boga ans naKkyBaHHs rOTOBOr0O «lgeHTudikauis, KinbkicHe BU3HAYEHHS
iH'ekuili), 1 ronkoto npoaykty: A660TT Ta NpoAyKTU po3kiagy MeToaom
Ta 1 agantepom B Bionogxukanc b.B., BEPX». [logaTkoBo, peaaKuiiHi
KapTOHHI KOopoo6Li HigepnaHgu; npaBkn B MeTOAax KOHTPOSI0
KOHTPO/Tb AKOCTi 3@ «MonekynspHa maca nonimepa
BCiMa napameTpamu MEeTOZOM refib-NMPOoHKKaovol
3a BUK/TIOYEHHAM Xpomatorpadii», «Po3UMHEHHS
TecTy "bakTepiasibHi nikapcbKoro 3acoby metogoMm BEPX»,
€H0TOKCUHU", «OfHOPIgHICTb [03K, WO
nepBuHHE [0CTaB/ISAETLCA MeTOAOM BEPX»,
nakyBaHHS NOPOLLKY: «OfHOpPIgHICTb A030BaHUX OAUHULL
CaHpo3 'm6X, MEeTOA0M MPSMOro BU3HAYEHHS».
ABCTPisi; KOHTPO/b 3MmiHu | TNy - 3MiHKW 3 AKOCTI. [0TOBWIA
SAKOCTi 3a BCiMa nikapcbkuii 3aci6. KOHTpOb roToBOro
napameTtpamu 3a NiKkapcbKoro 3acoby. 3miHa y MeToaax
BUK/TOYEHHAM BUMNPOOYBaHHSA rOTOBOTO MiKAPCHKOro
MONeKYAPHOI Macu 3acoby (He3HayHa 3MiHa y
nonimepy Ta Tecty 3aTBEPXEHNX MeToAax
"BakTepianbHi BMNPOOYBaHHSA) HE3HAYHI 3MiHW B
€HA0TOKCUHN'": 3aTBEPMKEHOMY METOfi KOHTPO/IO
CaHpo3 'vm6X, N3 3a nokasHukoM «Bopaa, meTog,
ABCTpist; K.diwepa (KkyNOHOMETPUYHNIA)»
BMPOGHMLITBO
nopotuky in bulk gns
cycnexsii gns
iH'ekwjii: HoBapTic
Papma Arl',
LLiBeiuapis;
KOHTPO/Tb AKOCTI 3@
NOKa3HUKOM
"BakTepianbHi
€HO0TOKCUHN™:
EypodiHc Biochapma
MpopakT TecTiHr
MioHix Fm6X,
HimeuunHa,;
TepMiHa/TbHa
cTepwunisauis
hnakoHiB: CiHepmxu
Xenc [leHikeH Arl,
LLIBeiiuapisi
343. | CUTHIPOP NAP MOPOLLIOK ANs Pekopgari ®paHuis BTOPUHHE LLsenuapis/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/15926/01/02
cycnexsii gns Pea [fizizec nakyBaHHs, BUMYyCK HigepnaHngm marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
iH ekuii no 40 wr; 1 cepii: HoaprTic / AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
NakoH 3 MOPOLLKOM dapma LTeiiH Al, ABcTpisi/ KOHTpO/1b rOTOBOro Nikapcbkoro
Y KOMMNJIEKTi 3 LliBeiiuapis; HimeuunHa 3acoby. 3miHa y MmeTogax
PO3YMHHMKOM MO 2 BMPOGHMNLITBO, BMNPOOYBaHHA rOTOBOrO MiKapCbKOro

M1y nonepeaHbLo

KOHTPO/b SKOCTI,

3acoby (He3HayHa 3MiHa y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3anoBHeHOMyY nepBuHHe 3aTBepKEHNX MeToAax
wnpuyi (kapmenosa nakyBaHHs BUNPOBYBaHHS) HE3HAYHI 3MiHW B
HaTpito, MaHiT PO3UYMHHMKA Ta 3aTBEPAKEHOMY METOS|
(E421), nonokcamep BTOPUHHE BMNpo6yBaHHSA /13 3a Noka3HUKOM
188, Boga aons nakyBaHHs roToBOro «lpeHTudpikauis, KinbkicHe BU3HaYEHHS
iH'ekwjiA), 1 ronkoto npoaykTy: A66oTT Ta NpoAyKTU po3kiagy MeTogom
Ta 1 agantepom B Bionogpxukanc b.B., BEPX». [logatkoBo, pefakLuiiiHi
KapTOHHiA Kopoo6Li HigepnaHaw,; npasku B MeTOAax KOHTPOSIO
KOHTPO/b SKOCTi 3a «MonekynsipHa Maca nonimepa
BCiMa napameTpamu METOZA0M reflb-NPOHUKAHOT
38 BUK/TIOYEHHAM Xpomartorpadii», «Po34YnHeHHs
TecTy "bakTepiasibHi nikapcbKoro 3acoby metonoMm BEPX»,
€HA0TOKCUHN", «OfHOPIQHICTE [03K, WO
nepBuHHe [ocTaBnaeTbca MetTogom BEPX»,
naKyBaHHS MOPOLLKY: «OAHOPIAHICTb A030BaHNX OAUHUL
Canpo3 'v6X, METOA0M NPSMOro BU3HAYEHHS».
ABCTpISi; KOHTPO/b 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA
SKOCTi 3a BCiMa nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
napameTpamu 3a nikapcbkoro 3acoby. 3miHa y meTogax
BUK/OYEHHAM BUNPOOYBaHHA rOTOBOTrO NiKapCbKOro
MOEKYAPHOI Macu 3acoby (He3HayHa 3MiHa y
nonimepy Ta Tecty 3aTBepKEHNX MeToAax
"BakTepianbHi BUNPOBYBaHHS) HE3HaYHI 3MiHW B
€HO0TOKCUMHN'™: 3aTBEPKEHOMY METO/i KOHTPO/IHO
CaHnpo3 'mbX, ['N13 3a nokasHukom «Boga, meTtop,
ABCTpIS; K.diwepa (KynoOHOMETPUYHNIA)»
BMPOGHMLITBO
nopotuky in bulk gns
cycneHsii ans
iH'ekuil: HoBapTiC
dapma Arl,
LLBeiiuapis;
KOHTPO/b AKOCTi 3a
MOKa3HUKOM
"BakTepianbHi
€HO0TOKCUMHN'™:
EypodpiHc Biochapma
MpoaakT TecTiHr
MtoHix TM6X,
Himeuunha;
TepMiHasibHa
cTepunisauis
chnakoHiB: CiHepmxu
Xenc [eHikeH Arl,
LLseliuapis
344. | CUTHI®OP NAP MOPOLLOK ANS Pekopgaari ®paHuis BTOPUHHE LLiBeiuapis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/15926/01/03
cycneHsii ans Pea [isizec nakyBaHHs, BUMYCK Higepnanau mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
iH eKuii no 60 wr; 1 cepii: HosaprTic / AKOCTI. [0TOBWIA NikapcbKuWii 3acib.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

h1aKoH 3 MOPOLLKOM dapwma LUTeitH AT, AscTpis/ KOHTpOsib roToBOro nikapcbKoro

Yy KOMNEKTi 3 LliBeiiuapis; HimeyunHa 3acoby. 3miHa y meTofax

PO3UYMHHWKOM MO 2 BMPOGHULITBO, BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro

M1y nonepegHs0 KOHTPO/b SKOCTI, 3acoby (He3HayHa 3MiHa Y

3anoBHeHOMyY nepBuHHe 3aTBEPAKEHNX METOAAX

wnpuui (kapmenosa nakyBaHHs BUNPOOYBaHHA) HE3HAYHI 3MiHW B

HaTpito, MaHIT PO3YMHHMKA Ta 3aTBEPMHKEHOMY MeTogi

(E421), nonokcamep BTOPUHHE BUNPO6YBaHHsA /13 3a Noka3HUKOM

188, Boga ans

iH'exuiii), 1 ronkoto
Ta 1 agantepom B
KapTOHHiiA Kopo6Li

nakyBaHHs r0TOBOr0
npoaykty: A66oTT
Bionompxukanc b.B.,
HigepnaHgu;
KOHTPO/Tb AKOCTI 3@
BCiMa napameTpamu
3a BUK/IIOYEHHAM
TecTy "BakTepiasbHi
€HO0TOKCUMHK",
nepBuHHe
nakyBaHHS NOPOLLKY:
CaHpo3 'm6X,
ABCTPIfl; KOHTPO/b
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOJIEKY/IAPHOI Macu
nonimepy Ta Tecty
"BakTepianbHi
€HAOTOKCUHN":
CaHpo3 'm6X,
ABCTpISi;
BMPOGHMLITBO
nopotuky in bulk gns
cycnensii gns
iH'ekuji: HoBapTic
dapma Arl,
LBeliuapis;
KOHTPO/Tb AKOCTI 3@
NOKa3HUKOM
"BakTepianbHi
€HAOTOKCUHN":
EypodiHc Biothapma
MpopakT TecTiHr
MrioHix TmM6X,
HimeuunHa,
TepMiHasibHa
cTepunisauis
hnakoHiB: CiHepxu
Xenc [leHikeH Arl,

«lgeHTudikalis, KinbkicCHe BU3HAYEHHS
Ta NpoAyKTW po3kiagy MeToAoMm
BEPX». [lonatkoBo, pefakLiiiHi

npaBkn B MeTofax KOHTPOSI0
«MonekynspHa maca nonimepa
METO/0M refb-nNpoHuKaoyor
Xpomarorpadii», «Po3umHeHHs
nikapcbKoro 3acoby metogoMm BEPX»,
«OpfHOPIAHICTL 403K, WO
[,0CTaB/ISETLCA MeToA0oM BEPX»,
«OAHOPIAHICTb A030BaHNX OAUHULb
MEeTOAO0M NPSIMOro BU3HAYEHHS».
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3acoby (He3HayHa 3MiHa Y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHA) HE3HAYHI 3MiHW B
3aTBEPMKEHOMY METOfi KOHTPOO
/13 3a nokasHukom «Boga, MeTop,
K.®diwepa (KynOHOMETPUYHUIA)»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
LLIBeliLapist
345. | CUHIYNAP® TabneTkn XyBasbHi OpraHoH LLiBeiiuapi BupobHuk Benvka BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/10208/01/01
no 4 wmr; no 14 CeHTtpan Ict A Hepo3chacoBaHol BpuTtaHis/ marepianis: 3miHu | Tuny - peyenmom
TabneTok y 6nictepi; 6X npoaykuii, nepeuHHa | HigepnaHan AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
no 2 6nictepu B Ta BTOPUHHA / Benebris BMPOGHUYOI AiNbHULI (BKNOYA0UM
KapTOHHI Kopoo6Li ynakoBka, KOHTPO/1b AinbHUUi ana A®l, npomixkHoro
AKocTi: OpraHoH npoaykTy abo roToBOro NikapCbKoro
dapma (UK) 3acoby, AiNbHULi 4118 NPOBEeAEHHS
Nimiten, Benvka nakyBaHHsi, BAPOOHUKa,
BpuTanis; MNepBuHHA BiANOBIAa/ILHOIO 3a BUMYCK Cepil,
Ta BTOPUHHA MicLLe NPOBeAEHHS KOHTPOSIIO cepii)
ynakoBka, KOHTPO/1b abo noctavasibHVKa BUXIAHOMO
AKOCTI, A,03BIN HA Marepiany, peareHTy abo fOMNOMiKHOT
BUNycCK cepii: Mepk PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE)
LWapn i foym B.B., BunyueHHs BupobHuka (Sugai
HigepnaHvgu; [o3Bin Chemical Industry Co., Ltd, Japan)
Ha BUMycK cepii: NPOMIXHOI CMOJyKM - MOHOaNbAeriay,
LWepiHr-Mnay J1a6o sIKa BUKOPUCTOBYETbLCS B NOA&UTbLLOMY
H.B., Benebris CUHTESI Ail040i PEe4OBUHM.
3anMwaeTbesa anbTepHaTUBHUIA
nocTavyasibHUK NPOMDKHOI CMOMYKM
Aiony HaTpilo MOHTeNykacTy (cnosyka
V), Zhejiang Apeloa Kangyu
Pharmaceutical Co., Ltd., Kutaii,
KOTpUiA CUHTE3YE MOHOAsIbAETIA A0
NPOMKHOI CNOyKW Aion. MpoMidKHWIA
NpPoOAyKT AjioN noctayaetbes o MSD
International GmbH, IpnaHgis, ge
CUHTE3 TpMBAE [0 KiHLEBOI NikapCbKoi
PEYOBUHM - MOHTENYKACTY HAcCTpIto.
MSD International GmbH 6inbLue He
3[jiicHIOBaTUME NOBHWIA CUHTE3
NiKapCbKOT PeYOBNHN MOHTEYKacTy
HaTpito
346. | CUHI'YNAP® TabneTkn XyBasbHi OpraHoH Lseliuapi Brpo6HMK Benuvka BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/10208/01/02
no 5 mr; no 14 CeHTtpan Ict A Hepo3chacoBaHol BpuTtaHis/ marepianis: 3miHu | Tuny - peyenmom
Tabnetok y 6nictepi; 6X NpoAayKuii, nepenHHa | HigepnaHau AIMiHICTpaTVBHI 3MiHW. BunyyeHHs
no 2 6nictepu B Ta BTOPUHHA / Benebris BMPOOHUYOI AiNbHULI (BKNOYA0UM

KapTOHHI Kopoo6Li

ynakoBkKa, KOHTPO/1b
AKOCTi: OpraHoH
dapma (UK)
Nimiten, Benvka
BputaHis; MepBuHHa
Ta BTOpPVHHA
ynakoBkKa, KOHTPO/1b
AKOCTI, A03BiN Ha
BMNyCK cepii: Mepk
LWapn i floym B.B.,

AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro MikapCbKoro
3acoby, AiNbHULi A8 NPOBEAEHHS
nakyBaHHs, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepil,
MiCLie NPOBeAEHHS KOHTPOSIIO cepii)
ab0o noctavasnibHVKa BUXIAHOMO
Marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE)
BunyueHHs BupobHuka (Sugai
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Higepnavgu; [o3Bin
Ha BUMycK cepii:
LepiHr-Mnay /1a6o
H.B., Benebris

Chemical Industry Co., Ltd, Japan)
MPOMDKHOT CMOJTYKM - MOHO&UTbAETIAY,
SIka BUKOPUCTOBYETHCS B NOAA/TbLLOMY
CUHTESI Ajil040i Pe4OBUHM.
3anmwaeTbea anbTepHaTUBHUIA
nocTavyasibHUK NPOMDKHOI CMOMYKM
Aio/Ty HaTpilo MOHTeNykacTy (cnosyka
V), Zhejiang Apeloa Kangyu
Pharmaceutical Co., Ltd., Kutaij,
KOTpUiA CUHTE3y€E MOHOAsIbAETIA A0
NPOMKHOI CNOyKW Aion. NpoMiKHWIA
NPoOAYKT AjioN noctayaeTbecs o MSD
International GmbH, IpnaHgis, ge
CUHTE3 TpMBAaE [0 KiHLEeBOI NikapCbKoi
PEYOBWHM - MOHTENYKACTY HacTpito.
MSD International GmbH 6inbLue He
3[jiicHIOBaTUME NOBHWI CUHTE3
NiKapCbKOT Pe4OBNHN MOHTE/YKacTy
HaTpito

347.

CUHIYNAP®

TabneTkn, BKpUTI
NNiBKOBOIO
o60s10HKol0, No 10
Mmr, no 14 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHIA KOpooLi

OpraHoH
CeHtpan Ict
v6X

LLiBeiiuapi
P

BupobHuk
Hepo3dghacoBaHol
NpoAyKLii, NnepBUHHa
Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
AaKocTi: OpraHoH
dapma (UK)
Nimiten, Benvka
BpuTaHis;
MNepBuHHa Ta
BTOPUHHA YNakoBKa,
KOHTPO/b SIKOCTI,
[103BiN Ha BUMNYCK
cepii: Mepk Wapn i
Joym B.B.,
Higepnaxau; [o3Bin
Ha BUMYCK cepii:
LepiHr-Mnay J1a6o
H.B., Benebris

Benvka
BpuTtaHis/
HigepnaHngm
| Benbria

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AiNbHULI (BKNOYA0UM
AinbHUUi ana A®l, npomixkHoro
npoaykTy abo roToBOro NikapCbKoro
3acoby, AiNbHULi 4118 NPOBEeAEHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAa/ILHOIO 3a BUMYCK Cepil,
MicLie NpOBeAEHHS KOHTPOSIIO cepii)
abo noctavasibHVKa BUXIAHOMO
Marepiany, peareHTy abo fOMNOMiKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE)
BunyueHHs BupobHuka (Sugai
Chemical Industry Co., Ltd, Japan)
NPOMDKHOT CMOJYKM - MOHO&/TbAETIAY,
SIka BUKOPUCTOBYETHCS B NOAA/TbLLOMY
CUHTESI Ajil040i Pe4OBUHM.
3anMwaeTbesa anbTepHaTUBHUIA
nocTavyasibHUK NPOMDKHOI CMOMYKM
Aiony HaTpilo MOHTeNykacTy (cnosyka
V), Zhejiang Apeloa Kangyu
Pharmaceutical Co., Ltd., Kutaii,
KOTpUiA CUHTE3YE MOHOAsIbAETIA A0
NPOMKHOI CNOyKW Aion. NpoMidKHWIA
NpPoOAYKT AjioN noctayaetbes o MSD
International GmbH, IpnaHgis, ge
CUHTE3 TpMBAE [0 KiHLEBOI NikapCbKoi
PEYOBWHM - MOHTENYKACTY HacTpito.

3a
peyenmom

UA/10208/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

MSD International GmbH 6inbLlue He
3[jiicHIOBaTUME NOBHWI CUHTE3
NiKapCbKOT Pe4OBNHN MOHTE/YKacTy
HaTpito

348.

CUHTOMILUVH

NiHiMeHT 5 % no 25 1
y Ty6i, no 1 1y6i B
nauwi

AT
"Ny6Hnchapm"

YkpaiHa

AT "ly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tvny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymosax 36epiraHHs
roTOBOrO JlikapcbKoro 3acoby (3miHa B
ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHSA/BIAHOBNEHHS) 3MiHA B
ymoBax 36epiraHHsi roToBOro
nikapcbKoro 3acoby. 3aTBepakeHo:
36epirati B OpuUriHasIbHI ynakoBLi
npu Temnepartypi He Buwe 15°C. He
3aMOpOoXyBaTu. 3anponoHOBaHO:
36epirati B OpuUriHasIbHI ynakoBLi
npu TemnepaTtypi He BuLLe 25° C. He
3amopoxyBaTu. BBegeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPKEHHS.

6e3
peyenma

nionsieae

UA/4683/01/01

349.

CIHPAN3

MOPOLLIOK Ta
PO3YMHHVIK A9
PO3YUHY AJ151 iH'EKLLIA
no 500 MO; no 2
dhnakoHu 3
nopoLuKom, 2
dnakoHm 3
PO3YMHHUKOM, 2
npucTpoi ansa
nepeHeceHHs 3
inbTPOM, 2
0/IHOPa30BUX
Lwnpuuym o6’emom 10
M, 2 Habopu ans
BEHENyHKLUIT i 2
3aXVCHUX KUMKW Y
KapTOHHI KopooLi

Takena
MaHydekuypiH
r ABcTpist Al

AscTpis

[03BiN Ha BUMYCK
cepii: Takega
MaHydekuypiHr
ABcTpisi Al, ABCTpis;
BMPOGHMLTBO 13,
nepBuHHE Ta
BTOPUHHE
nakysaHHs 13,
KOHTPO/b AKOCTI
cepii: Takega
MaHydekuypiHr
ABcTpist Al', ABCTpis;
KOHTPO/Ib SKOCTI
cepi:
"CTepunbHICTL" Ta
"EHOOTOKCUHN":
Takepa
MaHydekuypiHr
ABCTpisi Al', ABCTpis;
BMPOGHMLITBO,
nepBrHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI
po3uMHHMKa: 3irdopig,
XamesibH T'M6X,

AscTpis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3miHu Il Tuny - 3MiHK 3
sIKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
Cucrtema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHa y NepBUHHII ynakoBL,i roTOBOro
NiKapcbKoro 3acoby (sKicHWi Ta
KinbkicHuiA cknag) - CTepubHi
nikapcbki 3ac06u Ta Nikapcbki 3acobmn
6i0/10riYHOro/iMyHOOTIYHOTO
NOXOAXXEHHS - BHECEHHSA 3MiH A0
marepianiB peecTpauiiHoro focke, a
came BBeeHHA a/lbTepHaTUBHOI
6pombyTMNI0BOT r'yMOBOI NPO6KY Bif
Datwyler ansi 5 mn ctepuibHOT BOAM
Ans iH'ekuin (SWFI) BupobHuuTtea
Siegfried Hameln GmbH, gogartkoso
[0 3aTBEPKEHOT X/10p6byTUN0BOI
rymoBoi npo6ku Big West Pharma, sika
BUKOPWCTOBYETLCA 3apas

3a
peyerimom

UA/18748/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HimeyumHa
350. | CKAMPI3I PO3YUH ANst iH'EKLNA E66BI LLiBeiiuapi TecTyBaHHs: E66BI cuwA/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/17970/01/02
no 150 mr/1 mn; 1 Biohapmacbio A Biopicepu CeHTep HimeuunHa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
nonepegHL0 Tikan3 M’m6X IHK, CLLA,; akocTi. A®l. Bupo6bHMUTBO. 3MmiHa
HanoBHeHU BMPOOHULITBO BUPOGHMKA BUXIAHOrO/NPOMIXHOro
CKISHWIA WnpuL, niKapcbKoro 3acooby, npoayKTy/peareHTy, L0
BMOHTOBaHWA y TecTyBaHHs, BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
aBTOIHXEKTOP; N0 nepBuHHe npoueci A®l, a6o 3miHa BUpPO6HMKaA
ofHOMY nakyBaHHs: E66BI (BKnOYaroum, ae HeobXigHO, Micue
aBTOIHXEKTOPY Y BiotekHonogxi T, npoBefeHHs KOHTposIo sakocTi) A®I (3a
KapTOHHIA KopooLi CLA; BTOpUHHE BiCYTHOCTI cepTudikata
nakyBaHHs, BiANOBIAHOCTI €BpONenchbkili
TeCTyBaHHS, BUNYCK chapmakonei y 3aTBepaKeHOMy [0CbE)
cepii: E66BI (3miHM o 3axogiB, NOB'A3aHUX 3
[Joinuneng MrmeX i KoHTponem A®l, abo goaasaHHsA
Ko. KI', HimeuyuunHa; AiNbHULI, e NPoBOANTLCSA
TecTyBaHHs: Yapnb3 KOHTPO/L/BUNPOBYBaHHSA cepil)
Pisep NlabopaTopis nofasaHHa AbbVie Biotechnology
xepmani M'm6X, Limited, Road Number 2, Km 59.2,
HimeuunHa Barceloneta, Puerto Rico, 00617,
USA, siK a/ibTepHaTUBHOI BUPOOHNYOT
LOinbHUUI, BignoBiganbHoi 3a
TecTtyBaHHA ADI npy BUNYCKY Ha
npegmeT BU3HAUYEHHS Gisika KNiTUHKU-
rocnogaps (HCP) 3 BUKOpUCTaHHAM
iMmyHO(bepmeHTHOro aHanisy ELISA v2.
3MiHn Il Tuny - 3miHn 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuXigHOro
martepiany/npomikHOro
npoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (CyTTEBA 3MiHA Y
6ionorivHoMy/imyHoNoriyHoMy/iMyHOXi
Mi4YHOMY MeTOoAi BUNpobyBaHHSA abo
MeTofi, Y AKOMY BUKOPUCTOBYETHCSA
6ionoriyHnin peareHT Ans 6ionoriyHoro
A®I, abo inoro 3amiHa) 3amiHa
iMYHO/OMYHOTO METOAY BU3HAYEHHS
6inka knitnHn-rocnogaps HCP (Host
Cell Protein) ELISA v1 Ha HCP ELISA
V2, WO BMKOPUCTOBYETLCA Mif, yac
KOHTPOJTH0 aKTUBHOT cybcTaHLii
picaHkizymaby
351. | CO/TAKYTAH® renb, 30 mr/r; no 25 TOB "MIBE YkpaiHa mi6e Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpavlinHmx 3a UA/18872/01/01
ry Ty6i; no 1 Ty6iy YKPAIHA" ApuHaiimiTTens martepianis: 3mMiHu | TNy - 3MiHK WoOA0 | peyernmom

nauwi

6e3nekun/edhekTVBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
OHoBrieHHs po3ginis «JATA
3AKIHUEHHA TEPMIHY
NMPNOATHOCTI», <HOMEP
PEECTPAL|IAHOIO
MNMOCBIAYEHHSA» Ta «<HOMEP CEPIT
NIKAPCbKOIO 3ACOBY» y TekcTi
MapKyBaHHSA BTOPUHHOI yrakoBKW
nikapcbKoro 3acoby. TepMiH BBEAEHHS
3MiH - MPOTAroM 6 MicAuis nicns
3aTBEPMAKEHHS.
352. | CO/NIAHTPA® Kpem, 10 mr/r; no 30 Fangepma CA | LUBeiiuapi Bupo6bHuuTBO, PpaHuis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/16320/01/01
ry Ty6i; no 1 Ty6i B A nakyBaHHs, marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
KapTOHHI KopooLi MapKyBaHHs1, akocTi. CepTtudpikat BignosigHocTi/lE-
BMNPO6YBaHHA cepTudikar BiANoBiAHOCTI
KOHTPO/IO AKOCTI, €Bponeiicbkil
BMNPOGYBaHHSA hapmakonei/moHorpadii. NMogaHHA
cTabifibHOCTI Ta HOBOro abo OHOBMEHOro cepTudikarTa
BMNYCK Cepiii: BiANOBIAHOCTI 260 BUNYYEHHS
NABOPATOPII cepTudikara BifgnosigHOCTI
FTANAEPMA €Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHunii cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 1998-138 -
Rev 05 (3atBepmxkeHo: R1-CEP 1998-
138 - Rev 04) ana Ad| iBepmeKkTUHY
Bif} BX€ 3aTBEPAXEHOro BUPOGHUKA
HOVIONE PHARMASCIENCE
LIMITED, Makao
353. | CONMEAYM® ANA | racTpope3nCTeHTHI Kaccenna-meg | HimeuyunH HaHeCeHHS HimeuunHa/ BHECEHHS 3MiH [0 peecTpavinHmx 6e3 UA/15105/01/02
DITENA Kancynm m siki, no Mv6X & Ko. KI a NOKPUTTS, BTOPVHHE PymyHis martepianis: 3mMiHu | Tuny - peuenma
100 wmr; no 20 nakyBaHHs, AfMiHICTpaTMBHI 3MiHW. 3MiHa
Kancyn y 6nicrepi; KOHTPO/b AKOCTI, HaliMeHyBaHHs Ta/abo agpecy Micus
no 1 6nictepy B BUNYCK cepil: NPOBaPKEHHS AiS/IbHOCTI
KapTOHHI kopo6uyj; Knoctepdpay BMPOGHMKa/iMnopTepa rotoBoro
no 25 karncyny BepniH TM6X, nikapcbKoro 3acoby, BKIoYauy
6nictepi; no 2 abo 4 HimeuunHa OinbHUL BUNYCKy cepii abo micue
6nictepu B nepsBuHHe NpPOBefEeHHS KOHTPO/IHO SKOCTI.
KapTOHHI KopooLi nakyBaHHs: (BisanbHICTb, 3a Ky Bignosigae
ApTecaH ®apma BUPOGHMK/IMNOPTEpP, HE BKIOYaum
'MBX & Ko. KT, BMNYCK cepiil) - 3miHa Ha3Bu Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HimevunHa afipecy MicLs NPOBaKEHHS
BTOPWHHE OiSNBHOCTI 3aTBEPAXEHOrO
nakyBaHHs: BMPOGHUKA, BiAMNOBIAa/IbHOIO 3a
ApTtecaH ®apma BMPOGHMLITBO Karcy/ (6e3 nokpuTTs)
'vBX & Ko. K, in bulk 6e3 3MiHM MicLs BUPOGHMLITBA
HimeuunHa
BTOPWHHE
nakyBaHHS:
ApTecaH ®apma
'vbX & Ko. K,
HimeuunHa
BMPOGHMLITBO
kancyn (6e3
nokpuTTA) in bulk:
KatasneHt
HimeuunHa E6epbax
'mM6X, HimeuunHa
BMPOGHMLITBO
kancyn (6e3
nokpuTTA) in bulk:
Csicckanc PymyHis
CP/1, PymyHis
354. | CONEAYM® racTpope3nCTEHTHI Kaccenna-meg | HimeuuuH HaHeceHHs Himeuunna/ BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 UA/15105/01/01
DPOPTE Kancynm m siki, no v6X & Ko. KI a NOKPUTTS, BTOPUHHE PymyHis marepianis: 3miHu | TUny - peyenma
200 wmr; no 20 nakyBaHHs, AAMiHICTpaTVBHI 3MiHW. 3MiHa
Kancyn y énicrepi; KOHTPO/b AKOCTI, HalilMeHyBaHHs Ta/abo agpecu mMicus
no 1 6nictepy B BWMYCK Cepii: NPOBaKEHHS AiS/TbHOCTI
KapTOHHI kopobuyj; Knoctepdpay BUPOGHMKa/iMnopTepa rotoBoro
no 25 kancyny Bepnin T'm6X, NiKapcbKoro 3acoby, BKIoYaoum
6nictepi; no 2 abo 4 HimeuunHa AinbHULI BUNYCKy cepii abo micue
6nictepy B nepBrHHE NPOBEeEHHA KOHTPOJIIO SKOCTI.
KapTOHHI Kopoo6Li nakyBaHHs: (aisnbHICTb, 3a AKy Bignosigae
ApTtecaH ®apma BMPOGHMK/iIMNOpTep, He BKIYaloum
'vbX & Ko. K, BMNYCK cepiit). 3mMiHa Ha3BM Ta agpecu
HimeuunHa MiCLA NPOBaKEHHS AiS/IbHOCTI
BTOPWHHE 3aTBEPLKEHOr0 BUPOGHUKA,
nakyBaHHs: BiANOBIA&/ILHOIO 3a BUPOGHULTBO
ApTecaH ®apma kancyn (6e3 nokputTs) in bulk 6e3
'vBX & Ko. K, 3MiHW MiCLil BUPOGHMLTBA.
HimeuunHa
BTOPWHHE
nakyBaHHS:
ApTtecaH ®apma
'MBX & Ko. KT,
HimevunHa
BMPOOHULITBO

kancyn (6e3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nokputTs) in bulk:
KataneHt
HimeuunHa E6epbax
mM6X, HimeuunHa
BMPOGHMLITBO
Kancyn (6e3
nokputTs) in bulk:
Caicckanc PymyHis
CPJ1, PymyHis
355. | COMABEPT niogpinizat gns Mcpaiizep Eitu. CLIA Brpo6HMUTBO, Benebris/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/17108/01/01
PO3UUHY AJ151 iH'EKLLIA Ci. MNi. KOHTPO/b AKOCTI Ta IpnaHgis martepianis: 3miHu | Tuny - peuenmom niosnsieae
no 10 wr; 10 KopnopeiwH BWMYCK Cepii BOAM AfMiHICTpaTMBHI 3MiHWN. 3MiHa
h1aKoHiIB 3 ONs iH eKuin y HaliMeHyBaHHs Ta/abo agpecu Micus
niocpinizatom y nonepegHsL0 NPOBaPKEeHHA AiS/IbHOCTI
NPOMIXHIM HarnoBHEHNX BUPOGHMKa/iMnopTepa rotoBoro
KapTOHHI kopo6uyj; Lwnpuuax, nikapcbKoro 3acoby, BKIoUayn
3 NPOMDXHI KapTOHHI ofHovacHe OinbHULL BUNYCKY cepii abo micue
KOPOGKM B KOMNAEKTI nakyBaHHs Ta NPOBeLEHHS KOHTPO/IHO AKOCTI.
3 30 nonepeaHbLO MapKyBaHHS1 BOAM (misnbHiCTb, 3a AKy Bignosigae
HanoBHEHUMU ANs iH ekuin Ta BUPOGHMK/IMNOPTEP, BKIOYAKOUN
wnpuyamu 3 niKapcbKoro 3acooby; BUMYCK cepili) AGMiHICTpaTMBHA 3MiHa
PO34MHHKKOM (BOAA BUPOGHULITBO afipecu 3aTBepMAXEHOT BUPOGHMYOT
Ans iH'ekujin) no 1 nNiKkapcbKoro 3acoby AinbHuui TN3 Mdalizep
ma Ta 30 in bulk Ta nepsuHHe MentocbekuypuHr Benbria HB gns
6e3neyHrMm nakyBaHHS; BUMYyCK npuBeaeHHs y BiANOBIAHICTb A0
rosikaMy B KapTOHHIl cepii nikapcbkoro afpecy 3a3HavyeHoi Ha cainTi
Kopoo6ui 3aco6y; KOHTPO/Ib EudraGMDP. He 6yn0 X04HUX 3MiH y
AKOCTI NMiKapcbKoro Ha3Bi BUPOOHNYOI AiNbHUL,
3acoby, 3a Qi34HOMY po3TallyBaHHI AiNbHULL,
BUK/TIOYEHHAM TECTY npoueci Ta KOHTPO/Ii, NOB’A3aHOMY 3
"BioaHaniz": BMPOGHMLITBOM NiKapCbKOro 3acoby.
Mdpaiizep 3MiHM BHECEHO B IHCTPYKLit0 ANs
MeHtochekuypuHr MeMNYHOro 3aCTOCYBaHHS NiKapCbKoro
Benbria HB, benbris 3acoby y po3gin «Micue3HaxomKeHHs
BMpo6HUKa Ta agpeca Micusa
KoHTponb skocTi NPOBaKEHHS Or0 AiS/IbHOCTI» 3
nikapcbKoro 3acooby: BIANOBIAHUMY 3MiHAMW Y TEKCTi
Mdpaiizep IpneHa MapKyBaHHS YNakoBKW Nikapcbkoro
dPapmaceyTukasc, 3aco6y. TepmiH BBELEHHS 3MiH -
IpnaHgis npotsArom 12 micauis nicns
3aTBEPKEHHS.
356. | COMABEPT niocpinisat ans Mdparizep Enu. CWA BupobHnuTBO, Benbrisi/ BHECEHHS 3MiH 40 peecTpavuiiHnX 3a He UA/17108/01/02
PO34UHY AN151 iH'EKLLIA Ci. Mi. KOHTPO/b AKOCTI Ta IpnaHgis martepianis: 3miHu | Tuny - peyenmom niosnsieae
no 15 wr; 10 KopnopeiiwH BUNYCK cepii BOau AAMiHICTpaTVBHI 3MiHW. 3MiHa
h1aKkoHiIB 3 ONs iH eKuin y HalilMeHyBaHHs Ta/abo agpecu micus
niocpinizatom y nonepegHbL0 NpoBaPKeHHSA AiS/IbHOCTI
NPOMIXKHIl HanoBHEHUX BUPOGHMKa/iMnopTepa rotoBoro

KapTOHHI kopobuj;

Lwnpuuax,

NiKapcbKoro 3acoby, BKYakum
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3 MPOMIiXHi KApPTOHHI ofHoYacHe AinbHULI BUNYCKY cepii abo micue
KOpPOOGKM B KOMMNEKTI nakyBaHHs Ta NpoBeAEHHA KOHTPOJIIO SKOCTI.
3 30 nonepefHLO MapKyBaHHA BOAM (aisnbHIiCTb, 3a AKy Bignosifae
HanoBHEHUMM ANA iH ekuin Ta BMPOGHMK/IMNOpTEp, BKIOYaYM
wnpuuamu 3 nikapcbKoro 3acoby; BMNYCK cepiil) ALMiHiCTpaTMBHa 3MiHa
PO34MHHUKOM (BOAA BMPOGHMLITBO ajipecy 3aTBepLKEHOI BUPOOBHNYOT
ANns iH'ekujn) no 1 nikapcbkoro 3acoby AinbHuui MN3 MNdalizep
mn Ta 30 in bulk Ta nepBuHHE MeHtodpekuypuHr benbris HB ansa
6e3neyHrMm nakyBaHHs; BUMYCK npuBeaeHHs Yy BIANOBIAHICTb A0
rosikaMy B KapTOHHIl cepii nikapcbkoro afjpecy 3a3HavyeHoi Ha canTi
Kopoobui 3aco6y; KOHTPOJ1b EudraGMDP. He 6y/10 X0AHUX 3MiH y
AKOCTI NiKapCbKOro Ha3Bi BUPOOHNYOI AiNbHULY,
3acoby, 3a i3MYHOMY po3TallyBaHHi AiNbHUL,
BUK/IOYEHHAM TecTy npoLeci Ta KOHTPOi, NOB’A3aHOMY 3
"BioaHani3": BMPOBHMLTBOM MiKapCbKoro 3acoby.
Mdpaiizep 3MiHN BHECEHO B iHCTPYKLit0 Ans
MeHtodekuypuHr MeAMYHOro 3acTOCYBaHHA NikapCbKoro
Benbria HB, benbris 3acoby y po3gin «Micue3HaxomKeHHs
BMPO6HMKA Ta agpeca Micua
KoHTponb skocTi NpOoBaMKEHHS NOro AiANbLHOCTI» 3
nikapcbKoro 3acoby: BIANOBIAHUMY 3MiHAMW Y TEKCTi
Mdpaizep IpneHg, MapKyBaHHS! yNakoBKU /TiKapCbKoro
dapmaceyTukanic, 3aco6y. TepMiH BBEEHHS 3MiH -
IpnaHgis npoTarom 12 micauis nicns
3aTBEPAKEHHS.
357. | COMABEPT niocpinizat ans Mchaiizep Eitu. CWA Bupo6bHuuTBO, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/17108/01/03
PO3UnNHY A5 iH'EKLA Ci. Mi. KOHTPO/Ib AKOCTi Ta IpnaHgis marepianis: 3miHu | Tuny - peyenmom nionsizae
no 20 wr; 10 KopnopeiiwH BWMYCK cepii BogM AZMiHICTpaTMBHI 3MiHN. 3MiHa
(h1aKoHIB 3 ONs iH eKuin y HaliMeHyBaHHs Ta/abo agpecu Micus
niogpinizatom y nonepeAHL0 NPOBaKEHHS AiS/IbHOCTI
NPOMIKHIl HarnoBHEHNX BMpOGHMKa/iMnopTepa rotoBoro
KapTOHHI kopobuyj; Lwnpuuax, niKkapcbKoro 3acoby, BKoYaoum
3 NPOMIXHi KapTOHHI ofiHoyacHe OiNbHULI BUNYCKY cepii abo micue

KOPOGKM B KOMMEKTI
3 30 nonepeaHbLO
HanoBHEHVMMU
Lnpuuamu 3
PO34MHHMKOM (BOAA
ANns iH'ekujn) no 1
mn Ta 30
6e3neyHrmMm
rosikamu B KapTOHHIl
Kopoo6Li

nakyBaHHs Ta
MapKyBaHHs1 BOAM
ANs iH ekuin Ta
nikapcbKoro 3acooby;
BMPOOHULITBO
nikapcbkoro 3acoby
in bulk Ta nepBuHHe
nakyBaHHS; BUNYCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
AKOCTI JliKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TecTy
"bioaHanis":
Mdpbalizep

NPOBEeJEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a SKy Bignosifae
BMPOGHMK/IMNOpTEp, BKIOYAYN
BMNYCK Ccepiil) AgMiHiCTpaTMBHA 3MiHa
ajpecu 3aTBepKeHOl BUPOBHNYOT
AinbHuui M3 Mdalizep
MeHtocbekuypuHr Benbria HB ans
npuBeLEeHHs y BIANOBIAHICTb A0
ajpecy 3a3HayveHol Ha cawTi
EudraGMDP. He 6y/10 X04HUX 3MiH Y
Ha3Bi BUPOBHNYOI AiNbHUL,
i3MyHOMY po3TallyBaHHi AiNbHUL,
npoLeci Ta KOHTPOi, NOB’A3aHOMY 3
BMPOBHMLTBOM NiKapCbKoro 3acoby.
3MiHM BHECEHO B iHCTPYKUIiO Ans
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MeHtodekuypuHr MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
Benbrist HB, benbris 3acoby y po3gin «MicLe3HaxomKeHHs
KoHTponb akocTi BMPOGHMKA Ta agpeca Micua
nikapcbKoro 3acoby: NPOBaKEHHS Or0 OiS/IbHOCTI» 3
Mdpaiizep IpneHg, BiAMNOBIAHUMU 3MiHAMU Y TEKCTI
dapmaceyTukasnc, MapKyBaHHS! yNakoBKW /iKapCbKoro
Ipnangjs 3aco6y. TepmiH BBELEHHS 3MiH -
npotsarom 12 micauis nicns
3aTBEPKEHHS.
358. | COMABEPT niogpinizat gns Mcpaiizep Eitu. CLIA Brpo6HMUTBO, Benebris/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/17108/01/04
PO3UUHY AJ151 iH'EKLLIA Ci. MNi. KOHTPO/b AKOCTI Ta IpnaHgis martepianis: 3miHu | Tuny - peuenmom niosnsieae
no 30 wr; 10 KopnopeiwH BWMYCK Cepii BOAM AfMiHICTpaTMBHI 3MiHWN. 3MiHa
h1aKoHiIB 3 ONs iH eKuin y HaliMeHyBaHHs Ta/abo agpecu Micus
niocpinizatom y nonepegHsL0 NPOBaPKEeHHA AiS/IbHOCTI
NPOMIXHIM HarnoBHEHNX BUPOGHMKa/iMnopTepa rotoBoro
KapTOHHI kopo6uyj; Lwnpuuax, nikapcbKoro 3acoby, BKIoUayn
3 NPOMDXHI KapTOHHI ofHovacHe OinbHULL BUNYCKY cepii abo micue
KOPOGKM B KOMNAEKTI nakyBaHHs Ta NPOBeLEHHS KOHTPO/IHO AKOCTI.
3 30 nonepeaHbLO MapKyBaHHS1 BOAM (misnbHiCTb, 3a AKy Bignosigae
HanoBHEHUMU ANs iH ekuin Ta BUPOGHMK/IMNOPTEP, BKIOYAKOUN
wnpuyamu 3 niKapcbKoro 3acooby; BUMYCK cepili) AGMiHICTpaTMBHA 3MiHa
PO34MHHKKOM (BOAA BUPOGHULITBO afipecu 3aTBepMAXEHOT BUPOGHMYOT
Ans iH'ekujin) no 1 nNiKkapcbKoro 3acoby AinbHuui TN3 Mdalizep
ma Ta 30 in bulk Ta nepsuHHe MentocbekuypuHr Benbria HB gns
6e3neyHrMm nakyBaHHS; BUMYyCK npuBeaeHHs y BiANOBIAHICTb A0
rosikaMy B KapTOHHIl cepii nikapcbkoro afpecy 3a3HavyeHoi Ha cainTi
Kopoo6ui 3aco6y; KOHTPO/Ib EudraGMDP. He 6yn0 X04HUX 3MiH y
AKOCTI NMiKapcbKoro Ha3Bi BUPOOHNYOI AiNbHUL,
3acoby, 3a Qi34HOMY po3TallyBaHHI AiNbHULL,
BUK/TIOYEHHAM TECTY npoueci Ta KOHTPO/Ii, NOB’A3aHOMY 3
"BioaHaniz": BMPOGHMLITBOM NiKapCbKOro 3acoby.
Mdpaiizep 3MiHM BHECEHO B IHCTPYKLit0 ANs
MeHtochekuypuHr MeMNYHOro 3aCTOCYBaHHS NiKapCbKoro
Benbria HB, benbris 3acoby y po3gin «Micue3HaxomKeHHs
KOHTpO/b SIKOCTI BMpo6HUKa Ta agpeca Micusa
niKapcbKoro 3acooby: NPOBaYKEHHS AOr0 Aisi/IbHOCTI» 3
Mdpaizep IpneHg, BIANOBIAHUMY 3MiHAMW Y TEKCTi
dapmaceyTukaic, MapKyBaHHS YNakoBKW Nikapcbkoro
Ipnangis 3aco6y. TepmiH BBELEHHS 3MiH -
npotsArom 12 micauis nicns
3aTBEPKEHHS.
359. | COMABEPT niocpinisat ans Mdparizep Enu. CWA BupobHnuTBO, Benbrisi/ BHECEHHS 3MiH 40 peecTpavuiiHnX 3a UA/17108/01/01
PO34UHY AN151 iH'EKLLIA Ci. Mi. KOHTPO/b AKOCTI Ta IpnaHgis martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
no 10 wr; 10 KopnopeiiwH BUNYCK cepii BOau AIKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
h1aKkoHiIB 3 ONs iH eKuin y Cuctema
niocpinizatom y nonepegHbL0 KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
NPOMIXHIN HanoBHEHWX 3MiHa nocTayasibHyKa nakyBaslbHUX

KapTOHHI kopobuj;

Lwnpuuax,

mMaTepianis abo KOMMIEKTYUMX (KO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3 MPOMIiXHi KApPTOHHI ofHoYacHe 3a3HavyeHo B A0CbE) (3amiHa abo
KOpPOOGKM B KOMMNEKTI nakyBaHHs Ta [0AaBaHHA nocTavyaibHUKa)
3 30 nonepefHLO MapKyBaHHA BOAM OHOB/IEHHA p. 3.2.P.7. Cuctema
HanoBHEHUMM ANA iH ekuin Ta KOHTeliHep/ 3aKynoproBasibHUIA 3acib, a
Lnpvuamu 3 nikapcbKkoro 3acoby; came BHECEHHs pefakLiiHuX NpaBok;
pO34MHHKKOM (BOAA BUPOGHMLITBO [0[aBaHHA aflbTEPHATUBHOIO
ANns iH'ekujn) no 1 nikapcbkoro 3acoby noctavanbHuka Schott Hungary Kit.
mn Ta 30 in bulk Ta nepBuHHE Otto Schott utca 1, 9724 Lukacshaza
6e3neyHrMm nakyBaHHS; BUNYyCK Hungary (Schott Hungary) cknsiHoro
rosikaMy B KapTOHHIl cepii nikapcbkoro chnakoHa 06'eMom 8 M, Lo
Kopoo6Li 3aco06y; KOHTPO/b BUKOPVCTOBYETLCA SIK KOHTEHEp ANns
SIKOCTi JliKapCbKOro roTOBOro NPOAYKTY. KinbKicHWIA Ta
3acoby, 3a AKICHWIA cKNag, nakyBaslbHOTo
BUK/IOYEHHAM TecTy maTepiany He 3MiHMBCS.
"BioaHani3": 3arsepoxeHo: 8 ml USP and Ph Eur
Mdpaiizep Type | flint glass vials, supplied by
MeHtodekuypuHr Schott AG, Industriestrasse 3, 79379
Benbris HB, Mullheim, Germany.”
Benebris; KoHTposb 3anponoHoBaHo: The 8 ml USP and
AKOCTI JliKapCbKOro Ph. Eur. Type | flint glass vials are
3acoby: MNdalizep supplied by Schott AG,
IpneHpg, Industriestrasse 3, 79379 Mullheim,
dapmaceyTukanic, Germany and Schott Hungary Kft. Otto
Ipnangis Schott utca 1, 9724 Lukacshaza
Hungary
360. | COMABEPT niocpinizat ans Mchaiizep Eitu. CWA Bupo6bHuuTBO, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/17108/01/03
PO3UnNHY A5 iH'EKLA Ci. Mi. KOHTPO/Ib AKOCTi Ta IpnaHgis marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
no 20 wr; 10 KopnopeiiwH BWMYCK cepii BogM AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
(h1aKoHIB 3 ONs iH eKuin y Cucrtema
niocpinizatom y nonepegHsL0 KOHTeliHep/3akynoptoBasibHWI 3aci6.
NPOMIKHIl HarnoBHEHNX 3MiHa nocTavyanbHyKa nakyBaslbHUX
KapTOHHI kopobuyj; Lwnpuuax, mMartepianis abo KOMMIEKTYUMX (SKLLO
3 MPOMIiXHi KapPTOHHI ofHoyacHe

KOPOGKM B KOMMEKTI
3 30 nonepeaHbLO
HanoBHEHVMMU
Lnpuuamu 3
PO34MHHMKOM (BOAA
ANns iH'ekujn) no 1
mn Ta 30
6e3neyHrmMm
rosikamu B KapTOHHIl
Kopoo6Li

nakyBaHHs Ta
MapKyBaHHs1 BOAM
ANs iH ekuin Ta
nikapcbKoro 3acooby;
BMPOOHULITBO
nikapcbkoro 3acoby
in bulk Ta nepBuHHe
nakyBaHHS; BUNYCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
AKOCTI JliKapCbKOro

3a3Ha4YeHo B A0CbE) (3amiHa abo
[0AaBaHHA nocTavyaibHUKa)
OHOB/EHHA p. 3.2.P.7. Cucrema
KOHTeliHep/ 3aKkynoproBasibHUiA 3acib, a
came BHECEHHS pefakLiiHuX NpaBok;
[0AaBaHHA afbTePHATUBHOIO
noctavanbHuka Schott Hungary Kift.
Otto Schott utca 1, 9724 Lukacshaza
Hungary (Schott Hungary) cknsiHoro
hnakoHa 06'emom 8 mn, Lo
BUKOPVCTOBYETLCA K KOHTElHEp AN
roTOBOro NPOAyKTY. KinbKicHWIA Ta

3acoby, 3a SAKICHWUIA cKNag nakyBasibHOTO
BVK/TIOYEHHSAM TECTy marepiany He 3MiHMBCS.
"BioaHani3": 3arsepmkeHo: 8 ml USP and Ph Eur
Mdpbalizep Type | flint glass vials, supplied by
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MeHtochekuypuHr Schott AG, Industriestrasse 3, 79379
Benbris HB, Mullheim, Germany.”
Benebris; KoHTposb 3anponoHosaHo: The 8 ml USP and
AKOCTI NiKapCbKoro Ph. Eur. Type I flint glass vials are
3aco6y: MNdalizep supplied by Schott AG,
Ipneng, Industriestrasse 3, 79379 Mullheim,
dapmaceyTumkanc, Germany and Schott Hungary Kft. Otto
Ipnangis Schott utca 1, 9724 Lukacshaza
Hungary
361. | COMABEPT niogpinizat gns Mcpaiizep Eitu. CLIA Brpo6HMUTBO, Benebris/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/17108/01/04
PO3UUHY AJ151 iH'EKLLIA Ci. MNi. KOHTPO/b AKOCTI Ta IpnaHgis mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenmom
no 30 wr; 10 KopnopeiwH BWMYCK Cepii BOAM AKOCTI. [0TOBWIA Nikapcbknit 3acib.
h1aKoHiIB 3 ONs iH eKuin y Cucrtema
niocpinizatom y nonepegHsL0 KOHTeliHep/3akKyrnopoBasibHWii 3aci6.
NPOMIXKHIi HanoBHEHUX 3MiHa nocTavyasibHyKa nakyBaslbHUX
KapTOHHI kopo6uyj; Lwnpuuax, marepianis abo KOMNIEKTYHUNX (SKLLO
3 NPOMDXHI KapTOHHI ofHovacHe 3a3HayeHo B A0Cbe) (3amiHa abo
KOPOGKM B KOMNAEKTI nakyBaHHs Ta A0faBaHHA nocTavyasibHUKa)
3 30 nonepefHbLO MapKyBaHHA BOAM OHOBNEHHS p. 3.2.P.7. Cuctema
HamnoBHEHUMU ANs iH ekuin Ta KOHTeliHep/ 3aKynoproBasibHUiA 3acib, a
wnpuuamu 3 nikapcbKoro 3acoby; came BHECEHHS pefaKLiiiH1X Npasok;
PO34MHHKKOM (BOAA BUPOGHULITBO [0AaBaHHA a/lbTEPHATUBHOIO
Ans iH'ekujin) no 1 nNiKkapcbKoro 3acoby noctavanbHuka Schott Hungary Kift.
ma Ta 30 in bulk Ta nepBuHHE Otto Schott utca 1, 9724 Lukacshaza
6e3neyHrMm nakyBaHHS; BUMYyCK Hungary (Schott Hungary) cknsiHoro
rosikaMy B KapTOHHIl cepii nikapcbkoro hnakoHa 06'eMoM 8 M, Lo
Kopoo6ui 3aco6y; KOHTPO/Ib BMKOPUCTOBYETBLCA SK KOHTEHEp Ans
AKOCTI NMiKapcbKoro roTOBOro NPoAykTy. KinbkKicHWiA Ta
3acoby, 3a SIKICHUIA cKknag, nakyBaslbHOTo
BUK/IOYEHHAM TECTYy marepiasny He 3MiHVBCS.
"BioaHaniz": 3atBeppxeHo: 8 ml USP and Ph Eur
Mdpaiizep Type | flint glass vials, supplied by
MeHtochekuypuHr Schott AG, Industriestrasse 3, 79379
Benbria HB, Mullheim, Germany.”
Benbrisi; KoHTposb 3anponoHoBaHo: The 8 ml USP and
SIKOCTi JTiKapCbKOTro Ph. Eur. Type | flint glass vials are
3acoby: MNdaiizep supplied by Schott AG,
Ipnenpg, Industriestrasse 3, 79379 Mullheim,
dapmaceyTukanic, Germany and Schott Hungary Kft. Otto
Ipnangis Schott utca 1, 9724 Lukacshaza
Hungary
362. | COMABEPT niogpinizat gns Mdpainzep Eitu. CLIA Brpo6HMUTBO, Benbrisa/ BHECEHHS 3MiH 0 peecTpalinHmx 3a UA/17108/01/02
PO34UHY AN151 iH'EKLLIA Ci. Mi. KOHTPO/b AKOCTI Ta IpnaHgis martepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
no 15 wr; 10 KopnopeiiwH BUNYCK cepii BOau AIKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
h1aKkoHiIB 3 ONs iH eKuin y Cuctema
niocpinizatom y nonepegHbL0 KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
NPOMIXHIN HanoBHEHWX 3MiHa nocTayasibHyKa nakyBaslbHUX
KapTOHHI kopobuj; Lwnpuuax, marepianis abo KOMNAEKTYHUMNX (SKLLLO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3 MPOMIiXHi KApPTOHHI ofHoYacHe 3a3HavyeHo B A0CbE) (3amiHa abo
KOpPOOGKM B KOMMNEKTI nakyBaHHs Ta [0AaBaHHA nocTavyaibHUKa)
3 30 nonepefHLO MapKyBaHHA BOAM OHOB/IEHHA p. 3.2.P.7. Cuctema
HanoBHEHUMM ANA iH ekuin Ta KOHTeWHep/ 3aKyrnopoBa/ibHWiA 3acib, a
Lnpvuamu 3 nikapcbKkoro 3acoby; came BHECEHHs pefakLiiHuX NpaBok;
pO34MHHKKOM (BOAA BUPOGHMLITBO [0[aBaHHA aflbTEPHATUBHOIO
ANns iH'ekujn) no 1 nikapcbkoro 3acoby noctavanbHuka Schott Hungary Kit.
mn Ta 30 in bulk Ta nepBuHHE Otto Schott utca 1, 9724 Lukacshaza
6e3neyHrMm nakyBaHHS; BUNYyCK Hungary (Schott Hungary) cknsiHoro
rosikaMy B KapTOHHIl cepii nikapcbkoro chnakoHa 06'eMom 8 M, Lo
Kopoo6Li 3aco06y; KOHTPO/b BUKOPVCTOBYETLCA SIK KOHTEHEp ANns
SIKOCTi JliKapCbKOro roTOBOro NPOAYKTY. KinbKicHWIA Ta
3acoby, 3a AKICHWIA cKNag, nakyBaslbHOTo
BUK/IOYEHHAM TecTy maTepiany He 3MiHMBCS.
"BioaHani3": 3arsepoxeHo: 8 ml USP and Ph Eur
Mdpaiizep Type | flint glass vials, supplied by
MeHtodekuypuHr Schott AG, Industriestrasse 3, 79379
Benbris HB, Mullheim, Germany.”
Benebris; KoHTposb 3anponoHoBaHo: The 8 ml USP and
AKOCTI JliKapCbKOro Ph. Eur. Type | flint glass vials are
3acoby: MNdalizep supplied by Schott AG,
IpneHpg, Industriestrasse 3, 79379 Mullheim,
dapmaceyTukanic, Germany and Schott Hungary Kft. Otto
Ipnangis Schott utca 1, 9724 Lukacshaza
Hungary
363. | CMIHON-H TabneTkn, BKpUTI TOB "YOPN[, YkpaiHa yopna MEANLINH TypeyunHa BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/17191/01/02
NNiBKOBOIO MEANLNH" INAY CAH. BE martepianis: 3miHa 3asaBHuKa /13 peyenmom nidnsieae
060/10HKOI0, Mo 50 TIOK. A.LL. (MIBM) (BnacHuka peecTpawiinHoro

Mr/50 mr; no 10
Tabnetok y énicrepi;
no 2 6nictepu y
KapTOHHIA KOpooLi

noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460): TepmiH BBEAEHHSA
3MiH - MPOTAromM 6 MicAuiB micns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHnx npo cucremy
hapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSsT hapmakoHarnisgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 34iCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI flaHi) Ta/abo 3MiHn y
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pO3MilLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itova pepakuisn: PycynaH Ecakis /
Rusudan Esakia. MponoHoBaHa
pepakuisi: Myano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobu
3as1BHMKA, BigNoBiAa/IbHOI 3a
thapmakoHarnsag. 3miHa Micusa
3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHS MacTep-thaina
cuctemu chapmakoHarnagy. 3mMidu |
UMy - 3MiHM LWOA0
6e3nekun/edhekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
OHOB/IEHHA TEKCTY MapKyBaHHs
ynakoBKM NiKapcbKoro 3acoby. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicna 3aTBepKEHHS.

364.

CnIHON-H

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, Mo 25
Mr/25 mr; no 10
Tabnetok y énicrepi;
no 2 6nictepu y
KapTOHHIA KOpooLi

TOB "YOPA[,
MEANLIAH"

YkpaiHa

YOPNJ, MEAVILIH
INIAY CAH. BE
TIDK. A.LL

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHa 3asBHuka /13
(MIBM) (BnacHuka peecTpawiinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460): TepmiH BBEAEHHSA
3MiH - MPOTAroM 6 MicAuiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHnx npo cuctemy
hapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 34iCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asBHvKa ans
3[jiCHEeHHSsT hapmakoHarnisgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHVKa,

3a
peyenmom

He
nidnsieae

UA/17191/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itova pepakuisn: PycynaH Ecakis /
Rusudan Esakia. MponoHoBaHa
pepakuisi: Myano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobu
3as1BHMKA, BigNoBiAa/IbHOI 3a
thapmakoHarnsag. 3miHa Micusa
3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLie3HaXOKEHHS MacTep-thaina
cuctemu chapmakoHarnagy. 3midu |
UMy - 3MiHM LWoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
OHOB/IEHHA TEKCTY MapKyBaHHs
ynakoBKM NiKapcbKoro 3acoby. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis
nicna 3aTBepKEHHS.

365.

CcnionTo®
PECNIMAT®

pO34nH Ans
iHransuin no 2,5
MKr/2,5 MKr; no 4 mn
y kapTpuaxi (60
iHransujn); no 1
KapTpuaKy B
KoMMekTi 3 1
iHranaTopom
Pecnimat® y
KapTOHHIA KOpooLi

BepiHrep
IHrenbxainm
IHTEpHELHN

M6X

HimeyunH
a

BUPOBHULTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib AKOCTi Ta
BWMYCK Cepiit

nikapcbKoro 3acooby:

BepiHrep
IHrenbxanm ®apma
v6X i Ko. KT,
HimeuuunHa;
KOHTPO/Ib AKOCTI 3@
MOKa3HUKOM
"Mikpob6ionoriyHa
yucrora'™
CIrC IHcTuTyT
®pe3seHiyc MvbX,
HimeuuunHa;
KOHTPO/Tb AKOCTIi 3@
MOKa3HNKOM
"MikpobionoriyHa
yucrora™
Nab6op /IC CE &
Ko.KI, HimeuuunHa;
KOHTPO/Tb AKOCTI 3@
BUK/THIOYEHHAM
nokasHuka
"MikpobionoriyHa
yacrora™
Kyaccap 'm6x,

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUNYy - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
thapmakoHarnagy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/bHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkaovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa KOHTaKTHOI
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapMakoHarnsag B YkpaiHi.
[itoya pepaxkuis: Monisyak OneHa
BikTopiBHa. [ponoHoBaHa pepakuis:
Yymak Aptem Bonogumuposund. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu
3asBHMKA, BigNoBigabHOI 3a
thapmakoHarnsag B YkpaiHi

3a
peyenmom

UA/15523/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HimeyumHa

366.

CTOOANB®

cupon no 200 mny
dnakoHi; no 1
h1akoHy 3 MipHOLO
YalLKOK B nauLli

BYAPOH

PpaHuin

BEYAPOH

PpaHuin

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUNYy - 3MiHN WOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3araJsibHeHMX JaHux npo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapmakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkaovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigabHOI 3a hapmakoHarnsg.
[itoua pepakuis: Helene Gabaude.
MponoHoBaHa pegakuis: Anne-Laure
Fayard

6e3
peyenma

UA/9346/01/01

367.

CTPENCIIC®
BE3 LYKPY, 3I
CMAKOM
NMMOHA

NbOASHUKM; No 8
NbOASHUKIB Y
6nictepi; no 2
6nictepu B
KapTOHHI kopobuyj;
no 12 nboAsHWKIB Y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiA KOopooLi

PekkiTT
BeHkizep
Xenckep

IHTepHeLwHN

Nimiteq

Benvka
BpuTaHis

PekkiTT BeHkizep
Xernckep
IHTepHeLwwHA NlimiTes

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpalinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX faHuX npo
cuctemy chapmakoHarnsagy (BeefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asBHuka gns
3[jiCHEeHHs hapmakoHariagy B
YKpaiHi, AKWO BOHa BiAMIHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34i/iCHEHHSA
cthapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MiLLEeHHI MacTep-gaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4noBiga/IbHOI 3a hapMakoHarnsa.

6e3
peyenma

UA/4927/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[itoua pepakuis: p. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: [ip. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOT
0Cco6U 3asBHVKa, BifNOBIAA/ILHOI 3a
dhapMakoHarnsg B YKpaiHi

368.

CTPENCINC®
NS QITEN 6+

NbOASHUKM; no 12
NbOASAHUKIB Y
6nictepi; no 1 abo 2
6nictepu B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xernckep

IHTEepHeLwHN

Nimiteq

Benwuka
BpuTtaHis

PekkiTT BeHkizep
Xerckep
IHTepHeLHn NimiTes,

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns

3[jiCHEHHS1 hapMakoHarnisay B

YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,

BiANOBIAA/bHOI 32 34iiCHEHHSA

thapmakoHarnagy (Bkaovaroum

KOHTaKTHI fjaHi) Ta/abo 3MiHu y

PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) (B.1.8. (a) IAHN).
3MiHa yNnoBHOBaXXeHOT 0co6M
3asBHMKa, BiANOBIAa/IbHOT 3a
thapmakoHarnag. fivoua pegakuis: p.
XenbmyT Meik BexpeHc / Dr. Helmut
Meik Behrens. NponoHoBaHa
peakuist:

[p. Ynbpike Pomep / Dr. Ulrike
Roemer. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6Y 3asBHYIKa,

BiANOBIAa/IbHOI 3a hapMakoHariag.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI

0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
thapmakoHarnag, B Ykpaii.

Ees
peyenma

UA/13607/01/01

369.

CTPENCI/IC® 3
MEAOM TA
NMNMOHOM

NbOASAHUKM; No 12
NbOASAHUKIB Y
6nictepi; no 2
6nictepu B

PekkiTT
BeHkizep
Xernckep

IHTEpHELUHN

Benwuka
BpuTtaHis

PekkiTT BeHkizep
Xerckep
IHTepHewwHN MlimiTes

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | TNy - 3miHK
uoao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsay. BeefeHHs abo

6e3
peuyenma

UA/6400/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KapTOHHI KOpoo6Li

NimiTen

3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy (BBefeHHs
y3arasibHeHUX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa
YMNOBHOBaXEHOT 0cob,
BiZiNOBIAANBLHOI 32 34jiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asBHUKa gns
3fjlicHeHHs hapMakoHarnagy B
YkpaiHi, SKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobu,
BiZiNOBIAANbHOI 32 34jiACHEHHS
hapmakoHarnsgy (Bkaoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MiLLEeHHI MacTep-thalina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: p. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: [ip. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOT
0Cco6U 3asBHVIKa, BifNOBIAA/ILHOI 3a
dhapMakoHarnsg B YKpaiHi

370.

CTPENCI/IC® 3
MEHTO/IOM TA

EBKANINTOM

NbOASHUKM; Nno 12
NbOASAHUKIB Y
6nictepi; no 2
6nictepu B
KapTOHHI Kopoo6Li

PekkiTT
BeHkizep
Xernckep

IHTEepHeLwHN

Nimiteq

Benuka
BpuTtaHis

PekkiTT BeHkizep
Xerckep
IHTepHeLHn NimiTes,

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemm
dhapmakoHarnsgy) 3miHa

6e3
peyenma

UA/6401/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag.
[itoya pepakuis: Op. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pefakuis: Ap. Ynbpike

Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHux

YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4NoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a

hapmakoHarnag B YkpaiHi

371.

CTPENCINIC®
IHTEHCI/B 3
MEAOM TA
NMNMOHOM

NbOASHUKM No 8,75
MF; M0 8 NboAAHNKIB
y 6nicTepi; no 2
6nictepu y
KapTOHHIA KOopooLi

PekkiTT
BeHkizep
Xernckep

IHTEpHEeLHN

Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep
IHTepHeLwwHn NimiTes,

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs
y3ara/lbHeHUX JaHnx npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSsT hapmakoHarnisgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 34iCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a hapMakoHariaga.
[Oitova pepgakuis: Ap. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
hapMakoHarnsag B YkpaiHi

6e3
peyenma

UA/7696/01/01

372.

CTPENCIIC®
nnoc

cnpeli OpOMYKO3HWUIA;
no 20 mn y donakoHi
3 103YH04MM
NPUCTPOEM; Nno 1

PekkiTT
BeHkizep
Xenckep

IHTEepHeLUHN

Benvka
BpuTaHis

Lendapm bnagen
B.B.

Higepnangm

BHECEHHS 3MiH [0 peecTpavlinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/etpekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo

6e3
peyenma

UA/6372/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

chnakoHy B
KapTOHHIA KopooLi

NimiTen

3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy (BBefeHHs
y3arasibHeHUX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa
YMNOBHOBaXEHOT 0cob,
BiZiNOBIAANBLHOI 32 34jiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asBHUKa gns
3fjlicHeHHs hapMakoHarnagy B
YkpaiHi, SKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobu,
BiZiNOBIAANbHOI 32 34jiACHEHHS
hapmakoHarnsgy (Bkaoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MiLLEeHHI MacTep-thalina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BignoBiga/IbHOI 3a hapmakoHarnsg.
[itoua pepakuis: p. XenbmyT Meik
BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pegakuis: [ip. Ynbpike
Powmep / Dr. Ulrike Roemer.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOT
0Cco6U 3asBHVIKa, BifNOBIAA/ILHOI 3a
dhapMakoHarnsg B YKpaiHi

373.

CYMAMELA®

Tabnetku, Wo
AVCnepryoTbes, no
250 wmr, no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikat BigNoBiAHOCTI
€Bponeicbkii
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ansa Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHunii cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI €Bponenchbkili

3a
peyenmom

UA/15994/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3aTBepmkeHo: R1-CEP 2007-
072 - Rev 01) ansa Aitoyoi pevoBuHN
a3nTPOMILIMHY Bif BXe 3aTBEPAKEHOr0
BupobHuka PLIVA CROATIA LTD.,
Xopsartis.

3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTponb A®L. 3miHa y MeToAax
BunNpobysaHHA APl abo BuXigHOro
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo gonoBHeHHs) APl abo
BUXi4HOro/MPOMiXXHOIO NPOAYyKTY) -
3MiHa y MeTofAax BUNpo6yBaHHS
Ait04OT PEYOBVHM a3UTPOMILMHY
BMpo6HuUTBa PLIVA CROATIA LTD.,
XopBarTisi, a came [A0MOBHEHHSA
MeTOA0M BUNPOGYBaHHA AN
BU3HAYEHHS AOMILLKN N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm

374.

CYMAMEZ®

TabneTku, Wo
AMCnepryoTbes, no
500 mr; no 3
Tabnetku y 6nictepi;
no 1 a6o no 2
6nictepn B KOpOO6L

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA XpBarcka
4.0.0.

XopBartis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUMY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignNoBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBEHWIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIgHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmkeHo: R1-CEP 2007-

3a
peyenmom

UA/15994/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

072 - Rev 01) ansa Aitoyoi pevoBrHN
asUTPOMILMHY Bif, BXE 3aTBEPXKEHOTO
BMpobHuka PLIVA CROATIA LTD.,
Xopsartis.

3MiHu | TUNY - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuXigHOro
marepiany/npomiKHOro
npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
MeTodax BunNpobyBaHHs (BKIHOHaouM
3amiHy abo gonoBHeHHs) AD| abo
BUXiAHOrO/NPOMIXHOTO NPOAYKTY) -
3MiHa y MeTogax BUnpobyBaHHs
Ait040T PEYOBVIHN a3UTPOMILMHY
Bupo6HuuTBa PLIVA CROATIA LTD.,
Xopsarisi, a came [A0NOBHEHHS
MeTOoA0M BUNPO6YBaHHA AN
BU3HAYEHHS AOMiLLKN N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm

375.

CYMAME/LA®

TabneTtku, Wo
AVCnepryoTbes, no
1000 mr; no 1
Tabnetuiy énictepi;
no 1 a6o no 3
6nictepn B KOpoo6L

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK 3
akocTi. CepTtudikar BignosigHocTi/lE-
cepTudikar BiANoBiAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmkeHo: R1-CEP 2007-
072 - Rev 01) ansa Aitoyoi pevoBrHN
a3UTPOMILIMHY Bif BXe 3aTBEPAKEHOIO

3a
peyenmom

UA/15994/01/04
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMpo6Huka PLIVA CROATIA LTD.,
Xopsarisi.

3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
martepiany/npomikHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPO6HULTBA AP (iHLWI 3MiHK Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy abo gonoBHeEHHs) AD| abo
BWXi4HOrO/MPOMIXXHOro NPoAyKTy) -
3MiHa y MeTogax BUNpobyBaHHs
Lir040i pevyoBUHY a3UTPOMILMHY
Bnpo6HuuTea PLIVA CROATIA LTD.,
XopsarTisi, a came [O0MOBHEHHSA
MeTOA0M BUNPOGYBaHHA ANs
BM3HAYEHHA AOMiLLKM N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm.

376.

CYMAMEZ®

TabneTku, Wwo
AvcnepryloTbes, no
125 wmr, no 6
Tabnetok y énicrepi;
no 1 6nictepy B
KopoobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA Xpsartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MiHK 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin hapmakonei: ana Adl;
ONs BUXiQHOTO
mMatepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; AnA 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin thapmakonei) -
OHoBeHWiA cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmxeHo: R1-CEP 2007-
072 - Rev 01) ans Aitoyoi pevoBuHN
a3UTPOMILMHY Bif, BXe 3aTBEPMXKEHOrO
BMpo6HMKa PLIVA CROATIA LTD.,
Xopgarisi. 3MiHu | TMNy - 3MiHK 3

3a
peyenmom

UA/15994/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHA A®I abo
BVXifHOro Marepiany/npoMixxHOro

npoAyKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPO6HMLTBA AP (iHLWI 3MiHW Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy abo 4onoBHEHHs) AD| abo

BVXifHOro/MPOMKHOro NPoAyKTy) -
3MiHa y MeTogax BUNpobyBaHHs

Liro40i pevyoBUHY a3UTPOMILMHY
Bnpo6HuuTea PLIVA CROATIA LTD.,
XopsarTisi, a came [O0MOBHEHHSA
MeTOA0M BUNPOGYBaHHA ANs
BM3HAYEHHA AOMiLLKM N-

Nitrosodimethylamine (NDMA) — not

more than 0.046 ppm.

377.

CYMAMEZ®

MOPOLLIOK ANs
opasibHOT CycneHsil,
100 mr/5 mn, 1
h1aKOH 3 MOPOLLKOM
LA opaUibHOT
cycneHsii no 20 mn
(400 wr) pasom i3

[ BOCTOPOHHBLOIO
MipHOIO JTOXXEUKOIO
Ta Wnpuuom ans
[03yBaHHsA B
KopoobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA Xpsartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tvny - 3MiHu 3
aKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro ab0o OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBIAHOCTI
€sponelicbkin hapmakonei: ana Adl;
ONs BUXIQHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AnS 4ONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakone) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmkeHo: R1-CEP 2007-
072 - Rev 01) ans Aitoyoi pevoBuHN
a3UTPOMILIMHY Bif, BXe 3aTBEPMKEHOrO
BMpoGHMKa PLIVA CROATIA LTD.,
XopBartisi. 3MiHuM | TUNY - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
meTodax BunpobysaHHA APl abo
BVIXiJHOrO Matepiany/npoMixXHOro
NpoAyKTy/peareHty, Lo

3a
peyenmom

UA/4612/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
MeToAax BunpobyBaHHs (BKIHOHa0UM
3amiHy abo gonoBHeHHs) AD| abo
BUXiZAHOrO/NPOMIXXHOro NPOAYyKTY) -
3MiHa y MeTogax BUnpobyBaHHsA
Ait040T PEYOBVIHN a3UTPOMILMHY
Bupo6HuuTBa PLIVA CROATIA LTD.,
Xopsarisi, a came [A0NOBHEHHS
MeTOoA0M BUNPO6YBaHHA A1
BU3HAYEHHS AOMiLLKU N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm.

378.

CYMAME/LA®

MOPOLLOK ANA
opasibHOI cycneHsil
3i CMakoM MonyHuLj,
100 mr/5 mn, 1
h1aKOH 3 MOPOLLUKOM
LA opaUibHOT
cycneHsii no 20 mn
(400 wr) pasom i3
OAHOCTOPOHHBLOIO
MipHOIO /TOXEYKOI0
Ta Wnpuuom ans
[03yBaHHA B
KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tvny - 3miHu 3
akocTi. CepTtudikat BignosigHocTi/lE-
cepTudikat BigNoBiAHOCTI
€Bponeicbkii
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
AN BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmkeHo: R1-CEP 2007-
072 - Rev 01) ans Aitoyoi pevoBrHN
a3UTPOMILIMHY Bif BXe 3aTBEPAKEHOr0
BupobHuka PLIVA CROATIA LTD.,
Xopsartisi. 3MiHun | TUNy - 3MiHKW 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeTofax BunpobyBaHHsa APl abo
BVXifHOro Martepiany/npoMixXHOro
npoAyKTy/pearenTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonoBHeHHs) APl abo

3a
peyenmom

UA/15660/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BUXi4HOro/MPOMiXXHOro NPoAyKTy) -
3MiHa Yy MeToAax BUNpo6yBaHHS
Ait04OT PEYOBVHM a3UTPOMILMHY

BMpo6HuUTBa PLIVA CROATIA LTD.,
XopBarTisi, a came [AOMNOBHEHHSA
MEeTOA0M BUMPOBYBaHHA A5
BU3HAYEHHS AOMILLKN N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm.

379.

CYMAMEZ®

Kancynu no 250 mr;
no 6 kancyny
6nictepi; no 1
6nictepy y
KapTOHHIA KopooLi

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA XpBarcka
4.0.0.

XopBartis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUMY - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNIEHOro cepTudikaTa
Bi4NoBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHWIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponechbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3aTBepmkeHo: R1-CEP 2007-
072 - Rev 01) ana fjito4oi pevyoBuHU
asTPOMILMHY Bif, BXe 3aTBepA)KEHOro
BMpo6HUuKa PLIVA CROATIA LTD.,
XopBarisi.

3MiHu | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuXigHOro
martepiany/npomikHOro
npoAyKTy/pearenTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo fonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXXHOro NPOAYyKTY) -
3MiHa y MeTogax BUNpo6yBaHHs

3a
peyenmom

UA/2396/03/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Ait040T PEYOBVHN a3UTPOMILMHY
Bupo6HuuTBa PLIVA CROATIA LTD.,
Xopsartis, a came [0MNOBHEHHS
MeTOoA0M BUNPOGYBaHHA A1
BU3HAYEHHS AOMiLLKU N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm.
380. | CYMAMEA® TabneTkn, BKpUTI TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/2396/02/01
NNiBKOBOIO YKpaiHa» 4.0.0. martepianis: 3MiHu | TUMY - 3MiHK 3 peyenmom

0600HKot0, Mo 125
Mr o 6 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHIA KopooLi

akocTi. CepTtudikar BignosigHocTi/lE-
cepTudikat BiANoBiAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTudikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmxkeHo: R1-CEP 2007-
072 - Rev 01) ansa Aitoyoi pevoBrHN
a3UTPOMILIMHY Bif BXe 3aTBEPAKEHOr0
BupobHuka PLIVA CROATIA LTD.,
Xopsartis.
3MiHu | TMRY - 3MiHK 3 AKocTi. API.
KoHTponb A®L. 3miHa y MeToaax
BMNpobysaHHA A®| abo BuxigHOro
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NPOLIECI
BMPO6HMLTBA ADI (iHLWi 3MiHN Y
MeToZax BUNpo6yBaHHsA (BK/IOYaUU
3amiHy abo JonoBHeHHs) Ad| abo
BUWXi4HOro/MPOMiXXHOIo NPoAyKTy) -
3MiHa y MeTogax BUnpobyBaHHS
L0401 PEYOBVHM a3UTPOMILMHY
BMpo6HMLUTBa PLIVA CROATIA LTD.,
XopBarTisi, a came 10NOBHEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1

MeTOoA0M BUNPO6YBaHHA AN
BU3HAYEHHS AOMiLLKN N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm
381. | CYMAMEO® TabneTkn, BKpUTI TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/2396/02/02
NNiBKOBOIO YKpaiHa» 4.0.0. mMartepianis: 3MiHu | TURY - 3MiHK 3 peyenmom

060/10HKOH0, Mo 500
Mmr, no 2 abo no 3
Tabnetkun y énicrepi;
no 1 6nictepy y
KapTOHHIA KopooLi

akocTi. CepTtudpikat BignosigHocTI/lE-
cepTugikat BigNoBiAHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTudikatTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBneHuni cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJIEHOTO cepTugikaTa
BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmkeHo: R1-CEP 2007-
072 - Rev 01) ana Aitoyoi pevoBrHN
a3UTPOMILIMHY Bif BXe 3aTBEPAKEHOr0
BupobHuka PLIVA CROATIA LTD.,
Xopsartis.
3MmiHu | TMRY - 3MiHK 3 SKocTi. API.
KoHTponb A®L. 3miHa y MeToaax
BMNpobysaHHA APl abo BuxigHoro
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NPOLIECI
BMPO6HMLTBA ADI (iHLWi 3MiHN Y
MeToZax BUNpo6yBaHHA (BK/IOYaoUu
3amiHy abo JonoBHeHHs) Ad| abo
BUWXi4HOro/MPOMiXXHOIo NPoAyKTy) -
3MiHa y MeTogax BUnpobyBaHHS
L0401 PEYOBVHN a3UTPOMILMHY
BMpo6HMLUTBa PLIVA CROATIA LTD.,
XopBarTisi, a came JOMNOBHEHHSA
MeTOA0M BUNPOGYBaHHA AN
BU3HAYEHHS AOMiLLKN N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm.
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

382.

CYMAME[Z®
®OPTE

MOPOLLOK A5
opasibHOT cycneHsii
3i CMakoM MasInHW,
200 mr/5 mn; 1
ch/1aKoH 3 NOPOLLKOM
015 Opau1bHOT
cycneHxsii no 37,5 mn
(1500 wmr) paszom i3
OJHOCTOPOHHbLOIO
MiPHOIO JTOXEYKOI0
Ta Wwnpuyom Ans
[03yBaHHA Y
Kopoo6ui

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA XpBarcka
4.0.0.

Xopsartis

BHECEHHS 3MiH [0 peecTpavlinHmx
mMartepianis: 3MiHU | TUMY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobysaHHA A®l abo
BUXiQHOrO MaTepiany/npoMixxHoro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
mMeToAax BunpobyBaHHs (BKIHOHa0UM
3amiHy abo gonoBHeHHs) APl abo
BVXiZAHOr0/NPOMIXXHOro NPOAYyKTY) -
3MiHa y meTogax BUnpobyBaHHsA
Ait040T PEYOBVIHN a3UTPOMILMHY
Bupo6HuuTBa PLIVA CROATIA LTD.,
Xopsarisi, a came [0MNOBHEHHS
MeTOoA0M BUNPOGYBaHHA 415
BU3HAYEHHS AOMiLLKU N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm. 3miHu | Tuny -
3MiHu 3 gKocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTuikaTa BignNoBigHOCTI
€sponelicbkili hapmakonei: gns Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; AN 4ONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3aTBepmkeHo: R1-CEP 2007-
072 - Rev 01) ansa Aitoyoi pevoBrHN
a3UTPOMILIMHY Bif, BXe 3aTBEPMKEHOr0
BUMpo6GHMKa PLIVA CROATIA LTD.,
XopBaTis

UA/15662/01/01

383.

CYMAMELA®
®OPTE

MOPOLLOK ANA
opasibHOI cycneHsil
3i CMakoM MonyHuLj,
200 mr/5 mn; 1

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHsa APl abo

3a
peyenmom

UA/15663/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

h/1aKOH 3 NOPOLLKOM
[0N1A opaUibHOT
cycneHsii no 30 mn
(1200 mr) pa3om i3
OAHOCTOPOHHBLOIO
MipHOIO JTOXXEUKOO
Ta Wwnpuuom Ans
[03yBaHHA Y
Kopoo6ui

BVIXiJHOTO Matepiany/MpoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLWIi 3MiHN Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo gonoBHeHHs) APl abo
BUWXi4HOrO/MPOMiXXHOro NPOAyKTY) -
3MiHa y MeToAax BUNpobyBaHHS
Ait04OT PEYOBVHM a3UTPOMILMHY
BMpo6HuUTBa PLIVA CROATIA LTD.,
XopBarTisi, a came [JO0MOBHEHHSA
MeTOA0M BUNPOGYBaHHA A1
BU3HAYEHHS AOMILLKN N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BifNOBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANA 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOBJ/IEHOTO cepTugikaTa
BifNOBIgHOCTI E€Bponelichbkilt
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3atBepmkeHo: R1-CEP 2007-
072 - Rev 01) ana Aitoyoi pevoBuHN
a3nTPOMILIMHY Bif BXe 3aTBEPMKEHOr0
BupobHuka PLIVA CROATIA LTD.,
Xopsaris

384.

CYMAMEZ®
®OPTE

MOPOLLIOK A/15
opasibHOI cycneHsii
3i cMakom 6aHaHa,
200 mr/5 mn; 1
h/1aKOH 3 MOPOLLKOM
015 Opau1bHOT
cycnensii no 15 mn

(600 mr) pa3om i3

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA XpBarcka
4.0.0.

XopBartis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUMY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHA A®l abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoAayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMpo6HUUTBa AP (iHLI 3MiHK Y

3a
peyenmom

UA/15661/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

0[JHOCTOPOHHBOLO
MipHOI JTOXEUKOH
Ta Wnpuyom Ans
[03yBaHHA Y
KopooLi

mMeTogax BUNpobyBaHHsA (BKIOYaoun
3amiHy ab0 4onoBHEHHs) AD| abo
BWXi4HOrO/MPOMIXXHOro NPoAyKTy) -
3MiHa y MeTogax BUNpobyBaHHs
Lir040i pevyoBUHY a3UTPOMILMHY
Bnpo6HuuTea PLIVA CROATIA LTD.,
XopsarTisi, a came [OMNOBHEHHSA
MeTOA0M BUNPOGYBaHHA ANs
BM3HAYEeHHA AOMiLLKM N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm. 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikat
BiANoOBIgHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BignNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEP)KEHOro BUPOBHYKa - NOAAHHSA
OHOBJIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiichkili
hapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3aTBepmxeHo: R1-CEP 2007-
072 - Rev 01) ansa gjto4oi pevyoBuHU
a3UTPOMILMHY Bif, BXe 3aTBepAKEHOro
BMpo6Huka PLIVA CROATIA LTD.,
Xopsaris

385.

CYMAMEZ®
®OPTE

MOPOLLIOK ANs
opasibHOT CyCcrneHsil,
200 mr/5 mn; 1
h1aKOH 3 MOPOLLKOM
LA opaUTbHOT
cycneHsii no 15 mn
(600 wmr), a6o no 30
mn (1200 wmr), abo
no 37,5 mn (1500
Mr) pasom i3
[BOCTOPOHHBLOIO
MipHOIO JTOXXEYKOHO

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA Xpsartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
mMeTofdax BunpobysaHHA APl abo
BVIXiJHOTrO Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NPOLIECI
BMPO6HMLTBA ADI (iHLWi 3MiHN Y
MeToZax BUNpo6yBaHHA (BK/IOYaUU
3amiHy abo JonoBHeHHs) AdP| abo
BUWXi4HOro/MPOMIXXHOro NPoAyKTy) -
3MiHa y MeToAax BUNpobyBaHHs

3a
peyerimom

UA/4170/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Ta Wwnpuuom ans
[03yBaHHsA Y
Kopoo6ui

Ait040T PEYOBVHN a3UTPOMILMHY
Bupo6HuuTBa PLIVA CROATIA LTD.,
Xopsartis, a came [0MNOBHEHHS
MeTOoA0M BUNPOGYBaHHA A1
BU3HAYEHHS AOMiLLKU N-
Nitrosodimethylamine (NDMA) — not
more than 0.046 ppm. 3miHu | Tuny -
3MiHu 3 gKocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
thapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTugikaTa BignNoBIAHOCTI
€sponelicbkili hapmakonei: gns Adl;
[ONs BUXIQHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI E€BpONechbkili
thapmakonei Ne R1-CEP 2007-072 -
Rev 02 (3aTBepmkeHo: R1-CEP 2007-
072 - Rev 01) ans Aitoyoi pevoBrHN
a3UTPOMILIMHY Bif, BXe 3aTBEPMKEHOr0
BUpo6HMKa PLIVA CROATIA LTD.,
XopBaTis

386.

TAHTIBEPT

Tabnetku 3i cMakom
M sTK no 3 mr, no 10
Tabnetok y 6nictepi,
no 2 6nictepu B
nauu

ToBapucTso 3
06MEXEeHOI0
BignoBigasibHi
cTio
"dapmaueBTu
YyHa hipma
"BepTekc"”

YkpaiHa

BCi cTagii umkny
BMPOGHMLTBA, KpiM
KOHTPO/IO AKOCTI,
NepBUHHOIO Ta
BTOPUHHOTIO
naKkyBaHHs:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
thipma "BepTrekc",
YKpaiHa; nepsuHHe
Ta BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: ToBapucTtso 3
obMexeHoto

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymosax 36epiraHHs
rOTOBOrO /iKapCbKOro 3acoby
(36iNbLUEHHA TepMiHy NpuaaTHOCTI
roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLKYETLCA
OaHUMK peasibHOro Yacy) 36inbLUeHHs
TepMiHy npugartHocTi 13
TAHTIBEPT, TabneTku 3i cMakom
anesibcuHy abo M'aTh abo eBkaninTy,
no 3 Mr, Lo NiaATBEPAKYETLCA AAaHNMU
peasbHOro yacy. 3aTBepAXXeHo:
TepMiH NPUAATHOCTI: 2 POKW.

6e3
peyenma

nionsieae

UA/16483/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHICTIO
"@apmaueBTnyHa
thipma "BepTrekc",
YkpaiHa; BCi cTagji
LMKy BUPOBHMLTBA
KpiM BUMYCKY Cepii:
TOB "®APMEKC
FPYM", YkpaiHa,;
KOHTPO/b AKOCTI:
ToBapucTso 3
obMexeHoto
BIANOBIAA/LHICTIO
"[locnigHuii 3aBog,
«HUJIC", YKpaiHa

3anpornoHoBaHo: TepMiH NpUAATHOCTI:

3 poku. BBeeHHS 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPAKEHHS

387.

TAHTIBEPT

TabneTku 3i cMakom
eBKaninTy no 3 mr,
no 10 TabneTtok y
6nictepi, no 2
6nictepy B navy,j

ToBapucTso 3
0bMexeHot
BignoBigasnbHi
cTio
"®GapmaueBTu
YyHa hipma
"BepTekc"”

YkpaiHa

BCI cTagii uykny
BMPOGHMLTBA, KpiM
KOHTPOJIO AKOCTI,
NepBUHHOTO Ta
BTOPUHHOTIO
naxkyBaHHs:
ToBapucTso 3
06MeXeHO
BiANOBIAA/ILHICTIO
"papmaueBTnyHa
thipma "BepTtekc",
YKpaiHa; nepsuHHe
Ta BTOPVHHE
nakyBaHHs, BUMYCK
cepii: ToBapnCcTBO 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
thipma "BepTrekc",
YkpaiHa; BCi cTagji
LMKy BUPOBHMLTBA
KpiM BMMYCKY Cepii:
TOB "®APMEKC
FPYM", YkpaiHa,;
KOHTPO/b AKOCTI:
ToBapucTso 3
obMmexeHoto
BIANOBIAA/BHICTIO
"[ocnigHuii 3aBog,
«THUJIC", YKpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (NigTBEPLKYETLCS
[aHvMK peanbHoro vacy) 36inblueHHs
TepMiHy npugartHocTi 13
TAHTIBEPT, Tabnetku 3i cMakom
anesibcuHy abo M'aTn abo eBkaninTy,
no 3 Mr, Lo NiATBEPAXYETHCA AaHUMM
peanbHOro yacy. 3aTBepAXeHo:
TepmiH NpuaaTHOCTI: 2 POKK.
3anponoHoBaHo: TepMiH NPMAATHOCTI:

3 poku. BBeAeHHS 3MiH NpoTArom 6-Tu
MicSLIB MiCNsA 3aTBEpPA)KEHHS

6e3
peyenma

nionsieae

UA/16484/01/01

388.

TAHTIBEPT

TabneTkn 3i cMakom
anenbCcuHy no 3 mr,
no 10 TabneTtok y
6nictepi, no 2

ToBapucTso 3
06MexeHo
BignoBigasibHi
cTH0

YkpaiHa

BCi cTagii uykny
BMPOOHMLTBA, KpiM
KOHTPO/IO SKOCTI,

NepBUHHOTO Ta

Ykpaina

BHECEHHS 3MiH [0 peecTpavlinHmx

martepianis: 3miHu | TUNY - 3MiHK 3

sIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax

6e3
peyenma

nionsieae

UA/16482/01/01




337

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nictepu B navy,j "®apmaueBTu BTOPUHHOTO npugaTHocTi abo ymoBax 36epiraHHs
YHa hipma nakyBaHHS: roTOBOrO NiKapCbKoro 3acoby
"BepTekc” ToBapucTBo 3 (36iNbLUEHHS TEPMiIHY NPUAATHOCTI
obmexeHor roTOBOrO JlikapcbKoro 3acoby) - Ans
BiANOBIAA/IbHICTIO TOProBol ynakoBku (MigTBEPAKYETHCA
"papmManeBTnYHa [aHVMK peanbHoro vacy) 36inblueHHs
thipma "BepTtekc”, TepMiHy npugartHocTi 13
YKpaiHa; nepsuHHe TAHTIBEPT, TabneTku 3i cMakom
Ta BTOPUHHE anefnibcuHy abo M'ATM abo eBKaninTy,
nakyBaHHS, BUNYCK no 3 wr, Lo NiATBEPAXYETHCA AaHUMM
cepii: ToBapuCTBO 3 peasnibHOro yacy. 3aTsepXeHo:
obmexeHoro TepMmiH NpuaaTHOCTI: 2 POKK.
BiANOBIAA/LHICTIO 3anponoHoBaHo: TepMiH NpPUAATHOCTI:
"@apmaueBTnyHa
thipma "BepTrekc", 3 poku. BBeeHHS 3MiH NpoTArom 6-Tu
YkpaiHa; BCi cTagji MiCALIB MiCNsA 3aTBEPAYKEHHS
LMKy BUPOBHMLTBA
KpiM BUMYCKY Cepii:
TOB "®APMEKC
FPYM", YkpaiHa,
KOHTPO/b AKOCTI:
ToBapucTso 3
obMexeHoto
BIANOBIAA/LHICTIO
"[locnigHuii 3aBog,
«HUJIC", YKpaiHa
389. | TAPFOUMO® niocpinisat ans TOB "CaHodi- YkpaiHa CAHO®I C.P.N. ITanis BHECEHHS 3MiH 40 peecTpaliiHnX 3a UA/9229/01/02
PO3YUHY ANS iH'EKLA ABeHTIC marepianis: 3miHu | TUny - peyenmom
no 400 mr; 1 donakoH YkpaiHa" AAMiHICTpaTVBHI 3MiHW. 3MiHa

3 niogpinizatom y
KomnekTi 3 1
amnyJsiow
PO3UYMHHMKA no 3,2
mn (Boga ans
iH'EKLiI1) B KAPTOHHIl
Kopoo6ui

HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(BKHOYatoUM, 3a HEOBXiAHOCTI, Micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI), abo
B/lacHUKa mactep-caiina Ha Adl, abo
nocravanbHuka API/BUXiAHOrO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y
BUPO6HULTBI ADI (SKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
hapmakonei y 3aTBepKeHOMY [0ChLE,
a60 BMPO6GHMKA HOBOI [OMOMIXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE).
AfMiHicTpaTuBHa 3miHa
HaliMeHyBaHHS BUPOOHUYOT AiNbHUL
BignoBigabHOI 3a BUPOOGHMLTBO
L0401 PEYOBVHN TEVKOM/AHIHY 3
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Sanofi S.p.A. Ha Sanofi S.r.l. Micue
NPOBaPKeHHA AiS/IbHOCTI Ta BCi
BMPOGHUUYI onepauii 3amwaroTbes 6e3
3MiH. 3aTBepmkeHo: Sanofi S.p.A. Via
Angelo Titi 22/26 72100 - Brindisi (1)
3anponoHoBaHo: Sanofi S.r.l. Via
Angelo Titi 22/26 72100 - Brindisi (1).
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu
MiCLAl NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa (BKIKOYaKouK, 3a
HeoObXiAHOCTI, MicLle NpoBeAeHHs
KOHTPO/II0 SIKOCTI), @60 BlacHuka
macTep-gaiina Ha Adl, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCS Y
BMPOGHULTBI AP (SKLLO 3a3HaYEHO Y
[0CbE Ha niKkapcbKuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiNOBIgHOCTI EBpoOnelichkkilt
chapmakonei y 3aTBepKeHOMYy [OCbE,
a60 BMPOOGHMKA HOBOI AOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE).
AAMiHiCTpaTuBHa 3miHa
HaliMeHyBaHHSi BUPOGHUYOT AinbHUL
BiANOBIA&/IbHOI 3@ BUPOGHMLITBO
Lit0Y0T PEYOBVHN TEMKOM/IaHiHY 3
Sanofi S.r.l. Ha EUROAPI ltaly S.r.l.
Micue npoBafpkeHHs fisnbHOCTI Ta BCi
BMPOGHUWUYI onepadii 3a/mwaroTbes 6e3
3MiH. 3aTBepaxeHo: Sanofi S.r.l. Via
Angelo Titi 22/26 72100 - Brindisi (1)
3anponoHoBaHo: EUROAPI Italy S.r.l.
Via Angelo Titi 22/26 72100 - Brindisi

0]

390.

TEBA/NIOP-TEBA
BEH3NAAMIH

cnpeii Ans poToBoi
NOPOXHUHNK, 1,5
mr/mn, no 30 mn
cnpet 419 poToBoi
MOPOXHUHU Y
dnakoHi 3
MeXaHi4YHUM
posnuoBayem Ta
KOBMaY4koM, SIKWi

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOGHMLITBO
Hepo3dacoBaHOl
nNpoAyKLii, NnepBuUHHa
Ta BTOPUHHA
ynakoBka, ,03BiN Ha
BWMNYCK Cepii,
KOHTPOsb cepii (KpiM
NMoKa3HWKiB
«MikpobionoriyHa

IcnaHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: TexHiyHa noMunka (3rigHo
Hakazy MO3 Big 23.07.2015 Ne 460)
BrinpaBneHHs TeXHIYHOT NOMUIIKK,
3rigHo n.2.4. po3ainy VI Hakasy MO3
YKkpainm Big 26.08.2005p. Ne 426 (y
pepakuii Hakazy MO3 Ykpainu Big
23.07.2015 p Ne 460) — BunpaBneHHs
TEXHIYHOT NOMUSIKN, NMOB’A3aHO i3

3axuiae AKICTb» Ta «BMmicT HEKOPEKTHUM NepeHeCceHHAM
posnunoBay; no 1 eTaHony»): iHbopmaLii 3 maTepianis
donakoHy y JlabopaTopiym pPeECTpaL,iiHOro AOChE, a came

6e3
peyenma

UA/19327/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOMM/IEKTI 3 Catitaric, C.J1., (pi3HOUMTaHHS B MEXax 04HOr0
annikatopom ans IcnaHisi; KOHTpONb [OKYMEHTY) B 3aTBEPAKEHIl
POTOBOT MOPOXHUHN cepii (nuwe cneundikauii Ha «Bunyck» Ta Ha
Y KapPTOHHIli Kopobui noKasHuK «TepMiH NPMAATHOCTI» 3a NOKa3HUKOM
«MikpobionoriyHa «O[HOPIAHICTb [03yBaHHA,
AKICTb»): HEKOPEKTHO 3a3HAYEHN CUMBON «>»,
NabopaTtopio HaTOMICTb Ma€e ByTV 3a3HaYEHUIA «>».
EueBapHe, C.A., 3a3HayeHe BUMNpaB/IeHHA BiAnoBsigae
IcnaHisi; KOHTpONb marepiasiaM peecTpauiiHoro AockLe
cepii (nvwe
nokKasHuK «Bmict
eTaHony»): Mikpo-
Bioc, C.J1., Icnanis
391. | TEMOAAN® Kancynu no 20 mr; Mepk LWapn i LLiBeiiuapi Bupo6bHuuTBO, PiHnaHpis/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/4893/01/02
no 1 kancyniy Joym IAEA A nakyBaHHs Ta Benbris marepianis: 3miHu | TUny - peyenmom nionsizae
cawe; no 5 abo no M6X KOHTPO/Ib SKOCTI AZMiHICTpaTMBHI 3MiHK. 3MiHa
20 cawey Hepo3dhacoBaHOl HaliMeHyBaHHs Ta/abo agpecy Micus
KapTOHHI Kopoo6Li NPOAYKUT: NPOBaKEHHS AiS/IbHOCTI
OpioH ®apwma, BMpPOGHVKa/iMnopTepa rotoBoro
PiHNAHAA niKkapcbKoro 3acoby, BKoYaoum
MepBuHHa Ta AiNbHULI BUNYCKY cepii abo micue
BTOPWHHA ynakoBkKa, NPOBEeJEHHA KOHTPOJIIO SIKOCTI.
[03BiN Ha BMNYCK (misnbHICTb, 3a SKy Bignosifae
cepil: BUPOGHMK/IMNOPTEP, BKIOYAKOUN
OpraHoH XelicT 6B, BWMYCK Cepiii). AgMiHICTpaTuBHa 3MiHa
Benbris Ha3BM BUPOBHMYOT AiNbHULL, SKa
AnbTepHaTUBHUIA BiANOBIAA€E 3a BTOPMHHE NakyBaHHSA Ta
KOHTPO/Ib AKOCTI: [03BIiNT Ha BUMYCK cepii. Takox
OpioH ®apma, BHOCWTbCSI HE3HAYHE KOperyBaHHs A0
diHNsAHAIA agpecu. BupobHuya ginbHuus Ta yci
BMPOGHUWUYI onepauii 3a/mwaTbCs
He3MiHHUMW. TepMiH BBEA,eHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPAKEHHS.
392. | TEMOAAN® kancynu no 100 mr; Mepk Wapn i Lseliuapi Brpo6HMUTBO, PiHnaHpia/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/4893/01/03
no 1 kancyniy Joym IAEA A nakyBaHHs Ta Benbris marepianis: 3miHu | TUny - peyenmom nionsizae
cauwle; no 5 abo no rM6X KOHTPO/Ib AKOCTI AJMiHICTpaTVBHI 3MiHW. 3MiHa

20 cawey
KapTOHHI Kopoo6Li

Hepo3dgacoBaHOl
NPOAYKLT:
OpioH dapma,
PiHNsaHAA
MepBuHHaA Ta
BTOPUHHA YMNaKoBKa,
[03BiN Ha BUMYCK
cepii:
OpraHoH XelicT 6B,
Benebris
AnbTepHaTUBHUIA

HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI
BMpOGHMKa/iMnopTepa rotToBoro
niKapcbKoro 3acoby, BKoYaoum
AinbHULI BUNYCKy cepii abo micue
NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(@isnbHICTb, 3a Ky Bignosifae
BMPOGHMK/iIMNOpTEp, BKIOYaYM
BWMYCK Cepiii). AgMiHICTpaTuBHa 3MiHa
Ha3BM BUPOBHMYOT AiNbHULL, SKa
BiANOBigA€ 3a BTOPMHHE NakyBaHHSA Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTPO/Ib SKOCTI: [03BIiNT Ha BUMYCK cepii. Takox
OpioH ®apma, BHOCWTbCSI HE3HAYHE KOperyBaHHs A0
®iHNAHAia agpecu. BupobHuya ginbHuus Ta yci
BMPOGHMWUYI onepauii 3a/mwaTbes
He3MiHHUMU. TepMiH BBEA,eHHS 3MiH -
npoTarom 6 micsAuis nicns
3aTBEPAKEHHS.
393. | TEMOAAN® NOpPOLLOK A5 Mepk LWapn i LLiBeiiuapi Brvpo6HMuTBO HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/4893/02/01
pPO3UMHYy AN Joym IAEA A Hepo3chacoBaHol Benbris marepianis: 3miHu | Tuny - peyenmom nionsizae
iHcpysiii no 100 mr; 1 M6X NpoAyKLii, NnepBuUHHe AZMiHICTpaTMBHI 3MiHN. 3MiHa
oNakoH 3 NOPOLLKOM nakyBaHHs Ta HaliMeHyBaHHs Ta/abo agpecy Micus
Y KapPTOHHIli KopoobLi KOHTPO/b AKOCTI: NPOBaKEHHS AiS/IbHOCTI
Bakctep OHKonoaxi BMpOGHMKa/iMnopTepa rotoBoro
'M6X, HimeuuunHa; niKkapcbKoro 3acoby, BKIoYaoum
BTopuHHe OiNbHULI BUNYCKY cepii abo micue
nakyBaHHS Ta [03BiN NPOBEeJEHHA KOHTPOJIIO SIKOCTI.
Ha BUMycK cepii: (misnbHICTb, 3a Ky Bignosifae
OpraHoH XelicT 68, BMPOGHMK/IMNOpTEp, BKIOYAYN
Benebris BWMYCK Cepiii). AgMiHICTpaTuBHa 3MiHa
Ha3BM BUPOBHMYOT AiNbHULL, SKa
BiANOBIAA€E 3a BTOPMHHE NakKyBaHHSA Ta
[03BIiNT Ha BUMYCK cepii. Takox
BHOCWTbCSI HE3HAYHE KOperyBaHHs A0
agpecu. BupobHuya finbHuus Ta yci
BMPOGHUWUYI onepauii 3a/mLaTbCs
He3MiHHUMW. TepMiH BBEA,eHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPAKEHHS
394. | TEPBIHOPM cnpeii HaLKipHWA, TOB «YOPN[, YkpaiHa yopna MEANLINH TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiinHmx 6e3 nionsizae UA/18389/01/01
po3uuH, 10 mr/r; no MEANLH>» INAY CAH. BE marepianis: 3mMiHa 3asBHuKa /13 peyenma
20 mn 'y chnakoHi 3 TIOXK. A.LLL. (MIBM) (BnacHuka peecTpawjiinHoro

posnuoBayem Ta
3axXMCHUM
KoBna4ykom, rno 1
dhnakoHy B
KapTOHHI Kopoo6Li

noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). TepmiH BBeAEHHS
3MiH - NPOTArom 6 micAuis nicns
3aTBEpPKEHHS. 3MiHU | TNy - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHNX AaHWX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUxX JaHunx npo cucTemy
hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHuKa ans
3[jicCHeHHs1 dhapmakoHarnisay B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Ccobu,
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
[itova pepakuisn: PycynaH Ecakis /
Rusudan Esakia. MponoHoBaHa
pepakuisi: Myano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobu
3as1BHMKA, BigNoBiAa/IbHOI 3a
thapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHS MacTep-thaiina
cucTeMu dhapmakoHarnsagy

395.

TETAHYC
FTAMMA

PO3YUH NS iH'EKLN,
500 MO/2 mn, no 2
ma (500 MO) y
nonepegHL0
HarnoBHEHOMY
LUNPULL 3 FOKOO
ANns BBeAeHHs; no 1
LUNPULLY B KAPTOHHIl
Kopoo6ui

KEZPIOH
CIA.

ITanis

KEAPIOH C.MN.A.

ITANIA

BHECEHHS 3MiH 0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHnx npo cuctemy
hapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0Cco6bY,
BiANOBIAA/IbHOI 32 34iCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHvKa ans
3[jiCHEeHHSsT hapmakoHarnisgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Co6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTaKTHOT
0Cco6U 3asBHVKa, BiANOBIAAILHOI 3a
thapmakoHarnag, B Ykpaii.
Litoua pepakuis: Wknapesuy Irop
OnekcaHgposuy. MNponoHoBaHa
pepakuis: HikiTueHkoBa J1lo60B
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YKpaiHi

3a
peyenmom

UA/19360/01/02

396.

TETAHYC

PO3YMH ANS iH'EKLN,

KEAPIOH

ITanis

KEAPIOH C.MN.A.

ITANIA

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/19360/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
FAMMA 250 MO/1 mn, no 1 C.NA. matepianis: 3miHu | Tuny - 3miHn Wogo | peyenmom
M (250 MO) y 6e3nekn/edhekTBHOCTI Ta
nonepenHL0 thapmakoHarnsigy. BeefeHHs abo
HanoBHEHOMY 3MiHW [0 y3araslbHEHNX AaHnX Npo
LUMPWL 3 FOMIKOIO cuctemy dhapmakoHarnagy (BBefeHHs
[Ans BBeAeHHs; no 1 y3araslbHeHUX JaHnx npo cucTemy
LUNPULLY B KAPTOHHIM chapmakoHarnsgy, 3miHa
KopooLi YMNOBHOBaXeHOT 0cobu,
BiZiNOBIAANbHOI 32 34jiACHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jilicHeHHs hapMakoHarnagy B
YkpaiHi, SKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobu,
BiZiNOBIAANbHOI 32 34jiACHEHHS
hapmakoHarnsgy (Bkaoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLEeHHI MacTep-thalina cucremm
thapmakoHarnagy). 3mMiHa KOHTaKTHOT
ocobu 3asiBHUKa, BiANOBiAa/IbHOT 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: Wknspesny Irop
OnekcaHaposuy. MNMponoHosaHa
pepakuis: HikiTyeHkosa J1to608
IBaHiBHa. 3MiHa KOHTaKTHMX AaHUX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B
YkpaiHi
397. | TUrALUN NOpPOLLOK A5 MNMOAN3EP CWA Baet Negepne ITania BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/12347/01/01
pO3UMHYy AN EAY.CLII. C.p.N1., Itanis marepianis: 3miHu | Tuny - 3miHn peyenmom
iHchy3iii no 50 mr; 10 | KOPMOPENLL (BMPOGHMLTBO oo 6e3nekn/edpekTNBHOCTI Ta
donakoHIB 3 H npoaykuii in bulk, thapmakoHarnagy (iHwi 3MiHn) 3MiHn

NOPOLLKOM Y naui 3
KapToHYy

nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BUNYCK cepii);
MateoH Itanis
C.n.A,, lTanis
(BMPOGHMLTBO
npoaykuii in bulk,
nepBuHHe
nakyBaHHs,
KOHTPO/1b SKOCTI);
lOpochiHc-Baitonab
C.p.n., Itania
(mocnipxeHHn
CTEepPW/IbHOCTI)

BHECEHi B TEKCT MapKyBaHHs Ha
NEepPBUHHI Ta BTOPUHHIA ynakoBKax y
n. JATA 3AKIHYEHHA TEPMIHY
NMPNAATHOCTI. BBeAeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHSA




343

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

398.

TUYPEKC®

Tabnetkun, no 25 wmr;
Ne 30 (10x3): no 10
Tabnetok y énicrepi,
no 3 6nictepn y
KapTOHHI ynakoBLi;
Ne 60 (10x6): no 10
TabneTok y 6nictepi,
no 6 6nictepis y
KapTOHHIiA ynakoBLyj;
Ne 90 (10x9): no 10
TabneTok y 6nictepi,
no 9 6nictepis y
KapTOHHI ynakoBsL,i

TOB
"TNEAPAPM
nTar

Ykpaina

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavlinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX [OAATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"Oco6MBOCTI 3acCTOCyBaHHS",
"Mo6iuHi peakwyji" 3rigHo 3
iHchopmaviieto LLoA0 MefUUHOro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbKoro 3acoby (Esidrex,
Tabnetkn no 25 mr). 3MiHn | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLli NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHi [0 IHCTPYKLUIiT 4519 MeaN4HOro
3acToCyBaHHSA Nikapcbkoro 3acoby y
po3zinu "OcobaMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Ait040i pevyoBUHU

3a
peyenmom

He
nionsieae

UA/18487/01/02

399.

TUYPEKC®

Tabnetku, no 50 wr;
Ne 30 (10x3): no 10
Tabnetok y énicrepi;
no 3 6nictepu y
KapTOHHI ynakoBL;
Ne 60 (10x6): no 10

TOB
"TNEAPAPM
aTo”

Ykpaina

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx

mMartepianis: 3miHu | TUNY - 3MiHK

woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

3a
peyenmom

He
nionsieae

UA/18487/01/03
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TabneTok y 6nictepi;
no 6 6nictepis y
KapTOHHIiA ynakoBLyj;
Ne 90 (10x9): no 10
TabneTok y 6nictepi;
no 9 6nictepis y
KapTOHHI ynakoBsL,i

MeAMYHOro 3acTOCyBaHHS
reHepuyHuX/riopuaHnx/6ionodibHnx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA

Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XXOAHUX HOBUX [OAATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginu
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakwyji" 3rigHo 3
iHchopmauiieto LLoA0 MefnUUHOro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbKoro 3acoby (Esidrex,
Tabnetkn no 25 mr). 3MiHn | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo

JocnifxeHb 3 6e3nekn 3acTocyBaHHs

nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHK

BHECEHi [0 IHCTPYKLUIiT 4519 MeAN4HOro
3acToCyBaHHSA Nikapcbkoro 3acoby y

po3zinu "OcobaMBOCTi 3acTOCyBaHHS",

"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Ait040i pevyoBUHU

400.

TUYPEKC®

Tabnetkn, no 12,5
mr; Ne 30 (10x3): no
10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHI ynakosLi;
Ne 60 (10x6): no 10
Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI ynakoBLi;
Ne 90 (10x9): no 10
Tabnetok y bnicrepi;

TOB
"TNEAPAPM
aTo”

Ykpaina

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapCcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaJaHHS! XXOAHUX HOBUX A0AATKOBKX

3a
peyenmom

He
nionsieae

UA/18487/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 9 GnictepiB y
KapTOHHI ynakoBLi

AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginu
"Oco6MBOCTI 3acTOCyBaHHS",

"Mo6iuHi peakwyji" 3rigHo 3
iHchopmauiieto LWoA0 MefnMuHOro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Esidrex,

Tabnetkn no 25 mr). 3MiHn | Tuny -

3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)

(3MiHy y3rokeHo 3 KOMMETEHTHUM

YNOBHOB&XEHNM OpraHoM) 3MiHK

BHECEHi [0 IHCTPYKLUIiT 4519 MeaN4HOro
3acToCcyBaHHS Nikapcbkoro 3acoby y
po3zinu "OcobaMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Ait040i pevyoBUHU

401.

TOBPUHEKCT

mMa3b 04Ha, 3 Mr/T;
no 5r masiy Ty6i 3
antoMiHieBoT hosbrn
3 KaHlonew Ta
n1acTMacoBoo
KpULLEYKOIO, LU0
HarBuMHYyeTbCS; no 1
Ty6i B KAPTOHHIlA
Kopoo6ui

HekcTchapm
M6X

Pecny6nik
a ABcTpist

BEAJTKAH®APMA-
PA3IPAL AL

Bonrapis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3mMiHu | Tuny -
AfMiHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa peecTpauiiiHoro
noceigyeHHs). 3MiHa agpecu 3asBHVKa
(BnacHvika peecTpauiiHoro
NOCBIJYEHHS) Y 3B'A3KY 3i 3MiHOO
MicLA po3TallyBaHHs odicy.
BBefeHHs1 3MiHW NpOTArom 6-Tu
MicALB Nicnsa 3aTBePAXEHHS. 3MiHN |
UMy - 3MiHM LWoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3miHa

3a
peyenmom

UA/17882/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YMOBHOB&XeHOT 0cobw,
BiANOBIAANLHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoun
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa yNnoBHOBaXXEHOT 0co6M
3asBHVKa, BigNoBigaIbHOI 3a
hapmakoHarnag. diloya pegakuis:
LLimronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: LWynbLy
Onbra CepriiBHa.

402.

TOBPUHEKCT
KOMBI

Masb O4YHa; No 51
Masiy Ty6i 3
antoMiHieBoT hosbrn
3 KaHlonew Ta
n1acTMacoBoo
KPULLIEYKOHO, L0
HarBuMHYyeTbCS; no 1
Ty6i B KQPTOHHIA
Kopoo6ui

HekcTchapm
M6X

Pecny6nik
a ABcTpis

BEAJTKAH®APMA-
PA3IPAL AL

Bonrapis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3mMiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa peecTpauiiHoro
nocBigyeHHs) - 3miHa agpecu
3asBHMKa (BNacHvka peecTpauiiHoro
NOCBIJYEHHS) Y 3B'A3KY 3i 3MiHOO
MicLA po3TallyBaHHs odicy.
BBefieHHs1 3MiHW NpOTArom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS; 3MiHN |
UMy - 3MiHM LWoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy (BBefeHHs
y3aranbHeHUX JaHnX npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOi ocobm 3
dhapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI fjaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa

3a
peyenmom

UA/17883/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag.
[Oitova pepakuis: LWuronesa MapiaHHa
BikTopiBHa. [ponoHoBaHa pepakuis:
Lynby Onbra CepriiBHa
403. | TOPACEMIA- PO34nH N5 iH KL, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/16245/01/01
AAPHNUA 20 mr/4 mn; no 4 mn "®apmaueBTu "®apmavueBTUYHa Marepianis: 3miHu | Tvny - 3miHu 3 peyenmom
B amnyni; no 5 YyHa hipma hipma "JapHuus” aKocTi. CepTudikat BignosigHOCTI/TE-
amnys y KOHTYpPHIi "fapHuus” cepTtudikaT BifgnoBigHOCTI

YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B nauuj 3
MapKyBaHHAM
YKpPaiHCbKOI MOBOIO

€Bponeiicbkil
thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPVYBEAEHHS
Y BiAMnoBigHIiCTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
ae3xasun €C (iHLWi 3MiHN) -
npuBefeHHs cneundikalii Ta MeToais
KOHTPOJIH0 SIKOCTI Ha JOMOMDKHY
peyoBuHy MonieTunexrnikons 400
(Makporon 400) Ao BMMOT Ait0yOl
MoHorpadii «Macrogols»
€Bponelicbkoi Papmakonei 3
BpaxyBaHHAM pekoMeHAaLii Ta
ctunictukn JPY. Y 38'A3Ky 3 LM
BHECEHO pefakLiliHi MpaBku Ta
YTOUYHEHHSA A0 po3Ainis
«laeHTudikauis», «KncnoTHicTs abo
NYXHICTb», «BigHOBMAOWOUM
peuoBUHM», «iAPOKCUIbHE YMC/IO»,
«Bopa», «B’s3KiCTb»,
«®dopmanbgeria», «kETnneHrnikons i
AieTuneHrnikonb». HopMyBaHHsA Ta
METOAVKM KOHTPOJO SKOCTi 3a/IULLEHO
6e3 3MiH. 3MiHu | Trny - 3MiHKn 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib AONOMIKHVX PEYOBUH.
3miHa napameTpiB cneuudikauii
Ta/abo fonycTMMUX MeX ANs
[OMOMDKHOT peYOBMHM (IHLLI 3MiHK) -
MprBeaeHHs cneumdikavii Ta MeToauk
KOHTPOJHO SAKOCTi Ha AONOMDKHY
peyoBuHy MonieTuneHrnikons 400
(Makporon 400) go ailoumx BUMOr Ta
pekomeHAaLiil AdY, 3 BpaxyBaHHAM
BMMOr €sponeiicbkoi ®apmakonei, 3a
NOKa3HNKOM «PO3UYUHHICTb», AKUI
nepeHeceHo A0 Po34iny Npo 3arabHi
B/1ACTMBOCTI, OCKiJIbKV BiH Mae
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n/n

Hassa

JliKapcbK0o20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

pekoMeHaaLiiHWi XxapakTep
BignosigHoO A®PY Ta 3a NOKa3HUKOM
«MikpobionoriyHa YncToTa» - BHECEHO
NnocuaHHA Ha gjtove BugaHHsa €d,
6e3 3MiHM HOPMYBaHHSA Ta METOANKN
KOHTPO/H0 AKOCTi. CynyTHSA 3MiHa -
3MiHM 3 AKOCTi. [0TOBWIA NiKapCbKUii
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3MiHa y MeTogax
BUMPOOYBaHHA AOMOMiXXHOI PEYOBUHM
(He3HauHi 3MiHW Y 3aTBEPKEHMNX
MeToAax BUNpo6yBaHb);3MiHW | Tuny -
3MiHM 3 AKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3MiHa y MeTogax
BUMPOOYBaHHA AOMOMiXXHOI PEYOBUHM
(iHWi 3mMiHM y MeTofax BUNPO6YyBaHHA
(BKtOYatoum 3amiHy abo fofaBaHHs))
- BHECEHHS 3MiH Ha [ONOMDKHY
peyoBuHy MonieTuneHrnikons 400
(Makporon 400), a came: 3a
NOKa3HNMKOM «ETUNEHOKCHA, i JioKcaH»
3anponoHoBaHO BBeAEHHS HOBOI in-
house meToavku BunpobysaHHs X
(AdY, 2.2.28), Wo € anbTepHATUBHO
MeToAuLj, 3a3HayeHoi B MOHorpadii
€ «Macrogols»; BHECEHHS
CTUNICTUYHMX Ta pefakLiiHAX NpaBok,
HOPMyBaHHS 3aMLLEHO 6e3 3MiH,
BMKNageHo y "ppm". CynyTHsi 3miHa-
3MiHM 3 AKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX A5 [OMOMDKHOI peqoBUHM (iHLLi
3MiHW)

404.

TPAHEKCAMOB

A KUC/OTA-
3/10POB'AA

PO34UH NS iH'EKLN,
100 mr/mn, no 5 mn
a6o no 10 mn B
amnyni; no 5 a6o 10
amnyn y KapTOHHil
Kopob6ui 3
neperopogkamu; no
5 mn abo no 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepun y
KOpo6Li 3 KApTOHY

ToBapucTso 3
06MexeHoto
BiANOBIA&/TbHI
cTio
"GapmaueBTu
YyHa KoMnaHis
"3p0pos'a"

Ykpaina

ToBapucTso 3
obMexeHoto
BIANOBIAA/LHICTIO
"@apmaueBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignNoBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/npoMiXHOro

3a
peyenmom

UA/15252/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Howii
cepTudikar Big HOBOro BUpOBHMKa
(3amiHa abo [OMNOBHEHHS)
noAaHHs HOBOro cepTudiikata
BiANoOBIgHOCTI EBponeiichbkili
apmakonei Ne RO-CEP 2019-250 -
Rev 02 Big HOBOro anbTepHaTUBHOIO
BMpo6HMKa AMI LIFESCIENCES
PRIVATE LIMITED, India.

405.

TPUDPAC® 10

TabneTkn no 10 mr
no 10 TabneTtok y
6nictepi; no 3, abo
5, abo 10 6nicTepis
Y KapTOHHiIli KopoobLi

MeHapiHi
IHTepHeLLoHan
OnepenwoHc
INokcembypr
C.A.

NMokcemby
pr

BMPOGHMLITBO
Tabnetok "in bulk”,
KOHTPOnb cepii:
BEPJIIH-XEMI AT,
HimeuunHa
KIHL,EBE NaKyBaHHs,
KOHTPO/b Ta BUMYCK
cepi:
BEPNIH-XEMI AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUnNY - 3MiHK 3
akocTi. CepTtucpikat BignosigHoCTI/IE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa
Bi4NOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBIAHOCTI
€Bponelicbkin hapmakonei: ana Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; Ans AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoB/EHWIA cepTudikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHYKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili
thapmakonei Ne R1-CEP 2009-061-
Rev 04 (3aTBepmkeHo: R1-CEP 2009-
061-Rev 02) ons Aito4oi peyoBrHU
Topacemigy Bif 3aTBEPL)KEHOr0
BMpo6HUuKa Zhejiang Huahai
Pharmaceutical Co., Ltd. 3miHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKnii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOTO JliKapCbKOro 3acoby
(3MEHLLEHHS TepMiHY NpuaaTHOCTI
roToBOro Nikapcbkoro 3acoby) - Ans
TOProBOi YNaKoBKW - 3MEHLUEHHSA
TepMiHy NMpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3 5 pokis A0 3
pokiB. 3MiHW BHeceHi B po3gin "TepMiH

3a
peyenmom

He
nionsieae

UA/2540/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npugaTHoCTi" B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby. BBefeHHs 3MiH NpOTArom 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHS

406.

TPUXOMNON®

Tabnetkun no 250 wmr;
no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIM nayui

dapmaneBsTmy
HWA 3aBOg
"MONTb®APM
A"C.A.

MonbLa

dapmaLeBTUYHUI
3aBog
"MONIb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHV BHECEHO B iHCTPYKLit0 Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby A0 posainis
"MpoTunokasaHHs", "OcobamBOCTi
3acTocyBaHHsA", "Mob6iuHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iHChopMmaLi
3 6e3nekun 3acTocyBaHHs Aitloyol
PEYOBUHY JiIKAPCLKOTo 3acoby.

3a
peyenmom

He
nidnsieae

UA/1306/01/01

407.

TPUXOMNON®

TabneTkun BariHabHi
500 wmr; no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopoo6Li

PapmaLeBTuy
HWiA 3aBO,
"TMONTIb®APM
A" C.A.

Monbwa

dapmaveBTUYHNI
3aBog "MNonbhapma”
C. A

Monbwa

BHECEHHS 3MiH [0 peecTpaLinHmx
mMartepianis: 3miHu | TUnYy - 3MiHK
wopo 6e3nekv/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpaduiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBeeHnX BifnoBigHO A0 niaHy
negiatpnyHux gocnimxkexs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO B iHCTPYKL,it0 4151 MELNYHOIO
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao

3a
peyerimom

He
nionsieae

UA/1306/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
po3ginis "lNpoTrnokasaHHsA",
"Oco611BOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
3acTocyBaHHSA Ajto4oi pevyoBUHU
nikapcbKoro 3acoby
408. | YPO-BAKCOM Kancysv rno 6 mr no OM dapma LLiBefiuapi OM dapma CA LLiBeiuapis BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/12599/01/01
10 kancyny CA a mMartepianis: 3MiHa 3asiBHUKa peuyenmom niosnsieae
6nictepi; no 3 (BnacHvika peecTpauiiHoro
6nictepu y noceigyeHHs) MIBM (3rigHo Hakasy

KapTOHHIA KopooLi

MO3 Big 23.07.2015 Ne 460). TepMiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -

3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS hapmakoHarisgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaxeHOoi 0cobu
3asBHVKa, BiANOBiAabHOI 3a
hapmakoHarnsg. dilova pegakuis:

Ralph Nies. NponoHoBaHa pefakuis:

Yves Miclo. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,

BignoBigabHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOT 0Co6u 3asBHMKa,

BiANOBIAa/IbHOI 3a hapmakoHarnsg B

YkpaiHi. [itoya pefakuis: Bipcta
Onbra BacunisHa. lNMponoHosaHa
pepakuis: Xinbko €Brexis
OnekcaHpiBHa. 3MiHA KOHTaKTHUX
[AaHVX KOHTaKTHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLIe3Hax0MKEHHSI MacTep-
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thaiina cuctemun chapmakoHarnsgy Ta
ioro Homepa. 3MiHu | TNy - 3MiHKn
wono 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI YNakoBKW, a came:
BW/TyYEHHS iHdhopmaL,i Wwoao
3asBHVKa. TepMiH BBeEHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBEPMAKEHHS.

4009.

YPOJIECAH®

Kpanni opanbHi in
bulk: no 25 mny
dhnakoHi-
KpanesnbHuuj; no 88
dnakoHiIB-
KpanenbHULb y
KOpo6i KapTOHHOMY;
no 25 mn 'y oriakoHi-
KpanenbHui,
3aKPUTOMY KPULLIKOKO
3 KOHTpO/IEM
MepLLOro PO3KpUTTS,
no 88 chnakoHiB-
KpanenbHuub y
KOpO6i KapTOHHOMY

MNAT
"Tanuuchapm”

YkpaiHa

MAT "lrannudapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa
po3Mipy cepii (BKIOYaouM gianasoHu)
A®| abo NPOMIKHOro NPOAYKTY, SKuUi
3aCTOCOBYETLCSA Y Npoueci
BUpo6HMLTBA ADI (36iNbLUEHHS A0 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoMm) - Y 3B'A3KY i3 BBEAEHHAM
[o4aTKoBOT cxemu BUpo6HULTBa AD|
MopkBM AMKOT NNOAIB eKCTPaKT PiaKui,
eKCTpaKT pigkuii (cybcTaHuis) B ckiagi
N3 YponecaH® kpansi opasibHi
BUHUK/IA HEOOXigHICTb
3anpoBapKeHHsA aslbTepHaTUBHOIO
po3mMipy cepii gns gaHoro A®I.
MokasHuky cneumdikauii
3a/MWATHCA HE3MIHHUMMU.
3aTBepakKeHo: TeopeTUYHWIA po3Mip
cepii A®| Mopksu gukoi nnogis
€KCTPaKT PifKWiIA, eKCTPaKT piakuii
(cy6eTaHuin) He MeHwe 106,8 kr
3anponoHoBaHO: TEOPETUYHNI PO3MIP
cepii A®| Mopksu Aukoi nnogis
EKCTPaKT PifKniA, eKCTPaKT piakuii
(cybeTaHuis) He meHwe 427,20 Kr.
3MmiHu | TMRY - 3MiHK 3 SKocTi. API.
Buvpo6HMuTBO. 3MiHM B npoveci
BMPOGHMLTBA AD| (He3HauHa 3MiHa Y
npoueci BupobHuutea A®l) — Y 3B'A3ky
i3 BBEAJEHHAIM [JOAATKOBOI CXeMMU
BMpo6HMLTBa APl MOpKBK AUKOI
N/I0A4iB €KCTPaKT PiKuiA, eKCTpaKT
pigkuii (cybcTaHuis) y cknagi M3
YponecaH®, kpanni opasibHi BUHMKNA
notpeba BHECEHHS 3MiH B
peecTpauiiiHe gocke (po3gin 3.2.S.2.
Mpouec B1pobHMLTBA), a came,

UA/9517/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BUKN3AEHHS TEKCTY KOPOTKOro onuncy
TEXHOMOrIYHOro npouecy Ta
TEXHO/OrYHOI CXeMn BUPOOHMLTBA
A®| MopKBM AVKOI N104IB eKCTPaKT
PiAKWIA, eKCTPaKT pigxunii (cybcTaHLis)
B HOBI1 pegakuji. CniBBigHOLWEHHS
DER (cupoBuHa: roToBuiA NPOAyKT) He
3MIHIOETBCSA | cTaHoBUTUME 1:1.
MokasHuky cneyudikauii He
3MIHIOKTbCSA

410.

YPOJIECAH®

Kpanni opasibHi no
25 mn 'y chnakoHi-
KpanenbHuui, no 1
donakoHy-
KpanenbHuui B
nauyj; no 25 mny
donakoHi-
KpanenbHuui,
3aKPUTOMY KPULLIKOKO
3 KOHTpO/IEM
nepLIoro po3KpuTTS,
no 1 donakoHy-
KpanesbHULi B nauLii

MNAT
"Tanuuchapm”

YkpaiHa

MAT "lrannudapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa
po3Mipy cepii (BKIOYaouM gianasoHu)
A®| abo NPOMIKHOro NPOAYKTY, SKuUi
3aCTOCOBYETLCSA Y Npoueci
BUpo6HMLTBA ADI (36iNbLUEHHS A0 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoMm) - Y 3B'A3KY i3 BBEAEHHAM
[o4aTKoBOT cxemu BUpo6HULTBa AD|
MopkBM AMKOT NNOAIB eKCTPaKT PiaKui,
eKCTpaKT pigkuii (cybcTaHuis) B ckiagi
N3 YponecaH® kpansi opasibHi
BUHUK/IA HEOOXigHICTb
3anpoBapKeHHsA aslbTepHaTUBHOIO
po3mMipy cepii gns gaHoro A®I.
MokasHuky cneumdikauii
3a/MWATHCA HE3MIHHUMMU.
3aTBepakKeHo: TeopeTUYHWIA po3Mip
cepii A®| Mopksu gukoi nnogis
€KCTPaKT PifKWiIA, eKCTPaKT piakuii
(cy6eTaHuin) He MeHwe 106,8 kr
3anponoHoBaHO: TEOPETUYHNI PO3MIP
cepii A®| Mopksu Aukoi nnogis
EKCTPaKT PifKniA, eKCTPaKT piakuii
(cybeTaHuis) He meHwe 427,20 Kr.
3MmiHu | TMRY - 3MiHK 3 SKocTi. API.
Buvpo6HMuTBO. 3MiHM B npoveci
BMPOGHMLTBA AD| (He3HauHa 3MiHa Y
npoueci BupobHuutea A®l) — Y 3B'A3ky
i3 BBEAJEHHAIM [JOAATKOBOI CXeMMU
BMpo6HMLTBa APl MOpKBK AUKOI
N/I0A4iB €KCTPaKT PiKuiA, eKCTpaKT
pigkuii (cybcTaHuis) y cknagi M3
YponecaH®, kpanni opasibHi BUHMKNA
notpeba BHECEHHS 3MiH B
peecTpauiiiHe gocke (po3gin 3.2.S.2.
Mpouec B1pobHMLTBA), a came,

6e3
peyenma

UA/2727/02/01




354

n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BUKN3AEHHS TEKCTY KOPOTKOro onuncy
TEXHOMOrIYHOro npouecy Ta
TEXHO/OrYHOI CXeMn BUPOOHMLTBA
A®| MopKBM AVKOI N104IB eKCTPaKT
PiAKWIA, eKCTPaKT pigxunii (cybcTaHLis)
B HOBI1 pegakuji. CniBBigHOLWEHHS
DER (cupoBuHa: roToBuiA NPOAyKT) He
3MIHIOETBCSA | cTaHoBUTUME 1:1.
MokasHuky cneyudikauii He
3MIHIOKTbCSA

411.

YPOJIECAH®

Kpanni opanbHi in
bulk: no 25 mny
dhnakoHi-
KpanesnbHuuj; no 88
dnakoHiIB-
KpanenbHULb y
KOpo6i KapTOHHOMY;
no 25 mn 'y oriakoHi-
KpanenbHui,
3aKPUTOMY KPULLIKOKO
3 KOHTpO/IEM
MepLLOro PO3KpUTTS,
no 88 chnakoHiB-
KpanenbHuub y
KOpO6i KapTOHHOMY

MNAT
"Tanuuchapm”

YkpaiHa

MAT "lrannudapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa
po3Mipy cepii (BKIOYaouM gianasoHu)
A®| abo NPOMIKHOro NPOAYKTY, SKuUi
3aCTOCOBYETLCSA Y Npoueci
BUpo6HMLTBA ADI (36iNbLUEHHS A0 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3Mmipom) Y 3B'A3KY i3 BBEAEHHAM
[o4aTKoBOT cxemu BUpo6HULTBa AD|
MaTeprHKU TpaBu eKCTPakT PigKUN,
eKCTpaKT piakuii (cybcTaHuis), B
cknagi M3 YponecaH® kpanni
OopasibHi BUHUKNA HEOOXIAHICTb
3anpoBapKeHHsA aslbTepHaTUBHOIO
po3mMipy cepii gns gaHoro A®I.
MponoHoBaHa 3miHa He BN/MBae Ha
AKICTb, eDEKTUBHICTb Ta 6e3neyHiCcTb
nikapcbKkoro 3acoby. MNMokasHukm
cneumdikauii 3amwarTbCs
HEe3MiHHUMK. 3MiHK | TNy - 3MiHu 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci BupobHuutea APl (HeHauHa
3MiHa y npoueci BupobHuytea Adl) Y
3B'AA3KY i3 BBEJEHHSIM J04ATKOBOI
cxemu BUpo6HuuTBa APl MatepuHku
TpaBy EKCTPaKT PifKWiA, EKCTPaKT
pigkuii (cybcTaHuis) y cknagi M3
YponecaH®, kpanni opasibHi BUHMKNA
notpeba BHECEHHS 3MiH B
peecTpauiiiHe gocke (po3ain S), a
came, BUK/1aJeHHs TEKCTY KOPOTKOro
Onuncy TEXHOJIONYHOro MnpoLiecy Ta
TEXHOMOrIYHOT CXeMMN BUPOBHMLTBA
AD| MaTepuHkn TpaBu eKCTPaKT
PiAKWIA, eKCTpaKT pigkunii (cybcTaHLis)
B HOBIl pefakujii. CniBBigHOLLEHHS
DER (cupoBuHa: rotoBuii NPoAyKT) He

UA/9517/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3MIHIOETBCA | cTaHOBUTMME 1:1.
MponoHoBaHa 3MiHa He BN/IMBaE Ha
SAKICTb, e(DEKTUBHICTb Ta 6e3NeYHICTb
nikapcbkoro 3acoby. MokasHukm
cneumnagikaLii He 3MiHIOKTbCS.
412. | YPOJIECAH® Kpanni opasibHi no MAT YkpaiHa MNAT "Tannucapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 UA/2727/02/01
25 My dhnakoHi- "Tannuchapm" marepianis: 3miHu | Tuny - 3miHu 3 peyenma

KpanesbHuui, no 1
donakoHy-
KpanenbHuui B
nauui; no 25 mny
hnakoHi-
KpanenbHuui,
3aKPUTOMY KPULLIKOKO
3 KOHTpO/IEM
MepLLOro PO3KpUTTS,
no 1 cpnakoHy-
KpanenbHUui B naui

AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
po3mipy cepii (BkIrOYaoun gianasoHu)
A®| abo NPOMIKHOro NPoAyKTY, SKuUiA
3aCTOCOBYETLCS Y Npoueci
BMpOGHMLUTBA ADI (36iNbLUEHHA Ao 10
pasiB NOPIBHAHO i3 3aTBEPIAKEHUM
po3Mipom) Y 3B'AA3KY i3 BBEAEHHSAM
[04aTKOBOI Cxemu BUPOGHMLTBA AD|
MaTepvHKU TpaBW eKCTPaKT PigKUiA,
EKCTPaKT piakuii (cybcTaHLis), B
cknagi N3 YponecaH® kpanni
OpasibHi BUHUKA HEOOXIAHICTb
3anpoBaPKEHHSA a/lbTepHATUBHOIO
po3mipy cepii ans gaHoro Adl.
MponoHoBaHa 3MiHa He BN/IMBAE Ha
AKICTb, eDEKTUBHICTb Ta 6e3neyHiCTb
nikapcbkoro 3acoby. MokasHukm
cneundikauii 3a/mwarTbes
He3MiHHUMW. 3MiHK | TUny - 3MiHK 3
akocTi. A®l. BupobHuuTeo. 3miHn B
npoueci BupobHuutea A®| (HeHayHa
3MiHa y npoueci Bupo6HuuTBa Adl) Y
3B'A3KY i3 BBEAEHHAM [04aTKOBOI
cxemu BUpo6HMUTBa AD| MaTepuHkn
TpaBW eKCTPaKT PifKuiA, eKcTpakT
pigkuii (cybcTaHuis) y cknagi M3
YponecaH®, Kpanni opasibHi BUHMKNA
noTpe6a BHECEHHS 3MiH B
peecTpauiiHe gocke (po3gin S), a
cawve, BUKNAAEeHHS TEKCTY KOPOTKOro
onucy TeXHOJIONYHOro npoLiecy Ta
TEXHO/IOrYHOI CXeMM BUPOOHMLTBA
A®dI MaTepunHKn Tpasu eKCTpakT
PiAKWIA, eKCTPaKT pigkmii (cybcTaHLis)
B HOBI pegakujii. CniBBigHOLIEHHSA
DER (cupoBuHa: roToBuiA NpoAyKT) He
3MIHIOETBCSA | cTaHoBUTUME 1:1.
MponoHoBaHa 3miHa He BN/MBae Ha
AKICTb, eDEKTUBHICTb Ta 6e3neyHiCcTb
nikapcbKkoro 3acoby. MNMokasHukm
crneumgikaLii He 3MiHIOKTbCS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
413. | YPOJIECAH® Kpanni opasibHi in MAT YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavlinHmx UA/9517/01/01
bulk: no 25 mny "Fanuudapm" mMartepianis: 3miHu | TUNY - 3MiHK 3

hnakoHi-
KpanenbHuui ; no 88
donakoHiB-
KpanenbHuLb y
KOpO6i KapTOHHOMY;
no 25 mn 'y dpnakoHi-
KpanenbHui,
3aKPUTOMY KPULLIKOKO
3 KOHTpO/IEM
nepLIoro posKpuTTS,
no 88 chnakoHis-
KpanenbHuULb y
KOpOo6i KapTOHHOMY

akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuyucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
BHECEHHS 3MiH Yy cnevudikauito Ta
MeToAn KOHTponto A®I Anuui onis
(Anwnui onia edipHa), onis no
nokasHukax: «lgeHTudikauis»,
«[MoKa3HVK 3a10M/IEHHA» Ta
«KinbKicHe BU3HAUEHHS»; BHECEHI M.
«OnTUYHe obepTaHHsA», M.
«XpomaTtorpadivHnii npodinb», n.
<«>KupHi onii i ocmoneHi edipHi onii».
CynyTHSA 3MiHa - 3MiHW 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuXigHOro
marepiany/npomiKHOro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
MeToAax BuNpobyBaHHs (BKIHOHa0UM
3amiHy abo gonoBHeHHs) APl abo
BUXiZAHOr0/NPOMIXXHOro NPoAyKTY) -
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®l, ab0 BUXIQHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
BHECEHHS 3MiH Yy cnevudikauito Ta
METOAMN KOHTPOJII0 BUXiAHOT CUPOBUHN
Anmuui onia (Annui onis edipHa) no
nokasHukax: «lgeHTudikauis»,
«[MoKa3HVK 3a10M/IEHHA» Ta
«KinbKicHe BU3HAUYEHHS»; BHECEHI M.
«OnTUYHe obepTaHHsA», M.
«XpomaTtorpadivHnii npodinb», n.
<«KupHi onii i ocmoneHi edipHi onii».
CynyTHSA 3MiHa - 3MiHW 3 AKoCTi. ADI.
KoHTposnb A®I. 3miHa y meTogax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMNpo6yBaHHA A®| abo BuxXigHOro
marepiany/npomiKHOro

npoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
MeTofAax BunNpobysaHHs (BKIHOHa0UM
3amiHy abo gonoBHeHHs) AD| abo
BUXiZAHOr0/NPOMIXXHOro NPOAYyKTY) -
3MiHN | TURY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHss BUPOGHMYOT AibHNL
(Bovatoun ginbHuui ans Adl,
NPOMIXXHOro NPoAYKTY abo rotToBoro
nikapcbKoro 3acoby, AinbHNLi ANs
npoBefeHHA NakyBaHHs!, BUPOOHUKa,
BifiNOBIfA/IbHOTO 3a BUMYCK CEPild,
MicLie NPOBEAEHHS KOHTPO/THO cepii)
ab0o nocTavasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0MOMIKHOT
PEUOBYVHM (SIKLLO 3a3HAYEHO Y [OCBE) -
BWJIyYEeHHS iHdhopmaLii npo
BMpo6HuKa «MEFACUB», P® BuxigHoi
CMPOBUHKM ANna Anwvui onii (Anwvui onisa
echipHa) BupobHUuLTBa MAT
"Tanuudpapm”, Ykpaina. « 3minu | Tuny
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKIOUaKUN
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro NikapCbKoro
3acoby, AiNbHULi A8 NPOBeAEHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAa/ILHOIO 3a BUMYCK Cepil,
MicLie NpoBefEeHHS KOHTPOSIIO cepii)
abo noctavasibHVKa BUXIAHOMO
mMarepiany, peareHTy abo fOMOMiXHOT
PEUOBVHM (SKLLO 3a3HAYEHO Y [OCHE) -
BUYYEHHS iHChopmaLii npo
BMPOGHMKa «CunBipCbKi HAaTypasbHi
mMacna», P® BUXifHOI CMPOBUHW NS
Anunui onii (Anuui onis edoipHa)
BMpo6HuuTBa MAT "Tannucapm”,
YkpaiHa. 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHML (BKIOUAKUN
OinbHUUi ons APl NPOMiXHOTO
NPOAYKTY abo rOTOBOro NiKapcbKoro
3acoby, AinbHULI 418 NpOBEAEHHS
nakyBaHHs!, BUPOGHMKa,

BifiNOBIfA/IbHOTO 3a BMMYCK CEPild,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

MicLie NPOBEAEHHS KOHTPO/IHO cepii)
ab0o nocTayasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0MOMIKHOT
PEYOBVHM (SKLLO 3a3HAYEHO Y [OCHE) -
BUyYEHHS BUPO6HUKa «METACUB»,
P® AdDI Annui onii (Anwvui onis
ecpipHa). 3minHm | TNy -
AMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHULI (BKNOYaOUM
AinbHWUi ana A®l, npomikHoro
npoaykTy abo roToBOro MikapCcbkoro
3acoby, AinbHULi 4118 NpoBeAeHHSA
nakyBaHHs!, BUPOOHMKa,
BiANOBIAa/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeLEHHS KOHTPOSIHO cepil)
ab0 nocTavasibHMKa BUXigHOO
MaTepiany, peareHTy abo A0MNOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y OCLE) -
BWTyYEHHS BUPOOHUKa «CunbipchKi
HaTypasibHi Macna», P® A®l Anuui
onii (Anvui onis edipHa).
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
Bupo6HMuTBO. 3MiHM B npoveci
BMPOGHULTBA AD| (He3HaUHa 3MiHa Y
npoueci BupobHuutea A®I) -
BHECEHHS 3MiH Yy npoLeci
BMPOGHMLUTBA AD| Anuui onis (Anuui
onis eoipHa), 0nis NOB'A3aHo i3
BBEAEHHAM a/IbTEPHATUBHOIO
cnocoby inbTpawii Anuui onis,
cybCTaHUis, a came BUKOPUCTaHHS
cxemu pinbTpauii yepes cuctemy
MiLLeYHMX hiNbTPIB rpydOoi Ta TOHKOT
inbTpauii B N1acTUKoBi EMHOCTI,
3aMicTb iNbTpaLii Yepes KapTOHHI
inbTpu K-200 Ta KS-80. 3MmiHu Il Tuny
- 3MiHK 3 gKocTi. A®l. BupobHuLTBO.
3MiHa BMpoOHUKa

BWXi4HOro/NMPOMiXHOro
npoAyKTy/pearenty, Wo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpPO6HMKa
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHsA KOHTPoso skocTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI E€BpONechbkili
chapmakonei y 3aTBepgKeHOMYy [0CbE)
(iHLi 3MiHW) - BHECEHHS iHdopMaLlii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Npo BUPOGHMKa BUXIAHOT CUPOBUHN
ana Anuvui onii (Anuui onis eduipHa)-
«A. G. Industries», IHgis.
414. | YPOJIECAH® Kpanni opasibHi no MAT YkpaiHa, NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx UA/2727/02/01
25 mn 'y chnakoHi- "Fanuucapm" mMartepianis: 3MiHu | TUMY - 3MiHK 3

KpanesbHuyj, no 1
hnakoHy-
KpanesbHULi B
nauyj; no 25 mny
dhNakoHi-
KpanesbHuLj,
3aKpPUTOMY KPULLIKOO
3 KOHTpO/IEM
NepLLOro po3KpuTTS,
no 1 donakoHy-
KpanenbHUUi B nayi

akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuucpikalisx Ha Adl, abo
BUVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
BHECEHHS 3MiH Yy cnevudikayio Ta
MeToamn KoHTponto APl Anuui onis
(Anwnui onia edipHa), onis no
nokasHukax: «lgeHTudikauis»,
«[MoKa3HVK 3a10M/IEHHA» Ta
«KinbKicHe BU3HAUYEHHS»; BHECEHI M.
«OnTnYHe obepTaHHs», Nn.
«XpomatorpadiyHuii npodinb», n.
<«>XKupHi onii i ocmoneHi edipHi onii».
CynyTHSA 3MiHa - 3MiHN 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®I| abo BuxigHOro
martepiany/npomikHOro
npoAayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMpo6HULUTBa AP (IHLI 3MiHK Y
MeToAax BunNpobyBaHHS (BKIHOHa0uM
3amiHy abo gonoBHeHHs) AD| abo
BUXiZAHOr0/NPOMIXXHOr0 NPOAYyKTY) -
3MiHu | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmMX
MeX, BU3HAYeHWX y creumdikaLisax Ha
A®l, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
BHECEHHS 3MiH Yy cnevudikayio Ta
METOAMN KOHTPOSIKO BUXiAHOT CPOBUHN
Anmuui onia (Annui onia edipHa) no
nokasHukax: «lgeHTudikauis»,
«[MoKa3HVK 3a10M/IEHHA» Ta
«KinbKicHe BU3HAUYEHHS»; BHECEHI M.
«OnTnYHe obepTaHHs», Nn.
«XpomaTtorpacdiyHuii npodinb», n.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
<«>KupHi onii i ocmoneHi edipHi onii».

CynyTHSA 3MiHa - 3MiHW 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuXigHOro
marepiany/npomiKHOro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
mMeToAax BunpobyBaHHs (BKIHOHa0UM
3amiHy abo gonoBHeHHs) APl abo
BVXiZAHOr0/NPOMIXXHOro NPOAYyKTY) -
3MiHN | TURY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs: BUPOGHMYOT AinbHNL
(Bovatoun ginbHuui ans A®l,
NPOMIXXHOro NPoAYKTy abo rotToBoro
nikapcbKoro 3acoby, AinbHNLi ANs
npoBefeHHA NakyBaHHsl, BUPOOHUKa,
BiZiNOBIfA/IbHOTO 3a BUMYCK CEPild,
MicLie NPOBEAEHHS KOHTPO/IHO cepii)
ab0o nocTayasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0MOMIKHOT
PEUOBVHM (SKLLO 3a3HAYEHO Y [OCBE) -
BWJIyYEeHHS iHdhopmaLii npo
BMpo6HuKa «MEFACUB», P® BuxigHoi
CMPOBUHKM ANna Anwvui onii (Anwvui onis
echipHa) BupobHULTBa MAT
"Tanuudpapm”, Ykpaina. « 3minu | Tuny
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKIOUaKUN
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro NikapCbKoro
3acoby, AiNbHULi A8 NPOBeAEHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/TLHOIO 3a BUMYCK Cepil,
MicLle NpoBefEeHHS KOHTPOSIIO cepii)
abo noctavasibHVKa BUXIAHOMO
mMarepiany, peareHTy abo fOnOMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE) -
BUYYEHHS iHChopmaLlii npo
BMPOGHMKa «CunBipCbKi HAaTypasbHi
mMacna», P® BUXifHOI CMPOBUHW NS
Anuui onii (Anuui onis edoipHa)
BMpo6HuuTBa MAT "Tannucapm”,
YkpaiHa. 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. BunyueHHs
BMPOBHUYOI AiNbHMLI (BKIOUAKUN
LinbHUUi ons APl NPOMiXHOTO

NpoAyKTY abo roTOBOro NiKapcbKoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3aco6y, AinbHULI 418 NPpOBEAEHHS
nakyBaHHs!, BUPOGHMKa,
BiZiNOBIfA/IbHOTO 3a BUMYCK CEPild,
MicLie NPOBEAEHHS KOHTPOJIHO cepii)
ab0o nocTayasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0NOMIKHOT
PEUOBVHM (SIKLLO 3a3HAYEHO Y [OCBE) -
BUYyYEHHS BUPO6HUKa «METACUB»,
P® Ad®| Anuui onii (Anwvui onis
ecpipHa). 3miHum | TNy -
AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHULI (BKNOYa0UM
AinbHWUi ana A®l, npomikHoro
npoaykTy abo roToBOro MikapCbKoro
3acoby, AinbHULi 4118 NpoBeAeHHSA
nakyBaHHSs!, BUPOOHMKa,
BiANOBIAa/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/HO cepil)
ab0o nocTavasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0MNOMIKHOT
PEUYOBUHM (SIKLLO 3a3HAYEHO Y OCLE) -
BW/TyYEHHS BUPOOHUKa «CunbipchKi
HaTypasibHi Macna», P® A®l Anuui
onii (Anuui onis edipHa).
3MmiHu | TMRY - 3MiHK 3 AKocTi. API.
Bupo6HMuTBO. 3MiHM B npoveci
BMPOGHULTBA AD| (He3HaUHa 3MiHa Y
npoueci BupobHuutea A®I) -
BHECEHHS 3MiH Yy npoueci
BMpOGHMLUTBA AD| Anuui onis (Anuui
onis edoipHa), 0nis NOB'A3aHo i3
BBEJEHHAM a/lbTEPHATUBHOIO
cnocoby inbTpauii Anuui onis,
cybCTaHUis, a came BUKOPUCTaHHS
cxemu pinbTpauii yepes cuctemy
MiLLeYHMX hiNbTPIB rpydOoi Ta TOHKOT
inbTpauii B N1acTUKoBi EMHOCTI,
3aMicTb inbTpaLii Yepes KapTOHHI
inbTpu K-200 Ta KS-80. 3MmiHu Il Tuny
- 3MiHK 3 gKocTi. A®l. BupobHuLTBO.
3MiHa BMpoOHUKa
BWXi4HOr0/NMPOMiXHOro
npoAyKTy/pearenty, Wo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpPO6HMKa
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHsA KOHTPoso skocTi) APl (3a

BiICYTHOCTI cepTudikara
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepgKeHOMYy [0CbE)
(iHLWi 3MiHW) - BHECEHHSA iHdopMaLlii
Npo BUPOGHMKa BUXIAHOT CPOBUHN
ana Anuvui onii (Anuui onis eduipHa)-
«A. G. Industries», IHgis.

415. | YPCOCAH® Kancysnm rno 250 mr, MPO.MEA.LIC Yecbka BCi cTagii Yecbka BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/3636/01/01
no 10 kancyny Mpara a.c. Pecny6nik BUPOBHULTBA, Pecny6nika/ mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
6nictepi; no 1 abo 5, a KOHTPO/b SIKOCTi Ta Yecbka SKOCTIi. [O0TOBWMIA Nikapcbknii 3acib.
a6o 10 6nicTepiB y BWMYCK Cepii: Pecny6nika/ 3MiHN Yy BUPOGHUMLTBI. 3MiHa po3mipy
KapTOHHIA KopooLi MPO.MEQA.LC CnoBaubka cepii (BK1HOYaoUM AianaszoH po3mipy

Mpara a.c., Yecbka Pecny6nika cepii) roToBOro nikapceLKoro 3acoby
Pecny6nika (36inbLeHHs go 10 pasiB NOPIBHAHO i3
nepBuHHE i 3aTBEPKEHVM PO3MIPOM) 36i/IbLUEHHS

BTOPVHHE po3wmipy cepii IN3. [itoya pegakuis -
nakyBaHHS: 3.2.P.3.2 Batch formula

CBYC dapwma a.c., Batch sizes

Yecbka Pecny6ika Option A 750 000 (units) 248.74
NepBrHHE | (kg). 3anponoHoBaHa pefaxuis -

BTOpUHHE 3.2.P.3.2 Batch formula
MaKyBaHHA: Batch sizes
KOO®APMA c.p.0., Option A 750 000 (cps) -248.74 (kg)
Heckka Pecnyonika Option B 1 500 000 (cps) -
KOHTPO/b AKOCTI: 497.475(kg)
ANIC Yecbka

Pecny6nika, c.p.o.,

Yecbka Pecny6nika
nepBuHHe Ta

BTOPWHHE
nakyBaHHS,
BMPOGHMLTBO "in
bulk", kKOHTpOb
cepii:
CaHeka
dapmacboTrKan3
a.c., Cnosaubka
Pecny6ika

416. | ®A3/TIOAEKC po3uunH ans iH'ekuih, | ACTPA3EHEK Benvka Bupo6bHuuTBo, HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/5440/01/01
250 mr/5 mn; no 5 A OK Nlimiteq BpuTtaHis nepsBuHHe Benvka marepianis: 3miHu | TNy - 3miHK peyenmom
MJ/1 PO3YMHY B nakyBaHHs, BpuTaHis uoao 6e3nekn/etpekTNBHOCTI Ta
nonepegHsL0 Bi3yasibHWiA hapmakoHarnagy (iHwi 3mMiHn) 3MiHn
3anoBHEHOMY KOHTPO/b, BHECEHi B TEKCT MapKyBaHHS yNakoBKM
CK/IAHOMY LUNpuL 3 BUNPOOYBaHHS nikapcbKoro 3acoby, a came:

KOHTPONEM NepLLOro cepiit; onwc, BW/TyYEHHS! TEKCTY MapKyBaHHs 6e3
BiAKPWTTS; No 2 ineHTudbikauis 3aCTOCYBaHHA MKHapPOAHOI cucTemm
nonepeaHL0 MeToA0oM OAMHULb S| Ta BHECEHHA pefakUiiHnX
3anoBHEHI LWNpuuy B iHhpauepsoHoi (1Y) NpPaBOK Y TEKCT MapKyBaHHS i3
KOHTYPHiIl cnekTpockonii, 3aCTOCYBaHHAM MiXHApPOAHOI cucTemu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
YapyHKOBIli ynakoBLii KibKicHe oavHuUp Sl. BBeeHHS 3MiH NpoTArom
3 ABOMa BU3HAYEHHS 6-Tn MicALiB Nicnsa 3aTBepmKEHHS
6e3neyHMmn dynsecTpaHTy
ronkamu «BD MeTo40M
SafetyGlide™»; no 1 BMCOKOE(PeKTUBHOI
KOHTYpHil pignHHOT
YapyHKOBIli ynakoBLii xpomatorpadii

B KapTOHHI kopobLi

(BEPX), npogyktun
Aerpagauii MeToom
BEPX, 06'em
PO34UHY A5 iH'EKLLA
Y KOHTelHepax,
hyHKLiOHaNbHe
BMNpo6yBaHHA PFS,
H6akTepianbHi
€HA0TOKCUHM,
MeXaHiuHi
BK/TIIOYEHHSA
(HeBMAMMI YacTkm),
CTepPW/IbHICTb, BMICT
eTaHosly METOA0M
rasoBol
xpomarorpadii (IX),
BMICT 6EH3110BOr0
cnupTy metogom X,
BMiCT
6eH3mn6eH3oaTy
metogom MX:
BetTep ®apma-
®epTuryH N'méX ta
Ko. KI', HimeuunHa;
BTopuHHa ynakoBka,
BUMYyCK Cepil,
BMMPOGYBaHHSA
cTabifNbHOCTI:
AcTpa3eHeka FOK
Nimiten, Benvka
BpuTaHis;
BizyasibHwii
KOHTpO/b: BeTTep
Papma-dPepTUryH
'm6X Ta Ko. KT,
HimeyvunHa;
BizyanbHuii
KOHTPO/b,
BMNPOGYBaHHSA cepiii
(BunpobyBaHHSA
CTepubHOCTI):
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BetTtep dapma-
PepTuryH Nm6X ta
Ko. KI', HimeyunHa
417. | ®AMBIP® TabneTkun, BKPUTI ATHac ®apma Benuka HoBaprTic Icnanis BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/9236/01/01
NNiBKOBOIO FOK Nimite, BpuTaHis dapmacbioTuka C.A. MaTepianis: 3MiHu | TUNY - 3MiHK 3 peuyenmom

060/10HKO0, MO 125
Mr; no 10 TabneTok
y 6nictepi, no 1
6nictepy y
KapTOHHI KopooLi

akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuucpikalisx Ha Adl, abo
BUVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M
BMNPOOYBaHHS) - BBEAEHHS A0
cneumngikauii A®l damunknosip
[04aTKOBOrO KOHTPOJIH0 3aU/INLLKOBUX
PO3YMHHVMKIB eTunauerar,
i3onponaHon Ta MeTaHos i3 BMICTOM
«He GinbLue 0,1 %» An1a KOXKHOTo
OKPEMOro PO34MHHUKA; 3MiHK | TNy -
3MiHu 3 aKocTi. A®Il. KoHTponb AdL.
3miHa y napameTpax cneuudikawiii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX
y cneundikaniax Ha A®l, abo
BWXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMpO6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - BBEAEHHSA A0
cneundikauii A®I damumknosip
[08aTKOBOro BUNpobyBaHHA AN
3a/TMLLIKOBOrO PO3YMHHMKA
TpreTunaMiH 3 Mexeto «He Binblue
320 ppm»; 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo

[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudpikalisx Ha Ad®l, abo
BUVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y MPOLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METOA40M
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMNPOOYBaHHS) - BBEAEHHS A0
cneumngikauii A®I damunknosip
[04aTKOBOro BUNpo6yBaHHSA «Cyma
BOAM Ta 3arasibHOro BMIiCTy
PO3UMHHNKIB» 3 MEXel0 «He BinbLue
0,5 %»; 3MiHM | TMNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMNYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha Adl, abo
BVXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYUYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIy4YeHHs 3acTapinioro
NMoKa3HWKa)) - BUTy4YEHHS HE3HAYHOro
napameTpa i3 cneumdikauii AdI
damMuMKIOoBIp «IHLI PO3YNHHUKN
MeToaoM [X»; 3MiHW | TUnY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuyucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTHCSA Y MPOLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikawlii) - 3ByXXeHHS BUMOT
cneuudikauii APl damuuknosip 3a
nokasHnkom «CynbgarHa 3ona» Bif
«He 6inbLue 0,2 %» Ao «He Ginblue 0,1
%»; 3MiHu | TMNy - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMNYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHULTBA AD| (3BY>KEHHSA
[OMYyCTUMUX MEX, BU3HAYEHUX Y
crneuudikavii) - 3BY>X€HHS BUMOr
cneumdikauii A®| damumknosip —
BK/TIOYEHHS Nasiafito B MeXy Cymun gis
nokasHuka «Baxki MeTanu meToaom
ICP-OEC», 3 cynyTHiM/ 3MiHamu B
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3aTBEPMHKEHOMY MeTogi
BUNPO6YBaHHSA; 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuyucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaylii) - 3ByXXeHHS BUMOT
cneuudikauii A®l damuuknosip ans
creundikoBaHoT CynpoBiAHOT AOMILLKN
BRL-43594 Bif «He 6inbLue 0,5 %» Ao
«He 6inbLwe 0,2 %» Ta
crneundikoBaHOT CynpoBiAHOT AOMILLKN
BRL-45145 Bif «He 6inblie 0,4 %» Ao
«He 6inbLue 0,1 %, i3 cynyTHIMK
3MiHamu B MeToAj BUNpo6yBaHHA AdI;
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
martepiany/npomikHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BUMNPOOBYBaAHHS) - HE3HAUHI 3MiHU Y
3aTBEPKEHOMY METOA|
BMNpoGyBaHHSA A®| 3a NOKa3HNKOM
«3aNNLLKOBI PO34YNHHWKN METOA0M
napochasHoi MX», pegakuiiiHi 3MiHu y
3aTBepKEHNX MeToAax
BMNPOBYBaHHS 3a nokasHukamm
«lpeHTnuHicTs MeTogoMm 14
cnekTpodoTomeTpii (ATR)»,
«lgeHTnyHicTb meTogom 14
cnektpodpotomeTpii (Nujol)», «Boga
meTogom Kapna diwepa»; 3miHu |
My - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[ONYCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (3ByXeHHS
[0MYyCTUMNX MEX) - 3BY)XEHHS
[0MNyCcTUMOT Mexi cneumdikaii




367

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

rOTOBOrO J1iKapCbKOro 3acoby 3a
nokasHukoM «poAayKTW po3knagy
mMeTogom BEPX Ha ocHOBI 3asBNieHoro
BMICTy chamumkioBipy: IHLWI
HecneumndikoBaHi NpoayKTn
po3knagy» Big «He 6inbLue 0,2 %» Ao
«He 6inbwe 0,1 %», Ta pefakuiiHi
3MiHM B Ha3Bi 3a3HAY€HOro MokKasHuKa
B cneuudikauii; 3MiHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHSA rOTOBOTO /IIKAPCHKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEpPMKEHOMY MeTogj
BMNPOGYBaHHSA roTOBOTrO J1iKapCbKOro
3ac00y «|fEeHTUYHICTb, KinbKicHe
BU3HAYEHHS, MPOAYKTW po3knagy Ta
OfHOPIAHICTb BMICTY MeTogoM BEPX»,
3MmiHu | TNy - 3MiHKW 3 AKOCTi. [oTOBUIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BUMNPOOYBaHHSA rOTOBOTO /IIKAPCHKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEpPMKEHOMY MeTogj
BMNPOGYBaHHSA roTOBOTrO J1iKapCbKOro
3ac00y «PO34Y/MHEHHS METOLOM
BEPX»; 3MiHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapcbkuii 3aci6. KoHTpob
LOMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX A5 AONOMDKHOT
pPeYOBUHM (iHLLI 3MiHK) - 3MiHa BUMOTW
LLIOA0 30BHILUHBLOrO BUIASAY CyMiLli
4ns nokpuTTa Opadry OY-S-28924 i3
«[lMopoLok 6i10ro Kobopy» Ha
«Cyxuii NOPOLLIOK 6ifIOro Konbopy» Ta
3MiHa Ha3Bu TecTy i3 «Onue» Ha
«30BHILWHIN BUIAA BisyasibHO»; 3MiHN
| TNy - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
LOMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX A5 AONOMIKHOT
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

PeYOBMHYM (LOMOBHEHHS cneundikauii
HOBWM MOKa3HUKOM 3 BiZNOBiAHUM
MeTOZOM BUNPOBYBaHHS) -
[ONOBHEHHA cnevudikauii cymiwi ans
nokputTs Opadry OY-S-28924 HOBUM
napameTpom «lAeHTUYHICTb MeTOAOM
1Y cnekTpodhoToMeETpIi» 3 BigNOBIAHNM
MeTOA0M BUNPOGYBaHHS; 3MiHu | Tuny
- 3MiHM 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib AOMOMDKHUX
peyoBuH. 3MiHa napameTpiB
cneundikauii Ta/abo AonycTUMMX
MeX A1 AONOMIKHOT PEYOBUHM
(AONOBHEHHSA cneuundikauii HoBUM
NOKa3HWKOM 3 BifMOBiAH/M METOL0M
BMNPOOYBaHHS) - AONOBHEHHS
crneuudikauii cymilli 4na NOKpUTTA
Opadry OY-S-28924 HoBUM
napameTpom «Bi3yasibHe NOPiBHAHHS
KOMbopy» 3 BigNoBigHMM MEeTO40M
BMUNPOOGYBaHHSA; 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/b AONOMIKHVX PEHOBUH.
3MiHa napameTpiB cneumdikadii
Ta/abo fonycTUMUX MexX NS
[O0NOMDKHOT PEYOBMHU (iHLLI 3MiHK) -
BWNYYEHHA 3i cneyudikauii cymiwi ans
nokputTs Opadry OY-S-28924
napametpa «lgeHTudikauis
riAPOKCMMPONINMETUNLENIONO03N —
YTBOPEHHS TOHKOT MAiBKM»; 3MiHU |
My - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
LOMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX A5 AONOMDKHOT
PEeYOBUHM (iHLUi 3MiHW) - BUTYYEHHS 3i
cneuudikauii cymilli 4na NOKpUTTA
Opadry OY-S-28924 napameTpa
«laeHTudikauis
riAPOKCUNPONIIMETUNLLE/IONO3N —
KO/IbOpPOBa peakLis»; 3miHu | Tuny -
3MiHM 3 AKOCTi. [0TOBWIA NiKapCbKUiA
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX A5 [OMOMDKHOI peqoBUHM (iHLUi
3MiHW) - BUNYyYeHHs 3i cneumdikauii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

cymiwi ansa nokputta Opadry OY-S-
28924 napameTpa «3a/MLLOK nicns
NPOXaprBaHHA»; 3MiHW | TUNY - 3MiHK
3 AKocTi. [0TOBWMIA Nikapcbknii 3aci6.
KOHTPO/b AONOMIKHVX PEHOBUH.
3miHa y MeToAax BUNpobyBaHHS
[OMNOMDKHOT peYOBUHY (iHLLI 3MiHW y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo foAaBaHHs)) - 3amiHa
mMeToAy BUNPOOYBaHHSA «|AEHTUYHICTb
TUTaHy» 3 BHYTPILUHBLOTO MeToAy Ha
meTog, onucaHuii B MoHorpadii dapm.
CLUA/H®, He3HauHi 3MiHN Ta
[OMOBHEHHS BiANoBigHO A0
MOHorpadili Ha BMXifHi PeYOBUHMU, LLO
BUKOPVCTOBYHOTBLCS MPW BUTOTOB/IEHHI
cymiwi ana nokputta Opadry OY-S-
28924; 3MiHn | TMNY - 3MiHW 3 AKOCTI.
A®|. BUpo6HMLTBO. 3MiHW B NpOLIECi
BUpo6HUUTBa AP| (HE3HAYHA 3MiHa Y
npoueci BupobHuutea A®I) -
HesHauHa 3MmiHa y npoueci
BUpo6HULUTBa AP| — BUTyYEHHSA
OnMLioOHa/IbHOTO BUKOPUCTaHHSA
BiJHOBNIEHOTO AnXI0pPMETaHy; 3MiHu |
My - 3MiHK 3 AKocCTi. ADI.
Brpo6HMLUTBO. 3MiHM B Npoueci
BMPOGHMLTBA AD| (He3HAYHA 3MiHA Y
npoueci BupobHuuTBa AdPl) -
He3HauHa 3MiHa y npoueci
BMPO6HULTBA AP| — BUKOPUCTaHHSA
KOHUeHTpau,ii HaTpito meTokenay 30 %
3aMiCTb KOHUeHTpauii 21 % ans
npomikHoro npoaykty FAM-1 Ha
ninbHUUi Zhejiang Medicine Co., Ltd.,
P.R China, pefakujiiHi 3MiHW B
po3ginax 3.2.S.2.2 Onunc BUpoGHMYOro
npoLiecy Ta oro KOHTPosto Ta
3.2.5.2.3.KoHTponb matepianis; 3MiHK
| TMny - 3MmiHK 3 skocTi. ADI. KoHTponb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAUYeHWX y crieumdpikaLisax Ha
A®I, ab0 BMXifHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpo6HULUTBa AP| (LONOBHEHHS
crneundikaLii HOBUM MOKa3HWKOM
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

SKOCTi Ta BiANOBIAHUM METOA0M
BUNPOOYBaHHSA) - 3MiHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3Ha4YeHux y crneumdikaii Ha
BUXiHWI MaTepian HaTpilo MeToKcug,
— AofaBaHHa fonycTMMOi Mexi
cneumdikauii a5 KiflbKicHOro
BU3HayeHHs (Assay — 29.0%-33.0%);
3MiHn | TURNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmX
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®l, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHK) - 3MiHa
y napameTpax cneuudikayin Ta/abo
[OMNYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauii Ha BUXigHWUiA maTepian
anmMeTundopmMamiz, — po3LUNpPeHHs
[onycTumoi Mexi cneumndikadii gns
BMICTYy BOAM Ha AinbHuUi Zhejiang
Medicine Co., Ltd., P.R China Big «He
6inbLwe 0,05 %» go «He Ginbwe 0,5
%»; 3MiHu | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapCbKOro 3acoby (iHLi
3MiHW) - 3MiHa MOBV BUK/TaAeHHS
MeToziB KOHTPOO SKOCTI JTiKapCbKOro
3ac06y 3 pPOCiiCbKOT Ha YKpaTHCbKY;
3Mminu Il TUny - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKaPCbKOro 3acoby (iHLi
3MiHM) - NpuBeAeHHA MeTogis
KOHTPOJIO SIKOCTi NMiKapCbKOro 3acoby y
BiANOBIAHICTL 4O MaTepianis
peecTpauiiHoro AOCLE BUPOGHMKA,
3aTBepMKeHNX B ABCTpaii, KpaiHi 3i
CTPOroK PErynsiTopHOK0 CUCTEMOID

418.

DAMBIP®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, Mo 250
MrF; Mo 7 TabneTok y
6nictepi; no 3
6nictepay
KapTOHHI KopooLi

ATHac Papma
FOK Nimite,

Benuka
BpuTaHis

HoBaprTic
PapmacbioTvka C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudpikalisx Ha Ad®l, abo
BUVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCS Y MPOLECI

3a
peyenmom

UA/9236/01/02




371

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BMpO6HMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BigNoBifH/M METOAOM
BMNPOOYBaHHS) - BBEAEHHS A0
cneumngikauii A®I damunknosip
[04AaTKOBOrO KOHTPOJII0 3aU/INLLKOBUX
PO3UMHHVKIB eTunauerar,
i3onponaHon Ta MeTaHo i3 BMICTOM
«He 6inble 0,1 %» A5t KOXKHOro
OKPEMOro PO34MHHUKA; SMiHW | TNy -
3MiHu 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneuudikawii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX
y cneumdikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMpO6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - BBEAEHHA A0
cneundikauii A®I damumknosip
[08aTKOBOro BUNpobyBaHHA AN
3a/IMLLKOBOTO PO3UYMHHMKA
TpreTuNaMiH 3 Mexeto «He Binblue
320 ppm»; 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneuyucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMpO6HMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BignoBifH/M METOAOM
BMNPOOYBaHHS) - BBEAEHHS A0
cneumngikauii A®I damunknosip
[04aTKOBOro BUNpobyBaHHs «Cyma
BOAM Ta 3arasibHOro BMIiCTy
PO3UMHHNKIB» 3 MEXel0 «He BinbLue
0,5 %»; 3MiHM | TMNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA

npoAyKT/peareHT, Wwo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIy4YeHHs 3acTapinioro
MOKa3HWKa)) - BUTy4YEHHS HE3HAYHOro
napameTpa i3 cneumdikauii AdI
damMuMKIOoBIp «IHLI PO3YNHHUKN
MeToaoM [X»; 3MiHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikawlii) - 3ByXXeHHS BUMOT
cneuudikauii APl damuuknosip 3a
nokasHnkom «CynbarHa 3ona» Bif
«He 6inbLue 0,2 %» Ao «He Ginblue 0,1
%»; 3MiHu | TMNy - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaisx Ha Ad®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHULTBA AD| (3BY>KEHHS
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
crneuudikavii) - 3BY>X€HHS BUMOr
cneumdikauii A®| damumknosip —
BK/TIOYEHHS Nasiafito B MeXy Cymun gis
nokasHuka «Baxki MeTanu meToaom
ICP-OEC», 3 cynyTHiM/ 3MiHamu B
3aTBEPMHKEHOMY MeTogi
BUNPO6YBaHHSA; 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuyucpikalisx Ha Ad®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikaLlii) - 3ByXXeHHs1 BUMOT
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

cneuudikauii Al damuuknosip ans
crneundikoBaHOT CynpoBiAHOT AOMILLKN
BRL-43594 Bif «He 6inbLie 0,5 %» Ao
«He 6inbLwe 0,2 %» Ta
crneundikoBaHoT CynpoBiAHOT AOMILLKN
BRL-45145 Bif «He 6inblie 0,4 %» Ao
«He 6inbLue 0,1 %, i3 cynyTHIMK
3MiHamu B MeToj BUNpo6yBaHHA AdI;
3MiHn | TURNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
martepiany/npomikHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BUMNPOOBYBaAHHS) - HE3HAUHI 3MiHU Y
3aTBEPKEHOMY METOA|
BMNpoGyBaHHA A®| 3a NOKa3HNKOM
«3aNNLLKOBI PO34YNHHWKN METOA0M
napochasHoi MX», pegakuiiiHi 3MiHu y
3aTBepKEHNX MeToAax
BMNPOBYBaHHS 3a nokasHukamm
«lpeHTnyHicTs MeTogoMm 14
cnekTpodhoTomeTpii (ATR)»,
«lgeHTnyHicTb meTogom 1Y
cnektpodpotomeTpii (Nujol)», «Boga
meTogom Kapna diwepa»; 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPosb roToBoOro
nikapcbKkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[ONYCTUMUX MEX rOTOBOTO
NikapcbKoro 3acoby (3ByXeHHS
[0MYyCTUMNX MEX) - 3BY)XEHHS
[0nycTUMOT Mexi cneumdikauii
rOTOBOrO JliKapCbkoro 3acoby 3a
nokasHukoMm «lpoayKTy poskiagy
mMeTogom BEPX Ha oCcHOBI 3asBNieHOro
BMICTy chamumkioBipy: IHLWI
HecneumndikoBaHi NpoayKTn
po3knagy» Big «He 6inbLue 0,2 %» Ao
«He 6inbwe 0,1 %», Ta pefakuiiHi
3MiHM B Ha3Bi 3a3HAY€HOro MokKasHuka
B cneuudikauii; 3MiHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa y MmeToAax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BUMNPOOYBaHHSA rOTOBOTO NIKAPCHKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEpPMKEHOMY MeTogj
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3ac00y «|feHTUYHICTb, KinbKicHe
BU3HAYEHHS, MPOAYKTW po3knagy Ta
OfHOPIAHICTb BMICTY MeTogoM BEPX»,
3miHu | TNy - 3MiHKW 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BUMNPOOYBaHHSA rOTOBOTO /IIKAPCHKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEpPMKEHOMY MeTogj
BMNPOGYBaHHSA roTOBOTrO J1iKapCbKOro
3ac00y «PO34YMHEHHS METOLOM
BEPX»; 3MiHu | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA NiKapcbkuii 3aci6. KoHTpob
[LOMOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYCTUMUX MEX A5 AONOMDKHOT
PeYOBUHM (iHLLI 3MiHK) - 3MiHa BUMOTW
LLIOA0 30BHILUHBLOrO BUIASAY CyMiLli
4ns nokpuTTa Opadry OY-S-28924 i3
«[lMopoLok 6i10ro Kobopy» Ha
«Cyxuii NOPOLLIOK 6ifIOro Konbopy» Ta
3MiHa Ha3Bu TecTy i3 «Onue» Ha
«30BHILWHIN BUIAA BisyasibHO»; 3MiHN
| TNy - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
LOMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX A5 AONOMDKHOT
PeYOBMHYM (LOMOBHEHHS cneundikawii
HOBWM MOKa3HUKOM 3 BiZNOBiAHUM
MeTOZOM BUNPOBYBaHHS) -
[ONOBHEHHA cnevudikauii cymiwi ans
nokputTs Opadry OY-S-28924 HOBUM
napameTpom «lAeHTUYHICTb MeTOAO0M
1Y cnekTpodhoToMeETpIi» 3 BigNOBIAHNM
MeTOA0M BUNPOGYBaHHS; 3MiHu | Tuny
- 3MiHM 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib AOMOMDKHUX
peyoBuH. 3MiHa napameTpiB
cneundikauii Ta/abo AoNycTUMMX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MeX A/151 AONOMIKHOT PEYOBUHN
(40oNoBHEHHA cneuundikauii HoBUM

NOKa3HWKOM 3 BifMOBigHVM METOL0M
BMNPOOYBaHHS) - AONOBHEHHS
crneuudikauii cymilli 4na NOKpUTTA
Opadry OY-S-28924 HoBUM
napameTpom «Bi3yasibHe NOPiBHAHHS
KOMbopy» 3 BigNoBigHMM MEeTO40M
BUNPOOGYBaHHSA; 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/b AONOMIKHMX PEHOBUH.
3MiHa napameTpiB cneumdikadii
Ta/abo fonyCcTUMUX MeX NS
[O0NOMDKHOT PeYOBUHU (iHLLI 3MiHK) -
BWNYYEHHA 31 cneyudikauii cymiwi ans
nokputTs Opadry OY-S-28924
napametpa «lgeHTudikauis
riAPOKCMNPONINMETUILENONO03N —
YTBOPEHHS TOHKOT MAiBKM»; 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYCTUMUX MEX A5 AONOMDKHOT
PEeYOBUHM (iHLUi 3MiHW) - BUTYYEHHS 3i
crneuudikauii cymilli Ana NOKpUTTA
Opadry OY-S-28924 napameTpa
«laeHTudikauis
riAPOKCUNPONIIMETUNLLE/IONO3N —
KO/IbOpPOBa peakLis»; 3miHu | Tuny -
3MiHM 3 AKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX A5 [OMOMDKHOI peqoBUHM (iHLLi
3MiHW) - BUNYyYeHHs 3i cneuudikauii
cymiwi ansa nokputta Opadry OY-S-
28924 napameTpa «3a/MLLOK nicns
NPOXaprBaHHs»; 3MiHW | TUNY - 3MiHK
3 AKocTi. [oTOBWMIA Nikapcbknii 3aci6.
KOHTPO/b AONOMIKHVX PEHOBUH.
3miHa y MeToAax BUNpobyBaHHS
[OMNOMDKHOT peYOBUHY (iHLLI 3MiHW y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo foAaBaHHs)) - 3amiHa
mMeToAy BUNPOOYBaHHSA «|AEHTUYHICTb
TUTaHy» 3 BHYTPILUHBLOTO MeToAy Ha

meToZ, onvucaHuii B MoHorpadii ®apw.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

CLUA/H®, He3HauHi 3MiHN Ta
[OMOBHEHHS BiANoBigHO A0
MOHorpadili Ha BMXifHi PeYOBUHMU, LLO
BUKOPVCTOBYHOTBLCS MPW BUTOTOB/IEHHI
cymiwi ana nokputta Opadry OY-S-
28924; 3MiHn | TMNY - 3MiHW 3 AKOCTI.
A®|. BUpo6HMLTBO. 3MiHW B NpOLIECI
BUpo6HUUTBa AP| (HE3HAYHA 3MiHa Y
npoueci BupobHuutea A®I) -
HesHauHa 3MmiHa y mpoueci
BUpo6HULUTBa AP| — BUTyYEHHSA
OnMLiOHa/IbHOTO BUKOPUCTaHHS
BiJHOBNEHOTO AnXI0pMETaHy; 3miHu |
My - 3MiHK 3 AkocCTi. ADI.
Brpo6HMLUTBO. 3MiHM B Npoueci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
npoueci BupobHuuTa AdPl) -
He3HauHa 3MiHa y npoueci
BMPO6HULTBA AP| — BUKOPUCTaHHSA
KOHUeHTpau,ii HaTpito meTokenay 30 %
3aMiCTb KOHUeHTpauii 21 % ans
npomikHoro npoaykty FAM-1 Ha
ninbHUUi Zhejiang Medicine Co., Ltd.,
P.R China, pefakujiiHi 3MiHW B
po3ginax 3.2.S.2.2 Onunc BUpoGHMNYOro
npoLiecy Ta 1oro KOHTposto Ta
3.2.5.2.3.KoHTponb matepianis; 3MiHK
| TMny - 3MmiHK 3 AKkocTi. ADI. KoHTponb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAYEHNX y creumdikalisax Ha
A®I, ab0 BMXifHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BUpo6HUUTBa AP| (LONOBHEHHS
crneundikaLii HOBUM MOKa3HWKOM
SKOCTi Ta BiANOBIAHUM METOA0M
BUNPOOYBaHHSA) - 3MiHa y napameTpax
cneundikauii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHuX y crneumdikayii Ha
BUXiHWI MaTepian HaTpilo MeToKcug,
— AofaBaHHa fonycTMMOl Mexi
cneumdikauii a5 KiflbKicHOro
BU3HayYeHHs (Assay — 29.0%-33.0%);
3MiHn | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3Ha4YeHMX y crneumdikalisx Ha
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

A®l, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK) - 3MiHA
y napameTpax cneuudikauin Ta/abo
[OMNYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii Ha BUXigHWUiA maTepian
anmMeTundopmMamiz, — po3LNpPeHHs
[onycTumoi Mexi cneumndikadii gns
BMICTYy BOAM Ha AinbHuUi Zhejiang
Medicine Co., Ltd., P.R China Big «He
6inbLwe 0,05 %» go «He Ginbwe 0,5
%»; 3MiHu | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKaPCbKOro 3acoby (iHLi
3MiHW) - 3MiHa MOBV BUK/TaeHHS
MeToziB KOHTPO/O SKOCTI JTiKapCbKOro
3aco6y 3 pPOCiiCbKOT Ha YKpaiHCbKY;
3Mminu Il TUny - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapCbKOro 3acoby (iHLi
3MiHM) - NpuBeAeHHA MeTogis
KOHTPOJI0 SIKOCTi NMiKapCbKOro 3acoby y
BiANOBIAHICTL 4O MaTepianis
peecTpauiiHoro AOCLE BUPOGHMKA,
3aTBepMKeHNX B ABCTpaii, KpaiHi 3i
CTPOroK PErynsiTopHOK0 CUCTEMOID

419.

DAMBIP®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, 1Mo 500
MrF; Mo 7 TabneTok y
6nictepi; no 2 a6o 8
6nictepiB y
KapTOHHI kopobuyj;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIA KOpooLi

ATHac dapma
FOK Nimite,

Benuka
BpuTaHis

HoBaprTic
PapmacbioTvka C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudpikalisx Ha Ad®l, abo
BUVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y MPOLECI
BMpO6HMLTBAa AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M
BMNPOOYBaHHS) - BBEAEHHS A0
cneumnagikauii A®l damunknosip
[04aTKOBOrO KOHTPOJIH0 3aU/INLLKOBUX
PO3YMHHVKIB eTunauerar,
i3onponaHon Ta MeTaHos i3 BMICTOM
«He GinbLue 0,1 %» An1a KOXKHOTo
OKPEMOro PO34MHHUKA; 3MiHK | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdL.
3miHa y napameTpax cneuudikawlii

3a
peyenmom

UA/9236/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Ta/abo AoNyCTUMUX MeX, BU3HAYEHNX

NOKa3HWKA)) - BUMYYEHHS HE3HAYHOTO

MeToaoM [X»; 3MiHW | TUnY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y

y cneumdikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo

BMKOPVCTOBYIOTbCS Y Npoueci
BMpO6HMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - BBEAEHHA A0
cneundikauii A®I damumknosip
[08aTKOBOro BUNpobyBaHHA AN
3a/IMLLKOBOTO PO3UYMHHMKA
TpreTunaMiH 3 Mexeto «He Binblue
320 ppm»; 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuyudpikalisx Ha Ad®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMpO6HMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM

AKOCTI Ta BignoBifH/M METOAOM

BMNPOOYBaHHS) - BBEAEHHS A0
cneumngikauii A®l damunknosip

[04aTKOBOro BUNpo6yBaHHA «Cyma

BOAM Ta 3araslbHOro BMIiCTy
PO3UMHHIKIB» 3 MEXel0 «He BinbLue
0,5 %»; 3MiHM | TMNY - 3MiHW 3 AKOCTI.

A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo

[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha Adl, abo
BWXi4HWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHS
He3HayHOro nokasHuka sIKocTi
(Hanpviknag BUIy4YeHHs 3acTapinioro

napameTpa i3 cneumdikauii AdI

damMuMKIOoBIp «IHLI PO3YNHHKKN

napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y

cneuucpikalisx Ha A®l, abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikayii) - 3ByXXeHHS BUMOT
cneuudikauii APl damuuknosip 3a
nokasHnkom «CynbgarHa 3ona» Bif
«He 6inbLue 0,2 %» Ao «He Ginblue 0,1
%»; 3MiHu | TMNy - 3MiHKW 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIAHUA/NPOMIXHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHULTBA AD| (3BY>KEHHSA
[OMyCTUMUX MEX, BU3HAYEHUX Y
crneuudikavii) - 3BY>XeHHS BUMOr
cneuudikauii A®l damumknosip —
BK/TIOYEHHS Nasiagito B MeXy Cymun gis
nokasHuka «Baxki MeTanu meToaom
ICP-OEC», 3 cynyTHiM/ 3mMiHamu B
3aTBEPMHKEHOMY MeTogi
BUNPO6YBaHHSA; 3MiHU | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneuyucpikalisx Ha A®l, abo
BVXi4HWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPOGHMLTBA AD| (3BY>KEHHS
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneuudikawlii) - 3ByXXeHHS BUMOT
cneuudikauii Al damuuknosip ans
crneundikoBaHOT CynpoBiAHOT AOMILLKN
BRL-43594 Bif «He 6inbLue 0,5 %» Ao
«He 6inbLwe 0,2 %» Ta
crneundikoBaHOT CynpoBiAHOT AOMILLKN
BRL-45145 Bif «He 6inblie 0,4 %» Ao
«He 6inbLue 0,1 %, i3 cynyTHIMK
3MiHamu B MeToAj BUNpo6yBaHHA AdI;
3MiHn | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BuxigHOro
mMaTtepiany/npomikHOro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

npoAyKTy/pearenTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeTodax
BUMNPOOBYBaHHS) - HE3HAUHI 3MiHU Y
3aTBEPKEHOMY METOA|
BMNpoGyBaHHA A®| 3a NOKa3HNKOM
«3aNNLLKOBI PO34YNHHMKN METOA0M
napochasHoi MX», pegakuiiiHi 3MiHu y
3aTBEPKEHNX MeToAax
BMNPOBYBaHHS 3a nokasHukamm
«lpeHTnuHicTs MeTogoMm 14
cnekTpodoTomeTpii (ATR)»,
«lgeHTnyHicTb meTogom 1Y
cnektpodpotomeTpii (Nujol)», «Boga
meTogom Kapna diwepa»; 3miHu |
TMny - 3MiHK 3 AKOCTI. OTOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (3ByXXeHHS
[0MYyCTUMNX MEX) - 3BY)XEHHS
[0nycTUMOT Mexi cneumdikauii
rOTOBOrO J1iKapCbKOro 3acoby 3a
nokasHukoM «poAayKTW po3knagy
mMeTogom BEPX Ha oCcHOBI 3asBNieHOro
BMICTy chamumkioBipy: IHLWI
HecneumndikoBaHi NpoayKTn
po3knagy» Big, «He 6inbLue 0,2 %» Ao
«He 6inbwe 0,1 %», Ta pefakuiiHi
3MiHM B Ha3Bi 3a3HaY€HOro MokKasHuKa
B cneuudikauii; 3MiHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHSA rOTOBOTO /IIKAPCHKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEpPMKEHOMY MeTogj
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3ac00y «|feHTUYHICTb, KinbKicHe
BU3HAYEHHS, MPOAYKTW po3knagy Ta
OfHOPIAHICTb BMICTY MeTogoM BEPX»,
3miHu | TNy - 3MiHKW 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro

NiKapcbKoro 3acoby. 3miHa y MeToaax




381

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BUMNPOOYBaHHSA rOTOBOTO NIKAPCHKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPLKEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEpPMKEHOMY MeTogj
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3ac00y «PO34Y/MHEHHS METOLOM
BEPX»; 3MiHu | TNy - 3MiHW 3 SKOCTI.
[oTOBWiA NiKapcbkuii 3aci6. KoHTpob
LOMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX A5 AONOMDKHOT
PeYOBUHM (iHLLI 3MiHK) - 3MiHa BUMOTW
LLIOA0 30BHILUHBLOrO BUIASAY CyMiLli
4ns nokpuTTa Opadry OY-S-28924 i3
«[lMopoLok 6i10ro Kobopy» Ha
«Cyxuii NOPOLLIOK 6ifIOro Konbopy» Ta
3MiHa Ha3Bu TecTy i3 «Onue» Ha
«30BHILWHIN BUIAA BisyasibHO»; 3MiHN
| TNy - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYCTUMUX MEX A5 AONOMDKHOT
PeYOBMHYM (LOMOBHEHHS cneundikauii
HOBWM MOKa3HUKOM 3 BiZNOBiAHUM
MeTOZOM BUNPOBYBaHHS) -
[ONOBHEHHA cnevudikauii cymiwi ans
nokputTs Opadry OY-S-28924 HOBUM
napameTpom «lAeHTUYHICTb MeTOAO0M
1Y cnekTpodhoToMETpIi» 3 BigNOBIAHNM
MeTOA0M BUNPOGYBaHHS; 3MiHu | Tuny
- 3MiHM 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib AOMOMDKHUX
peyoBuH. 3MiHa napameTpiB
cneundikauii Ta/abo AoNycTUMMX
MeX A1 AONOMIKHOT PEYOBUHN
(AoNoBHEHHA cneuundikauii HoBUM
NOKa3HWKOM 3 BifMOBiAH/M METOL0M
BMNPOOYBaHHS) - AONOBHEHHS
crneuudikauii cymilli 4na NOKpUTTA
Opadry OY-S-28924 HoBUM
napameTpom «Bi3yasibHe NOPiBHAHHS
KOMbopy» 3 BigNoBigHMM MEeTO40M
BMUNPOOGYBaHHSA; 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/b AONOMIKHVX PEHOBUH.
3MiHa napameTpiB cneumndikaLii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

Ta/abo fonycTUMUX MeX Ans
[0NOMDKHOT PEYOBUHU (iHLLI 3MiHK) -
BWNYYEHHN 3i cneyudikauii cymiwi ans
nokputTs Opadry OY-S-28924
napametpa «lgeHTudikauis
riAPOKCMNPONINMETUILENIONO03N —
YTBOPEHHS TOHKOT MAiBKM»; 3MiHM |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
LOMNOMDKHMX PeYyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX A5 AONOMDKHOT
PEeYOBUHM (iHLUI 3MiHW) - BUTYYEHHS 3i
cneuudikauii cymilli 4na NoKpUTTA
Opadry OY-S-28924 napameTpa
«laeHTudikauis
riAPOKCUNPOMNIIMETUNLLE/IONO3N —
KO/IbOpPOBa peakLis»; 3miHu | Tuny -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbKUii
3aci6. KOHTpos1b AONOMIKHUX
peyoBuH. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmX
MeX A5 [OMOMDKHOI peqoBUHM (iHLUi
3MiHW) - BUNYyYeHHs 3i cneuudikauii
cymiwi ansa nokputta Opadry OY-S-
28924 napameTpa «3a/MLOK nicns
NPOXaprBaHHs»; 3MiHW | TUNY - 3MiHK
3 AKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHVX PEHOBUH.
3miHa y MeToAax BUNpobyBaHHS
[OMNOMDKHOT peYOBUHY (iHLLI 3MiHW Y
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo foAaBaHHs)) - 3amiHa
mMeToAy BUNPOOYBaHHA «|AEHTUYHICTb
TUTaHy» 3 BHYTPILUHBLOTO MeToAy Ha
meTog, onucaHuii B MoHorpadii dapm.
CLUA/H®, He3HauHi 3MiHM Ta
[OMOBHEHHS BiANoBigHO A0
MOHorpadili Ha BMXifHiI PeYOBUHMU, LLO
BUKOPVCTOBYHOTBLCS MPW BUTOTOB/IEHHI
cymiwi ana nokputta Opadry OY-S-
28924; 3MiHn | TMNY - 3MiHW 3 AKOCTI.
A®|. BUpo6HMLTBO. 3MiHW B NpOLIECi
BUpo6HUUTBa AP| (HE3HAYHA 3MiHa Y
npoueci BupobHuutea A®I) -
HesHauHa 3MmiHa y mpoueci
BUpo6HULUTBa AP| — BUYyYEHHSA

OI'ILtiOHaJ'IbHOFO BUKOPUCTaHHA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BiJHOBNIEHOTO AnXI0pMETaHy; 3MiHu |
My - 3MiHK 3 AkocTi. AdI.
Brpo6HMLUTBO. 3MiHM B Npoueci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
npoueci BupobHuuTa Ad®l) -
He3HauHa 3MiHa y npoueci
BMPO6HULTBA AP| — BUKOPUCTaHHSA
KOHUeHTpau,ii HaTpito meTokenay 30 %
3aMiCTb KOHUeHTpauii 21 % ans
npomikHoro npoaykty FAM-1 Ha
ninbHUUi Zhejiang Medicine Co., Ltd.,
P.R China, pefakujiiHi 3MiHW B
po3ginax 3.2.S.2.2 Onunc BUpoGHMNYOro
npoLiecy Ta 1oro KOHTPOosto Ta
3.2.5.2.3.KoHTponb matepianis; 3MiHK
| TMny - 3MmiHK 3 AkocTi. A®I. KoHTponb
A®l. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAUYEHNX y creumdikaLisax Ha
A®I, ab0 BMXiAHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLECi
BUpo6HUUTBa AP| (LONOBHEHHS
crneundikavii HOBUM MOKa3HUKOM
SKOCTi Ta BiANOBIAHUM METOAO0M
BUNPOOYBaHHSA) - 3MiHa y napameTpax
cneuudikauii Ta/abo AoNycTUMMX
MeX, BU3Ha4YeHuX y crneumdikaii Ha
BUXiHWI MaTepian HaTpilo MeToKcug,
— AofaBaHHa fonycTMMOi Mexi
cneumdikauii a5 KiflbKicHOro
BU3HayeHHs (Assay — 29.0%-33.0%);
3MiHn | TURY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HAYeHNX y creumdikaLisax Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA
npoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHK) - 3MiHA
y napameTpax cneuudikauin Ta/abo
[0MNYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii Ha BUXigHWUIA maTepian
anmMeTundopmMamiz, — po3LUNpPeHHs
[onycTumoi Mexi cneumndikadii gns
BMICTYy BOAM Ha AinbHuUi Zhejiang
Medicine Co., Ltd., P.R China Big «He
6inbwe 0,05 %» go «He Ginbwe 0,5
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

%»; 3MiHu | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapCbKOro 3acoby (iHLi
3MiHW) - 3MiHa MOBY BUK/TaAeHHS
MeToziB KOHTPOO SKOCTI JTiKapCbKOro
3ac06y 3 pPOCiiCbKOT Ha YKpPaTHCbKY;
3Mminu Il TUny - 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /1iKapCbKOro 3acoby (iHLi
3MiHM) - NpuBeAeHHA MeTogis
KOHTPO/II0 SIKOCTi NMiKapCbKoro 3acoby y
BiANOBIAHICTL 4O MaTepianis
peecTpauiiiHoro AOChE BUPOGHMKA,
3aTBepMKeHNX B ABCTpaii, KpaiHi 3i
CTPOroK PerynsiTopHOI0 CUCTEMOKD

420.

DEMIKNIH

TabneTkn BariHanbHi
no 10 mr; no 6
Tabnetok y énicrepi;
no 1 6nictepy B
nauui 3 KapToHy

AT
"KNIBCbKWN
BITAMIHHWA

3ABOA"

YkpaiHa

AT "KWTBCBKII
BITAMIHHWIA
3ABOL"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuit 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOTO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby) - Ans
TOProBOi ynakoBku (NiATBEPLKYETbCA
[aHVMU peasnbHOro vacy) 36ibLeHHs
TepMiHy nNpuaaTHoOCTi FOTOBOro
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[0BrOCTPOKOBWX AOCNIAXEHb
CTabinbHOCTI y peaslbHOMY Yaci:
3arBepkeHo: TepMiH NpuaaTHOCTI: 2
poku. 3anponoHoBaHo: TepMmiH
npugaTHocTi: 3 poku. BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHS.

6e3
peyenma

nionsieae

UA/17193/01/01

421.

®EHIBYT

Tabnetku no 250 mr
no 10 TabneTok y
6nictepi; no 1, abo
2,a60 3, a6o 5
6nicTepiB y nauuj 3
KapToHy

TOB "PIK-
PAPM"

YkpaiHa

MAT "MoHcpapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3miHu | TUNY - 3MiHK 3
sIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTbCA
BWMYCKY Cepii Ta KOHTPO/O SKOCTI
rOTOBOrO /liKapCbKOro 3acoby (3amiHa
abo gofaBaHHA BMPOOHUKA, LLO
BiANoBiAae 3a BBe3eHHA Ta/abo
BWMYCK cepii) - Bkntoyaroun
KOHTpPO/b/BMNPOGYBaHHSA cepil -
3aMiHa BUPOBHMYOT AinbHULI oNs
KOHTPO/H0 AKOCTI Ta BUNyckK cepii /13 3

3a
peyerimom

He
niosnsieae

UA/14615/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

TOB "MIK-®APM", YkpaiHa Ha
My6niyHe akLioHepHe TOBapuCTBO
"MoHdhapm", YkpaiHa. 3MiHW BHeCeHi
[0 iHCTPYKUiT AN Mean4HOro
3acToCcyBaHHSA Nikapcbkoro 3acoby y
po3ainv "BMpobHUK",
"MicLe3HaxomkeHHs BUPOGHMKa Ta
oro agpeca Micus NpoBaKeHHs
AisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMUW B
TEKCTi MapKyBaHHS J1ikapCbKOro
3acoby.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwWiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo BBEEHHS
[04AaTKOBOT AiNbHULI BUPOBGHULTBA
NS YacTnHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro MikapCcbkoro 3acoby
(minbHWUA, Ha siKili NpoBOASATLCS By Ab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM
BWMYCKY Cepiii, KOHTPOJO AKOCTI,
NEepPBUHHOTO Ta BTOPYHHOIO
nakyBaHHS, 415 HECTePUSIbHUX
nikapcbknx 3aco6iB) CynyTHA 3MiHa -
3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpObHULTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOT AiNbHUL
BMPOGHMLTBA A/151 HACTMHU ab0 BCbOro
BMPOGHNYOro NpoLecy rotToBoro
niKapcbkoro 3acoby (AinbHuUUA ans
NepBUHHOIO NakyBaHHS) 3aMiHa
BMPOGHWYOT AibHUL BiAMOBIAA/TbHOT
3a BUPOGHMLITBO, NEPBUHHE
nakyeaHHs /13 3 ABC dapmauyeyTivi
C.n.A., Itania Ha MNy6niyHe akuioHepHe
ToBapucTBo "MoHapm”, YkpaiHa.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo BBEEHHS
[04AaTKOBOT AiNbHULI BUPOBGHULTBA
NS YacTnHM abo BCbOro BUPOGHNYOro
npoLiecy roToBOro Mikapcbkoro 3acoby
(AiNbHUUA ANA BTOPUHHOMO
nakyBaHHs!) 3amMiHa BUPO6HUYOI
OinbHULI BiANOBIAANbHOI 38 BTOPUHHE
nakyeaHHs /13 3 ABC dapmaueyTivi
C.n.A., Itania Ha MNy6niyHe akuioHepHe
ToBapucTBo "MoHapm”, YkpaiHa.
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BunyyeHHss BUPOGHWYOT finbHNL

(Bovatoun ginbHuui ans Adl,
NPOMIXXHOro NPoAYKTy abo rotToBoro
nikapcbKoro 3acoby, AinbHNLi ANs
npoBefeHHA NakyBaHHs!, BUPOOHUKa,
BifiNOBIfA/IbHOTO 3a BMMYCK CEPild,
MicLie NPOBEAEHHS KOHTPO/THO cepil)
ab0o nocTayasibHMKa BUXiAHOO
MaTepiany, peareHTy abo A0MNOMIKHOT
PEYOoBMHM (SIKLLIO 3a3HAYEHO Y [OCLE)
BW/IYYEHHSI BUPOOHMYOT AiNbHULI AN
Ad| heHibyTy(3aTBEpAKEHO: OAO
"Yconbe-Cnbunpcknii XMMUKo-
thapmaveBTUUUCKUiA 3aB804",
Poccuiickasa ®epepaumsi, dryn "CKre
"TexHonor", Poccuiickan degepauus,
3anpornoHoBaHo: ToBapuCTBO 3
06MEeXeHOI0 BifnoBifanbHICTIO
"®APMXIM", YkpaiHa.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHS XXOLHNX HOBUX A0AATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLiT
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginu
"apmakoTepanesTuyHa rpyna. Kog,
ATX" (wono Ha3ew), "dapmakonorivHi
BnacTtueocTi", "MokasaHHA",
"MpoTrnoka3aHHsa", OcobAnBOCTI
3acTocyBaHHA", "3acTocyBaHHsA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaaro”, "3aartHicTb BIIMBATU HA
LIBUAKICTb peakLii npy kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMKN
mMexaHismamu”, "Cnoci6 3acTocyBaHHs
Ta posun”, "MepenosyBaHHsA", "M06IYHI
peakuii”, "Kateropis signycky"
(3aTBepmxeHo: bes peuenta;
3anponoHoBaHo: 3a peLenToMm; 3

BiANOBIAHMMW 3MiHAMW B TEKCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MapKyBaHHs! fikapCbKoro 3acoby)

3rigHo 3 iHhopMalieto Woao
Me[MYHOro 3aCTOCyBaHHS
pedhepeHTHOro NikapcbKoro 3acoby
(HootheH®, Tabnetku no 250 mr).
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbKoro 3aco6y (iHLi 3MiHN)
BUKNageHHa MKA /13 ykpaiHCcbKolo
MOBOHO (3aTBEPAKEHO POCINCHKO0
MOBO}0), 6€3 3MiHV aHaNITUYHKX
meTogiB. 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkunii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3MiHa po3mipy cepii
(BKNtOYarouM fianasoH po3mipy cepii)
rOTOBOrO /1iKapCbKOro 3acoby
(3MeHLweHHs fo 10 pasiB) 3MeHLUEeHHs
po3Mipy cepii rOTOBOro NiKapcbkoro
3aco6y 3 230 kr Ha 80 kr. 3miHu | Trny
- AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHULI (BKNOYa0UM
AinbHUUi ana A®l, npomikHoro
npoaykTy abo roToBOro MikapCbkoro
3acoby, AinbHULi 4118 NpoBeAeHHSA
nakyBaHHs!, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeEHHS KOHTPOSIIO cepil)
ab0o nocTavasibHMKa BUXiAHOMO
MaTepiany, peareHTy abo A0MNOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE)
BUJTyYEHHS BUPOGHKKA roTOBOrO
nikapcbKoro 3acoby, Lo 34ilicH0e
BTOPVHHE nakyBaHHs - TOB "MIK-
®APM", YkpaiHa. 3MiHM BHECeHi J0
IHCTPYKLiT ANna MeguyHoro
3aCcTOCYBaHHS NMikapCbKoro 3acoby y
po3ainv "BupobHuk",
"MicLe3HaxomKeHHs1 BUPOGHMKa Ta
oro agpeca micusi NpoBagKEHHS
LisiNbHOCTI" 3 BigNOBIAHNMM 3MiHAMM B
TeKCTi MapKyBaHHS NikapCbKoro
3ac06y. 3miHu Il Tuny - 3MiHK 3 SKOCTI.
A®|. Bupo6HMLTBO. 3MiHa BMPOGHMKA
BUXIAHOrO/NPOMIXHOro
npoayKTy/peareHTy, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, a6o 3MmiHa BUPO6GHMKA
(BkNrOYaroun, ge HeobxigHo, Micue
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

npoBefeHHs KOHTposIo sakocTi) AdI (3a
BiCYTHOCTI cepTudikata
BiNOBIgHOCTI EBpoOnelichkkilt
thapmakonei y 3aTBepKeHOMY [0CbE)
(BBEAEHHSA HOBOTO BMPOGHMKa API 3
HafiaHHAM MacTep-thaiina Ha Adl)
BBEJEHHSI HOBOrO BMPO6bHUka Ad|
peHibyTy - TOBapUCTBO 3 06MEXEHOID
BignosiganbHicTio "GPAPMXIM",
Ykpaina. 3minu Il Tuny - 3MiHn 3
AKOCTi. [O0TOBWIA Nikapcbkunii 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(mOMOMKHUX peYoBMHAX) FOTOBOrO
nikapcbKoro 3acoby (iHLWi AONOMDKHI
PEUYOBUHN) - AKICHI @60 KINIbKICHI 3MiHW
LLIOA0 OAHIET abo AeKiNbKOX
O0NOMDKHUX PEYOBUH, AKi MOXYTb
3HayYHO BN/IMHYTU Ha 6e3neky, AKiCTb
a60 edeKTUBHICTb FOTOBOrO
nikapcbKoro 3acoby - 3amiHa ogHiel
[0MNOMDKHOT peYOBUHY Lientonosa
MIKPOKpVCTa/TiYHa Ha ABi IHLUI /1TaKT033,
MOHOrigpart, NoMiBiHININIPONIAOH. 3MiHK
BHeCeHi [0 IHCTPYKUiT A/18 Mean4Horo
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3ain "Cknag" 3 BiANOBiAHNMU
3MiHaMu B TEKCTi MapkyBaHHs
NiKapCbKoro 3acooby.

422.

OEHOBAPBITAN

MOPOLLOK
(cybeTaHuis) y
MilLKax NoABiHMX
nonieTnneHoBux
ans
chapmaueBTUYHOro
3acToCyBaHHS

AT "dapmak”

YkpaiHa

XapmeH ®PiHoxeMm
nra.

IHAis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHn | TUny -
AOMiHICTpaTUBHI 3MiHW. (HLLI 3MiHW)
BW/yYEeHHA 3a3HaYeHHs agpecu
BnacHuka CEP (CEP holder) 3 PN Ne
UA/11324/01/01 Ha A®I
deHobapbiTasn. B peecTpaduiiiHomy
NOCBIAYEHHI 3a/TMLLAETLCA NnLLe
agpeca BYPOGHMYOT AiNbHUL
3aTBEPAXEHOro BUpo6bHMKa Harman
Finochem Ltd., India.

UA/11324/01/01

423.

DEHTAHIN
KAJNLUEKC

PO34UH ANS iH KL,
0,05 mr/mn; no 2 mn
B amnyni; no 5
amnysn B KOHTYPHii
YapyHKOBIli ynakoBLii
(niggoni); no 1, 2
a60 20 KOHTYpHUX
YapyHKOBUX
yNakoBOK (NiAAO0HIB)

AT "Kanuekc"

Nartsia

BCi cTagii
BMPOBHUYOrO
npovuecy, Kpim
BMNYCKY cepil:

XBM ®apma c.p.o.,
CnosavunHa
BMPOGHUK, SKWiA
Bignosigae 3a
KOHTPO/ib

CnosayuvHa
/ NatBis

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (BNacHKKa peecTpauiiHoro
noceig4YeHHs). 3MiHN BHeCeHi f0
IHCTPYKLiT 418 Megn4HOoro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3gin "Micue3HaxomKeHHs

3a
peyenmom

He
nionsieae

UA/15323/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
y nayui i3 KapToHy; cepii/BnnpobyBaHHs: 3a8BHMKA". BBeAEHHS 3MiH NPOTATrOM
no 10 mn B amnyni; AT "T'piHgekc", 6-TN MiCALIB NiCNA 3aTBEPAXEHHS;
no 5 amnyn B Natsis 3MiHn | TURY - 3MiHK Woao
KOHTYPHIl BMPOGHUK, SKWiA 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLii Bignosigae 3a thapmakoHarnsgy. 3MiHa y KopoTkiii
(nipAaoHi); no 2 BUMNYCK Cepii: XapakTepucTuLli NikapcbKoro 3acooby,
KOHTYPHIi YapyHKOBI AT "Kanuekc", TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
ynakoBku (nigaoHu) Nartsis MeAMYHOro 3acToCyBaHHA Ha niacTasi
y nauui i3 KapToHy perynsipHoO OHOBJ/IOBAHOrO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpPraHoMm) - 3MiHu
BHECEHi [0 IHCTPYKLUIiT 4519 Mean4HOro
3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ainu "B3aemogis 3 iHWMMK
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobmBoCTi
3acTocyBaHHS" BigMnoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
Litoyoi pevoBuHU. BBeeHHA 3MiH
npoTArom 6-Tn Micauis 3 gatu
3aTBEPAKEHHSA
424. | ®IHroniMoa- kancynu no 0,5 mr; MicTtpan AHrnis Bupo6bHuuTBO, YUnni/ BHECEHHS 3MiH [J0 peecTpaviinHmx 3a He UA/17846/01/01
BICTA no 7 kancyny Kenitan nepBrHHE, BTOPVHHE Icnanis/ marepianis: 3miHu | Tuny - 3miHun Woao | peyenmom nionsizae
6nictepi, no 4 MeHepKMeHT nakyBaHHS, Yecbka 6e3nekn/edeKTMBHOCTI Ta
6nictepu B NimiTen KOHTPO/b AKOCTi: Pecny6nika thapmakoHarnagy. 3MiHa y KOpoTkiii

KapTOHHI KOpOOL

CiHTOH Yuni NT1aa.,
Yuni; NepBuHHE,
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
Bunyck cepii: CiIHTOH
Xicnanis, C.J1.,
Icnanis; KoHTponb
AKOCTi i3NKO
XiMiYHWiA: KBiHTA -
AHaniTika c.p.o.,
Yecbka Pecny6nika

XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpPraHoMm).
3MiH BHECEHO B iIHCTPYKLit0 Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby Ao po3giny "OcobanBocTi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3acTocyBaHHS" BigMnoBigHO A0
OHOB/EHOI iHGhopMaLi Woao 6e3neku
3aCTOCYBaHHS fil040I PeYOBUHMN.
TepMmiH BBEZLEHHS 3MiH - NPOTArom 6
MicsILiB Micns 3aTBepAKEHHS.
425, | DITONIT kancynu no 10 ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpavliiHnX 6e3 UA/3650/02/01
Kancyn y énicrepi; 0bMexeHoto BMPOGHMLITBA, mMarepianis: yTOUYHEHHSA peyenma
no 3 abo 6 6nictepis | BignoBiganbHi KOHTPO/b SKOCTI, peecTpauiiiHol npoueaypy B HaKasi
Y KapPTOHHIli KopoobLi CTIo BWMYCK Cepii: MO3 Ykpainu Ne 622 Big 03.04.2023
"®apmaueBTu ToBapucTBoO 3 - 3MiHu | TUNY - 3MiHK 3 SKOCTI.
YHa KOMMaHis 06MeXeHOo [OTOBWIA NikapcbkuMii 3aci6. 3MiHK Yy
"3popos'a” BiANOBIAA/IbHICTIO BMPOBGHULTBI. 3amiHa abo BBEAEHHS
"@apmaueBTnyHa [0[AaTKOBOT AiNbHULI BUPOGHMLTBA
KOMnaHis [ANA YaCTNHWM abo BCbOro BUPOOHUYOro
"3popos's", npoL,ecy roToBOro Nikapcbkoro 3acody
YkpaiHa; (@inbHMUSA, Ha AKili NpoBOAATLCSA OyAb-
BCi cTagii AKi BUPOOGHUYI CcTagii, 3a BUHATKOM
BMPOGHMLITBA, BWMYCKY Cepiii, KOHTPOO AKOCTI,
KOHTPO/b SIKOCTI, NepPBUHHOTO Ta BTOPVHHOIO
BUMyCK cepii: nakyBaHHs1, 4719 HECTePUbHUX
ToBapucTBo 3 nNikapcbknx 3aco0biB) - BBEAEHHS
06MeXeHO [04aTKOBOro BUPOGHVKA rOTOBOrO

BiANOBIAA/ILHICTIO

"®APMEKC Irpy1",

YkpaiHa

nikapcbkoro 3acoby - TOB “©APMEKC
FPYM”, YkpaiHa. BeegeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpKEHHs. CynyTHA 3MiHa - 3MiHK
3 AKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4,04aTKOBOI AiTbHUL
BMPOGHMLTBA [/151 HaCTMHW abo BCbOro
BMPOGHNYOro nNpoLecy rotoBoro
niKapcbkoro 3acoby (AinbHuUA ans
BTOPUHHOTO NakyBaHHS). - 3MiHW 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo
BBE/EHHSA [0aTKOBOI AiNIbHUL
BMPOGHMLITBA A1 YAaCTWHN ab0 BCbOro
BMPOGHMYOro NpoLecy rotToBoro
niKapcbKoro 3acoby (ainbHUUA Ans
NEepBUHHOIO NakyBaHHs). 3MiHu | Tuny
- 3MiHM 3 SKOCTi. FOTOBUIA NiKapCbKMii
3aci6. 3MiHVM Yy BUPOOHULTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BWMYCKY Cepii Ta KOHTPO/O SKOCTI
rOTOBOrO /iKapCbKOro 3acoby (3amiHa
abo gofaBaHHA BMPOOHUKA, LLO
BiAnoBifae 3a BBe3eHHA Ta/abo
BMNYCK cepii) - Bknoyaroun




n/n

Hassa

Popma sunycky

3asBHUK

391

JliKapcbK0o20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

426.

DTY.HET

rpaHynu ans

CIA

Natsilicbk

Na6opatopioc

IcnaHis

KOHTPO/b/BMNPOGYBaHHS cepii -
[ofaBaHHA BUPOOHUKa - TOB
“©@APMEKC IPYI", YkpaiHa Lo
BiANOBIAAE 3a KOHTPO/Ib SKOCTi Ta
BUNycK cepii J13. 3MiH BHeCeHi y
po3ginv "BupobHuk" Ta
"MicLe3HaxomkeHHs BUPOGHMKa Ta
afpeca MicLs NPoBaKeHHs oro
AISNbHOCTI" B IHCTPYKLitO ANnA
MeAMYHOro 3acTOCyBaHHA LWOA0
[ofaBaHHA BUPOOHUYOT AiNbHULI Ta
AIK HACNIAOK - 3aTBEPAKEHHA
AOAATKOBOro TEKCTY MapKyBaHHSA
yNaKkoBKU NiKapCbKOro 3acooy.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicna 3aTBepKEHHS.

4217.

DNTY.HET

OPa/IbHOTO PO3UUHY;
no 10 cawe 3
rpaHynamu y
KapTOHHIM nayui

rpaHynu ans

«[HPAPMA
TpengiHr»

CIA

a
Pecny6nik
a

Natsilicbk

Ankana ®apma, C.J1.

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTtudikat BignosigHocTi/lE-
cepTugikat BiANoBiAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
4N BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA 4ONOMIXKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - Howii
cepTtudikaT Bif HOBOro BUPOGHYMKa
(3amiHa abo JOMOBHEHHS) NOAAHHSA
HOBOrO cepTudikata BiANoOBIAHOCTI
€poneiicbkilt thapmakonei Ne R1-
CEP 2008-154 - Rev 02 gns gitoyoi
peyoBuHu Chlorphenamine maleate
Bif HOBOro BMpo6HMka SUPRIYA
LIFESCIENCE LTD. (40NoBHEHHs)

6e3
peyenma

UA/19036/01/01

OPa/IbHOTO PO3UUHY;
no 10 cawe 3
rpaHynamu y
KapTOHHIM nayui

«[HPAPMA
TpenhgiHr

a
Pecny6nik
a

Na6opatopioc
Ankana ®apma, C.J1.

Icnanis

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudpikar BignosigHOCTI/TE-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadoii. NMogaHHA
HOBOro abo OHOBMEHOrO cepTudikata

6e3
peuyenma

BiANOBIAHOCTI 260 BUIYYEHHS

UA/19036/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN BUXigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; ANA AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - Houii
cepTudikaT Bif HOBOro BUPOGHMKa
(3amiHa abo JOMOBHEHHS) NOAAHHSA
HOBOrO cepTudikata BignoBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-
CEP 2002-020 - Rev 09 gns gitoyoi
peyoBuHu Paracetamol Big HoBOro
BMpo6HMKa FARMSON
PHARMACEUTICAL GUJARAT
PRIVATE LIMITED, IHgis
(80ONOBHEHHS)

428.

DNYTIKASOHY
MPOMIOHAT

MOPOLLIOK
(cybeTaHuis) y
noABIliHMX
nonieTNeHoBUx
nakeTtax gns
hapmMaLeBTUYHOTO
3acToCyBaHHSA

Yemo I6epika,
C.A.

IcnaHis

IHpgycTpiane Kimika,
c.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3miHu Il TUny - 3MiHK 3
AKkocCTi. A®I. (iHWi 3MiHW) - OHOBMIEHHSA
DMF Ha A®I dhnyTika3oHy npomnioHaTy
Bif, 3aTBEPAXEHOr0 BUPOOHUKA
IHaycTpiane Kimika, c.p.n., ITanis, 3
BiANOBIAHMMY 3MiHaMK B po34ini
«YMOBWU 36epiraHHA». 3aTBepoKEHO:
DMF Bepcisa 2021/01/14
3anponoHoBaHo: DMF Bepcis
2022/11/21 fitova pepakuis: YMoBu
36epiraHHsA: B opurnHasnbHow
ynakoBke Npu Temneparype He Bbille
25°C MpornoHoBaHa peaakuis:
BignosigHo go Ph.Eur. MoHorpadii
(aito4oro BMAaHHSA) 3axvLaTy Big
cBiTna.

Ha ocHoBI faHuX LW0A0 BUBYEHHS
cTabinbHOCTI cybCTaHLis He noTpebye
0CO6AMBUX BUMOT LLOAO0 36epiraHHs
BignosigHo fo Eur.Guideline
CPMP/QWP/609/96/Rev 2.
BignosigHo fo cTaHgapTHON
npoueaypu Industriale Chimica s.r.l.
(Bupo6HukKa), peKOMEHAYETLCS Y
6y fb-AKOMY BUNaAKy TpUMaTm
KOHTEWHep LWi/IbHO 3aKpUTUM Ta
3axuMLLAaTy Big, NPAMUX COHAYHNX
NPOMEHIB

UA/13250/01/01

429.

DPNHOKONA®-N

TabNeTkn no 4

Habpoc

IHais

Habpoc ®apma lMBT.

IHgis

BHECEHHS 3MiH 10 peecTpauinHmx

No 4; Ne 12

He

UA/6266/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
TabneTkn y cTpuni; ®apwma lMBT. nra. marepianis: 3mMiHu | TUNY - 3MiHK WOAO — 6e3 nionsizae
no 1 ctpuny B nra. 6e3nekn/edhekTBHOCTI Ta peuyenma,
naneposomy thapmakoHarnsgy. 3MiHa y KopoTkiii Ne 200 — 3a
KOHBepTI; No 4 XapakTepucTuLi Nikapcbkoro 3acoby, peyenmom
Tabnetkn y cTpuni; TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
no 3 ctpunu 'y Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
KapTOHHI kopo6uyj; perynsipHoO OHOB/IOBAHOTO 3BiTY 3
no 4 Tabnetkn y 6e3nekn nikapcbkoro 3acoby, abo
cTpuni; no 1 ctpuny AOCNigKeHb 3 6e3neKn 3acTocyBaHHs
B ManepoBomMy nikapcbkoro 3acoby B
KOHBepTi; no 50 nicnsipeecTpadiinnii nepiog, abo sk
KOHBEPTIB Y pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
KapTOHHI KOpoo6Li npoBefeHnX BigMOBIAHO A0 NnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainis "B3aemogis 3 iHWMMK
nikapcbknMuy 3acobamu Ta iHWi BUAn
B3aemogiit" Ta "OcobsmBocTi
3acTocyBaHHS" BigMnoBigHO A0
pekomeHaauili PRAC
430. | POCHDOMILUUNH rpaHynun ans TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/17168/01/01
opanbHOro po3uuHy | "ACTPA®APM "ACTPAGAPM" marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
no3r,1cawe 3 " AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
rpaHynamv y 3MiHN Yy BUPOGHULITBI. 3MiHa po3mipy
KOpOO6Lii 3 KapTOHY cepii (BKOYAKOUM fiana3oH po3mipy
cepii) roToBOro nikapcbKoro 3acoby
(3meHLWweHHsa Ao 10 pasis) BBeAEHHS
[04aTKOBOro po3mipy cepii N3
TeopeTnyHuii po3mip cepii 5 500
OJN3; OuikyBaHuii po3mip cepii: 5000
O/iN3, 5000 Nel
431. | ®PAKCUNAPUH PO34MH ANA H'EKLN, AcneH ®apma Ipnangis AcneH Hotep [lam PpaHuis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/2970/01/01
® 9500 MO Tpenginr e boHgesinb marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
aHTn-Xa/mn; no 0,3 Nimiteq sKocTi. A®I. CTabinbHICTb. 3MiHa

M (2850 MO aHTu-
Xa) a6o no 0,4 mn
(3800 MO aHTuK-Xa)
y nonepesHbL0
3anoBHEHOMY
wnpuvyy; no 2
wnpuumn B 6nictepi;
no 5 6nictepis y
KapTOHHI KopooLi

nepiosy NOBTOPHMX
BMNpoGyBaHb/nepiody 36epiraHHsa abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPAXEHOMY A0Cbe cepTudikaTa
BiANOBIAHOCTI €BpONenchbkili
hapmakonei, Lo BKIoHae nepios
NOBTOPHOro BUNpobyBaHHsA) (nepiog
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36iNbLUEHHA abo
BBEJIEHHSA nepiogy NOBTOPHOrO
BMNpo6yBaHHsA/Nepiofy 36epiraHHs Ha
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
OCHOBI pe3ynbTaTiB AOC/IIKEHDb Y
peasibHOMy yaci 36i/bLIEeHHI TeEpMiHY

36epiraHHa 3 24 o 36 micauis gns
A®| HagponapviHy kasbLito (npu
Temnepartypi go 25°). 3miHu | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y MeTogax Bunpo6yBaHHs Ad|
ab0o BMUXigHOro marepiasny/npomMixHoro
npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BUpo6HULUTBa AP (iHLI 3MiHK Y
MeTodax BunNpobyBaHHs (BKIHOHaouM
3amiHy abo gonoBHeHHs) AD| abo
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY)
3amiHa meTofy BUNPOGYBaHHSA Yy
npoueci BupobHuutea A®l, a came
BBEJEHHA HOBMX MeTOZIB
BMNpo6yBaHHA MJ/IP Ha 3amiHy
noto4yHomy metoay MJ1P. Hoswii
mMeTtoa MNP(kinbkicHuiA) ans
BM3HAYEHHSA MOXOKEHHS
CBVHEN/BUK/IOYEHHS MaTepiany
XYWHMX TBApUH Ha NPOMIXXHOMY PiBHI
BVMPOGHMLTBA CUPOrO renapuHy. 3MiHu
| TMny - 3MmiHK 3 AkocTi. ADI. KoHTponb
A®I. 3miHa y meTogax BUnpobyBaHHSA
A®| abo BuXxigHOrO
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HuLUTBa API (iHWi 3MiHN B
MeTogax BUNpobyBaHHsA (BKIOYatoun
3amiHy abo AOMNOBHEHHSRA) AN
peareHTy, LU0 He CMPUYUHSE iICTOTHOTO
BMAUBY Ha AKiCTb API) -OHOBNEHHS p.
3.2.5.2.3 KoHTpO/b MaTepianis,
BBE/IeHHS1 KOHTPO/1b MapraHLito
xnopugy TeTparigparty Hapagy i3
3aTBEPMKEHUM MapraHuemM X10puaom
MOHOTApaToM Yy 3B’A3KY BBELEHHS
PO3YMHY MapraHLio x1opuay, skui
BVKOPUCTOBYETLCS /151 BUPOOHNYOro
npoLecy Ha A0AATOK 4,0 NMOPOLLKY
MapraHLo xsopuay. « 3miHu | Tuny -
3MiHn 3 aKkocTi. A®Il. Bupo6bHMUTBO.
3miHu B npoueci Bupo6HuuTBa Ad|
(He3HayHa 3MiHa y npoueci
BMPO6HMLTBA ADI) - OHOB/IEHHS P.




395

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3.2.5.2.2 3miHa KoHUeHTpav,i

peareHTy HaTpito xnopuay nig vac
agcopb6uii B npoueci BMpobHMuTBa
CMpOro NMOpOLLKY renapuHy Bif, «2-
2,5% [0 <4%».
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
martepiany/npomikHOro
npoAyKTy/pearenty, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP (iHLWI 3MiHW B
mMeTogax BUNpobyBaHHA (BKIOYaoun
3aMiHy abo J0MOBHEHHS) AN
peareHTy, WO He CNPUYMNHSAE ICTOTHOIO
BMMBY Ha skicTb ADI) . BBegeHHs
peareHTy po3unHy NaOH, skuii
BVIKOPWCTOBYETLCS /151 BUPOOHNYOro
npotiecy, Ha AoAaTokK 4o TBepaol
opmun NaOH. 3MiHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobysaHHA A®l abo
BUXiQHOrO MaTepiany/npoMixxHoro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPLKEHNX MeToAax
BMNPo6YBaHHS) - OHOB/EHHS p.
3.2.S.4.3 Banigaujis aHaniTMYHUX
MEeTOAVKM, HAA@HHSA AaHnX LWoA0
a/IbTEPHATUBHOIO BU3HAYEHHS
3anuwkiB N- NO. 3miHu | Tuny - 3MiHn
3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
MeTodax BunpobysaHHA A®l abo
BUXiQHOrO MaTepiany/npoMixxHoro
npoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPLYKEHNX MeToAax
BMNpo6yBaHHS). BuganeHHs
3acTapiniMx CTaHgapTHUX PO3YMHIB Y
BMNPO6YyBaHHI METOAOM ra3oBoi
XpomaTorpadii AN151 BUSHAYEHHS
3a/TULIKOBUX PO3UMHHWKIB.
3MiHn Il Tuny - 3MiHK 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BUXIAHOrO/NPOMIXHOro

npoayKTy/peareHTy, Lo
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, a6o 3MmiHa BUPO6GHMKA
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHs KOHTPosIo skocTi) AdI (3a
BiCYTHOCTI cepTudikata
BiNOBIgHOCTI EBpoONelichkkilt
thapmakonei y 3aTBepKeHOMYy [0CbE)
(HOBWMIA BUPOBHUK BUXIAHOTO NMPOAYKTY,
NS SKOro BUMaraeTbCsi nonepesHs
OLliHKa BipycHOi 6e3nekn Ta/abo
pu3nKy nepepadi 36yaHvikis ME) -
JlofaBaHHsi HOBOrO BMPOGHMKaA
BUXiZHOrO NpoAykTy FenapuHy B
KuTali, a came BBefieHHA ABOX
[0[aTKOBUX NMocTadvasibHUKIB CUPOro
renapuHy Huai'an MDS
Pharmaceutical Co. Ltd. (MDS) Ta
Yichang Fengrun Biotechnology Co.,
Ltd (Fengrum) Ha gogaTok fo
NOTOYHUX EBPOMENCHKMX Ta NiBHIYHO-
amMepUKaHCbKUX NocTavasbHUKIB
CUPOro renapuHy y NpoLec OYNLLEHHS
4ns BupobHuka Aspen Oss.
3MiHn Il Tuny - 3MiHK 3 akocTi. AdI.
MpoekTHWiA npocTip Ta
nicnspeecTpauiiHnii NpPoToKo
ynpasniHHA 3MiHAMW. BHECEHHS 3MiH Y
nicnsapeecTpauiiHnii IPOTOKO/
ynpas/iHHA 3MiHaMy Ans Adl.
BHeceHHA 3MiH y nicnapeecTpavyjiittuii
NPOTOKON YNpas/iHHA 3MiHaMu A1
A®I, W0 onncye BBeAEHHA
BapiaTMBHUX NPOLECIB Ha paHHiX
cTafisix BUpobHuUTBa
HW3bKOMONEKYIAPHOIO renapuHy
(HMMNA®I y maiibyTHbOMy (p. 3.2.R
perioHasibHa iHdhopmauis).

432.

®TOPYPALIMN
AKKOP[,

PO3YUH ANst iH'EKLNA
abo ans iHdpysiii 50
mr/m; mo 5 mn (250
Mmr ), no 10 mn (500
mr), no 20 mn (1000
mr), no 50 mn (2500
mr), no 100 mn
(5000 Mr) po3uunHy y
chnakoHi, no 1

donakoHy y

Akkopfa
Xenckea
NimiTen

Benuka
BpuTtaHis

Akkopf Xernckea
Nimiten, Benvka
BputaHis
(BignoBiganbHWiA 3a
BMNYCK cepil);
AKKOPJ, XE/NICKEA
NIMITEL, Benuka
BpuTaHis (BTOpuHHE
nakyBaHHs);
ACTPOH PECbOPY

Benvka
BpuTtaHis/
IHgis/
ITanisa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
oo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
AocnifxeHb 3 6e3nekn 3acToCyBaHHs

3a
peyenmom

He
nidnsieae

UA/18129/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI navui NIMITEA, Benuka nikapcbkoro 3acoby B
BpuTaHis (KOHTPO/b nicnsipeecTpadiiiuii nepiog, abo sk
AKocTi); IHTac pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
dapmacbloTikasnic npoBefeHNX BigMNOBIAHO A0 NnaHy
NimiTen, IHAiA negiatpuyHux gocnimxkers (PIP)
(BMpOGHMLTBO, (3MiHY Y3ropKeHO 3 KOMNETEHTHUM
KOHTPO/b SIKOCTI, YNOBHOB&XXEHNM OPraHom)
nepBuHHE Ta 3MiHV BHeCeHi [0 iIHCTPYKLi ans
BTOPUHHE MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
nakyBaHHs); IHTac 3acoby y po3ginu "OcobnmBocTi
$apmacbloTikasc 3acTocyBaHHA", "Mo6iuHi peakuii”
Niviten, IHaia BiAANOBIAHO A0 OHOBMEHOI iHchopMmaLi
(BMpOGHMLTBO, 3 6e3neku Aitoyoi pe4yoBuHU. 3MiHu I
KOHTPO/b AKOCTI, TMny - 3MiHK WoA0
nepBuHHE Ta 6e3nekn/edeKkTnBHOCTI Ta
BTOPUHHE thapmakoHarnagy. 3MiHU y KOpPOTKili
nakyBaHHs); XapakTepucTuLi Nnikapcbkoro 3acoby,
NABAHANIZIC TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
C.P.N., Itanisa Me[MYHOro 3acTocyBaHHA
(KOHTpPO/b AKOCTI) reHepuyHuX/riopuaHnx/6ionodibHnx
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa, Ky HeobXifHO B
noAasibLIOMy O6r'pyHTYyBaTU HOBUMMN
[0[aTKOBUMKN JaHnMK (Hanpuknag
NOPIBHAHHICTb 6i0N10MYHUX NiKAPCbKNX
npenaparis)) 3MiHN BHECEHI [0
IHCTpYKLU|ii 4Ns MeguyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ginv "dapmakonoriyHi
BnactuneocTi", "OcobnnBeocTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta go3u", "Mo6iyHi peakuyii” 3rigHo 3
iHchopmauieto LLoA0 MeaNYHOro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Fluroblastine 50
mg/ml, Injection).
433. | ®Y3IKYTAH® Kpem 2 %; no 5r, 10 TOB «MIBE YkpaiHa Mi6e Mm6X HimeyunHa BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/10307/01/01
r,15ra6o30ry YKPAIHA» ApuHaiimiTTens marepianis: 3miHu | TUny - 3miHun Woao | peyenmom

Ty6i; no 1 Ty6i B
KapTOHHII nayi

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/EHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby, a came: 3MiHa y
n. 4. «AATA 3AKIHUEHHA TEPMIHY
NMPNOAHOCTI» NnepBMHHOT yNakoBKM,
y nyHktax 8. «JATA 3AKIHYEHHA
TEPMIHY NPUAAHOCTI» Ta n. 13.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
«HOMEP CEPII IKAPCbKOIo
3ACOBY» BTOPUHHOI yrnaKoBKu.
TepMmiH BBELlEeHHS 3MiH - NPOTArom 6
MicsILiB Mic/1a 3aTBepAKEHHS
434. | ®YNBECTPAHT NOPOLLOK Yewmo 16epika, IcnaHis IHaycTpiane Kimika, ITania BHECEHHS 3MiH [J0 peecTpaviinHmx - UA/14133/01/01
(cybeTaHuin) y C.A. c.p.n. MaTepianis: 3miHu Il TMny - 3MiHK 3
noABiliHMX AakocTi. A®I. (iHWi 3MiHN) OHOBNEHHSA
nosieTuIeHoBMX DMF Ha A®I cbynBecTpaHT Big
naketax gns 3aTBEPIKEHOr0 BUPOOHUKA
BMPOGHMLTBA IHpgycTpiane Kiwmika, c.p.n., ITanis.
CTEPU/IbHUX Ta 3arBepaxeHo: DMF Bepcist 7,
HecTepuIbHUX 2021/02/22. 3anponoHosaHo: DMF
NiKapcbknx hopm Bepcia 8, 2021/11/08
435. | XNOPrEKCUAUNH | po3uunH ansa MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavifiHnX 6e3 nionsieae UA/9766/01/01
-KP 30BHILUHLOIO "Ximchapm3sas "Ximchapm3sasog martepianis: 3MiHu | TUNy - 3MiHM WOA0 peyenma
3acTocyBaHHsA 0,05 of "YepBoHa "UepBoHa 3ipka" 6e3nekn/edeKTNBHOCTI Ta
% no 100 mny 3ipka” thapmakoHarnsagy (iHwi 3miHn) -

KOHTeliHepi 3
HacafKowo A1
CnpsiIMOBaHoro
BBEleHHS; no 1
KOHTelHepy y nauui
3 KapToHy; no 100
My KOHTelHepi 3
HacafKowo A/
CnpsiIMOBaHoro
BBefleHHs; no 100
My KOHTelHepi 3
Hacafikow AN
CnpsiMOBaHOro
BBE/leHHs
nikapcbKoro 3acoby
Yy KOMNJIEKTi 3
BariHa/IbHUM
annikaTopom 3i
3poLLyBasbHO
NAAWEYKO0
o6’emom 100 mn Ta
NUI03aXNCHUM
KOBMAYKoM, y mauLli
3 KapToHy; no 200
My h1akoHi 3
Hacagkoto, no 1
dhnakoHy B nauvui 3
KapToHy; no 200 mn
y thnakoHi 3
Hacafikoro

OHOB/EHHSI TEKCTY MapKyBaHHS
BTOPWHHOT YNakoBKW /iKapCbKoro
3acoby, a came BU/TyYEHHS
iHbopMaLii, 3a3Ha4YeHOT POCiicbKo
MOBOI0. BBEIeHHs 3MiH NPOTArom 6-Tu
MiCALB NicNsa 3aTBEPAXKEHHS; 3MiHN |
TMny - 3MiHK 3 AKocTi. [oTOoBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWiA 3aci6.
3MiHa y NepBUHHIN yNakoBLi roTOBOro
nikapcbKoro 3acoby (Tun KoHTelHepa
abo fofaBaHHSA HOBOTO KOHTelHepa) -
TBepAi, M'ski Ta HecTepubHI piaki
nikapcbki popmu - BHOCUTLCSA 3MiHA
[10 po3ainy «YnakoBka», a came:
BBEAEHHSA AOAATKOBOrO TUMy
KOHTelHepa: no 200 M y doakoHi 3
HacazKoto; no 200 mn y chnakoHi 3
HacafKow y nauui 3 KapToHy. HAK
Hacnigok 3miHa y cneumdikauii Ta
MeToZiB KoHTposto /13 3a
nokasHukom «O6’em BMICTy
ynakoBKku». 3MiHV BHECeHi B po3ain
"YnakoBka" B IHCTPYKLil0 Ans
MeLMYHOro 3aCTOCYBaHHS NikapCbKoro
3aco6y y 3B"S13Ky 3 BBELIEHHAM
[100aTKOBOro TNy KOHTelHepa
(chnakoH), ik HacNigoK -
3aTBEPMKEHHSA TEKCTY MapKyBaHHS
[04aTKOBOT ynakoBkn BBeaeHHs 3MiH
npoTsArom 3-x Micsuis nicns
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbK0o20

Popma sunycky

(nikapcbka ¢hopma,

ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsT*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

3aTBEPMKEHHS; 3MiHU |l Tuny - 3MiHn 3
akocTi. A®l. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO

npoAyKTy/pearenTy, Wo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(Bkntovaroun, ge HeobxigHo, Micue
npoBefeHHA KOHTPoso skocTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI E€BpONechbkili
chapmakonei y 3aTBepKeHOMy [0CbE)
(BBEAEHHSA HOBOrO BMPOGHMKA AP 3
HagaHHAM macTep-chaiina Ha Adl) -
BBe/leHHs1 JOAATKOBOrO BYPOGHNMKa
aKTVBHOI Cy6CTaHLii XnoprekcuanHy
avrnokoHaty Basic Pharma Life
Science Pvt. Ltd., IHais

UA/16811/01/01

436.

XONIHY
ANb®OCLEEPAT

pigvHa (cybcTaHuis)
y nakeTax NoTpiiHNX
nonieTMNeHoBUxX
ans
chapmaLeBTUYHOro
3acTocyBaHHS

AT
"KNIBCbKWM
BITAMIHHWA

3ABOA"

YkpaiHa

[xunanrcy Bavikiga
dapmacsbtoTikan Ko.,
nra.

Kutan

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BKHOYatoUM, 3a HEOBXiAHOCTI, Micue
npoBefeHHSA KOHTPOJII0 AKOCTI), abo
B/lacHUKa mactep-caiina Ha Adl, abo
nocravanbHuka API/BUXiAHOrO
martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y
BUPO6HULTBI ADI (SKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkunii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili
hapmakonei y 3aTBepKeHOMY [0ChLE,
a60 BMPO6GHMKA HOBOI [OMOMIXHOT
PEUOBYMHM (SIKLLO 3a3HAYEHO Y [OCHE) -
3MiHa HaliMeHyBaHHA Ta agpecu
BMpO6HUKa A®I, nigrotoBneHa y
BiNOBIAHOCTI 4,0 MNOBIAOM/IEHHSA
hipMun-Bnpo6HMKa AP, 6e3 3MiHK
MiCLIe3HaX0MKEHHS1 BUPOGHMKA

3a

He

UA/16059/01/01

437.

LEHTPO/IIH

PO3YUH ANs iH KL,
1000 mr/4 mn no 4
M1 PO3YVHY B
amnyni; no 5 amnyn
y KaceTi; no 1 abo 2
KaceTu y nauuj

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUUNIA

LEeHTp
"BopLuariscbk

YkpaiHa

WA XiMiKo-

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNUNIA LLEHTP
"BopLyariBcbKuii
Ximiko-
hapmaLeBTUYHWi

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapPCbKOro 3acoby
(36inbLUEHHS TepMiHy npuaaTHOCTI
roTOBOrO JlikapcbKoro 3acoby) - [ins

peyenmom

nionsieae
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmavueBTuy
HWi1 3aBoa"

3asof”

TOProBOi yNakoBKW (NigTBEPLKYETLCA
LaHUMK peasibHOro yacy) 36iNbLUeHHs
TEepPMiHy NpUAATHOCTI FOTOBOIO
NikapcbKoro 3acoby. 3aTsepmxeHo: 2
POKW. 3anpornoHoBaHO: 3 POKU.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB
nicna 3aTBepKEHHsS

438.

LEPEIIA®

Kancynm m'ski no
400 wmr, no 10
Kancyn y énicrepi,
no 1 a6ono 3
6nictepn y nauui 3
KapToHY

AT

"KNIBCbKN

BITAMIHHUIA
3ABOS"

YkpaiHa

AT "KNIBCbKIA
BITAMIHHAN
3ABOA"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(Bkntovaroun, 3a HeobXigAHOCTI, Micue
nNpoBefeHHA KOHTPOSIK0 AKOCTI), abo
B/1acHuka mactep-taiina Ha Adl, abo
nocravanbHuka AdI/BMUXigHOro
matepiany/peareHTy/npoMiKHOIo
NpoAyKTY, LLIO 3aCTOCOBYOTbCH Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[OCbE Ha NiKkapcbKuii 3acib) 3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMY [0CbE,
a60 BMPO6GHMKA HOBOI [OMNOMIXHOT
PEYOoBMHM (SKLLIO 3a3HAYEHO Y [OCLE)
3MiHa HalimeHyBaHHA Ta agpecu
BMpO6HUKa A®I, nigrotosneHay
BiAMNOBIAHOCTI A0 MOBIAOM/IEHHS
hipmn-BupobHUKa AdI, 6e3 3miHK
MiCLe3HaxXoMKeHHS BUPO6HMKa. flitoua
pepakuis Shanghai Shyndec
Pharmaceutical (Haimen) Co., Ltd.,
Kutaii No. 1, Linjiang Avenue, Linjiang
Town, Haimen, Jiangsu, China.
MponoHoBaHa pepakuia Jiangsu
Weigida Pharmaceutical Co., Ltd.,
Kutaii No. 1, Linjiang Avenue, Linjiang
Town, Haimen District, Nantong,
Jiangsu, China

3a
peyenmom

UA/16976/01/01

439.

LEPYKAN®

Tabnetku no 10 mr;
no 50 TabneTok y
cnakoHi; no 1
hnakoHy y KopobLi

TOB «TeBa
YKpaiHa»

Ykpaina

M/IBA XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHU | TUMY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTI/IE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BigNoBiAHOCTI

UA/2297/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3arBepxeHoro supobHuka (b.111.1.
(@-21A)
nofjaHHA OHOBEHOTO cepTudikaTa
BifNOBIgHOCTI E€BpONeichkilt
hapmakonei Ne RO-CEP 2015-304
Rev 01(3atBepmkeHo: RO-CEP 2015-
304 Rev 00) ans Aito4oi pevoBuHN
Metoclopramide Hydrochloride
monohydrate Bif, BXe 3aTBEpKEHOro
BMpo6Huka ICROM S.R.L.

440.

LETPVH®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, Mo 10
Mr no 10 TabneTok y
6nictepi; no 2 a6o 3
6nictepn y
KapTOHHI KopooLi

[O-p Peppj'c
Nab6opaTtopic
nrp,

IHais

A-p Peppi'c
Na6opaTopic /T4,
dTO -1l

IHgis

BHECEHHS 3MiH 0 peecTpavinHmx
mMarepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu). 3MiHK
BHECEHi B TEKCT MapKyBaHHS ynakoBOK
nNiKapcbKoro 3acoby y n. 4 (nepBrMHHa
ynakoBka) Ta y n.8 (BTopuHHa
ynakoBka) JATA 3AKIHYEHHA
TEPMIHY MPNOATHOCTI.
TepMmiH BBELLlEHHS 3MiH - NPOTArom 6
MicsILiB Micns 3aTBepAKEHHS.

6e3
peyenma

UA/6789/02/01

441.

LETPOTIA® 0,25
Mr

MOPOLLIOK Ta
PO3UMHHVIK ONSA
PO3YUHY AJ151 iH'EKLLIA
no 0,25 wr, 1
h/1aKOH 3 MOPOLLKOM
y KoMnaekTi 3 1
nonepegHL0
3anoBHEHUM
LUNPULIOM 3
PO34YMHHMKOM (BOAA
ANs iH ekyiin) no 1
MA, 1 ronkoro ans
PO3UMHEHHS, 1
rO/IKOK NS iH EKLIN
Ta 2 TamrnoHamu,

Apec TpeigiHr
C.A.

LLisefuapi
a

BMPOOBHUK
Hepo3dhacoBaHO|
NPOAYKLUii, NepBUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
BakcTep OHkonoaxi
'm6X, HimeuunHa;
PAPEBATAY 1,
®paHuisa; BUPOGHMK
Hepo3dg)acoBaHol
npoaykuii Ta
nepBuHHe
nakyBaHHS:
DAPEBA MAY 2,
®paHLis; BTOPUHHE

Himeuunna/
PpaHuia/
Higepnanaun

BHECEHHS 3MiH [0 peecTpaLinHmx
MaTtepianis: 3MiHu | TMNy: 3MiHK 3
AKOCTi. A®I. (iHWi 3MiHWM) — OHOBMEHHSA
n. 3.2.S.4.2. AHa/liTUYHI METOAMKM, a
came BUNpaB/IEHHSA APYKapCbKuX
NOMWOK B AOKYMEHTaLii BUPOGHMKA
cybcTaHLil 3a nokasHukoM «Bioburden
testing of cetrorelix power». 3MiHn |
TMny: 3MiHY 3 SKocTi. API. (iHLi 3MiHK)
— OHOB/IEHHA M. 3.2.S.4.2. AHaniTNyHI
MeTOAVKM, a came BUNpaB/IEHHSA
[ PyKapCbKyx MOMUSIOK B JOKyMeHTaLlji
BMPOGHMKA CybCTaHLi 3a MOKa3HUKOM
«Endotoxins (LAL) in cetrorelix
powders». 3MiHu | TUNY: 3MiHW 3 SKOCTI.

NpoCcoYeHMHN nakyBaHHs: A66OTT A®I. (iHLWi 3MiHW) — OHOBNEHHS M.
crnvpTom, y Bionogxikans b.B., 3.2.S.4.2. AHa/TITUYHI METOAMKM, a
KOHTYpHili Higepnavgy; came BUMNpaB/IEHHS APYKapCbKuX
YapyHKOBIli BiANOBiAa/IbHWIA 3a NOMW/IOK B JOKYMEHTaL,ii BUPOOHUKa

3a
peyerimom

UA/4898/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
ynakoBLi; no 7 BMMYCK cepii: Mepk cybCcTaHLjii 3a NOKa3HUKOM
KOHTYPHUX Xenckea KlraA, «Determination of the acetate and
YapyHKOBUX HimeuunHa chloride contents by HPLC-IC». 3miHu
yMakoBOK B | Tiny: 3miHu 3 skocTi. API. (iHwi

KapTOHHiA Kopoo6Li

3MiHW) — OHOBJ/IEHHSA M. 3.2.5.4.2.
AHaNITUYHI METOAMKM, a came
BUMPAaB/IEHHS APYKAPCbKNX MOMWIOK B
[OKyMeHTaLii BUpo6HMKa cybcTaHLil
3a nokasHukom «Water content in
cetrorelix drug substance». 3MmiHu |
TMNy: 3MiHW 3 AKocTi. A®I. (iHLWi 3MiHK)
— OHOBJ/IEHHA M. 3.2.S.4.2. AHaNiTUYHI
METOAVKM, a came BUMNPaB/IEHHS
[pYyKapCbKyx MOMUIIOK B AOKyMeHTaLlii
BMPOGHMKA CybCTaHLi 3a NOKa3HUKOM
«ldentity, purity and peptide content of
cetrorelix by HPLC». 3minHu | Tuny:
3MiHn 3 aKkocTi. A®Il. Bupo6bHMUTBO.
3miHu B npoueci BUpo6HuuTBa Ad|
(He3HayHa 3MiHa y 3aKpWTIil YaCTUHI
macTep-haiina Ha A®l) — He3HauHi
3MiHM [0 3aKpPUTOT YaCTUHN MacTep-
paiiny (ASMF) Ha cy6cTaHLio
aKTUBHOI PEYOBVHW LEeTPOpPesiKey
aueTary BupobHuuTtea Corden
Pharma Brussels S.A., benbris:
nepeabayaeTbCcs BUNPaB/IEHHS
xpomatorpadiyHux ymoB BEPX ans
BU3HAYEHHS MPOMDKHOIO NPOAYKTY
CET7-9P (nonepeaHs pefakuis: yac
xpomarorpadysaHHs 25 xB,
LIBUAKICTb pyxomoi chasu 1 mn/xs;
HOBa pefakuis: vac
xpomarorpadysaHHs 21 xs,
LIBUAKICTb pyxomoi ¢asun 1,5 mn/xs).
3a3HayeHi yTOYHEHHS NPOBOAATLCS B
pamkax BUABEHHS APYKaPCbKUX
NOMWOK B AOKYMeHTaUii BUPOGHMKa
cybcTaHuil. 3miHn | Trny: 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHA A®l abo
BUVXifHOro Martepiany/npoMixXHOro
npoAyKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BUNPOBYBAHHS) — HE3HAYHI 3MiHU B
MeToAuui BunpobysaHHss BEPX ans
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BU3HAYEHHS BMICTY
avmeTtunauetamigy (AMA) B akTUBHIl
peyoBUHI LleTpopenikey aueTtaTty, ski
nepegbayatoTb 36i/IbLUEHHS KifIbKOCTI
iHXKeKUil/i cTaHAapTHOTO PO34unHy 3 3
[0 6 Npu BU3HAYEHHI NPUAATHOCTI
XpomaTtorpacdiyHoi cuctemu. 3miHu |
TMny: 3MiHK 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meTodax BUNPOGYBaHHSA
A®| abo BMXxigHOrO
marepiany/npomiKHOro
npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPLYKEHNX MeToAax
BMMNPOBYBaHHS) — HE3HAYHI 3MiHW B
npoueaypi BU3HAUYEHHS 3a/TNLLIKOBUX
KiNlbKOCTEl opraHiYHMX PO34MHHWKIB
«Determination of residual solvents in
cetrorelix powder by GC-Headspace»,
a came: BBE[IEHHS B METOAVKY YMOB
nepeBipku NpUAaTHOCTI
XpomarorpaguiyHoi cuctemu

442,

LE®ENIM

MOPOLLOK AN
PO34UHY AN1S iH'EKLA
no 1000 mr in bulk:
no 50 chnakoHiB y
KapTOHHI KopooLi

AAP PAPMA
®3-/11C

O6’egHaHi
Apabebki
Emipatn

CeHc J/labopaTtopic

Mer. 114,

IHgis

BHECEHHS 3MiH [0 peecTpaLinHmx
mMarepianis: 3mMiHa 3asBHuKa /13
(MIBM) (BnacHuka peecTpawjiinHoro
noceigyeHHsn) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). 3minu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). 3MiHa
y 3B'A3KY 3 HEOOXigHICTbIO
npvBeAeHHA peecTpavuintHnx
[OKYMEHTIB 1O CyYacCHVX BMMOT LLOA0
ochopmneHHs po3gainy MK4 -
"MAPKVPOBKA", a Takox fofaBaHHsA
[0 TEKCTY MapKyBaHHs ynakoBku in
bulk gaHnx Woao 3asBHUKA, SK
Hacnigok 3miHyM BnacHuka Pri.
[itoua pepakuis: MAPKMPOBKA. B
COOTBETCTBUM C YTBEPXKAEHHbLIM
TEKCTOM MapKvMpoBku. MponoHoBaHa
pefakuisi:
MAPKYBAHHSA. 3rigHo i3
3aTBEPAKEHVM TEKCTOM MapKyBaHHS.
MapkyBaHHs A/19 ynakosku in bulk
popaetbes. TepMiH BBEAEHHS 3MiH
npoTsirom 6 micsuis nicns
3aTBEpPKEHHS. 3MiHK | TMNY - 3MiHK

UA/18354/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

woao 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHV [0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarniagy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnagy, 3miHa
YMOBHOB&XeHOT 0cobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3assHuka gns
3[jiCHEHHST hapmakoHarisay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI fjaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasibHOI 3a hapmakoHarnsag.
[itoua pepaxuis: Op. XKaTiH Jxosed.
MponoHoBaHa pepfakuis: Bosk HOpiii
CeprilioBuy. 3MiHa KOHTAKTHUX AaHKX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIA&/IbHOI 3a hapMakoHariaga.
3MiHa MicLle3HaxoMKEHHsT MacTep-
(paiina cuctemu chapmakoHarnsgy Ta
ioro Homepa.

443.

LE®EMIM
AHAHTA

MOPOLLOK ANA
PO34nNHY A5 iH'EKLRA
nolr; 1a6o 10
donakoHIB 3
MOPOLLKOM B KOPOOL

AHaHTa
Megikeap /T4,

Benuka
BpuTtaHis

Csicc NepeHTepasic
Nra., IHais;
AHaHTa Megikeap
NimiTen, IHAis

IHAis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHn | TUny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMpOGHVKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKoYaoum
AiNbHULI BUNYCKY cepii abo micue
NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a 5Ky Bignosifae
BMPOGHMK/IMNOpTEp, BKIOYAYM
BWMYCK Cepiit) - NprBeaeHHA agpecu
BMpo6HUKa M3 AHaHTa Megikeap
Nimiteq, y BigNoBiAHICTb A0
CepTuchikaTy BignoBigHOCTi yMOB
BMpo6HUUTBa J13 BUMoram HBIT,
BUAaHoro Jepxnikcnyxooto Ykpainm,
a came BMMNpaB/IEHO aH/TiCbKNiA
BapiaHT agpecu. BupobHuya ainbHuus
Ta yci BUpobHuyi onepaduii

3a
peyenmom

UA/16849/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aMLWATLCA HE3MIHHUMK
444. | UE®ENIM NOpPOLLOK A5 AHaHTa Benvka Csicc NepeHTepasic IHAis BHECEHHS 3MiH [J0 peecTpaviinHmx 3a UA/16849/01/02
AHAHTA po3unHy ns iH'ekuii | Megikeap N14. BpuTtaHis Nra., IHais; marepianis: 3miHn | TUny - peyenmom
no2r;1a6o 10 AHaHTa Megikeap AZMiHICTpaTMBHI 3MiHK. 3MiHa
donakoHIB 3 NimiTen, IHAis HaliMeHyBaHHs Ta/abo agpecy Micus
MOPOLLKOM B KOPOOL NPOBaKEHHS AiS/IbHOCTI
BMpOGHVKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIoYaoum
AiNbHULI BUNYCKY cepii abo micue
NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(BisnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYAYM
BWMYCK Cepiit) - NprBeaeHHA agpecu
BMpo6HUKa M3 AHaHTa Megikeap
Nimiteq, y BigNoBiAHICTb A0
CepTudhikaTy BignoBigHOCTi yMOB
BMpo6HUUTBa J13 BUMoram HBIT,
BUAaHoro Jepxnikcnyxooto Ykpainm,
a came BMMNpaB/IEHO aH/TiCbKNiA
BapiaHT agpecu. BupobHuya ainbHuus
Ta yci BUpobHuui onepadi
3aMLWATLCA HE3MIHHUMK
445. | UE®OMNEPA3O0OH NOpPOLLOK A/1A KEHODAP Benvka HCIMC Xebeii Kutaii BHECEHHS 3MiH [J0 peecTpaLjiinHmx - He UA/17755/01/01
pPO3UMHYy AN M NTA BpuTtaHis XyamiH marepianis: 3miHu | Tuny - 3miHu 3 nionsizae
iH ekuii no 1000 wr; dapmachboTikan AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
in bulk: no 10 KomnaHi Mimiteq KOHTpO/1b roTOBOro Nikapcbkoro
h1aKkoHiIB 3 3acoby. 3miHa napameTpis
NOpPOLLKOM B cneundikauii Ta/abo gonycTuMmx
KapTOHHI Kopoo6Li MEX rOTOBOr0 NiKapcbKoro 3acoby
(3BY)XXEHHSI AONYCTUMMNX MEX)
npvBeaeHHA nokasHuka "onuc" go
Bumor ctatti USP Cefoperazone
Sodium N5 yTOYHEHHS KO/IbOpY
NOpPOLLKY, 3 BIAMNOBIAHUMN 3MiHAMW B
Cneuvndikanito MKA N13. 3miHn
BHECeHi y po3gin "Nlikapcbka chopma”
(OcHOBHI i3nKO-XiMiYHi B/1TaCTUBOCTI)
B IHCTPYKLiO A/19 MeAMNYHOro
3aCTOCYBaHHS NikapCbKOro 3acoby
446. | UE®ONEPA30OH NOPOLLIOK ANs DKEHO®AP Benuka HCIC Xebeit Kutaii BHECEHHS 3MiH [JO peecTpaviinHmx 3a He UA/17754/01/01
pO34UMHYy ANns MNTA BputaHis XyamiH marepianis: 3miHu | Tuny - 3MiHu 3 peyenmom nionsizae
iH ekyii no 1000 wmr; dapmacbtoTikan SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
no 1 a6o 10 KomnaHi Nimiteq KOHTpO/1b roTOBOro Nikapcbkoro
hNaKoHiB y 3acoby. 3MiHa napameTpis

KapTOHHI KOpoOLj

cneumdikauii Ta/abo gonycTuMmx

MEX roTOBOrO JliKkapCbKoro 3acoby
(3BY)XXEHHS AONYCTUMUX MEX)

npuBeAeHHs nokasHuka "onuc" go
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Bumor ctatTi USP Cefoperazone
Sodium NS yTOYHEHHS KObOpY
NOPOLLIKY, 3 BigNOBIAHNMMN 3MiHAMU B
Cneuudikauito MKA N3. 3miHn
BHeceHi y po3gin "/likapcbka popma”
(OcCHOBHI (hi3nKO-XiMiYHI BNacTUBOCTI)
B IHCTPYKL|O A8 MeAnyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby
447. | UEPTA3NONM MOPOLLIOK ANs [xeHochapm Benuka HCIMC Xeb6ei Kutai BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/17046/01/01
PO3YUHY ANS iH'EKLA nTg BpuTaHis XyamiH mMarepianis: yTOUYHEHHSA peyenmom
no 1000 mr, no 1 dapmacbioTikan peecTpauiiiHol npoueaypy B HaKasi

a60 10 chrakoHiB 3
MOPOLLKOM Y
KapTOHHIA KopooLi

KomnaHi Mlimiteq

MO3 Ykpainum Ne 68 Big 12.01.2023 -
3MmiHu | TNy - 3MiHKW 3 AKOCTi. F0TOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHN) -
BUKNaAEHHA TekcTy MKA
YKpaiHCbKOK MOBOLO. 3MiHW | Tvny -
3MiHM 3 aKOCTi. [OTOBWIA NikapCbKui
3aci6. KOHTposb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO /TiKapCbKOro 3acoby
(3BYXXEHHSI ONYCTUMUX MEX) - 3MiHa
KpUTepiiB NPUIAHATHOCTI 3a
nokasHukom «Onuc», BignoBigHO 40
sBumor USP. 3MiHM BHeceHi B
iHCTPYKUi0 ANA MeAUYHOro
3acTOCyBaHHA NiKapCbKoro 3aco6y
y po3gin "Nikapcbka chopma”
(ocHOBHI i3nKO-XimiuHiI
BNacTnBOCTi). 3MiHN | TUNY - 3MiHN 3
AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneundikauii Ta/abo AonycTUMmMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(monoBHeHHSA cneuudikauii HOBUM
NOKa3HUKOM 3 BiAMOBIAHUM METOAO0M
BMNPOBYBaHHSA) - A0AaBaHHA A0
cneuudikauii 13 nokasHuka SKoCTi
«BigHoBNEHUIA po3unH: MoBHOTa
PO3YMHEHHS Ta NPO30PICTb, BUANMI
YacTku», y BiAMOBIAHOCTI 40 BUMOT
USP. 3MiHK | TNy - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbkunii 3aci6. KoHTponb
roTOBOrO JIiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpo6yBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBepKEHNX MeToAax
BUMNPOOBYBaHHS) - HE3HAUHI 3MiHU Y
3aTBEPLKEHNX MeToAax
BUNPOOYBaHHSA 3a NokasHukamm
«Onuc», «BTparta B Maci npu
BUCYLLYBaHHI», «BMICT HaTpito
KapboHaTy», «KifbkicHe BU3HaUYEHHS»,
«O[HOPIAHICTb [030BAHUX OAUHULLbY.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwWiA
nikapcbkuii 3aci6. KOHTpOib roTOBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikaLiii Ta/abo
Z[0NyCTUMUX MEX FOTOBOTO
nikapcbKoro 3aco6y (iHLWi 3MiHN) -
npuBefeHHs Bumor cneumdikayii MNN3
3a Noka3HUKoM «KinbkicHe
BM3HAYEHHS» Y BiANOBIAHICTb A0
BMMOr MoHorpadpii USP Ha nikapcbkuii
3aci6.

448.

LEDPTA3NANM

MOPOLLOK ANA
PO34nNHY A5 iH'EKLRA
no 2000 mr, no 1
a60 10 cpnakoHiB 3
MOPOLLKOM Y
KapTOHHI KopooLi

hxeHodhapm
nrp,

Benuka
BpuTtaHis

HCMC Xe6eli
XyamiH
dapmachboTikan
KomnaHi Mimiteq

Kutait

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: yTOYHEHHA
peecTpauiiiHOl Npoueaypy B HaKasi
MO3 YkpaiHu Ne 68 Big 12.01.2023 -
3MiHn | TURY - 3MiHK 3 sKocTi. FoToBUI
nikapcbkuii 3aci6. KOHTpob roToBOro
nNiKapcbKoro 3acoby (iHLWi 3MiHu) -
BUKNaA/IeHHA TekcTy MKA
YKPaiHCbKOK MOBO. 3MiHu | Tuny -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpiB
cneundikauii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(3BYXXEHHSI AONYCTUMUX MEX) - 3MiHA
KpUTEpIiB NPUAHATHOCTI 3a
nokasHukom «Onunc», BigNoBigHO A0
Bumor USP. 3miHu BHeceHi B
iHCTPYKUiO ANA MegUYHOro
3aCTOCYBaHHA JliKapCbKOro 3acoty
y po3gin "Nikapcbka hopma”
(ocHOBHI (Pi3MKO-XiMiUHiI
BNacTMBOCTI). 3MiHM | TURY - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(oonoBHeHHS cneuudikaLii HOBUM

3a
peyenmom

UA/17046/01/02
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NOKa3HUKOM 3 BiAMOBIAHUM METOAOM
BUNPOBYBaHHS) - oAaBaHHA 40
cneundikauii MN13 nokasHuka SKOCTI
«BigHoBneHuii po3unH: MNoBHoTa
PO3YMHEHHS Ta NPO30pPICTb, BUANMI
YacTku», y BigNOBILHOCTI 40 BUMOT
USP. 3MiHn | TUny - 3MiHu 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO NiKapCbKOro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPLYKEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHS 3a NokasHukamm
«Onuc», «BTpata B maci npu
BUCYLLYBaHHI», «BMICT HaTpitlo
Kap6oHaTy», «KifibkicHe BU3HAYEHHS»,
«OHOPIAHICTb [030BaHNX O4UHULIbY.
3MiHu | TUNY - 3MiHK 3 SIKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPosb roToBoOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO
nNikapcbKoro 3acoby (iHwWi 3MiHN) -
npuBeAeHHs BUMor cnevudikauii M3
3a NoKa3HMKOM «KinbkicHe
BM3HAYEHHS» Y BiANOBIAHICTb A0
BMMOr MoHorpadpii USP Ha nikapcbkuii
3aci6.

449,

LE®TAINIUM

MOPOLLOK A5
PO3UUHY AJ151 iH'EKLLIA
no 1000 wr, in bulk:
no 10 chnakoHis 3
MOPOLLKOM B
KapTOHHI Kopoo6Li

[xeHodhapm
nrp,

Benuka
BpuTaHis

HCIC Xebeii
XyaMiH
dapmacbtoTikan
KomnaHi Mimiteq

Kutaii

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: yTOUHEHHS
peecTpauiiiHol npoueAypu B Hakasi
MO3 Ykpainu Ne 68 Big 12.01.2023 -
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpPOb roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) -
BUKNaANEHHA TekcTy MKA
YKPaiHCbKOK MOBO. 3MiHM | Tuny -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. KOHTpOo/ib roTOBOro NiKapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo gonycTuMmx
MeX roTOBOrO /likapCbKOro 3acoby
(3BY)XEHHS AONYCTUMUX MEX) - 3MiHA
KpUTEpIiiB NPUAHATHOCTI 3a
nokasHnkom «Onunc», BignoBigHO A0
BuMor USP. 3miHu | Tuny - 3miHuM 3

UA/17047/01/01
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n/n

Hassa
JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmX
MeX roTOBOrO /likapCbKoro 3acoby
(nonoBHeHHSA cneuudikaLii HOBUM
NOKa3HUKOM 3 BiAMOBIAHUM METOAOM
BUNPOBYBaHHS) - oAaBaHHA 40
cneundikauii MN13 nokasHuka SKOCTI
«BigHoBneHuii po3unH: MNoBHoTa
PO3YMHEHHS Ta NPO30pPICTb, BUAWMI
4YacTku», y BigNOBILHOCTI 40 BUMOT
USP. 3MiHn | TUny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO NiKapCbKOro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHS 3a NokasHukamm
«Onuc», «BTpata B Maci npu
BUCYLLYBaHHI», «BMICT HaTpito
Kap6oHaTy», «KifibkicHe BU3HAYEHHS»,
«OHOPIAHICTb [O030BaHNX O4UHULIbY.
3MiHu | TUNYy - 3MiHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLwWi 3MiHN) -
npuBeAeHHs BUMor cnevudikauii M3
3a NoKasHMKoOM «KinbkicHe
BM3HAYEHHS» Y BiANOBIAHICTb A0
BMMOr MoHorpadpii USP Ha nikapcbkuii
3aci6.

450.

LE®TAINIUM

MOPOLLOK A5
PO3UUHY A151 iH'EKLLIA
no 2000 wr, in bulk:
no 10 chnakoHis 3
MOPOLLKOM B
KapTOHHI Kopoo6Li

[xeHodhapm
nrp,

Benuka
BpuTaHis

HCIC Xebeii
XyaMiH
dapmacbtoTikan
KomnaHi Mimiteq

Kutaii

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: yTOUHEHHS
peecTpauiiiHol NnpoueAypu B Hakasi
MO3 Ykpainu Ne 68 Big 12.01.2023 -
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpPOb roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) -
BUKNaANEHHA TekcTy MKA
YKPaiHCbKOK MOBO. 3MiHM | Tuny -
3MiHM 3 AKOCTi. F0TOBWIA NiKapCbKUiA
3aci6. KOHTpOo/ib roTOBOro NiKapcbkoro
3acoby. 3miHa napameTpis

UA/17047/01/02
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n/n

JliKapcbK0o20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

451.

LE®TPUAKCOH

cneundikauii Ta/abo gonycTUMmx
MeX roTOBOrO /likapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX) - 3MiHa
KpUTEpIiB NPUAHATHOCTI 3a
nokasHNkom «Onunc», BigNoBigHO A0
BuMor USP. 3miHu | Tuny - 3miHun 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX roTOBOrO /likapCbKoro 3acoby
(nonoBHeHHSA cneuudikaLii HOBUM
NOKa3HMKOM 3 BiAMOBIAHUM METOAOM
BUNPOBYBaHHS) - oAaBaHHA 40
cneundikauii MN13 nokasHuka SKOCTI
«BigHoBneHuii po3unH: MNoBHoTa
PO3YMHEHHS Ta NPO30pPICTb, BUAWMI
YacTku», y BigNOBIAHOCTI A0 BUMOT
USP. 3MiHn | TUny - 3MiHK 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO NiKapCbKOro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHS 3a NokasHukamm
«Onuc», «BTpata B maci npu
BUCYLLYBaHHI», «BMIiCT HaTpito
Kap6oHaTy», «KifibkicHe BU3HAYEHHS»,
«OHOPIAHICTb [O030BaHNX O4UHULIbY.
3MiHu | TUNY - 3MiHK 3 SIKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHN) -
npuBeAeHHs BUMor cnevudikauii M3
3a NoKasHMKoM «KinbkicHe
BM3HA4YEHHS» Y BiANOBIAHICTb A0
BMMOr MoHorpadpii USP Ha nikapcbkuii
3aci6.

nocsi0OYeHHs

AHAHTA

MOPOLLOK A5
PO34UHY AN1s1 iH'eKLiA
no 1r: 1 chnakoH 3
NMOPOLLKOM B KOPOO6L
(ans BMpo6HUKa

AHaHTa
Megikeap /114.

Csicc MNepeHTepasc

Benuka
BpuTaHis

Csicc NepeHTepasic
nta., IHpia
AHaHTa Megikeap

NimiTes, IHAia

IHgis

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3mMiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AiS/IbHOCTI

3a
peyenmom

BVPOGHMKa/iMnopTepa rotosoro

UA/17157/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Nra., IHgis), 1 nikapcbKoro 3acoby, BKIOYaun
hNakoH 3 NOPOLUKOM OinbHUL BUNYCKY cepii abo micue
B Kopo6ui, 20 NPOBefEHHS KOHTPOJIHO AKOCTI.
h1aKkoHiIB 3 (misnbHICTb, 3a AKy Bignosigae
NOPOLLKOM B KOPOOL BUPOGHMK/IMNOpTEP, BKIKOYAKOUN
(ans sMpobHuKa BUMYyCK cepii) - MpuBefeHHa agpecu
AHaHTa Megikeap BMpo6Huka 13 AHaHTa Megikeap
NimiTes, 1HAiN) NimiTen, y BiANOBIAHICTb A0
CepTtuchikaTy BifnoBigHOCTi yMOB
BMpo6HMUTBa /13 BUMoram HBIM,
BMAAHOro [lepxnikcnyxo60 YkpaiHu,
a came BUMNPaB/EHO aHiliCbKNiA
BapiaHT agpecy. Bupo6Huya AinbHuus
Ta yci BUpo6bHuUi onepadji
3a/IMLIATLCA HE3MIHHUMK
452. | UE®TPUAKCOH NMOPOLLIOK ANS AHaHTa Benuka Csicc NepeHTepasic IHAjs BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/17157/01/02
AHAHTA po3unHy ans iH'ekuii | Megikeap N14. BpuTaHis nta., IHpia mMartepianis: 3mMiHu | Tuny - peuenmom
no 2 r: 1 chnakoH 3 AHaHTa Megikeap AfMiHICTpaTMBHI 3MiHW. 3MiHa
NMOPOLLKOM B KOPOO6Li NimiTeq, IHAia HaliMeHyBaHHs Ta/abo agpecu Micus
(ans BMpo6HUKa NPOBaPKEHHA AiS/IbHOCTI
Csicc lMepeHTepanc BMPOGHMKa/iMnopTepa rotoBoro
Nra., IHais), 1 nikapcbKoro 3acoby, BKIoUaun
oNakoH 3 NOPOLLKOM OinbHULL BUNYCKY cepii abo micue
B Kopo6ui, 10 NPOBeAEHHS KOHTPOJIHO SKOCTI.
h1aKoHiIB 3 (misnbHICTb, 3a AKy BignoBigae
NMOPOLLKOM B KOPOOLL BUPOGHMK/IMNOPTEP, BKIKOYAKOUN
(ans BMpobHMKa BWMYCK Cepiit) - NpuBeaeHHA agpecu
AHaHTa Megikeap BMpo6Huka 13 AHaHTa Megikeap
Nimites, 1HAisN) Nimiten, y BIANOBIAHICTL A0
CeprtuchikaTy BifnoBigHOCTi yMOB
BMpo6HUMUTBa /13 BUMoram HBIM,
BUAaHOro Jepxnikcnyxooto YkpaiHu,
a came BMNPaBIEHO aHNIACLKUIA
BapiaHT agpecu. Bupo6Huya AinbHuus
Ta yci BUpo6bHMUi onepaduii
3/IMLIATLCA HE3MIHHUMK
453. | UIAHOKOBAJ/IAM | nopoLliok EBPOATMI ®paHuin EBPOATII ®PAHC PpaHuis BHECEHHS 3MiH [0 peecTpavinHmx - UA/15783/01/01
IH (cybeTaHuis) B PPAHC martepianis: 3miHa 3asBHuKa /13

A/NOMIHIEBMX BaHKax
ons
hapmaLeBTUYHOIO
3aCcTOCYBaHHS

(MIBIM) (BnacHuKka peecTpaLiiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460): 3miHu | Tvny -
3MmiHn 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiANOBIgHOCTI EBponechbkili
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BigNoBiAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
€Bponelicbkiin hapmakonei: ans Adl;

[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEP)KEHOro BUPOBHYKaA - NOAAHHSA
OHOBJIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiichbkili
chapmakonei Ne R1-CEP 1998-140-
Rev 04 (3aTBepmkeHo: R1-CEP 1998-
140-Rev 03). Ak Hacnigok 3miHa y
cneumdikaLyii 3a nokasHUKamu
«KinbkicHe B13HaYeHHs» (cTano:
cybcTaHuis MicTuTb Big 96,0 % o
102,0 % uiaHokabanaminy B
nepepaxyHKy Ha CyxXy peqyoBHHY).
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTtudpikaTa BifnNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ansa Adl;
[ONs BUXIQHOTO
martepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns AONOMIKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEP)KEHOro BUPOBHYKA - NOAAHHS
OHOBJIEHOTO cepTudikara
BiANOBIgHOCTI EBponeiichkili
chapmakonei Ne R1-CEP 1998-140-
Rev 05. Ak Hacnigok 3mMiHa Ha3BK
BUPOBHWYOT AiNbHUL (CTano:
EBPOAIMI ®PAHC). 3MiHu | Tuny -
3MiHu 3 sKocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikadliii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX
y crneumdikanisx Ha Adl, abo
BUVXi4HWA/NPOMIKHWIA

npoAyKT/peareHT, Wwo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpoGHUUTBa AP (iHLLI 3MiHW)
3MiHa MoBY BMKnageHHs MKA 3
POCIiCbKOT Ha YKpaiHCbKy. 3MiHW |
Uy - 3MiHK 3 AKocTi. APl Cuctema
KOHTelHep/3akynoptoBasibHKii 3aci6
(iHLWi 3MiHW) OHOBNEHHS PO3Ainy
«MapkyBaHHs» y MKA
454, | YACTOTINY TpaBano 50 ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/5701/01/01
TPABA naykax 3 BHYTPILHIM "NikTpasu” marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
naketom; no 1,5ry AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
inbTp-nakeTi; no Cuctema
20 oinbTp-nakeTiB y KOHTelHep/3aKynoploBasibHuiA 3aci6
nayui; no1,5ry (iHLWWi 3MiHW) - BHECEHHS 3MiH 0
hinbTp-nakeTi; No cneuudikauii 3 KOHTPOSIKO NEPBUHHOMO
20 oinbTp-nakeTiB y nakyBasibHOro matepiany (Manip
nadui 3 BHYTPILLUHIM hinbTpyBasibHMIA), a came
naxkeTom [IOMOBHEHHS NOKa3HMKa
«laeHTUdiKauis (30BHILHI 03HaKW)»
BK/TIOYEHHSIM [0AaTKOBUX O3HaK AN
Bi3ya/IbHOr0 KOHTPO/I0 «6) Konip»
455. | YOPHMUI naroHu; no 75ry MpAT YkpaiHa MpAT “NlikTpasu" Ykpaina BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/3388/01/01
MArOHN naykax 3 BHYTpILUHIM "NikTpasn" MaTepianis: 3MiHU | TUNY - 3MiHK 3 peuenma
naketom; no 1,5ry AKOCTI. [0TOBWIA Nikapcbknii 3acib.
inbTP-nakeTi; no Cuctema
20 hinbTp-nakeTiB y KOHTelHep/3aKkynoptoBasibHUiA 3aci6
nayyj abo y nauui 3 (iHWi 3MiHW) — BHECEHHS 3MiH A0
BHYTPILLHIM NakeTom cneumadikavii 3 KOHTPO/IIO NEPBUHHOTO
nakyBanbHOro matepiany (Manip
hiNbTpyBasibHWIA), a came
[IOMOBHEHHS NOKa3HMKa
«lpeHTudpikauis (30BHILLHI 03HaKW)»
BK/TOYEHHSIM 10AaTKOBUX O3HaK AN
Bi3ya/IbHOr0 KOHTposo «6) Konip».
456. | WUMNLWNHWN nnogu, no 100 r a6o MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX 6e3 UA/5893/01/01
nnoaun no 130 r y naykax 3 "NikTpasn" mMaTepianis: 3MiHu | TUny - 3MiHN 3 peuyenma
BHYTpILLHIM AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
naketom; no 3,0ry Cucrtema
inbTp-nakeTi; no KOHTeliHep/3akKynopoBasibHUIA 3acio
20 hinbTp-nakeTiB y (iHWi 3MiHW) - BHECEHHSA 3MiH [0
nauyi; no 3,0ry cneuudikaLlii 3 KOHTPOSIKO NEPBUHHOMO
inbTp-nakeTi; no nakyBasibHOro matepiany (Manip
20 hinbTp-nakeTiB y hinbTpyBasbHWii), a came
nayuj 3 BHYTPILWHIM [ONOBHEHHS NOKa3HUKa
nakeTom «lpeHTudpikauis (30BHILHI 03HaKM)»
BK/TIOYEHHSIM [0AaTKOBMX O3HaK AN1s
Bi3ya/1bHOr0 KOHTPO/I0 «6) Konip».
457. | WIYHKOBUA 36ip, M0 75ry MpAT YkpaiHa MpAT "“flikTpasu" YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 UA/6056/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3BIP Ne3 naykax 3 BHYTPILWHIM "NikTpasn" matepianis: 3miHu | Tuny - 3miHu 3 peyenma

naketom; no 1,5ry
inbTp-nakeTi; no
20 hinbTp-nakeTiB y
nayui abo y nayui 3
BHYTPILLHIM NakeTom

AKOCTi. [0TOBWIA Nikapcbkunii 3aci6.
Cucrtema
KOHTeWHep/3aKynoploBasibHUA 3aci6
(iHWi 3MiHM) BHECEHHSA 3MiH J0
cneuudikaLii 3 KOHTPOSIKO NEPBUHHOMO
nakyBasibHOro martepiasny (Manip
hinbTpyBasibHWIA), a came
[IOMOBHEHHS NOKa3HMKa
«lgeHTudikalis (30BHiLLHI 03HaKN)»
BK/TIOYEHHSIM [0AaTKOBMX O3HaK AN1s
Bi3ya/IbHOr0 KOHTPO/0 «6) Konip»

*y paszi éHeceHHs 3MiH 00 iIHCMpYKyii Npo MeduyYHe 3acCMOCy8aHHsA

HauanbHuK

dapmalreBTUYHOr0 ynpaB/IiHHSA

Tapac JISICKOBCHhKUN




ITEPEJIIK
JIIKAPCBKIX 3ACORIB, AKM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIIMHUX MATEPIAJIIB

Aopartok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3popoB’a  YkpaiHm «[po  gepxaBHY
peecTpauito (nepepeecTtpaliio)
NiKapcbKnx 3aco6iB (mepnuHNX
iMyHOGionoriYHnXx npenaparis) Ta
BHECEHHA 3MiH [0 peecTpauiiHuX
Martepianis»

Big 25 KBiTHA 2023 poky Ne 773

Ne Ha3ssa ®dopma sunycky 3asaBHuUK KpaiHa Bupo6HuK Kpaina Miocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby

ANYHBPUI® | TabneTku, BKPUTI Takepa NaHis MeHH CnonyyeHe 3acigaHHa | BigMoBWUTU y 3aTBepPAKEHHI - y 3B'A3KY i3 HAAXOMKEHHSAM HOBOI iHchopmaLlit
N/1iBKOBOK 060/IOHKOMD, dapma A/C PapmacboTiKau KoponiscTBo, HTP Ne 13 | w040 3MiHM KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0CO6M 3asiBHUKA, BiANOBIAA/IbHOI
no 30 mr; no 14 Cepsicec ABCTpist Big, 3a (hapmakoHarnsag, B YkpaiHi 1a i KOHTaKTHUX AaHuX. 3MiHu | Tuny - 3MiHn
Tabnetok y 6nictepi; no Nivitea, 06.04.202 | wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3miHn o
2 6nicTepu y KapTOHHIN Cnony4yeHe 3 y3araslbHeHNX AaHux npo cuctemy dhapmakoHarnsgy (BBefeHHs y3arasibHeHnX
KOpo6Li 3 MapKyBaHHAM KoponiscTBo AaHux nNpo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT 0cobu,
YKpaiHCbKOK Ta (BMPOGHMLTBO BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarns4y; KOHTakTHOT 0cobu 3
aHrMifcbKO MoBaMW; Mo 3a NOBHUM dhapmakoHarnsgy 3asBHuka 4N 34jiiCHeHHs hapmakoHarnsay B YkpaiHi, AKLWwo
90 wmr; no 7 TabneTok y LMKIOM); BOHa BigMiHHa Bif, yNOBHOBaXKEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nicTepi no 4 6nictepn y Takepa ABCTpIs thapmakoHarnsgy (Bkovaoum KOHTaKTHI AaHi) Ta/abo 3MiHU y pO3MiLLieHHi
KapTOHHI KopobLi 3 M6X, ABCTpis macTep-gaiina cuctemu papmakoHarnsgy) (B.1.8. (a) IAHM). 3MiHa KOHTaKTHUX
MapKyBaHHAM (#o3Bin Ha [aHux ynoBHOBaXEHOT 0CO6MU, BiANOBIAaNbLHOI 3a hapMakoHariag,
YKpaiHCbKOK Ta BMNYCK cepil) 3MiHa MicLle3HaxomKeHHs1 MacTep-thaiina cuctemm dhapmakoHarnsgy. 3miHa
aHrMiicbKoK MoBamMu; No MicLs 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.

180 wmr; no 7 TabneTok y 3MiHa KOHTaKTHOI 0CO6M 3asiBHVKA, BifnoBigaibHOI 3a hapMakoHarnsg B
6nicTepi no 4 6nictepn y YkpaiHi. fitova pegakuis: CamoHeHko MapuHa BonogymupisHa.

KapTOHHI KopoobLi 3 MponoHoBaHa pepakuin: BeHrep /llogmuna AnatoniisHa / Liudmyla Venher.
MapKyBaHHSAM 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0COBM 3asABHMKA, BigNoBiAaNbHOI 3a
YKpaiHCbKO Ta thapmakoHarnag B Ykpaii.

aHrMifcCbKO MOBaMU

FHINPAN KOHLIEHTPAT A1 PO3UUHY Takena AscTpis EWXEC TM6X, ABCTpIs 3acifjaHHa | BiaMoBUTU y 3aTBEepPMKEHHI - Y 3B'A3KY i3 HAAXOMKEHHAM iHchopmauii Npo HoBYy
08 iHdysiid, 25 Mkr/5 ABCTpis AAMEL, ABCTpis HTP Ne 12 | KOHTaKTHy 0COOYy 3asiBHMKA, BiAMNOBIAa/IbHY 3a 3iliCHEHHS hapMakoHarisgy B
M/1; Mo 5 M B amnyni; no M6X (npoBefeHHs TecTy Bif, YkpaiHi (nucT Big 3asBHUKa Takepa ABcTpist TM6X, ABcTpia Ne0230 /MU Big
5 amnyn y KapTOHHilA "CTepunbHicTb"); 23.03.202 16.08.2022p.) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOT 0CO6U 3asBHMKA,
KOpo6L,i 3 MapKyBaHHAM Takega ABCTpis 3 BiANOBIAa/IbHOT 32 dhapmakoHarnsg. 3MiHa KOHTakTHOT 0CO6M 3asiBHMKA,
YKpaiHCbKO Ta M6X, ABCTpis BiANOBiAa/IbHOT 3a hapmakoHarnsag B Ykpaidi. [itoya pegakuis: CaMOHEHKO
aHrnilicbkoo MoBamMu (BMPOGHMLTBO 3a MapuHa BonogmumupisHa. NMponoHosaHa pefakuis: BeHrep /lioamuna

NMOBHUM LMK/TOM) AHatoniiBHa / Liudmyla Venher. 3miHa KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6U
3asBHVIKa, BifNOBifaNbHOI 3a hapMakoHarnsag B YkpaiHi. 3miHa
MiCLLe3HaXOKEHHSI MacTep-paiina cuctemm cpapmakoHarnsgy. 3miHa micus
3[jACHEHHS1 OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.

FIHIOPAN pO34uH Ans iH'ekujin, 10 Takena ABCTpiIs EiOxEc MmbX, ABCTpIs 3acifaHHa | BigMOBMTM y 3aTBepA)KeHHI - ¥ 3B'A3KY i3 HAAXOMKEHHAM iHdhopMaLil Npo HOBY
MKr/2 M1, no 2 MmN B ABCTpist ANMEL, ABCTpis HTP Ne 12 | KOHTaKTHy 0COGY 3asiBHUKA, BiAMNOBiAasIbHY 3a 34ilicHEHHS (hapmakoHarnsgy B
amnyni; no 5 amnyn'y M6X (npoBegeHHs TecTy Bif, YkpaiHi (nucT Big 3asBHuKa Takega ABcTpis TM6X, ABcTpia Ne0230 /MU Big
KapTOHHIA KopobLi 3 "CTepunbHicTb"); 23.03.202 16.08.2022p.).

MapKyBaHHAM Takepa ABCTpis 3 3MiHa yNnoBHOBaXXeHOT 0CO6M 3asiBHUKA, BIANOBIAA/IbHOI 3a hapmakoHarnsag.

YKpaiHCbKOK Ta

'M6X, ABCTpis

[Oitova pegakuis: Johan Hellmer.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
aHriicbKoto MoBaMy (BMPOGHULTBO 3a MponoHoBaHa peakLis: a-p Cymit MyHmkan / Sumit Munjal.
MOBHUM LiyK/TOM) 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6M 3asBHYKa, BiAnoBiAa/IbHOT 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cOobM 3asiBHUKA, BIAMNOBIAA/IbHOI 3a hapMakoHarnag B
YKpaiHi.
[itova pepakuin: CamoHeHKO MapuHa BonogmmupisHa.
MponoHoBaHa pefakuis: BeHrep /llogmuna AHaTtoniieHa / Liudmyla
Venher.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-halina cuctemy dpapMakoHarisay.
3MiHa MicLA 3AiACHEHHS OCHOBHOI AisNbHOCTI 3 hapmakoHarnsagy.
KIOBITI po3unH ans iHdysiii 100 BakcTtep Al AscTpis Bakcanta Benebris 3acifjaHHa | BigMoBUTU y 3aTBepKEHHI - Y 3B'A3KY i3 HAAXOMKEHHAM iHchopmaL,ii Npo HOBY
mr/mn no 10 mn (1 r/10 Benmxiym HTP Ne 13 | KOHTaKTHy 0COOy 3asiBHMKA, BignoBifasibHy 3a 34ilCHEeHHs chapmakoHarnsgy B
M), no 25 mn (2,5 r/25 MaHydekTypiHr Bif, YkpaiHi (nucT Big 3anBHuka bakctep All, ABcTpis Ne0371 /MJ, Big 27.10.2022p.).
M), 50 mn (5 r/50 mn), CA, benbris 06.04.202 | 3MiHm | TuNy - 3MmiHM Wwofo 6es3nekn/eddekTMBHOCTI Ta dhapmakoHarnsagy.
100 mn (10 /100 mn), (BUPOGHMLTBO, 3 BBegeHHs abo 3MiHM [0 Yy3ara/lbHEHMX daHWX Npo cucTemy dhapmakoHarisgy
200 mn (20 /200 mn), nepBrHHE Ta (BBELEHHA Yy3ara/lbHeHWX fJaHux Mpo cuctemy papmakoHarnsagy, 3miHa
300 mn (30 r/300 mn) y BTOPUHHE YNOBHOBaXKEHOI 0CO6M, BIAMOBIAaNIbHOI 3a 34ilicHeHHs dhapmakoHarnsgy;
onakoHi; no 1 dpnakoHy nakyBaHHs1, KOHTakTHOI  0ocobu 3  chbapmakoHarnsgy  3asiBHMKA A8 34iACHEHHS
B KOpOO6Li 3 KOHTPO/b AKOCTI thapmakoHarnagy B YkpaiHi, SKW0 BOHa BiAMiHHA Bifg YNOBHOBaXeEHOI ocobw,
MapKyBaHHAM N3, sunyck BiANOBIAANbHOI 3a 3AiliCHeHHA hapmakoHarnagy (BKIHOUaOUM KOHTaKTHI AaHi)
YKpaiHCbKOK MOBOH cepii); Takega Ta/abo 3MiHM y pO3MilLeHHI MacTep-thaiina cuctemn gpapmakoHarnsgy) (B.1.8.
MaHydekuypiHr (@) 1AHN); 3MmiHa yMNOBHOBaXEHOi 0CO6M 3asiBHMKA, BiANOBIAa/IbHOI 3@
AscTpis AT, thapmakoHarnsg. [iroua pepakuis: Moxan Xenmep. MponoHoBaHa pepakujis:
ABCTpisi Cymit MyHmpKan / Sumit Munjal.
(kOHTpO/b 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOI 0cobu 3asiBHMKA, BignoBifasnbHOI 3a
akocTi [N13) thapmakoHarnag. 3MiHa KOHTaKTHOI 0co6u 3asiBHMKA, BIANOBIAA/IbLHOI 3a
hapmakoHarnsg B YkpaiHi. [itoua pepakuisi: YepHsea OneHa AHaTtoniiBHa.
MponoHoBaHa pepakuis: BeHrep /llogmuna / Liudmyla Venher. 3mMiHa KOHTakTHUX
[aHnX KOHTaKTHOI ocobu 3asiBHUKA, BiANOBiAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cuctemy dhapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLs 3AiICHEHHSI OCHOBHOT fif/IbHOCTI 3 hapMakoHarisay.
®EHTABEPA | nnactup AciHo Al Himeuun AciHo AT, HimeuunHa 3acigaHHs | BigMoBWUTW y 3aTBepPKEHHi - BUNpPaBI/liHHA TEXHIYHOT MOMUJIKA: TEXHIYHA
12 MKriroga, TpaHcaepManbHuii no 12 Ha HimeuunHa HTP Ne 13 | nomunka (3rigHo Haka3sy MOS3 Big 23.07.2015 Ne 460)
®EHTABEPA | mkr/rog abo no 25 (Bunyck cepii); Bif, BuinpaBneHHs TeXHIYHOT NOMUAKK, 3rigHO N.2.4. po3giny VI Hakasy MO3 Ykpainu
25 MKriroga, mkr/rog a6o no 50 Nyiie dapma AT, 06.04.202 | Big 26.08.2005p. Ne 426 (y pegakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne
®EHTABEPA | mkr/rog a6o no 75 HimeuunHa 3 460) — BunpaBieHHA TEeXHIYHOT NOMUIKK, NOB’A3aHO 3 HEBIAMOBIAHICTIO
50 MKriroga, mkr/rog a6o no 100 (B1POGHMLTBO (pi3HOUMTaHHS) B MeXax OAHOro AOKYMEHTa, AONYLEHHS NMOMU/IKN Y
®EHTABEPA | mkr/rog no 1 nnactupy Hepo3dacoBaHo Cneuudpikauii Ha TepmiH npuaatHocTi MKA /13 deHTaBepa 12 mkr/rog, niactup
75 MKriroga, TpaHcaepMasibHOMY Y T npoAykuj, TpaHcAepMasibHWi Mo 12 MKr/rof, 3a NoKasHUKOM «KinbkicHe BU3Ha4YeHHs», a
®EHTABEPA | cawe 3 oyHKUiE nepBMHHa Ta came: HeBIpHO 3a3Ha4yeHO HOPMYBaHHS Aito4oi pevoBUHU PeHTaHiny.
100 MKIF/IrOA4, | 3axucTy Bif BiAKpMBaHHS BTOPUHHA MonepeaHs pepakuis:
AiTbMu; no 5 cawe y ynakoBKa, Moka3Huk skocTi Cneyndpikauis Ha TepMiH NPUAATHOCTI
KapTOHHili KOpo6Lii 3 KOHTPO/b 3.KinbkicHe BuU3HaueHHs teHTariny 2,6 mr/TAC (90 — 110 %, 1.e. 2,3-2,8
KOHTPO/IEM NMEepLIOro SIKOCTI) mr/TAC)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
BIOKPUTTSA HoBa pepgakuis:
Moka3Huk skocTi Cneundpikalis Ha TepMiH NPUAATHOCTI
3.KinbkicHe BM3HauYeHHs heHTariny 2,55 mr/TAC (90 — 110 %, T.e. 2,3 -2,8
mr/TAC)
B 3B'A3Ky 3 TUM, L0 3asB/IEHE BUMPaB/IEHHS TEXHIYHOT NOMWUIKM He BigNoBifae
po3giny VI 3a n.2.4.4 nakasy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegaxuii
Haka3ly MO3 Ykpainu Big 23.07.2015 p Ne 460) Ta opuriHanbHUM MaTepianam
peecTpauiiHoro AOCbE TEXHIYHA NOMU/KA HE PEKOMEHAOBAHA A0 3aTBePAKEHHS.
3asHayeHe BMMNpaB/IEHHA HE BiANOBifae OpUriHaIbHM MaTtepianam
peECTpauiiHOro A0ChE.
HayanbHuK

dapmaleBTUYHOIO yNpaB/liHHA

Tapac JISCKOBCHKHUH
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