MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 cepnns 2023 poky Ne 1397

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. dapmarieBTuHOMY yripaBmiHHIO (Tapacy JIsgcKoBcbkOMy) 3a0e3neunTu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

5. KOHTpO/Ib 32 BUKOHAHHSM I[bOT'0 HAaKa3y IMOKJ/IACTH Ha IMepIIOro 3acTyHUKA
Minictpa Cepris [Iy6posa.

MinicTp BikTop JIAIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUNX 3ACOBIB YKPAIHA

Aopatok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauilo (nepepeecTpadiio)
NiKapcbK1X 3ac06iB (MeguuHux
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpauiiiHnx
MaTepianis»

Big 03 cepnHsa 2023 poky Ne 1397

Hassa nikapcbko20o ®dopma sunycky 3asaBHuUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
n/n ynakosKa) nocsio4eHHs1
1. | ®TANINCYNb®PATIA30/1 | KpucTanivyHWii MOPOLLOK ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina PeecTpauis Ha 5 He UA/20144/01/01
(cy6CTaHuif) y Millkax 06MexeHo o6MexeHo pokiB niossieae
nonieTuneHoBux ons BignoBigasbHI BiANoBiAa/IbHICTIO
hapmaueBTUYHOro CTHO "OAPMXIM"
3acTocyBaHHsA "OAPMXIM"
HauanbHuK

dapmaneBTUYHOr0 yNnpaB/IiHHSA

Tapac JITCKOBCHhKUI




IIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEANYHNX IMYHOBIOJIOT'TYHUX TTPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «po gepxaBHy
peecTpauito (nepepeecTpauito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHux
Martepianis»
Big 03 cepnas 2023 poky Ne 1397

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
YnakoskKa)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocBi04Y€eHHs1

ABI3ON

Tabnetkn no 5 mr;
no 14 tTabneTtok y
6nictepi, no 2
6nictepn y
KapTOHHI ynakosL,i

HOBE/ IN1AY
CAHAI BE
TII>KAPET
ALl

TypeyunHa

HOBE/ INAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
OHoBEHO iHhopMaLlito B IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby B po3ginax "Oco6/mMBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"34aTHICTb BNANBATU Ha LWBUAKICTb peakLil
npu KepyBaHHi aBTOTPaHCNoOpTOM abo
iHWMMK MexaHi3mamu, "Mo6iuHi peakwyii™
BiANOBIAHO A0 iHhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Abilify, tablets 5 mg, 10
mg, 15 mg, 30 mg).
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 300POB'A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
niosnsiecae

UA/16417/01/01

ABI3ON

Tabnetkn no 10 mr;
no 14 tabnetok y
6nicTtepi, no 2
6nictepn y
KapTOHHI ynakoBsLi

HOBE/ INAY
CAHAI BE
TIIKAPET
A.LL.

TypeyunHa

HOBE/ INAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH
OHOBNEHO iHhopmaLito B IHCTPYKLUIT 415
MeZMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby B po3ginax "Oco6/mBoCTi
3acToCyBaHHA", "3acTocyBaHHs Yy nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"34aTHICTb BI/IMBATU Ha LIBMAKICTb peakuil

3a
peuyerimom

He
nionsieae

UA/16417/01/02




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

npv KepyBaHHi aBTOTPaHCNOPTOM abo
IHLWIMMKY MexaHi3mamu, "TMo6ivHi peakuii”
BiANOBIAHO A0 iH(hopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Abilify, tablets 5 mg, 10
mg, 15 mg, 30 mg).
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
0 Mopagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpPAKEHOro HakasoMm MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA pPerynsipHUX 3BITiB 3
6e3neku.

ABI3ON

Tabnetkn no 15 mr;
no 14 tTabneTtok y
6nictepi, no 2
6nictepu y
KapTOHHIA ynakoBLi

HOBE/T INAY
CAHAI BE
TIIKAPET
A.LL.

TypeyunHa

HOBE/T INAY
CAHAI BE
TIOXKAPET A.LL.

TypeuunHa

MepepeecTpauis Ha HeOOMEXEHUIA TEPMIH
OHOBNEHO iH(hopmaLito B IHCTPYKLIT An1s
MeZMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby B posginax "OcobmBocTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi ab0 rogyBaHHs rpyaaro”,
"3paTtHiCTb BN/IMBATU Ha LIBMAKICTb peakuil
npv KepyBaHHi aBTOTPaHCNOPTOM abo
IHWMMK MexaHi3mamu, "MobiuHi peakwyii”
BiANOBIAHO A0 iH(hopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Abilify, tablets 5 mg, 10
mg, 15 mg, 30 mg).
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaaky 34iicHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0P0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16417/01/03

ABI3ON

Tabnetku no 30 mr;
no 14 tTabneTtok y
6nictepi, no 2
6nictepun y
KapTOHHI ynakosLji

HOBE/ INAY
CAHAI BE
TIOI>KAPET
ALl

TypeyunHa

HOBE/ INAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
OHoBeHO iHhopMaLiito B IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby B po3ginax "Oco6/mMBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof

3a
peyenmom

He
niosnsiecae

UA/16417/01/04




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BariTHOCTi abo rogyBaHHs rpyaa”,
"3paTHICTb BNAMBATU Ha LWBUAKICTb peakLil
npu KepyBaHHi aBTOTPaHCNOPTOM abo
HWMMK MexaHi3mamuy, "Mo6iuHi peakwyii™
BiAMNOBIAHO A0 iH(hopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (Abilify, tablets 5 mg, 10
mg, 15 mg, 30 mg).
MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakui Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

APTITEK

pPO3unH aNs iHQysil,
8 mr/mn no 250 mny
donakoHi; no 1
donakoHy B mauuj

MpAT
"®GapmaueBTu
YHa hipma
"AapHuus”

Ykpaina

MpAT
"®apmaueBTUYH
a ipma
"fapHuus”

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHoB/EHO iHdhopMaLito y po3ginax
IHCTPYKUIi ANA MEAUYHOTO 3aCTOCYBaHHSA
"apmakonoriyHi BacTneocTi”,
"MokaszaHHs", "Cnocib 3acTocyBaHHS Ta
no3n", "MobiyvHi peakuii”, "HecymicHicTb"
BiANOBIAHO A0 iH(hopMaLii pechepeHTHOro
nikapcbKoro 3acoby (InyTapriH, KOHUeHTpaT
0N po34nHy Ans iHdy3iin 400 mr/mn)
MepioAnyHICTb NOAaHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
00 Mopagky 3ailicHeHHs chapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA pPerynsipHUX 3BiTiB 3
6e3neku.

3a
peyernmom

He
niosisieae

UA/16986/01/01

JEKCOBEN

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 25
mr Ne20 (10x2) y
6nictepax

HOBE/ INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuunHa

HOBE/T INAY
CAHAI BE
TIOXKAPET A.LL.

TypeuunHa

MepepeecTpalisi Ha HeOOMEXEeHN TEPMIH.
OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3sginax: "MNMpoTunokasaHHs",
"B3aemogis 3 iHWMMUW NiKapCbKUMmn

3acobamu Ta iHWi B1uan B3aemogiii",

3a
peyenmom

He
nionsieae

UA/16411/01/01




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTe BnanBatu
Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWMMKN
MexaHismamu", "Cnocib 3acTocyBaHHs Ta
posn”, "Oitn", "MepenosysaHHs", "Mo6ivHi
peakui” BignosigHo Ao iHhopmal,i woao
MeLMYHOro 3aCTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (AEKCAJTIH, TabneTtku,
BKpUTi NNiBKOBOK 060/I0HKOH0)
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
0 Mopagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i cTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA pPerynsipHUX 3BiTiB 3
6e3nekun

DKANAEC®

BHYTPILLUHbOMATKOBa
cuctema 3
NIEBOHOPrecTpesniom
no 13,5 mr;
BHYTPILLUHbOMATKOBA
cuctema,
BCTaHOB/IEHA Ha
BEPXHill YacTuHi
npucTpoto ans
BBEJeHHS, 3anasHa
B OKPEMOMY
6nictepi; no 1
6nictepy B
KapTOHHI navi

Baiiep Oy

diHNsaHAjA

Baiiep Oy

diHnAHAISA

MepepeecTpauis Ha 5 pokiB
OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby B posginax "®apmakoTepaneBTuyHa
rpyna. Kog ATX" (pefaryBaHHA TEKCTY
po3giny 6e3 thaktnuHoi 3miHN kogy ATX),
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHiCTb
BMN/IMBATY Ha LIBWAKICTb peakuii npn
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWKMK
mMexaHizmamu" (pefaryBaHHsi TEKCTy Ta
YyTOYHeHHS iHdhopmadii), "Cnocio
3aCcTOCyBaHHSA Ta fo3n"(pefaryBaHHs TeKCTY
Ta yTOYHeHHs iHchopmauii), "Aitn"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
incpopmawii), "MobiuHi peakuii" BigNoBigHO
[0 matepianiB peecTpauiiHoro foCbe.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 300POB'A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy

3a
peyenmom

He
nionsieae

UA/13283/01/01




Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKamK, 3a3HaYeHUMn y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
8. | EPIAOH® pO34nH opasibHuiA, 1 TOB "ACIHO YkpaiHa BMPOGHMLTBO, Woppanis/ MepepeecTpavis Ha HEO6MEXEeHUI TEPMIH. 3a He UA/16894/01/01
mr/ma no 30 My YKPAIHA" nakyBaHHs Ta IpnaHgjs OHoB/EeHO iHdhopMaLito y po3ginax peyenmom nionsi2ae
donakoHi; no 1 KOHTPO/1b AKOCTI "Moka3aHHs", "OCco6/MBOCTI 3aCTOCYBaHHS",
donakoHy y NiKapcbKoro "3acTocyBaHHs y nepiog BariTHOCTi abo
KOMM/IEKTI 3 3acoby: rogyBaHHs rpyaa”, "Cnocib 3actocyBaHHSA
[,03YI040I0 MINeTKO [ap Anb Jasa Ta no3un", "Mo6ivHI peakuii” iIHCTPYKLUii AnA
B KapTOHHIM nayui [leBenonveHt MeZMNYHOro 3aCTOCYBaHHS NikapCbKoro
eHp, IHBeCTMeHT 3acoby BignoBigHO A0 OHOB/EHOI
Ko. nta., iHbopMmaLii pedhepeHTHOro nikapcbKoro
VoppaaHis 3acoby Pucnonent, po3yvH opanbHuii, 1
KOHTPO/Ib SIKOCTI Mr/Mo.
Ta BUMYyCK cepii: MepiognyHICTb NoAaHHA PerynspHo
LLlaHenb OHOB/IHOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
Megikan 0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
AHnimiTeq, 3aTBepKeHOro Hakasom MiHicTepcTBa
KomnaHi, OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
IpnaHgjs 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/1b AKOCTI MiHicTepcTsi tocTuuii Ykpainum 29 ciuHsa 2007
(mikpobionoriyHm poky 3a Ne 73/13340 (y pefaxuii Hakasy
1 KOHTPONb): MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
Komnnit 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
Na6opaTopi 3rigHO 3i CTpOKaMu, 3a3HaYeHMUN y
ConyLuHs, nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
IpnaHgis 6e3neku.
9. | ECNA-TUBONI® | TabneTkn no 2,5 mr, Ecnapma HimeuunHa Ningodpapm HimeyunHa MepepeecTpavis Ha HEOOMEXEHUA TEPMIH. 3a He UA/17004/01/01
no 28 TabneTok y M6X M6X OHOBEHO iHhopmaLito B IHCTpYKLi ans peyenmom niossieae

6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "lMpoTunokasaHHsa",
"Oco6nmBoCTi 3acTocyBaHHA", "IM06iYHI
peaxuii” BignosigHo A0 iHhopmaui
pediepeHTHOrOo Jlikapcbkoro 3acoby Liviella
® 2,5 mg, tabletten.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
40 Mopagky 34ilicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 3[40POB'A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMu, 3a3HaYeHMU y




Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
10. | INPATPONIO NOPOLLOK TOB YkpaiHa Jy3oximika ITanis MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH - He UA/16306/01/01
BPOMIA KpucTaniyHmi "MynbTicnpeid” C.n.A. nionsicae
(cybeTaHuis) y
noABiliHMX nakeTax 3
nonieTuneny ans
chapmaL,eBTU4YHOro
3acTOCyBaHHs
11. | KIOBIl pO34uH ANA iHdy3il Bakctep Al ABCTpIA BMPOGHMLITBO, Benbrisi/ MepepeecTpavis Ha HeOOMeXEeHUIA TEPMIH 3a He UA/16884/01/01
100 mr/mn, no 10 mn nepBuHHE Ta ABCTpist OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans peuyenmom nionsicae
(1 r/10 mn), no 25 BTOPUHHE MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro
M (2,5 r/25 mn), no nakyBaHHs, 3aco6y B posginax "®apmakonoriyHi
50 mn (5 r/50 mn), KOHTPO/1b SAKOCTI BNacTUBOCTI" (YTOUHEHHS iHchopmaLii),
no 100 mn (10 r/100 N3, Bunyck "MokasaHHs" (BHECEHO peAakuiliHy npasky),
ms1), no 200 mn (20 cepit: "B3aemogis 3 iHWMMKN NiKapCbKUMMn
r/200 mn), no 300 Bakcanta 3aco6amu Ta iHWi BUAK B3aemogiii",
mn (30 r/300 mn) y Benmxiym "Oco6nmBoCTI 3acTocyBaHHs", "Cnocio
donakoHi; no 1 MaHydeKTypiHr 3acTOoCyBaHHA Ta A403U" (YTOUYHEHHSA
donakoHy B KOPO6L CA, benbris iHcbopmawii), "Mo6iuHi peakwii" BignosigHO
KOHTPO/Ib SKOCTI [0 iHchbopmaL,ii CTOCOBHO 6e3neku, sika
ra3: 3a3HaveHa B marepianax peecTpauiiHoro
Takega [0CbE Ta PO3LLUMPEHO TEKCTOBY YaCTUHY
MaHydbekuypiHr Ha3BW hapmakoTepaneBTUYHOI rpynn 3rigHo
ABCTpis AT, 3 MXHapoZHUM Knacudikatopom BOO3 6e3
ABCTpist 3MiHn kogy ATX y po3gini
"®apmakoTepanesTuyHa rpyna. Kog ATX".
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaky 34iiicHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHY 340p0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i cTpOKamK, 3a3HaYeHUMn y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
12. | PABIAXXEM 20 TabneTku, BKPUTI Tynin a6 IHAisa Tynin a6 MsT. IHAis MepepeecTpaLlisi Ha HEOOMEXEHWI TEPMIH 3a He UA/16507/01/01
KMLLKOBOPO3YMHHO Mpai.it NTa. OHOBNEHO iH(hopMmaLito B IHCTPYKLIT 415 peyenmom niosisieae
060/10HKO0, MO 20 Nimiteq MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro

Mr no 10 TabneTok y
cTpwni, no 1 ctpuny
B KapTOHHI Kopobui

3acoby B po3ginax "dapmakoTepaneBTUYHa
rpyna. Kog ATX " (yTOUHEHHSs iHdhopmavii
6e3 3MiHn kogy ATX), "dapMakonoriyHi
BnactmsocTi", "MpoTunokasaHHs",
"B3aemMogisi 3 iHWMMM JiKapCbKUMM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3acob6amu Ta iHWi BuAn B3aemMogii”,
"Oco6NMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BarirTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta posu", "MepenosyBaHHs", "Mo6GiyHi
peakuii" BignoBsigHO A0 iHhopmavi
pedhepeHTHOro ikapcbkoro 3acoby
(ACIPHEX®, Delayed-Release Tablet, 20
mg (B YKpaiHi 3apeecTpoBaHuii sik MNapieT®,
Tab/1eTKN KMLLKOBOPO3UMHHI 20 Mr))
MepiognyHICTb NOAAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
0o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3nekn

13.

CMEKTA®
nonyHuua

MOPOLLIOK A5
opasibHOT CycneHsii,
3rno3,76r
MOPOLLIKY Y
nakeTuky; no 12
nakeTukKiB y
KapTOHHI/ KopoobLi

INCEH
KOHCbIOME
P XE/NICKEA,
AKUiOHepHe
TOBapWCTBO
CcrnpoLLeHoro

mny

®paHuisa

BO®YP INCEH
IHAYCTPI

®paHuisa

MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH
OHoBeHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby, a came y po3gini
"GapmakoTepanesTuyHa rpyna. Kog ATX"
HafaHo Po3LMpeHy Has3By
thapmakoTepaneBTMYHOI rpynu Ta
peparoBaHo po3ginin "TMobiuHi peakwii”
(Lwopno nosigoOM/IEHb MPO MiJO3PHOBaHi
no6iyHi peaxuii), "3asBHuK",
"Micue3HaxomKeHHs 3asiBHMKa Ta/abo
npefcTaBHNKa 3adBHUKA".
MepioAnyHICTb NOAaHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
00 Mopagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

bes
peyenma

niosnsiecae

UA/16117/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
14. | PEPPONEK- cvpon no 100 mny ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha 5 pokiB. 3a He UA/16899/01/01
340POB’A donakoHi 3i ckna, 06MeXeHo 06MeXeHo OHOB/EHO iHGhopmaLito y po3ainax peyenmom niossieae
3aKpuTomy BiANOBiAabHI BiANOBIga/IbHICT "B3aemogis 3 iHWKMU NikapCbKuMn
KpuLKoto; mo 1 cTHO 10 3acob6amu Ta iHWi BuAn B3aemMogiin”,
donakoHy 3i "®GapmaueBTu "@apmaueBTUYH "Oco6NMBOCTI 3aCTOCYBaHHS",
CTakaHOM MipHUM y YyHa KoMnaHis a KoMnaHis "Mepepo3ysaHHs", "MobiuHi peakwii”
KOpOO6Lii 3 KApTOHY; "3p0pos'a” "3p0pos'a” IHCTPYKLUIii 4155 MEAMYHOr0 3aCTOCYBaHHS
no 200 mny niKkapcbkoro 3acoby BiAMNoBiAHO A0
donakoHi 3i ckna, OHOBNEHOI iHGhopMaLii pedhepeHTHOro
3aKpuUTOMYy nikapcbKoro 3acoby AKTuepuH®.
KpuLkoto; no 1 MepiognyHICTb NOAAaHHA perynspHo
donakoHy 3i wnpu- OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBigHO
niNneTKo [03YyH40ot0 0o Mopsaaky 34iicHeHHs dhapmakoHarisay,
Y KOpO6L,ji 3 KapTOHY 3aTBepXeHOro Haka3om MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
15. | XOHAPOITUH® | emynbrens gas MPAT YkpaiHa MPAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH 6e3 niosnsiecae UA/17346/01/01
-PITODAPM 30BHILUHLOTO "OITOGAPM" "OITOGAPM" OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans peyenma

3acTocyBaHHs, 5%,
no25ra6o40ry
Ty6i, no 1 Ty6i B
nauui

MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby y po3gini "Mobivni peaxuii”
BiANOBIAHO [0 OHOBEHOT iHGhOpMaLi Woao
B&X/IMBOCTI iH(pOpMYyBaHHS NMpo NOGiYHi
peakuii.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaaky 34iicHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0P0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

HauanbHuUK
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dapMaineBTUYHOTr0 yIIPaB/JIiHHA Tapac JIICKOBCHKUI



ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 03 cepnas 2023 poky Ne 1397

JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMMAPATIB), II[O/0 AKX BYJIM BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATHCSI 10 TEP>KABHOTI'O PEECTPY JIIKAPCBKHNX
3ACOBIB YKPAIHU

Ne Hassa ®dopma BuUnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy yBaHHS1* | peecmpayiliHo20
3acoby yrnakoska) nocsioYyeHHs
1. | AIMA®DIKC MOPOLLIOK Ta PO3UYNHHUK KEOPIOH ITanisa KEAPIOH ITanisa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/17426/01/01
0151 pO34MHY AN C.N.A. C.MN.A. 3MiHK | TUNy - AAMIHICTPaTUBHI 3MiHW. BuiyyeHHs peuenmom

iHdysiiA, 500 MO/10 mn;
hnakoH Ne 1 3
nopowkom rno 500 MO y
KOMM/EKTi 3
PO34MHHKKOM (BOAa AN
iH'ekyit) no 10 mn y
hnakoHi Ne 1 ta
Habopom ans
PO3YMHEHHS | BBEAEHHS
Y KapTOHHIli KOopoobLi

BMPOGHWYOI AinbHUL (BKIHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AiNbHULI AN NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BigNOBifa/IbHOTO 3a
BUMYCK Cepiid, MicLle NpOBeAEHHS KOHTPOSO cepii)
a60 nocrtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
3a3Ha4yeHo y A0CbE). BuyyeHHss BUPOGHMYOT
AinbHuui ®ANTOPHI C.P.J1., ITanis, Ha sikil
NpoBOANTLCSA BTOPUHHE MaKyBaHHSA rOTOBOrO
nikapcbKoro 3aco6y. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONENChbkili
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANoBigHOCTI EBponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBEPAXEHOr0
BMPOGHMKa. MNogaHHs OHOBEHOro cepTudikaty
BiANOBIAHOCTI EBponelickbkilt hapmakonel Bif yxe
3aTBepmxeHoro smpobHuka (OPORCIN S.p.A.)
AN AONOMDKHOT PEYOBUHW — renapuHy HaTpito.
3areBepaxeHo: R1-CEP-2002-006-Rev 08.
3anponoHoBaHo: R1-CEP-2002-006-Rev 09.
3MiHu 1l TMNYy - 3MiHKW 3 AKOCTI. FOTOBUIA JTiKAPCLKMIA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo godaBaHHS AiNbHWLI, Ha AKil
3[iICHIOETLCS KOHTPOJIb KOCTI/BUNPOGYBaHHS
cepii gnsa 6ionoriyHoro/iMyHo10r4HOro

nikapcbKoro 3acoby, Ta 6yab-AKoi AiTbHNL, Ha

AKili 3aCTOCOBYETLCA GiONOMYHWIA/IMYHONOTYHNIA

MeToZ BUNpobyBaHHS).

[lonaBaHHA anbTepHaTUBHOI BUPOOGHUYOI AiNbHUL
EYPO®IHC BIO/IAB CP/1, Itanis (EUROFINS
BIOLAB SRL, Via Bruno Bouzzi 2, 20055 —
Vimodrone (MI) - Italy), Ha sikii 34iliCHIOETbCA
KOHTPO/b SIKOCTi FOTOBOrO NikapcbKkoro 3acoby 3a
nokasHukom "MiporeHn”.

AIMA®IKC

MOPOLLOK Ta PO3UYNHHUK
ANSA PO34nHY Ans
iHcpysiii, 1000 MO/10
M; donakoH Ne 1 3
nopowkom rno 1000 MO
Yy KOMNJIEKTi 3
PO34MHHKKOM (BOAa AN
iH'ekyit) no 10 mn y
hnakoHi Ne 1 ta
Habopom ans
PO3YMHEHHS | BBEAEHHS
Y KapTOHHIli KOpoobLi

KEZLPIOH
C.MNA.

ITanis

KEAPIOH
C.NA.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - AAMIHICTPaTUBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AinbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BUMYCK Cepiid, MicLle NpOBeAEHHS KOHTPOSO cepii)
a60 nocrtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
3a3Ha4yeHo y A0CbE). BuiyyeHHss BUPOGHMYOT
AinbHuui ®ANTOPHI C.P.J1., ITanis, Ha sikil
NpoBOANTLCSA BTOPUHHE MaKyBaHHSA rOTOBOrO
nikapcbKoro 3aco6y. 3MiHu | Tuny - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBPONENchbkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTuddikaT Bif, yxe 3aTBEPAXEHOr0
BMPOGHMKa. MogaHHs OHOBMEHOro cepTudikaty
BiANOBIAHOCTI EBponelickbkilt hapmakonei Bif yxe
3aTBepmxeHoro smpobHuka (OPORCIN S.p.A.)
AN AONOMDKHOT PEYOBUHU — renapuHy HaTpito.
3areBepaxeHo: R1-CEP-2002-006-Rev 08.
3anponoHoBaHo: R1-CEP-2002-006-Rev 09.
3MmiHu |l TUny - 3MiHK 3 SKOCTi. [OTOBWIA NMikapcbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTLCSA BUMYCKY cepii Ta

3a
peyenmom

UA/17426/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTPOJ1I0 SIKOCTi FOTOBOTO JTiKapCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3[jiACHIOETLCA KOHTPO/Ib AKOCTI/BUNPOGYBaHHS
cepii Ansa 6ioN0riyHOro/iMyHOsI0rNYHOT0
nikapcbKoro 3acoby, Ta 6yab-aKoil AibHUL, Ha
AKiA 3aCTOCOBYETHLCS 6i0NOMYHNIA/IMYHONOTIYHWIA
MeToZ B1NpobyBaHHs).
[ofaBaHHA anlbTepHATUBHOI BUPOOGHMYOT Ai/TbHUL
EYPO®IHC BIONIAB CPN, Itania (EUROFINS
BIOLAB SRL, Via Bruno Bouzzi 2, 20055 —
Vimodrone (MI) - Italy), Ha sikiii 34ilicHIOETbCA
KOHTPO/b SIKOCTi FOTOBOTO J1iKapCbKOro 3acoby 3a
nokasHunkom "rliporexHn”.
3. | AUNIA® PO34UH ANs iH'eKLiid, 40 Baiiep Al HimeuuunH Baiiep AT, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/12600/01/01
mr/mn; no 0,165 mny a BepniH, CLWA 3MiHK |l TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyernmom nionsieae
nonepegHL0 HimeuyunHa Ta dpapmakoHarnsagy. 3MiHu y KopoTkili
3anoBHEHOMY LUNPULL; (BUPOBHMLTBO XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
no 1 wnpuuy (BKOY@rOUN MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
(3anasHomy y 6nictep) y CTEPUNBbHY 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
KapTOHHI ynakoBL; inbTpauito, AKOCTI, AOKTIHIYHUMU, KIHIYHUMUW AaHUMK Ta
no 0,278 MmN y cknstHomy HamnoBHEHHS - OaHumu 3 hapmakoHarnsgy. 3mMiHM BHECEHO A0
dhnakoHi; no 1 conakoHy nepBuHHA IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
3 (hiNbTPyBaNLHOK ynakoBka), niKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
ronkow 18 Gy BTOPVIHHA BnactmBocTi", "Cnoci6 3acTocyBaHHs Ta f4o3n",
KapTOHHI ynakoBL,i ynakoBka, "Mo6iyHi peakuii”. TepMiH BBEAEHHS 3MiH
KOHTPONb cepil, NPOTArom 4 MicsLiB NicNs 3aTBEPKEHHS.
BiANOBIAa/IbHUI

3a BMnNyck cepii
0ns dhnakoHi.,
MapKyBaHHS,
6nictepHa
ynakoBka,
cTepwnisayis,
BTOPUHHA
ynakoBka,
BMPOGHUUNI
KOHTPO/b,
KOHTPO/b SIKOCTI,
BiANOBIAa/IbHUI
3a BMnNyck cepii
ans
nonepeaHL0
3anoBHEHNX
npuis);
Baiiep AT,
HimeuumnHa,
Bynneprasib,
HimeyunHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
(koHTpOb

cepii); bBaiep
Al’, HimeuuunHa,
JleBepkyseH,
HimeuyunHa
(kOHTpOsb
SKOCTi Ansa
nonepegHLo
3aMoBHEHNX
Lnpuuis,
KOHTPO/b AKOCTI
(TinbKM TECT Ha
MeXaHiuHi
BKJ/THOYEHHS) ANs
hnakoHiB);
BetTtep dapma-
®epTiryHr FTM6X
i Ko. KT,
Himeuunna
(BUPOBHMLTBO
(BKNOUaOUM
CTepubHY
inbTpaito,
HanoBHEHHS -
nepBuHHA
ynakoBka),
BUPOGHNUNIA
KOHTPO/b,
KOHTPO/b SIKOCTI,
BisyasibHa
iHCnekujia ans
dhnakoHiB;
BUPOGHNUNIA
KOHTPO/b,
KOHTPO/b SIKOCTI,
BisyasibHa
iHCnekujia ans
nonepegHLo
3aMoBHEHMX
LINpuLiB);
€BpoduiHC
NaHkacTep
Na6opaTtopis,
IHk., CLLUA
(koHTpOsb
AKOCTI
Hepo3ghacoBaHO

i npoAykuii;
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
PepxeHepoH
dapmacbioTikan
c, IHk., CLLA
(BMpPOGHMLTBO
Hepo3ghacoBaHO
T npoAayku,i,
KOHTPO/Tb AKOCTI
Hepo3ghacoBaHO
i npoAykKLii)
4. | AKNl® Kpem 0,005 %; no 30 r Fangepva CA | LWBeiiuapi NABOPATOPII ®paHLis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/19623/01/01
KpeMy Yy KOHTelHepi; no A FANJEPMA 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenmom
1 kOHTelHepy B HalilmeHyBaHHs Ta/abo agpecu micud
KapTOHHIA KOopoo6Li NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA (BKTHOUaouM,
3a HeobXigHOCTI, MicLLle NPOBeAEHHS KOHTPO/IIO
SIKOCTi), ab0 BriacHuKa MacTtep-thainna Ha A®l, abo
nocravasibHuka A®1/BMXigHOro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AONOMDKHOT
pPEeYOBUHM (SAKLLO 3a3HAYEHO Y 10Cbe) 3MiHA Ha3BuU
BMPOGHMKa Aito4oi peyosmHY TpudhapoTeH. Micue
BMPOGHULITBA, aapeca Ta BCi BUpoOHMYi onepawii
3aULWLNANCA He3MIHHUMK. [itoya pejakuis:
HELSINN Advanced Synthesis SA Via Industria
24, 6710 Biasca, Switzerland NMponoHoBaHa
pepakuis: HAS Healthcare Advanced Synthesis
S.A. Via Industria 24, 6710 Biasca, Switzerland
5. | AMBIT® PO34uH NS iH'ekuiin, 30 AT "dapmak” Ykpaina AT "®dapmak” Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/18024/01/01
mr/mn; no 1 mn B 3MiHK | TNy - 3MiHK Woao 6e3neku/edekTUBHOCTI peuyenmom | nidssizae

amnyni, no 10 amnyny
6nictepi, no 1 6nictepy
y nauui; no 1 mn B
amnyni, no 5 amnyn y
6nicTepi, no 2 6nictepn
y nauui

Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nmicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BIiTY 3 fOCAIIKEHD,
npoBeAeHWX BiANoBIiAHO A0 MaHy negiatpudHnx
pocnimkenb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHM BHECEHO A0 IHCTPYKUii Ans MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y Nepiof BariTHOCTi ab0 roflyBaHHs
rpyaar” BignosigHo Ao pekomeHgauii PRAC EMA.
TepMmiH BBEfIEHHS 3MiH - NpoTArom 6 micslis nicns
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBepMKEeHHSA

3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI

Ta thapmakoHarnagy (iHwi 3mMiHun). 3MiHU BHECEHO

[0 IHCTpyKUIii AN MEeAWNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zainy "Mo6iyuHi peakuii”
LLOA0 iHGhopMaLii CTOCOBHO NOBIAOMIEHHL NPO

no6iyHi peakuii.

TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicaLiB nicns
3aTBEPKEHHS.

AMBIT®

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 1 a6o 10
6nictepi y nayui

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOoro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3aco6by, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BiTY 3 JOCIIKEHD,
npoBeAeHVX BiANoBIiAHO A0 MiaHy nejiatpudHmnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM).
3MiHM BHECEHO A0 IHCTPYKUiT Ans MeguyHoro
3aCcTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaar” BignosigHo o pekomeHgauii PRAC EMA.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHun). 3MiHUM BHECEHO
[0 IHCTpyKUIii AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ziny "Mo6iyHi peakuii”
LLOA0 iHGhopMaLii CTOCOBHO NOBIAOMIEHHE NPO
no6iyHi peakuii.

TepMiH BBelEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/19563/01/01

AMIHOKAMNPO
HOBA
KUCNOTA

Tabnetku no 500 wmr;

no 10 TabneTtok y
6nicTepi; no 2 6nictepn
y nayui; no 20 TabneTok
Y KOHTeliHepi

MPAT
"OITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBig4YEHHs) 3MiHa
afpecy 3asBHMKa. BBeleHHA 3MiH NPOTArom 6-Tu
MicsILiB NicNs 3aTBEpAKEHHS

3a
peyenmom

He
nionsieae

UA/7449/01/01

AMIHOM/IA3M
Allb 6.BPAYH
10% E

pO34unH ANns iHdysili no
500 mn y conakoHi; no 10
hN1aKOHIB Y KAPTOHHIN
KopooLi

B. BpayH
Menb3yHreH
Al

HimeyunH
a

B. BpayH
Menb3yHreH Arl,
HimeuunHa
(BUpOGHMLTBO,
nepBuHHA Ta
BTOPUHHA

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
YTOUHEHHS peecTpauiiiHol npoueAypu B Hakasi
MO3 Ykpaiuu Ne 490 Big 14.03.2023 - 3miHu |
Tuny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) - 3miHU BHeceHi B
TEKCT MapKyBaHHSA NepBUHHOI Ta BTOPUHHOT

3a
peyenmom

UA/13161/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
yrnakoBka, yNaKkoBOK /1ikapCbKOro 3aco0y o0
BUnyck cepii); b. 3a3HayvyeHHs 4atn 3akiHYeHHsT TepMiHYy
BpayH npugaTHocTi. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
Menb3yHreH Al MiCALIB MiCNSA 3aTBEPAKEHHS.
HimeuyunHa
(kOoHTpOsIb cepii)
9. | AMIUATPOH® MOPOLLOK ANs ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/14116/01/01
BE3 LLYKPY OpasIbHOro PO34uHy, NO [04aTKOBOK [0aTKOBOK 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenma
13rycawe;no13ry BiANOBIA&/bHI BiANOBIga/bHICT Ta chapmakoHarnsagy. 3miHa y KopoTkili
cawe; no 10 cawe y CTIO 10 "IHTEPXIM" XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
nauui 3 KapToHy "IHTEPXIM" MapKyBaHHS Ta IHCTPYKLii Ana Mefu4Horo
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3aco6by, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepioa,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIIKEHD,
npoBeAeHVX BiANoBIiAHO A0 MiaHy nejiatpudHmnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3MiHu
BHECEHO B |HCTPYKLUIiO AN MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU flikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHs" BignoBiAHO 4,0 OHOB/EHOT
iHchopMmawii WoAo 6e3nekn 3acTocyBaHHS LiloUnX
pevoBUH 3rigHO 3 pekoMeHaauieto PRAC. TepMiH
BBE/EHHS 3MiH - MPOTAroM 3 Micauis nicns
3aTBEPAKEHHS
10. | AMILATPOH® TabneTkn, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 6e3 nionsieae UA/15430/01/01
EKCTPATAB NAiBKOBOI 060/TI0HKOIO, [,00,aTKOBOKO [,00aTKOBOKO 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
no 10 TabneTok y BiANOBiAa/IbHI BignoBigasIbHICT Ta chapmakoHarnsgy. 3miHa y KopoTkili
6nictepi; no 1 6nictepy CTO 10 "IHTEPXIM" XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
B nauu,i "IHTEPXIM" MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro

3aCTOCYBaHHA Ha MifcTaBi perynsapHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neKkn NiKapcbKoro
3aco6by, abo AocnimpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviliHvin nepioa,
ab60 sK pe3ynbTar OLHKM 3BIiTY 3 fOCAIMKEHD,
npoBefeHnX BiANOBIAHO 40 NAaHy negiaTpuyHnx
pocnipkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO B |HCTPYKLi0 4719 MEANYHOrO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemopis 3 iHWMMKM Nikapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHA" BifNoBigHO [0 OHOB/IEHOT
iHhopmaLii Wwoao 6e3nekn 3acToCyBaHHA AikUnX
peyvoBUH 3rigHo 3 pekomeHgauieto PRAC. TepMmiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BBEAEHHS 3MiH - MPOTAroM 3 MicAuiB nicns
3aTBEPAKEHHS.

11.

AMILUTPOH®
NnoC BE3
LYKPY

NMOPOLLOK AN

Opas1bHOro PO3umnHy Mo 5
ry cauwe; no 10 cawey

nauuj 3 KapToHy

ToBapucTBo 3
[04,aTKOBO
BiANOBiAa/bHI
CTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04aTKOBOO
BignoBigabHICT
10 "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEHO B |HCTPYKLiO AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT
iHchopMmawii WwoAo 6e3nekn 3acTocyBaHHSA AjilounX
PeYoBUH 3rigHO 3 pekomeHgauieto PRAC.
BBefeHHs1 3MiH NpoTAroM 3-0X MicAuiB nicns
3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/16182/01/01

12.

AMILUNTPOH®
DOPTE

MOPOLLOK A/1s

OpasIbHOTO PO34MHY MO
23rycawe; no23ry
cauwle; no 10 cawe y

nauui 3 KapToHy

ToBapucTBO 3
[04,aTKOBO
BiANOBIA&/bHI
CTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIga/bHICT
0 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BiTY 3 OCAIIKEHD,
npoBeAeHWX BiANoBIAHO A0 MaHy negiatpudHnx
pocnimkenb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHM BHECEHO B IHCTPYKLit0 4151 MELVYHOIO
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU flikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHs" BigMoBiAHO A0 OHOBEHOT
iHchopmaLii WoAo 6e3nekn 3acTocyBaHHS LiloynX
pevoBUH 3rigHo 3 pekoMeHaauieto PRAC. TepMiH
BBEAEHHS 3MiH - MPOTAroM 3 Micauis nicns
3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/13912/01/01

13.

AMILUNTPOH®
POPTE BE3

NOPOLLIOK ANsi

OpasIbHOTO PO34KHY Mo

ToBapucTBO 3
[0[1aTKOBOKO

YkpaiHa

ToBapucTso 3
[0[1aTKOBOKO

Ykpaina

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis:
3MiHu | TMny - 3MiHKn Woao 6e3nekn/epeKTUBHOCTI

6e3
peyenma

nionsieae

UA/14117/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
LYKPY 13rycawe; no 13ry BiANOBIA&/bHI BiANOBIga/bHICT Ta chapmakoHarnsagy. 3miHa y KopoTkili
cauwle; no 10 cawe y cTIo 10 "IHTEPXIM" XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
nauuj 3 KapToHy "IHTEPXIM" MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 fOCAIIKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuyHmnx
pocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHWN BHECEHO B IHCTPYKLtO 4719 MEANYHOTO
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii", "Oco6nmBoCTi
3acTocyBaHHs" BigMoBiAHO A0 OHOB/EHOT
iHchopMmaLii LWoAo 6e3nekn 3acTocyBaHHS AilounX
peyoBuH 3rigHo 3 pekomeHgaieto PRAC. TepMmiH
BBEAEHHS 3MiH - MPOTAroM 3 MicAuiB nicns
3aTBEPAKEHHS.
14. | AMoAMNIH Tabnetkn no 5 mr, no 10 "FOHiK IHAain HOHiK IHAis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/15752/01/01
EBPO Tab1eToK y KOHTYPHIi dapmacboThK dapmacboTKas 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom | niossi2ae
YapyHKOBIli ynakoBLj 3 an Nab6opaTopi3 Ta chapmakoHarnsgy. 3miHa y KopoTkili
/TIOMIHIEBOI hOsbIn Na6opaTopis" (BigAineHHs XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
(cTpwni), mo 2 a6o no 3 (BioaineHHs chipmu "Ox. B. MapKyBaHHS Ta iHCTPYKUIii AN MeANYHOro
cTpuna y kopobui 3 dipmn "Ox. B. Kemikans eHpg, 3acTocyBaHHA Ha niacTasi perynsipHo
nakyBasIbHOro KapToHYy Kemikans eHg dapmacboTVKan OHOB/IOBAHOIO 3BiTY 3 6e3nekn NikapCbKoro
dapmacboThK 3 /Itg.") 3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
an3 itg.") nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEHi A0 IHCTpyKUil NS MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mepeno3yBaHHA" W040 6€3Mekn 3aCToCyBaHHs
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
npoTsarom 3 MicsLiB nicns 3aTBepapKeHHs
15. | AMoOAMNIH Tabnetkun no 10 wmr, no "FOHik IHAain HOHiK IHAiA BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a He UA/15752/01/02
€BPO 10 TabNeTOK y KOHTYpHIli | ®apmacbTuK PapmacboTuKas 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom | niosnsizae
YapyHKOBIli ynakoBLj 3 an Nab6opaTtopi3 Ta cpapmakoHarnsgy. 3miHa y KopoTkili
/TIOMIHIEBOI hosbIn Na6opaTtopis"” (BipAineHHs XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
(cTpwni), no 2 a6o no 3 (BigaineHHA ipmuy "Ox. B. MapKyBaHHA Ta IHCTPYKLii ANna MefuyHOoro
cTpuna y Kkopobu,i 3 ipmn "Ox. B. Kemikans eHpg, 3acTocyBaHHA Ha nigcTasi perynsipHo
nakyBasIbHOro KapToHy Kemikans eHg, dapmacbloTVKan OHOB/IKOBAHOIO 3BIiTY 3 6e3neky NikapCbKoro
PapmMacboTUK 3/11a.") 3acoby, abo focnigkeHb 3 6e3neky 3acToCyBaHHs
an3 itg.") nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,

a60 SK pesynbTar OLiHKM 3BITY 3 OCAIMKEHD,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
npoBefeHnX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipkeHb (PIP) (3MiHY y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEHI A0 IHCTPpyKUil NS MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mepeno3yBaHHA" 040 6€3Mekn 3aCToCyBaHHsA
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
npoTsarom 3 MicaLiB nicns 3aTBepapKeHHs
16. | AM1IOAMNIH- Tabnetku no 5 mr; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/7940/01/01
AAPHUUA Tab1eToK y KOHTYPHIi "®apmaveBTu "®apmaueBTUYH 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA peyenmom
YapyHKOBIli ynakoBLi; no yHa chipma a hipma 3aci6. KoHTposib AONOMIKHUX PeYOoBUH. 3MiHa
2 KOHTYpPHI YapyHKOBI "AapHnus” "fapHuus” napameTpis cneuudikauiii Ta/abo JonycTMMmx

ynakoBKu B naqu,i

MEX 4151 [ONOMIXHOT PeHOBUHU (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukiag,
3aCTapinioro NOKasHKKa)) - BUNYyYEHHS MOKa3HVKIB

AKOCTI «3anizo» Ta «AMOMIHIl» 3i cneuydikauii
[0NOMDKHOT pevyoBrHU KpemHito aiokeus,
KOnoifgHwin 6e3B0AHWIA, BiANOBIAHO A0 MaTepianis
BMpO6GHMKa 3rigHo 3 ICH Guideline «Q3D
Elemental impurities» Ta BuMor aito4oi MoHorpadii
Ed «Silica, colloidal anhydrous»; nokasHuk
«HacwunHa rycTrHa» BUy4eHo 3i cneumdikawi
BigNoBigHO A0 BUMOr MoHorpadii E® «Silica,
colloidal anhydrous». 3miHu | TUNY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeichbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3

HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi thapmakoner,

ab0 iHWOi HauioHasIbHOI dhapmakonei gepxasn EC
(iHwWi 3mMiHW) NpuBeaeHHs cneundikadii Ta MeTOANK
KOHTPOJIH0 AKOCTi Ha AONOMiXXHY PeYOBUHY
KpemHito giokeng KonoigHwin 6e3sogHnin y
BiANOBIAHICTb A0 BMMOr Ajto4oi MoHorpadii €
«Silica, colloidal anhydrous». ¥ 38’a3Ky 3 LM
BHECeHO 3MiHn fo 3.2.P.4.1 Cneumdikanis i
3.2.P.4.2 AHaniTMYHi MeToam 3MiHM Ta/abo
peakLiiiHi yTOYHEHHS [0 po3ziniB: «Onuc»,

«BTpara B Maci npy npoxaproBaHHi»; NOKa3HUK

«PO34MHHICTb» BiANOBIAHO A0 BUMoOr AdY, 1.4

«MoHorpadii» faHunii NoKa3HUK Mae
pekomeHAaLiiHWIA xapakTep, Ha Lili nigcTasi,
BMMOTM O PO34YMHHOCTI Cy6CTaHL,ii nepeHeceHo
[0 3arasibHYX BNacTMBOCTEN. BBeaeHO KOHTPONb
3a NoKa3HMKOM Xnopuam BignosigHO 4O BUMOT
aitoyoi moHorpadii E® «Silica, colloidal
anhydrous»; «KinbkicHe BU3Ha4YeHHS» NpuBefeHO
00 BuMOr gitoyoi MoHorpadii € «Silica, colloidal
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

anhydrous». 3MiHu | TURNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb AOMOMKHUX
peyoBWH. 3MiHa NapameTpiB cneuudikaLiii Ta/abo
OONYCTUMUX MEX A1 AONOMIKHOT peHOBUHN (iHLLi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPO/b AONOMiIXHNUX PEYOBUH.
3MiHa y meTofax BUNPOGYBaHHS [OMOMIXHOT
pPeyYoBUHM (HE3HAYHI 3MiHM Y 3aTBEPKEHUX
MeToAax BUNPobyBaHb) BHECEHHS 3MiH Y
cneuudikayiio Ta METOAW KOHTPOJTHO HA [OMOMIXHY
peyoBUHY KpeMmHito giokcua KonoigHmi
6e3B0oAHWIA, @ came NokasHUK «MikpobionoriyHa
yncToTa» NpMBeAEHNI BiANOBIAHO A0 BUMOT ED,
2.6.12,5.1.4.

17.

AMIOAVNIH-
JAPHULIA

Tabnetkn no 10 mr no 10
Tab1eToK y KOHTYPHIi
YapyHKOBIli ynakoBLi; no
2 KOHTYpPHI YapyHKOBI
ynakoBku1 B nauLli

MpAT
"®apmauesTn
yHa chipma
"AapHnus”

Ykpaina

MpAT
"GapmaueBTnyH
a hipma
"AapHnus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. KoHTposib AONOMDKHUX PeyOBUH. 3MiHa
napameTpiB crneungikauii Ta/abo gonycTuMmx
MEX 4151 [ONOMIXHOT peHOBUHM (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuKa (Hanpukiag,
3aCcTapinioro NOKasHKKa)) - BUNYyYEHHS MOKa3HVKIB
AKOCTI «3anizo» Ta «AMOMIHIl» 3i cneuydikauii
[O0NOMDKHOT pevoBrHU KpemHito giokeug,
KOnoigHwin 6e3BoHMIA, BiANOBIAHO A0 MaTepianis
BMpO6GHMKa 3rigHo 3 ICH Guideline «Q3D
Elemental impurities» Ta BuMor aito4oi MoHorpadii
€D «Silica, colloidal anhydrous»; nokasHuk
«HacwunHa rycTrHa» BUy4eHo 3i crneumdikawi
BignoBigHO A0 BUMOr MoHorpadii E® «Silica,
colloidal anhydrous». 3miHu | TUNY - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii JdY abo EBponeiicbkoi thapmakoner,
ab0 iHWOi HauioHasIbHOI dhapmakonei gepxasn EC
(iHWi 3mMiHW) NpuBeaeHHs cneumdikadii Ta METOAMK
KOHTPOJI0 AKOCTi Ha AONOMiIXXHY PEYOBUHY
KpemHito giokeng KonoigHwin 6e3sogHnin y
BiANOBIAHICTb A0 BMMOTr Ajto40i MOHorpadii €
«Silica, colloidal anhydrous». ¥ 38’a3Ky 3 LM
BHECeHO 3MiHn fo 3.2.P.4.1 Cneumdikanis i
3.2.P.4.2 AHaniTMYHi MeToam 3MiHM Ta/abo
peakLiiiHi yTOYHEHHS [0 po3ziniB: «Onuc»,
«BTpara B Maci npy npoxaproBaHHi»; NOKa3HUK
«PO34MHHICTb» BiANOBIAHO A0 BMMoOr AdY, 1.4
«MoHorpadii» faHunii NoKa3HUK Mae
pekomMeHAaLiiHWIA xapakTep, Ha Uili nigcTasi,

3a
peyerimom

UA/7940/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMMOTM O PO34YMHHOCTI Cy6CTaHL,ii nepeHeceHo
[0 3ara/ibHYX BNacTMBOCTeN. BBeaeHO KOHTPONb
3a NoKa3HMKOM Xnopuau BifnosigHO 4O BUMOT
aitoyoi moHorpadii €E® «Silica, colloidal
anhydrous»; «KinbkicHe BU3Ha4YeHHs» npuBefeHo
[0 Bumor gitoyoi MoHorpadii € «Silica, colloidal
anhydrous». 3MiHu | TURNYy - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPob AOMOMIKHUX
peyoBuWH. 3MiHa NapameTpiB cneuudikaLiii Ta/abo
OONYCTUMUX MEX A1 AONOMIKHOT pe4OBUHN (iHLLi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPO/b AOMNOMiIXHNUX PEYOBUH.
3MiHa y meTofax BUNPOGyBaHHS [OMOMIXHOT
pPeyYoBUHM (HE3HAYHI 3MiHM Y 3aTBEPKEHUX
MeTo4ax BUNpobyBaHb) BHECEHHS 3MiH Y
cneuudikaLiio Ta METOAM KOHTPOJIHO HA [OMOMIXHY
peyoBUHY KpeMmHito giokcua KonoigHmi
6e3B0AHWIA, @ came NokasHUK «MikpobionoriyHa
yncToTa» NpMBeAEHNI BiANOBIAHO A0 BUMOT ED,
2.6.12,5.1.4.

18.

ACNIrPENb

Kancynu no 10 kancyn
(wo micTaTb
rpaHy/ibOBaHui
NOPOLLOK Ta TabneTky,
BKPUTY 060/10HKOIO
YNOBINbHEHOT AjT) ¥
6nictepi; no 3 abo 10
6nicTepiB y KAPTOHHIN
Kopo6bui

Mini Xenckepe
Nimiten

Benuvka
BputaHis

Menpo
dapmMacbloTUKas
¢ Mpisart NimiTepq,

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEHO A0 IHCTPYKUIii 4518 MeanyHoro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHS" BigNoBiHO A0 pekoMeHAaaL il
LIeHTpy OuiHKM Ta JOCNimKeHHS NikapcbkiX 3ac06iB
FDA (CDER); 3miHu | TUny - 3MiHu LWoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
3acoby, abo focnigkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
a60 fK pesynbTar OLiHKM 3BITY 3 OCAIMKEHD,

3a
peyerimom

He
niossieae

UA/7304/01/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

19.

ACNIPUH® C

TabneTku wmnyyi; no 2

Baiiep

LLiseiiuapi

npoBefeHnX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipkeHb (PIP) (iHWi 3miHW) - 3MiHW BHECEHO A0
IHCTPYKUIT AN MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zainis "lMokasaHHSA"
(peparyBaHHsi MeUYHOro TEPMIHY),
"MpoTunokasaHHa", "B3aemogis 3 iHWmmu
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aEMOgIi",
"OcobnmBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta go3un”, "lMepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO A0 iHchopmavii 3
6e3nekun AiloUnx PeyoBMH KIoNiAOrpento Ta
aueTuacaniunaoBoi KUCNoTu

nocsi0OYeHHs

Tabnetkn y ctpuni; no 5
CTPVNIB Y KAPTOHHIN
Kopoo6Li

KoHcbromep
Kep Al

fa

Baiiep
BitTepdensbg,
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3mMiHn) 3MiHW BHECEHI
[0 IHCTPYKUIT 418 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ain "Cnocio
3acToCyBaHHA Ta [o3un" (pefaryBaHHs TEKCTY).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPKEHHS. 3MiHM Il TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHU Y KOPOTKIiil XapakTepucTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[VYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMN 3 IKOCTI, AOKAIHIYHUMU, KNiHIYHUMK
JaHuMKn Ta gaHumuy 3 hapmakoHarnsagy -
PepakujiHa 3MiHa Ha3BU JOMOMDKHUX PEYOBUWH
Kuncnota numoHHa Ta Hatpito kapboHaT, y 3B’A3Ky
3 NPUBEAEHHSIM [0 MOHOrpadiii EP. 3atBepxeHo
Kucnota nnmoHHa 6e3BogHa Hatpito kapboHat
6e3B0HWI1 3anponoHoBaHO Kncnota NMMOHHa
HaTpito kap6oHaT 3MiHW BHECEeHI A0 IHCTPYKLi Ans
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby B
po3ainu "Cknag" (YyTouHeHHs iHdhopmauii) ,
"apmakonoriyHi BacTneocTi” Nigpo3ain
"®apmakokiHeTuka". BBeieHHS 3MiH NpoTArom 6-
TV MicsLiB nicns 3aTBepkeHHs. 3miHun I Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKii

XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMMKW faHUMK Ta
OaHumn 3 hapmakoHarnsgy - 3MiHu BHeceHi 4o
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ain "B3aemogis 3
HLWIMMK NiKapCbkMMK 3acob6amu Ta iHWi BUAn

B3aemogiin" (Bnave BiTamiHy C Ha NOKa3HWUKK

bes
peuyenma

nionsieae

UA/4398/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nabopaTopHUX JoCHiMKeHb). BBeAeHHS 3MiH
NPOTArom 6-TW MICALIB NiC/A 3aTBEPOAXKEHHS.
3Mminu Il TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU JaHUMK Ta
JaHuMu 3 chapmakoHarnsgy -
3MiHN BHECEHI A0 IHCTPYKLiT 4518 MeguyHOro
3aCTOCyBaHHS fikapcbKoro 3acoby B po3gin
"MpoTunoka3aHHA". BBefeHHs 3MiH NpoTArom 6-u
MicsUiB nicnsA 3aTBepAKeHHs. 3MiHu |l Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHv y KOpoTKiii
XapaKTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOKTIHIYHMMM, KiHIYHMKW AaHUMK Ta
OaHumn 3 hapmakoHarnsgy - 3MiHu BHeceHi fo
IHCTPYKLi 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3gin “lMNepenosyBaHHA".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKeHHS. 3MiHu Il Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
[aHUMK Ta faHrmuy 3 hapmakoHarnsgy -
3MiHN BHECEHI A0 IHCTPYKLIT 4718 MeguyHOro
3aCTOCyBaHHS fikapcbKkoro 3acoby B po3gin
"Mo6iuHi peakuii”. BBeAeHHSA 3MiH NPOTArOM 6-TK
MicsILiB Mic/1s 3aTBepAKEHHS.

20.

ALENI3VNH

MOPOLLOK A4/15 PO3UNHY
ons id'ekuii no 1,0r; 10
(h1aKoHIB 3 NOPOLLKOM Y
KOHTYPHIli YapyHKOBI
ynakosLi, no 1
KOHTYPHIli YapyHKOBI
ynakoBLi B naui,
h1aKoHM 3 NOPOLLIKOM

MAT
"Knismegnpen
apar”

YKpaiHa

MAT
"Knismegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3akynopoBabHuWi
3aci6 (iHWi 3mMiHW) BUIYyYeHHs 3 p. 3.2.P.7.
Cuctema KOHTelHep/ 3aKynoproBasibHUIA 3aci6
HaliMeHyBaHHs hipM-BMPOGHUKIB NEPBUHHNX
nakyBasibHUX Matepianis (CKIsAHMUX d)N1akoHiB Ta
ryMOBUX NMPO60K) Ta BUPO6HMKA NakKyBasIbHOrO
Marepiany (ckisHi dpiakoHn) BAT «MegacTtekno»,
r. Knun, Pocisi.

3a
peyenmom

UA/2181/01/01

21.

BETAJIOK

PO34nH ANs iH'ekuin, 1
mr/mn; no 5 mn B
amnyni; no 5 amnyn y
KapTOHHI Kopoo6Lli

AcTpa3eHeka
AB

LLseuis

CeHekci

PpaHuin

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby
(iHWWi 3MiHM) OHOBIEHHS BXE 3aTBEpAKEHMX

3a
peyerimom

UA/2769/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MeToZiB KOHTposto skocTi [N13, a came
BUKNAEHHS TEKCTY [iepXXaBHOI0 MOBOIO 3rigHO
Cy4YacHMX BUMOT, @ TaKoX BHECEHHA pefakLUiliHnX
npaBoK, pefaryBaHHsA Ta YTOUHEHHS nepeknagy
BiANOBIAHO A0 OpUriHaNIbHUX Matepianis
3a8BHVIKa.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
22. | BETANNOK 30K | Tabnetku, BKpUTI AcTpa3eHeka Lseuis Brpo6HMUTBO, LLsewjis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/3066/01/01
NAiBKOBOK 000I0HKOH, Ab nakyBaHHs, 3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKumii peyenmom
3 YNOBI/IbHEHUM KOHTPO/Ib AKOCTI 3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby
BVBIIbHEHHAM 10 50 wMr, Ta Bunyck cepii (IHLWIi 3MiHM) OHOBNEHHS BXE 3aTBEPKEHMX
no 30 TabneTok y roToBOro MeToAiB KOHTPOt0 AKocTi 13, a came
donakoHi; no 1 dpakoHy niKapcbKoro BUKNALEHHA TEKCTY AepXaBHO MOBOIO 3rigHO
B KQpPTOHHI kopooL 3acoby: Cy4acHMX BMMOT, & TakoX BHECEHHS pefaKLiiHnX
AcTpa3eHeka npaBoK, pefaryBaHHsA Ta YTOUHEHHS nepeknagy
Ab BiNOBIAHO A0 OpUriHaNIbHUX Matepianis
3asBHVKa. BBeeHHs 3MiH NpoTArom 6-Tm MicauiB
nicns 3aTBepyKeHHs
23. | BETANNOK 30K | Tabnetku, BKpUTI AcTpa3eHeka LWsewis Brpo6HMUTBO, Lsewis BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 3a UA/3066/01/02
NAiBKOBOI 060/TI0HKOIO, Ab nakyBaHHs, 3MiHK | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenmom
3 YNOBI/TbHEHUM KOHTPO/b AKOCTI 3aci6. KOHTPO/b rOTOBOTO NMiKapCbKoro 3acoby
BUBINIbHEHHAM M0 100 Ta BUNyck cepii (iHLWi 3MiHM) OHOBNEHHS BXe 3aTBEPKEHNX
mr, no 30 TabneTok y roTOBOro MeToZiB KOHTposto AkocTi /13, a came
donakoHi; no 1 dpnakoHy nNiKapcbKoro BUKA[EHHA TEKCTY AepXaBHO MOBOIO 3rigHO
B KapTOHHIi kopobuyj 3acoby: Cy4acHMX BMMOI, a TakoX BHECEHHS pefaKLiliHnX
AcTpa3eHeka npaBok, pefaryBaHHs Ta YTOYHEHHS nepeknagy
AB BiANOBIAHO 4,0 OpUriHaNIbHUX Martepiasnis
3asBHMKa. BBeeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAkKeHHs
24. | BETANOK 30K | TabneTku, BKpUTI AcTpa3eHeka Lseuis Brpo6HMUTBO, Lseuis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/3066/01/03
NNiBKOBOI 060/I0HKOIO, Ab nakyBaHHs, 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peyernmom
3 YMNOBI/TbHEHUM KOHTPO/Ib SAKOCTI 3aci6. KoOHTposib rOTOBOro NikapcbKoro 3acoby
BUBI/IbHEHHAM M0 25 Mmr, Ta BUNYycK cepii (iHWi 3MiHM) OHOBNEHHS BXe 3aTBEPKEHNX
no 14 tTabneTok y roToBOro MeToZIB KOHTpoto AKocTi /13, a came
6nictepi; no 1 6nictepy NiKapcbKoro BMK/Ia[EHHS TEKCTY AepXXaBHOK MOBOHO 3rigHO
B KapPTOHHIii KOpoOLi 3acoby: Cy4YacHVX BUMOT, & TaKoXX BHECEHHA pefakLUiliHnX
AcTpa3eHeka npaBoK, pefaryBaHHsa Ta yTOYHEHHS nepeknagy
ABb BiAMOBIAHO A0 OpUriHa/IbHUX MaTepianis
3asBHVKa. BBeeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns saTsepAkeHHs
25. | BI-CAKOPA TabneTkun, BKPUTI TOB YkpaiHa BMPOGHMLTBO, Bonrapis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/16286/01/01
NNiBKOBOI 060/1I0HKOIO, "YHIBEPCAN nakyBaHHs, ManbTa 3MiHK | TNy - 3MiHK Woao 6e3neku/edekTUBHOCTI peyenmom | niosisizae
no 5 mr/80 mr; no 10 bHE KOHTPO/Ib AKOCTI Ta chapmakoHarnsgy. 3mMiHa y KopoTkili
TabneTok y 6nictepi; no ArEHTCTBO Ta BUNycK cepil: XapaKTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
3 6nicTepun B KAPTOHHIl "MPO- BankaHdapma - MapKyBaHHA Ta IHCTPYKLii ANna MeAu4Horo
nauui PAPMA" Aynuuus AL, 3acTocyBaHHs Ha MifgcTasi perynspHo

Bonrapisi;

OHOBJ1KOBAHOrO 3BIiTY 3 6€3NeKn NiKapcbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BMPOGHMLTBO,
nakyBaHHA Ta
KOHTPONb AKOCTI:
AkTasic /114,
ManbTa

3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEHO [0 IHCTPYKLIT 415 MEeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mepeno3yBaHHs" BIANOBIAHO [0 pekoMeHaaLii
PRAC. TepmiH BBEAEHHS 3MiH - TPOTSAroM 6
MicALiB Nicnsa 3aTBepAKeHHs

26.

BICONPONON-
KB

Tabnetkn no 5 mr, no 10
TabneTok y 6nictepi; no
3 6nicTepun y nayui

AT

"KNIBCbKUN

BITAMIHHN
3ABOJ"

Ykpaina

AT

"KNIBCbKM

BITAMIHHN
3ABOJ"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHuM Il Tuny - 3MiHW 3 AkocTi. APl BupobHuUTBO.
3MiHa BUPOBGHUKA BUXiZHOr0/MPOMIKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKNtOHAOUU, e HeobxiaHo, MicLe NPoBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei y 3aTBepKeHOMY [0CbE)(BBEAEHHS
HOBOro BMPO6HMKa APl 3 HafaHHAM mMacTep-
thaiina Ha A®l) BBeAEHHSA anbTepHATUBHOIO
BMpo6HUka A®I Biconponony cymapaTt Sichuan
Qingmu Pharmaceutical Co., Ltd., Kutai.
3arBeppkeHo: Moehs Catalana S.L., IcnaHis,
Corden Pharma Chenove, ®paHujs.
3anponoHoBaHo: Moehs Catalana S.L., IcnaHis,
Corden Pharma Chenove, ®paHuis, Sichuan
Qingmu Pharmaceutical Co., Ltd., Kutait

3a
peyerimom

UA/8672/01/01

27.

BICONPONON-
KB

Tabnetkun no 10 mr, no
10 TabneTok y bnicTepi;
no 3 6nictepun y naywi

AT

"KUIBCbKUI

BITAMIHHN
3ABOJ"

Ykpaina

AT

"KWNIBCBbKWN

BITAMIHHN
3ABOJ"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHuY Il Tuny - 3miHW 3 AkocTi. ADl. BupobHuuTBO.
3MiHa BUPOBHUKA BMXiZHOr0/MPOMIXHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKa
(BKNtOYAOUU, ae HeobxigHo, MicLe NpoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
hapmakonei y 3aTBepKeHOMY [0CbE)(BBEAEHHS
HOBOro BMPOG6HMKa APl 3 HafaHHAM mMacTep-
thaiina Ha A®l) BBe4EHHSA anbTepHATUBHOIO
BMpo6HUka A®I Biconponony cymapaTt Sichuan
Qingmu Pharmaceutical Co., Ltd., Kutai.
3arBepmkeHo: Moehs Catalana S.L., IcnaHis,
Corden Pharma Chenove, ®paHujis.
3anponoHoBaHo: Moehs Catalana S.L., IcnaHis,
Corden Pharma Chenove, ®paHuis, Sichuan
Qingmu Pharmaceutical Co., Ltd., Kutait

3a
peyerimom

UA/8672/01/02

28.

BPUNIHTA

TabneTkn, BKpUTI

AcTpa3eHeka

LLIBeuis

BrnpobHMuTBO

LLIBeuis

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:

3a

UA/12164/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NNiBKOBOI 060/TI0HKOIO,
no 60 mr no 14 TabneTok
y 6nicTepi; no 4
6nicTepn y KapTOHHIl
Kopoobui

ABb

TabneTok,
BMNPO6GYBaHHS,
nakyBaHHs
nikapcbkoro
3acoby, BunycK
cepii:
AcTpa3eHeka
AB

3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa yactotu ta/abo
TEPMIHIB NOAAHHS PerysisipHO OHOBJ/THOBAHMX 3BITiB
3 6e3neku nikapcbknx 3acobiB - 3mMiHa YyacToTu Ta
TepMiHy NofaHHsA peryispHO OHOB/IOBAHOTO 3BiTY
3 6e3nekun nikapcbKoro 3acoby: [liroya pegakuis:
YacToTta nogaHHs PO3b — 1 pik; KiHueBa gata
019 BKNHOYEHHA aaHnx go PO3b — 30.12.2018 p.;
[ara nogaHHsA — 10.03.2019 p. NponoHoBaHa
pepakuisi: YactoTta nogaHHa PO3B6 — 3 poku;
KiHueBa gata Ansa BKIOYEHHS gaHux o PO3b —
31.12.2023 p.; fara nogaHHA — 30.03.2024 p.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMOBIAHO A0
nepioguYHOCTI NOAaHHA PerynsapHO OHOB/IOBaHUX
3BITIB 3 6e3neku Jlikapcbknx 3acobiB y EC.

peyerimom

29.

BPOHXO
BA/IM

6anb3am; no 30y
6aHUi; no 1 6aHLi B
KapTOHHI Kopoo6Li

MeHTONaTYyM
Komnai
Nimiten

AHrnis

MeHTOonatym
KomnaHi Mimiteq,

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a thapmakoHarnag.

[Oitoua pepakuin: Pantea Cameron. MNMponoHoBaHa
peaakuis: Sarah Bailey. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBiganbHOT
3a papmakoHarnsg

6e3
peyenma

UA/9758/01/01

30.

BAnoAain

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKO0
no 5 mr/80 wmr, no 10
TabneTok y 6nictepi, no
3, no 6, no 9 a6o no 10
6nicTepiB y KAPTOHHIl
Kopobui; no 14 TabneTok
y 6nictepi, no 1, no 2,
no 4 a6o no 7 6nictepis
Y KapTOHHIli KopoobLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BiANOBIAa/IbHUI
3a BUPOGHMLTBO
"in bulk”,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK cepii:
KPKA, g.4.,
HoBo mecTo,
CrnoseHis
BiANOBIga/IbHUIA
3a KOHTpO/ib

CnoseHis/
Kutaii

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUnpobyBaHHS roToBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IKOYAKUYM 3aMiHy abo
[OMOBHEHHS)) OHOB/IEHHS METOAY BMNPOOYBaHHSA
113 3a noka3HUKOM «CynyTHi AOMILLKN» (METOZ,
BEPX). 3MiHu | TMny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
a60 BBeEHHA [,0AAaTKOBOI Ai/TbHNULI BUPOBHMLTBA
NS YacTHM abo BCbOro BUPOGHMYOro npouecy
rOTOBOrO J1iKapCbKOro 3acoby (AinbHULA, Ha SKii

3a
peyerimom

UA/14357/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
cepii: npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
KPKA, a.4., BVHSITKOM BUMYCKY CEpiii, KOHTPO/IO AKOCTI,
Hoso mecTo, NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, 415
CnoBeHis HeCcTepW/IbHKX JliKkapCbknx 3aco6iB) BBEAEHHS
Bnpo6HuK, BMPOGHWKA, BiANOBifaIbHOTO 32 BUPOOHULITBO "in
BiANOBiAAIbHWIA bulk" — Hinr6o MeHoBo TiaHkaHr dapmMacboThKasIC
3a BUPOGHMLTBO Ko., NiTg., Kutaii / Ningbo Menovo Tiankang
"in bulk": Pharmaceuticals Co., Ltd., China. 3miHu | Tyny -
HiHréo MeHoBo 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
TiaHkaHr BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIK4aun
dapmacboTuKas JianasoH po3mipy cepii) roToBOro Nikapcbkoro
¢ Ko., Nita, 3aco6y (36inbweHHA Ao 10 pasis NopiBHAHO i3
Kutaii 3aTBEPAKEHUM PO3MIPOM) 36i/bLLUEHHS PO3MIpY
cepii N3 (3aTBepmxeHo: 100 000; 1 500 000 film-
coated tablets; 3anponoHoBaHo: 100 000; 1 920
000 film-coated tablets). BBegeHHS 3MiH NPOTArom
6-TU MicALIB Nic/1a 3aTBEPKEHHS.
31. | BANoain TabneTkun, BKPUTI KPKA, 4.4., CnoseHis BiANOBIAa/IbHUI CnoBeHis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/14357/01/02
NAiBKOBOI 060/I0HKOD HoBo mecTo 3a BUPOGHNLTBO 3MiHU | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii peyenmom
no 10 mr/160 mr no 7 "in bulk", 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
Tabnetok y 6nictepi, no nepBuHHE Ta 3MiHa y MeTogax BUNpobyBaHHS rOTOBOTO
2,no 4, no 8 abo no 14 BTOpPUHHE nikapcbKoro 3acoby (iHWi 3MiHM y MmeToaax
6nicTepiB y KAPTOHHIl nakyBaHHs, BMNPO6YBaHb (BK/IOYAOUYM 3aMiHy abo
Kopobui; no 10 TabneTok KOHTPO/b Ta [OMOBHEHHS)) OHOB/IEHHS METOAY BMNPOOYyBaHHSA
y 6nicTepi, no 3, no 6, BWMYCK Cepii: 'N3 3a nokasHynkoM «CynyTHi JOMILLKU» (MeTop,
no 9 a6o no 10 KPKA, a.4., BEPX)
6nicTepiB y KAPTOHHIN Hoso mecTo,
Kopoo6Li CnoBeHis;
BiANOBIAa/IbHUIA
3a KOHTPO/1b
cepii: KPKA,
A.40., Hoso
MmecTo,
CnoBeHis
32. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Bupo6HuK, CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/9450/01/02
H 80 NAiBKOBOI 060/I0HKOIO, HoBso mecTo BignoBiganbHMA 3MiHK | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenmom
80 mr/12,5 mr; no 14 3a BUPOGHMLTBO 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y Npoueci
Tabnetok y 6nictepi; no «in bulk», BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acooby,
2,no0 4 abono 6 nepBuHHE Ta BK/1OYAI0UM NMPOMIXKHUI MPOAYKT, WO
6nicTepis B kopobL,i; No BTOPUHHE 3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOTO
15 Tabnetok y 6nictepi; nakyBaHHs, nikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
no 2 a6o 4 6nictepu B KOHTPO/b Ta BMPOOHMLTBA) - HE3HAYHA 3MiHa Y Npoueci
Kopoo6Li BUMyCK cepii: BMPOBHMLITBA, & CaMe He3Ha4YHe KOpUryBaHHs
KPKA, a.4., yacy 3MillyBaHHA Ta LWBMAKOCTI poboyoro koneca
HoBo mecTo, (kpok 01), yacy Ta WBUAKOCTI 3MiLyBaHHS (KPOK
CnoseHis 05,06), feTanbHiWWi oNMc BUPOBGHUYNX
Bupo6HuK, napameTpiB (TPMBa/IiCTb NPUroTyBaHHA CycrneHsii

BiANOBIga/IbHUI

Ans nokpuTTa (Kkpok 10) i TprBanicTb npouecy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

3a KOHTPO/Ib
cepii:
KPKA, a.4.,
Hoso mecTo,
CnoseHis
Bupo6HMK,
BignoBiganbHNIA
3a KOHTPOJ1b
cepii:
Kemina6 g.0.0.,
CnoseHis

HaHeCeHHs NAiBKOBOro NokpuTTs (Kpok 11),
napameTpu npoLiecy, 3aCTOCOBHI [0 NiNIOTHUX
napTii, 6ynu BuganeHi 3 4ocbe; 3MiHu | Tny -

3MiHu 3 AKOCTi. FO0TOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikaLlisx,
nif, yac BUPOGHMLITBA FOTOBOTO J1iKApPCbKOro
3aco6y (iHLWi 3MiHKM) - He3HauHi 3MiHM YacToTu
NpOBeAEHHA aHaNiTUYHUX Npoueayp ANs
BHKTPILUHLOTO KOHTPOJ1I0 B NPOLIECi BUPOOHMLTBA
roToBOro NPOAYKTY, a came iHAiBigyasibHi Macw,
cepefHi Macu Ta onuc TabneTok nepesipsATbLCA
LLIOrOAVHN 3aMiCTb KOXHI 15 xBuAnH. CTUpaHHICTb,
yac po3nafiaHHs, CTilKiCTb 0 pO3JaB/OBaHHS i
TOBLUMHY TabN1IeTOK KOHTPOSIHOKOTh LLOHaiMEHLLE.
[Ba pasun Ha 3MiHy. BBeleHHA 3MiH NpoTArom 6-Tu
MicaLiB nicna 3aTBepaKeHHs; 3MiHu | Tuny - 3MiHK
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
L0ONyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y (iHWi 3MiHK) - HE3HAYHI 3MiHW ANA
aHaniTMYHOI Npoueaypu «cepefHs Maca» Ans
BHYTPILLHBOrO KOHTPOJ/IIO B NpoLeci BUpobHULTBA
(KinbKiCTb TABNETOK, L0 BUKOPUCTOBYIOTLCS AN15
po3paxyHKy cepefHboi Macu sapa ans
BHYTPILLHBLOrO KOHTPOJ/IIO B NpoLeci BUpOOHNULTBA
3MiHeHo 3 N=10 Ha N=20; meTog EP 2.9.5 ans
Afep Ta TabneTok, BKPUTUX NAIBKOBOK 060/I0HKO

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHST; 3MiHW | TUNy - 3MiHW 3 AKOCTI.

[OTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo [OMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BUPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
3MiHW) - HE3HAYHI 3MiHU 4118 aHaNiTUYHOI
npoueaypu «BTpaTta Macu npy BUCYLLYBaHHI» An1A
BHYTPILLHLOrO KOHTPO/IO B MPOLIECi BUPOGHMLITBA
roToBOro Npoaykty 3 EP 2.2.32 (metog d) Ha EP
2.2.32, ocKinbkn B MOTOYHIVi MOHOrpadii BiACYTHIiA
meToA d , a NpuMiTKa LLIOA0 aBTOMATUYHOrO
BNPOBaPKEHHS BHYTPILLUHLOrO KOHTPO/I0 B NPOLECI
BMPOGHMLITBA Ha eTani TabneTyBaHHA BUAAIEH],
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPoByBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax
BMNPO6YBaHb (BK/IKOYaUM 3amiHy abo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

[OOMOBHEHHS)) - 3aMiHa MeToAy BUMPOOYBaHHS
"KinibkicHe BU3Ha4YeHHs BancapTaHy Ta
rigpoxnopoTiasugy” Ta metog "laeHTudikauisa
BasicapTaHy Ta rigpoxsopoTiasuay” y cneundikadii
BUMYCKY Ha HOBWIA. BBELEHHSA 3MiH MPOTAroM 6-Tu
MicsALiB NicnsA 3aTBepKeHHS; 3MiHu | Ty - 3MiHK
3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUMNPOOBYBaHHS) - HE3HAUHI 3MiHN Y MeTOopj
"OfHOPIAHICTb [030BaHUX OANHULIL -
OpHOPIAHICTb [03YBaHHS, Ki/TbKICHWIA BMICT Ta
iaeHTUiKalia BancapTaHy Ta rigpoxnoptiasngy"”,
a came NigBULLEHHS penpe3eHTaTMBHOCTI 3pa3ka
ON15 aHani3y WasxoM 3MiH B NiAroToBLj PO3YMHY
3paska, TakoX AofaHa iHdopmauis npo
XpomaTtorpadiyHi ymMoB#, iHchopmavis npo
CTabiNbHICTb PO34MHIB TOLLO. BBEAEHHS 3MiH
NPOTArom 6-TW MICALIB NIiCNA 3aTBEPIAXKEHHS;
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi 3MiHM y MmeTogj "KinbkicHuii BMICT Ta
ifeHTUdikauis BancapTaHy Ta rigpoxnopriasngy",
a came nNiABYLLEHHA penpe3eHTaTBHOCTI 3paska
0151 aHani3y LWIAXOM 3MiH B NiAroToBLi PO3YMHY
3paska, Takox AogaHa iHdopmadlis npo
XpomaTtorpadpiyHi yMoBH, iHhopmavis npo
CTabiNbHICTb PO34MHIB TOLLO. BBEAEHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS;
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepMXEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi 3MiHW y MeTogi "PO34YMHEHHSA
BasicCapTaHy Ta rigpoxsiopTiasugy"”, a came
cepefoByLLE PO3UYMHEHHSA MOBVHHE B6YTU He
[eaepoBaHVM; pO34MHY 415 BUMIPIOBaHb
metogom BEPX Ta onuc metogukun, ae gogaHa
iHcbopMmaList NPo CTaBiNbHICTb PO3YMHIB; iHLLI
He3HauHi 3MiHV B npoueaypi TeCTyBaHHA yepes
O0faBaHHsA iHdhopmaLii 418 BULWMX A03YBaHb,
aMiCTpaTUBHI OHOB/IEHHS Yepes Gifibll TOUHe

BM3HAYEHHS1 e(PeKTUBHOCTI TECTYBaAHHA Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

[0AaBaHHA XxpomaTorpam A/18 BULLMX A03YBaHb
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS; 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOOBYBaHHS) - HE3HAUHI 3MiHN Yy MeTOogj
«MikpobiosioriyHa siKicTb» , a caMe BUNPaB/IEHHS
Ha3Bu 3 «MikpobionoriyHa uicToTa» ,
«MikpobionoriyHa SiKicTb» , Ta GiNbLU AeTaNbHUIA
OMUC BUKOHAHHA METOLMKN, BUKOPUCTAHHSA
MOXMBHNX CepefjoBHLL i PO3YMHIB Ta PO3paxyHKY
3rigHoO BUMOTr hapmakonei. BBeeHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS;
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHN y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPOJ1I0 SIKOCTi FOTOBOTO JTiKapCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) -
3MiHa BHOCUTBLCA B 3B'A3KY i3 A0AaBaHHAM
[iNbHULI, Ha 5K 3AJCHIETLCS KOHTPOL cepil
L0151 TOTOBOrO NPOAYKTY, a came Keminab 4.0.0.,
CnoBeHist; 3MiHn | TUny - 3MiHK 3 SKOCTiI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BWNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHULTBI
A®I; ona 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro
BMPOGHMKA - MOJaHHSA OHOBJ/IEHOrO cepTudikaTy
BiANOBIAHOCTI EBponeiickkili hapmakonei ans Bxe
3aTBEPAKEHOro BUPOGHMKa BasicapTaHy - KPKA,
A.4., HoBo mecto, CnoseHis 3 Bepcii R1-CEP
2011-148-Rev 01 go Bepcii R1-CEP 2011-148-
Rev 02. Ak Hacnifok gofaBaHHS JONYCTUMUX MEX
ansa pomiwok NDMA(He 6inbLlue 0,03 ppm) Ta
NDEA(0,03 ppm) Ta OHOBNEeHHS cneumdikavuii AdD|
Bif BMPO6HMKa /13 3 foAaBaHHAM NPUMITKA LLIOAO
NDMA T1a NDEA y cneuudikauii A®I gns
BasicapTaHy: "He 3acTOCOBYETLCA [0 Cepii, Y AKNX

6Yy/10 ifgeHTUhikoBaHO BinbLUue HiXX OAVWH i3




n/n

Hassa

Popma sBUMYCKY

3asBHUK

KpaiHa

Bupo6Huk
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KpaiHa

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

33.

BEPAMNAMIN-

TabneTkun, BKPUTI

3a3HaveHnx BuLLe N-HITpo3aMiHiB OAHOYACHO; Taki
cepii 6yayTb 3abpakoBaHi; 3MiHU | TUNY - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTI a6o
BW/yYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BignoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEPAXEHOr0
BMpPOOHUKA - NOJaHHA OHOBJIEHOro cepTuddikaty
BiiNOBIAHOCTI EBpoONeENiCLKil thapmakonei ans Bxe
3aTBEpPXEHOro BUpoOHMKa BancapTaHy - KPKA,
4.4., HoBo mecTo, CnoBeHis 3 Bepcii R1-CEP
2011-148-Rev 02 po Bepcii R1-CEP 2011-148-
Rev 03; 3miHu | Tuny - 3miHn 3 AkocTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoveci BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa Yac
36epiraHHs NPOMIDKHOTO NpoaykTy /13 nepes
nakyBaHHSIM Yy NepBUHHY 6NiCTepHY ynakoBKy y
Miwku LDPE/nakeTi Tpunnekc Alu: 3 6 micauis o
12 micsuis npy Temnepatypi 25 +2 °C Ta BifHOCHIl
BOJI0rocTi 605 %. BBeAeHHs 3MiH NPOTAromM 6-Tu
MicALiB NicnsA 3aTBepKEHHS; 3MiHu | TUMY - 3MiHK
3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
Mepeknag MKSA 3 pocilicbkoi MOBM Ha YKpaiHCbKY
AN NPVYBEAEHHS Y BiAMNOBIAHICTb i3 BUMOramm
YMHHOI pefakuii Hakazy MO3 YkpaiHn Ned26 Big,
26.08.2005 (3i 3MiHaMu) i3 BHECEHHAM HEe3HauYHUX
KOpeKL|ili onncy MeToAiB KOHTPOSIKO AKOCTI,
BK/THOYAIOUM YHicDiKaLito Onucy NPUroTyBaHHsA
PO34nHIB, 6€3 3MiHN aHaNITUYHNX METOAIB, Y
BiANOBIAHOCTI 40 OHBNEHNX 3MiH B MKA /13 Ta sk
Hacnigok 3miHW y cnevumdikayii. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKEHHS

DAPHULA

NAiBKOBOK 0601I0HKOIO,
no 40 wmr, no 10
Tab1eToK y KOHTYPHIi
YapyHKOBIli ynakoBLii, no
2 KOHTYpPHI YapyHKOBI

MpAT
"®apmaueBTun
YyHa chipma
"fapHuua”

YkpaiHa

MpAT

"GapmaueBTU4H
a chipma

"fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

3a
peyenmom

BiANOBIAHICTb A0 MOHorpadii APY abo

UA/3582/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YNaKoBKY Yy nauLli

€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) NpuBeAeHHs cneuudikaLii Ta MeToauK
KOHTPOJTI0 SKOCTi Ha ONOMIXKHY PEYOBUHY
KpemHito giokeug konoigHwin 6e3sogHnin y
BiANOBIAHICTL A0 BUMOr Ajto4oi MoHorpadii €
«Silica, colloidal anhydrous», 3 BpaxyBaHHAM
BMMOT Ta pekomeHaauin AdY. Y 3B’A3Ky 3 LM
BHeCeHo 3MiHn fo 3.2.P.4.1 Cneuudikanis i
3.2.P.4.2 AHaniTMYHi MeToam 3MiHM Ta/abo
peakLiiiHi yTOYHEHHS [0 po3zinis: «Onuc»,
«lpeHTudikayis», «pH», «BTpaTta B Maci npu
npoxaproBaHHi», «KinbKicCHe BU3HAUYEHHSI»;
[04aH0 po3ain «Xnopuan»; BUTyYeHo pPo3ginu:
«HacunHa ryctuHa», «3anizo», «ANOMiHili».
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTPOs1b AONOMDKHMX peyoBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MeX A1 AONOMiXXHOT PeyoBUHM (iHLi 3MiHN)
CynyTHS 3MiHa - 3MiHW 3 SKOCTi. F0TOBMIA

nikapcbkuii 3aci6. KOHTPO/b AOMNOMiIXHNUX PEYOBUH.

3MiHa y MmeTofax BUNPOGYBaHHS [OMOMIXHOT
pPeyYoBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHUX

mMeTofax BUNpobysaHb) NpUBeAEHHN creumdikaLii

Ta MeTOAiB KOHTPOJIK0 SIKOCTI Ha JOMOMDKHY
peyoBUHY KpeMmHito giokcua KonoigHuin y
BiANOBIAHICTb [0 BUMOT €BponeicbKol
dapmakonei, 3 BpaxyBaHHAM fil04nX BUMOT Ta
pekomeHaauiii AdY. Y 3B’A3Ky 3 LM BHECEHO
3MiHU Ta pefakLiiiHi yTOYHEHHs1 40 po3ainy
«MikpobionoriyHa yncrora.
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib [ONOMKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonMyCcTUMUX
MeX A5 AOMOMDKHOI PEHOBUHMN (BUTYYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapinioro nokasHuka))

BHECEHHS 3MiH [0 creundikaLii Ha LONOMiKHY
peyoBMHY KpeMHito giokcua KonoigHui
6€e3BOHWI, @ camMme NOKa3HUK «PO3UMHHICTb»
nepeHeceHo [0 po3ainy 3arabHi BNacTUBOCTI,
OCKi/IbKM Ma€e pekoMeHJauiiHunii xapakrep

34.

BEPAMAMI/I-
DAPHULA

TabneTkun, BKPUTI
NAiBKOBOK 0601I0HKOIO,
no 80 wr, no 10
Tab1eToK y KOHTYPHIi
YapyHKOBIli ynakoBLi; no
5 KOHTYPHMX YapyHKOBUX

MpAT
"®apmaueBTun
YyHa chipma
"fapHuua”

YkpaiHa

MpAT
"GapmaueBTU4H
a chipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo

3a
peyenmom

UA/3582/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YNakKoBOK Yy mauLli

€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) NpuBeAeHHs cneuudikaLii Ta MeToauK
KOHTPOJTI0 SKOCTi Ha ONOMIXKHY PEYOBUHY
KpemHito giokeug konoigHwin 6e3sogHnin y
BiANOBIAHICTL A0 BUMOr Ajto4oi MoHorpadii €
«Silica, colloidal anhydrous», 3 BpaxyBaHHAM
BMMOT Ta pekomeHaauin AdY. Y 3B’A3Ky 3 LM
BHeCeHo 3MiHn fo 3.2.P.4.1 Cneuudikanis i
3.2.P.4.2 AHaniTMYHi MeToam 3MiHM Ta/abo
peakLiiiHi yTOYHEHHS [0 po3zinis: «Onuc»,
«lpeHTudikayis», «pH», «BTpaTta B Maci npu
npoxaproBaHHi», «KinbKicCHe BU3HAUYEHHSI»;
[04aH0 po3ain «Xnopuan»; BUTyYeHo pPo3ginu:
«HacunHa ryctuHa», «3asizo», «ANIoMiHili»
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTPOs1b AONOMDKHMX peyoBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MeX A1 AONOMiXXHOT PeyoBUHM (iHLi 3MiHN)
CynyTHs 3MiHa -3MiHY 3 siKoCTi. [0TOoBWMIA
nikapcbkuii 3aci6. KOHTPO/b AOMNOMiIXHNUX PEYOBUH.
3MiHa y MmeTofax BUNPOGYBaHHS [OMOMIXHOT
pPeyYoBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHUX
mMeTofax BUNpobysaHb) NpUBeAEHHN creumdikaLii
Ta MeTOAiB KOHTPOJIK0 SIKOCTI Ha JOMOMDKHY
peyoBUHY KpeMmHito giokcua KonoigHuin y
BiANOBIAHICTb [0 BUMOT €BponeicbKol
dapmakonei, 3 BpaxyBaHHAM fil04nX BUMOT Ta
pekomeHaauiii AdY. Y 3B’A3Ky 3 LM BHECEHO
3MiHU Ta pefakLiiiHi yTOYHEHHs1 40 po3ainy
«MikpobionoriyHa yncrora.
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib [ONOMKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonMyCcTUMUX
MeX A5 AOMOMDKHOI PEHOBUHMN (BUTYYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapinioro nokasHuka))

BHECEHHS 3MiH [0 creundikaLii Ha LONOMiKHY
peyoBMHY KpeMHito giokcua KonoigHui
6€e3BOHWI, @ camMme NOKa3HUK «PO3UMHHICTb»
nepeHeceHo [0 po3ainy 3arabHi BNacTUBOCTI,
OCKi/IbKU Ma€e pekoMeHAALiiHWIA xapakTep.

35.

BEPOPAB® |
VERORAB
BAKUUHA
AHTUPABIYHA
IHAKTUBOBAH
A CYXA

MopOLLOK Ta PO3UNHHUK
ANSA NPUroTyBaHHS
cycnensii 4ns iH'exuin,
He MeHLwe 2,5 MO/go3a;
no 1 cpnakoHy 3
nopowukom (1 gosa) Ta 1l

CaHodi
Mactep

®paHuisa

NOBHWIA LMK
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BTOpPUHHE
nakyBaHHS,
BUMYCK cepii

®paHuia/
YropwmHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHK | Tuny - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnewudikavisx
Ha A®I|, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, o BUKOPUCTOBYOTLCS Y

3a
peyenmom

UA/13038/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

nonepeaHL0 MOPOLLKY; npoueci Bupo6Huutea A®| (BUnyveHHs

3anoBHEHOMY LLMPULLY BTOPWHHE He3Ha4yHOro NokKasHuKa IKOCTi (Hanpukiag,

(0,5 mn), Wwo MicTUThL nakyBaHHs, BWYYEHHS 3acTapifioro nokasHuka)). BuganeHHs

po3unHHKK (0,4 % BUMYCK cepil TeCTy Ha BM3HAYEHHSA ricTamiHy 3i cneumdikawi

PO34MH HaTpito PO3YMHHYIKE,; [OMOMIXHOI Pe4OBMHN TPUNCKH KpUCTaiuHNiA

X/10pUAY), B KAPTOHHIi KOHTPOb AKOCTI, (Crystallised Trypsin type 1X), wo

ynakoBLi 3 BTOPUHHE BVIKOPVICTOBYETbLCS NPV BUPOGHMLTBI Aito4ol

MapKyBaHHAM nakyBaHHS, peyoBuHW. TepMiH BBeAEHHS 3MiH - 4 KBapTasl

YKparHCbKO0 MOBOIO; Mo BUMYCK cepil 2026 poky. 3miHu | Tuny - 3MiHK 3 SIKOCTi. FOTOBWIA

1 donakoHy 3 MOPOLLKOM MOPOLLIKY; nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.

(L po3a)Tal NOBHUIA LWKN 3MiHa napameTpiB cneuudikauii Ta/abo

nonepegHL0 BMPOGHULITBA, [0NYCTUMUX MEX /15 AONOMIKHOT peHOBUHN (iHLLI

3anoBHEHOMY LLUMPULLY KOHTPO/b SIKOCTI, 3MiHN). BBEAEHHA [0AATKOBUX KpUTEpIiB

(0,5 mn), Wwo mictutb BTOPUHHE NPUIAHATHOCTI, @ Came: BU3HaYeHHS 3arasibHoro

PO3YMHHUK, B nakyBaHHs, yncna aepobHux MikpoopraHismis (TAMC) i TecTy

CTaHAAPTHO-EKCMOPTHIN BUMYCK cepil Ha BMiCT 6akTepiasibHUX eHOO0TOKCVHIB JO

ynakoBLi, fika MiCTUTbCA PO3YMHHYMKA: cneumdikaLin LONOMKHUX PEYOBUH, K

Y KapTOHHii kopobL,i 3 CaHodpi MacTep, BMKOPUCTOBYHOTbCS Y BUPOOHULTBI FOTOBOIO

IHCTpYKLUi€to Ans dpaHuis; nikapcbKoro 3acoby, BignosigHo o smumor Ph. Eur.

MeanyHoro BTOPVHHE MoHorpadist 2034 «Cy6cTaHuji ans

3acToCyBaHHA; No 5 nakyBaHHs, hapmaLeBTUYHOIO 3aCTOCYBaHHS». TepPMiH

(h1aKOHIB 3 MOPOLLKOM BWMNYCK Cepii: BBE/EHHS 3MiH - 6epe3eHb 2024 poky.

(1 po3a) y KoMMekTi 3 CaHodpi-ABeHTiC

po3unHHKKoM (0,4 % MpavisiT Ko.

PO34uH HaTpilo X10prAaY) nra.,

B amnynax no 0,5 mn Ne Mnatchopma

5 B KapPTOHHIli ynakoBLij 3
MapKyBaHHAM
YKpPaiHCbLKO0 MOBOHO; MO
5 thnakoHis 3 NOpPOLLKOM
(1 po3a) y KomnnekTi 3
po3unHHKKOM (0,4 %
PO34nH HaTpilo X10puaY)
B amnynax no 0,5 mn Ne
5 B cTaHAapTHO-
€KCMOPTHIN ynakoBL,,
AKka MiICTUTbCS y
KapTOHHI Kopobuji 3
IHCTpYKLUi€eto Ans
MeAnYHOro
3acTocyBaHHs; no 10
h1aKOHIB 3 NMOPOLLKOM
Ta no 10 nonepefHL0
3anoBHeHUX LWNpuLiB
(0,5 mn), Wo micTATb
po3unHHKK (0,4 %
PO34MH HaTpito
X/10pMAY), B KAPTOHHIi

NOTiCTVKN Ta
ONCTpMBYLIT Y M.
Bypanewr,
YropLumHa;
NOBHWIA LMK
BUPOGHULTBA,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
amnynax:
FAYNT PAPMA
NIBPOH,
PpaHuis
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

ynakoBLi 3
MapKyBaHHAM
YKparHCbKOI MOBOIO; M0
10 dhnakoHis 3
nopoLukom Ta no 10
nonepeaHLo
3anoBHEHUX LWNpULiB
(0,5 mn), Wo micTATb
po3unHHYKK (0,4 %
PO34uH HaTpito
xnopuay), B
CTaH4apTHO-EeKCMNOPTHIi
yMakoBLji, fika MICTUTbCS
Y KapTOHHiIli kopobLi 3
IHCTpYKLUieto Ans
MeAnYHOro
3acTocyBaHHsA

36.

BIFAMOKC®

Kpanni oyHi, 0,5 %; no 5
My dh1aKoHi-
KpanesnbHuui "Opon-
TeliHep®"; no 1
hnakoHy-KpanesbHUL B
KOpo6Li 3 KapTOHY

HosaprTic
dapma Al

LLiseiiuapi
a

AnkoH-Kyspbop

Benbris

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sakocTi. CepTuddikat
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BUxigHoOro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPoOHuKa -
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2008-067 -
Rev 02 ana A®I mokcudnokcauuy rigpoxnopuay
Bifl 3aTBEpKEHOro B1pobHuka Bayer AG,
HimeuunHa; 3MiHun | Tuny - 3mMiHu 3 AkocTi. AdI.
KoHTponb A®I (iHwWi 3MiHW) - 3MiHK y nigpo3ginax
3.2.5.4.1. Cneundpikauis Ta 3.2.S.4.2. AHaniTUYHI
MEeTOAUKKM, a camMe: BuaaneHHs iHpopmalii npo
piBEHb BXIAHOr0 KOHTPO/IIO AiH0HOT PEYOBUHN
MoKcMdpIOKCaLUMHY TigpoX10puay, Lo NpoBoAUTbL
BUPOGHUK /13 npu oTpruMaHHi cepii A®I. Takox
pepakuivini 3mMiHu y nigposginax 3.2.5.4.1,
3.2.5.4.2 12 3.2.S.5.; 3MiHun | TUny - 3miHK 3
saKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBPONENnChbkili
hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY a6o €sponeiicbkoi dhapmakonei,

3a
peyerimom

UA/9153/01/01




Hassa

Popma sBUMYCKY

3asBHUK
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n/n

3acoby

JliKapcbKo20

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

37.

BO/IbTAPEH®

TabneTku

HoBaprTic

abo iHWOi HauioHasTbHOI dhapmakonei gepxasn EC
(3miHa y cneuudpikauisix, nos'sasaHa 3i 3MiHaMu B
LY, abo EBponeiicbkiii hapmakonei, abo iHLwil
HaujioHasbHIl hapmakonei gepxasu €C) - 3MiHN Y
cneumaikaLii Ta MeTogax KOHTPOO AKOCTI Aitoyol
PeyvYoBUHN MOKCUAITOKCALMHY Tigpoxnopuay
06yMOB/IEHO MPVBEAEHHAM Y BifMOBIgHICTb [0
OHOBJIEHOT MOHOrpadii €EBponeinceKol
thapmakonei; 3MiHu | Tuny - 3MiHN 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BW/IyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTudikaT Bif, y)xe 3aTBEpAXEHOro
BMPOGHMKA - MOJaHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiicbkin hapmakonei Ne R1-
CEP 2008-067 - Rev 01 (3aTBepaxeHo: R1-CEP
2008-067 - Rev 00) gnsa A®| mokcudokcaumHy
rigpoxnopuay Bif 3aTBEPKEHOr0 BUPOGHMKA
Bayer Pharma AG, HimeuuuHa, sikuii 3MiHUB Ha3By
Ha Bayer AG, HimeyunHa

nocsi0OYeHHs

38.

BO/IbTAPEH®

racTpope3nCcTeHTHI No
50 wmr; no 10 TabneTok y
6nicTepi; no 2 6nictepn
B KOpPOO6Li 3 KAPTOHY

TabneTku

dapma Al

Hosapric

LLiseiiuapi
A

HoBaprTic
Carnik, lNipa Be
Tapim YpyHnepi
CaH. Be Tik.

A.C.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMMKW faHUMK Ta
JaHuMu 3 dhapmakoHarnagy - 3MiHu BHeCeHo B
IHCTPYKL,il0 415 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby A0 po3giny "3acTocyBaHHA y
nepiog BariTHoOCTi abo rogyBaHHs rpyaat”
(oHoBNEHO iH(hopMmaLito 3 6e3nekn 3acToCyBaHHS
[il040i peyoBVHM) Ta pefaroBaHo po3zin
"MpoTmnokasaHHA". BBeAeHHSA 3MiH NPOTAToM 6-Tn
MicsILiB NicNs 3aTBEPAKEHHS

3a
peyenmom

He
nionsiecae

UA/9383/02/02

racTpopesnCTeHTHI No
25 wr; no 10 TabneTok y
6nicTepi; no 3 6nictepn
B KOpPOO6Li 3 KAPTOHY

Papma Al

LLiBeiiuapi
A

Hosapric

Carnik, lNiga Be

Tapim YpyHnepi

CaH. Be Tik.
A.C.

TypeuunHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHK |l TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro

3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3

3a
peyenmom

He
nionsieae

UA/9383/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

SIKOCTi, AOKTIHIYHMMM, KiHIYHMKW AaHUMK Ta
JaHuMu 3 dhapmakoHarnagy - 3MiHu BHeCeHo B
IHCTPYKL,il0 418 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby A0 po3ainy "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(oHOBNEHO iH(hopMmaLito 3 6e3nekn 3acToCyBaHHS
[il040i peyoBVHM) Ta pefaroBaHo po3zin
"MpoTunokasaHHA". BBeAeHHSA 3MiH NPOTAroM 6-Tn
MicsILiB NicNs 3aTBEPAYKEHHS

39.

BO/IbTAPEH®

TabneTkn
racTpope3nCcTeHTHI No
25 wr; no 10 TabneTok y
6nicTepi; no 3 6nictepn
B KOpPOO6Li 3 KAPTOHY

HoBaprTic
dapma Al

LLiseiiuapi
A

HoBaprTic
Carnik, lNpa Be
Tapim YpyHnepi

CaH. Be Tik.
A.C.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. BunyyeHHs
BMPOGHWYOI AiNbHNL (BKIHOYAKUN AibHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BigNOBifa/IbHOTO 3a
BUWMYCK Cepiid, MicLle NpOBeAEHHS KOHTPOSO cepii)
a60 nocrtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y [JOCbE) - BUAAIEHHS BUPOOHUKA
roToBOro nikapcbkoro 3acoby HosapTic Papma
C.n. A, ITanisa (ansa ctagii BUPO6HMLTBO,
NepBUHHE MakKyBaHHS, BTOPUHHE NaKyBaHHS,
BUNYyCK cepii). 3MiHW BHECEHI B pO34inn
"Brpo6HuK" Ta "Micue3HaxomkeHHs BUPOOHMKa Ta
oro agpeca micusi NpoBaKeHHs AisnbHOCTI" B
IHCTPYKLUi0 ANS1 MeANYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y 3B'3Ky 3 BUlyYEHHSM O4HOro
3 BUPOOHUKIB, SIK HACNIAOK - BUTYYEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby Ans
LbOro BUpobHNKa. BBEAEHHS 3MiH NPOTArom 6-Tn
MicsAUiB nicnsA 3aTBeppKeHHs; 3MiHu | TUny - 3MiHK
3 AKocCTi. APl. Bupo6bHMUTBO. 3MiHM B npoLeci
BMpO6HMLTBA AP| (HE3HAYHA 3MiHA Y NpoLEeCi
BMPOGHMLTBA ADI) - HE3HAYHI 3MiHW Y NpOLECi
BMPOGHMLITBA NPOMIKHOIO NPOAYKTY, AKWIA
3aCTOCOBYETLCA Y NpoLeci BUpobHmuTea A®| ans
eTany BUpo6HMuTBa Compound 2 Ha niowagaw,i
Unigue Chemicals, a came: gofasaHHs onuji
BWUKOPWUCTaHHS BiJHOB/IEHOrO PO3YMHHMKA 2-
eToKCcueTaHosy; 3MiHa Temneparypu
oxonomxeHHs 3 300 Ha 600 A4N51 MEHLLOTO po3Mmipy
cepii (800 kr); 3miHa Buxoay Ans Compound 2 3
1450 kr Ha 1470 kr ansa 6inbworo po3mipy cepii
(1200 «r). B uinomy cxema cuHTesy Adl
3a/IMLLIAETLCA HE3MIHHO; 3MiHM | TUny - 3MiHK 3
akocTi. A®l. BupobHuuTtBo. 3MiHa po3mipy cepii
(Brovatoum gianasoHun) A®l abo NPOMiKHOIO
NPOAYKTY, SKWIA 3aCTOCOBYETLCS Y MPOLECI

3a
peyenmom

He
nionsieae

UA/9383/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

BMpOo6HMLTBA AP| (3MeHLLIeHHs obeary
BMpo6HMLTBA A0 10 pasiB) - 3MiHa po3Mipy cepil
npomixHoro npogykty Compound 3 Ta BUXigHOI
KifIbKOCTi peareHTiB, L0 BUKOPUCTOBYETbCA AdI

HaTpito guknodeHaky Ha nnowagaui Unique

Chemicals, a came BuxigHa Kinbkictb N-
xnopaueTtun-2,6-guxnopaudeninamity (480 kr);
BUXiHa KiNbKICTb astoMiHito xnopugy (150 kr) Ta

BUXigHa Kinekicte N-xnopauetun -2,6-

anxnopaudeHinaminy (280 kr)
BUKopucToByBasimcb Unique Chemicals 3 camoro
nouatky; 3MiHu | Tuny - 3miHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo [ONYyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXKXHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BUpobHuLUTBa A®I (iHLWi 3MiHN) -
fopasaHHsa cneuudikauii 4ns BigHOBNEHOrO 2-
eTOKCVeTaHo Yy, L0 BUKOPUCTOBYETLCS B AOAATOK
[0 CBDKOMPUrOTOB/IEHOTO 2-eTOKCUETAHONY Y
BMPOGHULTBI AP| [lnknodeHaky HaTpito Ha
nnowagaui Uniqgue Chemicals; 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOYAKYM, 38 HEOOXIAHOCTI, MicLe
npoBefileHHsA KOHTPOJII0 AKOCTI), ab0 BNnacHuka
macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKWii 3aci6) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
nocbe, abo BMPOOHUKA HOBOI AOMOMIXKHOT
PEUYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
agpecu Micus NpoBaKEeHHS AisNbHOCTI
BMpobHMKa Cambay Organics gns BUXigHoOro
marepiany (xnopauetun xsiopuay), Wwo
3aCTOCOBYETLCA Yy BUPOOGHULTBI APl HaTpito
[nknochbeHaky, a came 3aMiCTb 3a3HaYeHO! agpecu
ochicy BMpO6HMKa HEOOXiAHO 3a3HaunTn agpecy
BMPOGHWYOT AinbHUL; 3MiHK | TUny - 3MiHK 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHW B NpoLeci
BMpO6HMLTBA AD| (He3HaYHa 3MiHa Y MpoLeci
BMpo6HULTBa A®PI) - HE3HAYHA 3MiHa Y npoLeci
BMPOGHULITBA NPOMiXHOro npoaykty Compound 2
(3miHa po3mipy Buxoay npoaykTy ansa Cragii 1;
TiNbKM ANA cepii MEHLLOro po3Mipy) ons
BMPO6HMYOI AinbHKLi Unigue Chemicals; 3miHu |
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tuny - 3MiHK 3 akocTi. A®l. BUpo6HMLUTBO. 3MiHM B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa Y
npoueci BupobHuLtea A®l) - He3HayHa 3MiHa y
npoueci BUPO6HMLITBA MPOMIXXHOIO NPOAYKTY
Compound 3 (3MiHa po3mipy BUXoAy NpoaykTy aons
Cragii 2; ons 6inbLIOro Ta MEHLIOro po3mipis
cepii) Ana BUpo6bHMYOI AinbHuui Unique
Chemicals; 3MiHu | TUny - 3miHK 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuuTea A®I
(He3HauHa 3miHa y npoueci BUpo6HuutBa Adl) -
He3HauyHa 3MiHa y npoLeci BUpo6HMLTBA
npomMixHoro npoaykty Compound 4 (3miHa
po3mipy Buxoay npoaykTty ansa Cragii 3) gns
BMPOGHUWYOI AinbHUL Unique Chemicals; 3minu |
TUny - AAMIHICTPaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBAaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOUaouK,
3a HeobXigHOCTI, MicLLe NPOBeAEHHS KOHTPOSIHO
AKOCTI), @60 BnacHvka macTtep-chaiina Ha A®Il, abo
nocravanbHuka API/BMUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HaYeHo y AOChbE Ha Nikapcbkuii 3acib) 3a
BIICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BW BUPOOHNYOI AiNbHUL, WO 34iACHIOE
KOHTPO/Ib AKOCTI Nif Yac Bupo6HuuTBa AdI
nuknochbeHak HaTpito (3 Novartis International
Pharmaceutical Ltd. Branch Ireland Ha Novartis
Intergrated Services Limited- International Service
Laboratory). Bupo6Huua ginbHuus ta yci
BMPOGHMYI onepaLlii 3a/IMLaloTbCs HE3MiHHUMK

40.

BOJ/IbTAPEH®

TabneTkun
racTpope3nCTEeHTHI No
50 mr; no 10 TabneTok y
6nictepi; no 2 6nictepu
B KOPOOGLi 3 KapTOHY

Hosapric
Papma Al

LLiseiiuapi
o

Hosapric
Carnik, lNga Be
Tapim YpyHnepi

CaH. Be Tik.
A.C.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiMbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHNL AN NPOBeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifaIbHOMO 3a
BUMYCK Cepiid, MicLle NPOBEAEHHSI KOHTPOSHO cepii)
abo noctavasibHMKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HaYeHo y [JOCbE) - BUAAIEHHS BUPOOHUKA
roTOBOro fikapcbkoro 3acoby HoeapTic ®apma
C.n. A., ITanisa (ansa ctagii BAPOGHMLTBO,
NepBUHHE NakKyBaHHS, BTOPUHHE NaKyBaHHS,
BMNYCK Cepii). 3MiHM BHECEHI B po3ginu

3a
peyenmom

He
nionsieae

UA/9383/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

"Brpo6HuMK" Ta "Micue3HaxomKeHHs BUPOOHMKa Ta
oro agpeca Micusi NPOBaKEHHS AiSNbHOCTI" B
IHCTPYKL,il0 418 MeANYHOro 3acTocyBaHHS
NiKapCbKOro 3acoby y 3B'3ky 3 BU/TyYEHHAM O4HOTO
3 BUPOGHUKIB, IK HAC/IJOK - BUNYYEHHS TEKCTY
MapKyBaHHS ynakoBKM MikapcbKoro 3acoby Ans
LibOro BUpo6HUKa. BBeeHHs 3MiH NpoTArom 6-tv
MicaLiB nicna 3aTBepaKeHHs; 3MiHu | Tuny - 3MiHK
3 AKocTi. A®l. Bupo6HMLTBO. 3MiHW B NpoLECi
BMpO6HMLTBA AD| (HE3HaYHA 3MiHAa Y MpoLeCi
BMPOGHMLTBA ADI) - HE3HAYHI 3MiHW Y NPOLECI
BMPOGHMLITBA NPOMIXKHOTO NPOAYKTY, SKWIA
3aCTOCOBYETLCA Y Npoueci BupobHuuTea A®| ans
eTany B1pobHunyTea Compound 2 Ha nnowaaui
Unique Chemicals, a came: gogasaHHs onui
BUKOPWUCTaHHS BiJHOB/IEHOrO PO3UYMHHUKA 2-
eToKcueTaHony; 3MiHa Temneparypu
oxonomkeHHs 3 300 Ha 600 4719 MEHLLOro po3Mipy
cepii (800 kr); 3miHa Buxogy Ans Compound 2 3
1450 kr Ha 1470 kr gns 6inbLoro po3mipy cepii
(1200 «r). B uinomy cxema cuHTesy Ad|
3a/IMLLIAETLCA HE3MIHHO; 3MiHM | TUny - 3MiHK 3
sKocTi. A®l. BupobHMUTBO. 3MiHa po3mipy cepil
(Bkntovaroun gianasorun) A®l abo NPOMKHOrO
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NPOLLECI
BUpo6HULUTBa AP| (3MEHLLEHHSA 06CsAry
BMpO6HMLUTBa A0 10 pasiB) - 3MiHa po3mipy cepii
npomikHoro npogykty Compound 3 Ta BUXigHOI
KiNbKOCTi peareHTiB, L0 BUKOPUCTOBYETbCA API
Hartpito guknodeHaky Ha nnowagui Unique
Chemicals, a came BuxigHa KislbkicTb N-
xnopaueTtun-2,6-guxnopgudpeHinaminy (480 kr);
BMXiAHA KiMbKICTb asltoMiHito xnopugy (150 kr) Ta
BMXifgHa KinbkicTb N-xsiopaueTvn -2,6-
anxnopgudeHinaminy (280 kr)
BMKopucToByBasimck Unique Chemicals 3 camoro
nouatky; 3miHu | Tuny - 3miHu 3 akocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea AP (iHWwi 3MiHW) -
JopasaHHsA cneuudikalii 415 BigHOBMNEHOrO 2-
eTOKCKeTaHony, L0 BUKOPUCTOBYETLCS B AOAATOK
[,0 CBIXOMPUIOTOB/IEHOTO 2-€TOKCMETaHONY Y
BMPOGHMLTBI A®| inknodieHaky HaTpito Ha
nnowaaui Unigue Chemicals; 3miHu | Tvny -
AAMIHICTPaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

Ta/abo agpecyn Micus NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa (BK/TOUauM, 3a HEOOXIAHOCTI, MicLe
npoBeAeHHs KOHTPOJII0 SKOCTI), abo BNacHuka
macTep-haiina Ha A®l, abo noctavasnbHuKa
Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPOOHULTBI AD|
(AKWO 3a3HauYeHo Y JO0CbE Ha NikapcbKuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEUYOBUHY (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHa
afipecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpo6HMKa Cambay Organics An1s BUXigHOro
mMartepiany (xsopaueTnn xaopuay), Wo
3aCTOCOBYETLCSA Yy BUPOOHULTBI AD| HaTpito
[vknodpeHaky, a came 3amicTb 3a3Ha4YeHOl agpecu
odpicy BUPOOHUKA HEObXIAHO 3a3HaunTK agpecy
BMPOGHWYOI AinbHNL; 3MiHW | TUny - 3MiHK 3
akocTi. A®l. Bupo6HMUTBO. 3MiHM B npoLeci
BUpo6HUUTBa AP| (He3HAYHa 3MiHa Y npoveci
BMpO6HULTBA API) - HE3HAYHA 3MiHa Y NpoLeci
BMPOGHMLITBA MPOMiXHOro npoaykty Compound 2
(3miHa po3mipy Buxoay npoaykty ana Cragii 1;
TiNbKN ANs cepii MeHLLOro posmipy) ans
BMPOGHMYOI ainbHui Unique Chemicals; 3minn |
TMny - 3MiHK 3 AKocTi. A®l. BUpo6GHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (HesHayHa 3MiHa y
npoueci BupobHuutea A®l) - He3HayHa 3MiHa Y
npoueci BUPOGHULITBA NPOMIXXHOI0O NPOAYKTY
Compound 3 (3MiHa po3mipy Buxofy NpoAyKTy Ans
Cragii 2; ons 6inblIOro Ta MeHLOoro po3mipis
cepil) Ana BUpo6bHMYOT AinbHuLi Unique
Chemicals; 3minu | Tvny - 3miHun 3 sKocTi. API.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HayHa 3MiHa y npoueci Bupo6bHuuTBa Adl) -
He3HayHa 3MiHa y npoueci BUpo6HuLTBa
npomikHoro npoaykty Compound 4 (3miHa
po3Mipy Buxoay npoaykty ans Cragii 3) ans
BMPOGHWYOI AinbHNL Unique Chemicals; 3minn |
UMy - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BKHOUaouM,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/THO
SIKOCTi), ab0 BnacHvKa macTtep-chaiina Ha A®Il, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y [0ChE Ha NiKapcbkuii 3acib) 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BMPOOHUKA HOBOI AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCbE) - 3MiHa
Ha3BW BUPOOHMNYOT AiNbHUL, L0 34iiCHI0E
KOHTPO/b AKOCTI Nif Yac BUpobHuuTBa API
avknodeHak HaTtpito (3 Novartis International
Pharmaceutical Ltd. Branch Ireland Ha Novartis
Intergrated Services Limited- International Service
Laboratory). Bupo6Huua ginbHuus Ta yci
BUPOGHMYI onepaLil 3a/IMWaTbCs He3MIHHUMU
41. | TEKCAKCUM® | | cycneHsia gns iH'ekuii; CaHodi ®paHuisa BVMPOGHMLTBO PpaHuia/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep roTOBOrO YropumHa 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii peyenmom
BAKUWHA ANA | nonepeiHbo Hepo3gacoBaHO 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
MPO®INAKTUK | 3anoBHeHWUX Lunpuuax 3 ro NPOAYKTY, 3miHa napameTpiB cneuudikauii Ta/abo
n ANDTEPII, 1-et0 (abo 2-ma) 3aMoBHEHHS, O0NYCTUMMX MEX FOTOBOTO J1iKapCbKoro 3acoby
MPABLSA, oKpemMumu rosikamu, no BTOPVHHE (iHWi 3miHW). 3miHa y cneumdikauii a8 roToBoro
KALUTHOKY 1 Wwnpuuy B KAPTOHHIN nakyBaHHs1, Hepo3dacoBaHoro npoaykTy (Final bulk product -
(ALENMONAPH ynakosui; no 0,5 mn (1 KOHTPO/b AKOCTI, FBP) Ta y cneundikauii Ha KiHeLb TepMiHy
un [03a) B nonepesHbL0 BUMYCK Cepili: NpVAATHOCTI A48 TOTOBOro po3d)acoBaHoro
KOMMOHEHT), 3aM0BHEHMX LWnpuuax 3 CaHodpi MNactep, npoaykty (End of Shelf-Life Specifications of the
FENATUTY B 1-et0 (abo 2-ma) dpaHLis; Filled Product) ans nokasHuka Hepaitis B potency
PEKOMBIHAHT | okpemumMu rosikamu, no BUPOGHMLTBO test, a came: foaBaHHA OAVHUL BUMIPIOBaHHS
HA, 1 wnpuuy B roToBOro Antigenic Unit (AU)/mL 3rigHo pekomeHgauiii EMA
MNONIOMIENITY | cTaHfapTHO-eKCMOPTHiN Hepo3dacoBaHo Ta 3MiHa Ha3Bwu TecTy In-Vitro Relative Potency
IHAKTUBOBAH | ynakoBuj, fika MICTUTbCS ro NPOAyKTY, test (IVRP) Ha Hepatitis B antigenicity titer .
ATA Y KapTOHHIli kopoobL,i 3 BTOPVHHE TepMiH BBEL,EHHS 3MiH - ceprnieHb 2024. 3minu ||
3AXBOPHOBAH | iHCTpyKuieto ans nakyBaHHs TUMy - 3MiHW 3 AKOCTi. [0TOBWIA NlikapcbKuii 3acio.
b, MeanYHoro (wnpuun), KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
CNPUYNHEHWN 3actocyBaHHs; no 0,5 KOHTPO/b SKOCTI, MeTo4ax BUNPOOYyBaHHS rOTOBOTO JiKapCbKOro
X mn (1 posa) B BWMNYCK Cepiii: 3acoby (cyTTeBa 3MiHa y
HAEMOPHILUS | nonepefHbo CaHodpi MNactep, 6ionoriyHoMy/imyHONOr4HOMY/iMYHOXIMIYHOMY
TANY B 3anoBHEHUX LWnpuuax 3 dpaHuis; MeToZi BUnpobyBaHHs abo MeTogi, y AKoMy
KOH''OrOBAH 1-et0 (abo 2-ma) BTOpPUHHE BMKOPWCTOBYETbLCA 6i0M10riYHUIA peareHT, abo ix
A, oKpemMumu ronikamu, no nakyBaHHs, 3aMmiHa, abo 6iosoriyHoro npenapary NnopiBHAHHSA
AQICOPBOBAH | 10 wnpwuiB B KAPTOHHIi BWMNYCK Cepiii: (cTaHpgapTHOro Npenapary), WO He 3a3HavyeHuii y
A, PIOKA ynakosui; no 0,5 mn (1 CaHodi-ABEHTIC 3aTBEepAXEHOMY NpOTOKONi). 3amiHa cepil

[03a) B nonepesHbL0
3anoBHEHMX LWnpuLax 3
1-et0 (abo 2-ma)
OKpPemMVMU rofikamu, no
10 wnpuuis B
CTaHAAapPTHO-EKCMOPTHIN
ynakoBLii, fika MiCTUTbCA
Y KapTOHHIli kopoobL,i 3
iHCTpYKLUi€to Ans
MeAnYHOro
3acTocyBaHHs; no 0,5

MpaiiBiT Ko.
niTa,,
Mnartcpopma
NOricTvkn Ta
AncTpubyuii y m.
Bypanewr,
YropLmHa

eTa/I0HHOI CTaHAAapTHOT BakLMHK, SKa
BMKOPUCTOBYETLCA AN TecTiB Hepaitis B In-Vitro
Relative Potency test (IVRP) i Hepaitis B percent
adsorbtion test 3 BignosigHWm MpoTokoom
kBanidikauii. 3arsepgxeHo: DTaP-IPV-HB-Hib
batch P3F32. 3anponoHoBaHo: DTaP-IPV-HB-Hib
batch U3G48. TepmiH BBeZleHHS 3MiH - ceprneHb
2024.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
mn (1 posa) y
hnakoHax, no 10
(h/TaKOHIB Y KapTOHHii
ynakosLi; no 0,5 mn (1
[03a) y donakoHax, no
10 donakoHiB B
CTaHAAPTHO-EKCMOPTHIN
ynakoBLii, fika MiCTUTbCA
Y KapTOHHii kopobui
42. | TEHOTPOMIH® | nopoLuok Mdpaiizep IHk. CLIA NOBHUIA LMK Benebrisi/ BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a He UA/11798/01/01
niogpinizoBaHWin Ta BUPOGHMLTBA, HimeuwunHa | 3miHu Il TUny - 3MiHK Wopao 6e3nekn/eddekTUBHOCTI |  peyenmom | ridssieae
PO3UMHHWK A/151 PO3UUHY BWMNYCK Cepil: Ta chapmakoHarnsagy. 3miHa y KopoTkili
Ans iH'ekuii no 16 MO Mdpaiizep XapaKTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
(5,3 wmr); 1 nonepeaHbO MeHtohekuypuH MapKyBaHHS Ta IHCTPYKLii Ana MefuyHOoro
HanoBHeHa pyuka, Lo r benbris HB, 3acToCyBaHHA Ha nigcTasi perynsipHo
MicTUTb 1 fBOKAMEpHWIA Benbris; OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neku NikapcbKoro
KapTpuax (nepegHs BUPOBHMLTBO in 3aco6by, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
Kamepa 3 MOpOLLKOM Ta bulk, KoHTpOsb nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
3aJHA Kamepa 3 AKOCTI, ab0 K pe3ynbTar OLiHKM 3BiTY 3 JOCIIKEHD,
pO34MHHKKOM Mo 1,14 nepBuHHE npoBefeHuX BiANOBIAHO A0 NNaHy negiaTpuyHmX
M (M-kpesosn, maHiT (E nakyBaHHs: pocnipxeHb (PIP) (3miHa noTpebye nogasibLIoro
421), Bopa ans Betep dapma- 06r'pyHTYBaHHSA HOBMMM A0AATKOBUMY AAHUMM) -
iH'EKUINA)), Y KAPTOHHIA PepTuryHr rmex 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
Kopobui; 1 nonepegHbLo i Ko. KT, 3aCcTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
HanoBHeHa pyuka, Lo HimeuunHa "Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
MicTUTb 1 BOKAMEpPHMWIA iHbopmaLii 3 6e3neku Aitoyoi pevyoBUHU
KapTpuopx (nepegHs comarponiHy 3rigHo 3 pekomeHgauismm PRAC.
Kamepa 3 MOpOLLKOM Ta BBefeHHs 3MiH NpoTArom 9-Tu MicAuiB micns
3aHA kamepa 3 3aTBEPAKEHHS
PO34YMHHMKOM Nno 1,14
M (M-Kpeson, MaHiT (E
421), Boga ansa
iH'EKUN)), Y KAPTOHHIW
Kopo6Ui
43. | TEHOTPOIMIH® | nopoLuok Mdpatizep IHK. CWA Mdcpaiizep Benbris BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a He UA/11798/01/02
niocpinisoBaHuii Ta MeHtohekuypuH 3MiHn Il Tuny - 3MiHK Wop[o 6e3nekn/edPeKTUBHOCTI peyenmom nionsieae
PO3UYMHHWK /151 PO3YUHY r benwria HB Ta chapmakoHarnsgy. 3miHa y KopoTkili

Ans iH'ekuii no 36 MO
(12 mr); 1a6o 5
norepegHLo
HanoBHEHWUX PYYOK, LLO
MiCTATb 1 BOKAMEPHUIA
KapTpumx (nepeaHs
Kamepa 3 MopoLLKOM Ta
3aHA Kamepa 3
PO34MHHMKOM Mo 1,13
M (M-kpeson, maHiT (E
421), Boga Ans iH'exuiin))

XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynsapHo
OHOB/IOBAHOrO 3BITYy 3 6e3neKkn NiKapCbKoro
3aco6by, abo AocnigpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLHKM 3BIiTY 3 fOCAIIKEHD,
npoBefeHnX BiANOBIAHO [0 MaaHy negiaTpuyHnx
pocnimpkeHs (PIP) (3MiHa noTpebye nogasbLuoro
06r'pyHTYBaHHSA HOBUMW AO4ATKOBUMW AaHUMU) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOXHA, Y KapTOHHIl 3acToCyBaHHA NMikapcbKoro 3acoby A0 po3ainy
Kopo6Li; 1 abo 5 "Mo6ivHi peakui’™ BigNOBIAHO O OHOB/EHOT
nonepegHL0 iHchopMmawii 3 6e3nekun fjtoyoi pevyoBuHN
HamnoBHEHWNX PYYOK, L0 comaTponiHy 3rifHo 3 pekomeHAaLismu PRAC.
MicTTb 1 ABOKAMeEpHUiA BBefeHHA 3MiH NpoTAroM 9-Tu MicALiB nicns
KapTpuax (nepegHs 3aTBEPMKEHHSA
Kamepa 3 NopoLLKOM Ta
3a7HA kamepa 3
PO34MHHMKOM no 1,13
M (M-Kpeson, MaHiT (E
421), Boga oNns iH'exuiin))
KOXHa, Y KapTOHHIi
Kopo6ui
44. | TENAPUH- renb, 600 MO/r, no 30 r MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/2577/01/02
AAPHNUA y Ty6i; no 1 Ty6i B navui "®apmauesTu "dapmaLeBTUUH 3MiHM | Tuny - 3miHK 3 sakocTi. CepTuddikat peyenma
yHa chipma a chipma BignosigHocTi/lE-cepTudikat BignoBigHOCTI
"OapHuus” "NapHuus” €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BYKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[O0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAaHHA OHOB/IEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 2005-270-
Rev 11 (3atBepmkeHo: R1-CEP 2005-270-Rev 10)
ana A®l renapuHy HaTpito Bif, BXe 3aTBEpAKEHOro
BMpo6HuKa Hebei Changshan Biochemical
Pharmaceutical Co., Ltd., China.
45. | TEPUENTUH® niogpinizat gna TOB «Pouw YkpaiHa Brpo6HMLUTBO CLUA/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/13007/01/01
KOHUEHTparty A/ Ykpaina» Hepo3gacoBaHo | HimeyunHa/ 3MiHK | TUny: 3miHKM 3 AkocTi. ADl. BupobHuLTBO. peyenmom
PO34UHy ANs iHQysili no T npoAykuii, LLiBeiiuapis 3MiHM BMNPO6YBaHb abo AONYyCTUMUX MEX Y
150 wr, niodpinizat gns nepsuHHe npoueci BupobHuuTea A®I, L0 BCTAHOBMEHI y
KOHLeHTpaTty Ans nakyBaHHS: cneumdikauisax (fofaBaHHA HOBOro BUNPOOYBaHHSA
PO34MHY ANs iHY3ii y LbxeHeHTeK IHK., Ta JONyCTUMUX MEX) - [0faHO aslbTepPHATUBHWIA
hnakoHi, no 1 chnakoHy CUA; MeToZ cnekTpockonii B Y®-snanMux o6nactsx 3a
B KQpPTOHHI kopobui Brpo6HMUTBO ponomoroto cuctemu SoloVPE Slope ans
Hepo3g)acoBaHO BM3HAUYEHHS KOHLLeHTpaL,ii 6iska y npoueci
T npoayKu,i, BMPOGHULITBA Ai040T peYOBMHN TpacTy3symaby 6e3
nepBuHHE 3MiHK gjlounx mex; 3MiHun | Tuny: 3MiHK 3 SKOCTI.
nakyBaHHs, A®l. Bupo6bH1uTBO. 3MiHM BUNpobyBaHb abo
BTOPVHHE O0NyCTUMUX MEX Y mpoueci  BupobHuuTtea AdI,
nakyBaHHs, L0 BCTaHOB/EeHI y crieunddikauisx (iHwi 3mMiHu) -
BUNPOOYBaHHSA 3MiHU BUNPOBYBaHb Ta AOMYCTUMUX MEX Y

KOHTPO/IO

BMPOGHUYOMY MpoLLeci AitoH0i pevyoBUHM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

SIKOCTI, BUNYCK
cepii: Poww
[iarHoctukc
v6X,
HimeuumnHa,
BTopuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O
SIKOCTI, BUNYCK
cepi:
®.XothdmaHH-
Na Pow N1p4,
LLiBeiiuapis

TpacTy3ymaby Ha BUpOGHMUMX AinbHMLAX Roche
Diagnostics GmbH, Germany Ta Roche Singapore
Technical Operations Pte. Ltd., Singapore, a came

Y3rOPKEHHS BUNPOOYBaHHSA Mikonaasmu 3a
[0MoMOro BUKOpUCTaHHA meToavku MNP ansa
Mikonaa3Mu, BKIHOYaOUM 10AaTKOBUIA NO3UTUBHWI
KOHTPO/b (3 AoAaBaHHAM xmuBoi M. orale) ans

TecTyBaHHs trastuzumab IV Ta trastuzumab SC;
3minu | Trny: 3MiHn 3 akocTi. A®Il. KoHTponb AdI.

3MiHa y napameTpax cneuudikauii Ta/abo

LONyCTUMUX MeX, BU3HaYeHMX Yy cneumdikalisx

Ha A®I, abo BUXiZHWIA/NPOMIKHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BupobHuLTBa A®I (0ONOBHEHHSA
cneumdikaLii HOBUM NOKAa3HWKOM SKOCTi Ta
BiANOBIAHUM METOA40M BMNPOOYBaHHS) -

BMNpoBaXeHo TecT «Bioburden» (3 gonycTumoto

Mexeto < 10 KYO/10 mn) o ceptudikaTty aHanisy
Ha Bunyck trastuzumab |V Bupo6HuyTBa Roche
Singapore Technical Operations Pte. Ltd.,
Singapore; 3miHn | Tuny: 3MiHK 3 AkocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHsS
A®| abo BUXiAHOrO MaTepiany/NpoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTogax
BMNPO6YBaHHsA (BKIOUaloun 3aMiHy abo
[0NOBHEHHA) AD| abo BUXIAHOro/NPOMIKHOTO
NPOAYKTY) - AO0LAHO a/lbTEPHATVBHE
BUNPo6yBaHHs igeHTUdikauii (NuPage Gel test)
[ONA Tifponi3oBaHoro NeENTOHY, LLO
BVIKOPVCTOBYETbLCSA MNPV BUPOGHMUTBI trastuzumab
IV Ha BMpo6HWuii ainbHui Roche Diagnostics
GmbH, Germany; 3miHu | Tuny: 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax
BMNpo6yBaHHA A®I| abo BUxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo

BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(iHwWi 3MiHM y MeToaax BUNPobyBaHHsA (BK/IOYaUM

3amiHy abo gonoBHeHHs) APl abo
BWXi4HOr0/MPOMiXXHOIO NPOAYKTY) - OHOB/IEHHS
MeTOAMKM 3a NokasHukom «Polysorbate 20
Content» npu BUNYyCcKy Ail04OT pEYOBUHN
TpacTy3ymaby Ha BMPOGHUUIli AinbHULI Roche
Diagnostics GmbH, Germany, a came, B NpOTOKONi
iHXeKUili 3MIHEHO KiNbKICTb BUNPOBYBaHOro 3paska
(3 «He BM3HAYEHO» Ha «MakcuMym 3
BMNPO6YBaHUX 3pa3kiB Ha aHani3 KifibKiCHOro
BM3HAYEHHS») Ta BNPOBa)KEHO HOBI KpUTepIi
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NpUAATHOCTI CUCTEMU A/15 TOYHOCTI Ta MOXNOKK
aHani3y Ki/ibKiCHOro BU3Ha4YeHHs1; 3MiHu | Tuny:
3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHK
BMNPOGYyBaHb abo AOMYCTVMUX MEX Y NPOLECi
BMPO6HULTBA A®DI, 1110 BCTAHOB/EHI Y
cneumdikauisx (foAasaHHA HOBOro BUNPOByBaHHSA
Ta AONyCTUMUX MeX) - OAaHO BUNPOOYBaHHS Ha
eHAoTokeuHY (LAL test) y nyni ProSep VA B
npoveci BUpo6HULITBA Ai0HOT PEYOBUHN
TpacTy3ymaby Ha BUpOGHWUili ginsHuyi Roche
Diagnostics GmbH, Germany; 3MmiHu | TUny: 3miHn
3 AKocTi. A®l. Bupo6HMLTBO. 3MiHW B NpOLECi
BMpO6HMLTBA AD| (He3HaYHa 3MiHa Y MpoLeci
BMpo6GHULUTBa API) - 3MiHA BEPXHBLOI MeXi
3HaueHHs1 pH ans iHakTMBaLii Bipycy y npoueci
OUVILLIEHHS [il04O0T PEYOBUHN TpacTy3ymaby Ha
BMPOGHMUIli ainbHULi Roche Diagnostics GmbH,
Germany (3aTBepaXeHo: < 3,7; 3anponoHOBaHO: <
3,6); 3MiHn | Tuny: 3miHM 3 AkocTi. AdI.
Brvpo6HMuTBO. 3MiHM B npoveci BUpobHuuTea Ad|
(He3HayHa 3miHa y npoueci BupobHuuTBa Adl)-
3MiHa gjanasoHy BUCOTU Liapy B aHIOHOOOMIiHHIl
xpomartorpadii (Q-Sepharose Fast Flow) y
NPOLIECi OUULLLEHHS [il040i PEYOBUHMN
TpacTy3ymaby Ha BMPOGHUUIli AinbHULI Roche
Diagnostics GmbH, Germany (3aTBepxeHo: 19+2
CM; 3anponoHosaHo: 17,5 — 21,5 cm); 3miHu | Tuny:
3miHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa Y
npoteci Bupo6HuuTa Adl)- 3MiHa BEPXHLOI MeXi
TUCKY Mif Yac HaHodinbTpaLii y npoueci
OUVLLEEHHS [il040T PeYOBUHM TpacTy3ymaby Ha
BMPOGHWYIi ainbHUUI Roche Diagnostics GmbH,
Germany (3arBepzxeHo: < 2,8 bar;
3anpornoHoBaHo: < 2,7 bar); 3miHun | Tuny: 3miHu 3
akocTi. A®l. BupobHMUTBO. 3MiHa BUPOGHUKA
BVXifHOrO/MPOMDKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUpOGHMYOMY npoueci AdI,
abo 3miHa BNpOGHYKa (BKNoYaroun, ge HeobxigHo,
MicLe NpoBefeHHs KOHTposIo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[ocbe)(iHLWi 3MiHN) - A0 DYHKLA 3aTBEpKEHOTO
BMPOOHUKa, Aito40l pevyoBUHY TpacTy3ymaoy,
Roche Diagnostics GmbH, Germany gogaHo
ChYHKL,i10 KOHTPO/IIO Ail04OT PEHOBVHN NpK
LoCNimKEHHsX cTabiNbHOCTI, Y AKOCTI
albTePHATUBHOI AiNSAHKW; 3MiHW | TUny: 3MiHKW 3
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akocTi. A®l. BupobHuuTBO. 3MiHM BUNpOobyBaHb
abo fonycTUMUX MeX y npoueci BUpo6HMLTBA
A®I, 1o BCTaHoB/MEHI Y cneundikauisx (iHwi
3MiHW) - 3MiHV BUNPOGYBaHb Ta A0NYCTUMUX MEX Y
BUPOGHMYOMY NPOLLECT [il04HOT PEYOBUHYN
TpacTy3ymaby Ha BUPOGHMUIli AinbHULI Roche
Diagnostics GmbH, Germany, a came: - 3MiHV A0
onucy KynbTUBYBaHHSA KNITUH Ta 360py KNITUH
(OHOBMIEHHS MaKCYMasIbHOTO KTITUHHOTO BiKY Ha
OCHOBI NOYATKOBOTO NiAPaxyHKy B rO/I0BHOMY
6aHKy k1iTuH (MCB) 155 gHiB 3amicTb
nonepeaHbLOro MakCMMasIbHOTO Yacy
KyNbTUBYBaHHS A5 cneundivuHnx poboumx 6aHkis
KNiTWH, 127 OHIB; OHOBMEHHA TabauLb Woa0
cknagly cepefoBuLL, ANS KYNbTUBYBAHHSA KNITUH 3
METOI0 YTOUHEHHS fiana3oHiB cknagy
CEeNEeKTMBHOTO Ta HeCeNeKTUBHONO CepefoByLL,
[Ans eTaniB KyNIbTUBYBAHHS K/NiTWH; OHOB/IEHHS
cKnafly cepefioBuULL, AN KYNIbTUBYBAHHSA KITVH Ta
PO34MHY MIKPOENEMEHTIB 3 Lji/IbOBUM 3HAYEHHSIM,
06 Big06GpasnTK JONyCTUMI Aiana3oHu
KOHLIeHTpAaLii nopoLiky 6a30BOro cepefoBuLLa i
KOMMOHEHTIB cepeAoBuLLa, 3apeECTPOBaHNX A/1s
HLUMX BUPOBHMYMX AiNIbHULD Ai0YOi PEYOBUHU
TpacTy3symaby, 6e3 3MiHU Li/IbOBUX 3HAYEHD);

- 3MiHW A0 ONMCy NPOLLECY OYMLLEHHA Ta
Moaudbikalii (BUAANEHHA HEKPUTUYHKX AeTaneit
onucy po6oTun Ans onepavuii NpPOMMBaHHA 3
rpafieHToM 418 KOpOTKOro onucy npouecy

OYMLLEHHS KATIOHOOOMIHHOI KOJIOHKOBOHO
XpomaTorpadieto; 3MiHa HEKPUTWUYHOI AeTasTbHOT
iHbopmawii y onuci npouecy o4nLLLEHHS
KaTiOHOOO6MIHHOI KOMTOHKOBOK Xpomartorpacieto
(«npu6sIM3HO 8 06’EMIB KO/TOHKM» 3aMiHEHO Ha «3a
noTpe6oto». OpuriHasibHUA onnc 6yB
npusHayeHnii 4ns npunagy, a He sk
pernamMeHTOBaHWi napameTp npouecy); AoAaHo
[0MyCTUMY MeXy NP KOHTPOSI KOHLEHTpaLLiii
6inka Ha eTani TaHreHLias1bHOi NOTOKOBOT
dhinbTpavii; OHOBMEHO po3ain penpoLeciHra
(noBTOPHOT 06POOKN) CTOCOBHO 3a3HAUYEHHS
MOX/IMBOCTi MPOBEAEHHSA [0 TPbOX NMOBTOPHMX
hinbTpawiii Ha BCiX BUPOOHUYNX [iNsHKaX, ane
TiNbkM gnsa Tpactysymaoby |V BignosigHo oo
BaslifaLii BApoObHMYOro npouecy);
- 3MiHM A0 OMUCY Ky/NbTVMBYBaHHS KNiTVH Ta 360py
KNITUH (OHOB/IEHHS MaKCUMasIbHOTO K/TITUHHOTO

BiKY; OHOB/IEHHSI Tab/MLpb LWOAO cKNagy
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cepefoBuLL, A5 KyIbTUBYBAHHS KNITUH;
OHOB/IEHHA CkNafdy cepefoBuLL, AN1A
KyNbTUBYBaHHS K/NITUH Ta PO3UNHY

MIKPOE/IEMEHTIB 3 Lii/IbOBNM 3HAYEHHSAM);

- 3MiHW A0 ONMCy NPOLLECY OUMLLEHHA Ta
Moauddikalii (BUAANEHHA HEKPUTUYHKX AeTaneit
onucy po6oTu Ans onepauii NPOMMBaHHA 3
rpafieHToM A9 KOpOoTKOro onucy npouecy
OYMLLEHHS KATIOHOOOMIHHOI KOJIOHKOBOHO
XpomaTorpadieto; 3MiHa HEKPUTWUYHOI AeTasTbHOT
iHbopmawii y onuci npouecy o4nLLEHHS
KaTiOHOOBGMIHHOK KO/TOHKOBO Xpomatorpadieto;
[0AaHO [0MYyCTUMY MEXy Npu KOHTPO-i
KOHLIEHTpALiil 6isika Ha eTani TaHreHuianbHOT
NOTOKOBOI (hiNIbTpaLii; OHOBNEHO PO34in
penpotieciHra (NoBTOPHOT 06P0O6KM) CTOCOBHO
3a3HayeHHs MOX/IMBOCTI NPOBEAEHHS A0 TPbOX
NOBTOPHMX (INbTPALL/i HA BCIX BUPOBHNYMNX
AinsHkax, ane Tinbku Ansa Tpactysymasy V).
3MiHM | TUNy: 3MiHK 3 AkocTi. APl BUpOBHULTBO.
3MiHu BUNpobyBaHb abo AOMYyCTUMUX MEX Y
npoueci BupobHuuTea A®I, 10 BCTAHOBEHI y
crneundikauisx (iHWi 3mMiHW), 3MiHX BUNpobyBaHb
Ta AONYyCTUMUX MEX Y BUPOBHUYOMY npoLieci
Ail040T peYOBVHN TpacTy3ymaby Ha BUPO6HUYIi
ainbHuuUi Roche Singapore Technical Operations
Pte. Ltd., Singapore, a came Ha cTagii
OCTaTOYHOIO OYMLLEHHSA A0AAHO AONYCTUMI MeXi
A5 BUNPOGYBaHHS Ha H6akTepiasibHi eH0TOKCUHM,
pH Ta 6ydep nonicopbary 20;
3minu | TUny: 3MiHn 3 akocTi. A®l. Bupo6HMUTBO.
3MiHM BUNPO6YBaHb ab0 A0NYCTUMUX MEX Y
npoueci Bupo6HuUTBa A®I, L0 BCTAHOBNEHI Y
cneumdikauisx (iHLWi 3MiHW) - 3MiHWM BUNPOGYBaHb
Ta JoNyCTUMUX MEX Y BUPOBHNYOMY MPOLIEC
NPOMDXHOI peyoBUHM TpacTy3ymaby Ta Aitouoi
PeYoBMHM TpacTy3ymaby Ha BUPOOHUYINA AinbHNL
Roche Singapore Technical Operations Pte. Ltd.,
Singapore, a came:

- 3MiHM 0 OMUCY Ky/NbTVMBYBaHHS KNiTVH Ta 360py
KMiTVH (OHOBNEHHS TabnuLpb WoAo cknagy
cepefoByLL, AN KybTUBYBAHHSA KITUH);

- 3MiHM W00 KOHTPOJIIO KPUTUYHMX CTagii
(OHOBMIEHHSA KOHTPO/IIO NPU NPOLLEC OUULLIEHHS
trastuzumab v1.1 (aofaHO BU3HAYEHHS
KOHLeHTpaLii 6ika 3 AOMyCTYMO MEeXeto B Ny
npu ynetpadineTpadii/giadinetpauii (UF/DF));

- 3MiHM [0 onucy KyNbTWUBYBAHHA KNiTWH Ta 360py
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KNiTUH gns trastuzumab SC 3 MeTol0 rapMoHi3auii
onucy npoLecy KynbTypu KiTWH trastuzumab 1V

enekTpogopesy B NPUCYTHOCTI godeuuncynbgary
HaTpito (CE-SDS) y HeBigHOBMOBa/IbHUX YMOBaX;
- 3BY)XXEHHS JONYCTUMUX MEX 3a NOKa3HUKaMu

BunyyeHHA 3a3HavyeHoro nokasHuka He Br/vHe Ha

NoKasHUK «OAHOPIAHICTL Mack HaNOBHEHHS», WO

METOH 3aMiHM MOYaTKOBMX OMMUCIB r106asIbHUMK

3MiHK | TUNYy: 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.

[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - 3MiHK cneundikadii Ta meToais

- 3aMiHa HaniBKi/IbKICHOTO MEeTOAY KaninsipHOro
enekTpogopesy B NPUCYTHOCTI godeuuncynbgary
HaTpito 3 6e3reneBum npocitoBaHHAM (CE-SDS-

(oHOBNEHO ONMC NOCIBHOI NOCAIJOBHOCTI KNITUHHOT
KyNbTypy Ta BiANOBIAHUX G/IOK-CXEM);
3MiHM | TUNy: 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTpOosib roTOBOro NikapcbKoro 3acoby
(iHWi 3MiHW) - 3MiHK cneundikadii Ta meToais
KOHTPO/O SIKOCTI Npum BUnycky M3, a came:
- 3BY)KEHHSA A0MNYCTUMUX MEX 3a MOKa3H1KamMu
«HeBuanmi yactkm», «Konip BiZHOBNEHOro
po3unHy», «pH», «Huctota» (Metogamu SE-HPLC
(moHomep) Ta IE-HPLC Peak 4) 3 gogaBaHHAM
[00aTKOBUX [EeCATKOBUX 3HaKiB, «Boga»
(BK/TIOYEHHA [,OAATKOBOI 3HAYYLLOT Lmudpu);
- foAaHo MeTo BUNPOOYBaHHA A5 BU3HAYEHHS
BMICTY BOAM Ha OCHOBI METOAMKM BUMIPIOBaHHS
61MKHBOTO IHPaYEePBOHOIO CNEKTPasibHOro
Aiana3ony (NIR), ik anbTepHaTUBHOrO MeToay A0
3aTBepmxeHoro metody Kapna ®iwepa;
- l0AaHO anbTepHaTUBHWIA MeTog Y-
cnekTpocKonii (rpaBiMeTpUYHMA) AN BUSHAYEHHS
nokasHuka «BmicT 6inka»;
- BUTyYEeHO NoKasHWK «OQHOPIAHICTL A030BaHNX
OAMHULb» 3 METOI NpUBELEHHS cneuudikauii B
YKkpaiHi Ao cneumndikauii 3apeectpoBaHoi B EC.

AKicTb J13, OCKiNbkK y cneundikavii 3aTBepaKeHo

BiANoBiAae 3apeecTpoBaHili cneyndikauii €C;
- pegakuiiiHi NpaBkM 40 aHaNITUYHUX METOAVK 3
onuncamu;

3MiHa napameTpiB cneuudikauii Ta/abo

KOHTPOIO SIKOCTi /13 NpoTAroM TepMiHy
NpUAATHOCTI, a came:

NGS) Ha KinbKiCHUIA MeToA KaninsipHoro

«HeBuaymi yacTkm», «Konip BigHOBMEHOrO
po3unHy», «pH», «4uctota» (Metogamn SE-HPLC




53

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

(MoHOMep) Ta fofaBaHHAM [0AaTKOBUX
[eCATKOBOro 3HaKy [0 J0NyCTUMUX MeX ANS niky 3
i niky 4 metogom IE-HPLC;

- BNPOBaKEHO a/IbTEPHATUBHUI METOf,
BM3HAYEHHSA LiNiICHOCTI repmeTusauii KoHTeliHepy
[ON15 3aMiHN METO/iB 3a NoKasHukamu
«CTepwWIbHICTb» NPOTArOM TePMiHy NPUAATHOCTI;
- BUJlyYEeHO BU3HAYEHHS BMICTY BOAW,
OCMOJIASILHOCTI Ta 6akKTepia/ibHNX EHA0TOKCUHIB
NPOTAroM TepMiHy NPUAATHOCTI
3MiHM | TUNy: 3MiHK 3 AkocTi. APl BUpOBHULTBO.
3MiHu BUNpobyBaHb abo AOMYyCTUMUX MEX Y
npoueci BupobHuuTea A®I, 10 BCTAHOBEHI y
cneyudikauisix (fogaBaHHA abo 3aMiHa
BMNPOGYBaHHSA 3a pesynbTatamu JOCNiMKEHb 3
6e3nekn abo AKOCTI) - 4oAaBaHHA HOBOrO METOAY
BunpobyBaHHs (M/1P Leptospira) B npoLeci
BMPOGHULITBA AiH0HO0T PeYOBUNHU TPacTy3ymady Ha
060X BMPOGHMUYMX AinsHkax Roche Diagnostics
GmbH, Germany Ta Roche Singapore Technical
Operations Pte. Ltd., Singapore;
3MiHM | TUMY: 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKuiA
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHW)(B -NprBeAEeHHA AONYCTUMUX MEX 3a
NnoKa3HUKOM «OCMONSAMBHICTb» Y BIANOBIAHICTL A0
maTepianis 3apeecTpoBaHoro Aocke B E€C.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS; 3MiHN | TMny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTpOb rOTOBOrO
nikapcbKkoro 3aco6y. 3MiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
nNikapcbKoro 3aco6y (iHLWi 3MiHN) - MPYBEAEHHS
[OMNYCTUMUX MEX 3a MOKa3HUKOM «BMiIcCT 6isika» y
BIANOBIAHICTL 40 MaTepianis 3apeecTpoBaHoOro
nocbe B €C. BBeAeHHS 3MiH NpOTArom 6-Tu
MicaLiB nicns 3atBepoKeHHs; 3MiHK | Tuny: 3MiHu
3 aKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMmX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIDKXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(3BYXXEHHSA AOMYCTUMMX MEX, BU3HAYEHUX Y
cneumdikauii) - 3ByXXeHHS JOMYCTUMUX MEX
BU3HAYeHHs adlyKo3nnboBaHUX IikaHis 3a
nokasHukom «Relative Glycan Distribution by
2HILIC-UHPLC» y cneumdikauii Ha API
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(3aTBepaxeHo: 4 — 11,7%; 3anponoHoBaHo: 5,5 —
11,7%). BBefieHHA 3MiH NPOTArom 6-Tn MicsiLiB
nicna 3aTeepmkeHHs; 3miHu Il Tuny: 3miHu 3

akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTuMmnx Mex,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHWi 3miHW) - fo cneyudikauii Ha gilovy pevyoBuHy
TpacTy3ymab A0AaHO BU3HAYEHHS
ad1yko3uIboBaHUX rAikaHiB 3 KpUtepiamu
npuiHATHOCTI 4 — 11,7% 3 BiANOBIAHMM METOAOM
BMNpobyBaHHA 2-AB HILIC-UHPLC (pignHHa
Xpomatorpadqis rigpodinbHoi B3aeMog;i -
HagBMcokKoehekTMBHA pignHHa XpomaTorpadis 3
2-amiHo6eH3amigom; 3miHu |l Tuny: 3MiHK 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHM BUNpobyBaHb abo
[ONyCTUMMX MeX y npoueci BUpobHuuTea Adl, o
BCTaHOB/EHi y crneuudikayisax (iHWwi 3MiHW)- 3MiHN
BMNPO6YBaHb Yy BUPOOGHNYOMY NPOLECi MPOMDKHOIO
NPOAYKTY TpacTy3ymMaby Ta Aito4oi peyoBUHU
TpacTy3ymaby, a came:
- BUJasIeHo BM3Ha4YeHHS bisika A Ha BUPOGHWUIl
AinbHuui Roche Singapore Technical Operations
Pte. Ltd., Singapore;
- 3amiHa MeToay ctyniHyacTa MNJ1P Ha meTog MNP
B PEXUMI peanbHOro yacy A1 BUSHauYeHHs
Mikonniasmu, 6e3 3mMiHW KpUTepiiB NPUAHATHOCTI;
- 3aMiHa MeToAy BUSIBNIEHHSI NapBOBIPYCYy rPU3yHIB
Ha OCHOBI IHAVMKATOPHUX KNITUH (aHani3 324K) Ta
TpaguuiiHoro metogy MNJIP ANna BUSBNEHHA
napBoBipycy rpuayHis Ha metog MN/1P B pexumi
peanbHOro Yacy A5 NapBoBipyCy rpusyHis, 6e3
3MiHW KpUTEpIiB NPUAHATHOCTI;
- 3MiHW 10 KOHTPO/IK0 GiOHAaBaHTAXEHHS (3BY)XXEHHS
Ta rapMoHi3auis AonyCTUMUX MeX
GioHaBaHTaXEHHS MNPV BHYTPILLHLOBUPOGHUYOMY
KOHTpONI AN1A MiKpo6ionoriyHux gocnimKeHsb
HecTepuIbHUX MaTepiasis Ta OHOB/IEHO METOZ,
BM3HaveHHs TAMC ans 3paskiB KySbTypy KNiTWH
nepeg 36opom Bpoxato (PHCCF) gnisa TecTyBaHHS,
BUSIB/IEHHS | NepepaxyBaHHA aepoToNepaHTHUX
aHaepobHNX opraHi3mis);
- 3MiHa BepXHbOI MeXi Temnepartypm yacy
BUTPVMMKW Ha eTani BUPOGHNYOro npoLiecy, sika B

[ocbe Gyna NoMuIKoBo 3asiBneHa sik 33 °C,
3amicTb 30 °C;

3MiHuW Il Trny: 3MiHn 3 sikocTi. A®Il. KoHTposb AdI.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3MiHa y napameTpax cneuudikauii Ta/abo

LONyCTUMUX MeX, BU3HaYeHMX Yy cneumdikaisax
Ha A®I, abo BUXigHWIA/NPOMIKHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HULUTBa AP (iHLLi 3MiHK)- 3MiHK
cneumdikaLin Ta MeTOAIB KOHTPOJIIO SKOCTi Ha
trastuzumab |V Ta Ha npomiXHWIA TpacTy3ymab, a
came:
- 3BY)XXEHHS AONYCTUMMUX MEX 3a NOKa3HUKOM «pH>»
npu BUNycky (3aTBepaxeHo: 5,4 — 6,6;
3anponoHoBaHo: 5,9 — 6,5) Ta BUNy4YeHHs
BMNPOGYBaHHA 3 NPOTOKOY CTabiNibHOCTI, L0
NiATPUMYETHCA KOMMIEKCHOK CTPaTETie0
KOHTpPONIO;

- 3BY)XXEHHS fONYCTUMUX MEX A/11 MOHOMEpPY 3a
nokasHukom «Purity by SE-HPLC» meTogom
€KCK/H03MBHOT BUCOKOEDEKTUBHOI PiAUHHOT

xpomarorpadii (3aTBepaKeHo: = 98;
3anponoHoBaHo: = 99,5);

- 3aMiHa HaniBKiNbKiCHOro meToAy KaninspHoro

enekTpodopesy B NPUCYTHOCTI godeuuncynsgary

HaTpito 3 6e3renesnm npocitoBaHHAM (CE-SDS-

NGS) Ha KinbKicHUIA MeToz KaninsipHoro
enekTpodopesy B NPUCYTHOCTI godeuuncynsgary

HaTpito (CE-SDS) y HeBigHOBMOBa/IbHUX YMOBaX.
A TakoX BUK/THOYEHHS i3 piYHOT cTabinbHOCTI
3aBAAKV HafiliHOMY npouecy i 3arasbHoi
KOMM/IEKCHOT CTpaTerii ynpasniHHA Ans

3aTBEPKEHNX PO3MIPIB;
- 3BY)XEHHS AONYCTUMMUX MEX 3@ NMOKa3HNKOM
«Purity by IE-HPLC» meTof0M iOHOOGMIHHOT
BMCOKOEEKTUBHOT PiANHHOI Xpomatorpadii ans
Peak 4 (3atBepgxeHo: < 20; 3anponoHoOBaHoO: <
10,4) Ta fofaBaHHA AECATKOBOro po3pagy Ao
KpuTepiiB NpuitHATHOCTI Peak 3 (3aTBEpOXEHO: =
65; 3anponoHoBaHo: = 64,5);
- [0 nokasHuka «Glycan distribution by HILIC-
UHPLC» npw BUNYCKY A04aHO BU3HAYEHHSA
ranakTui3oBaHux rnikatis (%G2 3,5 — 9,4) Ta
rnikaHiB 3 BUCOKIM BMICTOM MaHo3u (%oMan5 0,9 —

6,3) 3 BignosigH1M MeTogoMm 2-AB HILIC-UHPLC

(meTop, piaMHHOI Xxpomatorpadii 3 rigpodisibHO
B3a€EMOZIEL0 2-aMiHOGEH3aMiay 3 PigKoo
xpomatorpadiero HafIBUCOKOI NPOAYKTUBHOCTI);

- BUJAIEHO KiflbKiCHe BU3HAYEHHS 6i0N10rYHOT

aKTMBHOCTI i3 BUNPOGYBaHb NPV BUMYCKY AiH04Oi
PEYOBMHW Yy 3B'A3KY 3 BNPOBaKEHHSM

BHYTPiLWHbOBUPOB6HKNYoro KoHTposio (IPC) bulk B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
OfHilA i TilA e Touuj Bia6opy npob ans 36epiraHHs
3 KpUTEPIAMY NPUAHSATHOCTI €KBIBASIEHTHUMM
3arBepmxerHum (0,8-1,2 x104 U/mg);
- 3BY)XEHHS KPUTEPIiB NPUAHATHOCTI AN CyMU
ahyko3nnboBaHuXx rnikaHis (%eaFuc) ans
NPOMIXHOro TpacTy3ymaby y 3B'A3Ky 3
Y3TOKEHHAM 3 3aTBEPKEHNMU KpUTEPIAMM
NPUIAHATHOCTI Ans trastuzumab 1V;
- BUTYYEHO BU3HAYEHHA KOHLeHTpau,ii 6inka i3
piuHOT CTabiNBLHOCTI, LU0 MiATPUMYETLCS
KOMMN/IEKCHOIO CTpaTerielo KOHTPOIo;
- BUTYYEHO KiflbKiCHEe BM3HAYeHHS 6ionoriyHoi
aKTUBHOCTI i3 piyHOI cTabinbHocTi npu -20 °C, wo
NiATPUMYETHCA KOMMNEKCHOK CTPaTETiE
KOHTPOsIH0 (6inbLl vyyTAnBuM metogom IE-HPLC
Peak 4)
46. | TNIATUNIH PO3YUNH ANS iH'EKLN, ITanchapmako ITanis ITandapmako ITanisa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/2196/01/01
1000 mr/4 mn no 4 mn B C.n.A. C.n.A. 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
amnyni; no 3 amnynu y Ta hapmakoHarnagy (iHwi 3miHum).
n1acTMKoBOMy 3MiHV BHECEHO B TEKCT MapKyBaHHS MEPBUHHOI Ta
KOHTeliHepi; no 1 BTOPWMHHOT YNakoBOK MikapCbKoro 3acoby Loao
KOHTeliHepy B kopobLi 3 PO3MIiLLEHHS NIOTOTUMNY 3asiBHUKA HA NEPBUHHINA
KapToHYy ynakoBLi (amnyni), a Takox BUIyYeHHs iHhopmaLii
pOCilicbKO MOBO. TEPMiH BBEAEHHS 3MiH
nNpoTsArom 6 MicsiLiB NicNsi 3aTBePAXKEHHS.
47. | Tnio3omig Kancynu no 20 mr; no 1 3eHTiBa, K.C. Yecbka Brpo6HMLUTBO IpnaHgis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/13832/01/01
Kancyniy cawue; no 5 Pecny6nik | N3, nakyBaHHS, TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
calle y nauui 3 KapToHy a TecTyBaHHA, 23.07.2015 Ne 460). BunpasneHa TexHiyHa
BUNYCK cepil: nomusika B IHCTPYKLii g1 MeguyHoro
Eiilen dapma 3aCTOCyBaHHSA Nikapcbkoro 3acoby B AaHUX OO0
Nimiten, 3aTBEPKEHHS IHCTPYKLT, a came HOMepy Ta Aatu
IpnaHgjs; Haka3y MOS3. 3a3HayeHe BUMNpas/ieHHA
MepBuHHE i BiANOBIAAE apXxiBHUM MaTepiasiaM peecTpaviinHoro
BTOPWHHE [l0CbE.
nakyBaHHs:
MinmayHT
Xernckea 1114,
IpnaHgis
48. | rnio3omij Kancynu no 100 mr; no 1 3eHTiBa, K.C. Yecbka Brpo6HMLUTBO IpnaHgis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/13832/01/02
Kancyniy catle; no 5 Pecny6nik | N3, nakyBaHHs, TexHiyHa noMmuska (3rigHo Hakasy MO3 Bif peyenmom
calle y nadui 3 KapToHy a TecTyBaHHA, 23.07.2015 Ne 460). BunpaBneHa TexHiyHa
BUNYCK cepil: nomMmusika B IHCTPYKUii AN MeguyHoro
ElileH dapma 3acTOoCyBaHHSA NikapcbKoro 3acoby B AaHuX LWOA0
NimiTeg, 3aTBEPAKEHHS IHCTPYKLT, a came HOMepy Ta AaTtu
IpnaHgis; Haka3zy MO3. 3a3HauyeHe BunpaB/ieHHsA
MepBuHHE i BiZJNOBIAAE apxiBHUM MaTepianam peecTpauiiiHoro

BTOPUHHE

[LOCbE.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nakyBaHHS:
MinmayHT
Xenckea 114,
Ipnangis
49. | rnio3omij Kancynu no 180 mr; no 1 3eHTiBa, K.C. Yecbka Bupo6bHMuTBO IpnaHgis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13832/01/03
Kancyniy cauwe; no 5 Pecny6nik | N3, nakyBaHHs, TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
calle y nayuj 3 KapToHy a TeCTyBaHHs, 23.07.2015 Ne 460). BunpasneHa TexHiuHa
BUNYCK cepil: nomMmusika B IHCTPYKUii A8 MeguyHoro
Eilen dapma 3acTOCyBaHHS MikapCbKOro 3acoby B faHuX LWoA0
Nivites, 3aTBEPKEHHS IHCTPYKLiI, a came HOMepy Ta Aatu
IpnaHgis; Haka3zy MO3. 3a3HayeHe BuUNpaB/ieHHsA
MepBuHHE i BiANOBIAAE apxiBHUM MaTepiasiam peecTpaviinHoro
BTOPUHHE [0CbE.
nakyBaHHS:
MinmayHT
Xenckea /1Ta,
Ipnangis
50. | rnio3omig Kancynu no 250 mr; no 1 3eHTiBa, K.C. Yecbka Brpo6HMLUTBO IpnaHgis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/13832/01/04
Kancyniy cawue; no 5 Pecny6nik | N3, nakyBaHHs, TexHiyHa nomwuska (3rigHo Hakasy MO3 Big peyenmom
calle y nauui 3 KapToHy a TecTyBaHHA, 23.07.2015 Ne 460). BunpasneHa TexHiyHa
BUNYCK cepil: nomusika B IHCTPYKLii g1 MeguyHoro
Eiilen dapma 3aCTOCyBaHHSA Nikapcbkoro 3acoby B AaHUX OO0
Nimiten, 3aTBEPKEHHS IHCTPYKLT, a came HOMepy Ta Aatu
IpnaHgjs; Haka3y MOS3. 3a3HayeHe BUMnpas/ieHHA
MepBuHHE i BiANOBIAAE apXxiBHUM MaTepiasiaM peecTpaviinHoro
BTOPWHHE [l0CbE.
nakyBaHHs:
MinmayHT
Xernckea 1114,
IpnaHgis
51. | FMITENK niodpinizaT 4N po3ynHy NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/12177/01/01
AN iH'ekuii no 400 wr, "Kuismegnpen "Kuismegnpenap 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii peyenmom
1 chnakoH 3 apar” at" 3aci6. Cuctema KoHTenHep/3akynopoBasibHUI
niocpinizaTom B 3aci6 (iHWi 3MiHK) BUIYyYeHHs 3 p. 3.2.P.7.
KOMNAEKTi 3 1 amnyot CucTeMa KoHTelHep/ 3aKynoptoBasibHUiA 3aci6
po3uMHHKKa (BOga ANst HaliMeHyBaHHS (DipM-BUPOGHVKIB NEPBUHHNX
iH'ekyit) no 3,2 mn B nakyBasibHUX matepianis (CKIAHUX d1aKoHiB,
KOHTYPHIlA YapyHKOBIlA amnyn Ta ryMoBux NPo60okK) Ta BUPOOHMKa
ynakoBui; no 1 nakyBa/lbHOro martepiany (CKnsiHi donakoHn) BAT
KOHTYpHili YapyHKOBI «MepcTekno», r. KnuH, Pocis.
ynakosLi B nauii 3
KapTOHY
52. | OEPUBA C renb; no5ra6ono 15r neHmapk IHais "neHmapk IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/9245/01/01
FENb y Ty6i; no 1 Ty6i B PapmMacboTUK dapmMacbioTUKa TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyernmom
KapTOHHI KOopooLi ans /1o, 3 /174, 23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOT

NMOMWIKU Y MeTofax KOHTPOSIHO AKOCTI NiKapCbKoro
3acoby 3a nokasHukamu "KinbkicHe BU3HAYEHHS.
KniHgamiumH", a came B ONuci NPpUroTyBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
CTaHAapTHOro po34nHy KniHaamiuuHy doocdarty
Heo6XifHO BUMPaBUTK KiNIbKICTb CTaH4AaPTHOro
3pasky (3amicTb 23,76 r HeOOXigHO 3a3HaAUNTH
23,76 wr).
3a3HaueHe BUMpaB/eHHSA BignoBigae marepianam
peecTpaLiiHoro 0cChLE.
53. | ANHOPUK®- TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/6496/01/01
OAPHULUA 060/10HKO0 1Mo 10 "®apmaueBTu "bapmaueBTUYH 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom
Tab1eToK y KOHTYPHIi YyHa chipma a chipma BignosigHocTi/lE-cepTudikar BignoBigHOCTI
YapyHKOBIl1 yrnakoBLii, No "NapHuus" "NapHuus" €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,

1 abo No 3 KOHTYPHI
YapyHKOBi yNakoBKU B
nauuj

NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HalioHanbHOT hapmakonel aepxasun €C (iHLWi
3MiHW) NpuBeAeHHs cneuudikaLii Ta MeToAVK
KOHTPOJTIO SKOCTi Ha AONOMIXKHY PEYOBUHY
KpemHito giokeug KonoigHuin 6e3sogHuin y
BiANOBIAHICTb A0 BUMOr Ajto4oi MOHorpadii €
«Silica, colloidal anhydrous», 3 BpaxyBaHHAM
BMMOT Ta pekomeHzauin AdY. Y 3B'A3Ky 3 LM
BHECeHO 3MiHn fo 3.2.P.4.1 Cneuudikanis i
3.2.P.4.2 AHaniTMYHi MeToam 3MiHM Ta/abo
pefakLiiiHi yTOYHEHHS [0 po3ziniB: «Onuc»,
«lpeHTudikauis», «pH», «BTpaTta B Maci npu
npoxaproBaHHi», «KinbKicHe BU3HAUYEHHSI»;
[04aH0 po3ain «Xnopuan»; BUMyYeHO pPo3ginu:
«HacunHa ryctuHa», «3anizo», «ANoMiHii».
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KoHTposb AONOMIKHUX PeyOoBUH. 3MiHa
napameTpis crneungikauiii Ta/abo gonycTuMmx
MeX A1 AOMNOMiXXHOT PevoBUHM (iHLWi 3MiHN)
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. F0TOBMIA

nikapcbkuii 3aci6. KOHTPONb AONOMIKHUX PEYOBUH.

3MiHa y meTofax BUNPOGYBaHHS [OMNOMIXHOT
PEeYOBUHM (HE3HAYHI 3MiHM Y 3aTBEPKEHUX

mMeTofax BUNpobysaHb) NpMBeAeHH: crnevumdikawii

Ta METOAiB KOHTPOJIK0 SIKOCTi Ha JOMOMDKHY
peyoBUHY KpemHito giokcua KonoigHuin y
BiANOBIAHICTb A0 BMMOr €BponeincbKol
dapmakonei, 3 BpaxyBaHHAM Ail04nX BUMOT Ta
pekomeHAauilii AdY. Y 3B’A3Ky 3 LIM BHECEHO
3MiHM Ta pefakuiiHi yTOUHEHHS! [0 po3Ainy
«MikpobionoriyHa yncroras.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib fOMOMDKHUX PEYOBUH. 3MiHA
napameTpiB cneuudikauiii Ta/abo AonyCcTUMUX
MeX 4151 AOMOMDKHOI PEYOBUHM (BUTYYEHHS 3i
cneumdikaLii He3Ha4HOro nokasHuka (Hanpuknag
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acTapifnioro NokasHuka))

BHECEHHS 3MiH [0 creundikaLii Ha LONOMiKHY
peyoBMHY KpeMHito giokcua KonoigHui
6€e3BOAHWI, @ camMme MOKa3HUK «PO3UMHHICTb»
nepeHeceHo [0 po3ainy 3arabHi BNacTUBOCTI,
OCKi/IbKM Ma€e pekoMeHJauiiHuniA xapakrep

54,

aunn pmnio

renb no 15 r a6o no 50
r, a6o no 100 r y Ty6i; no
1 Ty6i B KAPTOHHIW
Kopoo6Li

MeHTONnaTyMm
Komnai
Nimiten

AHrnis

MeHTOonatym
KomnaHi Mimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnsay (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUKa 415 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a thapmakoHarnag.

[Oitoua pepakuin: Pantea Cameron. MNMponoHoBaHa
peaakuist: Sarah Bailey. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBiganbHOT
3a (hapmakoHarnag.

6e3
peyenma

UA/0377/01/01

55.

AN XIT

Kpem no 15ra6o 67 ry
Ty6i; no 1 Ty6i y
KapTOHHIA Kopoo6Li

MeHTonatym
Komnai
Nimiten

AHrnis

MeHTOnaTym
Komnadi Nimiteq

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHUX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmMakoHarnsgy 3asBHvka AN 34jiACHEHHS
thapmakoHarnsgy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHH
MacTep-chaiina cuctemn chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigansHOI
3a (hapmakoHarnsg,

[Oitova pepakuin: Pantea Cameron. MNponoHoBaHa
pefakuis: Sarah Bailey. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBiganibHOI
3a (hapmakoHarnag.

6e3
peyenma

UA/1453/01/01

56.

ANNPOCNAH®

CYCNeHs3is AN iH'eKuild;
no 1 mn B amnyni; no 5

OpraHoH
CeHtpas Ict

Lseliuapi
A

[ns amnyn:
BUpPOGHKK in

®paHuia/
Benbris

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis:
3MiHu | TMNYy - AGMIHICTPATUBHI 3MiHW. 3MiHa

3a
peyenmom

He
nidnsieae

UA/9168/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
amnys1 B KapTOHHIi 6X bulk, nepBuHHe HalilMeHyBaHHs Ta/abo agpecu Micud
Kopobui; no 1 mn B nakyBaHHs: NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa
nonepegHL0 CEHEKCI HSC, roTOBOro NikapCbKOro 3acoby, BKIYaYN
HanoBHEHOMY LUMPWLYj; ®paHuia AiNbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS
no 1 wnpuuy B Brpo6HuK 3a KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
KomnnekTi 3 1 abo 2 NOBHUM LIMK/IOM: BMPOBHMK/IMNOPTEpP, BKIHOYAOUN BUMYCK CEPIid)
CTEPUIbHUMW TOSIKaMK B AgnMiHicTpaTuBHa 3miHa Ha3BW BUpobHuka M3
NnNacTUKoOBOMY OpraHoH XelicT BiANOBiAaNbHOrO 3a BUPOGHMLTBO /13 3a MOBHUM
KOHTelHepi B KAPTOHHIli 68, Benbris LMKIOM. TakoX BHOCUTLCA He3HauHe KoperyBaHHs
Kopoo6Li ans [0 agpecu. BupobHuua ginbHuusa Ta yci BUpo6HWui
nonepegHLo onepawji 3a/mwatTbCca He3MiHHUMUW. 3MiHK
HarnoBHEHMNX BHECEHO B IHCTPYKLiIO A1 MeaUYHOro
LINpULiB: 3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
Brpo6HuK 3a «BUpo6HUK» Ta «MicLe3HaxomKeHHs BUPOOHMKa
NOBHUM LMK/IOM: Ta agpeca Micusa NpoBaXeHHSs oro AisifIbHOCTi» 3
BIANOBIAHUMYW 3MiHAMW Y TEKCTi MapKyBaHHS
CEHEKCI HSC, ynakoBKM NiKapcbKoro 3acoby. TepMiH BBEAEHHS
®paHuisa 3MiH - NPOTAroM 6 MiCALIB NICNA 3aTBEPLYKEHHS.
OpraHoH XelicT 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
68, benebris HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS AiS/IbHOCTI BUPOGHMKA (BKIHOUa0YM,
3a HeobXigHOCTI, MicLie NPOBEAEHHS KOHTPO/THO
SIKOCTi), ab0 BnacHvKa macTtep-chaiina Ha A®Il, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y [A0ChbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BMPOOHUKA HOBOI AOMOMIXKHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCLE)
AaMiHiCTpaTuBHa 3MiHa Ha3BM BUPOOHMKa AD|
LWepinr-Mnay Na6o H.B., BignosiganbHoro 3a
cTepunisauito A®| 6eTameTasoHy AUNponioHaT.
Brpo6Huya ainbH1US, agpeca Ta yci BUpo6HMi
onepadii 3a/MWaTbCs HE3MIHHUMW.

57. | ANXNOP-25 Tabnetkn no 25 mr; no Inka IHais Inka IHgis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16700/01/01
10 Tabnetok B 6nicTepi, Nab6opaTopi3 Nab6opaTopi3 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
no 3 6nictepu B Nimiten nra. Ta thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO
ynakoBLii 3 KapTOHY [0 TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI

yNakoBOK /iKapCbKoro 3acoby CTOCOBHO Koy
naxkyBa/IbHOro Matepiasty, a TakoX BHECEHHS
pefakuiiHuX npaBok.

58. | AONOKCEH TabneTkn, BKpUTI €Bpo IHais IHaoKo Pemegic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/8051/01/01
NNiBKOBOIO 060/10HKOK Nalidhkep Nimiteq, IHAiS; 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nidnsieae
no 10 TabneTok y Mpai.iT Fanda Ta chapmakoHarnsgy. 3miHa y KopoTkili
6nictepi; no 2 a6o 10 Nimiten Nab6opaTopi3 XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
6nicTepiB y KAPTOHHIN Nta. OHIT 1, MapKyBaHHS! Ta iHCTPYKUii AN MeaNYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Kopoo6Li IHAis 3acToCcyBaHHS Ha MigcTaBi perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbkoro 3acoby B MicnspeecTpaviiiHvi nepioa,
ab0 sK pe3ynbTar OUiHKM 3BIiTY 3 fOCAIIKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuyHmnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHU BHECEHO B IHCTPYKLU|i 415 MeAUYHOTo
3acTOCyBaHHA NMikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyAAr0" BifnNoBIAHO [0 OHOBEHOT iHdopmaLlit
00 6e3neku 3acTOCyBaHHS Ailo40i PeHOBUHM
3riHO 3 pekoMmeHpauieto PRAC. TepMiH BBeEHHS
3MiH NPOTAroM 6 MicALIB MiCNs 3aTBEPKEHHS
59. | EBPA® nnacTmp - BAT "lepeoH YropuHa Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/2051/01/01
TpaHcaepmasibHa PixTep" Hepo3gacoBaHO Benbris 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom | nidssizae
TepaneBTUYHA cucTeMa ro NPOAyKTY Ta Ta chapmakoHarnsagy. 3miHa y KopoTkili
(TTC): no 1 nnactupy B nepBuHHA XapaKTepuCcTu1Li NikapCcbkoro 3acoby, TEeKCTi
nakeTi i3 1amiHOBaHOro yrnakoBka: MapKyBaHHS Ta IHCTPYKLii Ana MeAuyHoro
nanepy i a/ltoMiHieBOI NTC NlomaHH 3aCTOCyBaHHS Ha MigcTaBi perynsipHo
donbru; no 3 nakeTu B TepaneBTUYHI OHOBJIKOBAHOTIO 3BiTYy 3 6e3neky NikapcbKoro
NpO30pPOMY NaKeTUKy 3 Cuctemu AT, 3aco6by, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHs
noniMepHoi nnisku; no 1 HimeuunHa nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepiog,
abo 3 npo3opux BTopuHHa ab0 K pe3ynbTar OLiHKM 3BiTY 3 fOCAIIKEHDb,
nakeTtuku (3 abo 9 yrnakoBka Ta npoBeAeHVX BiANoBIAHO A0 MiaHy nejiatpudHmnx
naacTumpis) pasom 3i BMNYCK cepil: pocnipxeHb (PIP) (iHWwi 3MiHK). 3MiHK BHECEHO 80
cneuiasibHAMK AHCCeH IHCTPYKL|i 4N1s MeguyHoro
Haknenkamu Ha dapmaLeBTuka 3aCTOCYyBaHHA/IKapPCbKOro 3acoby 0 po3ginis
KaneHgap ANns No3HayokK HB, Benbris "MpoTunokasaHHs", "B3aemogisa 3 iHWMmn

NpO BUKOPUCTaHHA
nnactupy (TTC) y
KapTOHHI ynakosLii

nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogii”,
"Oco611BOCTI 3aCTOCYBaHHA" LWOAO PU3NKY
NiABULLEHHS PIBHA NEYIHKOBKX hepMeHTIB
NOB’A3aHWI i3 0AHOYACHUM 3aCTOCYBaHHAM
eTuHinecTpagiony ta
cocpocbysipy/Bennaracsipy/Bokcinanpesipy
BiANOBIAHO A0 pekomeHAauin PRAC.
TepMiH BBeEHHA 3MiH NPOTArom 6 micsuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLi NikapCcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
npoBefeHNX BiANOBIAHO A0 NaaHy negiaTpuyHmnX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pocnigxeHb (PIP) (iHwi 3MiHW). 3MiHM BHECEHO A0
IHCTPYKLiT ANa MeguyHoro
3aCTOCYBaHHANIKApPCbKOro 3acoby Ao po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMun
nikapcbknuMK 3acobamu Ta iHWi BUAW B3aeMogii",
"Oco6nMBOCTI 3aCTOCYBaHHA" WOAO MifBULLIEHHSA
piBHS TpaHcamiHas (A/1T) y 5 pasiB BuLLEe BEPXHLOI
MeXi HOpMW YacTille Y XIHOK, fiki OTpUMyBasiv
NpoTUBIPYCHI Npenapatn
(rnekanpeBipom/nibpeHTacBipom) Npy CyMiCHOMY
3acTOCyBaHHi eTuHinecTpaziony BignosigHoO A0
pekomeHaaLin PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEpPKEHHSA. 3MiHY | TUnY - 3MiHKW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeAMYHOro 3acTOCyBaHHS Ha MiacTasi perynsipHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHVX BiANoBigHO A0 MaHy negiatpudHnx
pocnigxeds (PIP) (iHwi 3MiHM). 3MiHM BHECEHO A0
IHCTPYKL|i 415 MeguyHoro
3acTocyBaHHANIKapCcbKoro 3acoby A0 po3zinis
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
LLIOA0 aHTiOHEBPOTUYHOIO HABPSKY BiAMOBIAHO A0
pekomeHpauili PRAC. TepMiH BBEAEHHSA 3MiH
npoTArom 6 micsAuiB nicnsa 3aTBepaKeHHs. 3MiHu I
TUny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMN AaHMU Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHeCEHO A0
IHCTPYKLiT ANa MeguyHoro
3aCTOCYBaHHANIKApPCbKOro 3acoby Ao po3ainis
"®apmakonoriyHi BnactueocTi", "Oco6nnBoCTi
3acTocyBaHHs", "IMo6iYHI peakuii” Ta pegakuiiHi
npaBkn B TEKCTi PO34iNiB WoA0 HyMepaLlil
Tabmub. TepmiH BBEAEHHS 3MiH MPOTAroM 6
MicALiB Mic/a 3aTBePAKEHHS.

60.

ErTIOK®

Tabnetkun no 25 mr, no
60 TabneToK y ch1akoHi;
no 1 cpnakoHy B
KapTOHHI ynakosLii

3AT
dapmaueBTuy
HWiA 3aBOf
EriC

YropuwmHa

Bupo6HMK,
BignoBiganbHMA
3a NOBHUIA LUKN

BMPOGHULITBA,

YropmHa

BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis:
3MmiHu | TURy - 3MiHK 3 aKkocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BVXifHOro marepiany/npomMixxHOro

3a
peyerimom

UA/9635/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BK/THOHAI0UM NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
BUNYCK cepil: npoueci BUpobHULTBa APl (HE3HAUHI 3MIHU Y
3AT 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - 3MiHW B
dapmaueBTUYHN 3aTBEPAXEHOMY MeTOAj BUNpoGyBaHHi Ajitoyoi
7 3aBog ETIC, peyoBMHM METOMNPO/I0/Y TapTpaT 3aTBEPAKEHOr0
YropLimHa; BMpo6Huka Egis Pharmaceutical PLC 3a
Bnpo6HuK, MOKa3HNKOM «BU3HAYEeHHS 3a/TMLLKOBUX
BiANOBIga/IbHUIA PO3YMHHKMKIB» METOA0M ra3oBoi xpomatorpadii
3a BTOPUHHE Ta
nepBuHHE
nakyBaHHS,
KOHTPO/b cepii
Ta BUNycK cepil:
3AT
PapmaLeBTUYHN
i 3aBog ETIC,
YropuimHa
61. | EFTIOK® Tabnetku no 50 mr, no 3AT YropwmHa Bupo6HMK, YropwmHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9635/01/02
60 TabneTok y ch1akoHi; dapmaueBTny BiANOBIAa/IbHUIA 3MiHu | TUnYy - 3MiHK 3 aKocTi. A®l. KoHTponb AdI. peyenmom
no 1 cpnakoHy B HWiA 3aBOf 3a NOBHUIA LUKN 3MiHa y MeTofax BunpobyBaHHsa APl abo
KapTOHHI ynakosLi Eric BMPOGHMLITBA, BVXifHOrO Martepiany/npoMiXHOro
BK/TIOHA0UM NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
BUNYCK cepil: npoueci BupobHuLTBa APl (HE3HAUHI 3MIHU Y
3AT 3aTBEPMKEHNX MeToAax BUNPobyBaHHS) - 3MiHW B
dapmaueBTUYHN 3aTBEPAXEHOMY MeTOAj BUNPOoGyBaHHi Ajitoyoi
1 3aBog ETIC, peyoBrHM METOMNPO/I0/Y TapTpar 3aTBEPAKEHOr0
YropLimHa; BMpo6Huka Egis Pharmaceutical PLC 3a
Bnpo6HWK, MOKa3HNKOM «BV3HaYEeHHS 3a/TMLLKOBMX
BiANOBIAa/IbHUIA PO3YMHHWKIB» METOA0M ra3oBoi xpomatorpadii
3a BTOPUHHE Ta
nepBuHHE
nakyBaHHs,
KOHTPO/b cepii
Ta BUNycK cepil:
3AT
PapmaueBTUYHN
1 3aBog ETIC,
YropuimHa
62. | EFIOK® Tabnetkn no 100 wmr; no 3AT YropwmHa Bupo6HMK, YropmHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9635/01/03
30 a6o no 60 Tabnetok PapmaneBTUY BiANOBIAa/IbHUIA 3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®l. KoHTposb AdI. peyenmom
y thnakoHi; no 1 HWiA 3aB0of 3a NOBHWIA LUKN 3MmiHa y meTofax BunpobyBaHHs APl abo
h1aKoHy B KapTOHHIi Eric BMPOGHMLITBA, BVXifHOro Martepiany/npoMixXHOro
ynakoBLi BK/TIOHAI0UM npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
BUNYCK cepil: npoueci Bupo6bHuLTBa APl (HE3HAUHI 3MIHN Y
3AT 3aTBEPMAXEHNX MeToAax BUNpobyBaHHs) - 3MiHW B
dapmaueBTUYHN 3aTBEPMKEHOMY MeTOofi BUNPOoByBaHHi Aitoyoi

i 3aBog ETIC,
YropuimHa;

PEYOBVHN METOMPOSIO/NY TAapTPaT 3aTBEPLXKEHOMO
BMpobHuka Egis Pharmaceutical PLC 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

Bnpo6HuK, NMOKa3HUKOM «Br3HaYeHHA 3a/1LLIKOBUX
BiANOBIga/IbHUIA PO3YMHHWKIB» METOA0M ra3oBoi xpomatorpadii
3a BTOPUHHE Ta

nepBuHHE

naxkyBaHHs,
KOHTPO/b cepii
Ta BUNycK cepil:
3AT
PapmaLeBTUYHN
i 3aBog ETIC,
YropuimHa

63. | E/TIOKCA® TabneTkun, BKPUTI AT "dapmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/19524/01/02
NAiBKOBOK 000I0HKOH, 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii peyenmom
no 5 mr; no 10 Tabnetok 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
y 6nicTepi; no 6 3MiHa y MeTogax BUNpobyBaHHS rOTOBOMO
6nicTepiB y naui nikapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEPXEHNX MeTofax BUNPOBYBaHHS) He3HaYHi
3MiHM B 3aTBEPKEHOMY MeToZi BUNpobyBaHHS
'N3 3a nokasHnkom «CynpoBifHi [OMILLKM», &
came YTOYHEeHO NOSICHEHHS A0 PO3paxyHKOBOI
hopmMyn Ta BUYHEHO BE/IMUMHY MEXi Ki/TbKICHOTO
BM3HaYeHHs «LOQ». 3MiHu | TMny - 3MiHKM 3 AKOCTI.
[oTOBWI1 Nnikapcbkuii 3aci6. KOHTPOb rOTOBOr0
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOBYBaHHA) HE3HAYHI 3MiHW B 3aTBEPKEHOMY
mMeToai BunpobysBaHHA /13 3a NokasHMKOM
«P0O34MHEHHS», & came YTOYHEHO MOACHEHHS A0
po3paxyHKoBOi chopmynn. 3MiHu | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAaX
BMNPO6YBaHHS)

He3HauHi 3MiHV B 3aTBEP)KEHOMY METOSi
BMNpo6yBaHHSA /13 3a nokasHnkoM «OHOPIAHICTb
[1030BaHNX OAMHWL», & Came B ONUCi METOAUKN
3a3HayeHo, L0 pe3yibTaTy BUNPoOyBaHHA MatoTb
Bignosigatu Bumoram oY, €9, 2.9.40.

64. | E/TIOKCA® TabneTkn, BKpUTI AT "dapmak" YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/19524/01/01

NAiBKOBOI 060/TI0HKOIO, 3MiHK | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peuyenmom

no 2,5 mr; no 10 3aci6. KOHTposib roTOBOrO NiKapcbKoro 3acoby.

Tabnetok y 6nictepi; no 3MiHa y MeTofax BUNpobyBaHHSA rOTOBOrO

6 6nicTepiB y nauui nikapcbKoro 3acoby (HesHayHa 3MiHa y

3aTBEPAKEHNX METOAaX BUNPOGYBaHHA) HE3HAYHI
3MiHM B 3aTBEPKEHOMY METOAi BUNPOOyBaHHS
'3 3a nokasHMKoM «CynpoBigHi OMILLKM», &
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

came YTOYHEHO NOAICHEHHS [0 PO3paxyHKOBOI
hopMy/In Ta BUTYHEHO BE/IMUUHY MEXi KiNlbKiCHOro
BU3HAYeHHA «LOQ». 3MiHu | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPO6YBaHHSA) HE3HAYHI 3MiHW B 3aTBEPAXEHOMY
MeTogi BunpobyBaHHs /13 3a NOKa3HWKOM
«PO3YMHEHHS», & came YTOYHEHO MOACHEHHS A0
po3paxyHKoBoi hopmynu. 3MiHun | Tuny - 3MiHu 3
AkocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MmeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX MeTofdax
BMNPOGYBaHHS)

He3HauHi 3MiHN B 3aTBEP)KEHOMY MEeTOA|
BMNpo6YyBaHHA /13 3a noka3HMKoM «OAHOPIHICTL
[1030BaHNX OAVHNL», & Came B ONUCi METOLUKN
3a3HayeHo, Lo pe3ynbTaty BUNpobyBaHHA MaloTb
Bignosigatn sumoram Y, €9, 2.9.40.

65.

EMANNAI®

PO34UH ANS iH'EKLRA, NO
15 000 OA/mn; no 1 mn
y dhnakoHi; no 1
dhnakoHy B naui

TOB "tOpis-
Papm”

YkpaiHa

LLleHbsH
CaHLuaiH
dapmacbtoTikan
Ko., fita.

Kutaii

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpoOHMLTBI. 3MiHa po3mipy cepii
(BK/THOHALOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (Macltab ans nikapcbkoro
3aco6y 6i0/10r4YHOr0/iMyHO10TIYHOTO MOXOAXKEHHS
36iNbLUNBCSA/3MeHLWBCS 63 3MiHVM BUPO6HMYO0ro
npouecy (Hanpvknag ay6aBaHHs NiHii))
36iNbLUEHHS giana3oHy 06'eMy cepii roTOBOro
nikapcbKoro 3acoby, 3aTBepakeHo: Po3mip cepii
10000 mn1£1000mn o 36000 mn £3600 mn (3
ypaxyBaHHaM 10% [onycKy KonmBaHHS 06'emMy)
3anponoHoBaHo: Po3mip cepii 10000 mn+1000mn
00 50 000 mn £5000 mn (3 ypaxyBaHHsAM 10%
[0MNYyCKy KO/IMBaHHA 06'eMy)

3a
peyenmom

UA/15181/01/01

66.

ENIPYBIUVH -
BICTA

PO34UH ANS iH ek, 2
mr/mn no 5, a6o 10, a6o
25, a6o 50, a6o 100 mn
y thnakoHi, no 1
(p1aKoHY B KapTOHHii
Kopoo6Li

ToBapucTBO 3
06MexeHo
BiANOBIA&/bHI
cTio «<BYCT
DPAPMA»

YKpaiHa

AkTasic ITanis

C.n.A., lTanis;

CingaH ®apma
C.P.N., PymyHia

ITanis/
PymyHis

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo AofaBaHHA AiIbHULI, Ha 5Kl
3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii)
[opasaHHs o nigpo3sginy 3.2.P.3.1. BUpo6Huku,
AinbHuui Global Analytical Services Laboratory
Zagreb (laboratory on PLIVA CROATIA Ltd), Prilaz
baruna Filipovica 25, 10000 Zagreb,
CROATIA/l no6an Axanitikan Cepsic JlabopaTopi

3a
peyenmom

UA/14658/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3arpeb (Jlabopatopi MN/1IBA XopsarTis /1Tg) Mpinas
6apyHa ®ininosuya 25 10000 3arpeb, Xopsartis
BiAANOBIA&/IbHOI 3@ KOHTPO/b CTabisIbHOCTI.
67. | ECNIPO TabneTkun, BKPUTI dapmaueBTny Monbwa dapmaneBTUYHN Monbwa BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: 3a UA/18267/01/02
NNiBKOBOI 060/I0HKOIO, HWi1 3aBOf 1 3aBof 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudpikat peuenmom
no 50 mr no 10 Tabnetok | "Monbchapma” "Monbapma” BignosigHocTi/IE-cepTudikart BignosigHoCTi
y 6nicTepi; o 1, no 2, C.A. C.A. €Bponelicbkin hapmakonei/MoHorpadii. NogaHHS
no 3, no 5 a6o no 9 HOBOro abo OHOBMEHOrO cepTudpikata
6nicTepiB B KAPTOHHIM BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
Kopo6Li; no 14 TabneTok BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
y 6nicTepi; no 2 A®I; onsa BuxigHoro
6nicTepn B KapTOHHI marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Kopoo6Li BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0MNOMDKHOT peyoBmHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPO6HUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
€poneiicbkili thapmakonei Ne R1-CEP 2015-312 -
Rev 02 (3atBepmkeHo: RO-CEP 2015-312 - Rev
02) ana APl ennepeHoHy Bif BXe 3aTBEPIKEHOr0
BMpo6Huka MSN Laboratories Private Limited,
IHais.
68. | ECMIPO TabneTkn, BKpUTI $apmaneBTUY Monbwa $papmaueBTUYHN Monba BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/18267/01/01
NAiBKOBOI 060/I0HKOIO, HWIA 3aBOA 1 3aBOg 3MiHK | TUny - 3miHK 3 ikocTi. CepTucpikat peyenmom
no 25 mr no 10 tabnetok | “Monbgapma” "Monbchapma” BignosigHocTi/I E-cepTudikar BignosigHoCTI
y 6nicTepi; no 1, no 2, C.A. C.A. €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
no 3, no 5 ab6o no 9 HOBOro abo OHOB/IEHOro cepTudpikata
6nicTepiB B KAPTOHHIl BiANOBIAHOCTI ab60 BUYyYEHHS cepTudikaTa
Kopobui; no 14 Tabnetok BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
y 6nictepi; no 2 A®I; onsa BuXigHOro
6nicTepy B KapTOHHIA marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
KopoobLi BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI APIl; ans
[O0MOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTuduikar Bif yXe 3aTBepKEHOro BUpobHMKa.
MopaaHHA OHOBMEHOrO cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2015-312 -
Rev 02 (3aTBepmkeHo: RO-CEP 2015-312 - Rev
02) ana A®l ennepeHoHy Bif BXe 3aTBEPAXEHOT0
BMpo6HMKa MSN Laboratories Private Limited,
IHais.
69. | ECTPOXE/b reflb g5 MicLeBoro BeseH Benbris BeseH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4120/01/01
3acTocyBaHHs, 0,6 Mr/r; Xenckea CA MeHbloghekyypiH 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
no 80 ry dpakoHi 3 r bengxiym HaliMeHyBaHHs Ta/abo afpecu 3asaBHUKa

[03YH0UMM NPUCTPOEM;
no 1 pnakoHy B
KapTOHHiiA KOpo6Li

(BnacHvKa peecTpauiiiHoro NocBig4YeHHs) 3mMiHa
agpecu 3asiBHUKa TepMiH BBEEHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepiKeHHs

3MiHu | TMNYy - AGMIHICTPATUBHI 3MiHW. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NikapCbKOro 3acoby, BKIYaYN
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS
KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
BMPOBHMK/IMNOPTEpP, BKIHOYAOUN BUMYCK CEPIid)
3MiHa Ha3Bu BUpo6Hwuka NN3. Agpeca, BUpo6H/ya
AiNbHUUS Ta BCi BUPOGHMUI onepauii 3a/miarTbes
He3MiHHMU. TepMiH BBEEHHA 3MiH NPOTAroM 6
MicsILiB Mic/1s 3aTBepAKEHHS.
70. | EBPOMOHT TabneTku xyBasibHi, N0 Akkopa Monbwa BUPOGHMLTBO IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/19125/02/01
4 mr no 14 tabnetok y Xenckea nikapcbkoro Benvka 3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
6nicTepi, no 2 6nictepn Moncka Cn. 3acoby, BputaHis/ BMPOGHWYOT AinbHNL (BKIHOYAKUN AibHAL ANS
y nauui 3.0.0. nepBuHHe Ta YropwuHa A®l, NPOMiXXHOro NPoAyKTYy abo roToBoro
BTOPVHHE NiKapcbKoro 3acoby, AiNbHNL AN NPOBeAEHHS
nakyBaHHs, nakyBaHHS, BUPOGHUKA, BiANOBIAaIbHOMO 3a
KOHTPO/Ib AKOCTI BUMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
cepii: abo noctavasibHMKa BUXIAHOrO MaTepiasny,
IHTac

dapmacbioTikan
¢ Nimiteq, IHgisa
BMPOGHMLTBO
niKapcbKoro
3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
cepi:
IHTac
dapmachboTikan
¢ Nimitepn, IHais
Aogarkosa
AinbHMLA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP[,
XEJ/ICKEA
NIMITEL,
Benuka
BputaHis
KOHTPO/b SIKOCTI:
SAPMABA/IL,
nra.
Mikpob6ionoriyHa
nab6opaTopis,
YropwimHa

peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HayveHo y ocbe) AAMiHICTpaTNBHA 3MiHa
BU/TYYEHHS BUPOOHNUMNX AiNbHNLb BiAMNOBIAAUTbHUX
3a KOHTPOJIb SIKOCTi cepili: ACTPOH Pe3bopy
NimiTen, Benuka Bputaxisa ta AJIC labopaTtopic
(FOKelt), Benuka BputaHisi. 3aimwalotbes
BMPOGHWKN KOTPi BUKOHYIOTb Taky X (PyHKLt0, LLIO
11 BUny4yeHi: Beccninr XaHrepi K., YropuwmHa;
IHTac ®apmacstotikanc Nimiteg, IHAis;
dapmasanig, /itg. MikpobionoriyuHa naboparopis,
YropwuHa.




68

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTPO/Tb AKOCTI
BeccniHr
Xanrepi KdoT.,
YropwmHa
BiANOBIga/IbHUIA
3a BUNycK cepil:
AKKOP[,
XEJ/ICKEA
NIMITEL,
Benvka
BpuTaHis
71. | EBPOMOHT TabneTku xysasbHi, N0 Akkopa Monbwa BVMPOGHMLTBO IHAis/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/19125/02/02
5 mr no 14 tabnetok y Xenckea nikapcbkoro Benuka 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom
6nictepi, no 2 6nictepu Moncka Cn. 3acoby, BpuTtaHisa/ BUPOBHUYOT AiNbHULI (BKNHOYAKOUN AiNbHULI ANS
y nauu,i 3.0.0. nepBuUHHE Ta YropwmHa AdI, NpomiXHOro NpoaykTy abo roToBoro
BTOpPUHHE NiKapcbKOro 3acoby, AibHNL 4118 NPOBeAeHHS
nakyBaHHs, nakyBaHHsl, BUPOGHUKA, BiANOBIAaIbHOMO 3a
KOHTPO/b AKOCTI BWMYCK CepiiA, MicLie NpoBeAEHHS KOHTPOO cepii)
cepii: abo noctavasibHUKa BUXIAHOrO MaTepiasy,
IHTac peareHTy ab0 LONOMIXHOI peHOBUHU (AKLLO

dapmacbtoTikan
c Nimitepn, IHAgis
BUPOGHMLTBO
niKapcbkoro
3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii:
IHTac
dapmacbioTikan
¢ Nimiteq, IHgisa
popatkosa
OinbHMLA 3
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHS:
AKKOP[,
XEJ/ICKEA
NIMITEA,
Benvka
BputaHis
KOHTPO/b SIKOCTI:
SAPMABANIA
nro.
Mikpo6ionoriyHa
nabopaTtopis,

3a3HayveHo y focbe) AAMiHICTpaT!BHA 3MiHa
BW/TyYEHHS BUPOOHUYMX AiNTbHULb BiAMNOBIAUTbHUX
3a KOHTPO/b IKOCTi cepiii: ACTPOH Pe3bopuy
Nimiten, Benuka Bputania Ta A/IC Na6opartopic
(FOKei1), Benvka Bputanis. 3anuwalotbes
BMPOBOHUKM KOTPI BUKOHYIOTb Taky X (oyHKL0, L0
1 BUny4yeHi: Beccninr Xanrepi K., YropwmHa;
IHTac ®apmacstotikanc Nimites, IHAs;
dapmasanig 1Ta. MikpobionoriyHa naboparopis,
YropmHa.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
YropwmHa
KOHTPO/b AKOCTI
BeccniHr
Xanrepi Kdot.,
YropLmHa
BiANOBiAAIbHWIA
3a BUNyCK cepil:
AKKOP[,
XENNICKEA
NIMITEL,
Benuka
BputaHis
72. | EBPOHEKC pO34uH ANs iH'ekuiid, 100 €Bpo IHais Crepin-xeH IHgis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/18021/01/01
Mr/mi; no 5 mn B Naiidokep Naiip CaliHcic 3MiHU | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii peyenmom
amnyni; no 5 amnyn y MpaiiBiT (Mi) Nimitepg, 3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
KapTOHHIA KOopoo6Li Nimiten 3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHwWi 3miHW) 3MiHK B cneumdikauii MN3 3a
nokasHukamu “lgeHTudpikauis” (14 metoga), "O6'em,
LLI0 BUTAraeTbCcA", a came BUYYEHHS KOHTPO/TIO
[JaHnx nokasHukis i3 Cneuundikauii Ha TepmiH
npugatHocTi. 3miHa B cneuudikauii MN13 3a
nokasHukom "KinbkicHe BU3HaveHHs", a came
TexHiYHa NpaBKa B Ha3Bi TECTY Ta BifnoBigHO
3MiHa NOCUIaHHA Ha BiAMoOBIgHY CTaTTO
hapmakonei.
73. | EBPODACT Kancysnun xxenaTuHoBI €BPO IHais MapkcaHc IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/14044/01/01
M'siki no 200 wmr, in bulk: NANGKEP dapwma /114. 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
no 1000 kancyny MPAVBIT 3aci6. KoOHTposib AONOMDKHUX PeYOBUH. 3MiHa Y
6aHkax NIMITEL MeToAax BUNPOGYyBaHHS AOMOMIXHOI PeyoBUHM
(iHwWi 3MiHM y MeToaax BUNpobyBaHHA (BK/IOYaUM
3aMiHy abo fofaBaHHSA)) fofaBaHHA MeTody Mac-
CnekTpoMeTpii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0
07151 BUSHAYEHHS HATPIl0 Y AONOMIXHI pe4OBUHI
Kanito rigpokcugy
CynyTHS 3MiHa - 3MiHN 3 AKOCTi. FoToBWUI
nikapcbkuii 3aci6. KOHTPONb AONOMIXXHUX PEYOBUH.
3MiHa napameTpiB cneuudgikauii Ta/abo
O0NYCTUMUX MEX A5 AONOMIKHOT peYOBUHN
(moMoBHEHHS abo 3aMiHa (3a BUHSATKOM JTliKapCbKMX
3aco06iB 6i0N10rYHOro Ta iMyHOJ10TYHOTO
NOXOMKXEHHS) napameTpa cneuudikauii 3
BiZjNOBIAHUM METOA0M BUNPOGYBaHHSA 3a
pesynbTatamv foCNifKeHb 3 6e3nekn abo SKocTi)
74. | EBPODACT Kancysin xenaTuHOBI €BPO IHais MapkcaHc IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/14044/01/02
M'siki no 400 wmr, in bulk: NANGKEP dapwma /N14. 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii
no 1000 kancyny MPAVBIT 3aci6. KOHTposib fOMOMDKHUX peyoBUH. 3MiHa Y

6GaHKax

NIMITEA

MeTofax BUNPoGYBaHHS AOMOMiXXHOI pEYOBUHM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(iHwWi 3MiHM y MeToaax BUNpobyBaHHA (BK/IOYaUM
3amiHy abo AofaBaHHs)) foAaBaHHA MeTody Mac-
CnekTpoMeTpii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0
07151 BUSHAYEHHS HATPIt0 Y AONOMIXHI pe4OBUHI
Kauito rigpokeugy
CynyTHS1 3MiHa - 3MiHM 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NYCTUMUX MEX A5 AONOMIKHOT peYOBUHN
(momoBHeHHS abo 3aMiHa (3a BUHSATKOM JTiKapCbKMX
3aco6iB 6i0M10rYHOro Ta iMyHOJ10TYHOIO
NOXOMKEHHS) napameTpa cneuudikauii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv focnifkeHb 3 6e3nekn abo AKocTi)

75.

EBPODACT

Kancysnmn xenaTuHoBI
Mm'saki no 200 mr, no 10
Kancyn y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHIA KOpooLi

€BPO

NANOKEP
MPAMBIT
NIMITEL

IHais

MapkcaHc
®apma /114,

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. KoHTposib AONOMDKHUX PeYOBUH. 3MiHa Y
MeTodax BUNPOGYyBaHHS AOMNOMIXHOI Pe4yoBUHU
(iHwWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUmM
3aMiHy abo fofaBaHHSA)) fofaBaHHA MeTody Mac-
CnekTpoMeTii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0
07151 BUSHAYEHHS HaTPIl0 Y AONOMIXHI pe4OBUHI
Kaunito rigpokeuay
CynyTHS 3MiHa - 3MiHN 3 AKOCTi. FoToBWI
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX A5 AONOMIKHOT pEYOBUHN
(momoBHeHHS abo 3aMiHa (3a BUHSATKOM JTiKapCbKMX
3aco06iB 6i0N10rYHOro Ta iMyHOJ10TYHOIO
NOXOMKEHHS) napameTpa cneuundikauii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv foCNiKeHb 3 6e3nekn abo AKocTi)

3a
peyerimom

UA/14043/01/01

76.

EBPODACT

Kancysnun xxenaTuHoBI
M'saki mo 400 mr, no 10
Kancyn y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHIA Kopoo6Li

€BPO

NAADKEP
MPAMBIT
NIMITE],

IHais

MapkcaHc
®apma /114,

IHgis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoOHTpo/ib AONOMDKHUX PeYOBUH. 3MiHa Y
MeToAax BUNPOGYyBaHHS AOMOMIXHOI Pe4yoBUHM
(iHwWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUM
3aMiHy abo fofaBaHHSA)) fofaBaHHA MeTody Mac-
CcnekTpoMeTpii 3 iIHAYKTVBHO 3B’A3aHOI0 N1a3Mot0
07151 BUSHAYEHHS HATPIl0 Y AONOMIXHI pe4OBUHI
Kaunito rigpokeugy
CynyTHS 3MiHa - 3MiHN 3 AKOCTi. FoToBWUI
nikapcbkuii 3aci6. KOHTPOb AONOMIXXHUX PEYOBUH.
3MiHa napameTpiB cneuudgikauii Ta/abo
O0NYCTUMUX MEX A5 AONOMIKHOT peYOBUHN
(moMoBHeHHS abo 3aMiHa (3a BUHSATKOM JTliKapCbKMX
3aco06iB 6i0N10rYHOro Ta iMyHOJ10TYHOTO
NOXOMKEHHS) napameTpa cneundikauii 3

3a
peyerimom

UA/14043/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv focnifmkeHb 3 6e3nekn abo AKocTi)
77. | EBPODACT Kancynm m'ski, 200 €Bpo IHAain Onis Xenckep IHAis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 nionsi2ae UA/19195/01/01
KOMBI mr/500 mr, no 10 kancyn Naidokep 3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKumii peyenma
y 6nictepi; no 1 abo no MpaiiBiT 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
2 6nicTepun B KAPTOHHIN Nimiteq npugaTtHocTi abo ymoBax 36epiraHHs roTOBOro
Kopoo6Li NiKapcbKoro 3acoby (36iMbLIEeHHS TepMiHY
NpUAATHOCTI TOTOBOIO /iKapPCLKOro 3acoby) - Ans
TOProBOi ynakoBku (NiATBEPAKYETLCA AaHUMU
peasibHOro yvacy) - 36inbLIeHHs TepMiHy
NpUAATHOCTI FOTOBOTO JiKAPCLKOro 3acoby Ha
OCHOBI NO3UTUBHWX Pe3y/bTaTiB JOBrOCTPOKOBUX
OOCnigpKeHb CTabiNbHOCTI y peanibHOMY Yaci:
3aTtBepmkeHo: TepMiH NpuaaTHOCTI: 2 pokK
3anponoHoBaHo: TepMiH NPUAATHOCTI: 3 pokK
3MiHU BHeceHi B po3ain "TepMiH npuaaTHocTi" B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTarom 6-
TW MicALIB Nic/1a 3aTBEPAKEHHS
78. | EBPODACT Kancynu m'ski, 200 €Bpo IHais Onis Xenckep IHais BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 6e3 nionsieae UA/19195/01/01
KOMBI Mr/500 wmr; no 10 kancyn Nalidhkep 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
y 6nicTepi; no 1 a6o no MpaiBiT Ta chapmakoHarnsgy. 3miHa y KopoTkili
2 6nicTepy B KAPTOHHIi Nimiten XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

Kopoo6Li

MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynsapHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neKkn NiKapcbKoro
3acoby, abo AocnigpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab60 sK pe3ynbTar OLHKM 3BIiTY 3 fOCAIMKEHD,
npoBefeHnX BiANOBIAHO 40 NMnaHy negiaTpuyHnx
pocnipkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHom).
3MiHV BHECEHI A0 IHCTPYKLIT 4518 MeAnyHOoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHLWMMM NiKapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "Mob6iyHI peakuii” BignosigHoO 40
OHOBJEHOI iHGhopMmaLii 3 6e3nekun ajtoyoi
peyoBuHW. BBEAEHHS 3MiH MPOTArOM 6-TW MicsLiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLj NnikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3NeKN NiKapcbKoro
3acoby, abo focnigkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
a60 SK pesynbTar OLiHKM 3BITY 3 OCAIMKEHD,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
npoBefeHnX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
pocnipkeHb (PIP) (3MiHY y3roopkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM). 3MiHu
BHECEHI [0 iHCTPYKLii 4518 MeanyHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyAA0" BigNoBiAHO [0 OHOB/EHOT iHdopMaLii 3
6e3neku gjtoyoi pevyoBuHU. BBegeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS
79. | EBPODACT Kancynm m'ski, 200 €Bpo IHAaia Onis Xenckep IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 6e3 UA/19195/01/01
KOMBI Mr/500 mr no 10 kancyn Naiidokep TexHiYHa nomuska (3rigHo Hakasy MO3 Big peuyenma
y 6nicTtepi; no 1 a6o no Mpaisit 23.07.2015 Ne 460) B 3atBepmxeHnx MKA N3, axka
2 6nicTepy B KAPTOHHIi Nimiten 6yna gonylleHa nig vyac nepeknagy AOKYMEHTIB
Kopoobui BMPOGHMKA Ha YKpaiHCbKy MOBY Y po3gini
Cneuucpikanis N3 (Ha BUNYyCcK Ta TEPMIH
npuaaTHOCTI) 3a NoKa3HWKOM «CynpoBifHi
LoMilkn» Ta B Crneundikauii N3 (Ha TepMiH
npuaaTHOCTI) 3a NOKa3HWMKOM «KinbkicHe
BU3HAYEHHA». 3a3HaueHe BUMpaB/ieHHs
BiANOBigae MaTepianamMm peecTpauiiHoro 10ChbeE.
80. | 3APCIO® PO34nH ANs iH'eKLjin abo CaHpo3 M'mbX ABCTpis BiANOBIAa/IbHUI HimeuunHa/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/12447/01/01
iHcpysin, 30 mnH OL/0,5 3a ABCTpiIs 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
M, no 0,5 Mn po3urHy B BUPOBHMLTBO, BMPOBHUYOT AiNbHULI (BKNHOYAOUN AiNbHUL ANS
nonepenHL0 nepBuUHHE AdI, NpomiXHOro NpoaykTy abo roToBoro
3anoBHEHOMY LUNPUL, nakyBaHHs, NikapcbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
OCHALLIeHOr0 NOpLLHEM, KOHTPO/b Cepil: nakyBaHHsl, BAPOGHUKA, BiANOBIAaIbHOMO 3a
iH'EKLiIHOIO TOMKOIO, Al [i Ti BWMYCK CepiiA, MicLie NpoBeAEHHSI KOHTPOIO cepii)
KOBMAYKOM Ta 3aXUCHUM Bionorika MM6X, abo nocrtavasibHMKa BUXIAHOTO MaTepiany,
NPUCTPOEM ANs HimeyunHa peareHTy ab0 LONOMIXHOI peYOBUHYU (AKLLO
3anob6iraHHs BiANOBIAa/IbHUI 3a3HayYeHo y A0CbE) BUMTYUYEHHS YacTuHU
NOLLKOXEHHSA rO/IKOH 3a BMPOBHNYOI OYHKLT «NaKyBaHHs», a came:
nicns 3acTocyBaHHs, Y BUPOBHMLTBO, «BTOPWHHE NakyBaHHs» A/1st BUpobHuka Ain i Ti
6nicTepHili ynakosLi; no nakyBaHHs, Bionorika FTM6X, HimeyurHa. 3miHu | Tuny -

1 ab6o 5 6nicTepHMX
YNaKoBOK B KapPTOHHIi
Kopoo6Li

KOHTPO/Ib cepii
Ta BMNYCK cepil:
CaHpo3 'M6X —
BizHec
nigpo3ain
TeXHo/orivyHa
po3pobka Ta
BUPOGHMLTBO
6i0NorivyHmNX
nNiKapcbknx
3aco6is
LWadpTeHay
(BTAM AC),
ABCTpist

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHs AisIbHOCTI
BMPOGHMKa (BK/TKOYaYM, 3a HEOOXIAHOCTI, MicLe

NpoBeAeHHS KOHTPOJH0 SIKOCTI), abo BacHuka

macTep-paiina Ha A®l, abo noctavasibHMKa

Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHULTBI AD|
(KO 3a3HAYEHO Y A0CbE Ha Nikapcbkuii 3acib) 3a

BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI AONOMIXHOT

PEeyYOoBUHM (SKLLO 3a3HAYEHO Y A0CbE) 3MiHa Ha3BK

nignpueMcTBa, BiAMNOBIA&/IbLHOIO 3a NocTayaHHs

XpomarorpadiyHnx cmon. Micue3HaxomKeHHs

BMPOBHNYOI AiNbHULi HE 3MIHIOETLCS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MmiHn | TUny - 3MiHm 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y MmeTofax BunpobyBaHHsa APl abo
BUXifHOro Martepiany/npoMiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa APl (HE3HAUHI 3MIHU Y
3aTBEPMKEHNX MeToAax BUNPOBYBaHHS)
He3HauHi 3MiHM B MeToZji BUNpobyBaHHs Ad| 3a
nokasHukom «High molecular weight variants» -
eKCKM3iliHili xpomatorpadii (SEC), BHacnigok
3MiHM YnCcTOTU peareHTiB D-copbiTy Ta auetaTy
Hatpito 3 299,5% 10 299,0% uepes BiACYTHICTb
peareHTiB, AiKi BiANOBIAAOTb NonepegHLoOMy
NiMiTy. 3MiHW | Tuny - 3miHK 3 AkocTi. AdI.
KoHTposb A®I. 3miHa y MeTofgax BUNPOOYBaHHs
A®| abo BMXigHOrO Matepiany/npoMiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHU Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHA) HE3HAUHI
3MiHM B MeToAi BUNpobyBaHHs AP| 3a NOKa3HUKOM
«Product related substances and impurities» -
BUCOKOEDEKTUBHIN PiguHHIN xpomaTorpadii 3
ob6epHeHoto hasoto (RPHPLC), BHacnigok 3miHM
yucToTU peareHTiB D-copbiTy Ta aueTarty HaTpitlo 3
299,5% f0 299,0% yepes BiACYTHICTb peareHTis,
AKi BiANOBIAA0Tb NonepeaHboMY MiMITY. 3MiHu |
TMny - 3MiHK 3 AKocTi. A®l. BUpo6GHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (HesHayHa 3MiHa y
npoueci BupobHuuTea A®I) He3HauHi 3MiHM B
npoueci BUpOoGHULTBA Ail0HOI peHOBUHU
hinrpactTumy, a came po3LUMPEHHA HMKHBOT MeXi
napameTpa «LWBUAKICTb NOTOKY» A/1A TPbOX eTanis
npouecy B xpomaTorpadii rigpodobHoi B3aemogii
(HIC). NopaTkoBO, peaakuyiiHi 3miHu B n1.3.2.S5.2.2.
Onuc BUpo6GHMYOro NpoLecy Ta Moro KOHTPOI.

81.

3APCIO®

PO34uH ANs iH'eKLiin abo
iHcpysin, 48 mnH Of1/0,5
M, no 0,5 Mn po3unHy B
nonepeaHLo
3aMoBHEHOMY LMWL,
OCHALLIeHOr0 NOpPLLHEM,
iH'EKLIIHOIO TOMKOH,
KOBMAYKOM Ta 3aXUCHUM
NPVUCTPOEM A/1A
3anobiraHHs
MOLLKOKEHHS FO/IKOK0
nicnsa 3acTocyBaHHs, y
6nicTepHil ynakosLi; no
1 abo 5 6nicTepHMX

CaHpo3 'm6X

ABCTpIst

BiANOBIAa/IbHUIA
3a
BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
KOHTpO/b cepii:
Al [i Ti
Bionorika M'mM6X,
HimeuunHa
BiANOBIAa/IbHUIA
3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTpPO/b cepii

Himeuumnna/
AscTpis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiMbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHNL AN NPOBeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifaIbHOMO 3a
BUMYCK Cepiid, MicLle NPOBEAEHHSI KOHTPOSHO cepii)
abo noctavasibHMKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HayeHo y AOCbE) BUTYUYEHHSA YaCTUHU
BMPOBHUYOT (DYHKLiT «MaKyBaHHs», a came:
«BTOPWMHHE NakyBaHHs» Ans BupobHuka Ain i Ti
Bionorika TM6X, HimevunHa. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS

3a
peyenmom

UA/12447/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3acoby yrnakoska) nocsioyeHHs1

YMakoBOK B KAPTOHHIl
Kopoobui

Ta BUNycK cepil:
CaHpo3 'M6X —
BisHec
nigpo3gin
TexHosnoriyHa
po3pobka Ta
BMPOGHMLTBO
6ionoriyHnx
NiKapCbKNX
3acob6is
WadteHay
(BTAM ANC),
ABcTpis

Ta/abo agpecyn Micus NPOBaMKEHHS AiSNbHOCTI
BUpOGHMKa (BK/TKOYaKoUK, 3a HeOOXiAHOCTI, Micue
npoBeAeHHs KOHTPOJII0 SKOCTI), abo BNacHuka
macTep-haiina Ha A®l, abo noctavasnbHuKa
Adl/BuxigHoro matepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPOOHULTBI AD|
(AKWO 3a3HauYeHo Y JO0CbE Ha NikapcbKuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEeYOBUMHM (AIKLLO 3a3HAYEHO Y A0CbE) 3MiHa Ha3Bu
nignpMeEMCTBa, BiANOBIAA/ILHOIO 3a NocTayaHHsA
xpomatorpadiyHnx cMos. Micue3HaxomKeHHs
BMPOOHUYOT AiNbHUL HEe 3MIHIOETHLCS.
3MiHn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo
BUXiAHOro MaTepiany/npomixxHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHM y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiH1 B MeToZj BUNpobyBaHHsa Ad| 3a
nokasHukom «High molecular weight variants» -
eKCK/Ho3iliHii xpomatorpadii (SEC), BHacnigok
3MiHM YMCTOTU peareHTiB D-copbiTy Ta aueTaTy
HaTpito 3 299,5% [0 =99,0% Yepes BiACYTHICTb
peareHTiB, SKi BiANOBifa0Tb NonepeaHbLOMY
NiMiTy. 3MiHK | TNy - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHsS
A®| abo BUXiAHOrO MaTepiany/NpoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMAKEHNX METOAaX BUNPOGYBaHHA) HE3HAYHI
3MiHV B MeToZi BUNpobyBaHHA AP| 3a NOKa3HUKOM
«Product related substances and impurities» -
BMCOKOEDEKTVBHIN pPiMHHI xpomaTorpadii 3
o6epHeHoo hasoto (RPHPLC), BHAcNigoK 3MiHK
YMNCTOTY peareHTiB D-copbiTy Ta aueTaTy HaTpito 3
>99,5% n0 299,0% 4Yepes BiACYTHICTb peareHTis,
AKi BiANOBIfA0Tb NonepefHboMY MiMITY. 3MiHu |
Tuny - 3MiHK 3 akocTi. A®l. BUpo6HMLUTBO. 3MiHM B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa y
npoueci BMpobHuuTea A®l) He3HaUHi 3MiHM B
npoveci BUpobHULITBA Ait04OT PEHOBUHN
inrpactTumy, a came po3LUNPEHHS HWKHBOT MeXi
napameTpa «WBUAKICTb MOTOKY» [/1A TPbOX eTanis
npouecy B xpomaTtorpadii rigpocobHoi B3aemop;i
(HIC). LopatkoBo, pefakLiiiHi 3miHu B n.3.2.5.2.2.
Onuc BUPOBHMYOro NpoLecy Ta oro KOHTPOsIo.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

82.

SINENOP®
nnoc

cnpeil 0pOMyKO3HWIA,
po3uvH 1,5 mr/mn + 5,0
mr/mn no 30 mny
dhnakoHi; no 1 chnakoHy
y nauui

AT "dapmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis:
3MiHu Il Tuny - 3MiHK 3 skocTi. A®l. BUpo6HMLTBO.
3miHu B npoueci BupobHuuTBa A®| (iHLWi 3MiHW)
OHOBJ/IEHHS MacTep-hainy Ha A®| 6eH3ngaminy
rigpoxnopus Big 3aTBepKeHoro BupobHuka BAL
Pharma Limited, IHais (3atBepmixeHo: DMF
version - BPL/BNZ/AP/07/2019-03-13;
3anpornoHoBaHo: DMF version -
BPL/BNZ/AP/1.0/08/2021). Okpim TOro, Bigdymcb
3MiHU 3a NOKa3HNKOM «Onuc» ANsi NPUBEAEHHA [0
BMMOT AOKyMeHTauUii BUPo6HMKa. 3MiHu Il Tuny -
3MiHu 3 aKocTi. A®l. Bupo6HULTBO. 3MiHV B
npoueci Bupo6HmuTea A®! (iHWi 3MiHN) OHOB/IEHHS
MacTep-aiiny Ha A®| 6eH3ngamiHy rigpoxnopug,
Bif 3aTBEpKEHOro BUpobHuka BAL Pharma
Limited, Ingis (3aTBepmxeHo: DMF version -
BPL/BNZ/AP/1.0/08/2021; 3anponoHoBaHo: DMF
version - BPL/BNZ/AP/09/2022). Okpim Toro,
BiAGY/IMCb 3MiHM 3@ NOKasHWKamMu: «[po30opicTb»,
«KonbopoBicTb», «pH» Ta «[epBUHHI aMiHn» -
BUJAIEHO Y 3B'A3KY i3 NPMBEAEHHAM [0 BUMOT
AOKyMeHTauii Bupo6Huka A®| (BignoBigHICTb
MoHorpadii Ph. Eur Ha 6eH3ngamiHy
rigpoxnopug); - «CynposigHi 4OMILLKW, 3MIHEHO
MeTOAMKY Ta HOPMYBaHHS [IOMILLOK, & came
BuAaNeHo fomiwky C 3 HOpMyBaHHAM He Ginblue
0,1 % Ta gogaHo foMmiwkKy D 3 HopmyBaHHAM He
6inbLwe 0,15 %; yTOYHEHO HOPMYBaHHS
HecneuwncikoBaHOi fOMILLKKM, a came 6yo - He
6inbwe 0,1 %, cTano — He 6inbwe 0,10 %,; -
«BTpaTa B mMaci npy BMCYLLYBaHHi» 3MiHEHO
HOpPMYBaHHSA Bif, «He binbLie 0,5 %» 3MiHeHO J0
«He 6inbLue 1,0 %», npu UbOMy METOZ,
3aMwaeTbes 6e3 3MiH; - «KinbKicHe BU3HAUEHHS»,
HOPMyBaHHS 3aMLLeHO 6e3 3MiH, a METOAUKY
OHOBJ/IEHO Y 3B’A3KY 3 NPUBELEHHAM [0 BUMOT
AOKyMeHTauii Bupo6Huka A®| (BignoBigHICTb
MoHorpadii Ph. Eur Ha 6eH3ugamiHy rigpoxnopua)

6e3
peyenma

UA/19354/01/01

83.

30KAPLAIC® 30
mr

TabneTkn, BKpUTI
NAiBKOBOK 000I0HKOH,
no 30 mr; No 7 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHIi
Kopobui; no 14 Tabnetok
y 6nictepi; no 1 a6o 2
6nicTepy B KapTOHHIA
Kopo6bui

MeHapiHi
IHTepHeLoHan
OnepeiilloHc
Nokcembypr
CA.

Jokcemby
pr

A. MeHapiHi
MaHythakTypiHr
JoricTikc eHg,
Cepsicec C.p./1.,
ITania
(BUPOBHMLTBO
“in bulk”,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

ITania/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneungikaLii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
[lonoBHeHHs crneumndikayii 13 gopaTtkoBum
nokasHukom «Single unidentified impurity — NMT
0.2%>» (NOOAMHOKI HeiaeHTUiKoBaHi JOMILLKW)

3a
peyerimom

UA/3246/01/02
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Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

BUMYCK Cepii);
A. MeHapiHi
MaHythakTypiHr
JoricTikec eHg,
Cepsicec C.p.J1,,
ITania (koHTponb
cepiii); Jomne
thapmaueyTiui
C.n.A,, ITanis
(kOHTpOsb
cepiif);
MeHapiHi-®oH
XenpgeH Mv6X,
HimeuyunHa
(Bupo6HuyTBO
“in bulk”,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUMYCK cepili)

Ansa napameTpa cneuudikauii «KinbKicHWiA BMicT
nomiwok» (BEPX, EP 2.2.29. 3MiHu | Tuny - 3miHn
3 5IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLii Ta/abo AONYCTUMUX MEX FTOTOBOr0
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTtapisioro NokasHuka,
Takoro ik 3anax Ta cMak, abo igeHTudikauis
6apBHVIKIB 4 CMaKoOBUX [06aBOK)) BunyueHHs i3
cneuudikauii 13 BuNpobyBaHHSA 3a NOKa3HMKOM
«Hardness» («Mexa MiLHOCTI Ha pyiiHyBaHHS»),
EP 2.9.8, i3 BignoBigH/M METOLOM BUNPOOYBaHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapifioro NokasHWKa, Takoro sk 3anax Ta cMak,
abo igeHTndikauis 6apBHMKIB Y/ CMaKOBUX
no06aBok)) BunyyeHHs i3 cneumndpikavii M3
BMNPOGYBaHHSA 3a NOKa3HUKOM «laeHTudikauis
TUTaHy Ajokcua» (KonbopoBa peakuis). 3miHu |
TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneuudikauiii Ta/abo JonMyCcTUMUX
MeX rOTOBOro NiKapcbkoro 3acoby (BUyYeHHS
HEe3Ha4yHOro nokasHuka (Hanpukiag 3actapifioro
rokasHuKa, Takoro sk 3anax ta cmak, abo
iAeHTUdiKaLis 6apBHUKIB Y1 CMaKOBUX 106ABOK))
BunyueHHs i3 cneuudikauii 13 BunpobyBaHHA 3a
nokasHukom «PosnagaHHs» (EP 2.9.1). 3MmiHn |
TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKkoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /1iKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(BKKOYAOYM 3aMiHy ab0 [ONOBHEHHS))
[opasaHHa meTogy BEPX (BEPX metog 2) ans
KiNbKICHOTO BM3HAYEHHSA aKTUBHOT PEYOBUHM Ta
KifIbKICHOTO BU3HAYEHHSI BMICTY AOMILLIOK. 3MiHW |
Tuny - 3MiHM 3 akocTi. A®l. Bupo6HuuTBO. 3MiHa
BUPOBHMKA BUXiAHOrO/NPOMIXHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa

(BKIHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignNoOBIAHOCTI EBPONECHKIi
chapmakonei y 3aTBepAXeHOMYy [0CbE)
(3anponoHoBaHW BUPOBHWK HANEXWTb [0 TiEl
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHST*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

Benvka

camoi BUPO6HUYOI rpynuy NigNpUEMCTB, LLO
3aTBEPMXEHN) 3MiHa CTOCYETbCS A0AaBaHHSA
HOBUX BUPOBHUKIB BUXiAHOI cMpoBuHn ABP, Lo
BMKOPWCTOBYETLCA Y NPOLLECI BUPOBHMLITBA [it0HO0T
peyoBUHM 300DEHONPUNY KasbLito. 3MiHU
CTOCYHOTbCA nLe 3akpuTol YacTuH ASMF. 3MiHn
| TNy - 3miHK 3 sikocTi. APl BupobHuuTteo. 3miHa
BUPOBHMKA BUXiAHOrO/NPOMIXHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKIHOYaOUM, fie HEOOXIAHO, MiCLLe NPOBEAEHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
chapmakonei y 3aTBepAXeHOMy [0CbE)
(3anponoHoBaHW BUPOBHMK HANEXNTb [0 TiEl
camoi BUPO6HUYOI rpynuy NigNpUEMCTB, LLO
3aTBEpMKEHNN) 3MiHa CTOCYETbCS A0oAaBaHHS
HOBUX BUPOGHUKIB BUXiAHOI cMpoBuHn ABP, Lo
BMKOPWCTOBYETLCA Y NPOLLECI BUPOBHMLITBA [it0HO0T
peyoBUHM 300DEHONPUNY KanbLito. 3MiHU
CTOCYHOTbCA nLe 3aKkpuTol YacTuH ASMF. 3MiHn
Il TNy - 3miHK 3 AkocTi. API. (iHLWi 3MiHW)
OHoBneHHs1 ASMF Ha aKkTUBHY cyGCTaHLjlo
3aTBEpPAXEHOro BUpo6HMKa Lusochimica S.p.A.,
LLIO 3HaxoAWTbCA 3a agpecoto Via Giotto 9- 23871
Lomagna (LC), Italy Ta po3giny 3.2.S. [jtoya
peyoBuMHa BifNOBIAHO. YCi nonpasky BKOYAOTb
3MiHM Y BUPOBHUYOMY MPOLECi Ail0HOT PeYOBUHH,
3MiHy BUNpobyBaHb y NpoLeci BUpobHMLTBa Ta
npoueayp TeCTyBaHHS Ajit0H0I PevOBUHN, 3MIHN
NpPOTOKO/Y CTabiNIbHOCTI Ail040i PEHOBUHM
3MiHu 1l TUnNYy - 3MiHK 3 AKOCTi. ADL. (iHLWi 3MiHW)
OHoBreHHss ASMF Ha aKkTyBHY cy6CTaHLito
3aTBepAXeHoro BupobHuka Lusochimica S.p.A.,
Lo 3HaxoauTbCA 3a agpecoto Via Livornese, 897 -
56122 Pisa - La Vettola (PI), Italy Ta po3giny 3.2.S
BiANOBIAHO. YCi MOMPaBKN BK/OYAIOTb 3MiHW Y
BMPOBHUYOMY NPOLLECi Ait0HOI peHOBUHU, 3MiHY
po3mipy cepii Aito4oi pevyoBUHK, 3MiHY
BMMNpPOGYBaHb y NPOLIeCi BUPOGHMLTBA Ta
npoueayp BUNpo6yBaHHA AiloH0T pevyoBUHM
BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:

3a

UA/4236/01/01

84.

30MALEKC

Kancyna ans
niAWKipHOTO BBEAEHHS
NPONOHIroBaHoI Aji No
3,6 mr; 1 kancynay
Lnpuu-anikatopi i3
3aXMCHUM MEeXaHi3MOoM;

no 1 wnpuiy B KOHBEPTI

AcTpa3eHeka
HOK NimiTepq,

Benuvka
BputaHis

AcTpa3eHeka
HOK NimiTepq,

BpuTtaHis

3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii

3aci6. KoHTposib roToBOro NikapcbKoro 3acoby
(iHwWi 3MiHM) OHOBEHHS BXE 3aTBEPAYKEHNX

MeTOZIB KOHTPOJII0 AKOCTi NiKapCbKoro 3acoby, a
came: BUKNafEeHHS TEKCTY AEePXKaBHOK MOBOLO

peyerimom

3iHO Cy4aCHUX BUMOT 3 BHECEHHSIM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3 NpYKpINAIeHNM
npanopueM-aHoTaujiero 3
BOJIOrOMOIIVHAYO0I0
Kancynoto; no 1
KOHBEPTY B KapTOHHIiiA
Kopoo6ui

KOPEKTOPCbKMX NPaBoK BiANOBIAHO A0
opuriHaNIbHNX AOKYMEHTIB. BBeEeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/nPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudpikat
Ha HecTepwunbHUiA AdI, sknii byae
BMKOPVCTOBYBATUCA [/ BUPOGHMLITBA
CTepu/IbHOrO Nikapcbkoro 3acoby, AKL0 BoAa
BMKOPWCTOBYETLCA HA OCTaHHIX eTanax CuHTesy Ta
mMarepian He BiflbHWi Bif, 6akTepiasibHUX
€HOO0TOKCUHIB - MogaHHs HOBOTO cepTudikata
BignoBigHoCTI €Bponelickkili hapmakonei R1-CEP
2003-037-Rev 03 (3amiHa mogynto 3.2.S. okpim S
2.1T1a S.4.1.) pna A®I rozepeniHy aueTar Bif
3aTBEpPAXEHOro BUpo6HMKa Bachem AG,
Switzerland

85.

30/1AAEKC

Kancyna ans
NiAWKipHOrO BBEAEHHS
NPOJIOHroBaHoI Aii no
10,8 wmr; 1 kancynay
Lnpuu-anaikatopi i3
3aXMCHUM MeXaHi3MOoM;
no 1 wnpuLly B KOHBEPTI
3 NpYIKpINAIeHnM
npanopuemM-aHoTaujiero 3
BOJ10rONOI/INHAKYO00
Kancynot; no 1
KOHBEPTY B KApPTOHHIi
Kopo6bui

AcTpa3eHeka
IOK Nimiteq

Benvka
BputaHis

AcTpa3eHeka
HOK NimiTep,

Benvka
BpuTtaHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. KoHTposb roToBoro fnikapcbkoro 3acoby
(iHWi 3mMiHWM) OHOBEHHA BXE 3aTBEePAKEHNX
METO/IB KOHTPOJII0 AKOCTI NiKapCbKoro 3acoby, a
came: BUKNafEeHHS TEKCTY AePXaBHOK MOBOIO
3ri/HO Cy4aCHUX BYMOT 3 BHECEHHSIM
KOPEKTOPCbKMX NPaBoK BifNOBIAHO A0
opuriHaNbHMX AOKYMEHTIB. BBeAeHHS 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3Mminn | TUnYy - 3MiHn 3 sKocTi. CepTudpikar
BignoBigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNIEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudikart
Ha HecTepwubHUiA AdI, skuii byae
BMKOPWCTOBYBATUCS [/ BUPOGHMLITBA

3a
peyenmom

UA/4236/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

CTepuIbHOrO NiKapcbKoro 3acoby, AKL0 BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CuHTesy Ta
maTepian He BiNbHWIA Bif, 6akTepianibHUX
€HJOTOKCUHIB - [ogaHHsA HOBOro cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP
2003-037-Rev 03 (3amiHa mogynto 3.2.S. okpiMm S
2.1 71a S.4.1.) pnsa Ad| rozepeniHy aueTar Bif
3aTBepKeHOro Bupo6HrKa Bachem AG,
Switzerland

86.

SO0/IMITPUNTA
H

NOpOLLOK (cybcTaHuis) y
naketax 3 oonbroBaHol
nniBkn Ans
chapmaLeBTUYHOro
3acToCyBaHHSA

TOB HB®
«MIKPOXIM»

YkpaiHa

TOB HB®
«MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHuM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKka peecTpauiiHoro NocBifYeHHs) - 3MiHa
afpecu Ta HaliMeHyBaHHS 3asBHVKa; 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
nNpoBeAEeHHSA KOHTPOIK0 SKOCTI), abo BNacHuka
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BnxigHoOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHULTBI AD|
(AKW0 3a3HaYeHO Y AO0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) -
HeobxigHicTb 3MiHV agpecn BUPOOHUKa CybCcTaHLil
30/IMITPUNTaHY Y 3B’A3KY 3 (DAaKTUYHOI 3MIHOH
IOPUANYHOT afpecu, a TakoX 3MiHa HaliMeHyBaHHS
BMPOGHUKA, a came: 3rigHo ctatyty TOB HB®
«MIKPOXIM» ckopoyeHe HaliMeHyBaHHs
TosBapucrtea

UA/14798/01/01

87.

30HIK

Kancynu Teepgi no 50
Mr; no 14 kancyny
6nictepi; no 2 abo no 4
6nicTepn B KapTOHHIi
ynakoBLi

TOB
"TNEAPAPM
nTar

Ykpaina

KYCYM
XENTXKEP NBT
T

IHgis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta (hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHA reHepu4Hnx/ribpugHmx/6ionoaibHnx
NiKapCcbKNx 3acobiB Nic/1s BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye HafilaHHS XOAHNX HOBUX A0AATKOBMX
AaHnx). 3MiH1 BHECEHO A0 IHCTPYKLi A1s
MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby y
po3ainu: "OcobnmBOoCTi 3acTocyBaHHS", "TOGIYHI
peakuii" BignoBsigHo A0 iHchopmauii Wwoao
MeAMYHOro 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (JTIPUKA, kancynu). BBeaeHHs
3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBEPMAKEHHS.

3a
peyerimom

He
nionsieae

UA/19526/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

CynyTHS 3MiHa- 3MiHN LWoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(v) 4o 3060B's3aHb Ta YMOB
BMAAui peecTpavyjiiiHOro NoceigyeHHs, BKIYaum
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS
TEKCTY, AKUIA NOTOKEeHUIA 3 KOMNETEHTHUM
opraHom). 3asiBHUKOM HafaHO OHOBJ/IEHWIA NnaH
ynpas/iHHA pu3nkamu Bepcisa 4.0. 3MiHU BHECEHO
[0 yacTuH: | «3arasibHa iHdhopmadis», |l
«Cneundikauis 3 6e3nekn» (mogynis CV
«MicnapeecTpauiiiHnii gocsig», CVIII «Pe3iome
npo6nem 6e3nekn»), Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMizauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkamm», VIl «logatku» y 3B'A3Ky 3
OHOBJ/IEHHAM iHd)OpMaLlii 3 6e3neku
pedhepeHTHOro Nikapcbkoro 3acoby. Pestome
nnaHy ynpasniHHA pusnkamu sepcia 4.0
nopaetbesa. 3miHu | Tvny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). 3MiHVM BHECEHO A0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro 3acoby y
po3ain "Mo6ivHI peakuii Woa0 BaX/IMBOCTI
3BiTyBaHHA NPo No6iyHI peakuii. BBeAeHHS 3MiH
NpOTSArom 6-Tv MicsILB MicAsi 3aTBEPAKEHHS

88.

30HIK

Kancynu Teepai no 25
Mmr; no 14 kancyny
6nicTepi; no 2 a6o no 4
6nicTepy B KapTOHHIiA
ynakoBLi

TOB
"TNEAPAPM
nTa”

YKpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta cpapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
3acToCyBaHHS reHepuyYHUX/ribpruaHMX/6ionoai6HMX
nNiKapcbknx 3acobiB Nic/s BHECEHHS TiET camol
3MiHM Ha pechbepeHTHW NpenapaT (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
naHnx). 3MiHW BHECEHO [0 IHCTPYKLUIT Ansa
MEeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ainu: "OcobnmBocTi 3acTocyBaHHs", "MM06IYHI
peaxkui™ BignosigHo Ao iHhopmal,i Wwoao
MeZMNYHOro 3aCToCyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (JIPUKA, kancynun). BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
CynyTHS 3MiHa- 3MiHN LWoAo
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta YMOB
BMAAYi peecTpavyjiiiHOro noceigyeHHs, BKIYanym
MnaH ynpasniHHSA pu3nkamu (3acToCyBaHHSA
TEKCTY, SKUIA NOrOKeHUIA 3 KOMNETEHTHUM
opraHom). 3asiBHUKOM HaJaHO OHOBAIEHWUIA NiaH

3a
peyenmom

He
nionsieae

UA/19526/01/01
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Ymosu Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky yBaHHsT*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

ynpasriHHA pusnkamu Bepcis 4.0. 3MiHM BHECEHO
[0 YacTuH: | «3aranbHa iHdhopmauis», 11
«Cneuudikauis 3 6esnekn» (mogynis CV
«[MicnapeecTpauiiiHnin gocsig», CVIII «Peslome
npobnem 6e3nekn»), Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMisauii
pu3ukiB», VI «Pe3tome nnaHy ynpaBaiHHS
pusnkamm», VI «loaatku» y 3B'A3Ky 3
OHOBJ/IEHHAM iH(hOpMaLlii 3 6e3nekn
pedhepeHTHOro nikapcbkoro 3acoby. Pestome
nnaHy ynpasniHHA pu3vkamu Bepcis 4.0
Aopaetbea. 3Minm | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW). 3MiHW BHECEHO [0 iHCTPYKUii ans
MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y
po3gain "MobiyuHi peakyji" Woa0 BaXINBOCTI
3BiTyBaHHSA Mpo NobiyHi peakLii. BBegeHHSA 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEeHHS

3a He

UA/16350/01/01

89.

30HIK

Kancynu Teepgi no 150
Mmr; no 14 kancyn y
6nictepi; no 1 a6o no 2,
abo no 4, abo no 6
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB
"TNEA®PAPM
nTar

YKpaiHa

KYCYM
XENTXKEP MBT
N7

IHgis

BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepuCcTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHSA reHepuyHuX/ribpuaHux/6ionogibHmx
niKapcbKuxX 3aco6iB nicns BHECEHHs Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HaflaHHs XXOAHNX HOBUX AOAATKOBUX
OaHnx). 3MiH1 BHECEHO A0 IHCTPYKLi ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ainu: "OcobnmBOoCTi 3acTocyBaHHs", "TOGIYHI
peakuii” BignoBsigHo Ao iHchopmauii woao
MeAMYHOro 3acTOCYBaHHs peddepeHTHOro
nikapcbkoro 3acoby (JIIPUKA, kancynun). BeegeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPAKEHHS.
CynyTHS 3MiHa - 3MiHN WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peecTpaviiiHoro noceifgyeHHs, BK/IoYaum

MnaH ynpaBniHHA py3nkamu (3aCTOCyBaHHS
TEKCTY, AKUIA NOTOMKEHUI 3 KOMNETEHTHUM
opraHom). 3asiBHUKOM HafaHO OHOB/IEHWIA nnaH
ynpasniHHA pusmkamu Bepcis 4.0. 3MiHU BHECEHO
[0 yacTuH: | «3arasibHa iHdhopmadis», |l
«Cneuudikauis 3 6e3nekn» (mogynis CV
«[MicnapeecTtpaviiinnin gocsig», CVIII «Pestome
npob6niem 6e3nekn»), Il «MnaH 3
thapmakoHarnagy», V «3axogu 3 MiHiMizauii

pu3vkiB», VI «Pe3toMe nnaHy ynpasiHHS

peuyenmom | nidssizae
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
pusnkammn», VII «loaatkn» y 3B'A3Ky 3
OHOB/IEHHAM HpOpMaLT 3 6e3nekn
pedepeHTHOro Nikapcbkoro 3acoby. Pestome
nnaHy ynpas/iHHA pu3nkamu Bepcis 4.0
[OA3ETLCA.
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnagy (iHwi 3mMiHun). 3MiHU BHECEHO
[0 IHCTPYKUIT 418 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
LLI00 BaXX/IMBOCTI 3BITYBaHHSA Npo MoGiYHi peakwji.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
90. | IBY®EH® CycCrneHsisi opasibHa 3 dapmaneBTny Monbwa dapmanleBTUYHN Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/12829/02/01
DOPTE NOSIYHUYHUM apoMaTomMm, HWi 3aBOf 1 3aBof 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuyenma
no 200 mr/5 mn no 40 "MONb®APM "MOJNIb®GAPMA" BignosigHocTi/lE-cepTudikar BignoBigHOCTI
a6o no 100 mny A" C.A. C.A. Biggin €Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
donakoHi; no 1 dpakoHy MepaHa B HOBOro abo OHOB/MEHOrO cepTudpikata
3i LWNpULOM- Cepaggsi BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
[,03aTOPOM Y KapTOHHIl BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
Kopo6bui A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0MNOMDKHOT peyoBmHU (cepTudikaT BigNOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)e 3aTBepXEeHOro BUPOOHWMKa -
noJilaHHA OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkili thapmakonei Ne R1-CEP 1996-061 -
Rev 15 (3atBepmkeHo: R1-CEP 1996-061 - Rev
14) nnsa A®I ibynpodeHy Bif, BXxe 3aTBepAKeHoro
BMpO6HUMKa Solara Active Pharma Sciences
Limited, India.
91. | IBY®EH® CyCneHsisi opasibHa 3 $apmaneBTUY Monbwa $papmaueBTUYHN Monba BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 UA/14437/01/01
POPTE Ma/IMHOBMM apoMaToM, HWin 3aBof 1 3aBof 3MmiHu | TUny - 3MiHn 3 aKkocTi. CepTudikar peyenma
no 200 mr/5 mn no 40 "MONIbOAPM "MONbOAPMA" BignosigHocTi/I E-cepTudikar BignosigHoCTI
ab6o no 100 mny A" C.A. C.A. Biggain €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
donakoHi; no 1 doiakoHy MegaHa B HOBOro abo OHOB/IEHOro cepTudpikata
3i WNpULLOM- Cepaggsi BiANOBIAHOCTI ab60 BUYyYEHHS cepTudikaTa

[103aTOPOM Y KapTOHHilA
Kopoo6Li

BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI APIl; ans
[O0MOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUpoObHUKa -
noAaHHA OHOB/IEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-061 -
Rev 15 (3aTBepmkeHo: R1-CEP 1996-061 - Rev
14) npns A®I ibynpodeHy Big, BXXe 3aTBepAKeHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMpo6Huka Solara Active Pharma Sciences
Limited, India.

92.

IBY®EH®
FOHIOP

Kancysm m'ski no 200 wmr,
no 10 kancyn y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHI KOopoo6Li

PapmaneBTny
HWIA 3aBOf,
"MONIb®APM
A" C.A.

MonbLa

PapmaueBTUYHN
1 3aBOf
"MONb®APMA"
C.A. Biggin
MepaHa B
Cepapgsi

Monblwa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sakocTi. CepTuddikat
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHSA cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI ADl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin papmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHWKa -
MoaaHHsA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei gnsi ADI: 0HOBIEHWIA
cepTuduikar Bif y)Xe 3aTBepa)KEHOro BUpOOHMKa.
3aTBepaKeHnin BUPOOHMK OTPUMaB OHOB/IEHUIA
ceptugikat R1-CEP 1996-061-Rev 15, y 3B8'A3Ky 3
BBEAEHHAM [0AATKOBOI BUPOGHMLOI AinbHULi API
(Visakhapatnam site)

6e3
peyenma

UA/12829/01/01

93.

IMYHOITIOBY /1
IH
AHTUPABIYHU
7 (KIHCBKWIA)

PO3YUH AN1s1 iH'EKLN, He
MeHwe 150 MO/mn; 1
amnyna 3
iMmyHOrno6yniHom
aHTupabivyHum (3 M,
amnyna mapkoBaHa
CVHIM KOJIbOPOM) Y
KOMMNAEKTi 3 1 amnysioo
3 iMyHOr106yniHOM
aHTMpabivyHnM
posBegeHum 1:100 (1
M1, amnyna MapkoBaHa
4epBOHUM KOSIbOPOM),
no 5 KoMnAekTiB y nauyj,
a6o 1 amnyna 3
iMmyHOrno6yniHom
aHTupabiyHum (5 mn,
amnyna mapkoBaHa
CVHIM KOJIbOPOM) Y
KOMNAEKTi 3 1 amnysioo
3 iMyHOr106yniHOM
aHTMpabivyHnM
posBegeHum 1:100 (1
M1, amnyna MapkoBaHa
4epBOHUM KOSIbOPOM),
no 5 KOMMNIEKTIB y nayui

TOB "BIOJIIK
PAPMA"

YKpaiHa

TOB «BIOJIK
DAPMA»

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHn | TUNY - AgMIHICTPATVBHI 3MiHW. (iHLWi 3MiHN)
3miHa BUpo6HvKa 13 6e3 3miHW micus
NPOBaPKEHHS AiS/IbHOCTI Ta BUPOOHNYMX
noTY)XXHOCTel. TepMiH BBEEHHS 3MiH NpOTArom 6
MiCALiB MicNA 3aTBEPIXKEHHS.
3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. (IHLWi 3MiHWK)
3MiHa BMpo6HuKa APl 6e3 3MiHM Micus
NPOBaKEHHS AiSNIbHOCTI Ta BUPOOGHUYMX
NOTY)XHOCTEN. TepMiH BBELLEHHSA 3MiH NPOTAroM 6
MiCALIB MiCNSA 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/15930/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
94. | IHOANAMIA- TabneTkun, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 3a UA/11734/01/01
ACTPA®APM 060/10HKOH0, NO 2,5 Mr "AcTpadapm" "Actpacapm” 3MiHU | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii peuyenmom
no 30 TabneTok y 3aci6. KOHTpos1b rOTOBOTO NikapCbKoro 3acoby.
6nictepi, no 1 6nictepy 3MiHa napameTpiB cneuudikauii Ta/abo
Y KOpo6L,i 3 KapTOHY [OMYCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby
(iHLWi 3MiHW) BBEAEHHS NEePIOANYHOCTI KOHTPOSO
3a NokKa3HMKOM «MikpobionoriyHa yncrtoTa» B
cneumnaikauii MN13: TecT He € PyTUHHUM,
BVKOHYETLCA 7171 KOXHOT LWOCTOI cepii, ane He
piglie ofHOro pasy Ha pik
95. | IHPAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCmiTKn Benvka nakcoCmitKns Benbris BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/15832/01/01
INB XIb / Ans iH'ekyin no 0,5 mn (1 A Ekcnopt BputaHis H Bionomxikans 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
INFANRIX™ [03a) Ta niocpinizar Nimiten C.A. 3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
IPV HIB (Hib); cycneHsia (DTPa- 3MiHa y MeTofax BUNPo6yBaHHSA rOTOBOrO
KOMBIHOBAH IPV) ans iv'exuini no 0,5 niKkapcbKoro 3acoby (iHwWi 3MiHM y MmeTogax
A BAKUMHA mn (1 posa) y BMNpOGYBaHb (BK/THOYaoumM 3amiHy abo
ansa nonepegHL0 [0MOBHEHHS)) 3MiHa BOAM ouuLLeHoi In-house
MNPO®PINAKTUK | HanoBHeHOMy preparation of carbon dioxid free water Ha Bogy A
n ANDTEPII, 0fiHOPa30BOMY LUMPULi commercial carbon dioxid free water, sika
MPABLSA, Nel y kOoMnnekTi 3 Bignosigae sumoram Eur.Ph. Monograph 1095502
KALUNMOKY [BOMa rosikamm ta Water, carbon dioxid-free Ta BUKOpUCTOBYETLCA
(ALENMONAPH niogpinizat (Hib) y [AnA BigHOBNEHHA HeagcopbosaHoro Hib FC ans
nin donakoHi Nel, wo BM3HAYeHHs1 pH Npu KOHTPONI AKOCTI Nig Yac
KOMMOHEHT), 3Mily0TbCS Nnepes Bunycky (QR) Ta Npu BMBYEHHI CTa6i/IbHOCTI.
NONIOMIENITY | BuKOpUCTaHHAM: no 1 TepMmiH BBEZlEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
TA nonepenHLo 3aTBEpPXKEHHS. 3MiHY Il TUNY - 3MiHU 3 AKOCTI.
3AXBOPIKOBAH | HanoBHeHOMYy [oTOBMIA Nikapcbknii 3acib6. KOHTPOb rOTOBOrO
b, 0iHOPa30BOMY LLMAPULY nikapcbKkoro 3acoby. 3miHa napameTpis
36YAHNKOM Yy KOMNAEKTi 3 ABOMa cneuudikalii Ta/abo AONYCTUMKX MEX FOTOBOr0
AKX € rofikamu Ta 1 chlakoHOM NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbCA No3a
HAEMOPHILUS | 3 niodpinizatom (Hib) y 3aTBEPMAKEHUMY AOMYCTUMUMMN MEXaMm
INFLUENZAE BaKyyMHiil cTepusbHili cneumdikaiin) 3miHa KpUTepiiB NPUAHATHOCTI
TNy B ynakosui; no 1 nokasHuka pH gns Heagcop6osaHoro Hib
BaKyyMHiil CTepusbHili KOMMOHEHTY Mpy BUMYCKY KiHLLEBOrO MPOAYKTY
YNaKoBLi Y KAPTOHHIi (QR) Ta npw 3akiH4YeHHi TepMiHy NpuAaTHOCTI
Kopobui (EOSL). 3atBepmxeHo: pH 5,0 -7,0
3anponoHosaHo: lMicns BigHOBNEHHS BOLOO
oumwleHoto: 4,5 -6,5 BHeCeHHs pefakLiliHmx
npaBoK A0 TEKCTY MokasHuKa Onuc KOMMNOHEHTY
Haemophilus influenzae. TepmiH BBeAEHHSA 3MiH -
nNpoTsArom 6 MicsiLiB NicNsi 3aTBEePAXKEHHS.
96. | KABIBEH emynbCia Ans iHdysii; PpeseHiyc HimeuunH ®peseHiyc Kabi LLsewis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/9045/01/01
NEPUPEPUYH no 1440 mn, a6o no Kabi a Ab 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
nin 1920 mn, abo no 2400 Hoiunang HaliMeHyBaHHs1 Ta/abo agpecu Micus
M eMynbCii y 6X NpOBaXeHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa

TpUKamepHoOMy
KOHTeliHepi "BiodpiH"(1
Kamepa — 885 mn, abo

roTOBOrO /1iKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJHO SIKOCTI. (4isS/IbHICTb, 3a 5Ky BignoBigae
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
1180 mn, a6o 1475 mn BMPOGHMK/IMNOpTEP, BK/IOYAOUM BUMYCK Cepiid)
11 % pO34nHY rNHOKO3N; AAMiHICTapT1BHA 3MiHa YTOYHEHHS agpecu
2 kamepa — 300 mn, abo BMPOGHMKA, BigNoBigHO Ao Bumor EMA. A cave
400 mn, abo 500 mn 3a3HayeHHs NOLUTOBOrO iHAeKca Pi3uYHOro canTy
BawmiHy 18 HoBy™m; 3 (paHiwe 6yB agMiHICTPATUBHWIA NOLUTOBWIA IHAEKC).
Kamepa — 255 mn, abo TepmiH BBEAEHHA 3MiH NPOTAroM 6 MicAuiB nicns
340 mn, abo 425 mn 3aTBEPKEHHS.
IHTpaninigy 20 %), skuii
pa3oM 3 aHTUOKNCHNKOM
BMILLYIOTb B 30BHiLLHiiA
N1acTUKOBUIA MiLLOK
97. | KAPBAMASENI | Tabnetkn no 200 mr; no MpAT YkpaiHa MpAT YKkpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/2579/01/01
H-AAPHUUA 10 TabNeToK y KOHTYpHIl | “"®apmaueBTn "®apmaueBTUYH 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom | niosisi2ae
YapyHKOBIli ynakoBLi; no yHa chipma a hipma Ta chbapmakoHarnsgy. 3miHa y KopoTkili
2 ab0 no 5 KOHTYPHUX "AapHnus” "fapHuus” XapakTepucTumLi NikapCbkoro 3acoby, TEeKCTi
4yapyHKOBUX YNakoBOK B MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
nauui 3acTocyBaHHA Ha niacTasi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHom).
3MiHV BHECEHI A0 IHCTPYKLiT 4518 MeguyHOro
3acTOCyBaHHS NikapcbKoro 3acoby B po3aiv
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHoCTi abo rogysaHHs rpyaar”, "ditn"
BiANOBIAHO A0 iHopMmaLii 3 6e3nekn
3aCTOCYBaHHSA Aito4oi pevyoBUHU. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicsLIB NiC/SA 3aTBEPLKEHHS.
98. | KACOJAEKC TabneTku, BKPUTI AcTpa3eHeka Benuvka Brpo6HuK, HimeuuunHa/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/0185/01/01
NNiBKOBOI 060/TI0HKOIO, HOK Nimitepq, BpuTaHis BiANOBIga/IbHUIA Benuka 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peuenmom
no 50 wr; no 14 3a BMPOGHULITBO BpuTaHis 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby
TabneTok y 6nictepi; no "in bulk®, (iHWi 3MiHM) OHOBNEHHS BXe 3aTBePKEHNX

2 6nicTepn y KapTOHHIlA
Kopoo6Li

KOHTPO/b SIKOCTI:
KopgaeH ®apma

METO/AiB KOHTPOJIIO AKOCTI NiKapCbKoro 3acoby, a
came: BUK/1afeHHS TEKCTY AePXXaBHOK MOBOHO

v6X, 3i{HO CyHaCHUX BUMOT 3 BHECEHHAM
HimeuuunHa; KOPEKTOPCLKMX NPaBOK BifnoBigHO A0
Brpo6HuK, opuriHaNbHWX AOKYMEHTIB. BBeAeHHS 3MiH
BignoBiganbHMA NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
3a NepBuHHE Ta 3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
BTOPVHHE Ta thapmakoHarnagy (iHwi 3MiH1) BHECEHHS 3MiH
nakyBaHHs, 00 po3giny “ MapkyBaHHSA" MKA J13.
BUNYCK cepil: 3arsepaxeHo: Mapkuposka: lNMpunaraetcs.
AcTpa3eHeka 3anponoHoBaHo: MapkyBaHHsi: 3rigHo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
HOK Nimiteq, 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBeeHHs
Benuvka 3MiH NPOTArom 6-Tu MiCALIB MicNa 3aTBEPIKEHHS
BputaHis
99. | KACOAEKC TabneTkun, BKPUTI AcTpa3eHeka Benuka Brpo6HMK, HimeuunHa/ BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: 3a UA/0185/01/02
NNiBKOBOI 060/I0HKOIO, HOK Nimiteq, BpuTaHis BiANOBIAa/IbHUIA Benuka 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
no 150 mr; no 14 3a BMPOGHNLITBO BpuTaHis 3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby
TabneTok y 6nictepi; no "in bulk", (iHWIi 3MiHM) OHOBNEHHS BXe 3aTBEPOKEHNX
2 6nicTepu y KapTOHHIlA KOHTPO/b SKOCTI: MEeTO/AiB KOHTPOJIHO AKOCTI NiKapCbKoro 3acoby, a
Kopobui KopaeH d®apma came: BUKIafeHHS TeKCTY AepXaBHO MOBOKO
v6X, 3riAHO Cy4aCHNX BYMOT 3 BHECEHHSIM
HimeuuunHa; KOPEKTOPCLKMX NPaBOoK BifnoBigHO A0
Brpo6HuK, opuriHaNbHWX AOKYMEHTIB. BBeAeHHS 3MiH
BignoBiganbHMA NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPIAKEHHS.
3a NepBuHHE Ta 3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
BTOPVHHE Ta thapmakoHarnsgy (iHwi 3MiH1) BHECEHHS 3MiH
nakyBaHHs, [0 po3ainy “ MapkyBaHHs" MKA N13.
BUNYCK cepil: 3arsepaxeHo: Mapkuposka: lNMpunaraetcs.
AcTpa3eHeka 3anponoHoBaHo: MapkyBaHHS: 3rigHO
HOK Nimiteq, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. BBefeHHs
Benuka 3MiH NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPAKEHHS
BputaHis
100. | KBETUKCON TabneTkun, BKPUTI 3AT JInTOBCbKA | KOHTPO/b AKOCTI, HimeuuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/19569/01/02
XR NNiBKOBOI 060/1I0HKOIO, «Papmnira» Pecny6nik nepBuHHE Ta 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peyenmom
NPOSIOHroBaHoI fji, no a BTOPVHHE BignosigHocTi/lE-cepTudikat BignoBigHOCTI
150 mr no 10 TabneTok y nakyBaHHs, €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
6nictepi; no 3 6nictepu BUNYCK cepil: HOBOro abo OHOBNEHOrO cepTudpikata
B KApPTOHHI nayui Mepkne I'mbX, BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
HimeuunHa,; BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
BUPOGHMLTBO A®l; pnsa BuxigHoro
Hepo3dacoBaHo matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
T npoAykuii: BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
Mepkne 'vbX, [L0MOMKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
HimeuunHa €sponelicbkin hapmakoner) - OHOBEHWIA

cepTudikaT Bif yXe 3aTBepXeHOro BUPOOHWKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne RO-CEP 2017-210 -
Rev 01 (3aTBepmkeHo: RO-CEP 2017-210 - Rev
00) ansa A®I kBeTianiHy coymapaTy Bif BXe
3aTBEpAKEHOro BUpo6HuKka Teva Pharmaceutical
Industries Ltd., I3painb. 3miHu | TMny - 3MiHK 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gnsa A®l; ons
BUXiAHOrO MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

A®I; ona 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikarT Bif yXe 3aTBepaKeHoro
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikata
BiAnoBigHOCTI EBponeiickkiit hapmakonei Ne RO-
CEP 2017-210 - Rev 02 gnsa A®l keeTianiHy
doymaparTy Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKa
Teva Pharmaceutical Industries Ltd., I13painb

101.

KBETUKCON
XR

TabneTkn, BKpUTI
NAiBKOBOK 000I0HKOH,
NPOMOHroBaHoI Aii, No
200 mr no 10 TabneTok y
6nicTepi; no 3 6nictepn
B KapTOHHII nauui

3AT
«dapmnira»

JlutoBCbKa
Pecny6nik
a

KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
BWMYCK Cepii:
Mepkne 'vbX,
HimeuunHa,;
BMPOGHMLTBO
Hepo3gacoBaHO
T npoayKu,i:
Mepkne 'M6X,
HimeuyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPoOHuKa -
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne RO-CEP 2017-210 -
Rev 01 (3atBepmkeHo: RO-CEP 2017-210 - Rev
00) ona A®l keTianiHy hymaparty Bif Bxe
3aTBepxeHoro BupobHrka Teva Pharmaceutical
Industries Ltd., I13painb. 3miHu | Tuny - 3miHn 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTi abo
BWIyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ona
BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIXKHOI pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWI cepTUdikaT Bif, y)Xe 3aTBEPAXEHOr0
BMPOOHMKA - MOJaHHSA OHOB/IEHOTO cepTudikara
BiAgnoBigHOCTI EBponeiicbkiin hapmakonei Ne RO-
CEP 2017-210 - Rev 02 ana A®I| kseTianiHy
dymapaTy Bif BXe 3aTBEPLKEHOTO BUPOOHMKA
Teva Pharmaceutical Industries Ltd., I13painb

3a
peyerimom

UA/19569/01/03

102.

KBETUKCO/
XR

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOIO,
NPOSIOHroBaHoI Aii, No
300 mr no 10 TabneTok y
6nicTepi; no 3 6aictepu

3AT
«®apmnira»

JInToBCbka
Pecny6nik
a

KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
BWMNYCK Cepil:

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MmiHu | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikata

3a
peyenmom

UA/19569/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
B KQpPTOHHII nayui Mepkne 'v6X, BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
HimeuunHa; BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
BMPOGHMLTBO A®I; onqa BuxigHOro
Hepo3dacoBaHo marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
T npoAykuii: BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI APIl; Ans
Mepkne T'mM6X, [OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
HimeuyunHa €Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne RO-CEP 2017-210 -
Rev 01 (3aTBepmkeHo: RO-CEP 2017-210 - Rev
00) ana A®I kseTianiHy hymaparty Bif Bxe
3aTBepxeHoro BupobHuka Teva Pharmaceutical
Industries Ltd., 13painb. 3miHu | TMny - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/yYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns Adl; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y BUPOOHWULTBI
A®I; oA fonoMixXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBREeHW cepTUdikaT Bif, y)Xe 3aTBEPAKEHOr0
BMPOOHUKA - NOJAaHHA OHOBJ/IEHOro cepTudikara
BiNOBIAHOCTI E€Bponelickkilt thapmakonei Ne RO-
CEP 2017-210 - Rev 02 gnsa Adl keTianiHy
hymapaTy Bif, BXe 3aTBEP)KEHOIO BUPOGHMKA
Teva Pharmaceutical Industries Ltd., I3painb
103. | KBETUKCON TabneTkun, BKPUTI 3AT JInToBCbKa | KOHTPOSIb AKOCTI, HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19569/01/05
XR NNiBKOBOI 060/I0HKOIO, «Papmnira» Pecny6nik nepBuHHE Ta 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
NPOSIOHroBaHoI fji, No a BTOPVHHE BignosigHocTi/lE-cepTudikar BignoBigHOCTI
400 mr no 10 TabneTok y nakyBaHHs, €Bponelicbkin hapmakonei/MoHorpadii. NogaHHS
6nictepi; no 3 6nictepu BUNYCK cepil: HOBOro abo OHOBMEHOrO cepTudpikata
B KApPTOHHI nayui Mepkne 'mbX, BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
HimeuumnHa; BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
BUPOGHMLTBO A®I; onsa BuxigHoro
Hepo3dacoBaHo marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
T npoAayKu,i: BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
Mepkne M'vbX, [0MNOMDKHOT peyoBmHU (cepTudikaT BigNOBILHOCTI
HimeuunHa €sponelicbkin hapmakoner) - OHOBEHWIA

cepTudikaT Bif y)e 3aTBepXEeHOro BUPOOHWMKa -
noJilaHHA OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkili thapmakonei Ne RO-CEP 2017-210 -
Rev 01 (3atBepmkeHo: RO-CEP 2017-210 - Rev
00) ana A®I kBeTianiHy coymapaTy Bif BXe
3aTBEpPKEHOro BUpo6HMKa Teva Pharmaceutical
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Industries Ltd., I13painb. 3miHu | Tuny - 3mMiHn 3
AKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BWNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikar Bif yXe 3aTBepaKeHoro
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikara
BiAnoBigHOCTI EBponeiickbkiit hapmakonei Ne RO-
CEP 2017-210 - Rev 02 gnsa A®l kseTianiHy
doymaparTy Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKa
Teva Pharmaceutical Industries Ltd., I13painb

104.

KBETUKCON
XR

TabneTkn, BKpUTI
N1iBKOBOK 060/10HKOIO,
NPOMOHIoBaHoI Aii, No
50 mr no 10 TabneTok y
6nicTepi; no 3 6rictepn
B KapTOHHII nauui

3AT
«dapmnira»

JlutoBCbKa
Pecny6nik
a

KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BWMYCK Cepii:
Mepkne M'vbX,
HimeuumnHa;
BMPOGHMLTBO
Hepo3gacoBaHO
T npoAayKu,i:
Mepkne 'M6X,
HimeuyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BUxigHoOro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPoOHuKa -
noAaHHs OHOBMIEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne RO-CEP 2017-210 -
Rev 01 (3atBepmkeHo: RO-CEP 2017-210 - Rev
00) ona A®l keTianiHy hymaparty Bif Bxe
3aTBepxeHoro BupobHrka Teva Pharmaceutical
Industries Ltd., I13painb. 3miHu | Tuny - 3mMiHn 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTi abo
BWIyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ona
BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMiIKHOI pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWI cepTUdikaT Bif, y)Xe 3aTBEPAXEHOr0
BMPOBHMKA - MOJaHHSA OHOBJ/IEHOIO cepTudikara

3a
peyerimom

UA/19569/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANoOBIAHOCTI EBponeiicbkinn hapmakonei Ne RO-
CEP 2017-210 - Rev 02 ana A®I| kseTianiHy
dymapaTy Bif BXe 3aTBEPLKEHOTO BUPOOHMKA
Teva Pharmaceutical Industries Ltd., I3painb

105.

KEMMPA®

pO34uH opasibHuiA, 100
mr/mn; no 300 mny
dhnakoHi; no 1 conakoHy
3 MipHUM N1ACTUKOBUM
LINPULOM Yy navui 3
KapToHY

HOCB ®apma
C.A.

Benbris

Hekct®apma
CAC

dpaHuis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW | TRy - 3MmiHK 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasnbHuii 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (skicHi Ta/abo
KINIbKICHI 3MiHW CK1agy) - BHECEHHS 3MiH [0

Marepianis peectpaujiiHoro gocbe (3.2.S5.2.2.), a
came 3MiHa y cknagi 6e3nocepeHboi ynakoBKu
6araToLLapoBoro NoaieTU/IEHOBOro NakeTy (Tak
3BaHOro «MiHiNakeTy») A5 NPOMDKHOIO MPOAYKTY
eTipaueTamy, Bupo6HuLTBa Siegfried Ltd.,
Switzerland 3 nonieTuneHy H13bKOT LWiNbHOCTI
(LDPE) Ha LDPE 3 gogaBaHHAM KOHLEHTpaTy
aHTMCTaTuKa, CXBaUIEHOTO A1 thapMaLleBTUYHOro
3acToCcyBaHHS. ICHytO4i Ta MPONOHOBAHI

«MiHINaKeT!» BUMYCKaOTLCA OAHUM I TUM Xe

noctayasibHMKOM Ta MatoTb ONHAKOBI
reoMeTpuyHi po3mipn. 3MiHa nonsirae B AoAaBaHHi
KOHLIEHTpAaTy aHTucTaThKa K Yy BHYTPILLHINA, TakK i
30BHILLHIl LWAp «MiHINAKeTY», a TakoX B 060/IOHKY
KOHTeliHepa, Wo 3abe3neyye aHTUCTaTUYHI

B/1ACTMBOCTI NakyBasIbHOro Matepiany. Lisa 3miHa

BiAHOCUTLCA A0 MeToay cuHTe3y MCC AdI (wo
BK/IlOYAE eTan BUAiNEeHHS 3a 40NOMOro XipasibHOI
6araToko/I0HKOBOI 6e3nepepBHOl xpomartorpadii)

3a
peyenmom

UA/9155/02/01

106.

KOAEIHY
DOCDAT
FEMITIAPAT

nopoLUoK (cybeTaHuis) y
[LBOX NONIeTUIEHOBUX
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHsA

®PAHKOMMIA

PpaHuis

CaHodpi Ximi

dpaHuis

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis:
3miHa 3asaBHuka /13 (MIBIM) (BnacHuka
peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Big, 23.07.2015 Ne 460); 3MiHu | TNy - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BifnoBsigHOCTIi abo
BWIyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiAHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; o foNoOMiKHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOOHUKA - NOJaHHA OHOB/IEHOro cepTudikara
BiANoBIAHOCTI EBponeiicbkiin hapmakonei Ne R1-
CEP 1997-118 - Rev 10 (3aTBepaxeHo: R1-CEP
1997-118 - Rev 09); 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I (iHWi 3MiHK) - 3MiHAa MOBMU

UA/15109/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMKageHHss MKS 3 pociiicbkoi Ha yKpaiHCbKy;
3MiHu | TUNY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosBigHOCTI
€sponelicbkinn hapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUNYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[0MNOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
noJiaHHA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 1997-118 -
Rev 11; 3miHm | Trny - 3miHun 3 AkocTi. API.
CucTeMa KoHTeliHep/3aKynoptoBasibHUA 3acio
(IHLWi 3MiHW) - OHOBNEHHA PO3LiNny «MapKyBaHH:»
y MKA

107.

KOAENCWH

Tabnetku, no 10
TabneTok y 6nictepi; no
1 6nicTepy B nayui 3
KapToHYy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO
[0 TEKCTY MapKyBaHHSA NEPBUHHOI YNakoBKW
nikapcbKkoro 3acoby B n. 6. «IHLWE» Ta fo TEKCTY
MapKyBaHHs BTOPMHHOI ynakosku B . 1. «<HA3BA
NIKAPCBbKOI'O 3ACOBY», n. 17. «IHLE».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/11812/01/01

108.

KO-AIOBAH®

TabneTkn, BKpUTI
NAiBKOBOK 060/10HKOH,
no 160 mr/12,5 mr; no 14
Tabnetok y 6nictepi; no
1 a6o 2 6nictepn y
KOpoO6Lii 3 KapTOHY

Hosapric
Papma Al

LLiseiiuapi
a

HosapTic ®apma
LLiTelin Al,
LLiBeiiuapis;

HosapTic ®apma

C.n.A., ltanis;
MNepBuHHe Ta
BTOPWHHE
nakyBaHHs:

Micbapm C.n.A.,

ITanis

Lseiiuapis/
ITanisa

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis:
3MiHW | TUny - 3MiHK 3 AkocTi. A®|. BUpobHuLTBO.
3MiHu B npoLieci BUpo6HuuTBa Ad| (He3HauHa
3MiHa y npoveci Bupo6HuuTBa Adl).
HesHauHi 3miHu B npoueci BupobHuuTtea Ad| 3
MeTO0 rapMOHi3aLlii npouecy, a came- fofaHo
«approximately» nepeg, pO34MHHUKOM «MEeTaHos»;
L0A4aHHA A0 (hiKCOBaHOT KiIbKOCTI, Aiana3oHiB Ans
PO3YMHHYKA, peareHTa Ta NPOMKHOIO NPOAYKTY B
npoueci cuHTesy; 3MiHa «yield range in kg»
rigpoxnopoTiasngy 3 115 (110-120) kr Ha 119
(110-128) kr; 3miHa «yield range in kg»
rigpoxnoportiasungy (WSH) 3 230 (220-240) kr Ha
238 (220-255) kr; 3miHa «theoretical yield range in
%> rigpoxnoportiasungy (WSJ) 3 92 (88-96) % Ha
95(88-102) %. [liana3oHu BMX04Yy NPOAYyKTY 6ynn
3MiHEHi FPyHTYIOUMCb Ha BUPOGHMYOMY A0CBIAj Ta
YOOCKOHa/IeHHAX. 3MiHW | TMny - 3MiHM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikauii Ta/abo AONYCTUMUX MEX,

3a
peyenmom

UA/8688/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMIKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(iHwWi 3miHK). OHOBNEHHSA MOHOrpadii TecTyBaHHsA
Novartis ANt KOHTPONO cy6CTaHLi-
MIKpPOHi30BaHWii rigpoxaopoTiasng Ta NPOMiXKHOTo
npoaykTy esipomigy (cvMporo rigpoxsopoTiasugy),
o6 BuaanuTy cToBnui «batch release» Ta
«stability + re-test». Novartis nigTeepaxye, Lo
BWAA/IEHHS ABOX CTOBMUiB Y cneuudikauisx
NiKapcbknx pevyoBuH BiANOBIAAE NULLE 3MiHI
dopmaTy wabnoHy. ditova pevyoBmHa
BiANOBiAATMME BCIM KPUTEPISIM NPUAHATHOCTI
NPOTArOM NOBHOTO MEPIoAY BUKOPUCTaHHA Ta He
6yie BHECEHO XOAHVX 3MiH Y (DakKTUYHi
cneumdikauii, MeToan BUNpobyBaHb abo YacToTy
BUMPO6YBaHb. TakoX, BHECEHHS pefaKLUiiHnX
3MiH, W06 agantysaTy iHchopmauio, HagaHy B p.
«®dapmakoneiHnii ctaTyc» MoHorpadii
TecTyBaHHs, 10 NOTOYHMX Bepciit EP Ta USP.

109.

KO-OIOBAH®

TabneTkn, BKpUTI
NNiBKOBOI 060/I0HKOI0,
no 160 mr/25 wmr; no 14
TabneTok y 6nictepi; no
1 a6o 2 6nictepn y
KOpo6Li 3 KapTOHY

HosaprTic
dapma Al

LLiseiiuapi
a

HoBapTic ®apma
LLTeiH AT,
LLiBeiiuapis;

HoBapTic ®apma

C.n.A, Itanis;
MNepBuHHe Ta
BTOPWHHE
nakyBaHHs:

Micbapm C.n.A.,

ITanis

Lsenuapis/
ITanisa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHN | TURY - 3MiHK 3 aKkocTi. A®l. BUpo6GHMLTBO.
3MiHM B npoveci BupobHuuTBa APl (He3HauHa
3MiHa y npoueci BupobHuytea Adl).
HesHauHi 3miHu B npoueci Bupo6bHuuTBa AdI 3
MeTO0 rapMoHi3aLlii npouecy, a came- fofaHo
«approximately» nepef, pO3UMHHNKOM «MeTaHOM»;
[0AaHHA 00 hiKCOBaHOI KiIbKOCTI, Aiana3oHiB As
PO3YMHHYMKA, peareHTa Ta NPOMIKHOIO NPOAYKTY B
npoueci cuHTesy; 3miHa «yield range in kg»
rigpoxnopoTiasugy 3 115 (110-120) kr Ha 119
(110-128) kr; 3miHa «yield range in kg»
rigpoxnoportiasngy (WSH) 3 230 (220-240) kr Ha
238 (220-255) kr; 3miHa «theoretical yield range in
%> rigpoxnoportiasungy (WSJ) 3 92 (88-96) % Ha
95(88-102) %. [liana3oHn BUXOAY NPOAYKTY 6ynn
3MiHEHi FpyHTYIOUMCb Ha BUPOGHMYOMY A0CBIAj Ta
YO0CKOHa/IeHHAX. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTuMmX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BVXIAHWIA/NPOMDKHMI NpoAayKT/pearexT, Lo
BVIKOPMCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(iHWi 3miHM). OHOB/EHHSA MOHOrpadii TecTyBaHHSA
Novartis 415 KOHTPOsO cy6CcTaHLii-
MIKpPOHI30BaHwii rigpoxiopoTiasng Ta NPoMiXXHOro
npoAayKTy esipoMigy (cuporo rigpoxsopoTiasuay),
06 BuaanmTy cToBnui «batch release» Ta

3a
peyerimom

UA/8688/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

«stability + re-test». Novartis nigTBepaxye, Lo
BUJANEHHS ABOX CTOBNLB Y crneumaikaLisx
NiKapCbK1X pe4YoBUH BiAMNOBIAAE NULLE 3MiHI

dhopmaTty WwabnoHy. [itoua peyoBmHa
BiANoOBiAaTNMeE BCIM KPUTEPISIM NPUAHATHOCTI
NPOTArOM NOBHOTO MEPIOAY BUKOPUCTaHHSA Ta He
6ye BHECEHO XOAHVX 3MiH Y (DakKTUYHi
cneuudikauii, MeToau BUNpobyBaHb abo YacToTy

BUNPO6YBaHb. TaKoX, BHECEHHS pefaKLUiliHnX

3MiH, W06 aganTyBaTy iHchopmavio, HagaHy B p.
«®bapmakoneinHuii ctatyc» MoHorpadii
TeCcTyBaHHs1, 0 MOTOYHKX Bepciii EP Ta USP.

110.

KO-AIOBAH®

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,
no 320 mr/12,5 wmr; no 14
TabneTok y 6nictepi; no
1 a6o 2 6nictepn y
KOpo6Li 3 KapTOHY

HoBaprTic
dapma Al

LLiseiiuapi
A

HoaprTic ®apma
LTeiiH AT,
LLseiuapis;

HoaprTic ®apma

C.n.A, ltanis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:

Michapm C.n.A.,

ITania

LBenuapis/
ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | TUNY - 3MiHK 3 skoCTi. ADl. BUpo6HMLTBO.
3MiHu B npouieci BUpo6HuuTBa AdP| (He3HauHa
3MmiHa y npoueci BupobHuytea Adl).
HesHauHi 3MmiHK B npoveci BUpobHuuTBa AdI 3
MEeTOH rapMoHi3aujii npoLecy, a came- 4oAaHo
«approximately» nepeg po34MHHUKOM «MeTaHOs»;
[oAaHHA 10 dhiKCcoBaHOT KiIbKOCTI, Aiana3oHis ANns
PO34YMHHIMKAE, peareHTa Ta NPOMiXHOro NPoAyKTYy B
npoueci cuHTesy; 3miHa «yield range in kg»
rigpoxnoportiasugy 3 115 (110-120) kr Ha 119
(110-128) kr; 3miHa «yield range in kg»
rigpoxnopoTiasngy (WSH) 3 230 (220-240) kr Ha
238 (220-255) kr; 3miHa «theoretical yield range in
%> rigpoxnoportiazngy (WSJ) 3 92 (88-96) % Ha
95(88-102) %. [jiana3oHn BUXOAY NPOAYKTY 6ynmn
3MiHEHI FPYHTYOUMCh Ha BUPOBHUYOMY AOCBIAi Ta
YOOCKOHaUTEHHSAX. 3MiHN | TUny - 3MiHM 3 SIKOCTI.
A®I. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo gonycTuMmUX MeEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHwWi 3miHK). OHOBNEHHA MOHOrpadii TecTyBaHHsA
Novartis s KOHTPOO cy6CTaHLi-
MIKpPOHi30BaHWii rigpoxiopoTiasung Ta NPoMiXXHOro
NpoAayKTy esipoMigy (CuMporo rigpoxsopoTiasnay),
o6 BuaganuTu ctoBnuyi «batch release» Ta
«stability + re-test». Novartis nigTBepaxye, Lo
BWAAIEHHS ABOX CTOBMUiB Y cneuudikauisx
NiKapCbKNX PEYOBUWH BiAMOBIgAE NULLE 3MiHI
copmaTy wabnoHy. ditova pevyoBmHa
BiANOBiAaTNME BCIM KPUTEPISIM NPUAHATHOCTI
NPOTArOM NMOBHOTO MEPIoAY BUKOPUCTaHHSA Ta He
6y/ile BHECEHO XOAHWUX 3MiH Y hakTU4Hi
cneumdikadii, MeToan BunpobysaHb abo YacToTy

3a
peyenmom

UA/8688/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMNpoOyBaHb. TakoX, BHECEHHS pefaKLinHnX
3MiH, WOo6 aganTtysaTtu iHpopmaL,ito, HafaHy B p.
«®dapmakoneinHuii cratyc» MoHorpadii
TEeCTyBaHHs1, 40 NOTOYHUX Bepcin EP Ta USP.

111.

KO-AIOBAH®

TabneTkn, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 320 mr/25 wmr; no 14
Tabnetok y 6nictepi; no
1 a6o 2 6nictepn y
KOpOO6Lii 3 KapTOHY

Hosapric
Papma Al

LLiseiiuapi
o

HosapTic ®apma
LLTelin Al,
LLiBeiuapis;
HosapTic ®apma
C.n.A., lTanis;
MNepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Michapm C.n.A.,
ITanis

Leiiuapis/
ITanisa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW | TUny - 3MiHK 3 AkocTi. A®|. BUpobHuuTBO.
3MiHu B npouieci BUpo6HMUTBa Ad| (He3HauHa
3MiHa y npoveci BUpo6HuuTBa Adl).
HesHauHi 3miHu B npoueci BupobHuuTtea Ad| 3
MeTO0 rapMoHi3aLlii npouecy, a came- fofaHo
«approximately» nepeg, poO34MHHUKOM «MeTaHo/»;
L0AaHHA A0 (hiKCOBaHOT KiIbKOCTI, giana3oHis Ans
PO3YMHHYKA, peareHTa Ta NPOMIKHOIO NPOAYKTY B
npoueci cuHTesy; 3MiHa «yield range in kg»
rigpoxnopoTiasngy 3 115 (110-120) kr Ha 119
(110-128) kr; 3miHa «yield range in kg»
rigpoxnoportiasugy (WSH) 3 230 (220-240) kr Ha
238 (220-255) kr; 3miHa «theoretical yield range in
%> rigpoxnopotiasngy (WSJ) 3 92 (88-96) % Ha
95(88-102) %. [liana3oHun BMXxo4y NpoAayKTy 6ynm
3MiHEHi FpyHTYIOUMCb Ha BUPOGHMYOMY A0CBIAj Ta
yAOCKOHaNeHHAX. 3MiHu | Tuny - 3MiHU 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneuudiikauisx Ha Adl, abo
BUXiAHWIA/NPOMIXHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(iHwWi 3miHM). OHOBNEHHA MOHOrpadii TecTyBaHHsS
Novartis 715 KOHTPO/O cy6CTaHLii-
MiKPOHI30BaHwWi1 rigpox10poTiasung Ta NPoOMiXXHOro
npoaykTy esipomMigy (cvporo rigpoxaopoTiasugy),
o6 BuganuTtu ctosnui «batch release» Ta
«stability + re-test». Novartis nigTeepaxye, Lo
BWAA/IEHHS ABOX CTOBMUiB Y cneuudikauisx
NiKapCbKNX pevyoBuH BiANOBIAAE NULLE 3MiHI
topmaTy wabnoHy. ditoya pevyoBmHa
BiANoOBiAaTME BCIM KPUTEPISIM NPUAHATHOCTI
NPOTArOM NOBHOTO MEPIOAY BUKOPUCTaHHA Ta He
6yie BHECEHO XOAHVX 3MiH Y (DakKTUYHi
cneuudikauii, MeToau BUNpobyBaHb abo YacToTy
BMNPO6YBaHb. TakoX, BHECEHHS pefaKLUiiHnX
3MiH, W06 agantysaTy iHchopmauio, HagaHy B p.
«®apmakoneiiHnii ctaTyc» MoHorpadii
TeCTyBaHHs, 10 NOTOYHMX Bepciit EP Ta USP.

3a
peyenmom

UA/8688/01/05

112.

KO-OIOBAH®

TabneTku, BKpUTI
NNiBKOBOI 060/I0HKOI0,
no 80 mr/12,5 wr; no 14

TabneTok y 6nictepi; no

HosaprTic
dapma Al

LLiseiiuapi
a

HoBapTic ®apma
LTeiH AT,
LLBeiiuapis;

HoBapTic ®apma

Lsenuapis/
ITanis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHN | TURY - 3MiHK 3 sKocTi. A®I. BUpo6GHMLTBO.
3MiHM B npoveci BupobHuuTea APl (He3HauHa
3MiHa y npoueci BupobHuutea Adl).

3a
peyerimom

UA/8688/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

1 a6o 2 6nictepn y
KopobLi 3 KapTOHY

C.n.A,, Itanis;
lNepBuHHe Ta
BTOPUHHE
naKyBaHHs:
Micbapm C.n.A.,
ITanisa

HesHauHi 3miHu B npoueci Bupo6bHuuTBa Ad| 3
MeTO0 rapMoHi3aLlii npouecy, a came- fofaHo
«approximately» nepef, pO34MHHUKOM «MeTaHO»;
[0faHHA 00 hiKCOBaHOI KiIbKOCTI, Aiana3oHiB As
PO3YMHHYMKA, peareHTa Ta NPOMIKHOIO NPOAYKTY B
npoueci cuHTesy; 3miHa «yield range in kg»
rigpoxnopoTiasugy 3 115 (110-120) kr Ha 119
(110-128) «kr; 3miHa «yield range in kg»
rigpoxnoportiasangy (WSH) 3 230 (220-240) kr Ha
238 (220-255) kr; 3miHa «theoretical yield range in
%> rigpoxnoportiasngy (WSJ) 3 92 (88-96) % Ha
95(88-102) %. [jana3oHn BUXO4Y NPOAYKTY 6ynn
3MiHEHi FPyHTYIOUMCb Ha BUPOGHMYOMY A0CBIAj Ta
YOOCKOHa/IEHHAX. 3MiHW | TUNy - 3MiHM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMmX MeX,
BM3HaYeHUX y cneuudpikauisx Ha Adl, abo
BUXIZHWA/NPOMIDXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(iHWi 3miHW). OHOB/EHHA MOHOrpadii TecTyBaHHSA
Novartis 15 KOHTPO/IO cybCcTaHLii-
MIKPOHI30BaHWii rigpox10poTiasng Ta NPoOMiXXHOro
npoAayKTy esipoMigy (cuporo rigpoxsopoTiasuay),
o6 BuaanmTy cToBnui «batch release» Ta
«stability + re-test». Novartis nigTBepaxye, Lo
BUAANEHHS ABOX CTOBNLIB Y crneumdikaLisax
NiKapCbK1X pe4YoBWH BiAMNOBIAAE NULLE 3MiHI
dopmaTty WwabnoHy. [itoua peyoBmHa
BiANOBiAaTNME BCIM KPUTEPISIM NPUAHATHOCTI
NPOTArOM NOBHOTO MEPIOAY BUKOPUCTaHHA Ta He
6ye BHECEHO XOAHVX 3MiH Y (DakKTUYHi
cneuudikadii, MeToau BUNpobyBaHb abo YacToTy
BUNPO6YBaHb. TaKoX, BHECEHHS pefaKLUiiHnX
3MiH, W06 aganTyBaTy iHchopmavio, HagaHy B p.
«bapmakoneinHuii ctatyc» MoHorpadii
TecTyBaHHs1, 0 MOTOYHKX Bepciii EP Ta USP.

113.

KOHBYJEKC

pO34uH ANs iH'ekuid, 100
Mr/mn no 5 mn B amnyni,
no 5 amnyn y KOHTYpHiii

YapyHKOBIli ynakoBLji

TOB "bayw
Xenc"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHSl,

KOHTPO/b AKOCTI:

[.J1. dapma
'M6X, ABCTpist;
BVPOGHWK, LLIO
BignoBigae 3a

BUNYCK cepil:

r.J1. dapma
'M6X, ABCTpis

ABcTpis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHuKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
34ilicHeHHs chbapmakoHarnsgy (BkaYarym

3a
peyenmom

UA/6595/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3as1BHMKA, BignoBigasbHOI 3a hapMakoHarnsag.
114. | KOPOAPOH® Tabnetku no 200 mr; Ne TOB "CaHodi- YkpaiHa Bupo6bHuuTBO, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/3683/02/01
30 (10x3): no 10 ABeHTiC nepBuHHE Ta YropmHa 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI peyenmom
TabneTok y 6nictepi; no Ykpaina" BTOpPUHHE Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
3 6nicTepu B KAPTOHHIiA nakyBaHHs, y3arasbHeHUX JaHuX Npo cucTemy

Kopob6ui; Ne 30 (15x2):
no 15 tTabneTok y
6nictepi; no 2 6nictepu
B KApPTOHHIli Kopobu,i

KOHTPO/Ib AKOCTI
Ta BMnycK cepii
FN3: CAHO®I
BIHTPOMM
IHOACTPIA,
PpaHuis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNyck cepii
N3 (3a
BUK/OYEHHAM
MiKpO6iosoriyHO
ro TEeCTyBaHHs):
Onenna
Xenckea
Xanrepi K.,
YropumHa;
Mikpo6ionoriyHe
TeCTyBaHHS
rn3: XIHOIH
3aBop,
PapmaueBTUYHN
X Ta XiMiYHuX
MpoaykTis
MpaisiT Ko.
Nra. (XIHOIH
MpaiiBiT Ko.
na.) -
niANpMEMCTBO
YaHikBesba,
YropumHa;
Mikpob6ionoriuHe
TecTyBaHHS
rN3: XIHOIH
3aBog
dapmaueBTUYHU
X Ta XiMiYHMX

thapmakoHarnsgy (BBefeHHs y3araslbHeHX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBA&XEHOT 0C06M, BigNoBigansLHoI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
hapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu papMmakoHarnisay) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBigasIbHOI 3a hapMakoHarnsg.

[itoya pepakuis: XogakiBcbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa peaakuis:
BapdonomeeBa IBaHHa OnekcaHapiBHa. 3MmiHa
KOHTaKTHUX JaHWX yNMOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a hapMakoHariag
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MpoaykTis
MpaiiBiT Ko.
Nra. (XIHOMH
MpaisiT Ko.
nrp.) -
niANPMEMCTBO
tOnecr,
YropuimHa

115. | KCAPENTO® TabneTkn, BKpUTI Baliep Al HimeuumnH Baiiep Al HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/9201/01/01
NAiBKOBOK 000I0HKOH, a 3miHu |l Tuny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI | peyenmom | nidssi2ae
no 10 mr; Ne 5 (5x1): no Ta cpapmakoHarnsgy. 3mMiHu y KopoTkili
5 TabneTok y 6nicTepi; XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
no 1 6nictepy y MapKyBaHHS Ta iHCTPYKUIii AN MeANYHOro
KapTOHHI nayui; Ne 10 3aCcTOCyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMU 3
(10x1), Ne 100 (10x10): AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMN AaHVMU Ta
no 10 Tabnetok y JaHuMu 3 dhapmakoHarnsgy - 3MiH1 BHECeHo [0
6nictepi; no 1 a6o no 10 IHCTPYKLUIT AN1A MEeANYHOr0o 3aCTOCYBaHHSA
6nicTepiB y KAPTOHHIN nikapcbKoro 3acoby A0 po3giny "dapmMakonorivHi
nauuj BacTMBOCTI" LWOAO pe3ybTaTiB AOC/iIKEHb 3

nporpamu PASS DUS. BBefieHHS1 3MiH NPOTSArom
4-0x micsyiB nicns 3aTBepkeHHs. 3MiHu Il Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMW AaHVMU Ta
JaHuMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO [0
IHCTPYKLUIT AN1A MEANYHOr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby go posginis "Mepego3yBaHHA"
(peparyBaHHs MeAMYHOrO TEepMiHy), "MobiuHi
peakuii” (4ofaBaHHA HOBOI NOGIYHOT peakLii
"e03iHoiNbHa NHEBMOHISA" BigNOBIAHO J0
NOCTMapPKETVHIOBOrO CMOCTEPEXEHHSA Ta
pefakLiiiHi NpaBkn B TEKCTi po3giny). BBeAeHHs
3MiH NpoTArom 4-0X MicsLiB Nicnsi 3aTBEPAKEHHS.

116. | KCAPENTO® TabneTku, BKPUTI Baiiep Al HimeuuunH 0151 BCbOTO HimeuuunHa/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/9201/01/04
NNiBKOBOI 060/TI0HKOIO, a BUPOBHMYOro ITania 3MiHu 1l Tuny - 3MiHK Wopao 6e3nekn/eddekTUBHOCTI |  peyenmom | ridsasieae
no 2,5 wr; no 14 npowecy: Ta hapmakoHarnsagy. 3mMiHu y KopoTkili
TabneTok y 6nictepi; no Baiiep AT, XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEKCTi
1 a6o 4 6nictepu B HimeuuunHa; MapKyBaHHS Ta IHCTPYKLii Ana MefuyHoro
KapTOHHIM nayui Baiiep Xenckep 3aCTOCYBaHHS Y 3B’A3KY i3 HOBMMMW AaHVMU 3

MaHydakTypiHr AKOCTI, AOKTIHIYHUMM, KTIHIYHUMUW JaHuMK Ta
C.P.N., Itanis AaHumn 3 hapmakoHarnsgy - 3mMiH1 BHECEeHO 0
AN BTOPMHHOIO IHCTPYKUIT AN MEANYHOrO 3aCTOCYBaHHS
nakyBaHHs: nikapcbkoro 3acoby Ao po3ainy “MobivHi peakuii”
LTeremaHH BiNOBIAHO [0 A@HMX NOCTMaPKETUHIOBOrO
JloHdbepnakyHr cnocTepexeHHs. BBegeHHs 3MiH npoTsirom 4-0x
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

& NoricTiwep
Cepsic e.K.,
HimeuyunHa

MiCALIB MICNSA 3aTBEPAKEHHS.
3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHsa abo 3miHa(n) 4o
30060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
nocBigYeHHs, BkIoYatoun MnaH ynpaeniHHA
pv3vkamm (3acTocyBaHHs 3MiH(W), Ki(a)
BMMaratTb(€) NOJaNbLIOro 06r'pyHTYBaHHS
HOBMMM [0ATKOBUM AaHUMK, L0 MatoTb
HagaBaTnUCs KOMMETEHTHUM OpraHoM, OCKISIbKK
BUMAraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) 3asiBH/KOM HaZaHO OHOB/EHWI NnaH
ynpasniHHA pu3nkamu Bepcis 13.4. 3MiH1 BHECEHO
0o yactuH: Il «Cneundikauis 3 6esnekm», |l
«[MnaH 3 chapmakoHarnagy», IV «MnaxHu wono
nicnsipeecTpaLiiHnx gocnifgxeHb epekTUBHOCTI»,
V «3axoam 3 MiHimi3auii pusmkis», VI «Pestome
nnaHy ynpasiHHA pusmkamm», VIl «logatku» y
3B'A3Ky 3 nogaHHAM Ao EMA iHchopmauii wopo
pe3ynbTaTiB AocnigpkeHb 3 nporpamu PASS DUS.
Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 13.4
fopaetbea. TepMiH BBEAEHHSA 3MiH MPOTAroM 4-0X
MiCSLIB HE pEKOMeHA0BaHO, ockinbku MYP mae
6yTN BNpOBaKEeHWIA Bigpasy Micns CXBasIEHHS.

117.

KCE®OKAM®

TabneTkn, BKpUTI
NNiBKOBOI 060/TI0HKOI0,
no 8 mr no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHIi
Kopo6bui

AciHo ®apma
Al

LLiseiiuapi
a

Takepa M'm6X,
Micue
BUPOGHMLTBA
OpaHieHbypr

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
03miHu | Tuny - 3miHK 3 AKkocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapCbKoro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BIANOBIAHUM METOA0M BMNPOGYBaHHA) AOAABAHHS
B cneuudikauito /13 HoBoro napameTpy 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a
NOKa3HUKOM «Bu3HaUYeHHs unctotn» (EP, 2.2.29),
a came gomilwkm «HN-RPT03026> 3 HOpMyBaHHSAM
npu Bunycky He 6inbLue 0,3%, Ha TepMiH
npugatHocTi — He 6inbLue 0,5%, wo Bignosigae
nimiTy kBanidikauii 3rigHo ICH Q3B. HopmyBaHHS
0151 CYMU JOMILLOK He 3MiHuAocs.
3MmiHu |l TUny - 3MiHK 3 SKOCTI. [OTOBWIA Nikapcbkumii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX rOTOBOTO JTiKApCbKOro 3acoby
(3miHa 3HaxoAMTbCA No3a 3aTBepAKEHNMU
[0NyCTUMMU Mexamu cneuudikadlii)
3MiHM B cneumdikayii M3 3a nokasHMKOM
«CepefiHs Maca», Ans A03yBaHHA 4 Mr
06YMOB/IEHI BUABMEHOI0 HE3HAYHOIO NMOMMIIKOIO B
po3paxyHKy 3arasibHOi Macu TabneTky B po3gini

3a
peyerimom

UA/10245/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3.2.P.1.0nuc i cknag,. LUe nuwe dopmansHe
BUNPAaB/IEHHS, HEe Ma€ 3MiH Y cknagi KiflbKOCTi
Ai040T PEYOBVHM Ta AONOMIXHUX PEHOBUH.

118.

KCE®OKAM®

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,
no 4 mr no 10 TabneTok
y 6nictepi; mo 1
6nicTepy B KAPTOHHIi
Kopoo6Li

AciHo dapma
Al

LLiseiiuapi
A

Takepa M'm6X,
Mmicue
BMPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(monoBHeHHs cnevmdikalii HOBUM NOKa3HMKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHSA) AOAABAHHS
B creuudikauito /13 HoBoro napameTpy 3
BIANOBIAHUM METOA0M BUNPOGYBaHHA 3a
NoKa3HUKOM «Bur3HaueHHs unctotm» (E®, 2.2.29),
a came gomiwkn «<HN-RPT03026» 3 HOpMyBaHHAM
npu Bunycky He 6inbwe 0,3%, Ha TepMiH
npuaaTHocTi — He GinbLlue 0,5%, Lo BignoBigae
nimity kBanidpikauii 3rigHo ICH Q3B. HopmyBaHHs
AN CYyMU AOMILLIOK He 3MiHUI0CS.
3MmiHu |l TUny - 3MiHK 3 SKOCTi. [OTOBWIA NMikapcbKumii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneungikaLiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(3miHa 3HaxoAMTbCA No3a 3aTBEPAKEHNMU
A0NYyCTUMVMU Mexamu cneumdikalin)
3MiHM B cneuudikauii /13 3a nokasH1KoM
«CepegHsi maca», Ansi A03yBaHHA 4 Mr
06yMOB/IEHI BUSIBNIEHOKO HE3HAYHOIO NMOMW/IKOKO B
po3paxyHKy 3arasibHoi Macu TabneTkv B po3aini
3.2.P.1.0nuc i cknag. Lle nuwe cdopmanbHe
BUMPaB/IEHHS, HE Ma€ 3MiH Y CKagi KisIbKOCTi
Ail0Y0i peYOBUHU Ta AOMOMiIXKHUX PEYOBWH.

3a
peyenmom

UA/10245/01/01

119.

NA®EPOBIOH

Kpanni HasasbHi No
100000 MO/mn; no 5 mn
y thnakoHi,
3aKynopeHomy
MiKpOZ03aTopOM-
KpanenbHuueto; no 1
donakoHy y naui 3
KapToHYy

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHW Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkunii
3aci6. KOHTpOnb roTOBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHA rOTOBOroO
NiKapcbKoro 3acoby (CyTTeBa 3miHa y
6ionoriyHoMy/iMmyHOMOriYHOMY/iMyHOXIMIYHOMY
MeToAi BunpobyBaHHs abo MeTofi, y AKoMy
BMKOPWCTOBYETbLCA BI0NOrYHUIA peareHT, abo ix
3amMiHa, abo 6ios1oriYHOro Npenapary MopiBHAHHSA
(cTaHfapTHOro nNpenapary), Wo He 3a3HadyeHunid y
3aTBEPIAXEHOMY MPOTOKONI) - YTOUHEHHS NOPSAAKY
BUKOHAHHSA TecTy N.12 "KiflbkicHe BU3HaYeHHs.
MpoTumBipyCcHa akTUBHICTL" BiANOBIAHO A0
BanigauiiiHoro 3BiTy AV 010/2.063 R "Br3HayeHHsi
NPOTUBIPYCHOI aKTUBHOCTI iHTEPdhepoHy anbta-26
MeTOAO0M Ky/bTypU KMITUH", @ TaKoX BHECEHHS
KOpUryBaHb A0 HaNMCaHHS MXKHAPOAHOTO

6e3
peuyenma

UA/13779/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
CTaHapTHOro 3pa3ky PeKOMOIHAHTHOTO
iHTepdepoHy Ta BUNpaB/ieHHA HETOYHOCTI LWOoA0
BVKOPUCTAHHA PO34MHY S A5 NPUroTyBaHHA
BUMPOOYBaHOr0 PO34nHY
120. | NEBEPET TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka TOB TeBa Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/15294/01/01
NOHr NAiBKOBOI 060/TI0HKOIO, Pecny6nik OnepeiiH3 3MiHu | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa Ha3BU peyernmom nionsieae
no 91 tabnetui y a MonaHg nikapcbKoro 3aco6y. 3MiHM BHECEHO LLIOAO Ha3BU
6nictepax (no 28 nikapcbKoro 3acoby. 3arsepgxeHo: MOAE//1b
pPOXeBUX TabNEeToK y 2 EPO. 3anponoHosaHo: JIEBEPET JIOHT.
6nictepax Ta 35 BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
Tabnetok (28 poxeBux 3aTBEpPKEHHS. 3MiHM | TUny - 3MiHK Woa0
Tabnetok Ta 7 6inmx 6e3nekn/edekTnBHOCTI Ta thapmakoHarnsgy (iHwi
TabneTok) y 6nictepi); 3MiHM). 3MiHV BHECEHI 10 TEKCTY MapKyBaHHS
no 3 6nictepu, Wo nikapcbKoro 3acoby, a came B M. 6 NepBUHHOT
3adikcoBaHi KOPOOKOI- ynakoBku Ta n. 17 BTOPMHHOI ynaKkoBKu
KHVDKeuKoto; no 1 KOHKPeTW30BaHO iHhopMaL,ito LLIOAO NI0roTuUmy.
KOpOOBLLI-KHWXLi B BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
nakeTuky 3 chonbru; no 1 3aTBEPMAKEHHSA
nakeTuky 3 honbrn Ta
Hakneinkolo-kaneHgapem
B KOpOoo6Li
121. | NEBEPET TabneTkun, BKPUTI 3eHTiBa, K.C. Yecbka TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a He UA/15294/01/01
NOHr NNiBKOBOI 060/1I0HKOIO; Pecny6nik OnepeiiwH3 3MiHK | TNy - 3MiHK Woao 6e3neku/edekTUBHOCTI peuyenmom | nidssizae
no 91 tabnetui y a MonaHg Ta chapmakoHarnsagy. 3miHa y KopoTkili
6nictepax (no 28 XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEeKCTi
POXeBUX TabNeToK y 2 MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
6nictepax Ta 35 3aCToCyBaHHS Ha nigcTasi perynsipHo
TabneTok (28 poxeBux OHOBJIHOBAHOTO 3BITY 3 6€3Mekn NikapcbKoro
Tabnetok Ta 7 6inmx 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
TabneTok) y 6nictepi); nikapcbkoro 3acoby B micnspeecTpaviliHvin nepiog,
no 3 6nictepwu, Wwo ab0 K pe3ynbTar OLiHKM 3BIiTY 3 fOCAIIKEHD,
3acpikcoBaHi KOpOOKOIO- npoBeAeHWX BiANoBIiAHO A0 MaHy negiatpudHnx
KHWXeuKoto; no 1 npocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOPOOLLi-KHWXLIi B KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
nakeTuky 3 donbru; no 1 3MiHV BHECeHi [0 IHCTPYKUiT ANs MeAUYHOTO
nakeTuky 3 chonbrn Ta 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis:
Hakneliko-KaneHgapem "MpoTunnokasaHHs", "OcobaMBOCTI 3acTOCyBaHHS",
B KOpPOO6Li "Mo6ivHi peakui™ Wwoao 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTarom 6-
TV MicsLIB NicNsa 3aTBepAXKEHHSA
122. | NEPJIOK TabneTkun, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/4427/01/01
NNiBKOBOIO 060/I0HKOIO, "bapmaueBTn "dapmaueBTUiH 3MiHuM | TMNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKWiA peyenmom
no 250 mr, no 5 yHa thipma a hipma 3aci6. KoHTposib JONOMDKHUX PEYOBUH. 3MiHA
TabnNeToK Y KOHTYPHIiA "AapHuus” "fapHuus” napameTpiB cneuyudikaLiii Ta/abo gonycTummx

YapyHKOBIli ynakoBL,i; No
1 KOHTYpHIiA YapyHKOBIl

ynakosLji y nayui; no 10

TabM1eTOK Y KOHTYPHIN

MeX 4151 [OMOMIKHOI PeHOBUHM (BUTYYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukiag,
3acTapifioro NokasHuka))

BHECEHHS 3MiH Ha JONOMiXXHY PEYOBUHY
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YapyHKOBIl1 ynakoBLii; no
10 KOHTYpHUX
YyapyHKOBUX YNakoBOK Y
nauuj

linpomenosa go cneuudikadii, a came BUyYEHHS
nokKasHvka «Xnopuau» 3rigHo MoHorpadii €EP
«Hypromellose», a Takox NokasHUK «Bavkki
MeTasIn» BiAnoBigHO 4O MaTepianiB BUPO6HMKa
(anani3 pusukis 3rigHo BumMor ICH Guideline «Q3D
Elemental impurities) Ta Bumor gitoyoi moHorpadii
€®d «Hypromellose». 3miHu | TMNY - 3MiHK 3
AKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiiNOBIAHOCTI E€BpONENChKilt
thapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3
HeOoB6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii PY abo EBponeiicbkoi thapmakoner,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasn EC
(iHWi 3MiHW) BHECEHHSA 3MiH Ha 4OMOMKHY
pevoBuHy Ninpomenosa Ao cneundikauii, a came:
HOPMYyBaHHS Ta METOAVKN KOHTPOSIO AN
NoKasHUKIB «B’A3KiCTb», «laeHTudikauis»,
«CynbhaTHa 3071a», a TaKoXX METOANKN KOHTPOSTHO
NS NOKa3HUKIB «pH po3unHy», «BMiCT MeTokcK-Ta
TiAPOKCMNPONOKCK-Tpyn>» NpUBEAEHO 40 BUMOT
nitoyoi MmoHorpacpii E® «Hypromellose». 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTPONb AONOMIKHMX peyoBUH. 3MiHa y MeTofax
BUNPOBYBaHHA [OMOMDKHOI PEYOBUHM (HE3HAYHI
3MiHM y 3aTBEPMKEHNX MeTofax BUNpobyBaHb)
CynyTHS 3MiHa - 3MiHK 3 SKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPO/b AOMOMiIXHNUX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMNYCTUMMUX MEX AN AONOMIKHOT peqyoBUHN (iHLUi
3MiHM) BHECEHHSA 3MiH [0 cneyudikaLii Ta MeTogis
KOHTPO/I0 Ha AOMOMiXHY peyoBuHy lnpominosa, a
came BinoBiAHO, BiANOBIAHO A0 BUMOT
MoHorpadii E® nokasHNK «PO3YMHHICTb» Mae
pekoMeHAaLiHNIA XxapakTep, Ha Lili nigcTasi ioro
nepeHeceHo [0 3ara/ibHUX BlacTUBOCTEN, a [0
nokasHuka «Mikpo6ionoriyHa YncToTa» BHECEHO
nocuaHHs Ha gjtoye BugaHHsa €, 6e3 3MiH B
HOPMyBaHHi Ta B MeTOAMLI KOHTPOJIHO.

123.

NE®NOK

TabneTkn, BKpUTI
N1iBKOBOK 060/10HKOI0,
no 500 mr, no 5
Tab1eToK y KOHTYPHIi
YapyHKOBIl1 yrnakoBLii; no
1 KOHTYpHIiA YapyHKOBIlA
ynakosLji y nayui; no 10
Tab1eToK y KOHTYPHIi
YapyHKOBIli ynakoBLi; no
10 KOHTYPHUX

MpAT
"®apmauesTn
yHa chipma
"AapHnus”

Ykpaina

MpAT
"GapmaueBTnyH
a hipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KoHTposb AONOMIKHUX PeyOoBUH. 3MiHa
napameTpiB crneungikauiii Ta/abo gonycTuMmx
MEX 4151 ONOMIXHOT peYOBUHM (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukiag,
3acTapifnioro NokasHuka))

BHECEHHS 3MiH Ha JOMOMKHY PeyOBUHY
lnpomenosa fo cneyudikadii, a came BUNYyYEHHS
noKasHuKa «X0puam» 3rigHo MoHorpadii €

3a
peyerimom

UA/4427/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

4apyHKOBUX YNakoBOK Y
nauui

«Hypromellose», a TakoX Noka3HUK «Bavkki
MeTan» BignoBigHO [0 maTtepianiB BUpoOHMKa
(aHani3 pusukis 3rigHo Bumor ICH Guideline «Q3D
Elemental impurities) Ta Bumor gitouoi MmoHorpadii
€D «Hypromellose». 3MiHu | TNy - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JdY abo EBponeiicbkoi chapmakoner,
abo iHWOI HauioHasIbHOI hapmakonei aepxasu EC
(iHLWi 3MiHW) BHECEHHSA 3MiH Ha JOMOMDKHY
peyoBuHy Finpomenosa o cneuudikadii, a came:
HOPMYyBaHHS Ta METOAVKN KOHTPOSIO AN
NoKa3HWUKIB «B'A3KicTb», «laeHTudikauis»,
«CynbgaTHa 30/1a», a TakoXX METOANKN KOHTPO/IIO
NS NOKa3HUKIB «pH po3unHy», «BMiCT MeTokcu-Ta
Ti4POKCMNPONOKCH-Tpyn» NPUBEAEHO L0 BUMOT
nitoyoi moHorpadii E® «Hypromelloses. 3miHn |
TMNy - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsib fONOMIKHUX peyoBuH. 3MiHa Yy MeTogax
BMNPOBYBaHHA JOMOMDKHOI PEUYOBUHMW (HE3HAYHI
3MiHW Y 3aTBeppKeHNX MeToax BUNpobyBaHb)
CynyTHS1 3MiHa - 3MiHM 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NYCTUMUX MEX A1 AONOMDKHOT peYOBUHN (iHLLI
3MiHM) BHECEHHS 3MiH 0 cneuudikalii Ta MeToAis
KOHTPO/0 Ha AONOMDKHY pevoBuHy lMinpominosa, a
came BiANOBIAHO, BiAMNOBIAHO 4O BUMOT
MoHorpadii E® nokasHNK «PO3UMHHICTb» Mae
pekoMeHAaLiiHWIA XxapakTep, Ha Lili nigcTasi iioro
nepeHeceHo A0 3arasibHUX BNacTMBoCTel, a Ao
nokasHuka «Mikpo6ionoriyHa YucToTa» BHECEHO
nocunaHHA Ha gjtoye BugaHHsa €, 6e3 3MiH B
HOpPMYBaHHI Ta B METOAMLII KOHTPOJIHO.

124.

NIAA3A-BIONIK

niogpinizaT A9 po3UnHy
no 64 O no 10 amnyny
navu,i

TOB "BIOJIK
OAPMA"

YkpaiHa

TOB "BIOJNIIK
PAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHuM | TUNY - AAMIHICTPaTUBHI 3MiHW. (iHLLI 3MiHN).
3miHa Ha3Bu BUPOOHUKa AdI, y 3B'A3KY 3i 3MIHOIO
3asBHMKa (BNacHvika peecTpauiiHoro
NOCBIAYEHHS) Ta 3 METOI CTBOPEHHA rpynu
KOMMaHili y chapmaueBTUYHIN ranysi Ha 6asi
3aTBEPAXEHOro BUPOGHMYOro mangarnunka AT
"BIONIK", Ta npuBeeHHs agpecn
MiCLie3HaXoKEHHS BUPOOHMKA Y BIANOBIAHICTb A0
peecTpy Ha3B ypbaHOHIMIB y M. XapKoBi.
Brvpo6Huyi ainbHWLI Ta yci BUpo6HMYi onepaduii
3a/IMLATbCS HE3MIHHMMU. TepMiH BBEAEHHS 3MiH

3a
peyenmom

He
nionsiecae

UA/5309/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

npoTsArom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHu |
TMNYy - AAMIHICTPaTVBHI 3MiHW. (iHLWi 3MiHK). 3MiHa
Ha3BW BUpobHMKa /13 Ta NpuBeAEHHS agpecun
MiCLIe3HaxXOMKEeHHA HOBOTO BUPOGHMKA Y
BiANOBIAHICTb [0 PEECTPY Ha3B ypOaHOHIMIB y M.
Xapkosi. TexHonoris BUpobHULTBa, BUPOGHUYE
061aaHeHHs, BUPO6HUWYI AiNbHUL Ta Micue
NPOBEeAEHHA KOHTPOSIIO AKOCTI 3a/IMLINANCH
HE3MiHHUMMW.
3MiHN BHECEHO B iIHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
«BupobHUK» Ta «MicLe3HaxomkeHHs BUPOBHMKa
Ta agpeca MicLsa NpoBafXeHHS MOro AisifIbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHSA
3MiH NPOTAroM 6 MicsLiB Nic/1A 3aTBePAKEHHS.

125.

NiNOBOH

Tabnetku no 10 mr, no
10 Tabnetok y 6nicTtepi;
no 3 abo no 6, abo no 9
6nicTepiB B KAPTOHHIl
navu,i

3AT
PapmaneBTny
HWIA 3aBOf,
ETIC

YropumHa

3AT
PapmaueBTUYHN
i 3aBog ETIC

YropwmHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(8ONOMDKHMX peyoBMHAaX) rOTOBOrO NiKapCbKoro
3aco06y (iHwi 3MiHN) BHeceHHs 3miH go p.3.2.P.4.5
[lonomixkHi peyoBMHM N0ACHKOTro abo TBapyHHOTO
NMOXOPKEHHS, & came-BBEeHHA MarHito creaparty
a1bTePHATMBHOIO (POC/IMHHOIO) MOXOAKEHHS 3
METOI0 MOBHOIO BUK/THOUYEHHA pU3KKy nepepadi
36yaHvKiB ME
3arBepmxeHo Name of substance: magnesium
stearate Origin -animal origin Manufactured by
FACI S.p.A,, ltaly
3anponoHoBaHo Name of substance: magnesium
stearate Origin -animal origin Manufactured by
FACI S.p.A., Italy And Origin -vegetable origin
Manufactured by FACI S.p.A,, Italy

3a
peyenmom

UA/18290/01/01

126.

NOPATAAVH

KpUCTauiuHMIA MOPOLLIOK
(cybeTaHuin) y
noABIliHMX
nonieTNeHoBUxX
nakeTtax gns
hapmaLeBTUYHOro
3acToCyBaHHSA

MpusartHe
akuioHepHe
TOBapUCTBO

“Nlekxim —

Xapkis”

YKpaiHa

BACYXA
®APMA XEM
NIMITEL,

IHAjsA

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBNEHOrO cepTudpikata
BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; pnsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[L0MNOMIDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepXeHOro BUPOOHWMKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2009-009 -

UA/15666/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Rev 03 (3atBepmkeHo: R1-CEP 2009-009 - Rev
02). Y 3B’3KYy 3 HE3HAYHUMU 3MiHaMK y afpeci
BVMPOGHWYOI finbHNLi 6€3 3MiHN (haKTUYHOTO MicLs
BMPOGHMLTBA, @ caMe 3MiHa Ha3BM parioHy
(3anponoHoBaHo: BACYAXA ®APMA XEM
NIMITEAL, FOHIT-1I, MnoT Ne 79, Mxsanxapnan
Hepy ®apwma Citi, TaHam Binnigx, Mapasaga
MaHnpan, IHgja — 531 019 AHakanani LicTpikT,
Anpxapa Mpagew/ VASUDHA PHARMA CHEM
LIMITED, Unit-l, Plot. No. 79, Jawaharlal Nehru
Pharma City, Thanam Village, Parawada Mandal,
India - 531 019 Anakapalli District, Andhra
Pradesh.

127.

NOPATAAUH-
CTOMA

Tabnetkn no 10 mr no 10
TabneTok y 6nictepi, no
1 6nicTepy y nauui; no
20 Tabnetok y 6aHLj
nonimepHii, no 1 6aHui y
nauuj

AT "Ctoma”

YKpaiHa

AT "Ctoma”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsagy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
3acToCcyBaHHS reHepuyYHUX/ribpuaHMX/6ionoai6HMX
nNiKapcbKnx 3acobiB Nicns BHECEHHS TiEl camol
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
LaHnx) 3MiHW BHECEHO B IHCTPYKLUitO ANns
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby go
po3ginis "®apmMakonoriyHi BNacTueocTi",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyaar” (YTouHeHHs iHdopmadii), "3gaTHicTb
BMIMBATY Ha LIBWAKICTb PeakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHiamamu',
"Mepepo3ysaHHsa", "MobiyHi peakuii” BiANOBIAHO
00 iHhopmav,ii pedhepeHTHOro likapcbkoro 3acoby
KnaputuH, Tabnerku.

6e3
peyenma

nionsieae

UA/8394/01/01

128.

NOPVHAEH® C

Masb, no 15 ry Ty6i; no
1 Ty6i y kopobui

TOB "bayw
Xenc"

Ykpaina

Papm3asop,
€Enbha A.T.

Monblwa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHUX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0CO6MU, BigNoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvka AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHH
MacTep-chaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXEHOI 0Cobm
3asBHVKa, BifnoBigaNbHOI 3a hapmakoHarnsg.

3a
peyerimom

UA/1718/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
129. | MABEHKNAA® | Tabnetkn no 10 mr; no 1, | Apec TpeigiHr | Liseiiuapi Brpo6HMK ITanisa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 3a UA/17515/01/01
4 abo 6 TabneTok B C.A. A (BUPOBHMLTBO 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom
antoMiHieBomy bnictepi, Hepo3dacoBaHo Ta chapmakoHarnsagy. BHeceHHst abo 3mina(n) oo
3aneyaraHomy y ro npenapary, 30608B'A3aHb Ta YMOB BMAaYi peectpaLiiioro
KapTOHHY 06KNaAMHKY, nepBuHHe Ta nocBigYeHHs, BkIoYatoun MnaH ynpaeniHHA
AKY BMiLLYOTb Y BTOPUHHE pr3nkamm (3acToCyBaHHSA TEKCTY, AKWI
KOHTYPHY YapyHKOBY nakyBaHHs, NOrOPKEHWI 3 KOMMETEHTHUM OPraHom).
ynakoBKy Ta BKNagalTb KOHTPO/b SIKOCTI, 3asBHMKOM HaZiaHO OHOBMEHWIA N1aH ynpasiHHA
Y KaPTOHHY KOPOGKY BUMYCK cepild): pv3nkamm Bepcis 2.0. 3MiHWM BHECEHI LWoA0
Hep®apMa HoMepa Bepcii Ta AaTu reHepyBaHHs MNnaxy
C.P.N., Itanis; yNpaBs/liHHA PU3MKaMu 3 METOI Y3roKEeHHS
B1po6HMK [aHvx, NnpeacTaBneHnx npy nepepeectpawii
(kOHTpOsb nikapcbkoro 3acoby y €C.Pestome nnaHy
SAKOCTI: ynpaBsniHHA pu3ukamu Bepcis 2.0 gogaeTbes.
BU3HAYEHHS
e/IeMeHTHUX
[LOMILLIOK):
€spochiHc
Biona6 C.P./.,
ITanis
130. | MAJIbTO®EP® | TabneTkn XyBasibHi Mo Bicbop LLiseiiuapi Bichop LLisefiuapis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/5869/02/01
100 mr no 10 Tabnetoky | (IHTepHeLUHN) A (IHTepHeLwuHn) 3MiHu | TURY - 3MiHK 3 aKkocTi. A®l. Cuctema peyenmom | niossi2ae
6nictepi; no 3 6nictepu IHK. IHK., LBeiiLapis

B KApPTOHHIli Kopobu,i

(kOoHTpOsb
SIKOCTI, A,03BIN
Ha BuUnyckK cepii);
Bichop C.A.,
LLiseiiuapis
(BUPOBHMLTBO
Hepo3dacoBaHo
T npoAayKu;i,
KOHTPO/b SIKOCTI,
nepBuHHa Ta
BTOPUHHA
yrnaxkoBKa)

KOHTeliHep/3aKynoptoBasbHUi 3aci6. 3MiHa Yy
6e3nocepeHiin ynakosui A®I (akicHi Ta/abo
KifIbKiCHI 3MiHM CckNagy) AofaBaHHS
nonietTnneHoBoi ¢onbru (Tyéu) B AKOCTI
albTEePHATUBHOT NEPBMHHOI YNaKOBKV Ait04Oi
PeyoBUHM.

[litoua pepakuin MNMponoHoBaHa peakuis 3.2.S.6.
Container Closure System 100 L polyethylene
cross bottom bag is used for primary packaging of
Maltofer powder active pharmaceutical ingredient.
Maltofer drug substance is packaged into either a
polyethylene foil (tube) or a polyethylene bag (e.g.,
100 L cross bottom bag). 3miHu | Trny - 3MiHK 3
AKOCTI. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapCbKOro 3acoby (iHLUi 3MiHK)
BuKnaaeHHs MKA N3 3 pocilicbkoi Ha yKpaiHCbKy
MOBY, 6€3 3MiHM aHaNITUYHNX METOAIB. 3MiHu Il
TUny - 3MiHM 3 AkocTi. ADI. (iHWi 3MiHK) 3MiHWK, WO
nonaralTb B iMMA/IeMeHTaLil BUMOTr KepiBHULTBa
ICH Q3D w040 AOMILLOK eNeMeHTIB Ta
3araslbHOMY OHOBJ/IEHHI, Ta rapMOHi3awi
BignoBigHWx po3ginis Mogyns 3: 3.2.S.2.3.
KoHTponb matepianis; 3.2.S.3.2. loMilKu,
3.2.5.4.1. Cneundpikauis, 3.2.S.4.2. AHaniTU4Hi
MeToaukuk, 3.2.S.4.3. Banigauis aHaniTM4HUX
meToavk, 3.2.S.4.4. AHanis cepii, 3.2.5.4.5.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

O6rpyHTyBaHHA crneumdikauii, 3.2.S.7.
CT1abinbHiCTb. 3MiHM Il TUNY - 3MiHK 3 AKOCTI.
3MiHM 10 peecTpaLiiiHOro NocBigYeHHs BHACNIA0K
IHLLINX perynsaTopHux npoueayp (iHwWi 3mMiHn)
3asBHMK Mae HaMip NPOBECTW 3MiHy ANs
nikapcbKkoro 3acoby Manbtodhep®, TabneTkn
XyBaUstbHi Mo 100 mr Ne 30 (10x3) y 6nicTepax, Lo
nonsarae B imnaemMeHTau;ii kepisHuurea ICH Q3D
LLIOA0 AOMILLOK €/1IEMEHTIB B rOTOBOMY
nikapcbkoMy 3acobi. TakoX OCKiSIbK/ NikapCbKuii
3acib Mae [0Bry iCTOPit0 3HAXOKEHHS HA PUHKY
(nepwa 3miHn, WO nonsraTb B iMAIemMeHTauil
BuMmor kepisHuuTea ICH Q3D wwoao AoMioK
efleMeHTIB /19 TOTOBOro likapcbKoro 3acoby, a
TaKoX rapmoHisauii cneuudikauivi /13 Ta
OHOBJIEHHI aHaNITUYHNX METOAVK BiANOBIAHO A0
Cy4acHUX BUMOT, OHOBNEHHA n. 3.2.P.4.1.
Cneuucdpikauyi, 3.2.P.5.1. Cneundpikauisa(-) N3,
3.2.P.5.2. AHaniTnyHi metoguku, 3.2.P.5.3.
Banigauis aHanitTnyHnx metoauk, 3.2.P.5.4.
AHanis cepiit, 3.2.P.5.5. XapaktepucTuka
Aomiwok, 3.2.P.5.6. O6rpyHTyBaHHsA creumdikau,i.
3MiHM BHeceHi B po3ain "OCHOBHI i31KO-XiMiUHi
B1ACTMBOCTI" B IHCTPYKL,ilO 415 MeAnyYHOro
3aCTOCyBaHHSA NiKapcbkoro 3acoby.

131.

METUNYPALUN

n

Cyno3nTopii pekTasbHi
no0,5r;,no5
cynosuTopiiB y 6nictepi;
no 1 a6o 2 6nictepu B
navu,i

MNpusatHe
aKuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MNpuBaTtHe
akuioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn |l Tuny - 3MmiHn 3 akocTi. A®l. Bupo6HmuTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMiXXHOIO
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa BUPOGHUKa
(BKTHOYatouM, fe HeobXigHO, MicLe NPoBeAEHHS
KOHTPOIO SIKOCTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HagaHHAM MacTep-
thaiina Ha A®l) BeBegeHHst HOBOro BMpPo6HuKa AdPI
6-meTnnypauun - ToBapucTBO 3 06MEXEHOI0
BignosigasbHICTIO "OPAPMXIM" YkpaiHa [0 Bxe
3aTtBepaxeHoro High Hope Int'l Group Jiangsu
Medicines & Health Products Import & Export Corp
LTD, China, (fjtoua pepakuin: High Hope Int'l
Group Jiangsu Medicines & Health Products
Import & Export Corp LTD, China;
MponoHoBaHa pepakuis: High Hope Int'l Group
Jiangsu Medicines & Health Products Import &
Export Corp LTD, China (MoBHwWiA uukn);
ToBapuCTBO 3 06MEXEHOI0 BifNOBIAABHICTIO
"®APMXIM" (BOOYULLEHHS, CYLUIHHSA, NaKyBaHHS,

6e3
peuyenma

UA/2895/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BUMYCK Cepil) BUPOOHULTBO 3 TEXHIYHOTO NMPOAYKTY
hipmu-BupobHUKa Shan Dong Believe Chemical
Pte. Ltd, China.

132.

METUNYPALUN
n

Cyno3uTopii pekTasbHi
no 0,5 r; in bulk: Ne 1000
(no 5 cynosuTopiis y
6nictepi; no 200
6nicTepiB y ALLUKY)

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis:
3MiHu 1l TUny - 3MiHK 3 AkocTi. A®l. BUpo6HULTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUpPOGHMKA
(BKIOYAtOUN, Aie HEOBXIAHO, MiCLe NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BifnNoBiAHOCTI EBpONECHKii
thapmakonei y 3aTBepKeHOMY [0CbE)(BBEAEHHS
HOBOro BMpOG6HMKa APl 3 HafaHHAM MacTep-
(paiina Ha A®l) BeefieHHs1 HOBOTO BMPOGHUMKa AdDI
6-meTunypaumn - ToBapncTBo 3 06MEXEHO0
BignosigancHicTio "GAPMXIM" YkpaiHa o Bxe
3aTtBepaxeHoro High Hope Int'l Group Jiangsu
Medicines & Health Products Import & Export Corp
LTD, China, (fitoua pegakuis: High Hope Int'l
Group Jiangsu Medicines & Health Products
Import & Export Corp LTD, China;
MponoHoBaHa pepgakuis: High Hope Int'l Group
Jiangsu Medicines & Health Products Import &
Export Corp LTD, China (noBHwWi1 uukn);
ToBaprCTBO 3 0OMEXEHOI0 BiAMOBIAA/IBLHICTIO
"PAPMXIM" (LOOUULLEHHS, CYLLIHHSA, NaKyBaHHS,
BUMYCK Cepii) BUPOOHNLTBO 3 TEXHIYHOTO NPOAYKTY
hipmmn-Brpo6HMKa Shan Dong Believe Chemical
Pte. Ltd, China.

UA/13824/01/01

133.

METPOIiN®
BArHA/IbHN
FrENb

renb BariHanbHuit, 10
mr/r, no 30 ry Ty6i 3
antoMiHilo abo
NamiHOBaHOro nNaacTuky;
no 1 Ty6i pasom 3
annikatopom B Kopobui 3
KapToHy

"FOHik
PapMacboTUK
an
Na6opaTtopis"”
(BigaineHHA
dipmn "Ox. B.
Kemikans eHp,
PapmMacboTUK
an3 itg.")

IHais

"FOHiK
dapmMacbloTUKas
Na6opatopisz"
(BipAaineHHs
ipmuy "Ox. B.
Kemikans eHpg,
dapmacboTUKas
3/11a.")

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHY | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUnpobyBaHHS roToBOro
nikapcbKoro 3aco6y (iHWi 3MiHM y MeToAax
BMNPOB6YBaHb (BK/IKOYAKUYM 3aMiHy abo
[OMOBHEHHS)) - 3MiHa MeTogy BUNpobyBaHHA /13
3a NokasHMKoM «MikpobiosioriyHa unctota». B
3aTBEPLXEHOMY METO/i BUKOPUCTOBYBABCS MeTOf,
MembpaHHOT hinbTpaLii, 3anponoHoBaHO
BUKOPWCTOBYBaTN METO, IMTMOGUHHOIO BUCIBaHHSA
BBeneHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB crneungikaLiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(monoBHeHHs ab0 3amiHa NokasHuka cneuudikauii
3a pesynbTaramu gocnimpkeHb 3 6esnekn abo

3a
peyerimom

UA/2871/04/01
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Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AKOCTI (32 BUHATKOM NiKapCbKux 3acobiB
6i0N10ri4YHOro/iMyHO/0MNYHOr0 NOXOKEHHS)) 3MiHA
BMMOTr crneumdikaii 13 3a nokasHUKOM
«MikpobionoriyHa unctota». BBeieHHs 3MiH
npoTarom 3-x MicsiLiB Nicns 3aTBEPKEHHS.

134.

ME®EHAMIHO
BA KAC/NTIOTA

Kancynu no 250 mr; no
10 kancyn y 6nictepi, no
2 6nictepu B KopobLi

AHaHTa
Megikeap /14.

Benuvka
BputaHis

dnamiHro
dapmMacbioTUKas
c ita.

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
a60 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHs (PIP) (3MiHy y3roopkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHO B iHCTPYKL,il0 415 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyAA0" BiANOBIAHO A0 OHOB/EHOT iHdhopMaLii
00 6e3neKky 3aCTOCyBaHHS Ailo4oi PeHOBUHM
3rigHo 3 pekoMeHgauieto PRAC. TepMiH BBEAEHHS
3MiH - NpOTSArom 3 MicsLiB NicNsl 3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/4974/01/01

135.

ME®EHAMIHO
BA KNC/NIOTA

kancynu no 500 mr; no
10 kancyn y 6nictepi, no
2 6nictepn B KOpo6Li

AHaHTa
Megikeap NT4.

Benvka
BputaHis

dnamiHro
PapmacboTnKas
c iTg,.

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeaNYHOro
3aCTOCYBaHHA Ha MifcTaBi perynsapHo
OHOB/IOBAHOrO 3BITYy 3 6e3neKkn NiKapCbKoro
3aco6by, abo AocnigpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 sK pe3ynbTar OLHKM 3BIiTY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO 40 NMnaHy negiaTpuyHnx
pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO B IHCTPYKLilO 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby [0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyAAr0" BifNOBIAHO A0 OHOBMEHOT iHdhopmMaLit
00 6e3neky 3aCTOCYyBaHHS Ailo4oi PeHOBUHM
3rigHo 3 pekoMmeHgauieto PRAC. TepMiH BBEAEHHSA
3MiH - NpoTArom 3 MicsLiB NiC/sA 3aTBEPLKEHHS.

6e3
peuyenma

nionsieae

UA/4974/01/02

136.

MINNAPOHAT®

pO34uH NS iH'ekuin 0,5
r/5 mn, no 5 mn B
amnyni; no 5 amnyn y

AT "T'piHaexc"

Natsis

BCi cTagii
BMPOGHMYOTO
npouecy, Kpim

CnoBayynHa
/ Nat.ia

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHU | Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneungikauii Ta/abo

3a
peuyenmom

UA/3419/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTYPHIli YapyHKOBI BUMYCKy Cepii: [ONYCTUMMX MEX, BU3HaUYeHuX y cnewudikavisx
ynakoBLi (niafoHi); no 2 XBM dapma Ha A®I|, abo BUXigHWIA/MPOMIXHWIA
a60 4 KOHTYpHI c.p.o., NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y
YapyHKOBI YNakoBKu CnoBay4yuHa; npoueci BupobHuutea A®| (iHwi 3mMiHM) - 3miHa y

(nigooHn) B nayui 3
KapToHYy

BUPOGHUK, SKWiA
Bignosigae 3a
BWMNYCK Cepil,

BK/TIOHAI0UM

KOHTpONb cepii/

BMNPOGYBaHHSA:

AT "T'piHgekc",

Natsis

napameTpax crneundikadii Ha AP, a came-
BU/TyYEHHS N. «Baxki MeTann»; 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHwWi 3miHK) - 3MiHa y napameTpax crneumdikawi
Ha A®I, a came- 3 napameTpy crneumdikaw,i
«MikpobionoriyHa YncToTa» BUAAIEHO po3ain «if
intended for use in the manufacture of not
parenteral preparations»; 3miHu | Tuny - 3miHun 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikavin Ta/abo gonycTMMmUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMIKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(iHwWi 3miHK) - 3miHa y napameTpax crneumdikaw,i
Ha A®I, a came- 3 napameTpy cneuudikawii «pH»
BuaaneHo posgin «if intended for use in the
manufacture of not parenteral preparations»;
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewudikavisx
Ha A®I|, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokKasHuKa sIKOCTi (Hanpukiag,
BW/TyYEHHS 3aCTapisioro nokasHuka)) - 3miHa y
napameTpax cneuudikauii Ha Adl, a came-
Buny4yeHHs n. «Color of solution»; 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BignoBigHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BMpo6HUKa - MNofgaHHA OHOB/IEHOro cepTuddikara
BiNOBIAHOCTI €Bponelickkilit hapmakonei ans AdI
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Popma sBUMYCKY
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

137.

HEBIBONON-

Tabnetkn no 5 mr, no 14

menbaoHito gurigpat CEP R1-CEP 2015-089-Rev
00 (nonepepgHs Bepcisa CEP RO-CEP 2015-089-
Rev 01) Big, BXe 3aTBEpAKEHOrO BUPOGHMKA AT
«['piHAeKC»; 3MiHK | TNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a60
BWNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona 4ONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro
BMPO6HMKa - MNogaHHs OHOBIEHOTO cepTuddikata
BiAnoBigHOCTI €Bponeiickkilt hapmakonei ans Ad|
MenbaoHito gurigpat CEP R1-CEP 2015-089-Rev
01 (nonepegaHs Bepcis CEP R1-CEP 2015-089-
Rev 00) Bif BXe 3aTBepKeHOro BUpobHuka AT
«[IpiHaekc»

nocsi0OYeHHs

JAPHULA

Tab/1eToK Y KOHTYPHIi
YapyHKOBIl ynakoBLii, No
2 KOHTYpPHi YapyHKOBI
ynakoBKW B nauLli

MpAT
"®apmaueBTun
YyHa chipma
"fapHuua”

YkpaiHa

MpAT
"GapmaueBTU4H
a chipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHU | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib fOMOMDKHUX PEYOBUH. 3MiHA
napameTpiB cneuudikauiii Ta/abo AonyCcTUMUX
MeX 4151 AOMOMDKHOI PEHOBUHM (BUYYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapinoro nokasHvika)) - 3 posginis 3.2.P.4.1.
Creundikauis Ta 3.2.P.4.2 AHaniTU4HI MeTOANKM
MaTepianisB peecTpaLiiHoro 40Cbe Ha AONOMDKHY
peuoBuWHy lnpomenosa, BUy4eHO NoKasHWK
"Xnopugn" 3rigHo MoHorpadii €
«Hypromellose», a Takox NokasHWK "Baxki
MeTanu" BignoBigHO A0 MaTepianis Bif BUPOGHMKa
(anani3 pusukis 3rigHo ICH Q3D Guideline for
Elemental Impurities) Ta Bumor gitouoi MoHorpadii
€ «Hypromellose»; 3miHu | TUnYy - 3MiHK 3
saKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBPONeNnchbkili

hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY a6o €sponeiicbkoi hapmakoner,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasn EC

(iHwWi 3miHK) - o maTepianis peecTpayjiiiHoro
[OCbE Ha roToBWiA NikapCbKnii 3aci6 BHOCATBLCA
3MiHM go po3ginie 3.2.P.4.1. Cneumdikauji Ta
3.2.P.4.2 AHaniTM4Hi MeToAMKM Ha AONOMDKHY

peyoBuHy FinpoMenosa, a came: HOPMyBaHHs Ta

3a
peyenmom

UA/17005/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

METOAMKN KOHTPOJIIO A1 NOKa3HUKIB «B’A3KICTb»,
«lgeHTundikauis», «CynbarHa 30/1a», a Takox
METOANKM KOHTPOO A5 NOKa3HWKIB «pH
PO34nHy», «BMICT METOKCH- Ta riAPOKCMMNPONOKCH-
rpyn» npuBefeHo A0 BUMOT Ajito4vol MoHorpadii €EP
«Hypromellose»; 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPob 4OMOMDKHUX
peyoByH. 3MiHa y MeToAax BUNpoGyBaHHSA
[O0MNOMDKHOT peHOBUHW (HE3HAYHI 3MIHN Y
3aTBEPXEHNX MeToAax BUNpobyBaHb)
CynyTHS 3MiHa
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.
KOHTpO/b fONOMIKHMX PeHOBUH. 3MiHa
napameTpiB cneuudikalii Ta/abo JonyCcTUMUX
MeX 415 AONOMDKHOT peqoBUHY (iHLWi 3MiHK) - [o
marepianiB peecTpauiiHoro JocbEe A0 PO34inis
CrieundikaLii Ta AHaNITUUYHI METOAMKN Ha
[0NOMDKHY pe4yoBuHy Finpomenosa BHeCEHO
3MiHW, a came: BignoBigHO, 4O BUMOT MOHorpadii
€O nokasHWK "PO3YNHHICTL" Mae
pekoMeHAaLiiHWi xapakTep, Ha Ll nigcTasi ioro
repeHeceHo [0 3ara/lbHUX BlacTUBOCTEN, a [0
nokasHuka "MikpobionoriyHa yMcToTa" BHECEHO
nocunaHHs Ha gjtoye BugaHHa €, 6e3 3MiH B
HOPMYBaHHI Ta B METOAMLi KOHTPO/THO

138.

HIBOPANI®

wamnyHb, 20 mr/r; no 25
M1 a6o no 60 mny
nasawyi; no 1 naswuyi B
KapTOHHIA Kopoo6Li

CTAOA
ApuHavimitten
b Al

HimeyunH
a

BUPOBHULTBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTI
niKapcbKoro
3acoby, Bunyck
cepii:
fAHcceH
PapmavueBTuKa
HB, Benbris
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTI
niKapcbKoro
3acoby, Bunyck
cepii:
CTALA
ApuHarimitTTens
AT, Himeuunna

Benbrisi/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW | TRy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX rOTOBOTO JTiKApCbKOro 3acoby
(monoBHeHHSA abo 3aMiHa NokasHuka creuudikawii
3a pesynbTataMu AocnimpkeHb 3 6e3neku abo
AKOCTI (38 BUHATKOM NikapCbKux 3acobiB
6i0/10rYHOr0/iMyHOMOTYHOrO MOXOAKEHHS)) -
[onoBHeHHs cneumadikavii 4oAaTKOBUM
napameTpoM T. Y4CTOTa, a came A0AaHO OANH
npoaykT gerpagauii INJ -70107596-AAA< 0,5%;
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBNEHOro cepTudpikata
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0MNOMDKHOT peyoBmHU (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin dhapmakonei) - OHOBMEHWIA

6e3
peuyenma

UA/2753/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

cepTudikaT Bif ye 3aTBepXEHOro BUPOOHWKa -
OHOBNEeHWi cepTudikaT Bif, y)xe 3aTBEpAXEHOro
BMpO6HUKa AHCceH PapmaueBTuka HB, benbris ,
KeTokoHason 3aTBepmkeHo: CEP R2-CEP1995-
009-Rev 02 3anponoHosaHo: CEP R2-CEP1995-
009-Rev 03; 3MiHu | TMNY - 3MiHU 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BWyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTudikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOGHMKa - OHOBNEHUIA ceEpTUIKAT Bif yXXe
3aTBEPKEHOr0 BUPO6HUKa AHCCeH
dapmauesTuka HB, Benbris , KeTokoHason
3anponoHoBaHo: CEP R2-CEP1995-009-Rev 04,
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikaTa
BifNOBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
ponomikHoi pevosuHu (FE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
npoaykTy abo AONOMIKHOT peYOBMHN) -
OHoB/EHWI cepTUdiKaT Bif BXe 3aTBEPAKEHOIO
BMPOOHUKA - AN1A [OMOMDKHOI PEYOBUHM KoNareH
TBapPVIHHUIA NaypUAVMOHIEBWIA FipPOsTi30BaHUIA
3aTeBepaxeHo: CEP R1-CEP2003-172-Rev 00
3anponoHoBaHo: CEP R1-CEP2003-172--Rev 01;
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNOBIgHOCTI E€Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; Ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
ponomikHoi pevosuHu (FE-cepTudikat
BiANOBIAHOCTI EBpoNeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixxHOro

npoaykTy abo AONOMIKHOT peYOBMHN) -
OHoB/EHWIA cepTUdiKaT Bif BXe 3aTBEPAKEHOIO
BMPOGHMKa - OHOBNEHUIA ceEpTUIKAT Bif, yXXe
3aTBepxeHoro BupobHunka GELITA GROUP, ans
[OMOMiXXHOI PeYOBWHMN KonareH TBapuHHWIA
naypuauMOHIEBWIA Tiaponi3oBaHuii
3anponoHoeaHo: CEP R1-CEP2003-172-Rev 02;
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/IHOHAK0UM MPOMIKHWIA NPOAYKT, WO
3aCTOCOBYETLCA MNPV BUPOOHULITBI rTOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHU B NPOLLeCi BUPOBGHULTBA
rOTOBOrO /1iKaPCbKOro 3aco0y BUAAIEHHS
[ofaBaHHsA hiKcoBaHOT KisbKOCTi po3ynHy Hatpito
xnopuay nicns nepesipku B'A3KOCTi Ha IPC; 3MiHn
| TNy - 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b fONOMIDKHUX PeHOBUH. 3MiHa
napameTpiB cneuudikalii Ta/abo AonycTUMUX
MeX 415 AONOMDKHOT PEYOBUHY (3BY)XXEHHS
[OMYCTUMUX MEX) - 3BY)KEHHSI AOMYCTUMUX MeX
BignosiaHo oo sumor 231/2012/EC (Erythrosine
E127), a came 3BY)XXEHHA NIMITIB 4719 CBUHLS;
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTPO/1b AONOMDKHMX peYoBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX 4151 [ONOMIKXHOT PEHOBUHW (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukiag,
3acTapifnioro nNokasHvka)) - BunyuerHs n. Baxki
MeTa/m BiANOBiAHO A0 BuMor 231/2012/EC 3i
cneumdikauii Ha 6apsBHKK HaTpito (Erythrosine
E127); 3MiHu | TMNYy - 3MiHK 3 AKoCTi. FoToBUIA

3MiHa y MeTofax BUNPOGYBaHHS [OMOMIXHOT
peyoBUHM (iHLLI 3MiHK Y MeToAax BUNPOGYyBaHHS

(BrTrovatouM 3aMiHy abo foaaBaHHs)) -3MiHa y
naypwn eqoip cynbchaT, a came 3MiHEHO MeTo[,
laeHTudikauii 3 «GC identification method» Ha «I
method EP 2.2.24/USP NF <197 F>»; 3MiHu |

KOHTPO/1b AOMOMIXKHMX PEYOBMH. 3MiHa

crneundikaii 4na 4ONOMDKHOT peyoBUHU HaTpIlO

TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.

nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.

R

MeX A151 AONOMIKHOT peYOBUHM (BUTYYEHHS 3

napameTpiB cneuudikalii Ta/abo AonyCcTUMUX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

cneumdikauii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapifioro nokasHuka)) - 3miHa y cneuudikauii
A5 AONOMDKHOT PEYOBVHW ANHATPI0 MOHO
naypwn edoip cy/ibhOCyKLMHAT, a came BUTyYEHHS
n. «Arsenic»; 3MiHn | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib AOMOMIKHMX
peyoBuH. 3mMiHa NapameTpiB cneuundikauiii Ta/abo
[OMYCTUMUX MEX 415 [O0NOMDKHOT peHOBUHU
(BnyYeHHs 3i cneumdikaLii He3HaYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka)) -
3MiHa y cneumdikayii 415 4ONOMIKHOI peqoBUHU
[OUHATpPIl0 MOHO naypwn edpip cynbocykumHart, a
came BUNyYeHHs N. «Baxki meTanu»; 3miHn | Tuny
- 3MiHU 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo AonyCTUMUX
MeX A5 AOMOMDKHOI PEHOBUHMN (BUTYYEHHS 3i
cneumdikaLii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka)) - 3miHa y cneumdikawi
AN AONOMDKHOT PEYOBUHW AVHATPII0 MOHO
naypwn edip cynibOoCyKLMHAT, a came BUyYEHHS
n. «Residue on ignition»; 3miHn | TUNY - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX peYoBVH. 3MiHa napaMeTpis
cneumdikauin Ta/abo AONYCTUMMX MEX 415
[O0NOMDKHOT PeyOoBUHU (BUTYHEHHS 3i cneuudikauii
HEe3Ha4yHOro nokasHuka (Hanpukiag 3actapifioro
nokasHuka)) - 3miHa y cneuudikauii ans
[O0NOMDKHOT peYOBMHU fieTaHonaMif, KOKOCOBOT
KMCNOTK, a came BUTYYEHHS N. «Arsenic»; 3miHn |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKnii 3acib.
KOHTpO/b AONOMIDKHUX PEHOBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX 4151 [ONOMIKXHOT PEHOBUHW (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuKa (Hanpukiag,
3acTapifnioro nokasHuka)) - 3miHa y cneumdikauii
AN JONOMDKHOI peYOBVHY AieTaHonamig,
KOKOCOBOT KMCMOTH, @ came BUTyYeHHS N. «Baxki
MeTanm»; 3MiHun | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa y MeTofiax BUNPOGYBaHHS [OMOMIXHOT
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
mMeToJax BUNpobyBaHb) - 3miHa y cneuudikawii
0151 LONOMDKHOI pevoBUHY AieTaHoNnamig,
KOKOCOBOI KUC/MOTH, a came 3MiHa
npo6oniAroToBKM NPV BU3HAYEHHS BMICTY amiHiB
(meTog TUTpYBaHHSA); 3MiHN | TUNY - 3MiHK 3

AkocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
[OMOMIKHUX PEYOBUH. 3MiHa y MeToaax

O0faBaHHs)) - 3mMiHa y MeToAax BUNpobyBaHHS
NS LONOMDKHOI PEYOBMHM KONareH TBapuHHUIA
naypuavMOoHIEBUIA TigponizoBaHuii, a came
3MiHeHo MeTog laeHTudikauii 3 «GC identification
method» Ha «UPLC Identification»; 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.

BUNPOBYBaHHS ONOMIXHOI pevoBUHU (HE3HauHi
3MiHW Y 3aTBEpKEHNX MeToax BUNpobyBaHb) -
He3HauHi 3mMiHM y MeToaax BUnpobyBaHHs
[OMOMiXXHOI PeYOBWHMN KonareH TBapuHHWIA
NaypuaMMOHIEBNIA TiApONi30BaHWiA, a came meToay
«ldentification quaternary ammonium
compounds»; 3MiHu | TUMy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib AOMOMIKHMX
peyoByvH. 3miHa y meToAax BUNpo6yBaHHSA
[0MNOMDKHOT peyYOoBMHU (iHLLI 3MiHX Y MeToAax
BMNPOGYBaHHSA (BK/ItOYatoun 3amiHy abo
[ofaBaHHs)) - 3amiHa meToay BMNpobyBaHHSA Ans
[OMOMiXHOI PeYOBWHMN KonareH TBapuHHWIA
NaypuaMMOHIEBWIA Tigponi3oBaHuii, 3 «Assay
nitrogen (EP)», Ha TV-TMD-31472 (DS - TMD-
23221) ( npyHUMN METOAY He 3MiHUBCSA); 3MiHK |
TUMy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KOHTPO/b fONOMIDKHUX PeHOBUH. 3MiHa
napameTpiB cneuudikalii Ta/abo AonyCcTUMUX
MeX 4151 AONOMIKHOT pEYOBUHY (BUTYYEHHS 3i
cneumdikauii He3Ha4YHOro nokasHuka (Hanpuknag,
3acTapifioro NokasHuka)) - BunyyeHHs 3i
cneungikauii gn1s 4ONOMIKHOT peqyoBMHN KonareH
TBapVIHHWIA naypuaVMOHIEBUIA TiAPONI30BaHUNA,
NOKa3HWK «Arsenic»; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib AOMOMIKHMX
peyoBuH. 3MiHa NapameTpiB cneuundikauiii Ta/abo
[OMYCTUMUX MEX 415 [O0NOMDKHOT peHOBUHU
(BnyYeHHs 3i cneymdikaLii He3HaYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka)) -
BunyueHHs 3i cneumdikauii gns LONOMIXHOT
PEYOBMHW KONareH TBapyHHUIA NaypuanMOHIEBIIA
rigponizoBaHuii, NokasHUK «Baokki MeTann»; 3MiHn
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX A5 AOMOMDKHOI PEHOBUHM (BUTYYEHHS 3i

BMNPOGYBaHHSA LOMOMKHOI PEYOBUHM (iHLUi 3MiHU
y MeTogax BunpobyBaHHA (BKOYaloun 3amiHy abo

KOHTpO/b AOMOMDKHUX PEYOBUH. 3MiHa y MeTodax

cneumdikaLlii HesHa4HOro nokasHuka (Hanpuknag,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3acTapifnioro NokasHuka)) - BunyueHHs 3i

crneundikaii 4na 4ONOMKHOT peyoBUHU Makporon
120-meTurnokasa gioseat, NOKa3HUK «Arsenic»;
3MiHW | TURy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii
3aci6. KOHTpO/1b AONOMIKHMX peYoBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX 4151 [ONOMIKXHOT PEHOBUHW (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuKa (Hanpukiag,
3acTapisioro nokasHuka)) - 3MiHa y metogax
BUNPOOYBaHHA /19 AONOMIKHOT Pe4OBUHM
Makporon 120-meTuraokasa gionear 3a n. «Baxki
MeTanm»; 3MiHun | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa y MeTofax BUNPOGYBaHHS [OMOMIXHOT
peyoBUHM (iHLLI 3MiHK Y MeToAax BUNPOGYyBaHHS
(BkntovarouM 3aMiHy abo gofaBaHHs)) - 3miHa y
mMeToAax BUNPoGyBaHHA A5 AONOMIKHOI
peyoBuHM Makporon 120-meTuraokasa gionear,
3a n. «Ethylene oxide, 1,4-Dioxane » (3miHa
npuaaTHocTi XxpoMaTorpadiyHoi cuctemu)); 3MiHu
| TNy - 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
peyoBMHaXx) roTOBOrO JliKapcbKoro 3acoby (CMakoBi
[ob6aBkn abo 6apBHYKYM) - [logaBaHHs, BUNYYEHHS
abo 3amiHa - 3amiHa y cknagj (4oMoMiKHUX
peyoBUHaXx) roToBOro NiKapcbkoro 3acooby,
3aTBEPMAXEHO: « ByKeT naphyMHuii»,
3anponoHoBaHo: «bykeT napdyymHuiA 2» 6e3 3MiHU
KiNbKiCHOro cknafy rotoBoro fikapcbkoro 3acooby.
3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3acToCyBaHHS NiKapCbKoro 3acoby y po3ain
«Cknag» (40NOMKHI peqyoBUHY) 3 BigNOBIAHUMUN
3MiHaMW y TEKCTI MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbkoro 3acoby (40NOBHeHHs abo 3amiHa
nokasHuka cneuudikaulii 3a pesynbratamu
JocnipkeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbKnx 3aco6iB 6io10rivYHOro/iMyHOM0riYHOro
NOXOKEHHS)) - loNOBHEHHA creumdikavii
[o[aTKoOBMM NapamMeTpoMm T. YACTOTa, a came
nofaHo oauH nponykT Aerpagadii INJ -70107622-
AAA< 0,5 %;
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy (iHwi 3mMiHu) - OHOBNIEHHA

TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
yNaKoBOK MliKapCbKoro 3acoby
139. | HITPOIMNIUEPWU | piguHa (cybeTaHuin) y TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - UA/13774/01/01
H CKNSAHWX BYTAsAX Ans «MIKPOXIM» «MIKPOXIM» 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
PO3BABJ/IEHN | chapmaueBTUYHOrO HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
n BUKOPUCTaHHSA (BNacHvKa peecTpauiiHoro NocBigYEHHs1) 3MiHa
HalilMeHyBaHHSA Ta agpecu 3asBHUKa. 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBamKeHHs AisNIbHOCTI
BMPOGHMKA (BK/TKOYAOYM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHS KOHTPOJIH0 SKOCTI), abo BnacHvKa
macTep-paiina Ha A®l, abo noctavasibHuKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixxHOro
NPOAYKTY, L0 3aCTOCOBYIOThLCS Y BUPOOHULTBI AD|
(sIKLLO 3a3HAYEHO Y AOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) 3MiHa
IOPUANYHOT afpecy Ta HaliMeHyBaHHS BYPOOHMKa
AdI
140. | HYTPU®PINIEKC emynbCia Ans iHdysii; B. bpayH HimeuunH b. bpayH Himeuunna BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/13297/01/01
ninig, no 625 mn (250 mn Menb3yHreH a Menb3yHreH Arl, YTOUHEHHS1 peecTpauiiiHol npoueaypy B HaKasi peyenmom
CMELIANBHUIA | posunHy amiHOKUCAOT + Al HimeuyunHa MO3 YkpaiHu Ne 490 Big 14.03.2023 - 3MiHu |
125 M1 XnpoBoi (B1pOGHMLTBO, TUny - 3MiHK LWoAo 6e3nekn/edpekTBHOCTI Ta
emMy/bCii + 250 mn nepBuHHa Ta hapmakoHarnsagy (iHwi 3miHn) - 3MiHU BHeCeHi B
PO3UMHY T/1H0KO3W) B BTOPWHHA TEeKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
MiLLKaxX N1acTUKOBMX yrnakoBkKa, YNaKoBOK NiKapCbKOro 3aco6y L1040
TprKkamepHux; no 1 BUMyCK cepii); B. 3a3HayYeHHs AaTh 3aKiHYeHHA TepMiHy
MILLKY Y 3aX1CHOMY BpayH npuaaTHocTi. TepMiH BBEAEHHS 3MiH NPOTAromM 6
NaacTVKOBOMY MiLLKY; MO Menb3yHreH Arl, MiCALIB MiCNSA 3aTBEPAKEHHS.
5 MILLKIB Yy KAPTOHHIi HimeyunHa

Kopobui; no 1250 mn
(500 mMA po3unHy
amiHokmcnoTt + 250 mn
XNPOBOT eMynbCii + 500
MJ/1 PO3YMHY [/1H0KO3U) B
MiLLIKaxX niacTuKoBuX
TpyKkamepHux; no 1
MILLIKY Y 3aXMCHOMY
NAacTVKOBOMY MiLLKY; MO
5 MILLKIB Yy KAPTOHHii
Kopob6ui; no 1875 mn
(750 mn po3unHy
amiHokmcnort + 375 mn
XNPOBOI emynbCeii + 750
M1 PO3YMHY [/1I0KO3U) B
MiLLIKax naacTuKoBux
TpuKamepHux; no 1

(koHTpONb cepii)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MILLKY Y 3aXMCHOMY
NAacTUKOBOMY MiLLKY; MO
5 MILLKIB Y KApTOHHIiA
Kopo6ui
141. | HYTPU®DJIEKC emynbCia Ans iHdysiid; B. BpayH HimeuuunH Bupo6bHuuTBO, HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13231/01/01
OMETA no 1250 mn, 1875 mny Menb3yHreH a nepsuHHa Ta YTOUHEHHs1 peecTpauiliHoi npoueaypy B Hakasi peyenmom
CMELJANBHUA | Mmilky NNacTuKoBoMy Al BTOpPUHHA MO3 YkpaiHu Ne 683 Big 11.04.2023 - 3MmiHu |
TpukamepHomy; no 1 yrnakoBka, TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
MiLLIKY NAacTUKOBOMY BUMNYCK cepii: B. dhapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHeCeHi B
TpYKamepHomy B BpayH TEeKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOT
3aXMCHOMY MiLLKY; No 5 Menb3yHreH Al', yNakoBOK NiKapCbKOro 3acoo6y LLoa0
3aXMCHUX MILLIKIB Y HimeuunHa,; 3a3HauYeHHs JaTu 3aKiHYEHHS TEPMiHY
KapTOHHIA KOopoo6Li KoHTpornb cepii: npugaTHocTi. TepMiH BBeAEHHS 3MiH NpOTArom 6
B. BpayH MiCALiB MicNnsa 3aTBEPKEHHS.
Menb3yHreH Al,
Himeuynna
142. | ONIMECAPTAH | TabneTku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 3a He UA/19531/01/01
MAK/EOAC 10 NAiBKOBOI 060/I0HKOIO, PapmMacboThK dapmacboTUKas 3MiHK | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom nionsieae
no 10 wr, no 10 auc Nimiteq, c Nlimiteq Ta chapmakoHarnsgy. 3miHa y KopoTkili
Tabnetok y 6nictepi, no XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
3 abo 9 6nicTepiB y MapKyBaHHS Ta IHCTPYKUiT AN MeaNYHOro
KapTOHHI ynakoBLi 3acTocyBaHHA Ha nigcrasi perynsipHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neKkn NiKapCbKoro
3aco6by, abo AocnigpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviliHvin nepioa,
ab0 sK pe3ynbTar OLHKM 3BIiTY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuyHnx
pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHom).
3MiHN BHECEHO B IHCTPYKL,itO 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby [0 po3ainy
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Ajtoyoi
peyoBUHM 3rigHo 3 pekomeHgauieto PRAC. TepmiH
BBEJEHHS 3MiH - NpOTAroM 6 MicAuis nicas
3aTBEPKEHHS.
143. | ONIMECAPTAH | TabneTku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a He UA/19531/01/02
MAK/NEOAC 20 NNiBKOBOI 060/I0HKOIO, PapMacboThK dapmMacboTUKa 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae
no 20 wr, no 10 auic Nlimiteq, c Nliviteq, Ta hapmakoHarnsgy. 3miHa y KopoTkii

TabneTok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHIN ynakoBLUi

XapaKTepuCTuLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLi 415 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mnekn NikapCcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHA
NiKkapcbKoro 3acoby B nic/ispeecTpauiinnii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 OCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 NAaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (3MiHy y3rompkeHo 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHom).
3MiHV BHECEHO B iIHCTPYKLiI0 AN MegU4HOro
3aCcTOCyBaHHS NMikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBEHOI
iHhopMawii Loao 6e3Mnekn 3acTocyBaHHS Ajikoyoi
peyoBuHM 3rigHO 3 pekomeHpauieto PRAC. TepMmiH
BBEAEHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS.

144.

O/NTMECAPTAH
MAKNEOAC 40

TabneTkn, BKpUTI
NAiBKOBOK 000I0HKOH,
no 40 wr, no 10
TabneTok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHI ynakoBLi

Makneogc
PapmMacboTUK
aunc Nimiteq,

IHais

Makneozc
dapmMacbioTUKas
c Nlimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
3acoby, abo focnigxkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHom).
3MiHU BHECEHO B iHCTPYKL,il0 415 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby [0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHhopMauii LWoao 6e3mnekn 3acTocyBaHHS Aitoyoi
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC. TepMiH
BBE/EHHS 3MiH - MPOTAroM 6 micauis nicns
3aTBEPAKEHHS.

3a
peyerimom

He
niossieae

UA/19531/01/03

145.

OMEHAKC®

MOPOLLOK A4/151 PO3UNHY
ANns iH'ekujin no 40 mr 1
h/1aKOH 3 MOPOLLKOM Y
KapTOHHIA Kopoo6Li

Abpun
dopmynenH3
Mer. 14,

IHais

LOEMO C.A.
dapmacbtoTikan
IHoacTpi

Mpeuis

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynsapHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neKkn NiKapcbKoro
3aco6by, abo AocnimpkeHb 3 6e3mnekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviliHvin nepioa,
ab60 sK pe3ynbTar OLHKM 3BIiTY 3 fOCAIMKEHD,
npoBefeHnX BiANOBIAHO 40 NAaHy negiaTpuyHnx
pocnipkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHom).
3MiHM BHECEHO B |HCTPYKLi0 4719 MEANYHOrO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Oco6mBoCTi 3acTocyBaHHS", "M06IYHI peakwi”
BIAMOBIAHO 4O OHOBEHOT iHGhopMaL,i Woao
6e3nekn 3acTocyBaHHA fil040T peYOBUHN 3rigHO 3
pekomeHpauieto PRAC.

BBefeHHS 3MiH NpoTArom 6-T1 MicauiB micas

3a
peyenmom

He
nionsieae

UA/15268/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBEPKEHHS.

146.

OMENPA30/1-
JAPHULA

kancynu no 20 mr; no 10
Kancys y KOHTYpPHii
YapyHKOBIl1 yrnakoBLii; no
1 ab0o 3 KOHTYpHI
YapyHKOBI YNakoBKu Yy
nauuj

MpAT
"®apmaueBTun
yHa chipma
"fNapHuus"

YKpaiHa

MpAT
"dapmaLeBTUUH
a chipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acToCcyBaHHS
nikapcbkoro 3acoby B MicnsipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 NMaaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Oco61BoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHsA Ta Ao3v" BignosigHo A0 iHdopmauii
3 6e3nekun 3acTocyBaHHA Ajtloyol peqoBNHN. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuis nicas
3aTBepMKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLi NikapCcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 MaaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVIM OpraHom) 3miHu
BHECEHI A0 iHCTPYKLii 418 MeanyHoro
3acTOCyBaHHA NikapcbKoro 3acoby B po3Aiu
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO A0 iHopmaLii 3 6e3nekn
3aCTOCYBaHHS Ajl040i PeYOBUHM.

TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/6542/01/01

147.

NAHTEHON
AEPO30/1b

niHa HawkipHa, 50 mr/r
no58ra6o116ry
KOHTeliHepi; no 1
KOHTelHepy y nauui 3
KapToHYy

TOB
"Mikpodpapm"

YKpaiHa

TOB
"Mikpodpapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA FOTOBOrO /liKapCbKOro 3acoby,
BK/THOHAKOUM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) He3HauHi 3MiHM Y npoueci
BMPOG6HMLUTBA /13, 418 YHUKHEHHS [OKNaAHOro

6e3
peyenma

UA/8333/01/01
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Popma sBUMYCKY

3asBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

148.

NEP'ETA®

KOHLeHTpaT Ans

TOB «Pouww

Ykpaina

onucy TeXHooriYHoro npouecy y p.3.2.P.3

Mpouec BMpo6HMUTBA J13, a came:
-y p.3.2.P.3.2 Cknag Ha cepito- gogaHo chopmyny
nepepaxyHky A®| ekcnaHTeHony
-y p.3.2.P.3.3 Onuc BMpo6HMYOro npotiecy Ta

KOHTPO/0 npouecy- Onepauiio 2.1
«MpurotyBaHHsA BOAHOTO PO3UUHY

nekcnaHTeHony» Cragii 2 «[MpurotyBaHHsA

pO34nHy» nepelimeHoBaHo Ha CTagito 2
«MpurotyBaHHsA BOAHOTO PO3UUHY
AeKcnaHTeHony»

- Onepadito 2.2 «MNpuUroTyBaHHA po3ynHy
MeTuanaparigpokcnbeH3oaty B NpOMi/IEHIIKOMI»
Cragii 2 «[puUrotyBaHHsA po3UnHy»
nepelimeHoBaHo Ha Ctagito 3 «[puUroTyBaHHs
pO34MHYy MeTuanaparigpokcmoeHsoary B
nponineHrnikoni»

-Onepauito 2.3 «[MpurotyBaHHsA OCHOBU» Ta
Onepauito 2.4 «3MillyBaHHS OCHOBY 3 BOAHUM
pO34MHOM fekcrnaHTeHony» Cragji 2
«MpUroTyBaHHS PO34KHY» NepeiMeHoBaHo Ha
Cragito 4 «lMpurtyBaHHsA cycneHsii»
-Cragito 3 «dopmyBaHHs cepii» BuganeHo
-CTagito 4 «dacyBaHHs» nepeliMeHoBaHo Ha
Cragito 5 «dacyBaHHS cycneHsii» Ta BuganeHo
po3AineHHs Ha onepaw;i
-Ctagia 6 «<MapkyBaHHs Ta nakyBaHHs»-
BWAA/IEHO PO3/i/IEHHS Ha onepaw;i
Brpo6HMumii npouec /13 3amaeTbes 6e3 3MiH

PO34unHy ANns iHgysili no
420 mr/14 mn; no 14 mn
y dhnakoHi; no 1
hN1aKoHy Y KapTOHHIiA
Kopoobui

YkpaiHa»

Brpo6HMUTBO
Hepo3dacoBaHo
T npoAykuii,
nepBuHHE
nakyBaHHs,
BMNPO6YBaHHA
KOHTPO/0
AKOCTI: PoLwu
[LiarHocTuke
m6X,
HimeuunHa;
BTopuHHe
nakyBaHHS,
BWMYCK Cepii:
. XodhhmaHH-
Na Pow NTg,
LLiseiiuapis

HimeuuunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHuM Il Tuny - 3MiHW 3 AkocTi. APl BupobHuUTBO.
3MiHa BUPOBGHUKA BMXiZHOr0/MPOMIDKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKNtOHAOUU, e HeobXiaHOo, MicLe NPoBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
thapmakonei y 3aTBepKeHOMY A0CLE)(3MiHU [0
3ax0piB, NOB’A3aHNX 3 KOHTPOJSIEM aKTUBHOT
peyvoBUHM BIOMOrYHOr0 MOXOMKEHHS: 3aMiHa abo
[ofaBaHHA AinbHULI, Ae NPOBOANUTLCS
KOHTPONb/BMNPOGYBaHHA cepii, BKIYaum
3aCTOCYyBaHHSA
6i0n0riYHOro/iMyHO10r4HOro/iMyHOXIMIYHOTO
mMeToay) - AoAaBaHHA PYHKLIT BUSHAYEHHS
aKTMBHOCTI 3a [JOMOMOro aHanisy

AHTUTINIO3a/1EXHOT KNITUHHOT LUTOTOKCUYHOCTI

(ADCC) nig yac Bunycky [P nepty3ymab Ha

3a
peyerimom

UA/13062/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHUUIN ainbHuui Genentech Inc., Vacaville,
USA. [eTanizauist oyHKLji1 3aTBEpAXEHOr0
BMpo6HMKa Roche Diagnostics GmbH, Germany

149.

NNABIKC®

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOIO,

no 300 mr; Ne 10 (10x1):

no 10 TabneTok y
6nictepi; no 1 6nictepy
B KApPTOHHIli Kopobu,i

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I
BIHTPOT1
IHOACTPIA

®paHLis

BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis:
3MiHu |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
rokasaHHsAX (fofaBaHHs HOBOro TepaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBepAKeHOMy
nokasaHHi). 3MiHY BHECEHO A0 iHCTPYKLi 415
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ziny "MokasaHHA" (ofaBaHHA HOBOro
nokasaHHs: "TpaH3nTopHa iwemiyHa ataka (TIA)
cepefHbOro Ta BUCOKOTO CTYMeHs pusuky abo
Masnuii iemiynuii iHeynbT (11)"), a Takox fo
po3ginis "®apmakonoriyHi BiacTneocTi”,
"Oco6nmBOCTI 3acTocyBaHHA", "Cnoci6
3acToCyBaHHA Ta 031" BigNoBigHO A0 MaTepianis
peecTpauiniHoro Aocbe. BBeAeHHS 3MiH NPOTArom
6-Tn MicALiB MicnA 3aTBepXeHHS. 3MiHu Il Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkii
XapaKTepuCcTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMMKW faHUMK Ta
JaHumMu 3 hapmakoHarnagy. 3MiHu BHECEHO A0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis "OcobnmsocTi
3acTocyBaHHA" Ta "Cnoci6 3acTocyBaHHA Ta f03K"
BIANOBIAHO A0 MaTepiasiB peecTpauiliHoro foChe.
BBefeHHs 3MiH NpoTArom 6 micsAuis nicns
3aTBEPKEHHS. 3MiHM Il TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKIiil XapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMMU
OaHUMN 3 IKOCTI, AOKAIHIYHUMU, KNiHIYHMK
[aHUMKN Ta AaHrmu 3 dhapmakoHarnsgy.
3MiHN BHECEHO [0 IHCTPYKUiT AN MEANYHOr0o
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
"B3aemogis 3 iHWMMM NiKapcbkumn 3acobammn Ta
iHWi BUAW B3aEMOZii" BignoBigHO A0 MaTepianis
peecTpauiiiHoro gocke. BBeeHHs 3MiH NpoTArom
6-TU MicsAUIB NicNs 3aTBEPKEHHS

3a
peyenmom

He
nionsiecae

UA/9247/01/02

150.

NNABIKC®

TabneTku, BKpUTI
060/10HKOH0, Mo 75 Mr Ne
28 (14x2): no 14

TabneTok y 6nictepi; no

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I
BIHTPOMM
IHOACTPIA

PpaHuin

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHM 1l Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI
Ta hapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4ogaBaHHA HOBOrO TepaneBTUYHOro

3a
peyerimom

He
nionsieae

UA/9247/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

2 6nicTepn y KapTOHHI
Kopoobui

nokasaHHsA abo 3miHa y 3aTBepKeHOMy
nokasaHHi) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby o
po3giny "MokasaHHs" (4ofaBaHHA HOBOTO
nokasaHHs: "TpaH3uTopHa iwemivyHa ataka (TIA)
cepefHbOro Ta BUCOKOIO CTyNeHs pusunky abo
Maunii iwemiynuii iHeynbT (1)), a Takox o
po3zinis "®apmakonoriyHi BnacTneocTi”,
"Oco6nmBocCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHSA Ta A403u" BignoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe. BBeAeHHS 3MiH NPOTAromM
6-Tv MicALiB nicnsa 3aTBepKeHHs; 3MiHu Il Tuny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMN AaHMU Ta
JaHnuMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO [0
IHCTPYKLUT 4719 MEeANYHOro 3acTOCYBaHHSA
nNiKapcbKoro 3acoby A0 po3ainis "OcobanBocCTi
3acTocyBaHHs" Ta "Cnocib 3acTocyBaHHS Ta fo3un"
BiANOBIAHO [0 MaTepianiB peecTpaviliHoro foche.
BBefeHHs1 3mMiH npoTArom 6 micAuis nicns
3aTBEPMKEHHS; 3MiHu Il Tuny - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHuMM 3 SKOCTI, AOKAIHIYHUMU, KAIHIYHUMUW
JaHuMu Ta gaHumu 3 chapmakoHarnsgy - 3miHmn
BHECEHO [0 iHCTPYKLIiT 415 MeAMYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMU slikapcbkumn 3acobamu Ta
iHLWi BUAM B3aEMOZiiA" BignoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe. BBeAEHHS 3MiH NPOTAroM
6-TW MicsLIB NicNs1 3aTBEPAKEHHS

151.

NMTAKBEHIN®

TabneTkn, BKpUTI
NAiBKOBOK 060/I0HKOH,

no 200 mr; Ne 60 (15x4):

no 15 tabnetok y
6nicTepi; no 4 6nictepn
Y KapTOHHiIli kopobui; Ne
60 (10x6): no 10
TabneTok y 6nictepi; no
6 6nicTepiB y KapTOHHIl
Kopo6bui

TOB "CaHodi-
ABeHTiC
Ykpaina"

YKpaiHa

CAHOO®I-
ABEHTIC C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YMNOBHOBAaXEHOT 0C06M, BigNoBigancHoI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTaKTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeEHOI 0CO6MU, BiANOBIAa/IbHOI 3a

3a
peyenmom

UA/8261/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3gjificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
macTep-chaiina cuctemm chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0COOU 3aABHUKA,
BignoBigasbHOI 3a hapMakoHarnsag.
[itoua pepakuin: Xogakiscbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
BapdonomeeBa IBaHHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI ocobu,
BigNoBiga/IbHOI 3a dhapmMakoHarnsg

152.

MOCAKOHA3O0
n-BICTA

cycneHsisi opanbHa, 40
mr/mn; no 105 mny
nNsawLi emMHIicTo 125 mo;
no 1 nAawLui 3 MipHO
JIOXEUKOI Y KAPTOHHIl
Kopoo6Li

MicTpan
Kenitan
MeHeKMeHT
Nimiten

AHrnis

[esa XongiHr
AL

TypeuyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBreHHsI TEXHIYHOT
NOMUKK, 3rigHo Nn.4 n.2.4. po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne 426 (y peaaxuii
Hakaly MOS3 Ykpainu Big 23.07.2015 p Ne 460) B
MeTofax KOHTPO/O AKOCTI, L0 BUHMKIA B NPOLIEC
HEKOPEKTHOro NepeHeceHHs 0AVHNLb
BUMIPIOBAHHS AOMYCTUMUX MEX 3a NOKa3HNKOM
«MikpobionoriyHa YncToTa i3 opuUriHaIbHUX
mMarepianis BUPO6HMKa A0 MeToAiB KOHTPOO
AKOCTI, a came 3a3HayeHo «KYO/r» 3amicTb
«KYO/Mn». 3aTBEpAXEHO:

MKSA Cneuudpikauis MikpobionoriuHa umctora
Jonyctumi mexi MeToay KOHTponto 3aranbHa
KiNbKICTb aepOoBHMX MIKPOOPraHi3miB: He BiNbLu
100 KYOI/r 3arasibHa KibKiCTb APDKAKOBMX Ta
NAACHABUX rpu6iB: He 6inblw 10 KYO/T BiacyTHicTb
E. coliy 1 r €spon. ®apm. 2.6.12, 2.6.13;
3anponoHoBaHo: MKA Cnevyudikauis
Mikpob6ionoriyHa unctota Jonyctumi Mexi MeToam
KOHTPONIO 3arasibHa KisibKiCTb aepOo6HUX
MiKpoopraHi3mis: He 6inbl 100 KYO/mn 3aranbHa
KINbKICTb APDKAKOBMX Ta MISCHABMX rPUGIB: He
6inbL 10 KYO/mn
BigcyTHicTb E. coliy 1 mn €spon. ®apm. 2.6.12,
2.6.13 3a3HauyeHe BUMpaB/IeHHS BigNOBiAae
MartepiasiaMm peecTpauiiHoro 1ocke

3a
peyenmom

UA/19386/01/01

153.

NPECTUNON®
10 MI/10 Mr

TabneTku, BKpUTI
NAiBKOBOK 000I0HKOM,
no 10 mr/10 mr; no 30
a60 100 TabneTok y
KOHTeliHepi gns
Tabnetok; no 1
KOHTeliHepy Ans
TabneToK y Kopobui 3
KapTOHY NakyBasIbHOro

ne
NTABOPATYA
P CEPB'E

®paHuisa

BMPOGHMLTBO,
aHanis,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BUNYCK cepil:
Na6opaTopii
Ceps'e IHpacTpi,
PpaHuis;
nepBuHHe Ta

®paHuia/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHn I Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI
Ta (hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMN AaHVMU Ta
OaHumn 3 dpapmakoHarnsgy. 3mMiHM BHeCeHo [0
IHCTPYKLUT ANA MEAUYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Ao posginis "OcobanBoCTi

3a
peyerimom

He
nionsieae

UA/15827/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BTOPUHHE 3acTocyBaHHsa" Ta "lNMob6iuHi peakuii” BigNOBIgHO A0
nakyBaHHS, marepianis peecTpauiiHoro AoCbe, a Takox Ao
BUMNYCK Cepii: po3giny "Mo6iuHi peakuii" BHeceHa iHpopmauis
Ceps'e LLIOA0 HEeObXIAHOCTI 3BITYBaHHS NMPO YCi BUNaAKM
(IpnaHgis) nigo3proBaHnX NOGIYHMX peakLili Ta BifCYTHOCTI
IHpgacTpic N14, ethbekTUBHOCTI Nikapcbkoro 3acoby. BeefieHHs 3MiH
Ipnangis NpOTSArom 6-T MiCSILB MicNsi 3aTBEPAKEHHS
154. | NPECTU/ON® | TabneTku, BKPUTI ne PpaHuis BUPOBHULTBO, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/15828/01/01
10 Mr/5 MIr NAiBKOBOI 060/TI0HKOIO, NNABOPATYA aHanis, Ipnangis 3MiHK |l TUny - 3MiHK Woao 6esnekn/edekTUBHOCTI peyernmom nionsieae
no 10 mr/5 mr; no 30 a6o P CEPB'E€ nepBuHHE Ta Ta cpapmakoHarnsagy. 3mMiHu y KopoTkili
100 TabneTok y BTOPVHHE XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KOHTeliHepi gns nakyBaHHs, MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
Tabnetok; no 1 BUMyCK cepii: 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
KOHTEliHepy Ans Nab6opatopii AKOCTI, LOKTIHIYHUMU, KIHIYHUMU AaHUMK Ta
TabneTok y kopobui 3 Ceps'e IHgacTpi, OaHumu 3 hapmakoHarnsgy. 3mMiHM BHECEHO A0
KapTOHY NakyBasIbHOTO dpaHuis; IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nepBuHHE Ta niKkapcbKoro 3acoby A0 po3ainis "OcobnnBoCTi
BTOPVHHE 3acTocyBaHHsa" Ta "lMobiuHi peakuii” BigNOBIgHO A0
nakyBaHHs, MarepianiB peecTpauliiHoro AoCbe, a TakoX A0
BUNYCK cepil: po3ainy "Mo6iyHi peakui™ BHeceHa iHhopmaLis
Ceps'e LLIOA0 HeOOXIAHOCTI 3BITYBaHHA NPO YCi BUNAAKM
(Ipnangis) nigo3proBaHnX NOGIYHMX peakLili Ta BifCYTHOCTI
IHpacTpic NTa, eeKTUBHOCTI NiKkapcbkoro 3acoby. BBegeHHs 3MiH
IpnaHgis npoTArom 6-T1 MicALiB Nicns 3aTBepPAKEHHS
155. | NMPECTUMON® | TabneTtku, BKpUTI ne PpaHuis BMPOGHMLTBO, PpaHuia/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/15827/01/01
5Mr/5Mr NAiBKOBOK 060I0HKOIO, NNTABOPATYA aHanis, IpnaHgis 3MiHK |l TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom | nidssizae
no 5 mr /5 wr, no 10, 30 P CEPB'E nepBuHHE Ta Ta hapmakoHarnsagy. 3mMiHu y KopoTkili
a6o 100 TabneTok y BTOPVHHE XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi
KOHTelHepi ans nakyBaHHS, MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
Tabnetok; no 1 BWMNYCK Cepil: 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMW AaHVMU 3
KOHTeliHepy Ans Na6opaTopii AKOCTI, AOKTIHIYHUMM, KTIHIYHUMUW JaHUMK Ta
Tabnetok y kopoobui 3 Ceps'e IHpacTpi, OaHumn 3 hapmakoHarnsgy. 3mMiHM BHECEHO A0
KapTOHY NakyBaslbHOro PpaHLis; IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nepBuHHE Ta nikapcbKoro 3acoby Ao po3zinis "OcobnmsocTi
BTOPVIHHE 3acTocyBaHHA" Ta "Mo6i4HI peakuii” BignoBigHO [0
nakyBaHHs1, MaTepianisB peecTpauiiHoro 4oCbe, a Takox 40
BUNYCK cepil: po3gainy "Mob6iuHi peakwii* BHeceHa iHhopMaLis
Ceps'e LL0A0 HEeObXiAHOCTI 3BiTyBaHHA NPO YCi BUNaaKu
(Ipnangis) nifgo3proBaHnX NOGIYHMX peakLili Ta BigCyTHOCTI
IHpacTpic NTa, ehbeKTNBHOCTI flikapcbkoro 3acoby. BBeieHHS 3MiH
Ipnangis NpoTSArom 6-Tv MicsILiB NicNs 3aTBEPKEHHS
156. | MPECTU/MON® | TabneTku, BKPUTI ne dpaHuis BMPOBHMLTBO, dpaHuis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/15829/01/01
5 Mr/ao mr N/1iBKOBOK 060/10HKOI0, NTABOPATYA aHanis, IpnaHgis 3MiHM I Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI peyenmom | niosnsizae
no 5 mr/10 mr; no 30 a6o P CEPB'E€ nepBuHHe Ta Ta hapmakoHarnsgy. 3MiHN y KopoTkili
100 TabneTok y BTOPVIHHE XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
KOHTelHepi ans nakyBaHHS, MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
Tabnetok; no 1 BUMNYCK cepil: 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMM AaHUMU 3
KOHTeliHepy A5 Jlabopatopii SIKOCTi, AIOKIIHIYHMMM, KiHIYHMMUW AaHUMK Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TabneTok y Kopobui 3
KapTOHY NakyBaslbHOro

Ceps'e IHgacTpi,
PpaHuis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
BUMNYCK Cepil:
Ceps'e
(IpnaHgis)
IHpgacTpic N14,
Ipnangis

AaHvMu 3 chapmakoHarnsgy. 3mMiHM BHECEHO A0
IHCTPYKLi 4151 MEAMYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainis "OcobanBocCTi
3acTocyBaHHsa" Ta "lNMob6iyHi peakuii” BigNoBIgHO A0
MarepianiB peecTpaLiiiHoro Aocbe, a TakoX A0
po3giny "Mo6iuHi peakuii" BHeceHa iHpopmauis
LLIOA0 HEeObXIAHOCTI 3BITYBaHHS NPO YCi BUNAAKM
nigo3proBaHnX NOGIYHMX peakLili Ta BifCYTHOCTI
ethbekTUBHOCTI Nikapcbkoro 3acoby. BeefieHHs 3MiH
NpOTSArom 6-T MiCcsILiB MicNsi 3aTBEPAKEHHS

157.

MPOreECTEPO
H

PO3YMH NS iH'EKL
OninHWiA 2,5 %, no 1 mn
B amnyni; no 5 amnyn y
6nictepi; no 2 6nictepu
B nayLi 3 KapTOHY

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3
"BIOGPAPMA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW | TRy - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkumii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNpo6yBaHb

ab0 [0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHULTBA rOTOBOrO
NiKapCcbKoro 3acoby (3BY)XeHHS JOMYyCTUMUX MEeX) -
MPONOHOBaHO 3BYXXEHHA MeX A/15 NokasHuka
"KinbkicHe BM3HaueHHs. MNporectepoH"
3aTBepKEHO BMICT NPOrecTepoHy B 1 mn
NPOMIXHOI NPOAYKUIT 415 2,5 % po34nHY NOBUHEH
6yTu Big 24,0 fo 26,0 Mr, Ana 1% po3uvHy — Bif,
9,6 0o 10,4 Mr 3anponoHOBaHO: BMICT
nporecTepoHy B 1 M1 NPOMDKHOI Npoaykuil ans 2,5
% po3unHy NOBMHEH 6yTu Big 24,15 Ao 25,85 wr,
ansa 1% posunHy — Big 9,70 go 10,30 mr; 3MiHn |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, vyac BUPOGHULITBA rOTOBOIO JTiKapCbKOro
3acoby (foAaBaHHs HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTUMUX MeX) * BHeCeHHs

[ofaTtkoBoro napametpy "BigHocHa ryctuHa" 3

MeTO0 3a6e3MneyeHHss TEXHOOrYHMX NoTpe6 npu
HanawTyBaHHi [031 HanOBHEHHS; 3MiHu | Tuny -
3MiHK 3 IKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, vyac BUPOGHULITBA rOTOBOIO JTiKapCbKOro
3acoby (foAaBaHHs HOBOrO METOAY
BUMNPOOYBaHHA Ta AONyCTUMUX MeX) - [loaaBaHHSA
HOBOro napameTpy KOHTposto "KinbkicHe
BM3HaYeHHs. BeHannbeHsoat" y cneymdikadiio Ha

NMPOMiXHY MPoAyKLito "TporecTepoH" 3 METO0

noAanbLIoro HabNKEHHS A0 HOMIHANY, AaHWi
MOKa3HUK KOHTPOIOETLCSA B FOTOBOMY JliKapCbKOMY
3aco6i. 3anponoHoBaHo: 18,6% 8o 21,4 % (B N3

Big 18% [0 22%)

3a
peyenmom

UA/3556/01/02

158.

MPOreCTEPO

PO34YMH ANS iH'EKLii

TOB "®3

YKkpaiHa

TOB "®3

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiHiX maTepianis:

3a

UA/3556/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

H

onilinnii 1 %, no 1 mn B
amnyni; no 5 amnyn y
6nicTepi; no 2 6nictepu
B NayLli 3 KapToHY

"BIO®PAPMA"

"BIO®PAPMA"

3MiHW | TURy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNpo6yBaHb
abo fonyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO
NiKapcbKoro 3aco6y (3BYXXEHHS JOMYyCTUMUX MEX) -
[MponoHOBaHO 3BYXXEHHSA MeX A8 NoKa3Huka
"KinbkicHe B13Ha4eHHs1. MNporectepoH”
3aTBEPAKEHO BMICT nporecTepoHy B 1 mn
NPOMDKHOI NpoAyKuii Ans 2,5 % po3unHy NOBUHEH
6yTu Big 24,0 fo 26,0 mr, ana 1% po3uvHy — Bif
9,6 8o 10,4 mr 3anponoHOBaHO: BMIiCT
nporecTtepoHy B 1 M1 NPOMKHOT NpoAykuii Ana 2,5
% po34nHy NoBMHEH 6yTu Big 24,15 o 25,85 wr,
ons 1% posumHy — Big 9,70 go 10,30 mr; 3MiHu |
TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo
OONyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3acoby (4oAaBaHHA HOBOTO MeToay
BUNPOGYBaHHA Ta AONYCTUMUX MeX) * BHeCeHHS
[oAaTKoBOro napametpy "BigHocHa ryctuHa" 3
MeTOI0 3abe3neyeHHs TEXHOMNOMYHMX NoTpe6 npu
HanawTyBaHHi 031 HAaNOBHEHHS; 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BVMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
O0ONyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco0y (4oAaBaHHA HOBOTO MeToay
BUNPOOYBaHHA Ta AoNyCTUMUX MeX) - [loaaBaHHSA
HOBOroO napameTpy KOHTposto "KinbkicHe
BM3Ha4eHHs. beHannbeHsoat" y cneyudikauiio Ha
NPOMiXHY NpoAykLito "MporecTepoH” 3 MeTOo
noAanbLIoro HabKEHHS 40 HOMiIHANY, AaHWi
NOKa3HMK KOHTPOJIIOETLCA B FTOTOBOMY JliKApPCbKOMY
3aco6i. 3anponoHoBaHo: 18,6% f0 21,4 % (B N3
Big 18% f0 22%)

peyerimom

159.

nPOMNO®PO/-
ninypPo 1%

emynbCia Ans iHdysii,
10 mr/mn; no 20 mn B
amnyni; no 5 amnyn y
KapTOHHI kopo6uj; no
50 mn abo no 100 mny
dnakoHi; no 10
(h1aKOHIB Yy KapPTOHHIl
Kopoobui

B. BpayH
Menb3yHreH
Al

HimeuumnH
a

Brpo6HMUTBO,
nepBuHHa Ta
BTOPWHHA
yrnakoBkKa,
BMNYyCK cepil
onakoHis: b.
BpayH
Menb3yHreH Al',
HimeuunHa,;
KoHTponb cepii
hNakoHiIB:

b. bpayH

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby
(iHWWIi 3MiHM) OHOBNEHHS BXe 3aTBEPOKEHNX
MEeTO/iB KOHTPOJIHO AKOCTI NiKapCbKoro 3acoby, a
came: BUK/1afeHHS TEKCTY AEPXKABHOK MOBOHO
3rifiHO Cy4acHUX BUMOT. BBeAEeHHS 3MiH NPOTArom
6-Tn MicsAUIB nicnsA 3aTBepKEHHSA. 3MiHuM Il Tuny -
3MiHM 3 SIKOCTi. 3MiHM 4,0 peecTpaLiiHoro
nocBigYeHHS BHACMIAOK IHWNX PErynsaTOpHUX
npoueayp (iHLWi 3MiH/) OHOBJ/IEHHS 3aTBEPAXKEHNX
METOAMK BUNPOBYBaHHS 3a NoKasHMKamu:

3a
peyenmom

UA/8172/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Menb3yHreH Al “laeHTudikauis. CoeBa onisl. A€YHUIA NELUTUH.
HimeuunHa; Tpurnigepuau cepefHbLOro naHutora. rniuepuH ”,
MoBHUMIA LMKN “pH”, “MikpockoniyHa oujiHka”", “bakTepiasibHi
BMPOGHMLTBA €HA0TOKCUMHN", “KiNlbKiCHE BU3HAYEHHS.
amnyn: b. bpayH Mponodpony”, “Aomilkn”, “BinbHi XXUpHI Kucnotn”,
Menb3yHreH Al, “lNepekncHe yncno”.
HimeyunHa BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
160. | MPOCTA3AH Tabnetku 3 MicTpan AHrnis BUPOBHMLTBO Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/19606/01/01
yponnwoc MoAMhiKOBaHNM Kenitan roTosoil YecbK BMNpaB/IEHHS TEXHIYHOT NOMUIIKU, 3rigHO N.2.4. peyenmom
BUBINIbHEHHAM, 6 Mr/0,4 MeHeKMeHT nikapcbkoi Pecny6nika/ | po3giny VI Hakazy MO3 YkpaiHu Big 26.08.2005p.
mr; no 10 TabneTok y Nimiten hopmu, Bonrapis Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big
6nicTepi; no 3 abo 9 nepBuHHa Ta 23.07.2015 p Ne 460) - BUNpaBeHHS TEXHIYHOI
6nicTepis B nauui BTOPVHHA NOMWJIKM, NOB’A3@HO 3 HEBIAMNOBIAHICTIO
ynakoBka, (Pi3HOUMTaHHS) B MEXax OAHOT0 JOKYMEHTa,
KOHTpOnb cepii, OONyLEeHHs MOMUAKKM y cneundikauii M3 Ha
BUMyCK cepii: BUMYCK Ta Ha TEPMiH NPUAATHOCTI 3a NOKa3HWKOM
CiHTOH Xicnaris, «P0O3unHeHHs», a came: HeBIpPHO BKa3aHo Kputepii
C.J1., IcnaHis NPUAHATHOCTI
KOHTPONb cepii:
KBiHTa-
AHanituka c.p.o.
, Yecbka
Pecny6nika
nepBuHHa Ta
BTOPWHHA
ynakoBka:
i |
dapmacbioTikan
c, Nitg,
Bonrapis
161. | NCcUno- pO34unH opasibHuiA, 0,5 CTALA HimeuuunH BUMYCK Cepiil: HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 nionsieae UA/14555/01/01
ANEPIro mr/mn; no 150 mny ApuHalimitten a CTALA Ipeuis/ 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
donakoHi; no 1 dpnakoHy b Al ApuHaiimiTTens PpaHuis Ta chapmakoHarnsgy. 3miHa y KopoTkili

Yy KOMMNAEKTI 3 MipHOO
NIOXKOK ab0o MipHUM
NPVUCTPOEM Yy BUINALI
LUNPYLA Y KapPTOHHIl
Kopoo6Li

Al, HimeuunHa
KOHTPOb cepiii:
Cneuundbap C.A,,

Ipeuis
BVMPOGHMLTBO
Hepo3gacoBaHO
ro NpoaykKTy,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,

KOHTPOb cepiii:

PAMAP
OPNEAHC,
PpaHuis

XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NiKapCbKoro
3aco6by, abo AocnigpkeHb 3 6e3mnekn 3acToCyBaHHSA
nikapcbkoro 3acoby B MicnspeecTpaviliHvi nepioa,
ab0 sK pe3ynbTar OLHKM 3BIiTY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO [0 NMAaHy negiaTpuuHmnx
pocnipkeHb (PIP) (3MiHY y3rogXeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA MiKapcbKoro 3acoby y po3gain
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHdhopmaLii 3 6e3neku Aikyoi pevyoBUHU
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nauui 3 KapToHy

3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbKoro 3acoby
(iHLWi 3MiHW) BHECEHHSA 3MiH 40 cneuudikauii Ta
MeTOAY KOHTPO/IO 38 NOKAa3HWKOM «PO3YMHEHHSI»,
a came [JONOBHEHHS NocunaHHsam Ha MeTtog 1 Ta
MeTog 2, (4PY, 2.2.29), B dopmMy/ii po3paxyHKy
[ofaHo KoeilieHTV po3BefeHHA. 3MiHu | Tuny -
3MiHM 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AonyCcTUMUX
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHK) -

nepeHeceHHs NPUMITKM NPo NPoBeAeHHs!

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BMPOGHMLTBO
Hepo3ghacoBaHO
ro NpoaykKTy,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Cepiit:
H2 PAPMA,
®paHuis
162. | PAEHOM TabneTkun, BKPUTI BAT "lepeoH YropuHa l'epeoH PixTep PymyHis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/17512/01/02
NNiBKOBOI 060/I0HKOIO, PixTep" PymyHia A.T. 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
no 5 mr; no 14 TabneTok, Ta thapmakoHarnsgy. 3miHa yactotu Ta/abo
BKPUTUX M/1IBKOBOIO TEePMiHiB NOAAHHS PerysiipHO OHOBJIIOBAHMX 3BITIB
060/10HKOI0, Y BicTepi; 3 6e3nekun nikapcbknx 3acobis - 3MiHa TePMiHY
no 2 abo 4 6nictepu B NnofaHHA perynsipHO OHOB/IOBAHOTO 3BiTY 3
KapTOHHIA KOopoo6Li 6e3neku:
[Litoua pepakuisn: MNepiognyHiCTb Ta AaTh NOAAHHSA
perynsipHoO OHOBJ/IHOBaHMX 3BITiB 3 6e3nekn
nikapcbkunx 3acobis 3rigHo 3 JoaaTkom 10 go
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBepMAXeHoro Hakasom MO3 Big 27 rpyaHs 2006
poky Ne 898 (y pesaxuii Hakasy MO3 Ykpainu Big,
26 BepecHs 2016 poky Ne 996), a came: YactoTa
nogaHHa PO3B: 1 pik KiHueBa gata ans
BKOYEHHNA gaHux go PO3b 25.04.2018, pata
nofaHHa PO36 [0 KOMNETEHTHUX OpraHis
04.07.2018 p. MNponoHoBaHa pefakuis:
MepiognyHicTb Ta Aaty nogaHHa PO3B 3rigHo 3
cTaHAapTHUM 415 KpaiH BUPO6HMKa, YneHa €C
(YropwuHa): Yactota nogaHHa PO3B: 3 poku
KiHueBa gata Ans BKIOYEHHS gaHux o PO3b
25.04.2023, TepmiH nogaHHsa PO3B6 ao
KOMMEeTEeHTHMX opraHis 24.07.2023.
163. | PAMI3EC Tabnetkn no 5 mr no 10 AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/10982/01/03
Tabnetok y 6nictepi; no 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peuenmom
1 a6o 3 6nictepu B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

Mikpo6ionoriyHoro koHTposto ans N3 Pawmisec,
Tabnetkn 5 mr ta 10 Mr 3 aHa/liTUYHUX METOAMK [0
cneundikavii FN3. 3miHK | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3aco6y. 3MiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN) AOMOBHEHHS
cneuundikauii MN13 Ta aHaNiTUYHUX METOAMK 3a
NnoKasHUKOM «laeHTudikalis» nocunaHHAM Ha
MeTopg 1 Ta MeTog 2 (4Y, 2.2.29).3MiHn | TURy -
3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(BrNtovaroun 3aMiHy abo [OMNOBHEHHS)) BBEAEHHS
anbTepHaTMBHOI MeTOAMKM BUNpobyBaHHs /13 3a
nokasHukom «KinbkicHe Bu3HaueHHs1» (MeTtop 2,
BEPX). 3MiHu | Tvny - 3miHu 3 skocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTodax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) -
BHECEHHS 3MiH B 3aTBEPMAXEHNI METO[,
BMNpo6yBaHHA /13 3a nokasHUkoMm «CynpoBigHi
pomiwkm» (Metog 1, BEPX) - 3amicTb onucy
NpUroTyBaHHs BUNPO60BYBAHOIO PO3YMHY Ta
pO3unHiB NopiBHAHHA (a) Ta (b) npuBeaeHo
KOHLieHTpAaLLii 3a3Ha4eHNX PO3UMHIB; 3aMiCTb Ha3BMW
KOMIOHKM NPMBEAEHO Ha3BY HepyXoMoi thasu;
3MIHEHO BUKaAeHHS NPUroTyBaHHA pyxomoi thasu
i 6ychepHOro posuuHy; AogaHo iHgopMaLiio Npo
yac xpomarorpadysaHHs po3unHy (b). 3miHn |
TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6YyBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BK/THOYAtOUM 3aMiHY 260 JOMOBHEHHS)) - BBEAEHHS
anbTepHaTMBHOI METOAMKM BUNPoOyBaHHA 13 3a
nokasHukom «CynposigHi omilkn» (Metog 2,
BEPX). 3Minn | TMny - 3miHu 3 siKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeToAax BUNPOOYBaHHS) BHECEHHS
3MiH B 3aTBEPKEHY METOAMKY BUNPOOYBaHHA 3a
nokasHukom «KinbkicHe Bu3HaueHHs1» (MeTtog 1,
BEPX) - 3amicTb NpMroTyBaHHsi BUNPO6GOBYBaHOrO
PO34MHY Ta po34MHiB NopiBHAHHSA (a), (b) Ta (c)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

164.

npvBefeHO KOHLEHTPaLii 3a3HaYeHNX PO3UMHIB.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IOYaouM 3amiHy abo
[OMOBHEHHS)) BHECEHHS 3MiH 0 cneuudikauii Ta
MeToAYy KOHTPO/IIO 3a NOKa3HUKOM «OAHOPIAHICTb
[,030BaHVX OMHNLB», & CamMe [JOMOBHEHHS
a/IbTEPHATMBHOK METOAMKOI BU3HaYeHHs (MeTog,
2, BEPX).

PAMI3EC

Tabnetkn no 10 mr no 10
TabneTok y 6nictepi; no
1 a6o 3 6nictepu B
nauuj 3 KapToHy

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneungikaLii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM) BHECEHHA 3MiH A0 cneuundikauil Ta
MeTOoAY KOHTPOJIH0 38 MOKA3HUKOM «PO34YNHEHHS»,
a came [JONOBHEHHS NOcuNaHHAM Ha MeTtog 1 Ta
MeTtog 2, (4PY, 2.2.29), B hopmyi po3paxyHKy
[04aHo KoeqilieHTV po3BeAeHHS. 3MiHu | Tvny -
3MiHK 3 SKoCTi. F0TOBMIA NiKapcbkuid 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB crneungikauiii Ta/abo gonycTtuMmx
MEX roTOBOrO JliKkapCcbkoro 3acoby (iHLi 3MiHK) -
nepeHeceHHs NPUMITKM NPo NPOBeAeHHS
MiKpOGionoriyHoro koHTponto ansa M3 Pawmisec,
Tabnetkn 5 mr Ta 10 Mr 3 aHaNIiTUYHUX METOAVK A0
cneundikavii FN3. 3miHu | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLii Ta/abo AONYCTUMKX MEX FTOTOBOr0
nNikapcbKoro 3acoby (iHLUi 3MiHN) AOMOBHEHHS
cneuudikauii 13 Ta aHaNITUYHNX METOAVWK 3a
NOKa3HMKOM «laeHTudbikaLis» nocunaHHAM Ha
MeTopg 1 Ta MeTtog 2 (4®Y, 2.2.29).3MiHu | TURy -
3MiHK 3 SKoCTi. FoTOBMIA NiKapcbkuid 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6YyBaHHS rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUNpPobyBaHb
(BK/THOYAKOUM 3aMiHy a60 [JONOBHEHHS)) BBEAEHHS
anbTepHaTMBHOI MeToAMKM BUNpobysaHHa 13 3a
nokasHukom «KinbkicHe Bu3HaueHHs1» (MeTtog 2,
BEPX). 3MiHu | TMny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTposib roToOBOro Nikapcbkoro
3acoby. 3MiHa y MeToAax BUNpPoGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNpobyBaHHS) -

3a
peyerimom

UA/10982/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BHECEHHS 3MiH B 3aTBEPAXEHNI METO[,
BMNPO6YBaHHsA /13 3a noka3HUKOM «CynpoBigHi
pomiwkm» (Metog 1, BEPX) - 3amicTb onucy
NpUroTyBaHHs BUNPO60BYBAHOIO PO3YMHY Ta
PO34KMHIB NOPIBHSAHHA (@) Ta (b) npuBeaeHo
KOHUEHTpaL,ii 3a3Ha4eHMX PO34MHIB; 3aMiCTb Ha3BU
KO/IOHKM NMPUBELEHO Ha3BY HepyxXoMoi thasu;
3MiHEHO BMKNAAEeHHS NPUroTyBaHHS PyxoMoi hasu
i BychepHOro po3uunHy; AoAaHo iHhopmal,io Nnpo
yac xpomarorpadpyBaHHs po3umHy (b). 3miHu |
TMNy - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(BKtOYAtOUM 3aMiHy ab0 AONOBHEHHS)) - BBEAEHHS
anbTepHaTMBHOI MeTOAMKM BUNpobyBaHHs /13 3a
nokasHnkom «CynpoBigHi Aomiwkun» (MeTog 2,
BEPX). 3MiHu | Tvny - 3miHu 3 skocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTodax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHVX MeToAax BUNPOOYBaHHS) BHECEHHS
3MiH B 3aTBEpAKeHy MeTOAVKY BUNPoOyBaHHA 3a
nokasHukom «KinbkicHe Bu3HaueHHs1» (MeTtop 1,
BEPX) - 3amicTb NpuroTyBaHHs BUNPO6G0OBYBaHOrO
PO34MHY Ta PO34MHIB NOPIBHAHHSA (&), (b) Ta (c)
npvBeLEeHO KOHLUEeHTpaLi 3a3Ha4YeHUX PO3UMHIB.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nNikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/THOYaOuM 3amiHy abo
[OMOBHEHHS)) BHECEHHSA 3MiH 0 cnevudikauii Ta
MeTOAy KOHTPO/IIO 3a NOKa3HUKOM «OAHOPIAHICTb
[1030BaHMX OfIMHNLb», & Came [JONOBHEHHSI
anbTepHaTUBHOK METOAUKOK BU3HaYeHHA (MeToq
2, BEPX).

165.

PAMISEC

TabneTkn no 2,5 mr no
10 Tabnetok y 6nicTtepi;
no 1 a6o 3 6nictepu B
nauui 3 KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX rOTOBOTO JTiKApCbKOro 3acoby
(iHLWi 3MiHW) BHECEHHSA 3MiH 0 cneuudikauii Ta
METOAY KOHTPOSIO 38 NOKA3HWKOM «PO3UMHEHHSI»,
a came [OMNOBHEHHA nocunaHHAamM Ha Metog 1 ta
MeTog 2, (4PY, 2.2.29), B dopmMy/ii po3paxyHKy
[ofaHo KoeilieHT po3BeeHHSA. 3MiHu | Tvny -
3MiHM 3 iKOCTi. [0TOBWMIA NiKapCbKUiA 3acib.

3a
peyenmom

UA/10982/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

KoHTposb roToBOro fikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AonyCcTUMUX
MEX FOTOBOro NiKapCbKoro 3acoby (iHLi 3MiHK) -
BBE/IEHHS NepioanYHOCTI BUNpobyBaHHa 13 ans
[,03yBaHHA, 2,5 Mr 3a NoKasHUKOM
«MiKpO6IO/IOriYHa YNCTOTax: «MiKpOGIONOriYHNIA
KOHTPO/1b MPOBOANTM 3 NEPIOANYHICTIO NepLua 1a
KOXHa ABajusTa HacTynHi cepii, ane He pigwe 1
pasy Ha pik». 3MiHK | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOTO
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHN) AOMOBHEHHS
cneuundikauii N3 Ta aHaniTUYHUX METOAMK 3a
NnoKasHUKOM «laeHTudikalis» nocunaHHAM Ha
MeTopg 1 Ta MeTog 2 (4®Y, 2.2.29).3MiHu | TURy -
3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOOYBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(BrNtovaroun 3aMiHy abo [OMNOBHEHHS)) BBEAEHHS
anbTepHaTMBHOI METOAMKM BUNpobyBaHHsa /13 3a
nokasHukoM «KinbkicHe B3HaueHHs1» (MeTtop 2,
BEPX). 3MiHu | Tvny - 3miHu 3 skocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) -
BHECEHHS 3MiH B 3aTBEPMAXEHNI METO[,
BMNpo6yBaHHA /13 3a nokasHUkoMm «CynpoBigHi
pomiwkm» (Metog 1, BEPX) - 3amicTb onucy
NpUroTyBaHHs BUNPO60BYBAHOIO PO3YMHY Ta
pO3unHiB NopiBHAHHA (a) Ta (b) npuBeaeHo
KOHLieHTpAaLlii 3a3Ha4eHNX PO34MHIB; 3aMiCTb Ha3BM
KOMIOHKM NPMBEAEHO Ha3BY HepyxoMoi thasu;
3MIHEHO BUKaAeHHS NPUroTyBaHHA pyxoMmoi thasu
i 6ychepHOro posuuHy; AoAaHo iHgopMaLiio Npo
yac xpomarorpadysaHHs po3unHy (b). 3miHn |
TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNpo6YyBaHHSA rOTOBOrO /1iKapCbKOoro
3aco6y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BK/THOYAtOUM 3aMiHY 260 JOMOBHEHHS)) - BBEAEHHS
anbTepHaTMBHOI METOAMKM BUNPOOyBaHHA 13 3a
nokasHukom «CynposigHi omilkn» (Metog 2,
BEPX). 3Minn | TMny - 3miHu 3 siKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3MiHa y MeTogax BUNpobyBaHHS roTOBOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeToAax BUNPOOYBaHHS) BHECEHHS
3MiH B 3aTBEPKEHY METOAMKY BUNPOOYBaHHA 3a
nokasHukom «KinbkicHe Bu3HaueHHs1» (MeTtog 1,
BEPX) - 3amicTb NpuroTyBaHHsi BUNPO6G0OBYBaHOrO
PO34nHY Ta PO34MHIB NOpPiBHAHHA (a), (b) Ta (c)
npvBefeHO KOHLEHTPaLii 3a3HaYeHNX PO3UMHIB.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPoByBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IOYaOuM 3amiHy abo
[OMOBHEHHS)) BHECEHHS 3MiH 0 cneuudikauii Ta
MeToAYy KOHTPO/IIO 3a NOKa3HUKOM «OAHOPIAHICTb
[,030BaHVX OMHNLB», & CamMe JOMOBHEHHS
a/IbTEPHATMBHOK METOAMKOI BU3HaYeHHs (MeTog,
2, BEPX).
166. | PAHOCTON® pO34MH oNs MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nionsieae UA/8650/02/01
30BHILUHLOTO Ta "OITOGAPM" "OITOGAPM" 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
MicLeBoro HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
3acTocysaHHA 10 % no (BNacHviKka peecTpauiiHoro NocBig4YeHHs) 3miHa
50 mn a6o 100 mny aapecy 3asBHVKa. BBegeHHs 3MiH MpoTsaroM 6-Tu
donakoHi, no 1 dpakoHy MicALiB nicnsa 3aTBepAKeHHs
B navuj
167. | PErigPOH NOpPOLLOK A/1A OpioH DiHNaHaia B1pOGHMK, Lo diHnangis/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/9267/01/01
onTIiM OpasIbHOro PO34UHy; NO KopnopeiLuH 3[jlicHI0E IcnaHis TexHiyHa nomuska (3rigHo Hakasy MO3 Big peuenma
10,7 r NOPOLLKY Yy MakeTi; KOHTPO/b SKOCTI 23.07.2015 Ne 460) - BunpaBneHo TeXHIUHY
no 20 nakeTiB y i BUNyCK cepiii: NOMUJIKY B iIHCTPYKUiT 4159 MeguyHOro
KapTOHHIA Kopoo6Li OpioH 3acTocyBaHHSA y po3aini «Jlikapcbka hopmar»
KopnopeiiH, (OCHOBHiI (hi3MKO-XiMiYHI BNACTMBOCTI).
diHnaHgis; 3ATBEP)KEHO: OCHOBHI i3VKO-XiMiYHi
Brpo6HuK, L0 B/1ACTMBOCTI: KpUCTaNiuyHWi nopoLlok 6ioro
3[jliCcHI0E KO/TIbOPY 3 XapaKTEPHUM SIMMOHHMM 3anaxom.
KOHTPO/b AKOCTI: 3AMNPOMNOHOBAHO: OCHOBHI (Qi3UKO-XiMiYHi
O Mepdhaiina BN1ACTMBOCTI: KpUCTaniyHuii nopowok 6inoro abo
Nth, GiHNgHAIN; CBIT/10-)KOBTOrO KO/IbOPY 3 XapaKkTepHUM
B1po6HWK, Wwo JIMMOHHMM 3anaxoM. 3a3HavyeHe BUMpaB/eHHS
3[jlicHI0E BiANOBiAae MatepianamM peecTpauiiHoro Aocke
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNYyCK cepiii:
TOB Peuudhapm
MapeTc, IcnaHis
168. | PEKTOAENbLT Cyno3nTopii peKkTasibHi Tpommcaopd HimeuumnH Tpommcaopdhd HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/0685/01/01
100 no 100 mr; no 2 a6o no 6 ¢ Mm6X eHp, a M6X eHp Ko. TexHiyHa nomuska (3rigHo Hakasy MO3 Big peuyenmom
CynosuTopiiB y 6nicTepi; Ko. KI Kl 23.07.2015 Ne 460). BunpaBneHo TeXHiUHy

no 1 6nictepy B

NMOMWJ/IKY Y TEKCTi MAapKyBaHHs! NepBUHHOI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KOopoo6Li

BTOpPMHHOT ynakoBok (Ne2 Ta Ne 6) nikapcbkoro
3acoby, a came: NponyLLeHi 0AMHULI BUMIpHOBaHHS
y cuctemi Sl (mg), ski 6ynn 3aTeepakeHi Hakazom
Ne 134 Big 26.01.2021 p. 3a3HaueHe BUMPaB/IEHHSA
BiANOBiAAaEe apxiBHUM MaTepiasiaM peecTpaLiintHoro

[0CbE.

169.

PIHOCAH

cnpeii Ha3asTbHUIA,
po34uH, 1 mr/mn, no 10
My chnakoHi; no 1
hN1aKoHy B KapTOHHIi
nauui

CIA
<IHOPAPMA
TpengiHr»

NartBilicbk
a
Pecny6nik
a

Basik ®apma
MaHydakTypiHr
B.B.

Higepnangm

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoproBasibHWi
3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
nikapcbKoro 3aco6y (SKiCHWIA Ta KinbkicHUiA cknan)
- M’siki Ta HecTepunbHi pigki nikapcebki hopmu -
[IONOBHEHHSA OfHOTO 3 KOMMOHEHTIB NEPBUHHOI
ynakoBKku, a came Nomnu-po3nustoBaya, Lie
ofHieto mogudikauieto, 3 iHWIM SKICHUM CK1aaoMm,
AKUI BXXE BUKOPUCTOBYBABCH A1 IHLLNX
KOMMOHEHTIB NOMMNU-po3nu/itoBaya (MaTepianu,
LLIO BUKOPUCTOBYHOTLCS A/151 KOMMNOHEHTIB MOMMN-
po3nunoBaya 3MiHeHo 3 POM stem Ha stem PP; 3
HDPE pumb housing Ha PP pumb housing; 3 POM
string stop Ha PP string stop). Po3mip Ta TexHiuHi
XapakTepuCcTUKN NOMMNU-Po3Nu/IoBaya He
3MIHUANCD.

6e3
peyenma

UA/19254/01/01

170.

CAHAOCTATHU
H®

PO3YUNH ANS iH'EKLN,
0,05 mr/1 mn; no 1 mn B
amnyni; no 5 amnyn B
KOpo6Li 3 KAapTOHY

HosaprTic
dapma Al

LLiseiiuapi
a

HoBapTic ®apma
LWTeinH Al

LLisefiuapis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHN | TURY - 3MiHK 3 sKocTi. A®I. BUpo6GHMLTBO.
3MiHa BMPOBHUKA BMXiZHOr0/MPOMIKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npouieci A®l, abo 3miHa BUPOGHUKa
(BKNtOHAOUK, ae HeobxigHo, MicLe NpoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONECHKIi
thapmakonei y 3aTBepKeHOMY A0CLE)(3MiHN A0
3axopis, NoB'A3aHMX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULI, Ae NPOBOANUTLCS
KOHTPONb/BUNPOGYBaHHSA cepii) - AoAaBaHHSA
BMpo6HMKa SGS International Services Laboratory
(ISL) Limited, Ringaskiddy Cork, P43 FR63 Ireland
Bi4NOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTI CybCcTaHUiT
o nigposginy 3.2.S.2.1. BUpo6Huik (-1)

3a
peyerimom

UA/9821/01/01

171.

CAHAOCTATHU
H®

PO34uH ANs iH'ekuii, 0,1
mr/1 mn; no 1 mn B
amnyni; no 5 amnyn B
KOpOO6Lii 3 KapTOHY

Hosapric
Papma Al

LLieiiuapi
[

HosapTic ®apma
LTeitn AT

LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHN | TUNY - 3MiHK 3 aKkocTi. A®l. BUpobHMLTBO.
3MiHa BUPO6GHMKA BUXIAHOTO/MPOMIXHOro
NpoAyKTy/peareHTy, LU0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKa
(BKtOYAOUM, ge HeobxigHo, MicLe NMPOBEAEHHS
KOHTPOO SIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBpONECHKiit
dpapmakonei y 3aTBepaKeHOMY A0CLE)(3MiHM A0

3a
peyenmom

UA/9821/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3axopiB, NoB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOANUTLCS
KOHTPONb/BUNPOGYBaHHA cepii) - AoAaBaHHSA
BMpo6HMKa SGS International Services Laboratory
(ISL) Limited, Ringaskiddy Cork, P43 FR63 Ireland
BIAANOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTI Cy6CTaHLil
0o nigposainy 3.2.S.2.1. BUpo6HuK (-1)
172. | CENTAHECT 3 PO34UH ANs iH'EKLNA, N0 CENTOOOHT PpaHuis CENTOA0OHT dpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/10380/01/01
AOQPEHANIHO 1 mny kapTpuaxi; no 10 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae
M 1/100 000 KapTpuaxiB y 6nictepi;

no 5 6nictepis y
KapTOHHI kopo6uj; no
1,7 MmN y KapTpuaxi; no
10 kapTpuaxis y
6nictepi; no 1 abo 5
6nicTepiB y KAPTOHHIN
Kopoobui

Ta papmakoHarnagy. 3miHa(u) y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS abo IHCTPYKLi 415 MeguyHoro

3acToCcyBaHHA A/19 NiKapCbKoro 3acooy,
niyeH3oBaHoro y €C 3a npoLieAypoto B3aEMHOTo
BU3HaHHSA (Nikapcbkuii 3acib He BXoANTb A0 cdepu
Aii npoueaypu B3aEMHOTO BU3HAHHSA, aslie 3MiHa

BHOCUTLCS 1K pe3ynbTaT npoueaypu i Big

B/IACHMKA TOProBOi NiLeHsii He BUMaraeTbes
HafaHHSA XOAHVX HOBMX AOAATKOBUX AAHNX).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "Noka3aHH:A"
(peparyBaHHs TekcTy), "lMpoTunokasaHHA" ,
"Oco6nuBi 3axoamn 6e3nekn", "Blaemogis 3 iHWMU
nikapcbkuMn 3acobamu Ta iHWi BUAW B3aEMOgIin",
"Oco611MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHS B
nepiog BaritTHOCTI abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
mexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Aitn", "MepenosyBaHHsa", "Mo6iyHI peakyii”
BiZANOBIAHO [0 MaTepianiB peecTpauiliHoro foche.
BBefeHHst 3mMiH npoTarom 6 micAuis nicns
3aTBEPMKEHHS. 3MiHW | Tuny - AgMiHICTpaTMBHI
3MiHKU. 3MiHa Koy ATX. 3MiHM BHECEHO A0
IHCTPYKUIT AN MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"®apmakoTepanesTuyHa rpyna. Kog ATX."
BiANOBIAHO A0 MiKHAPOAHOTO Kacudikaropa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBepAxeHo —"Tpenapaty A1 micueBoi
aHecresii. Amign. ApTukaiH, kombiHauii. Kog ATX
NO1B B58.",
3anpornoHoBaHo — "3acobu, WO AjloTb Ha HEPBOBY
cuctemy. AHecteTuku. Mpenapatu Ana micuesoil
aHecrtesii. Amign. ApTrkaiH, kombiHauii. Kog ATX
NO1B B58.". BBefeHHS 3MiH NpOTAroMm 6 Micauis
nicns 3aTBepkKeHHs. 3MiHn | Tuny - 3MiHn Wwoao
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW). 3MiHW BHECEHO [0 iHCTPYKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby o
po3giny "Mo6iuHi peakwyji" wopao iHdopmauii
CTOCOBHO NOBIZOM/IEHHSA NPO NiA03POBaHi NOGIYHI
peaxuii. BBeieHHA 3MiH NpoTsArom 6 micsuis nicns
3aTBEPAKEHHS
173. | CENTAHECT 3 po3uuH ans iH'ekuin no 1 | CENTOAOHT PpaHuis CENTOA0OHT dpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/10381/01/01
AOQPEHANIHO MY KapTpugxi; no 10 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae
M 1/200 000 KapTpuaxiB y 6nictepi; Ta papmakoHarnagy. 3miHa(u) y KopoTkiii

no 5 6nictepis y
KapTOHHI kopo6uj; no
1,7 MmN y KapTpuaxi; no
10 kapTpuaxis y
6nictepi; no 1 abo 5
6nicTepiB y KAPTOHHIN
Kopoobui

XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS abo IHCTPYKLi 415 MeguyHoro
3acToCcyBaHHA A/19 NiKapCbKoro 3acooy,
niyeH3oBaHoro y €C 3a npoLieAypoto B3aEMHOTo
BU3HaHHSA (Nikapcbkuii 3acib He BXoANTb A0 cdepu
Aii npoueaypu B3aEMHOTO BU3HAHHSA, aslie 3MiHa
BHOCUTLCS 1K pe3ynbTaT npoueaypu i Big
B/IACHMKA TOProBOi NiLeHsii He BUMaraeTbes
HafaHHSA XOAHVX HOBMX AOAATKOBUX AAHNX).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "Noka3aHH:A"
(peparyBaHHs TekcTy), "lMpoTunokasaHHA" ,
"Oco6nuBi 3axoamn 6e3nekn", "Blaemogis 3 iHWMU
nikapcbkuMn 3acobamu Ta iHWi BUAW B3aEMOgIin",
"Oco611MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHS B
nepiog BaritTHOCTI abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
mexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Aitn", "MepenosyBaHHsa", "Mo6iyHI peakyii”
BiZANOBIAHO [0 MaTepianiB peecTpauiliHoro foche.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny - AgMiHICTpaTMBHI
3MiHKU. 3MiHa Koy ATX. 3MiHM BHECEHO A0
IHCTPYKUIT AN MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"®apmakoTepanesTuyHa rpyna. Kog ATX."
BiANOBIAHO A0 MiKHAPOAHOTO Kacudikaropa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBepxeHo — "Mpenapatu Ansa MicueBoi
aHecresii. Amign. ApTukaiH, kombiHauii. Kog ATX
NO1B B58.",
3anpornoHoBaHo — "3acobu, WO AjloTb Ha HEPBOBY
cuctemy. AHecteTuku. Mpenapatu Ana micuesoil
aHecrtesii. Amign. ApTrkaiH, kombiHauii. Kog ATX
NO1B B58."BBefieHHs1 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepkKeHHs. 3MiHn | Tuny - 3MiHn Wwoao
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW). 3MiHW BHECEHO [0 iHCTPYKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby o
po3giny "Mo6iuHi peakwyji" wopao iHdopmauii
CTOCOBHO NOBIZOM/IEHHSA NPO NiA03POBaHi NOGIYHI
peakuji. BBejeHHsA 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepKEHHS.
174. | CEPBOHEKC® | TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/13114/01/01
060/10HKOI0, MO 5 Mr, NO «TNELAPAPM XENTXKEP MBT YkpaiHa 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI peyenmom | nidsis2ae
14 TabneTok y 6nicTepi; NTo» NTA, Ingjs; Ta cpapmakoHarnsagy. 3mMiHu y KopoTkili
no 2 6nictepu B a/bTepHaTBHU XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KapTOHHIN ynakosLi; no 1 BAPOGHWIK, WO MapKyBaHHS Ta IHCTPYKLii AN1a MegMyHoro
10 TabneTok y 6ricTepi; 3[jiCHI0E 3acToCyBaHHS reHepuyYHUX/ribpruaHMX/6ionoai6HMX
no 3 6nictepu B BTOPVHHE nNiKapcbKnx 3acobiB Nic/s BHECEHHS TiEl camol
KapTOHHI ynakosLii nakyBaHHs, 3MiHM Ha pechbepeHTHW NpenapaT (3MiHa He

KOHTPO/b AKOCTI
Ta BUNYCK cepil:
TOB "KYCYM
PAPM", YkpaiHa

noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
AaHunx). 3MiHW BHECEHI 0 IHCTPYKUIT ANns
MEeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ainu "dapmakonoriyHi BNacTneocTi",
"B3aemogisa 3 iHWMMM NniKapcbkumn 3acobammn Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "34aTHiCTb BNMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta gosun”, "Aitn"
(peparyBaHHs), "Mepeno3yBaHHs", "MoGIYHI
peakuii" 3rigHo 3 iHhopmaLielo Woa0 MeanyHoro
3aCTOCyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(ARICEPT film coated tablets ).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBep/AxeHHs. CynyTHS 3MiHa- 3MiHK o0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB
BMAAui peecTpavjiiiHOro NocBigyeHHs, BK/o4aum
MnaH ynpasniHHSA pu3nkamu (3acTocyBaHHS
TEKCTY, KU NOTOMKEHNI 3 KOMMETEHTHUM
opraHom). 3asiBHWKOM HafaHO OHOB/IEHWIA NnaH
ynpas/iiHHA pr3nkKamun Bepcis 2.3. 3MiHU BHECEHO
[0 vacTuH | «3aranbHa iHdopmauis», Il
«Cneuudikauis 3 6e3neku» (CV
«MicnapeecTpauiiinnii gocsig», CVIII «Pe3tome
npo6siem 6e3nekn»), Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMizauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHSA
pusnkamm», VII «logatku» y 3B'A3Ky 3
OHOBJ/IEHHAM iHdDOpMaLlii 3 6e3neku
pediepeHTHOro Nikapcbkoro 3acoby. 3MiHu | Tuny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B MicnspeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 fOCAIIKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuyHmnx
pocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
MpepcTaeneHi 3mMiHW B iHchopmalii 3 6e3nekn
LLOZI0 BHECEHHS [ONOBHEHb [0 PO3[i/iB NPOEKTY
IHCTPYKUIT N8 MeguyYHOro 3actocyBaHHs "Cnoci6
3acTocyBaHHsA Ta fo3u", "MobiuHi peakuii”,
3anporoHoBaHi 40 BHECEHHS 3asABHUKOM Ha
niactasi pekomeHaauiii PRAC 11040 OHOBEHHS
iHchopmaii 3 6e3nekn MoxXyTb 6yTH
pekoMeH/0BaHi A0 3aTBePAXKEHHSA Ta BHECEHHS B
IHCTPYKLU,i0 ANS1 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby.

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHU | TUny - 3MiHKW WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). 3MiHN BHECEHI A0 iHCTPYKLiT AnA
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y
po3gin "Mo6iuHi peakuyii" Wofo 3BiTyBaHHA NPo
nob6iyHi peaxuii. BBeeHHs 3MiH NpoTArom 6-Tn
MicALiB Nicna 3aTBepAKeHHs

175.

CEPBOHEKC®

TabneTkn, BKpUTI
060/10HKOI0, No 10 mr,
no 14 tabneTtok y
6nicTepi; no 2 6nictepn
B KQpPTOHHIlA ynakoBL;
no 10 TabneTtok y
6nictepi; no 3 6nictepn
B KQpPTOHHI ynakoBLi

TOB
«MNMEJPAPM
NTh»

Ykpaina

KYCYM
XENTXKEP NBT
NTA, IHajs;
anbTepHaTUBHU
1 BUPOOBHWK, L0
3[jlicCHI0E
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycCK cepil:
TOB "KYCYM
®APM", YKpaiHa

IHAis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (papmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3acToCyBaHHA reHepu4Hnx/ribpugHmx/6ionoaibHnx
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX A0AATKOBMX
AaHunx). 3MiHM BHECEHI A0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu "®apmakooriyHi BiacTuBocTi”,
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTU Ha
LUBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCMOpPTOM abo0 iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHsa Ta gosu", "4itun"
(peparyBaHHs), "lMNepeno3yBaHHs", "MoGiYHi

3a
peyerimom

He
nionsieae

UA/13114/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

peakuii” 3rigHo 3 iHhopMaLji€lo Woa0 MeanyHOro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(ARICEPT film coated tablets ).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepmxeHHs. CynyTHS 3MiHa- 3MiHK WoJ0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpavjiiiHoro noceifgyeHHs, BK/Io4aum
MnaH ynpaBniHHA py3nkamu (3aCTOCyBaHHS
TEKCTY, KU NOTOMKEHUI 3 KOMNETEHTHUM
opraHom). 3asiBHUKOM HafaHO OHOB/IEHWIA nnaH
ynpasiHHA pusmkamu Bepcis 2.3. 3MiHU BHECEHO
[0 vacTuH | «3aranbHa iHopmauis», Il
«Cneuudikanis 3 6e3nekn» (CV
«MicnapeecTpauiliiHnii gocsig», CVIII «Pe3tome
npobnem 6e3nekn»), Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMizauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniiHHA
pusnkammn», VII «loaatkn» y 3B'A3Ky 3
OHOB/IEHHAM HpOpMaLT 3 6e3nekn
pedyepeHTHOro Nikapcbkoro 3acoby. 3MiHu | Tuny -
3MmiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicnspeecTpaviiiHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnX
pocnipkeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm).
MpepcTtaBneHi 3miHM B iHchopMmalii 3 6e3nekn
LLIOZI0 BHECEHHSA [OMNOBHEHb 4,0 PO3[iNiB NPOEKTY
IHCTPYKLii 415 MeguyHoro 3actocysaHHs "Cnocio
3acTocyBaHHsA Ta fo3u", "MobiyHi peakuyii”,
3anponoHOBaHi A0 BHECEHHS 3asiBHVIKOM Ha
niacTasi pekomeHaauin PRAC o0 OHOB/EHHS
iHchopmawuii 3 6e3nekn MoXyTb 6yTu
pekoMeHA0BaHiI 40 3aTBepAKEeHHS Ta BHECEHHS B
IHCTPYKL,il0 418 MeAnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM). 3MiHW BHECEHI [0 iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
po3gin "MobiuHi peakwii” WwWoao 3BiTyBaHHSA Npo
no6iyHi peakuii. BBegeHHs1 3MiH NPoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAYKEHHS
176. | CUHIYNAP® TabneTkun, BKPUTI OpraHoH LLiseiiuapi Brpo6HMK Benuka BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: 3a UA/10208/01/03
NNiBKOBOI 060/I0HKOIO, CeHTpan Ict A Hepo3gacoBaHO BpuTtaHis/ YTOUHEHHSA peecTpauiiHOi npoueaypu B Hakasi peuenmom
no 10 wr, no 14 6X T npoAayKu,i, HigepnaHngm MO3 YkpaiHu Ne 1886 Big 19.10.2022 -
TabneTok y 6nictepi; no nepBuHHa Ta / 3miHa 3asBHuKa /13 (MIBMM) (BnacHuka
2 6nicTepy B KAPTOHHIi BTOPVHHA Benbris peecTpayiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Kopoo6Li ynakoBka, Bia 23.07.2015 Ne 460). BBegeHHA 3MiH
KOHTPO/b AKOCTI: NpoTArom 6 MicsiliB NicnsA 3aTBePAKEHHSA.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
OpraHoH ®apma Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
(UK) Nimites, y3arasibHeHVX AaHuX Npo cucTemy
Benvka thapmakoHarnsgy (BBeAeHHs y3araibHeHUX JaHnx
Bputanis; npo cuctemy hapmakoHarnsgy, smMiHa
MNepBuHHa Ta YNOBHOB&XEHOI 0c06W, BiANOBIAaLHOI 3a
BTOPWHHA 3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
yrnakoBkKa, dhapmakoHarnagy 3asBHvKa Ans 34iiCHeHHA
KOHTPO/b AKOCTI, thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
[03BiN Ha BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
BWMNYCK Cepil: 3fificHeHHs thapmakoHarnsagy (Bkioyarun
Mepk Wapn i KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
Joym B.B., MacTep-alina cuctemu hapMakoHarnisay) -
Higepnangu; 3MiHa YNoBHOBaXEHOI 0COOU 3asiBHUKA,
[o3Bin Ha BiANOBIAa/IbHOI 3a hapmakoHarnag fitoua
BUNYCK cepil: pepakuisi: JokTop Mait Aemon. MponoHoBaHa
LWepinr-Mnay pepakuis: MapiaHHa Bank- KopTeHpaag,. 3miHa
Na6o H.B., KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0co6u
Benbris 3as1BHVIKa, BifgnoBiganbHOI 3a chapmakoHarnsag.
3MiHa KOHTaKTHOT 0Cobu 3asBHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarifg B YkpaiHi.
Litova pepakuisn: AHgpiyua OneHa AMuTpiBHaA.
MponoHoBaHa pegakuis: MoTuniHcbka OneHa
BitaniiBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0co6u 3asBHMKA, BiAnoBigabHOI 3a
hapMakoHarnsg B YkpaiHi. 3miHa micusi
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapMakoHarnagy. 3mMiHa MicLe3HaxoKeHHs
macTep-halina cuctemn hapmakoHarnsgy Ta moro
Homepa.
177. | CTEPOKOPT® Kpem 0,1 % no 15ry MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 nionsieae UA/7784/01/01
Ty6i; no 1 Ty6i y nauuj 3 "®ITODAPM" "®ITODAPM" 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma
KapToHYy HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BNacHvKa peecTpauiiiHoro NocBigYeHHs1) 3MiHa
agpecy 3asBHvKa. BBegeHHs 3MiH npoTsaromM 6-Tu
MiCALiB Nicna 3aTBepAKeHHsA
178. | CTEPO®YHAN pO34MH ANns iHdysili no B. BpayH HimeuunH B. BpayH Icnanis/ BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis: 3a UA/9618/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
HISO 250 mn, 500 mn, 1000 Menb3yHreH a Megikan CA, LlBeiiuapis/ | yTOUHEHHA peecTpauiiiHOl NnpoLeAypy B Hakasi peyenmom
M/1Y nosieTnIeHoBoOMYy Al IcnaHis; b. HimeuuunHa MO3 Ykpainu Ne 428 Big 03.03.2023 - 3MiHu |
KOHTelHepi; no 10 BpayH Mepgukan TUny - 3MiHM WoAo 6e3nekn/edpeKkTBHOCTI Ta
KOHTEHepIB Y KapTOHHIi CA, Wseiiuapis; thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHeCeHi B
KopobLi; Bupo6bHuuTBO, TEKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOT
no 250 mn, 500 mn, nepBuHHa Ta yNaKoBOK NliKapCbKOro 3acoo6y L1040
1000 mny BTOPUHHA 3a3HayYeHHs AaTh 3aKiHYeHHS TepMiHy
NAacTUKOBOMY MiLLKY; MO ynakoBka, npuAATHOCTI. TepMiH BBEAEHHS 3MiH NPOTArom 6
10 MiLKIB y KapTOHHii BUNYyCK cepii: B. MiCALIB MiCNSA 3aTBEPAYKEHHS.
Kopoo6Li BpayH
Menb3yHreH Al',
HimeuumnHa,;
KoHTpornb cepii:
b. BpayH
Menb3yHreH Al,
HimeuynHa
179. | TAMINYN® Kancynu, no 10 kancyny MPO®PAPMA ManbTa AT «[piHOEKC» NatBia BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 nionsi2ae UA/8943/01/01
6nictepi, no 1 6nictepy IHTepHeLuHN 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
B KQpPTOHHI nauui TperguHr Ta chapmakoHarnsgy. 3miHa y KopoTkili
Nimiten XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnigpkeHb 3 6e3mnekn 3acToCcyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 NMaaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHA", "B3aemogisa 3 iHWKMMK Bugamu
nikapcbknx 3acobiB Ta iHWi BUAY B3aemogii" Ta
"Oco611BOCTI 3acTOCyBaHHS" BignoBigHO 40
OHOBJEHOT iH(hopmaLi LWoao 6e3neku
3aCTOCYBaHHSA Ajil0401 PeYOBUHU 3rigHO 3
pekomeHaaujieto PRAC. BBefieHHS 3MiH NpOTArom
6-Tn MicsAUIB NicNsA 3aTBEPKEHHS
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
npoBefeHNX BiANOBIAHO A0 NaaHy negiaTpuyHmnX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3acToCyBaHHA NMikapcbKoro 3acoby [0 po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHsA
rpy4Ar0” BifnNoBiAHO [0 OHOBEHOT iHdopmaLit
00 6e3neky 3aCTOCyBaHHS Ailo40i PeHOBUHM
3riHO 3 pekoMeHpauieto PRAC. BeeeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS
180. | TAMI®D/IIO® MOPOLLIOK A1 OpasTbHOT TOB «Pou YkpaiHa Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/3189/01/02
cycneHsii, 6 mr/mn; no YkpaiHa» Hepo3dacoBaHo | LUseiiuapis/ | 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peyenmom
13 r NOpOLLKY B MASALLL; T npoAayku,i, Monba 3aci6. 3MiHW Yy BUPOOHULTBI. 3MiHa
no 1 nnswui pasom 3 nepBuHHE iMnopTepa/3aMiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
NAacTUKoBUM nakyBaHHS: KOHTPO/O SKOCTi FOTOBOrO /iKapCbKoro 3acoby
ajantepom, PoTTeHgopd (3amiHa abo gogaBaHHS AiNbHULI, Ha AKil
NnnacTVKOBUM dapma 'm6X, 3[iICHIOETLCA KOHTPO/L/BUNPOBYBaHHSA cepil) -
fo3aTtopom Ans HimeuunHa 3MiHM BHOCATLCSA Y 3B'A3KY i3 f0faBaHHAM
Opa/IbHOrO BTopvHHe AinbHuui: Mosa6 Cn. 3 0.0., Byn KobanbTtoBa 6,
3aCTOCYBaHHS MICTKICTHO nakyBaHHs, 3noTHuKN, Cyxu Jlac, 62-002, MNonbLa,
10 mA, NNacTUKOBUM BUNPOOYBaHHSA BiNOBIga1bHOT 3@ BUNPOOYBaHHA KOHTPOSIO
MiPHUM CTaKaH4YMKOM y KOHTPO/O SKOCTI AKOCTI (TiNbKM MiKpobionoriyHa uncToTa). Takox y
KapTOHHI kopo6uj; no npu BUMYCKY Ta BiANOBIAHICTb A0 Ait040i OpUriHasIbHOT
13 r NOPOLLKY B NAALLIL; cTabinbHoCTI, [OKyMeHTaUiT BUPO6HMKA 3asiBHUKOM BHOCATLCSA
no 1 naswui pasom 3 BWMNYCK Cepil: pefakuiiHi yTOYHEHHS A0 HanMcaHHSA
NnacTVKOBUM ®.XohdmaHH- (meTanizauist) yHKLIA Bxe 3aTBEPKEHUX
ajanTepom, Na Pouw Nita, BUPOBHMYMX AiNTbHULL. BBEAEHHS 3MiH NPOTArOM
nnacTMKoBUMMN LLiseiuapis 6-TV MicALIB NiCNSA 3aTBEPLKEHHS
fJosaropamu gns BunpobysaHHs
opasibHOro KOHTPO/O AKOCTI
3aCTOCYBaHHS MICTKICTHO (Tinbkn
3 mnTall mn, MikpobiosoriyHa
NAacTUKOBMM MipHUM yncToTa));
CTakaH4MKoM y . XodhdhmaHH-
KapTOHHIA KOopooLi Na Pow Nrg,
LLiBeiiuapis
Mo3/la6 Cn. 3
0.0., Monbuwa
BunpobyBaHHs
KOHTPO/O SIKOCTI
npu BUMyCKy Ta
cTabifibHOCTI:
Cengita
Cepsgicec Cn.
30.0., MonbLwa
181. | TBIHPUKC™ CYCNeH3isl ANs iH'eKLiA; nakcoCmiTKn Benuvka nakcoCwmitKns Benbris BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/13056/01/01
BAKUWHA ANA | no 1 posi (1 mn/gosy) y AH EkcnopT BpuTaHis H Bionopxikan3 3MiHu 1l Tuny - 3MiHK 3 AkocTi. A®l. BUpo6HMLTBO. peuenmom
MPO®DINAKTUK | nonepefHb0 Niviten C.A. 3MiHu B npoueci BUpo6bHuuTBa A®| (3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
N TENATUTIB HanoBHeHoMY Linpuui Ne CTOCYETbCA aKTUBHOT PEYOBUHN
A 1y KOMMNAEKTi 3 rOJIKO 6i0/10ri4YHOro/iMyHO/ONYHOr0 MOXOKEHHS abo
(IHAKTUBOBA BMKOPUCTaHHSA XiMiyHUX APl y BUPOOHULTBI
HA)IB nikapcbKoro 3acoby 6ionoriyHoro/iMyHO0r4YHOro
(AOCOPBOBA NMOXODKEHHS, IKa MOXE MaTu 3Ha4YHUlA BNIMB Ha
HA) AKICTb, 6e3neky Ta eheKTUBHICTb /liKapCbKOro
3acoby, | He CTOCYETbCA NPOTOKOY) OHOB/IEHHS
nNpoToKosy kBasidikaLii po6o4oro NociBHOro
MaTepiany Hepatitis A Virus Working Seed (HAV
WS), SiKnii onmMcye BUrOTOBMEHHS, KBasTidoikauiio Ta
3BiTYe Npo MailbyTHi HAV WS, ski 6yayTb
BVIKOPVCTOBYBATUCS /151 BUPOOHMLTBA BaKLMH,
L0 MICTATb aHTUTEH renatuty A.
182. | TBIHPUKC™ CYCNeH3ist ANst iH'eKLiA; nakcoCmiTKn Benvka nakcoCmitKns Benbris BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13056/01/01
BAKUWHA ANdA | no 1 aosi (1 mn/go3sy) y A Ekcnopt BputaHis H Bionomxikans 3Mminu | TUnYy - 3miHk 3 sKocTi. A®l. BupobHMLTBO. peyenmom
MNPO®PINAKTUK | nonepeaHbo Nimiten C.A. 3MiHu B npouieci BUpo6HMUTBa Ad| (He3HauHa
N TENATUTIB HanoBHeHOMY Lnpuui Ne 3MiHa y npoueci Bupo6Huutea Adl) -
A 1y KOMNAEKTI 3 rO/IKOH 3MiHN B NpoLLeCi BUPOGHMLTBA aKTUBHOI
(IHAKTUBOBA cy6cTaHuii aHTureHy Bipycy renatuty A (HAV), a
HA)IB came: 3aMiHa TPUMCUHY TBAPUHHOTO NOXOKEHHS
(AACOPBOBA pTrypsin (Porcine trypsin) Ha TPUNCWYH,
HA) BWIOTOB/IEHWI TEXHOJIOTIEND peKOM6GiHaHTHOI JHK
rTrypsin.
BHeceHHs pefakuiiiHuX NpaBokK 40 po34inis
mogyns 33.2.5.2.2,3.2.5.2.3,3.2.5.2.6, 3.2.5.4 4,
3.2.P.2.1,3.2.P.55,3.2.A.2,3.2.R.1, 3.2.R 4.
183. | TENMIJTIAKC Tabnetku no 80 mr/ 12,5 M. BioTek Benuka AnbTepHaTMBHa IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16755/01/01
nnc Mr; no 14 TabneTok y Nimiteq BpuTaHis OinbHUUS Ansa 3MiHuW | TUNY - AOMiIHICTpaTVBHI 3MiHK. 3MiHa peyenmom
6nictepi, no 2 6nictepu npoBeAeHHs HalilMeHyBaHHs Ta/abo agpecu Micus
y nayui 3 KapTOHY aHaniTMYHUX NpPOBaXeHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
BUNPOOYBaHb: roTOBOrO /1iKapCbKOro 3acoby, BKo4aoun
NNABOPATOPIO OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
EUEBAPHE, KOHTPO/IO SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
C.A., IcnaHis BMPOGHMK/IMNOpPTEp, He BK/IOYakoUM BUMYCK Cepiid)
Brpo6HuK, L0 3MiHa HallMeHyBaHHS a/lbTEPHATUBHOI Ai/TbHNL
3[jcHI0E AN NpoBeAeHHs aHaNiTMYHUX BUNpobyBaHb, 6e3
NOBHWIA LMK 3MiHM MicL BUPOGHMLTBA. 3MiHW | TNy - 3MiHKW 3
BUPOGHMUTBA i sIKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BignoBigae 3a BMPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
BUNYCK cepil: CTOCYHTbCH BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
NNABOPATOPIO roTOBOrO likapcbkoro 3acoby (3amiHa abo
C JIIKOHCA, [0AaBaHHA AifbHULI, Ha KA 34iCHI0ETbCA
C.A., IcnaHis KOHTPO/b/BUNPOOYBaHHSA cepil) 3amiHa

aNbTEePHATWUBHOI AiNbHUL AN NPOBEeAEHHS
aHaniTM4YHNX BUNpobyBaHb. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro
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NNABEOPATOPIO

CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOSIIO SIKOCTI

roTOBOrO JliKapcbKoro 3acoby (3amiHa abo

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3aco6y, BK/IHOYaKuM Ai/bHULL BUNYCKy cepii abo
MicLe NpoBefeHHSA KOHTPOSIKO AKOCTI. (LisNbHICTb,
3a AKy BiANOBiAae BUPOGHMK/iMNopTep, He
BK/1H0UAI0UM BUMYCK Cepiid) 3MiHa HaliMeHyBaHHS
aflbTePHATVUBHOI AiNbHUL ANA NPOBeAEeHHS
aHaniTMYHNX BUNpobyBaHb, 6e3 3MiHn Micus
BMPOGHMLTBA. 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHa iMnopTepa/3MiHu, Lo CTOCYHTbCA BUMYCKY
cepil Ta KOHTPOJIH0 AKOCTI FOTOBOTO MiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha SKii
3AiiCHIOETLCA KOHTPOL/BUNPOGYBaHHSA cepii)
3amiHa anibTepHaATVMBHOI AiNbHNLj A1 NPOBEAEHHS
aHa/liTUYHUX BUNPOGYBaHb.
184. | TENMITIAKC Tabnetku no 40 mr/ 12,5 M. BioTek Benuka AnbTepHaTMBHa IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16754/01/01
nnc Mr; no 14 TabneTok y Nimiten BputaHis OinbHUUS ons 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
6nictepi, no 2 6nictepu npoBeeHHs HalilMeHyBaHHs Ta/abo agpecu Micus
y nayui 3 KapTOHY aHaniTMYHNX NpOBaKEHHS AiSNIbHOCTI BUPO6HMKa/imnopTepa
BUNPOOYBaHb: roTOBOrO /1iKapCbKOro 3acoby, BK/IoUaoun
NNABOPATOPIO OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
EUEBAPHE, KOHTPO/IO AKOCTI. (fisANbHICTb, 3a Ky BiAnoBigae
C.A., IcnaHis BMPOGHMK/IMNOpPTEp, He BK/IOYaloUM BUMYCK Cepiid)
Brpo6HuK, Lo 3MiHa HalilMeHyBaHHS a/lbTEPHATUBHOI Ai/TbHNL
3[jcHI0E AN NpoBeAeHHs aHaNiTMYHUX BUNpobyBaHb, 6e3
NOBHWIA LMK 3MiHM MicL BUPOGHMLTBA. 3MiHM | TNy - 3MiHKW 3
BUPOGHMUTBA | siKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BignoBigae 3a BMPOGHULTBI. 3MiHa iMNopTepa/3mMiHu, Lo
BWMYCK Cepii: CTOCYHOTbCSI BUMYCKY Cepil Ta KOHTPO/IHO AKOCTI
NNABOPATOPIO roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
C JIIKOHCA, [0AaBaHHA AifIbHULI, Ha KA 34iNCHI0ETbCA
C.A., IcnaHis KOHTPO/b/BMNPOBYBaHHSA cepil) 3amiHa
aIbTEPHATWBHOI AiNbHUL AN NPOBeAEeHHS
aHaNiTUYHNX BUNPOBYBaHb.
185. | TENMITAKC Tabnetku no 80 mr/25 M. bioTek Benuvka AnbTepHaTuBHa IcnaHis BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/16754/01/02
nnoc mr; no 14 TabneTok y Nimiten BpuTaHis OinbHUUA ons 3MiHuM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
6nicTepi, no 2 6nictepn npoBefeHHs HalilMeHyBaHHs Ta/abo agpecu Micud
y naui 3 KapToHy aHaIiITUYHUX NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
BMNPOBYBaHb: roTOBOrO /liKapCbKOro 3acoby, Bko4atoun
NNABOPATOPIO AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
EUEBAPHE, KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy Bignosigae
C.A., IcnaHis BMPOGHMK/IMNOPTEpP, He BK/IOYakoUM BUMYCK Cepiid)
B1po6HUK, Lo 3MiHa HaliMeHyBaHHS a/lbTePHATUBHOI Ai/TbHNL
3fjiicHI0E [4NS NpOBEfEeHHA aHaNiTUYHUX BUNpobyBaHb, 6e3
NOBHUIA LWKN 3MiHU MicLA BUPOBHMLTBA. 3MiHM | TNy - 3MiHK 3
BMPOGHMLTBA i AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BignoBsigae 3a BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
BUNYCK cepil:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

C JIIKOHCA,
C.A., IcnaHig

[0JaBaHHs AiNTbHUL, Ha SKil 34IACHIOETLCA
KOHTPO/L/BUNPOBYBaHHSA cepil) 3amiHa
aNbTepHATUBHOT AiNbHULI 418 NPOBEAEHHS
AHa/TITMYHUX BUNPO6GYBaHb.

186.

TUDIOKC

TabneTkn, BKpUTI
060/10HKO0; 1Mo 10
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopoo6Li

Mini Xenckepe
Nimiten

Benvka
BputaHis

Menpo
PapmacboTnKaul
c MpisaT NimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKkoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 MAaHy negiaTpuyHnx
pocnimkeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
"Mo6iyHi peakuii” BiANOBIAHO A0 pekoMeHAaLlii
PRAC.

3a
peyenmom

He
nionsieae

UA/8062/01/01

187.

TOH3UMPET®

Kpansni opasbHi no 30 M
a60 50 mn y hnakoHi;

no 1 donakoHy B
KapTOHHI Kopoo6Li

BioHopvka CE

HimeyunH
a

BioHopuka CE

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3neku/edekTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHun). 3MiHU BHECEHO

B IHCTPYKLIit0 4719 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKkoro 3acoby ao posgainy "Cnocié
3acTocyBaHHsA Ta [03v" BignoBigHO f0 mMaTepianis
peecTpauiiHoro A0Cbe Ta AK HAaCNiAoK 3

Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS

yMakoBKM MikapcbKoro 3acoby. 3MiHu | Tuny -

3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO B
IHCTPYKUilO AN MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy “MobivHi peakuii”
L1010 3BiTYBaHHS NPO NO6iYHI peakLil.

6e3
peyenma

nionsieae

UA/1838/02/01

188.

TOPACEMIA,
CAHAO3®

Tabnetku no 5 wr; no 10
TabneTok y 6nictepi; no
2 abo 10 6nictepiB y
KapTOHHI KOpOOL;

CaHpos
PapmacbioTika

n3 4.4

CnoseHis

Nex C.A,,
MonbLa
(BPOGHMLTBO
3a NOBHUM
uuknom); Nek
C.A., Monblua
(nepBuHHe i
BTOpPUHHE
nakyBaHHS,
BMNYCK cepil);
Cantortac
$apma N'vbX,
HimeyunHa

MonbLua/
HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii
3aci6. Cuctema KoHTeinHep/3akynopoBasibHWiA
3aci6. 3miHa 6yab-AKOi YaCTUHU MaTepiany
NEepBUHHOT YNaKOBKM, L0 HE KOHTaKTYe 3 TOTOBUM
nNikapcbkum 3ac060M (Hanpukiaz, Konip KpuLevok
3 KOHTPOJIEM MEPLLIOTO BiAKPUTTS, KONIP KOAOBUX
Kineupb Ha amnynax, KoHTelHepa Ans ronok (pisHi
BUAM NnacTmacu) (3miHa, sika He BM/IMBae Ha
KOPOTKY XapaKTepuCTUKY /likapCbKoro 3acoby)
3MiHa BHOCUTBLCS Y 3B’AA3KY 3i 3MiHIO YaCTUHU
NepBMHHOTO NakyBasIbHOTO MaTepiasny, Skuii He
KOHTaKTYE 3 NikapCcbkUM 3ac0boM, a came 3amiHa

3a
peyenmom

UA/9619/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
(BMpPOGHMLTBO I'PYHTOBKM 4718 APYKY, WO MiCTUTb HITPOLLE0N03Yy,
3a NOBHUM Ha I'PYHTOBKY A151 APYKY, L0 HEe MICTUTb
LMKIOM) HITPOLLEN0N03N, AN aSTOMIHIEBOT KpULLKW/TBEPAOT
donbrn
189. | TOPACEMIA Tabnetku no 10 mr; no CaHpo3 CnoseHis Nex C.A,, MonbLua/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/9619/01/03
CAHAO3® 10 Tabnetok y 6nicTtepi; dapmacboTika MonbLa Himeuunna 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
no 2 a6o 10 6nictepis y n3p.a. (BMpPOGHMLTBO 3aci6. Cuctema KoHTeliHep/3akynopoBanbHuWii
KapTOHHIA KOopoo6Li 3a MOBHUM 3aci6. 3miHa 6yab-AKOT YaCTUHU MaTepiany
uuknom); flek NEePBUHHOT YNAKOBKW, LLIO HE KOHTAKTY€E 3 TOTOBUM
C.A., Monblua niKapcbkUM 3ac060M (Hanpukiag Konip KpULLIEYOK
(nepBuHHe i 3 KOHTPOJ1EM NEPLLOTro BiAKPUTTS, KOMIP KOA0BUX
BTOPUHHE Kineup Ha amnynax, KoHTeiHepa Ans ronok (pisHi
nakyBaHHs, BMAW nnacTMacK) (3miHa, sika He BN/IMBaE Ha
BUNycK cepir); KOPOTKY XapaKTepuCTUKY NikapcbKoro 3acoby)
Cantotac 3MiHa BHOCUTBLCS Yy 3B’A3KY 3i 3MiHIO YaCTUHK
dapma 'm6X, NepBUHHOIO NakyBasIbHOrO MaTepiasty, Skl He
HimeyunHa KOHTaKTYye 3 NikapcbkuM 3ac060M, a came 3amiHa
(BPO6GHMLTBO I'PYHTOBKM AN APYKY, WO MiCTUTb HITPOLLENN03Y,
3a NMOBHUM Ha I'PYHTOBKY A4/151 APYKY, L0 HE MICTUTb
LIMK/IOM) HITPOLENo03u, A1 a/llOMIHIEBOIT KpULLKU/TBEPAOT
donbru
190. | TOPACEMIA, Tabnetkn no 20 Mr; no CaHpos CnoBeHis Nek C.A., Monbwa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/9619/01/04
CAHAO3® 10 Tabnetok y 6nictepi; $apmacbloTika Monbwa HimeuuunHa 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
no 2 a6o 10 6nictepiB y n3 a.a. (BUPOGHMLTBO 3aci6. Cuctema KoHTenHep/3akynopoBasibHU
KapTOHHI Kopoo6Li 3a NOBHUM 3aci6. 3miHa 6yAb-AKOi YaCTUHW MaTepiany
umknom); Nek NepBUHHOT YNaKoBKMK, L0 HE KOHTaKTY€e 3 FTOTOBUM
C.A., Monba NiKapCbKUM 3ac060M (Hanpukiag, Kosip KpuLevok
(nepBuHHe i 3 KOHTPOJ1EM NEPLLOTro BiAKPUTTSA, KOJP KOA0BUX
BTOPVIHHE Kineub Ha amnynax, KoHTelHepa ANns ronok (pisHi
nakyBaHHs, BMAM nnactmacu) (3miHa, Sika He BM/IMBaEe Ha
BUNYCK cepi'); KOPOTKY XapakTepucTuKy JlikapcbKoro 3acoby)
Cantotac 3MiHa BHOCUTBLCS Y 3B’AI3KY 3i 3MiHIO YaCTUHU
®apma N'v6X, NepBUHHOIO NakyBasIbHOroO MaTepiasny, Skl He
HimeuunHa KOHTaKTYye 3 /likapCbkviM 3ac060M, a came 3amiHa
(BUPOBHMLTBO I'PYHTOBKM O151 APYKY, WO MICTUTb HITPOLLENo03y,
3a MOBHUM Ha I'pyHTOBKY A4/15 APYKY, L0 HE MICTUTb
LMKITOM) HITpOLENo03u, A4/19 a/TlOMIHIEBOI KPULLIKU/TBEPAOT
dosbrn
191. | TOPACEMIA Tabnetkn no 50 mr; no CaHnpos CnoseHis ek C.A., MonbLua/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9619/01/05
CAHAO3® 10 TabneTok y bnicTepi; PapmacbioTika Monbwa HimeuunHa 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii peuyenmom
no 2 a6o 10 6nictepiB y n3 a.a. (BUPOBHMLTBO 3aci6. Cuctema KoHTeliHep/3akyrnoproBasibHWi
KapTOHHI KOpOOL; 3a MOBHUM 3aci6. 3miHa 6yab-AKOi YaCTUHU MaTepiany
umknom); ek NepBUHHOT YNaKoBKMK, L0 HE KOHTaKTY€e 3 FTOTOBUM
C.A., MonbLa nNikapcbkum 3ac060M (Hanpukiaz, Konip KpuLevok
(nepBuHHe i 3 KOHTPOJ1IEM NEPLLOTro BiAKPUTTS, KOJTip KOA0BMX
BTOPVHHE Kineupb Ha amnynax, KoHTelHepa Ans ronok (pisHi
nakyBaHHS, BUAM NnacTmacu) (3miHa, sika He BM/IMBae Ha

BMNYCK cepii);

KOPOTKY XapaKTepuCTUKY JIiKapCcbKoro 3acoby)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Cantotac 3MiHa BHOCMTBCS Y 3B’A3KY 3i 3MiHI0 YaCTUHW
dapma N'vbX, NepBUHHOIO NakyBasIbHOrO MaTepiasy, SKuil He
HimeyunHa KOHTaKTYe 3 NikapCbkMM 3ac060M, a came 3amiHa
(BMpPOGHMLTBO I'PYHTOBKM 4118 APYKY, WO MiCTUTb HITPOLLEoNo3y,
3a NOBHUM Ha I'PYHTOBKY 4151 APYKY, L0 He MICTUTb
LMKIOM) HITPOLLEN0N03N, ANA aSTIOMIHIEBOT KpULLIKW/TBEPAOT
donbrn
192. | TOPACEMIA Tabnetku no 100 mr; no CaHpo3 CnoseHis Nex C.A,, MonbLua/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/9619/01/06
CAHAO3® 10 Tabnetok y 6nicTtepi; dapmacboTika MonbLa Himeuunna 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
no 2 a6o 10 6nictepis y n3p.a. (BMpPOGHMLTBO 3aci6. Cuctema KoHTeliHep/3akynoproBabHuWii
KapTOHHIA Kopoo6Li 3a MOBHUM 3aci6. 3miHa 6yab-AKOT YaCTUHU MaTepiany
uuknom); flek NEePBUHHOT YNAKOBKW, LLIO HE KOHTAKTY€E 3 TOTOBUM
C.A., Monblua niKapcbkUM 3ac060M (Hanpukiag Konip KpULLEYOoK
(nepBuHHe i 3 KOHTPOJ1EM NEPLLOTro BiAKPUTTS, KOMIP KOA0BUX
BTOPUHHE Kineup Ha amnynax, KoHTeilHepa Ans ronok (pisHi
nakyBaHHs, BMAW nnacTMacK) (3miHa, sika He BNIMBaE Ha
BUNycCK cepir); KOPOTKY XapaKTepuCTUKY NikapcbKoro 3acoby)
Cantotac 3MiHa BHOCUTBLCS Yy 3B’A3KY 3i 3MiHIO YaCTUHK
dapma 'm6X, NepBUHHOIO NakyBasIbHOrO MaTepiasty, Skl He
HimeyunHa KOHTaKTYye 3 NikapcbkMM 3ac060M, a came 3amiHa
(BPO6GHMLTBO I'PYHTOBKM AN APYKY, WO MiCTUTb HITPOLLEN0N03Y,
3a NMOBHUM Ha I'PYHTOBKY A4/151 APYKY, L0 HE MICTUTb
LIMK/IOM) HITPOLENono3u, 418 a/llOMIHIEBOI KPULLKU/TBEPAOT
donbru
193. | TOPACEMIA, Tabnetkn no 200 mr; no CaHpos CnoBeHis Nek C.A., Monbwa/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/9619/01/07
CAHAO3® 10 Tabnetok y 6nictepi; $apmacbloTika Monbwa HimeuunHa 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peuenmom
no 2 a6o 10 6nictepiB y n3 a.a. (BUPOGHMLTBO 3aci6. Cuctema KoHTenHep/3akynopoBasibHU
KapTOHHIA Kopoo6Li 3a NOBHUM 3aci6. 3miHa 6yAb-AKOi YaCTUHW MaTepiany
umknom); Nek NepBUHHOT YNaKoBKMK, L0 HE KOHTaKTY€e 3 FTOTOBUM
C.A., Monba NiKapcbKUM 3ac060M (Hanpukiag, Kosip KpuLevok
(nepBuHHe i 3 KOHTPOJ1EM NEPLLOTro BiAKPUTTSA, KOJP KOA0BUX
BTOPVIHHE Kineub Ha amnynax, KoHTelHepa ANns ronok (pisHi
nakyBaHHs, BMAM nnactmacu) (3miHa, Ska He BM/IMBaE Ha
BUNYCK cepi'); KOPOTKY XapakTepucTuKy JlikapcbKoro 3acoby)
Cantotac 3MiHa BHOCUTBLCS Y 3B’AI3KY 3i 3MiHIO YaCTUHU
®apma N'v6X, NepBUHHOIO NakyBasIbHOrO MaTepiasny, Skl He
HimeuunHa KOHTaKTYy€ 3 /likapCbkvM 3ac060M, a came 3amiHa
(BUPOBHMLTBO I'PYHTOBKM O4151 APYKY, LLO MICTUTb HITPOLLENo03y,
3a MOBHUM Ha I'pyHTOBKY A4/15 APYKY, L0 HE MICTUTb
LMKITOM) HITPOLENo103u, A4/19 a/TlOMIHIEBOI KPULLIKU/TBEPAOT
dobrn
194. | TPAHKBIJIAP® | Tabnetks no 0,3 rno 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/8851/01/01
IC TabneTok y 6nictepi; no [04aTKOBOK [0aTKOBOKO 3MiHu | TMNy - 3MiHK 3 AkocTi. APl CTabinbHiICTb. peyenma
2 6nictepn B nayui 3 BiANOBIA&/bHI BiANOBIga/bHICT 3MiHa nepiofly NOBTOPHKX BUNpo6yBaHb/nepioay
KapTOHY cTHo 10 "IHTEPXIM" 36epiraHHs abo ymoB 36epiraHHa Adl (3a
"IHTEPXIM" BiJICYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa

BiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/1HOYA€E Nepiof MOBTOPHOTO BUNPOGYBaHHS)




149

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

(nepiog, NoBTOPHOrO BUNPObyBaHHA/Mepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/iKEHb Y pea/lbHOMY Yaci

- 36inbLUeHHA TepMiHy 36epiraHHs aitoyol
PEeYOBUHM, 3aTBEPAKEHO: TEPMIH NPUAATHOCTI 3
POKW 3anponoHOBaHO: TEPMIH NPUAATHOCTI 4 POKU.
3MiHu | TUNYy - 3MiHKM 3 AKocTi. A®IL. KoHTponb Adl
(iHWi 3mMiHK) 3MiHa NepioguyYHOCTI NPOBeAEHHSA
KOHTpoto MBY A®I, a came KOHTPO/1b JAHOT0
TeCTy NPOBOAATL [/1A KOXHOT M'ATOT cepil
cy6cTaHUii, y 38'A3Ky 3 BifnoBigHICTIO
BMpOG6HMLUTBa AD| BuUMoram HBIM (GMP), ane He
piglwe ofHOro pasy Ha pik.
3MiHu | TUnYy - 3miHk 3 sKocTi. A®l. BUpo6bHMLTBO.
3MiHu B npouieci BUpo6HuLUTBa Ad| (He3HauHa
3MiHa y npoveci Bupo6HuLTBa AdI)
CynyTHS 3MiHa - 3MiHU 3 AKOCTi. A®Il. KOHTpob
A®| (iHWi 3MiHKM) 3MiHa y TEXHONOTIT BUPOGHMLTBA
A®l, a came 3aMiHa NPOMMBHOIO PO3YMHHUKA
aueToH Ha cnupT isonponifioBuid. MocnigoBHa
3MiHa: 3MiHa HOPMYBaHHS Ta METOAUKNA BUKOHAHHS
TecTy "3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3UnHHKKIB" y MKA 13 AP (BUyYEHHA
OpraHi4YHOro PO34MHHNKA aueToH) Ta YTOUHEHHS
Ha3BuW TecTy.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposib roToBOro AikapcbKoro 3acoby
(iHWi 3miHKM) CynyTHA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHn
Yy BUPOBHNLTBI. 3MiHM BUNpPoGyBaHb abo
OONyCTUMUX MeX, BCTAHOB/IEHNX Y crieundikaLisx,
nif Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3ac006y (iHWi 3MiHN) YTOYHEHHS (hOpMY OBaHHS
TecTy «OfHOPIAHICTb [030BaHNX OAUHULL» Y MKA
N3 Ta cneundikauisx i METOAMLI KOHTPOSIO SAKOCTI
MPOMiXXHOro NpoAykTy «Hepo3sdhacoBaHi

Tabnetkn» (K CynyTHS 3MmiHa). 3MiHu | Tvny -

3MiHn 3 aKocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHWii 3aci6. 3MiHK
napameTpiB cneuudikalii Ta/abo AonycTUMUX
MeX, 3a3HayeHuX y cneumdikauisx, ans
6e3nocepeHbol ynakoBkn A®| (0NOBHEHHS
cneumdikaLii HOBVUM NOKa3HUKOM Ta BifnoBigHUM
MeToA0M BUMPOGYBaHHS) [loNOBHEHHS
cneumdikauii Ta MeToAiB KOHTPO/IHO SKOCTI
nepBUHHOI ynakoBkn A®I-nakeTiB NonieTUIeHOBUX
- NOKa3HWKOM "laeHTudikauis” Ta BignosigHUM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20

3acoby yrnakoska) nocsioyeHHs1
MEeTOA0M BUMPOOYBaHHSA. 3MiHW | Tuny - 3MiHK
wopo 6e3snekn/ethpekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHn) 3amiHa po3giny «padiyHe
0hOPM/IEHHS YNaKOBKN» Ha Po3fin «MapKyBaHHA»
y MKA 13 — 3riiHO 3aTBEPXEHOro TEKCTY
MapKyBaHHs.

195. | TPUBEPAM® TabneTkun, BKPUTI ne ®paHuisa BMPOGHMLTBO, ®paHuia/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/15517/01/01
10 MI/5 Mr/5 NAiBKOBOK 060J1I0HKOIO, NTABOPATYA KOHTPO/b AKOCTI, IpnaHgis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom | nidsisizae
Mr no 10 mr/5 mr/5 mr; no P CEPB'E nakyBaHHs, Ta chapmakoHarnsagy. 3miHa y KopoTkili

30 TabneTtok y BWMYCK Cepii: XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
KOHTeliHepi gns Nab6opatopii MapKyBaHHS Ta IHCTPYKLii Ana Mefu4Horo
Tabnetok; no 1 abo no 3 Ceps'e IHgacTpi, 3aCTOCYBaHHS Ha MigcTaBi perynsipHo
KOHTeliHepy ans ®paHujs; OHOBJIKOBAHOTIO 3BiTYy 3 6e3neky NikapcbKoro
Tabnetok y kopoobui 3 nakyBaHHs, 3aco6by, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
KapToHYy BWMNYCK Cepil: nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepioa,
Ceps'e ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIIKEHD,
(IpnaHgis) npoBeAeHVX BiANoBIiAHO A0 MiaHy nejiatpudHmnx
IHgacTpic /Ta, pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
Ipnangis KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM).
3MiHV BHECEHO [0 TeKCTY IHCTPYKLUIi Ans
MeAUYHOro 3aCTOCyBaHs JlikapCbKoro 3acoby 4o
po3gainy "Mepeno3yBaHHa" WoA0 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby. 3miHu Il Tny -
3MiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKTIHIYHUMU, KIHIYHUMUW AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHM BHECEHO A0
TEKCTY IHCTPYKLT 4159 MEAMYHOrO 3aCTOCyBaHs
niKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6ivHI peakuii”.

196. | TPMUBEPAM® TabneTkun, BKPUTI ne ®paHuisa BMPOGHMLTBO, ®paHuia/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/15517/01/02
20 Mr/iomriio NAiBKOBOK 000I0HKOM, NNTABOPATYA KOHTPO/b SKOCTI, IpnaHgis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom | niosnsizae
Mr no 20 mr/10 mr/10 mr, no P CEPB'E€ nakyBaHHs, Ta chapmakoHarnsgy. 3miHa y KopoTkili

30 TabneTok y BUNYyCK cepil: XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
KOHTeliHepi gns Na6opaTopii MapKyBaHHA Ta IHCTPYKLii ANna MeanyHOoro
Tabnetok; no 1 a6o no 3 Ceps'e IHpacTpi, 3acTocyBaHHA Ha nigcTasi perynsipHo
KOHTeliHepy ans PpaHLis; OHOB/IKOBAHOrO 3BIiTY 3 6e3nekn NikapCbKoro
TabneToK y Kopoobui 3 nakyBaHHs, 3acoby, abo focnigxkeHb 3 6e3neky 3acToCyBaHHs
KapToHy BUNYCK cepil: nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
Ceps'e ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
(IpnaHgis) npoBeAeHVX BiANoBiAHO A0 MiaHy negiatpudHnx
IHpacTpic NTa, pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3
IpnaHgis KOMMNETEHTHVM YNOBHOB&XXEHUM OpraHom).
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHN BHECEHO [0 TEKCTY IHCTPYKLUIi ANs
MeAMYHOro 3acTOCYBaHs NikapCbKoro 3acoby Ao
po3ainy "Mepeno3syBaHHA" WoA0 6e3nekn
3aCTOCyBaHHS Nikapcbkoro 3acoby. 3miHu Il Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHv y KOpoTkiii
XapaKTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KIHIYHMMKW AaHUMK Ta
JaHumu 3 hapmakoHarnagy. 3MiHu BHeECEHO A0
TeKCTY IHCTPYKLii 4519 MeAMYHOro 3acToCyBaHs
nikapcbKoro 3acoby A0 po3zainis "Bsaemogis 3
iHLIMMK NiKapcbKMKM 3acobamMm Ta iHLWi B1uam
B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHI peakuji”.

197.

TPUBEPAM®
20 Mr/10Mris
Mr

TabneTkn, BKpUTI
NAiBKOBOK 060/I0HKOH,
no 20 mr/10 mr/5 mr; no
30 Tabnetok y
KOHTeliHepi gns
Tabnetok; no 1 a6o no 3
KOHTeliHepy ans
TabneTok y kopobui 3
KapToHY

ne
NTABOPATYA
P CEPB'E€

PpaHuin

BUPOBHULTBO,
KOHTPO/b SKOCTI,
nakyBaHHs,
BUNYCK cepil:
Na6opaTopii
Ceps'e IHgacTpi,
PpaHuis;
nakyBaHHS,
BWMYCK Cepii:
Ceps'e
(Ipnangis)
IHpgacTpic N14,
Ipnangis

PpaHuis/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnigpkeHb 3 6e3mnekn 3acToCcyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 NMaaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHN BHECEHO [0 TEKCTY IHCTPYKLUi Ans
MeAMYHOro 3acTOCyBaHs /likapCbKoro 3acoby Ao
po3ainy "MepefosyBaHHA" WOA0 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby. 3minu Il Tuny -
3MiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMW AaHVMU Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHeCEHO A0
TEKCTY IHCTPYKLT 415 MEeAMYHOro 3aCTOCyBaHsA
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUam
B3aemogiit", "Oco6MBOCTi 3aCTOCyBaHHS",
"Mob6iyHi peakuyii.

3a
peyenmom

He
nionsieae

UA/15515/01/01

198.

TPUBEPAM®
20 Mr/5 Mris
Mr

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 20 mr/5 mr/5 mr; no

ne
NTABOPATYA
P CEPB'E

PpaHuis

BMPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs,

PpaHuia/
IpnaHgis

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3neku/eddekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii

3a
peyenmom

He
nionsieae

UA/15516/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
30 TabneTtok y BWMNYCK Cepii: XapaKTepucTmLi NikapCcbKoro 3acoby, TEeKCTi
KOHTeliHepi gns Na6opatopii MapKyBaHHA Ta IHCTPYKLii ANna MeAu4Horo
Tabnetok; no 1 ao no 3 Ceps'e IHpacTpi, 3acTocyBaHHA Ha nigcTasi perynspHo
KOHTEliHepy ans ®paHujs; OHOBJ/IKOBAHOTO 3BiTY 3 6e3neky NikapcbKoro
Tabnetok y kopoobui 3 nakyBaHHs, 3aco6by, abo gocnimkeHb 3 6e3neKkn 3acTocyBaHHSA
KapToHYy BUMNYCK Cepil: nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
Ceps'e ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
(IpnaHgis) npoBeAeHuX BiANoBigHO A0 MaHy negiatpudHmnx
IHpgacTpic N14, pocnigmkeds (PIP) (3MiHy y3rogxeHo 3
Ipnangis KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHom).
3MiHV BHECEHO [0 TeKCTY IHCTPYKLUIT Ans
MeAUYHOro 3aCToCyBaHs JlikapCbKoro 3acoby Ao
po3gainy "Mepeno3yBaHHa" Woa0 6e3nekn
3acTocyBaHHA Nikapcbkoro 3acoby. 3miHu Il Tny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMM, KTIHIYHUMU JaHuMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHM BHECEHO A0
TEKCTY IHCTPYKLT 415 MEAMYHOrO 3aCTOCyBaHs
nikapcbKoro 3acoby A0 po3zinis "Bzaemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMu Ta iHLWi BUAK
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6ivHI peakuii”.

199. | TPMBEPAM® TabneTkun, BKPUTI ne ®paHuisa BMPOGHMLTBO, PpaHuia/ BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis: 3a He UA/15516/01/02
40 Mr/10Mr/10 NAiBKOBOK 000I0HKOH, NTABOPATYA KOHTPO/b AKOCTI, IpnaHgis 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom | niossi2ae
Mr no 40 mr/10 mr/10 mr, no P CEPB'E€ nakyBaHHs, Ta chbapmakoHarnsgy. 3miHa y KopoTkili

30 TabneTok y BMNYCK cepil: XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KOHTeliHepi gns Na6opaTopii MapKyBaHHS Ta iHCTPYKUIii AN MeANYHOro
Tabnetok; no 1 a6o no 3 Ceps'e IHpacTpi, 3acTocyBaHHA Ha niacTasi perynsipHo
KOHTelViHepy ans PpaHuis; OHOB/IOBAHOIO 3BiTY 3 6e3nekn NikapCbKoro
TabneTok y Kopobui 3 nakyBaHHs, 3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
KapToHYy BUNYCK cepil: nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
Ceps'e ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
(Ipnangis) npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
IHpacTpic NTa, pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
IpnaHgjs KOMMNETEHTHVM YNOBHOB&XEHUM OPraHom).

3MiHU BHECEHO [0 TEKCTY IHCTPYKLUIi ANs
MeJMYHOro 3aCTOCYBaHs NikapCbKoro 3acoby Ao
po3giny "Mepeno3syBaHHa" WoA0 6e3nekn
3aCTOCyBaHHS Nikapcbkoro 3acoby. 3miHu Il Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkii

XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi

MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'SI3KY i3 HOBUMY AaHUMK 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
SIKOCTi, AOKTIHIYHMMM, KiHIYHMKW AaHUMK Ta
JaHuMu 3 hapmakoHarnagy. 3MiH1 BHECEHO A0
TeKCTY IHCTPYKLii 4519 MeAMYHOro 3acToCyBaHs
nikapcbKoro 3acoby A0 po3gainis "Bsaemogis 3
iHLIMMK NiKapcbKMKM 3acobamMu Ta iHLWi B1uam
B3aemogiit", "Oco6MBOCTi 3acTOCyBaHHS",
"Mo6ivHI peakuji”.
200. | TPUKCEO iHranayia nig Tuckom, AcTpa3eHeka LLseuis Bupo6bHuuTBO, PpaHuia/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/20049/01/01
AEPOC®EPA cycneHsis, 5/7,2/160 Ab nepBuUHHE CLA 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae
MKT; KOHTelHep nig nakyBaHHs, Ta chapmakoHarnsagy (iHwi 3miHn) - 3MiHU BHECEHI
TUCKOM; no 1 BTOPUHHE [0 IHCTPYKUIT ANA MEAUYHOTO 3aCTOCYBaHHS
KOHTeliHepy nig, TUCKOM nakyBaHHs1, nNikapcbKkoro 3acoby y po3gin "Cnocib
Ha 120 iHransuii B KOHTPO/Ib SKOCTI 3acTocyBaHHs Ta [o3n" (pefaryBaHHs TEKCTY
NamiHOBaHOMY Millieyky Ta BUNYCK cepil: anroputMmy 3acTocyBaHHs). BBegeHHs 3MiH
3 honbru, Wo MicTUTb AcTpa3eHeka NpoTArom 6-Tn MiCALB NicNs 3aTBEPAKEHHS
cauwle 3 [oHKepK
BOJIOrOMNOr/IHAYeM; Mo MpoaakLLH,
1 mileyky B KapTOHHIN PpaHuis;
Kopoo6Li AnbTepHaTBHa
AinbHUUA
KOHTPOSO SIKOCTI
npvi BUMYCKY:
niniai
[liBeNONMeHT,
M, CWA
201. | TPUTALE® Tabnetkn no 5 mr; Ne 28 | TOB "CaHodhi- YkpaiHa CAHO®I C.P.N. ITania BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/9141/01/02
(14x2): no 14 TabneTok ABEHTIC 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyernmom
y 6nicTepi; no 2 YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nicTepy B KApPTOHHIl y3arasibHeHUX JaHnX Npo cucTemy
Kopoo6Li thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-haiina cuctemm papmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0c0bM 3as1BHMKA, BignoBiganbHOT
3a thapmakoHarnag.
[itoua pepakuis: XogakiBcbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
BapdonomeeBa IBaHHa OnekcaHapiBHa. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXKEHOI ocobu,
BifNoBigaNbLHOI 3a hapmakoHarnsag,.
202. | TPUTALE® Tabnetkn no 10 mr; Ne TOB "CaHodi- YKpaiHa CAHO®I C.P.J1. ITania BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/9141/01/03
28 (14x2): no 14 ABEHTIC 3MiHK | TNy - 3MiHKM Woao 6e3nekn/eddekTNBHOCTI peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TabneTok y 6nictepi; no
2 6nicTepy B KAPTOHHIi
Kopoo6ui

Ykpaina"

Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsay (BBeeHHs y3araslbHeHUX faHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0C06M, BignoBigancHoI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHuKa Ansi 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBigasibHOT
3a thapmakoHarnag.

[itoua pepakuin: Xogakiscbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX JaHWX YyNOBHOBaXKEHOI ocobu,
BiANoBiAa/IbHOI 3a hapMakoHarnsa.

203.

YNbTPA®ACT
MH

renb 2,5 %, no 30 r abo
50 ry Ty6i; no 1 Ty6i y
KapTOHHI KopooLi

dapmaueBTuy
HWIA 3aBOA
"MOJSIb®APM
A" C.A.

MonbLa

dapmaueBTUYHU
1 3aBOg
"MONb®APMA"
C.A. Biggain
MepaHa B
Cepagasi

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 MaaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyAA0" woao 6esneky 3acTocyBaHHA Aitouoil
pPeYOBMHM KETOMPOMEH BiAMNOBIAHO A0
pekomeHaauili PRAC

3a
peyenmom

He
nionsieae

UA/9278/01/01

204.

DAPECTOH

TabneTkn no 60 mr; no
30 TabneTtok y donakoHi;
no 1 cpnakoHy B
KapTOHHI kopo6uj; no
60 TabneToK y chakoHi;
no 1 cpnakoHy B
KapTOHHI KOopoo6Li

OpioH
KopnopeiLuH

PiHNAHAIA

B1po6HMK, LWo
3[iliCcHIO€E BCi
BUPOGHMUI
cTagji, 3a
BUHATKOM
BMNYCKyY cepil:
OpioH
KopnopeiiwH,
PiHNAHAIA;
B1po6HMK, L0

PiHnaHgis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®l. KoHTposb AdI.
3MmiHa y meTofax BunpobyBaHHs APl abo
BVXifHOro Martepiany/npoMixXHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuLTBa APl (HE3HAUHI 3MIHN Y
3aTBEPMAXEHNX MeToAax BUNpobyBaHHs)
He3HayHa 3MiHa B 3aTBEpPKEHOMY MeTogi
BUNpo6yBaHHsA APl TopemideHy uuTpaty 3a
NOKa3HUKOM «3a/IMLLKOBI PO3YMHHMKM» (ra3oBa

3a
peyerimom

UA/4251/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3gilicHI0e
BMPOGHMLTBO i

KOHTPONb AKOCTI:

OpioH
KopnopeiiLH,
PiHNAHAINA;
B1po6HMK, LWo
3[jlicHI0E
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
BUMNYCK Cepil:
OpioH
KoprnopeiiLH,
PiHNAHAIN;
B1po6HMK, Wo
3[jlicHI0E
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepil:
ToBapucTso 3
06MexeHot
BiANOBIAaUIbHICT
10 “Kycym
Papm”, YkpaiHa

xpomatorpadis).

205.

®OAPECTOH

Tabnetkun no 60 mr; in
bulk: no 60 TabneTok y
donakoHi; no 10
h1aKoHIB y rpymnoBii
ynakoBLij; no 32
rpynoBuX ynakoBkv B
TPaHCMOPTHI ynakosLj

OpioH
KopnopeWLH

PiHNAHAIA

Bnpo6HuK, Wwo
3[ilicHIO€E BCi
BUPOGHWUI
cTagji, 3a
BUHATKOM
BMNYCKY cepil:
OpioH
KopnopeiiwH,
PiHNAHAIA;
Bnpo6HuK, Wwo
3gilicHI0e
BUPOBHMLTBO i
KOHTPO/b AKOCTI:
OpioH
KopnopeiiLH,
PiHNAHAIS;
B1pOGHMK, Lo
3[jlicHI0E
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BWMNYCK Cepil:

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis:

3MmiHu | TURy - 3MiHK 3 aKkocTi. A®l. KoHTponb AdI.

3MiHa y MeTofax BunpobyBaHHsa APl abo
BVXifHOrO Martepiany/npoMiXHOro

NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa APl (HE3HAUHI 3MIHU Y

3aTBEPAKEHNX MEeToAax BUNPOOyBaHHS)

He3HayHa 3MiHa B 3aTBEpPAKEHOMY MeTogi
BUNpo6yBaHHA A®| TopemideHy uuTpaty 3a

NOKa3HUKOM «3a/ILLKOBI PO3UMHHMKM» (ra3oBa
Xpomatorpadis).

UA/14147/01/01
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
OpioH
KopnopeiiLH,
PiHNAHAIA
206. | PNIEKCENIT PO34uH NS iH'ekuind, 250 BPOC NTA Ipeuis BPOC NTA, pewis BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: 3a He UA/0436/01/01
mr/mn; no 1 mn (250 mr), 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | nidsisizae
a6o no 2 mn (500 mr), Ta hapmakoHarnsgy. 3miHa y KopoTkii
a6o no 4 mn (1000 mr) B XapaKTepuCcTumLi NikapCcbKoro 3acoby, TEeKCTi
amnyni y nnacTukoBomy MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
6nictepi; no 1 6nictepy 3acToCyBaHHA Ha nigcTasi perynsipHo
B KQpPTOHHI kopobuj OHOBJ/IKOBAHOTIO 3BiTY 3 6e3nekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepioa,
ab0 K pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHWX BiANoBIiAHO A0 MiaHy negiatpudHmnx
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO B IHCTPYKLiIO AN MeAU4HOro
3aCcTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"Oco611BOCTI 3acTOCyBaHHS" BignoBigHO 40
OHOBJEHOT iH(hopmaLi Lwoao 6e3neku
3aCTOCYBaHHSA Ajil0401 PeYOBUHU 3rigHO 3
pekomeHgauieto PRAC.
207. | ®NOAOITEK PO34unH opasibHUiA, 750 Nab6opaTtopis PpaHuis Brpo6HuK dpaHuis BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 UA/8082/02/01
Mr/10 m; no 10 mn y IHHOTEK BiANOBIAa/IbHUI 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii peyenma
cauwle; no 15 cawe B IHTepHacbiioH 3a BUNYCK cepil: 3aci6. KoHTposb roToBoro fnikapcbkoro 3acoby
KapTOHHIA Kopoo6Li anb IHHOTepa LLysi, (iHWi 3mMiHM) OHOBNEHHSA BXE 3aTBEePMAKEHNX
dpaHuis; METOZAiB KOHTPOJIt0 SKOCTi NikapCbKOro 3acoby, a
Bnpo6HuK came: BUKNafeHHS TEKCTY AePXXaBHOK MOBOLO
BiANOBIga/IbHUIA 3riJHO CyyacHWUX BUMOT. 3MiHY | TUny - 3MiHK WoA0
3a "in bulk", 6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi
nepBuHHE Ta 3MiHM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPUHHE BTOPUHHOI ynakoskn y n. 8 «JATA 3AKIHYEHHA
nakyBaHHs, TEPMIHY MPUAOATHOCTI» Ta BUNpaBieHHs
KOHTPO/b cepil: TeXHi4YHOT nomuakn y n. 12 «<HOMEP
tOHiTep Niksig PEECTPALIIMIHOIO MOCBIAYEHHS». BeeaeHHs
MaHydekuypiHr, 3MiH NPOTArom 6-Tu MIiCALIB NiCNA 3aTBEPAXEHHS
PpaHuis;
Brpo6HuK
BiANOBIAa/IbHUI
3a KOHTPO/1b
cepii
(mopatkoBuiA):
tOHiTep
[Jesenonnma
Bopao, PpaHuis
208. | XABPUKC™ cycneHsis ans iH'ekujn nakcoCmiTKn Benuka nakcoCmitKns Benbris BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/16497/01/02
1440 BAKUMHA | 1440 Of ELISA; no 1 AliH EkcnopT BputaHis H Bionoaxikans 3MiHn Il TUny - 3MiHK 3 akocTi. A®l. BupobHMLTBO. peyenmom

ans

M (1 gosa gns

Nlimiteq

C.A.

3MiHM B npoueci BupobHuutea Adl (3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MPO®PINAKTUK | gopocnux) y donakoHi; CTOCYETbCA aKTUBHOT PEYOBUHN
W TENATUTY A | no 1 chnakoHy B 6i0/10ri4YHOro/iMyHO/ONYHOr0 MOXOKEHHS abo
KapTOHHiiA KopobLyi 3 BMKOPUCTaHHSA XiMiyHUX APl y BUPOOHULTBI
MapKyBaHHAM nikapcbKoro 3acoby 6ionoriyHoro/iMyHO0r4YHOro
YKpPaiHCbKOI0 MOBOIO; MO NOXOKEHHS, fKa MOXe MaTu 3HaYHUi BMNAVB Ha
1 mn (1 posa gns AKICTb, 6e3neky Ta eheKTUBHICTb /liKapCbKOro
[opocnux)) B 3acoby, | He CTOCYETbCA NPOTOKOY) OHOB/IEHHS
nonepegHL0 nNpoToKosy kBasidikaLii po6o4oro NociBHOro
HanoBHEHOMY LUNpULi y matepiany Hepatitis A Virus Working Seed (HAV
KOMM/IEKTI 3 FO/IKOI0; No WS), SiKnii onmMcye BUrOTOBMEHHS, KBasTidoikauiio Ta
1 Wwnpuuy B KAPTOHHIN 3BiTYe Npo MailbyTHi HAV WS, ski 6yayTb
KOpOoO6Li 3 MapKyBaHHAM BVIKOPVCTOBYBATUCS /151 BUPOOHMLTBA BaKLMH,
YKPaiHCLKOK0 MOBOIO; MO L0 MICTATb aHTUreH renatuty A.
1 mn (1 posa ansa
nopocnux) y dh1akoHi;
no 1 donakoHy B
KapTOHHI Kopobuji 3
MapKyBaHHAM
iHO3eMH1MM MOBaMW 3i
CTUKEPOM YKpPaiHCbKOIO
MOBOIO; no 1 mn (1 gosa
4NA 0OpoCcnnX) B
nonepeaHLo
HanoBHEHOMY LUNpUL y
KOMNJIEKTi 3 FO/IKOIO; MO
1 Wwnpuuy B KAPTOHHIi
KOpOoO6Li 3 MapKyBaHHAM
iHO3eMH1MM MOBaMK 3i
CTUKEPOM YKpPaiHCbKOIO
MOBOIO
209. | XABPUKC™ cycneHsis ans iH'ekujn nakcoCmiTKn Benuka "nakcoCwmitKns Benebris BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16497/01/02
1440 BAKUMHA | 1440 O ELISA; no 1 K EkcnopT BpuTaHis H Bionopxikan3 3MiHM | TUnYy - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO. peuenmom
ana mn (1 gosa ans Nimiten C.A. 3MiHu B npouieci BUpo6HuuTBa AdP| (He3HauHa
MNPO®PINAKTUK | gopocnux) y donakoHi; 3MmiHa y npoueci BupobHuutea Adl)
W TENATUTY A | no 1 chnakoHy B 3MiHM B npoLeci BUpOOGHMLTBA aKTUBHOT

KapTOHHI KOpo6L;i 3
MapKyBaHHAM
YKPaiHCbLKOK0 MOBOHO; MO
1 mn (1 go3a ans
[opocnux)) B
nonepegHL0
HanoBHEHOMY LUNPUL y
KOMMNJIEKTi 3 FO/IKOIO; Mo
1 Wnpuuy B KAPTOHHIi
KOpOoO6Li 3 MapKyBaHHAM
YKpPaiHCbKOI0 MOBOWO; MO
1 mn (1 posa ansa
nopocnux) y do1akoHi;

cy6cTaHuii aHTureny Bipycy renatuty A (HAV), a
came: 3amiHa TPUMCKHY TBAPUHHOTO NMOXOKEHHS
pTrypsin (Porcine trypsin) Ha TPUNCWYH,
BUrOTOB/IEHUIA TEXHOJIOTIEHD peKOoMOBiHaHTHOI AHK
rTrypsin.

BHeceHHs pefiakLiliHAX NpaBoK 0 po34inis
moaynsa 3 3.2.S.2.2,3.2.5.2.3, 3.2.5.2.6, 3.2.5.4.4,
3.2P.2.1,32P.55,32A2 32R1, 3.2RA4.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 1 donakoHy B
KapTOHHI Kopobuji 3
MapKyBaHHAM
iHO3eMH1MMU MOBaMK 3i
CTUKEPOM YKpPaiHCbKOIO
MOBOIO; no 1 mn (1 gosa
ANA 0OpoCcnnX) B
nonepeaHLo
HanoBHEHOMY LUNpULi y
KOMNJIEKTi 3 FO/IKOIO; MO
1 Wwnpuuy B KAPTOHHIi
KOpOoO6Li 3 MapKyBaHHAM
iHO3eMH1MM MOBaMW 3i
CTUKEPOM YKpPaiHCbKOIO
MOBOK

210.

XABPUKC™
720 BAKLIMHA
ans
NMPO®ITAKTMK
W TEMATUTY A

cycneHsis ans iH'ekujn
720 Of ELISA; no 0,5
mn (1 gosa ans giteid) y
dhnakoHi; no 1 conakoHy
B KapTOHHI Kopobui 3
MapKyBaHHAM
YKpPaiHCbKOI0 MOBOWO; MO
0,5 mn (1 po3a ansa
AiTein) B nonepesHbo
HamnoBHEHOMY LUNPUL Y
KOMMNEKTi 3 FO/IKOI0; MO
1 wnpuuy B KAPTOHHIN
KOpOO6Li 3 MapKyBaHHAM
YKPaiHCbLKOK0 MOBOHO; MO
0,5 mn (1 go3a ansa
aitein) y donakoHi; no 1
(p1aKOHY B KApPTOHHIl
KOpOoO6Li 3 MapKyBaHHAM
iHO3eMHUMMN MOBaMW 3i
CTUKEPOM YKPaiHCLKOIO
MOoBO1O; Mo 0,5 mn (1
[03a ans fgitei) B
nonepeaHLo
HanoBHEHOMY LUNPUL y
KOMNJIEKTi 3 FO/IKOIO; Mo
1 Wnpuuy B KAPTOHHIi
KOpOoO6Li 3 MapKyBaHHAM
iHO3eMHUMMN MOBaMW 3i
CTUKEPOM YKpPaiHCbKOIO
MOBOK

nakcoCmiTKn
SH EkcnopT
Nimiten

Benuka
BpuTaHis

nakcoCwmitKns
H Bionopxikan3
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu 1l TUny - 3MiHK 3 AkocTi. A®l. BUpo6HULTBO.
3MiHu B npoueci Bupo6bHuuTBa Ad| (3miHa
CTOCYETbCA aKTUBHOT PEYOBUHN
6i0M10r4YHOro/iMyHONONYHOTO NOXOKEHHSA abo
BMKOPUCTaHHA XiMiyHUX APl y BUPOOHMLTBI
nikapcbKoro 3acoby 6ionoriyHoro/iMyHoO0r4YHOro
NOXOKEHHS, SKa MOXe MaTu 3HaYHUi BNAVB Ha
AKICTb, 6e3neky Ta eheKTUBHICTb /liKapCbKOro
3aco0by, | He CTOCYETbCA NPOTOKOMY) OHOB/IEHHS
nNpoToKO/Y KBasidikaLii po6o4oro nNociBHOro
maTepiany Hepatitis A Virus Working Seed (HAV
WS), SiKnii onmMcye BUTrOTOBMEHHS, KBaslidikaliio Ta
3BiTYe Npo MaibyTHi HAV WS, ski 6yayTb
BMKOPWCTOBYBATMCA /151 BAPOGHMLITBA BaKLVIH,
L0 MICTATb aHTUreH renatuty A.

3a
peyenmom

UA/16497/01/01

211.

XABPUKC™
720 BAKLIMHA
ans

cycneHsis ANns iH'ekujn
720 O, ELISA; no 0,5
mn (1 fosa ans giteid) y

nakcoCmiTKn
AH EkcnopT
Nimites

Benuka
BpuTaHis

nakcoCwmitKns
H Bionopxikan3
C.A.

Benbrisa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHu B npoueci BUpo6HuLUTBa AP| (He3HauHa

3a
peyenmom

UA/16497/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MPO®PINAKTUK
N TENATUTY A

dhnakoHi; no 1 chnakoHy
B KapTOHHIl Kopobui 3
MapKyBaHHAM
YKpPaiHCbKOI0 MOBOWO; MO
0,5 mn (1 po3a ansa
AiTell) B nonepeaHb0
HamnoBHEHOMY LUNPUL Y
KOMNEKTi 3 FO/IKOIO; Mo
1 WnpuLy B KapTOHHIi
KOpPOO6Li 3 MapKyBaHHSAM
YKpPaiHCbLKOI0 MOBOHO; MO
0,5 mn (1 po3a ansa
aitein) y donakoHi; no 1
(p1aKoHY B KapTOHHIi
KOpOoO6Li 3 MapKyBaHHAM
iHO3eMH1MMN MOBaMW 3i
CTUKEPOM YKpPaiHCbKOIO
MOoBOI0; no 0,5 mn (1
[03a ans fitei) B
nonepeaHLo
HanoBHEHOMY LUNpUL y
KOMNJIEKTi 3 FO/IKOIO; MO
1 Wwnpuuy B KaPTOHHIi
KOpoO6Li 3 MapKyBaHHAM
iHO3eMH1MMN MOBaMW 3i
CTUKEPOM YKpPaiHCbKOIO
MOBOK

3MmiHa y npoueci BupobHuutea Adl)
3MiHV B npoveci BUpOOGHMLTBA aKTUBHOT
cy6cTaHuii aHTureny Bipycy renatuty A (HAV), a
came: 3amiHa TPUMCKHY TBAPUHHOTO NMOXOMXKEHHS
pTrypsin (Porcine trypsin) Ha TPUNCWYH,
BUrOTOBJIEHNIA TEXHOOTIED PeKOM6GiHaHTHOI AHK
rTrypsin.
BHeceHHs pefiakLiiiHAX NpaBoK J0 po34inis
moaynsa 3 3.2.S.2.2,3.2.5.2.3,3.2.5.2.6,3.2.5.4.4,
3.2P.2.1,32P.55,32A2 32R1, 3.2R4.

212.

XENNEKC®
AHTUKONL
HEO IMBUP

MOPOLLOK AN1A
OpasIbHOr0 PO34MHY; N0
4 1 NOPOLLIKY B caLle; rno
10 cauwe y KapTOHHIl
nauui

TOB «MoBi
Xenc»

YkpaiHa

BMPOGHULITBO 3a
NOBHUM LMK/IOM:
Annekc Papma
CA, Weeliyapis
nepBUHHE Ta
BTOPWHHE
nakyBaHHs:
Nawmn CaH
Mpocnepo Cr1A,
ITanisa

LBenuapis/
ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHU | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBEAEHHSA A0AAaTKOBOI AiNbHULI BUPOGHMLTBA ANS
YacTnHK abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /iKapCbkoro 3acoby (AinbHuusa ans
NMepBUHHOTO NakKyBaHHS) -BBEAEHHSA [,04aTKOBOT
AOinbHUUI NepBUHHOrO nNakyBaHHA MN13 lamn CaH
Mpocnepo CIMA, Itanis/Lamp San Prospero SPA,
Italy. Takox gons 3aTBEpAKeHOro BUpobHuka M3
Annekc ®apma CA, LLseliapia 3a3Ha4yeHo
KOPOTKWIA ONNC BUKOHYBaHWNX DYHKLIM, a came
«BUPOBHMLTBO 3@ NOBHUM LMKIOM»; 3MiHW | TUMy
- 3MiHM 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
OiNbHULI BUPOOHULTBA /18 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3acoby (4inbHULSA 418 BTOPUHHOTO NakyBaHHS) -
BBEJEHHA [0AaTKOBOI AiNlbHUL 4151 BTOPUHHOIO
nakysaHHs /13 Jlamn CaH Mpocnepo CI1A,
ITanis/Lamp San Prospero SPA, ltaly. Takox ans

6e3
peyenma

UA/17630/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBepMKeHoro BupobHuka N3 Annekc ®apma
CA, LLeliLapis 3a3Ha4yeHo KOpOTKuiA onuc
BUKOHYBaHWX (DYHKLjiA, @ came «Bnpo6HULTBO 3a
NMOBHUM LIMK/IOM»

213.

Xnopooinint
®

pO34uH oniliHwnii, 20
mr/mn, no 25 mn a6o 30
My dhakoHi; no 1
donakoHy y nauii

NAT
"Tanuucapm”

YKpaiHa

NAT
"Tannudapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURYy - 3MiHn 3 aKocTi. A®l. KoHTponb AdI.
3miHa y MeToAax BunpobyBaHHs AD| abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| (iHwi 3MiHM y MeTodax
BMNPOBYBaHHSA (BKIOUaluM 3aMiHy abo
[0MNOBHEHHA) AD| abo BUXiAHOro/NPOMIKHOTO
npoaykTy) 3MiHU BHOCATLCS A0 JliKapCbKoro
3acoby XJIOPO®ININT®, po3uuH oniliHnii, 20
mr/mn gns A®l EKCTPAKT 3 JINCTA EBKANIATY
I'YCTWW, ekcTpakT rycTuii (Cy6CTaHLjis) B posgin
3.2.S.4 KoHTpornb A®L. B po3gin «Baxki meTanu»,
AKWIA pernaMmeHTye rpaHuyHnin BMICT Kagmito,
CBuHUIO | PTyTi. BU3HaYeHHS rpaHN4HOro BMICTY
PTyTi npoBOAATL 32 [JONOMOrOK0 METOANKN
NpSIMOro BU3HAYEHHS METOA0M aTOMHO-EMICIHOI
CneKTpoMeTPIl 3 iHAYKTVBHO 3B’13aHOI0 N1a3Mol0.
[na naHoi MeToauku, AianasoH KOHLEHTPAL € Ha
MeXi KINIbKICHOro BU3HAY€eHHS, | IK HAcNifgoK, iCHye
AMOBIPHICTb B1COKOT MOXMOKN BU3HAYeHHS PTyTi. Y
3B'A3KY 3 LM, A9 OTPUMAHHS KOPEKTHUX
pe3ynbTaTiB, MPONOHYETLCS 3MIHUTU METOANKY
NPSIMOro BU3HAYEHHS Ha MeTOAMKY TifpuaHOro
BM3HAYEHHSA PTyTi METOA0M aTOMHO-EMICIAHOI
CneKTpoMeTpIl 3 iHAYKTVBHO 3B’A3aHOI0 N1a3moto,
AKa Ma€e HWKUUIA NOpIr AeTeKTyBaHHA Ta
[03BOMNTb BU3HAYATU KOHLEHTPALLto PTyTi B
AocnimkyBaHivi cyecTaHLUil 3 6iNbLUOK TOYHICTHO,
Ce/IEeKTUBHICTIO Ta BiATBOPIOBAHICTIO.

6e3
peyenma

UA/4551/01/01

214.

XOHAPOITUH®
-OITODPAPM

emynbrenb gns
30BHILLHLOIO
3acTocyBaHHs, 5% no 25
rabo40ry1y6i, no 1
Ty6i B nayu,

MPAT
"OITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa
HaliMmeHyBaHHs Ta/abo agpecy 3asaBHUKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs1) 3MiHa
afpecy 3asBHVKa. 3MiHN BHECEHO B iHCTPYKLIitO
AN MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
00 po3gainy "Micue3Haxo4KeHHs 3asBHUKa"
BIANOBIAHO A0 MaTepianiB peecTpauiliHoro foche.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPPKEHHS.

6e3
peuyenma

nionsieae

UA/17346/01/01

215.

LEE®A3O/IH-
JAPHULA

MOPOLLIOK A/18 PO3UUHY
ans iH'ekuiino 0,5, 1
h1aKoH 3 MOPOLUKOM B
nadui; 5 do1akoHiB 3

MpAT
"®apmaueBTun
YHa hipma
"JapHuuga"

YkpaiHa

MpAT
"GapmaueBTU4H
a thipma
"dapHnuga"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
YTOUHEHHS1 peecTpauiiiHol npoueaypy B Hakasi
MO3 YkpaiHu Ne 1135 Big, 21.06.2023 - 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/6216/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

MOPOLLKOM B KOHTYPHil hapmakoHarnsagy. 3miHa y KopoTkili

YapyHKOBIli yrnakoBLii; no XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

1 KOHTYpHIli YapyHKOBI MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro

ynakoBLi B nauuj; 1 3acToCcyBaHHS Ha MigcTaBi perynsipHo

hNakoH 3 NOPOLLUKOM Y OHOBJ/1OBAHOTO 3BITY 3 6e3MneKy NikapcbKoro

KoMMAekTi 3 1 amnynoto 3acoby, abo gocnimkeHb 3 6e3neku 3acToCyBaHHs

po3uunHHKKa (Boga ans nikapcbkoro 3acoby B MicnspeecTpaviiiHvin nepioa,

iH'ekyi-QapHnus) no 5 ab0 AK pe3ynbTar OUiHKM 3BIiTY 3 fOCAIIKEHD,

MJ1 B KOHTYpHilA npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuyHmnx

YapyHKOBIl1 yrnakoBLii; no pocnimkeHs (PIP) (3MiHy y3romxeHo 3

1 KOHTYpHIiA YapyHKOBIlA KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHom) - 3MiHu

ynakoBLi B nauui; 40 BHECEHI A0 IHCTPYKLii AN19 MegnyHoro

(h1aKOHIB 3 NOPOLLKOM Y 3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm

Kopoobui "B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta

iHWi B1AW B3aemogiid", "MobiuHi peaku,i
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBeEHHSA 3MiH NPOTAroM 6-Tn
MicALIB MiCNsA 3aTBEPKEHHS.
216. | LE®PA3O/IH- MOPOLLIOK A1 PO34UHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis: 3a He UA/6216/01/02
AAPHNLUA ons iH'ekuiino 1,0r, 1 "®apmaueBTun "GapmaueBTU4H YTOUHEHHS1 peecTpauiliHol npoueaypy B Hakasi peyernmom niosnsieae
h1aKoH 3 MOPOLUKOM B YyHa chipma a chipma MO3 Ykpainu Ne 1135 Big 21.06.2023 - 3miHu |
nauuj; 5 doiakoHiB 3 "NapHuus" "NapHuus" TUny - 3MiHK LWoAo 6e3nekn/edpeKTBHOCTI Ta

MOPOLLUKOM B KOHTYPHiA
YapyHKOBIl ynakoBLii; no
1 KOHTYpHI YapyHKOBIl
ynakosLi B nauui; 1
h1aKOH 3 MOPOLUKOM Y
KomnekTi 3 1 amnynoto
po3unHHKKa (Boga ans
iH'ekyin-AapHuus) no 10
M1 B KOHTYpHIlA
YapyHKOBIli ynakoBLi; no
1 KOHTYpHI YapyHKOBIli
ynakoBLi B nauui; 40
hNakoHIB 3 MOPOLLKOM Y
Kopoo6Li

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
BHECEHI A0 iHCTPYKLii 4518 MeanyYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiin", "MobiuHi peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicsILiB Mic/1s 3aTBepAKEHHS.

*y pa3i BHeCeHHs1 3MiH 00 iHCmMpykYii npo meduyHe 3aCMoCyBaHHS

HauanbHukK
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dapMaineBTUYHOT0 yIIPaB/IiHHA Tapac
JIAICKOBCBKUNI
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