MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

22 rpypHa 2023 poky Ne 2182

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUHUX
iMyHO0O0io/T0riYHMX NpenapaTiB) Ta BHeCeHHs 3MiH [I0 peecTpaliiHUX MaTepiasiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep>kaBHOI peecTpalii (mepepeecTpaliii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALsaTb CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIePTHU3M peeCcTpaljiiHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAnUHUX
iMmyHOoOio/loriuHMX ~ TIperapariB), 10 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Hep>xaBHUM MiANIPUEMCTBOM  «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:
1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeeECTPY JiKapChbKuX 3acobiB

YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
fomatkoMm 1.
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2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JiKapChbKUX 3aco0iB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rifgHO 3
JIOJIaTKOM 2.

3. BHecTu 3MiHM [0 peecTpaliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. dapmareBTuHOMY yripaBmiHHIO (Tapacy JIsgckoBcbkoMy) 3a0e3neunTu
OTIPU/TFOJHEHHST I[bOT0 Haka3dy Ha odiliiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

5. KOHTpO/1b 32 BUKOHAHHSM I[bOT'0 HAaKa3y IMOKJ/IACTH Ha IMepIIOro 3acTyHUKA
Minictpa Cepris [Iy6posa.

MinicTp BikTop JIAIIKO



3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

ITEPEJIIK

Hoparox 1

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo fepxaBHY
peecTpaniio (mepepeecTpanii) JiKapcbKUX
3aco0iB (MegMYHHUX IMyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»

Bif 22 rpyaus 2023 poky Ne 2182

BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayitiHo20
3acoby yrnakoBskKa) nocsioYeHHs1
1. | NOrekcon MOPOLLIOK (Cy6CTaHLis) y AT "®apmak” Ykpaina Li3saHci Bpasep Kutaii peecTpaduif Ha 5 pokiB - He UA/20303/01/01
noaBinHMX dapmacboTuKas nionsieae
nonieTuIeHoBmX Ko., NTa4,.
naketax anis
hapmaLeBTU4HOro
3acTOCyBaHHs
2. | KCANONTUK | kpanni o4Hi, po3ynH, 50 dapmaLeBTUYHNI Monbwa BMPOGHMLITBO, HimeyunHa peecTtpaduis Ha 5 pokiB 3a He UA/20196/01/01
EKO MKr/m, no 2,5 mn abo 3aBoj, nakyBaHHs, MepiognyHICTb NOAAHHS PErynspHo peyenmom nionseae
no 7,5 mny donakoHi, no ‘MONIb®APMA” KOHTPOJIb Ta BUMYCK OHOB/IIOBAHOrO 3BIiTY 3 6E3MeKu,
1 donakoHy y KapTOHHil C.A. cepii nikapcbKoro BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS

KopooLi

3acoby:
Nomadpapm M'm6X,
HimeyunHa;
KOHTPO/1b
CTEepW/IbHOCTI
nikapcbkoro 3acoby:
Bioxem a6op drop
Bionoriwe YHA
Xemiwe AHanituk
v6X, HimeyunHa

hapmakoHarnagy, 3aTBepayKeHoro
Hakaszom MiHiCTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuiil YkpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 34,0POB'A
Ykpainm Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
3a3Ha4YeHUMK y NepiognUYHOCTI NoJaHHsA
perynsipHmx 3BiTiB 3 6e3MeKu.




HauyanbHMK .
dapManeBTUYHOr0 yIpPaB/IiHHA Tapac JIHICKOBCbKHAH



JopaTok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»

Big 22 rpyans 2023 poky Ne 2182

IIEPEJIIK
ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEINYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI
BHOCSATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
1. | N- KpucTaniyHui AMIHO HimeuunHa AMiHO TM6X HimeuunHa nepepeecTpawis Ha HeobmexeHni - He UA/17652/01/01
AUETUNTUPO3UH | nopoLuok abo 6X TEPMiH nionsieae
Kpuctanu (cybcTaHuis)
y NOABIAHNX
nonieTNeHoBUx
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
2. | AKKOPAUH PO34UNH NS iH'EKLN, MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa nepepeecTtpawis Ha HeobmexeHul 3a He UA/17492/01/01
100 mr/mn; no 5 mn B akuioHepHe akuioHepHe TEPMiH peyenmom niosnsieae
amnyni: no 5 amnyn y TOBapucTBo TOBapucTBO OHOBNEHO iHhopmaLLito B IHCTPYKLT
6nictepi; no 1 a6o 2 "Jlekxim- "Mekxim-Xapkis" 015 MeMyYHOro 3acToCyBaHHA
6nictepu B nayuj; no 5 Xapkis" nikapcbKoro 3acoby y po3gini "MobiyHi
M B amnyni; no 100 peakui™ WoA0 BaX/IMBOCTI 3BiTYyBaHHs
amnyn y nauui npo NoGiyHi peakuii.
MepiofnyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3NeKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognyYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
3. | AIEPTO3AH® pO34MH opanbHuid, 0,5 AT Bonrapis Bnpo6HMLTBO Bonrapis nepepeecTpais Ha HeobMexeHuii 6e3 nionszae UA/17454/01/01
mr/mn, no 120 mn B «Codhapma» Hepo3diacoBaHoi TEPMiH peyenma
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsioyeHHs1
cknsHin abo NET npoAykKuii, OHOB/EHO iHGhOpMAaLLito B IHCTPYKLT
nAaswj; no 1 naswui 3 nepBuHHA Ta AN MeAnYHOro 3acToCcyBaHHsA
MiPHUM CTaKaHYMKOM i BTOPWHHA nikapcbKoro 3acoby y po3gini "MobiyHi
[03YH0UMM LUNPULLOM Y ynakoBka: peakuii" WoA0 BaXXIMBOCTI 3BITYBaHHS
KapTOHHII nayi AT «Codchapma», npo no6iyHi peakuii
Bonrapis
[lo3Bin Ha BunycK MepiognyHICTb NOAAHHSA PerynsipHoO
cepii: OHOB/IIOBAHOTO 3BITY 3 6e3neku,
AT «Codhapma», BiNOBIAHO A0 MopsiAKY 34iACHEHHS
Bonrapis thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
370p0B’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA perynsapHMX
3BITiB 3 6e3neKu.
4., | AEKCKETOMPO®E | kpuctanivyHuii ToBapucTBO YkpaiHa CaypaB Yewmikasc IHAjs nepepeecTpawis Ha HeobmeXxeHni - He UA/17249/01/01
HY TPOMETAMO/N NOpPOLLOK (CybCTaHLis) 3 Nimitepn (FOHIT-111) TEPMiH nionsieae
y NOABIAHNX 06MexeHoto
noslieTUIeHoBMX BignoBigasb
nakeTtax gns HiCTIO
hapMaLeBTUYHOTO "®apmaueBT
3acToCyBaHHSA nyHa
KOMMaHis
"3p0pos'a”
5. | HYKANA NOPOLLOK 4719 PO3UUHY FnakcoCmit Benvka nakcoCmiTKnsiiH ITania nepepeecTpawis Ha HeobMeXxeHul 3a He UA/16522/01/01
ANs iH ekuiin, no 100 KnsinH BpuTtaHis MaHyhakTypuHr TEepPMiH peyenmom nionsizae
mr; no 1 a6o no 3 Ekcnopt C.n.A. OHOBNEHO iHhopmaLito B IHCTPYKLT
h1akoHa y KapTOHHiIl Nimiten 0151 MeAMYHOro 3acTOCyBaHHS

Kopoo6ui

NiKapcbKoro 3acoby y po3ginax
"PapmMakosioriyHi BnactmsBocTi”,
"Oco61BOCTI 3acTocyBaHHSA", "Cnoci6
3acTocyBaHHs Ta fosun", "MobiyHi
peakui™ BignosigHo Ao iHhopmau,i
CTOCOBHO 6€e3neku, sika 3a3HayeHa B
mMartepianiax peecTpawiiHoro 4OCbE;
Takox B po3ginax “lMokasaHHs",
"Oco6nuBi 3axoamn 6e3nekn”,
"34aTHiCTb BNAMBATY Ha LUBUAKICTb
peakuii Npy KepyBaHHi
aBTOTPaHCMNOPTOM ab0 iHWMMK
MexaHismamu', "3actocyBaHHs y
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUMyCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepiog, BaritTHocTi abo rogyBaHHs

rpygar”, "Aitn" npoBefeHo He3HauHe

pefaryBaHHs TekcTy 6e3 hakTU4HnX
3MiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

TET 36.6® PANIA 3
APOMATOM
AKALLIT

NMOPOLLOK A5
OPa/IbHOTO PO34UHY,
no 23 r B calle-nakeri,
no 5 a6o 10 cauue-
nakeTiB y naui

MNpuBaTHe
akujioHepHe
TOBapuCTBO

“Nekxim —

Xapkis”

YkpaiHa

MpusatHe
akujioHepHe
TOBapuCTBO

“Nlekxim — XapkiB”

YkpaiHa

nepepeecTpawis Ha HeobMeXxeHul
TEPMIH
OHoB/EHO iHGhOpMaLito B IHCTPYKLT
AN MeAnYHOro 3acToCcyBaHHs
niKkapcbKoro 3acoby B po3zini "Mo6iyHi
peakuii" oAo 3BiTyBaHHS NPO NoGiYHi
peaxuii.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepakeHoro
Haka3om MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULl YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepiofnMYHOCTI NoAaHHA perynsipHux
3BITiB 3 6e3neku.

Ees
peyenma

nionsieae

UA/17387/01/01

LLE®YPOKCUM

MOPOLLOK A4/151 PO3UNHY
AnsiHekuinno 1,5r;
no 1 a6o 5 a6o 50
dhnakoHiB y nadui; no
1 a6o 5 gonakoHiB y
6nicTepi y nayui

MNpuBaTHe
akuioHepHe
TOBapUCTBO

“Nekxim —

Xapkis”

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

“NlekxiMm — XapkiB”,

YKpaiHa
(BMPOGHMLTBO 3

YkpaiHa

nepepeecTpawis Ha HeobmeXxeHni
TEPMiH
OHoBEHO iHGhOpMaLito B IHCTPYKLT
N8 MeANYHOro 3acToCyBaHHsA
nikapcbkoro 3acoby y po3ainax
"dapmMakosiorivyHi BAacTuBocTi",

3a
peyenmom

He
nionsieae

UA/17287/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsioyeHHs1
nakyBaHHs in bulk "MokaszaHHs", "MNpoTrnokasaHH:A",
hipMun-B1pobHUKa "B3aemogia 3 iHWMMU NiKapCbKUMMN
PetoHr 3acob6amMu Ta iHLWi BUAY B3aEMOZIiA",
PapmacboTuKaUl "Ocob6nMBOCTI 3aCTOCYBaHHS",
Ko., Nn14., "3acTocyBaHHs y nepio BariTHOCTI
KnTaiicbka abo rogyBaHHs rpyaar”, "3aatHicTb
HapogHa BMAVMBaTV Ha WBUAKICTb peakLii npu
Pecny6nika) KepyBaHHi aBTOTpaHCNopToM abo
TOB "lekxim- iHWKMK mexaHiamamn”, "Cnocio
O6yxiB", YkpaiHa 3actocyBaHHsa Ta gosu", "ditn"
(BUPOBHMLTBO 3 (peparyBaHHs), "IMo6iuHi peakwii”,
nakyBsaHHs in bulk "HecyMicHicTb" BignoBigHO A0
hipMun-BUPOGHYMKa iHchopmawuii pedrepeHTHOro
PetoHr nikapcbkoro 3acoby (3vHaued®,
PapmacboTuKasl NOPOLLOK A4/15 PO34MHY AN IH'EKLiA, NO
Ko., NIT4,., 750 wmr, no 1,57r).
KnTaiicbka
HapogHa MepiognyHICTb NOAAHHA PerynspHoO
Pecny6nika) OHOB/THOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HayeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neku.
8. | LE®PYPOKCM NOPOLLOK AJ/18 PO3UNHY MpuBaTHe YkpaiHa MpuBaTHe YKkpaina nepepeecTpauisi Ha HeobMeXeHuin 3a He UA/17287/01/01
ONs iH'ekyii no 0,75 T; akKujioHepHe akuioHepHe TEepPMiH peyenmom nionsieae
no 1 a6o 5 a6o 50 TOBapucTBo TOBapucTBO OHOBNEHO iHhopmaLLito B IHCTPYKLT
hnakoHiB y nauui; no “Nekxim — “Nekxim — Xapkis”, 015 MenYHOro 3acToCyBaHHA
1 a6o 5 donakoHiB y Xapkis” YkpaiHa nikapcbKoro 3acoby y po3ginax

6nictepi y navuj

(BUPOBHMLTBO 3
nakyBaHHs in bulk
hipMun-BUPOGHYMKa

PetoHr
PapmacbioTUKas
Ko., Nita.,
KnTaiicbka
HapopgHa
Pecny6nika)
TOB "/lekxim-
O6yxiB", YkpaiHa

"PapmMakosiorivyHi BnactmsocTi”,
"Moka3zaHHA", "TpoTMnokasaHHsa",
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHS y nepiog, BariTHOCTI
abo rogyBaHHa rpyaar”, "3aaTHicTb
BNAMBaTV Ha LWBUAKICTb peakujii npu
KepyBaHHi aBTOTpaHCNopToM abo
HWMMK MexaHi3mamu”, "Cnocio
3acTocyBaHHsa Ta gosu", "ditn"
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsioyeHHs1
(BMPOGHMLTBO 3 (peparyBaHHs), "Mo6ivHi peakuii”,
nakysaHHs in bulk "HecyMicHicTb" BignNoOBIiAHO A0
hipMun-BUPO6HMKa iHchopmauii pedrepeHTHOro
PetoHr nikapcbkoro 3acoby (3uHaueh®,
dapmMacbloTuKas NOPOLLOK A/17 PO3UMHY ANA IH'EKLIA, NO
Ko., Nita., 750 mr, no 1,571).
KnTaiicbka
HapogHa MepiognyHiCTb NOAAHHS PerynsipHo
Pecny6nika) OHOB/IOBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340p0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
HauanbHuK

dapmaneBTUYHOr0 yNnpaB/liHHSA

Tapac JIICKOBCHhKUI




IIEPEJIIK

Joparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»
Bif 22 rpyans 2023 poky Ne 2182

JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO40 AKX BYJ/IN BHECEHI

3ACOBIB YKPATHA

3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

Ne Ha3ssa dopma sunycky 3asaBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakosKa) nocsioYeHHs
1. | ABIPOH Tabnetkn no 250 wmr; leTepo IHais eTepo /1a63 IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3MiHu 3a - UA/18889/01/01
no 120 TabneTok y Na63 Nimiten | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom
KOHTeliHepi; no 1 Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu fo
KOHTeliHepy y y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
KapTOHHI KOpO6L (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnfgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIYarum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BignoBigabHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BigNOBIigaIbHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuisa: Hypies
EnpaHisz Animosunu. MponoHoBaHa pefakLis:
TonokeBuny Bonogymup HOpiiioBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
Bi4noBigabHOI 3a dhapMakoHarnsg B YKpaiHi.
2. | AB''OPEH Tabnetkn no 400 mr; | Jlabopato dpaHuis NabopaTopii dpaHuis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 nidnsieae UA/5702/01/01
no 15 tabnetok y pii Bywapa Il TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
6nicTepi; no 2 abo Bywapa Pekopgaari hapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO [0
no 4 6nictepu B Pekopgari IHCTPYKUiT 4151 MEANYHOTO 3aCTOCYBaHHS
KapTOHHIlA KopooLi nikapcbKoro 3acoby A0 po3zainis "lMpoTunokasaHHs",
"B3aemogis 3 iHWMMK NikapcbkumMm 3acobamu Ta
iHWIi BUAW B3aemogiii”, "OcobnnBocTi
3actocyBaHHs", "Mo6iuHi peakuii”. BBeAeHHS 3MiH
NpoOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
3. | ADKoBI™ PO34MH A5 iH'EKLN, TOB YkpaiHa AT YropumHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu 3a - UA/18633/01/01
225 mr/1,5 mn; no "TeBa dapmaLleBTUYHNIA CLIA/ | TMNy - 3MiHK 3 AkocTi. A®I. CTabinbHICTb. 3MiHa peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
1,5 Mn1 po3uuHy y YkpaiHa" 3aBof TeBa, HimeuunHa/ nepiofy NoBTOpPHMX BMNPOGyBaHb/nepiogy
nonepegHsL0 YropwuHa HigepnaHan 36epiraHHs abo ymoB 36epiraHHa AdI (3a
HarnoBHEHOMY (KOHTPO/Ib SIKOCTI BiCYTHOCTI Y 3aTBEpKEHOMY [0CLE cepTudikaTa

wnpuui; no 1 aéo 3
LUINPULY B KAPTOHHIM
KopoobLi n

niKapcbKoro
3acoby
(BunpobysaHHs
KMITUHHOT
aKTUBHOCTI
nikapcbKkoro
3acoby));
BaiiTxays
AHaniTikan
Na6opaTopis, I/IC
, CLUA (koHTpOsb
SKOCTI JliKapCbKOro
3aco06y (uinicHicTb
cuctemu
KOHTelHep/3akyno
ptoBasibHWi 3aci6
nicns BTOPMHHOTO
nakyBaHHs));
Bettep ®apma-
®epTiryHr MM6X i
Ko. KI,
HimevunHa
(BUpOGHMLTBO
nikapcbKoro
3acoby, neperHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI
nikapcbKoro
3acoby); Bettep
Papma-depTiryHr
'm6X Ta Ko. KI,
HimevunHa
(KOHTPO/b SIKOCTI
nikapcbKoro
3acoby (nnwe
cuna 3cyBy Ta
cuna KoB3aHHs
nicns BTOPUHHOTO
nakyBaHHs));
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI",
Himeuunna

BiANOBIAHOCTI EBponeiickbkili hapmakonei, wo
BK/IIOYAE Mepiog, NOBTOPHOrO BUNPOGYBaHHS)
(nepios, noBTOPHOro BUNPObYyBaHHA/NEPIOA
36epiraHHs) - 36iNbLUEHHS abo BBEAEHHS nepioay
NOBTOPHOro BUNpobyBaHHA/Nepioy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOCMIMKEHb Y peasibHOMY Yaci -
36inbLUeHHs TepMiHy npuaaTtHocTi Ad|
dpemaHe3ymab [0 48 MicALiB 3a peKOMeHA0BaHNX
yMOB 36epiraHHs npu Temneparypi <-35°C.
3anponoHoBaHe 36i/bLlUEeHHS TEPMiHY NPUAATHOCTI
06r'pyHTOBaHO AaHuMu 3i cTabinbHOCTI Ana Adl,
oTpvMaHoro 3a npouecom 3P (Process 3P) Ta
AaHVIMU LL,OA0 NEPBUHHOT CTabiNlbHOCTI CepiiA.
Takox, 6y/10 BHECEHO AesiKi pefaKLiiiHi 3MiHK: - y
KifIbKOX Micusax po3ginis 3.2.5.7.1 Ta 2.3.S.7 3MiHEHO
pekomeHA0BaHi ymoBY 36epiraHHs 3 <-30°C Ha <-
35°C BigNoBigHO A0 BEPXHLOI MeXi TeMnepaTypHoro
AianasoHy, BU3Ha4YeHOoro A5 AOBroCTPOKOBOrO
36epiraHHs cepiil, AN AKX BUBYAETHCS
CTabifNbHICTb; - NEPErNSHYTO hopMy/OBaHHS B
NYHKTI «TepMiH NpuaaTHOCTI» A5 3a3HaYeHHS
Jiana3oHy JOBrocTPOKOBMX YMOB 36epiraHHs cepiii
nig, Yyac BUBYEHHS CTabi/IbHOCTi A5t 3a6e3neYeHHs
TOYHOT Bi4NOBIAHOCTI 3 iHhopMaLlieto B Tabnuui 5
po3giny 3.2.S.7.1.; - BHECEHO He3HauHi 3MiHN y
TEKCT- BuaaneHo cnoBo «3anponoHoBaHuit» Ans
npomMmncnosoi cepii 17204A004, sigkopurosaHo
TEKCT, SIKUI CTOCYETbCA «3anponoHOBaHOro
NPOMICNOBOrO NPOLECY», Ta 3MIHEHO BUKNaf 3
MaibyTHBOrO Yacy Ha TenepilwHii y cneyudikaw;i,
LLI0 3aCTOCOBYETLCSA [0 NPOMUC/IOBUX CEPINA,
OCKiNbKN NPOAYKT BXE 3HaX0ANTLCA Ha cTagii
NMPOMMC/IOBOro BUPOGHMLTBA. - B P0o3aini 3.2.5.7.3 B
Tabnuui AaHnx 3i cTabisIbHOCTI BHECEHO HEe3HauHi
3MiHW Y 3B'A3KY 3 Pi3HUM (hOpMaTOM/CTPYKTYpOLO
OesKnX JOKYMEHTIB, BK/THOYAOUM 3arofIoBKu Ta
TEPMIHO/IOriI0 eNleMeHTiB Tab/uLb, a TakoX BHECEHO
3MiHW Ta BUNpaBneHHsa Ak hopmanibHa pefakuiiiHa
3MiHa, 30BHiLLUHI MOCUIAaHHA HA PO3/i/N B rOTOBIM
pokymeHTauji (eCTD) Tenep MatoTb YOPHWIA KOSIp |
He MICTATb rineprnocunaHb, AKWOo nepegdadvaeTbCs,
LLIO MiCLle3HaxXO0MKEHHS JOKYMeHTaLi, Ha Ky
HaBeAeHO NocunaHHs, Bignosigae ctpykTypi eCTD /
XML backbone. 3asaBHuk nigTBepAXye, WO 3MiHK,
3anpornoHoBaHi ik peiakLiiiHi, He 3MiHIKTb 3MICTY
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(KOHTPOSIb AKOCTI BIAMNOBIAHMX YAaCTUH OCbE 3a MexXxamu obeary
nikapcbkoro npeacTaBeHol 3MiHW, B paMkax siKoi nojarTbCs
3acoby); Bettep peaakuiiHi 3MiHu.
dapma-depTiryHr
'm6X Ta Ko. KI',
Himeuunna
(KOHTpOSIb AKOCTI
nikapcbKkoro
3acoby); Mepkne
mM6X , HimewunHa
(803Bin Ha BUNYCK
cepii); Mepkne
Mm6X, HimewunHa
(BTOpUHHE
nakyeaHHs); Tesa
PapmacboThKan3
Oepon B.B. ,
Higepnangm
(mo3Bin Ha BMNyCK
cepii);
TpaHcapm
NoricTik TM6X,
Himeuunna
(BTOpYHHE
nakyBaHHs)
4. | AKICTAH Kpansi O4Hi, po3ynH dapmacen ABCTpiIs BUPOBHULTBO ITania/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHN 3a - UA/18606/01/01
aAyo no 2,5 mn 'y donakoHi exT roToBOro ABCTpis | TMNy - 3MiHK 3 skocTi. CepTudikat peyernmom
3 KpanesnbHuLEe Ta IHTepHeLw npoayKTy, BignosigHocTi/l E-cepTudikar BignosigHocTi
KpuLukoto; no 1 abo HN nakyBaHHs, €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
3, abo 6 dhnakoHiB B BeteniraH KOHTPO/Ib SIKOCTI: HOBOro ab0 OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
KapTOHHIA Kopoo6Li r3 'm6X BpycLueTTiHi ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
C.P.N., Itanis; €Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHOro
BMPOGHMYA marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
OiNbHWUS 3i BMKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
cTepunisauii [LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
NepBUHHOI €sponelicbkin hapmakonei) - OHOBEHWIA
yMaKoBKM: cepTudiikaT Bif y)Xe 3aTBepXEHOro BUPOOHNMKa.
CTepigpKeHikc [MopaHHA OHOBNEHOrO cepTudlikaTy BiAMNOBIAHOCTI
ITania C.IN.A., €Bponelicbkiii hapmakonei Bif BXe 3aTBEpAKEHOro

ITanis; BUPO6HUK,
AKWiA Bignosigae
3a BMNycCK cepii:
dapmacenekr
IHTEepHeLLHN
BeteniraHra Nmo6X,
ABcTpis

BMpo6HuKka R1-CEP 2003-239-Rev 05 gns
TMMonony Maneary (Ha 3amiHy R1-CEP 2003-239-
Rev 04) y 38’A3Ky i3 agMiHICTpPaTVBHUMW 3MiHAMU Y
BMpo6HuKa APl (Nepesbavae 3MiHy B MOLLTOBOMY

iHAekci agpecy BnacHuka ceigoutsa 3 20090 Ha
20053), npu Lpomy topuanyHa ocoba Ta
MiCLIe3HaXOPKEHHS 3a/IMLIAI0TLCA HE3MIHHUMM.
BK/THOUYEHHSA OLLIHKN PU3KKY HITpO3aMiHy. BkIoueHHs
nepernsHyToi OLiHKM PU3KKY HiTpo3amiHy. 3MiHu |I
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TMMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4ONYyCTUMMX MEX
rOTOBOrO JlikapcbKoro 3acoby (iHwi 3miHW). CynyTHS
3MiHa- 3MiHu 3 SKoCTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BUnpobyBaHHsA rOTOBOTO /TiKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNpobyBaHb
(BkNtovaroun 3amiHy abo [OMNOBHEHHS)) foAaBaHHSA
HOBMWX BUJTyrOBYBaHUX AOMILLIOK (6€H30(heHOHY Ta
TpunponineHrnikonsdiakpunaty (TPGDA)) y
cneumdikauii Ha TEPMIH NPUAATHOCTI AKOCTI
roTOBOro NPOAYKTY, AKi BUTATYIOTLCS 3 NEPBUHHOTO
nakyBasibHOro MaTepiany. BeegeHHst fo cneuundikuii
NiMITIB AOMILLIOK NPU3BOANTL A0 HEOOXIAHOCTI
[OMOBHEHHSA METOAY BUNPOOYBAHHSA Y 3B'A3KY i3
BBEJEHHAM A0 creundikauii AKoCTi Ha TepMiH
npuaaTHOCTI BUSHAYEHHA AOMILLIOK, WO BUTATYOTHCA
Ta BUMMBAOTLCA.

AKCETUH

NOPOLLIOK AnS
pO3unHy A5 iH ek
no 1,5r; Ne 10, Ne
100 (10x10): no 10
abo no 100
chnakoHiB 3
NOPOLLKOM Y
KapTOHHI Kopoobui

Megokemi
nTa

Kinp

BMPOBHULTBO 3a
NOBHUM LK/IOM:
Megokemi NT/,
(3aBog C), Kinp
BMPOGHMLTBO
roToBOro
nikapcbKkoro
3acoby, nepBnHHe
Ta BTOPUHHE
nakyBaHHs:
Megokemi (da IcT)
NTA.,(AcenTik
LledhanocnopuH
daciniti), B'eTHam

Kinp/
B'eTHam

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKilli XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
reHepuyYHNX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3miHa He NoTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"PapmakoTepanesTnyHa rpyna. Kog ATX "
(YyTOYHEeHHS Ha3BK, 6e3 3MiHn kogy ATX),
"dapmMakosoriyHi BnactueocTi”, "MokasaHHs",
"MpoTrnokasaHHsa", "B3aeMogis 3 iHLLIMMK
nikapcbkrMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Oco61BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHS rpyaa”,
"3[aTHICTb BNAMBATMW Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3un"”,
"Oitn", "Mo6ivHi peakuii”, "HecymicHIicTb" 3rigHoO 3
iHchopmavieto LWoA0 MeaNYHOro 3aCTOCyBaHHSA
pedhepeHTHOro sikapcbkoro 3acoby (SVHALED,
MOPOLLIOK AJ151 PO3UMHY A5 iH EKLNA).
BBefeHHs 3MiH npoTarom 3-x MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. 3MiHa
Y KOPOTKili XapakTepucTuL,i JikapcbKoro 3acooy,

3a
peyenmom

He
nionsieae

UA/8714/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHoro
3acTocyBaHHS Ha nigcrasi perynsapHo
OHOBJIIOBAHOrO 3BiTY 3 6€3NeKn NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 fK pe3ynbTar OLiHKM 3BITY 3 OCNIMKEHD,
NpoBeAeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVUM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ain
"Ocob6nmBocCTi 3acTocyBaHHs", "MobiuHI peakwii
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeeHHS 3MiH NPOTAroM 3-x
MicsLB MiCNsA 3aTBEPAKEHHSA

AKCETUH

MOPOLLIOK ANSA
pO34nHY ANs iH'eKUl
no 0,750 r Ne 10, Ne
100 (10x10): no 10
abo no 100
onakoHiB 3
MOPOLLIKOM Y
KapTOHHIlA KOpooLi

Megokemi
nTa

Kinp

BMPOGHMLITBO 3a
MOBHUM LK/IOM:
Mepokemi T/,
(3aBop C), Kinp
BUPOBHULTBO
roToBOro
nikapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS:
Megokemi (da IcT)
NTA.,(AcenTik
LlechanocnopuH
®aciniti), B'eTHam

Kinp/
B'eTHam

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
reHepnyHNX/ribpuaHNX/6ionogibHNX nikapcbkmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHM Ha
pedhepeHTHUI npenapaT (3MiHa He NnoTpebye
HaaHHS XOAHMX HOBMX A0AATKOBUX AaHKX). 3MiHN
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTOoCyBaHHSA NikapcbKoro 3acoby y posainu:
"®apmakoTepanesTuyHa rpyna. Kog ATX "
(YTOUYHEeHHs1 Ha3Bu, 6e3 3MiHN kogy ATX),
"apmakonoriyHi BnactmsocTi”, "Moka3aHHs",
"MpoTrnokasaHHs", "B3aeMogdis 3 iHLLIMMK
nikapcbkMun 3acobamu Ta iHWi B1uamn B3aemMogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHiCTb BNIMBATY Ha LUBMAKICTb peakuil npu
KepyBaHHi aBTOTPaHCNopTOM abo iHWKMK
MexaHismamu', "Cnoci6 3actocyBaHHs Ta fo3un",
"[iTn", "Mo6iuHi peakyii”, "HecymicHicTb" 3rigHo 3
iHhopmaLieto WoA0 MeaNYHOro 3acToCyBaHHS
pedepeHTHOro nikapcbkoro 3acody (SUHALE®,
MOPOLLIOK A1 PO3YVHY NS iH'EKUIN).
BBefeHHA 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHKM Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi flikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeanyHoro
3aCcTOCyBaHHSA Ha nigcrasi perynsapHo
OHOBJIOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
ab0 focnigkeHb 3 6e3nekn 3acTOCyBaHHs

3a
peyenmom

He
nionsiecae

UA/8714/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ynbTar OUiHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BifNOBIAHO A0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom). 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MegnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHI peakwi
BiAANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3neku
Ail040i peyoBVHN. BBeeHHS 3MiH NpoTArom 3-x
MicALiB Micnsa 3aTBepAKEHHs

ANbro3AH®

renb; no 35 ry Ty6i;
no 1 Ty6i y nauuj 3
KapToHyY

MAT
"Ximcpapm
3aBof
"YepsoHa
3ipka”

Ykpaina

NAT
"Ximcpapmsasos
"YepBoHa 3ipka”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
YTOUYHEHHS HanMcaHHA YMOB BifiNnycKy B npoLeci
BHeCEeHHsA 3MiH B Haka3i MO3 Ykpainu Ne 2131
Bif 25.11.2022 (npoueaypa - 3MiHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW).

OHOBNEHHSA TEKCTY MapKyBaHHs NEPBUHHOT Ta
BTOPVHHOT yNakoBKM /liKkapCbKoro 3acoby, a came
BU/yYEHHS iHChOPMALLii, 3a3Ha4YeHOT POCIiCbKO
MOBOI0. BBEeieHHS 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBepmxeHHs) Ta Ne 2101 Big 11.12.2023
(npoueaypa - 3MiHM | TUNY - 3MiHKX WOoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK). BBEEHHA [04aTKOBOrO TEKCTY MapKyBaHHS
BTOPWHHOI YNakoBKM NikapCbKoro 3acoby i3
3a3HavyeHHAM 2D-kogy y n.17 IHLWE. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micAuis nicns
3aTBepKeHHs). Pefakuis B Hakasi - 3a peLenTom.
BipHa pegakuis - 6e3 peuenTa.

6e3
peyenma

UA/14102/01/01

AMIHOMNNA3
MAJIb
B.B5PAYH
10% E

pO34uH A5 iHQY3il;
no 500 mny
donakoHi; no 10
NakoHiB y
KapTOHHIlA KopooLi

B. BpayH
Menb3yHr
eH Al

HimeyunH
a

B1po6HMLTBO,
nepBuHHA Ta
BTOPUHHA
ynakoBka, BUMYyCcK
cepii: b. bpayH
Menb3yHreH Al
HimeuuunHa;

KoHTponb cepii: b.

BpayH
Menb3yHreH Al ,
HimeyuunHa

HimeyunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
TexHi4yHa nomwuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpasneHo TeXHIYHY MOMUKY
B TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby y
n. 17. «IHWE», a came: BUAa/IEHHA TEKCTOBOIO
Onuncy 3a3HayYeHHs OAMHULIb BUMIPIOBAHHS B CUCTEMI
Sl, ockinbku Takuii onvc € gy6oBaHHAM iHopmaLi
Ta «ml» i «g» 3a3HayeHi y TEKCTi MapKyBaHHS.
3a3HayeHe BMMNpaB/ieHHA BiAMNoBigae apxiBHUM
marepianam peecTpauiiHoro foChbe.

3a
peyenmom

UA/13161/01/01

AHANbLIOAE
KC

PO3YMH A8 iH'eKUI
25 Mr/mnno 2 mn B
amnyni, no 5 amnyn
Y KOHTYPHIlA
ynakosui, no 1
KOHTYpHIli ynakoBLi
Y KAPTOHHIA Kopobui

Crepun-
[xeH
Naiicp

CaileHcus

() N,

IHgis

Crepun-xeH
Naiid CaiteHcus
(m nira

IHais

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW
| TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHn [0
y3arasibHeHnX AaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTeMy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 32 34iICHEHHS hapMakoHarnsaay;

3a
peyenmom

UA/19104/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BkIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y po3MilLleHHi MacTep-
(haiina cuctemu cpapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoOBigaIbHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
LLnHkapeHko togmuna tOpiiBHa. MNponoHosaHa
pefakuist: IBaHMUbKUiA AHAPIR BacunboBuy. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a thapmakoHarnisg B YkpaiHi

10.

AHATEPO

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO 1 Mr
no 10 Tabnetok y
6nictepi; no 1 abo
no 3 6nictepu B
KOpOO6Lii 3 KapTOHY

Fetepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BOHA
BiIMiHHa Bif YNOBHOBaXEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BignoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuuy. MNMponoHoBaHa pegakuis:
TonokeBuy Bonogymup HOpiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YKpaiHi.

3a
peyenmom

UA/14189/01/01

11.

APTOKCAH

niodinizat ans
pO34nHy Ans

iH ekt no 20 mr; 3
onakoHu 3
niogpinizatom gns
pO3unHy A5 iH ek
Y KOMMJ/IeKTi 3 3
amnynamm
pO34MHHMKa (BoAa
Ons iH'exuiin) y
KOHTYPHIl
YapyHKOBIN
ynakosui; 1
KOHTYpHa YapyHkoBa
ynakoBka y

TOB
“YOPJI]
MEANLA

YKpaiHa

Medbap Inau CaH.
ALl

TypeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu
| TMNy - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons BUXigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCH Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
HOBOro BMPO6HMKa (3amMiHa abo JOMOBHEHHS)
BBE/IeHHS HOBOTO BYPOGHMKA Ajt040i PEeHOBUHM
Tenoxicam ZHEJIANG HENGKANG
PHARMACEUTICAL CO., LTD., Kutaii B sikoro

3a
peyenmom

UA/16802/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KopoobLi

HasBHUI CepTudikaT BigNoBiAHOCTI €EBpoONeNnchkii
hapmakonei Ne R1-CEP 2011-331 - Rev 02 (3amiHa
Bnpo6Huka EDMOND PHARMA S.R.L., ITanis).
3MmiHu | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKNi
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
(BKNtovaroun agianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
MOPIBHSIHO i3 3aTBEPAXEHUM PO3MiIPOM) 36i/bLUEHHS
pO3Mmipy cepii roToBoro MikapcbKoro 3acoby
niodpinizaTy 4719 PO34nHy ANS iH'EKLiN 3aTBEpAKEHO:
25 n (26 316 chnakoHiB) 3anponoHosaHo: 25 1 (26
316 chnakoHiB), 98 11 (103 157 donakoHiB). 3MiHu |
TMMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOGHMLTBI. 3MiHa po3mipy cepii
(Brntovaroun aianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
MOPIBHSIHO i3 3aTBEPAXEHUM PO3MiIPOM) 36iMbLUEHHS
po3Mipy cepii po34nHHUKA (Boda ANS iH'EKLN), WO
BXOAMTb A0 CK1ady roToBOrO /iKapCbKoro 3acoby
3aTtBepmkeHo: 200 n (93023 amnyr)
3anponoHosaHo: 200 n (93023 amnyn), 225 n
(104651 amnyn).

12.

ACTEP

Tabnetky no 500
Mr/65 mr; no 10
TabneTok y 6nictepi;
no 1, a6o no 2, a6o
no 3 6nictepu B
nadui; no 12
Tabnetok y 6nictepi;
no 1, a6o no 2
6nicTepu B navw,i

AT
"®apmak”

YKpaiHa

CaHeka
dapmacbioTikan3
AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHa
3asBHuKa J13 (MIBIM) (BnacHuka peecTpauiinHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460): TepMiH BBEAEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepkeHHsA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[JaHux nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOIT 3a
3[jiCHEeHHsT hapmakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6M, BigNoBigaNbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkIoyYakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBigabHOT 3a
hapmakoHarnsag. fitoya pegakuis: 1BaH Kimnpiy /
lvan Cimprich. MNponoHoBaHa pegakuisi: Kopaepo
lannHa AHApiiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
thapmakoHarnsg. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLsa 3AiiCHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy. 3mibu | Tuny - 3mibun woao

3a
peyenmom

UA/16604/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) 3MiHW BHECEHO [0 TEKCTY MapKyBaHHs
NepBUHHOT YNakoBKMW MikapcbKoro 3acoby B n. 6.
«|HLWE» Ta A0 TEKCTY MapKyBaHHA BTOPUHHOI
ynakosku B n.3. «MEPEIK JOMNMOMDKHUX
PEYOBWH», n. 12. <cHOMEP PEECTPAL|IHOIO
MOCBIAYEHHSA», n. 16. «IHOPOPMALIA, AKA
HAHOCUTBLCSH WWPNGTOM BPAANA», n. 17.
«|HLWE». TepmiH BBEAEHHA 3MiH NPOTArOM 6 MicsL,iB
nicns 3aTBepAKEHHS.
13. | ATOMOKCWH | kancynu TBepgi, no TOB Ykpaina BMPOOHULITBO, Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18978/01/02
® 18 mr no 7 kancyny "ACIHO nakyBaHHs, TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
6nicTepi; no 1 abo YKPAIHA" KOHTPO/Ib SKOCTI 23.07.2015 Ne 460). BunpaBrieHHst TEXHIYHKX
no 2 6nictepu B Ta BUNycK cepii NOMUNOK 3rigHo n.2.4. po3gainy VI Hakasy MO3
KapTOHHIM nauui nikapcbKkoro Ykpainm Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
3acoby: MO3 Ykpainu Big 23.07.2015 p Ne 460), AonyLLEeHMX
®APMATEH npu noBeeHHi npoueaypu peectpauii (P
IHTEPHELIHA NeUA/18978/01/01; 01/02/; 01/03; 01/04; Hakas3
C.A., lpeuis; MO3 Ykpainu Big 07.10.2021 p Ne2174) B
nakyBaHHs, cneumdikavii Ha BUNyCK Ta Ha TEPMIH NPUAATHOCTI
KOHTPO/Ib SKOCTI Ta B MeTogax KoHTposto B MKA 3a nokasHuKoM
Ta BUMycK cepii «Onuc» - NOMUIKOBO TPaHC/TiITEPOBAHO YKPATHCLKO
nikapcbKkoro MOBOIO HaNMMC «mMg», WO 3HAYUTLCA Ha Kopnyci
3acoby: Kancynum natuHuueto, Lo 3asHadveHo B p.3.2.P.5.1.
®APMATEH C.A., Specification (s) - 3aTBepgxeHo: (Mr);
peuis 3anponoHoBaHo: (Mg). TEeXHIYHY NOMUSIKY
BMMPaB/IEHO B iHCTPYKLi 415 Mef04YHOro
3aCTOCYBaHHS NiKapCcbKOro 3acoby y po3aini
"Nikapcbka dhopmMa” (OCHOBHI i3NKO-XiMiYHi
B/1ACTMBOCTI). 3a3HayeHi BUNpPaBieHHA
BiANOBIAAOTL MaTepiasiam peecTpaviiiHoro AoCbE,
SKi 3HAXOAATLCA B apXiBi.
14. | ATOMOKCWH | kancynu TBepgi, no TOB Ykpaina BMPOBHULITBO, Ipeuis BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis: 3a - UA/18978/01/03
® 25 Mr no 7 kancyny "ACIHO nakyBaHHs, TexHiyHa nomwuska (3rigHo Hakasy MOS3 Bif peyenmom
6nictepi; no 1 abo YKPAIHA" KOHTPOb AKOCTI 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHMX

no 2 6nictepu B
KapTOHHI navw,i

Ta BuUnyck cepii
nikapcbKkoro
3acoby:
®APMATEH
IHTEPHELUHN
C.A,, lpeuis;
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BMNycK cepii
nikapcbKkoro

NMOMWIOK 3rigHo n.2.4. po3giny VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460), fonyLieHnx

npu noBeAeHHI npoueaypu peectpadii (P
NeUA/18978/01/01; 01/02/; 01/03; 01/04; Haka3
MO3 Ykpaiuu Big 07.10.2021 p Ne2174) B
cneundikauii Ha BUNYCK Ta Ha TEPMIH NPUMAATHOCTI

Ta B MeTofax KoHTposto B MKA 3a nokasHuKoM
«Onue» - NOMUIKOBO TPaHC/ITEPOBAHO YKPATHCLKOI

MOBOI HanMc «mMg», L0 3HAYUTBLCS Ha KOpnyci

3acoby: Kancynu natuHuueto, LWo 3asHadveHo B p.3.2.P.5.1.
PAPMATEH C.A., Specification (s) - 3aTBepAXEHO: (Mr);
pevis 3anponoHoBaHo: (Mg). TexHi4YHy NOMUKY
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BUNPAaB/IEHO B IHCTPYKLT 415 MELOYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3aini
"Nikapcbka dropma” (0CHOBHI (hi3nKo-XiMiuHi
B/1ACTMBOCTI). 3a3HayeHi BUNpPaBieHHS
BiANOBIAATL MaTepiasiaM peecTpaviiiHoro AoCkE,
AKi 3HaXoAATbCA B apXisi.
15. | ATOMOKCWH | kancynu TBepgi, no TOB YkpaiHa BMPOBHMLITBO, Ipeuis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18978/01/04
® 40 Mr no 7 kancyny "ACIHO nakyBaHHs, TexHi4yHa nomwuska (3rigHo Hakasy MOS3 Bifg peyernmom
6nictepi; no 1 a6o YKPAIHA" KOHTPOSIb SIKOCTIi 23.07.2015 Ne 460). BunpasBieHHst TEXHIYHUX
no 2 6nictepu B Ta BUNycK cepii NMOMWJ/IOK 3rigHo n.2.4. po3giny VI Hakazy MO3
KapTOHHI navui nikapcbkoro Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
3acoby: MO3 Ykpainu Big 23.07.2015 p Ne 460), AonyLieHnx
®APMATEH npu NoBeAgeHHI npoueaypy peectpauii (P
IHTEPHELUHN NeUA/18978/01/01; 01/02/; 01/03; 01/04; Hakas
C.A., Ipeuis; MO3 Ykpainu Big 07.10.2021 p Ne2174) B
nakyBaHHs1, cneundoikauii Ha BUNYCK Ta Ha TEPMIH NPUAATHOCTI
KOHTPO/b AKOCTI Ta B MeToAax KOHTponto B MKA 3a nokasHUKom
Ta BuUnyck cepii «Onue» - NOMUIKOBO TPaHC/ITEPOBAHO YKPATHCHKO
NikapcbKoro MOBOIO HaMMC «mMg», L0 3HAYUTLCA Ha KOpnyCi
3acoby: Kancynu natuHuuer, Lo 3asHayeHo B p.3.2.P.5.1.
®APMATEH C.A., Specification (s) - 3aTBepgxeHo: (Mr);
pewis 3anponoHoBaHo: (Mg). TEXHIYHY NOMUSIKY
BUNPAaB/IEHO B IHCTPYKLT 415 Mef0YHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3gini
"Nikapcbka dropma” (OCHOBHI hi3nKo-XiMiYHi
BNaCTUBOCTI). 3a3HaueHi BUNpasieHHs
Bi4NoBigalTb MaTepianam peecTpaLiiHoro focke,
SIKi 3HAXOASATLCA B apXiBi.
16. | ATOMOKCWH | kancynwu TBepai, no TOB Ykpaina BMPOBHULITBO, Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/18978/01/01
® 10 mMr no 7 kancyny "ACIHO nakyBaHHs, TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
6nicTepi; no 1 YKPAIHA" KOHTPO/b AKOCTI 23.07.2015 Ne 460). BunpassieHHA TEXHIYHUX

6nictepy B
KapTOHHIW nayu,i

Ta BMNycK cepii
nikapcbKkoro
3acoby:
SAPMATEH
IHTEPHELUHAN
C.A,, lpeuis;
nakyBaHHs1,
KOHTPO/b SAKOCTI
Ta BUNycK cepil
nikapcbkoro
3acoby:
®APMATEH C.A.,
Mpeuis

NOMUNOK 3rigHo n.2.4. po3gainy VI Hakasy MO3
YkpaiHu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460), fonyLeHnx

npu noBeAeHHi npoueaypu peectpauii (P
NeUA/18978/01/01; 01/02/; 01/03; 01/04; Hakas
MOS3 Ykpaiuu Big 07.10.2021 p Ne2174) B
cneumdikayii Ha BUNycK Ta Ha TEPMIH NPUAATHOCTI

Ta B MeTofax KoHTposto B MKHA 3a nokasHukom
«Onne» - NOMWIKOBO TPaHCNITEPOBAHO YKPATHCHKO

MOBOIO HaNMMC «Mg», L0 3HAYUTLCA Ha Kopnyci

Kancynu natuHuLero, LWo 3a3HayeHo B p.3.2.P.5.1.
Specification (s) - 3aTBepKeHO: (Mr);
3anponoHoBaHo: (Mg). TEeXHIYHY NOMUSIKY
BMMPaB/IEHO B iHCTPYKLii 415 Mef04YHOro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3aini
"Nikapcbka doopmMa” (OCHOBHI i3NKO-XiMiYHi
B/1ACTMBOCTI). 3a3HayeHi BUNpPaBAeHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBIAAOTbL MaTepiasiam peecTpaLiiiHoro A0CbE,
AKi 3HAXOAATLCA B apXiBi.
17. | ATOPBACTA | Tabnetku, BKpuUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/15437/01/01
TUH- obonoHkoto, no 10 "®apmaue "®dapmavueBTUYHa | TNy - 3MiHK 3 AkocTi. CepTudikart peyenmom
AAPHULA Mmr; no 10 TabneTok BTUYHA thipma "dapHnus” BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
Y KOHTYPHIiA hipma €Bponelicbkili hapmakonei/moHorpadii. MogaHHs
YapyHKOBIl "NapHuus” HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI

ynakosLi; no 3
KOHTYPHI YapyHKOBI
ynakoBKM y nauLii; no
14 TabneTok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNnaKkoBKM y naui

abo BUNy4YeHHs cepTudpikata BignosigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOoro BUpobHuKa -
NnoAaHHA OHOBMIEHOro cepTudiikaTy BiANOBIAHOCTI
€ ans A®| ATopBacTaTyviH KaslbLilo Bif, BXe
3aTBepAXeHoro Bupo6Huka Biocon Limited, India,
CEP NeR1 2011-009-Rev 03 (3aTBepgxeHo: CEP
NeR1- 2011-009-Rev 02); 3miHu | Tuny - 3miHK 3
AKOCTi. A®I. KoHTposib A®L. 3MiHa y napameTpax
crneundikayiii Ta/abo 4ONYCTUMUX MEX, BU3HAYEHUX
y cneyudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA ADI (iHLLI 3MiHW)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
MeTodax BunpobysaHHA A®l abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs) A®| abo
BUXIAHOIO/NPOMIXHOr0 NPOAYKTY) - BHECEHHS 3MiH B
cneumgikaLito Ta MeTog KoHTposito AdD| BUpobHUKa
N3 3a nokasHukom «CynpoBigHi gomiwku» (DY,
2.2.29, metog BEPX) BignosigHO 0o MaTepianis
BMpo6HuKa APl Ta moHorpadii «Atorvastatin
calcium» €®; 3miHu | Tuny - 3miHK 3 skocTi. ADI.
KoHTposnb A®L. 3miHa y napameTpax crneumdikawii
Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y
cneuudikauisx Ha A®l, abo BYXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA ADI (iHLLI 3MiHW)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
MeTodax BunpobysaHHA A®l abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM y MeTogax BUNPobyBaHHA (BKIO4a0YM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3amMiHy abo gonoBHeHHs1) A®| abo
BUXIAHOrO/NPOMIXHOr0O NPOAYKTY) - akTyanizauis
po3ginis 3.2.S.4.1.Cneuundikauis Ta
3.2.5.4.2. AHaniTN4Hi METOAMKMN Ha A4y PeYOBUHY
ATopBacTaTVH KasbLito y BUpobHuka N3 3a
nokasHukamm «Onue», «PO3UNHHICTb»,
«laeHTudikauis», «EHaHTioOMepHa uncToTa»,
«Bopa», «KinbKicHe BU3HAUYEHHS», Y 3BA3KY i3
npuBeLeHHsM X Y BiNoBIgHICTb [0 BUMOT
mMarepianis BUpO6HMKa Ta MoHorpadii «Atorvastatin
calcium» €®; 3miHu | TUNy - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiaay/npomibkHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea AP (iHWi 3MiHK Yy MeToAax
BMNpPo6YyBaHHSA (BK/TKOYaoumn 3amiHy abo
[0noBHEHHS) AP abo BUXIAHOTO/NPOMIXHOro
NPOAYKTY)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikaLii Ta/abo JONyCTUMMX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMIDKHUIA NpOAYKT/peareHxT, Lo
BVIKOPVCTOBYIOTbCSA Y NpoLeci BUpobHuutea API
(iHWi 3miHW) - aKkTyasisauisa po3ginis
3.2.S.4.1.Cneumndikauia Ta 3.2.S.4.2. AHaNiTUYHi
METOAMKM Ha fjtody peqyoBuHY ATopBacTaTvH
KanbLjto y BUpobHuka 13 3a nokasHUkoMm «Hatpiii»,
a came 3amiHa MeToAy aTOMHO-abCcopOLiiHOI
cnektpodoTomeTpil (APY, 2.2.23) Ha aTOMHO-
€MICiliHy CNeKTPOMETPIlo 3 IHAYKTUBHO 3B’3aHOM0
nnasmoto (APY, 2.2.57), 3 ypaxyBaHHSAM
pe3ynbTaTiB Basigavii aHaliTM4HOI MeToanKN; 3MiHN
| Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3acib.
KOHTPO/b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo 4oNyCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHW)
CynyTHA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro
3ac06y (He3HayHa 3MiHa y 3aTBepKeHX meTogax
BMMPOGYBaHHS) - BHECEHHSA HE3HAYHUX 3MiH B
cneumaikauito Ta MeTog KoHTponto 13 3a
NnokKasHNKoMm «Mikpo6ionoriyHa YicToTa», a came
3aMiHa nocunaHHa Ha meTof 3 «FPY 1.4, 2.6.12N,
2.6.13,5.1.4.» Ha «€®P, 2.6.12, 2.6.13, 5.1.4.» Ta
iHWi He3HaYHi pefakuiliHi npaBku; 3MiHu | TNy -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO SiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/I0HYAKUN 3aMiHY
a60 [ONOBHEHHS)) - BHECEHHS 3MiH B MeTOAM
KOHTponto 13 3a nokasHukamu «KinbkicHe
BM3HaueHHs» (APY, 2.2.29) Ta «CynpoBigHi
OoMilwkm» (APY, 2.2.29), a came 3aMiHa Ha
aKTyaslbHi CTaHAapTHi 3pasku. BHacnifok uporo,
OHOBJ/IEeHHS B N.3.2.P.6. CTaHgapTHI 3pa3ku Ta
npenapartu
18. | ATOPBACTA | Tabnetku, BKpuUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 3a - UA/15437/01/02
TUH- obonoHkoto, no 20 "®apmaue "®apmavueBTUYHa | TNy - 3MiHKW 3 AkocTi. CepTudikart peyenmom
AAPHULA Mmr; no 10 TabneTok BTUYHA thipma "dapHnus” BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
Y KOHTYPHIWA hipma €Bponelicbkili hapmakonei/moHorpadii. MogaHHs
YapyHKOBIl "NapHnus” HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI

ynakosLi; no 3
KOHTYPHI YapyHKOBI
ynakoBKM y nauii; no
14 TabneTok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKM y naui

abo BUNy4YeHHs cepTudpikara BignosigHOCTI
€poneiicbkili hapmakonei: gns A®l; ons BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[,0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHUKa -
NnoAaHHA OHOBMIEHOro cepTudiikaTy BiAMNOBIAHOCTI
€ ans A®| ATopBacTaTyviH KaslbLjlo Bif, BXe
3aTBepAXeHoro BMpo6Huka Biocon Limited, India,
CEP NeR1 2011-009-Rev 03 (3aTBepgxeHo: CEP
NeR1- 2011-009-Rev 02); 3miHu | Tuny - 3miHK 3
AKOCTi. A®I. KoHTposib A®L. 3MiHa y napameTpax
crneundikayiii Ta/abo 4ONYCTUMUX MEX, BU3HAYEHUX
y cneyudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA ADI (iHLLI 3MiHW)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
mMeTodax BunpobysaHHA A®l abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM y MeTogax BUNPobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs) A®| abo
BUXIAHOIO/NPOMIXHOr0 NPOAYKTY) - BHECEHHS 3MiH B
cneumgikaLito Ta MeTog KoHTposito AdD| BUpobHUKa
N3 3a nokasHukom «CynpoBigHi gomiwku» (DY,
2.2.29, meToa BEPX) BignosigHO 0o MaTepianis
BMpo6HuKa APl Ta moHorpadii «Atorvastatin
calcium» €®; 3miHu | Tuny - 3miHK 3 skocTi. ADI.
KoHTposnb A®L. 3miHa y napameTpax crneumdikawii
Ta/abo foNyCTUMMNX MEX, BUSHAUEHUX Y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

cneuudikauisx Ha A®l, abo BYXigHWIA/MPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA ADI (iHLLI 3MiHW)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb A®l. 3miHa y
mMeTofdax BunpobysaHHA A®l abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(iHWi 3MiHM y MeTogax BUNPobyBaHHA (BKIOYa0UM
3amiHy abo fJonoBHeHHs1) A®| abo
BUXIAHOrO/NPOMIXHOr0O NPOAYKTY) - akTyanizauis
po3ginis 3.2.S.4.1.Cneuundikauis Ta
3.2.S.4.2.AHaniTN4Hi METOAMKMN Ha Ailovy Pe4OBUHY
ATopBacTaTVH KasnbLito y BUpobHuka N3 3a
nokasHukamm «Onue», «PO3UNHHICTb»,
«laeHTudikauis», «EHaHTioOMepHa uncToTa»,
«Bopa», «KinbkicHe BU3HAUYeHHs», Y 3BA3KY i3
npuBeLeHHsM X Y BiNoBIgHICTb [0 BUMOT
mMarepianis BUpo6HMKa Ta MoHorpadii «Atorvastatin
calcium» €®; 3miHu | TUNy - 3MiHW 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea AP (iHWi 3MiHM y MeToAax
BMNpPOo6YBaHHSA (BK/TKOYaoumM 3amiHy abo
[0noBHEHHS) AP abo BUXIAHOTO/NPOMIXHOro
NPOAYKTY)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikaLii Ta/abo JONyCTUMMX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMIDKHUIA NpOAYKT/peareHxT, Lo
BVIKOPVCTOBYIOTbCSA Y NpoLeci BupobHuutea API
(iHWi 3miHW) - aKkTyasisauisa po3ginis
3.2.S.4.1.Cneumndikauia Ta 3.2.S.4.2. AHaNiTUYHi
METOAMKM Ha fjtody peqyoBuHY ATopBacTaTvH
KanbLjto y BUpobHuka 13 3a nokasHUkoMm «Hatpiii»,
a came 3amiHa MeToAy aTOMHO-abCcopOLiiHOI
cnektpodoTomeTpil (APY, 2.2.23) Ha aTOMHO-
€MICiliHy CNeKTPOMETPIlo 3 IHAYKTUBHO 3B’3aHOM0
nnasmoto (APY, 2.2.57), 3 ypaxyBaHHSAM
pe3ynbTaTiB Basigavii aHaliTM4HOI MeToanKN; 3MiHN
| Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo 4ONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHW)
CynyTHA 3MiHa

- 3MiHK 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeTogax BUNpobyBaHHA rOTOBOTO /iKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHnX metogax
BMMPOGYBaHHS) - BHECEHHSA HE3HAYHUX 3MiH B
cneumaikauito Ta MeTog KoHTponto M3 3a
NnokKasHNKoM «Mikpo6ionoriyHa YicToTa», a came
3aMiHa nocunaHHa Ha meTof 3 «FPY 1.4, 2.6.12N,
2.6.13,5.1.4.» Ha «€®P, 2.6.12, 2.6.13, 5.1.4.» Ta
iHLWi He3HaYHi pefakuiliiHi npaBku; 3MiHu | TNy -
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO SiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/I0HYAKUN 3aMiHY
a60 [ONOBHEHHS)) - BHECEHHS 3MiH B MEeTOAM
KOHTponto 13 3a nokasHukamu «KinbkicHe
BM3HaueHHs» (JPY, 2.2.29) Ta «CynpoBigHi
OoMiwkm» (APY, 2.2.29), a came 3aMiHa Ha
aKTyaslbHi CTaHAapTHi 3pasku. BHacnifok uporo,
OHOBJ/IEeHHS B N.3.2.P.6. CTaHgapTHI 3pa3ku Ta
npenapartu

19.

BAMPE

kancynu no 150 wr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

etepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu
| TNy - 3miHK Woao 6e3neku/edhekTNBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3MiHn o
y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MiILLEHHI MacTep-
thaiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BigNOBIgaIbHOI 3a
thapmakoHarnag B YkpaiHi. [itoua pegakuia: Hypies
EnpaHi3z Animosuny. MponoHoBaHa pefakLis:
Tonokesuny Bonogymup HOpiiioeny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBIAA/ILHOI 32 hapmakoHarnsag B YkpaiHi

3a
peyerimom

UA/19101/01/02

20.

BAMPE

kancynu no 300 wmr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

etepo
Na63
Nimiten

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| TNy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn o
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 3a 34iICHEHHA hapMakoHarnsay;

3a
peyerimom

UA/19101/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BkIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y po3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaIbHOI 3a
thapmakoHarnag B YkpaiHi. [itoua pegakuia: Hypies
EnpaHi3z Animosuy. MponoHoBaHa pefakLis:
Tonokesuny Bonogymup HOpiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi

21.

BAMPE

Kancynm no 75 mr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

etepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3araslbHeHnX faHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapMakoHarnsgy, amMiHa ynoBHoOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iCHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag B YkpaiHi. [itoua pegakuia: Hypies
EnpaHisz Animosuy. MponoHoBaHa pefakLis:
Tonokesuny Bonogymup HOpiiioeny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBIAA/ILHOI 32 hapmakoHarnsg B YkpaiHi

3a
peyerimom

UA/19101/01/01

22,

BENOCANIK
JIOCbOH

PO3UMH HaLLKIpHWIA
no 50 mn a6o no
100 mn 'y chnakoHi-
KpanesnbHuui; no 1
donakony y
KapTOHHI nayuj; no
20 mn, abo no 50
mn, abo no 100 mny

Benyno,
Nikn Ta
KOoCMeTuKa

, 8.4,

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Xopsaris

BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN
| TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 dhapmakoHarnagy 3assHuKa gns

donakoHi 3 3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
MeXaHiYHUM BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
NOMMNOBUM 3a 3[iiCHEHHA thapmakoHarnsgy (BKIovaoum
po3nuatBayem; no KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
1 donakoHy y dhaiina cuctemu papmakoHarasay) - 3miHa

3a
peyerimom

UA/10872/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KapTOHHI navu,i

YMOBHOB&XEHOI 0C06YM 3aABHWKa, BigNoBiganbHOI 3a
hapmakoHarnsg.

[Litoua pepakuis: TeTsiHa Alixnep AypeTek / Tatjana
Ajhler Duretek MD., MSc. lMponoHoBaHa pegakuisi:
BiwHa Hakiy / Visnja Nakic.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBigasbHOI 3a papMakoHarnsg

23.

BEH3UNAUM
ETWN[3-
(MIPICTOINA
MIHO)MPONI
NJAMOHIIO
Xnopug,
MOHOTIIPA
T

MOPOLLOK
(cybeTaHuis) y
6aHKax nonfiMmepHux
ans
thapmaueBTUYHOro
3aCTOCYBaHHS

KHBMTI
"ICHA"

YKpaiHa

TOB "BAJIAPTIH
PAPMA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y
napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX,
BM3HauYeHux y cneyudcpikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/pearexT, Wwo
BVIKOPVICTOBYIOTBCS Y Npoveci BupobHuutea Ad|
(iHLWi 3MiHW)
3miHn fo crneumdikayii BXi4HOT CMPOBUHK
BeHsunammeTun[3-(mipictoinamiHo)nponinjamoHito
X/T0PUL, MOHOTIAPAT: NOKa3HUK «OnNnc»
(3aTBepmxeHo: «binuit kpucTaniyHnii NOpoLLOoK, 6e3
3anaxy», 3anpornoHoBaHo: «KpucTaniuyHuii MOpPOLLOK
6inoro abo Maibxe 6inoro KosboOpPy», NOKA3HUK
«PO3UnHHICTb» (3aTBEPMAKEHO: JIErKO PO3UNHHWIA Y
Bogi P, oyxe nerko po3umHHuiA y 96 % etaHoni P Ta
xnopodopmi P», 3anponoHoBaHo: «J1erko
PO34MHHWI y BOAj P, 96 % eTaHoni P Ta
xnopodpopmMi P», nokasHuk «KisibkicHe BU3HaYEHHS»
(3anponoHoBaHoO: nepepaxyHoK Ha 6e3BoAHY
PEYOBUHY), & TAKOX B METOAAX KOHTPOJIO SKOCTI
BHOCATbCS pO3paxyHKOBi hopMynu Ansi 06paxyHKy
AK BMICTY KpUCTasiuHOi hopmu Tak i BMICTY
MOHorigpaTy, 6e3 3miH y MeToauLi.

UA/19931/01/01

24.

BEHTEPO

niodinizat ans
PO34UHY ANs iH'eKUl
no 25 mr no 1 a6o
10 dhnakoHis 3
niogpinizatom B
KapTOHHI KopoobLi

etepo
Na63
Nimiteq

IHAjA

leTepo /1a63
Nimiten

IHAjia

BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu
| TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araJlbHeHNX AaHnx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO CUCTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsaay 3asBHuKa Ans
3[jiCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHA Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXKEHOT 0COOU 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BiANoBigabHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuy. MNponoHoBaHa pegakuis:

3a
peyenmom

UA/15774/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

TonokeBuny Bonogymup HOpiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBIAa/IbHOI 3a (hapmakoHarnisg B YkpaiHi

25.

BEHTEPO

niodpinizat gns
pO34nHY AN iH'eKUl
no 100 mr no 1 a6o
10 chnakoHiB 3
niogpinizatom B
KapTOHHI Kopoobui

Fetepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuuy. MNMponoHoBaHa pegakuis:
TonokeBuny Bonogymup HOpiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBiAa/IbHOI 3a thapmakoHarnisg B YkpaiHi

3a
peyenmom

UA/15774/01/02

26.

BETNIBEH®

Kpem 0,05 % no 251
a6o 100 r y Ty6i; no
1 Ty6i B KAPTOHHIl
Kopoobui

AppaH-
[aneHcbku
n
Na6opaTto

pinn o.4.

Xopsaris

AppaH-
FaneHcbkuii

Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu
| Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
PO3Mipy yNakoBKu roTOBOrO /liKapCbKoro 3acoby
(3miHa macu/06'emMy BMICTY KOHTelHepa
6araTto030BOro NikapcbKoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHsA (abo
O[IHOA,030BOr0, YaCTKOBOTO BUKOPUCTAHHS))
BBE/leHHA A0AAaTKOBOI yNakoBKW, a caMe HoBe
thacyBaHHs kpemy no 100 ry Ty6i (aluminum tube
with polypropylene cap (PP)), 3 BignosigHumu
3MiHamn y p. «YnakoBka» MKA 13. 3MiHn BHeCEHI B
HCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "Ynakoska" 3
BIANOBIAHUMY 3MiHAMY B TEKCTI MapKyBaHHS
ynakoBok. 3MiHu | TUny - 3MiHK 3 SKocCTi. [oTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y
NepBUHHI yNakoBLji rOTOBOrO JlikapCbKoro 3acoby
(siKicHWIA Ta KinbKicHWI cknag) - M'siki Ta
HecTepw/bHi piaki nikapcbki hopmu - 3MiHa
KiNIbKiCHOrO Ta SIKICHOrO Ccknagy 3aKynoproBasibHOro
3acoby Ans anoMiHEBOI Ty6u Mo 25 1 kpemy, a came
BBOAUTLCA 100 % nonietuneHosmin (HDPE)

3a
peyenmom

UA/14119/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOBMa4yoK 3amiCTb NONepeaHbO 3aTBEPAXKEHOIO
KoBMauka, Lo cknagascs 3 60 % nonietnneHy
(HDPE) 12 40 % noninponineny (PP).
27. | BIO®/TIOPAK cupon 670 mr/mn; no | Toapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/12878/01/01
Cc 100 mn a6o 200 mn BO 3 06MEeXeHO | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
y thnakoHi; no 1 06MexeHo BiANOBIA&NbHICTIO thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
chnakoHy pasom i3 10 "XapkiBCbke niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
NiNeTKo [03YH40I0 Bignosiga hapmaueBTUyHe IHCTPYKUIT AN Me4UYHOro 3aCTOCYBaHHSA
Y KOpOO6LU,j 3 KApPTOHY NBHICTIO nigNpPUEMCTBO reHepUYHNX/TiBPUAHNX/6IONOAIGHNX NiKaPCbKMX
«®dapmaue "300poB's 3aco6iB nicnsi BHECEHHS TiET caMoi 3MiHW Ha
BTUYHA Hapogay", YkpaiHa pedhepeHTHWI npenapaT (3MiHa He NoTpebye
KOMMaHis (dhacyBaHHs i3 "in HaZiaHHs XOAHMX HOBUX [0AaTKOBUX faHUX) 3MiHM
«300poB’a bulk" chipmun BHeCeHi [0 IHCTPyKLii 415 MeAUYHOro 3aCTOCyBaHHS
» "Fresenius Kabi nikapcbKoro 3acoby fo posginis: "Cknag”
Austria GmbH", (peparyBaHHs), "dapmakonoriyHi BnactnsocTi",
ABCTpist) "B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAan B3aemogiin”, "Oco6nBOCTi 3aCTOCyBaHHA"
, "3acTocyBaHHs y nepio BariTHOCTi abo rogyBaHHA
rpyaAar”, "34aTHiCTb BN/IMBATY Ha LUBUAKICTb peakwi
npu KepyBaHHi aBTOTPaHCNOPTOM a60 iHWMMK
MexaHismamu', "Cnoci6 3actocyBaHHs Ta fo3un",
"fitn", "Mepepo3yBaHHs", "Mob6iuHI peakwyii"
BiANOBIAHO [0 iHhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Aydanak®, cupon). BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBEpAKEHHS.
3MiHM | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHn) OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPKEHHS.
28. | BOPAKCAH NopOLLOK My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN - - UA/15093/01/01
(cybeTaHuin) B akuioHepH akuioHepHe | TMny - 3miHn 3 AkocTi. APl KoHTponb APl 3miHa y
nnswkax 3 NMNET® e TOBapuCTBO napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
ona TOBapuUCTB "HaykoBo- BM3HA4YeHNX Yy cneyudikauisx Ha Adl, abo
hapMaLeBTUYHOIO o] BMPOGHWYNIA BVXiAHWIA/NPOMIDKHWIA NpOAYKT/pearexT, Lo
3aCTOCYyBaHHA "HaykoBo- LeHTp BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea AdI
BMPOGHMY "BopLyariBcbkuii (iHLWi 3MiHW)
niA LEeHTp XimiKo- BHECEHHS 3MiHM B cnevumdikayii g5 KOHTPOo
"Bopuuaris hapmaueBTUYHNI NPOMIXXHOro NPoAyKTy «bopakcaH, MOpPOLLIOK
CbKUi 3aBog" (cybeTaHuisn) ana dhapmaueBTUYHOro
XiMiKo- 3aCTOCyBaHHs», a caMme BBEAEHHS NepiognyHoCTi
thapmavues KOHTPO/IH0 NPOMDKHOTO MPOAYKTY 3@ NMOKa3HNKOM
TUYHWIA «3a/IMLLKOBI PO3YMHHUKW: €TaHOM» (* KOHTPO/b
3asof” nepLLoi Ta KOXHOI AeCAToi cepii poKy), Ha OCHOBI

CTaTUCTUYHUX AAHUX, & TaKOX NPUBELEHHS Ha3BU

NnokasHuka SIKOCTi A0 Aitumx sumor €O/APY. 3MiHu |

TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeNichKii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'a3aHa 3i 3MiHaMu B
LY, abo EBponeiickkiil hapmakonei, abo iHLLil
HaujoHanbHili hapmakonei gepxasu €C)
[ONOBHEHHSA cnevmdikalil Ta MeTOAB KOHTPO/O
SKOCTi NiKapCbKOro 3acoby NOKa3HWKOM «3asINLLIKOBI
PO3YMHHWKM: €TaHOM» (* KOHTPOJIb MEPLLIOT Ta KOXHOT
[EeCATOI cepil poky, pe3ynbTaTr KOHTPO/I0
3apaxoByeTbCA 3rigHO Cneundikauii 4N KOHTPONO
NPOMDKHWNX NPOAYKTIB) 3 BiANOBIAHM METOAOM
BMNpOGYBaHb BigMnoBigHO Ao EP/ADY, 5.4.

29.

BPU30TOH®

Kpanni o4Hi, o 5 mn
y hnakoHi, no 1
dhnakoHy B nauui

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHu
| Tuny - AgMiHiCTpaTVBHI 3MiHW. BunyyeHHs
BMPOOHUYOI AiNbHULI (BKNOHAKOUM AiNbHULI ANs
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
nikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BUPOOGHMKa, BiNOBiAaIbHOrO 3a BUNYCK
cepili, MicLe NPOBeAEHHST KOHTPOO cepii) abo
nocTavasibHvKa BUXiQHOTO MaTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE)
[aHa 3miHa 3asBneHa y 3B’A3Ky i3 BUTYyYEHHAM
AinbHuuUi BUpo6bHunyTBa A®I TMOnony manear Sicor
- Societa Italiana Corticosteroidi SLR, Italy.

3a
peyerimom

UA/17723/01/01

30.

BPU/bSIHTO
BUA
3ENEHNIA

po34nH Ans
30BHiLLHLOrO
3aCTOCYBaHHSA
cnupTtoBuii 1 %; no
15 M1y donakoHi; no
1 chnakoHy B nauyu,i 3
KapToHy; no 15 mny
donakoHax;

no 20 Mn 'y hNakoHi;
no 1 donakoHy B
nauti 3 KapToHy; No
20 Mn y donakoHax

MpAT
dapmateB
TUYHa
thabpuka
"Biona"

Ykpaina

MpAT
dapmaueBTUyYHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTepianis: 3MiHu
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JliKapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY KOHTeliHepa
6araTo1030BOr0 NiKapcbkoro 3acoby As
HenapeHTepasibHOro 3acTocyBaHHs (abo
OfHOA,030BOT0, YaCTKOBOTO BUKOPUCTAHHS))
BBefeHHA [oAaTKoBMX ynakoBok rno 20 mny
donakoHi y nauui abo 6e3 nayku, 3 BignoBigHNMMN
3MiHaMu y p. «YnakoBka». MepBUHHWIA NaKkyBasbHWI
marepian martepian He 3MiHMBCS. 3aTBepaxeHo: Mo
15 mn y pnakoHu, yKyrnopeHi npobkamu i KpuLiKamu.
3anponoHoBaHo: Mo 15 mn abo 20 My donakoHu,
YKynopeHi npobkamu i Kpuiikamu. 3MiHY BHECEHI B
po3gin "Ynakoska" (BBeAEHHS ABOX [0OAATKOBUX
yNakoBOK) B IHCTPYKLiO A/19 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby, K HacNigokK -
3aTBEP)KEHHS TEKCTY MapKyBaHHS 404aTKOBMX
yNakoBOK /likapCbKoro 3acoby. BeefeHHs 3MiH
NPOTSArom 6-Tv MicALIB MicNs 3aTBEPAKEHHS.

6e3
peyenma

nidnsieae

UA/7458/01/01

31.

BYAEHO®AN

TBEpAj kancynm 3

Ap. ®anbk

HimeyunH

BignosigansHuii

HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHux martepiasiB: 3MiHu

3a

UA/6964/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
bK KMLLKOBOPO3YVHHUM dapma a 3a BUNyCK cepiit | TNy - 3MiHK 3 AkocTi. CepTudikar peyenmom
1 rpaHynamu no 3 m6X KiHLLeBOro BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
Mmr rno 10 kancyny npoaykry: Ap. €sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
6nicTepi; no 5 abo danbk Papma HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
10 6nicTepiB y M6X, HimeuunHa/ ab0o BUYyYEHHS cepTudikaTta BignoBigHOCTI
KOpPOG6Lii 3 KApTOHY Brpo6HuKm €Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
[030BaHoi chopmu, marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
nepBuHHe, BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
BTOPUHHE [0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
nakyBaHHs Ta €Bponelicbkin hapmakonei) - OHOBIEHWIA
KOHTPO/1b SIKOCTI: cepTudikaT Bif y)xe 3aTBEpIXEeHOro BUPOOHUKA -
NosaH ®apma MoaaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
v6X, €poneiicbkii hapmakonei R1-CEP 1997-067-Rev
HimeyunHa/Bupob 09 onsa A®l 6yaecoHigy Bif 3aTBEPIKEHOIO
HUK, BMpo6HuKa Sicor S.r.L., ITania (BnacHuk CEP: TEVA
BiANOBigaIbHUI 3a PHARMACEUTICAL INDUSTRIES LTD, I3pains),
nepBuHHe, BHACNILOK 3MiHN aapecy BnacHuka CEP.
BTOPUHHE MponoHoBaHa pepakuin: R1-CEP 1997-067-Rev 09
nakyBaHHs Ta Name of holder: TEVA PHARMACEUTICAL
KOHTPO/1b SIKOCTI: INDUSTRIES LTD. 124 Dvora HaNevi'a Street
NozaH dapma Tel Aviv-Jaffa 6944020 Israel
rm6X,
HimeuyunHa/Bupob
HUKN,
BignoBigasbHi 3a
KOHTPO/b AKOCTI:
'BA ®apma
mM6X , HimewunHa
/HaykoBo-
[ocnigHnia
IHCTUTYT
Xennenep MvbX,
Himeuunna
32. | BYAIKCOH cycneHsis ans AT Monbwa BMPOGHMLTBO Ta ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/17949/01/03
HEB po3nuneHHs no 0,5 "Apamep, nakyBaHHs, MonbLa | TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
Mr/M/1; N0 2 MNy Papma” KOHTPO/Ib SIKOCTI: hapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO [0
KOHTeliHepi; o 5 "l'eHeTuk" C.IN.A., TEKCTY MapKyBaHHS BTOPUHHOT YNakoBKN
KOHTeliHepiB y ITanis; BUPO6GHMK nikapcbKoro 3acoby B n. 12. <HOMEP
KOHBepTI; no 4 BiANOBigaIbHNI 3a PEECTPALIINHOIO MOCBIAYEHHS». TepmiH
KOHBEPTM B BUMYyCK cepii: AT BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
KapTOHHIlA KOpooLi «Apamvep, 3aTBepAKEeHHsA
Papmay, MNosnbLya
33. | BYAIKCOH cycneHsis gns AT MonbLa BMPOGHMLTBO Ta ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN 3a - UA/17949/01/02
HEB po3nueHHs no 0,25 "Apamep, nakyBaHHs, MonbLa | TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyernmom
Mr/M/1; N0 2 MAY Papma” KOHTPO/Ib SIKOCTI: thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO 0

KOHTeliHepi; no 5
KOHTEliHepiB Yy
KOHBepTi; no 4

"lenetuk" C.N.A,,
ITanis; BUPO6GHMK
BiANoBiga/IbHUI 3a

TEKCTYy MapKyBaHHS BTOPUMHHOT yNaKkoBKu
nikapcbKoro 3acoby B n. 12. <HOMEP
PEECTPALIMHOIO NOCBIAYEHHSA». TepmiH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHBEPTM B BUMYCK cepil: AT BBE/EHHS 3MiH MPOTAroM 6 micauis nicns
KapTOHHilA KopooLi «Apamvep, 3aTBepAKEeHHsA
Papmay, MNosnbLya
34. | BAJICAPTAH | Tabnetku, BKpUTI leTepo IHAis leTepo /1a63 IHAjsA BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN 3a - UA/15787/01/01
NNiBKOBOO Na63 Nimiten | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
060n0HkKot0, No 40 Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu oo
mr; no 10 TabneTok y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
y 6nicTepi; no 1 (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
6nictepy y hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopo6Lyj; BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
no 30 TabneTok y KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa /15
KOHTelHepi; no 1 3ilicHeHHS dhapMakoHarniagy B YKpaiHi, KO BOHA
KOHTEliHepy y BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
KapTOHHIlA KOpooLi 3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuuy. MNMponoHoBaHa pegakuis:
TonokeBuny Bonogymup HOpiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBiAa/IbHOI 3a thapmakoHarnisg B YkpaiHi
35. | BAJICAPTAH | Tabnetku, BKpUTI letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/15787/01/02
nNiBKOBOIO Na63 Nimiten | TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
o60onoHkoto, no 80 Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu o
mr; no 10 TabneTok y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
y 6nicTepi; no 1 (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
6nictepy y hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
KapTOHHI Kopo6Lyj; BiANOBIAA/ILHOI 32 34iliCHEHHA hapmakoHarnagy;
no 30 TabneTok y KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
KOHTelHepi; no 1 3ilicHeHHS hapMakoHarnisgy B YkpaiHi, SKLWO BOHA
KOHTEliHepy y BiIMiHHa Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
KapTOHHIlA KopooLi 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BigNoBigabHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuy. MNMponoHoBaHa pegakuis:
Tonokesuy Bonogymup HOpiiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asBHNKa,
BiANOBiAabHOI 3a thapmakoHarnisg B YkpaiHi
36. | BAJICAPTAH | TabneTku, BKpUTI letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/15787/01/03
nNiBKOBOO Na63 Nimiten | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyernmom

0060/10HKOH0, M0 160

JNimiTeq

hapmakoHarnsgy. BeegeHHus abo 3miHu go
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI kopo6Lyj;
no 30 Tabnetok y
KOHTeliHepi; no 1
KOHTEliHepy y
KapTOHHIlA KopooLi

y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3pilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoOBigaIbHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuy. MNMponoHoBaHa pegakuis:
TonokeBuny Bonogymup HOpiiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNMKa,
BiANOBIAa/IbHOI 3a (hapmakoHarnisa B YkpaiHi

37.

BAJICAPTAH

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, M0 320
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI kopo6Lyj;
no 30 TabneTok y
KOHTelHepi; no 1
KOHTEliHepy y
KapTOHHIlA KOpooLi

Fetepo
Na63
Nimiteq

IHais

[eTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOT 0COOU 3asiBHUKA, BigNoBigabHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpgaHiz Animosuy. MNMponoHoBaHa pegakuis:
TonokeBuy Bonogymup HOpiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBiAa/IbHOI 3a thapmakoHarnisg B YkpaiHi

3a
peyenmom

UA/15787/01/04

38.

BAPINIPVIKC
™ I
VARILRIX™
BAKLMHA
ans
NMPO®INAKT
VKK
BITPAAHOI
BICMV XXVBA

niodinizat ans
PO34UHY ANs iH'eKUl
no 1 gosi; 1 donakoH
3 niogpinizartom Ta 1
amnyna 3
PO34YMHHMKOM (BOAA
Ans iH'exuiii) B
nnacTyKkoBoMy
KOHTEeliHepi B

nakcoCwmi
TKnanH
Ekcnopt
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbrig

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN
| Tuny - 3MiHK 3 sikoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHW). Mepernsag KpuTepiiB NPUAHATHOCTI 418
CNiJIbHO ynakoBaHUX rosok i3 MapkyeaHHsam CE, a
came: 1) BuaasnieHHs BUNpobyBaHb, ki NPOBOAATLCA
npu MapkyBaHHi CE, 2) 36epexeHHs BiANoBigHNX

3a
peyenmom

UA/15966/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
ATEHYNOBA | kapTOHHii1 kopobu,; BMMNPOGYBaHb, L0 3aCTOCOBYIOTLCS A0 010K 3MiHN
HA 1 chnakoH 3 CTOCYHTbCS BUPOOHMYOT AinibHUL Y Benbril.
niogpinizatom Ta 1
nonepegHL0
HamoBHEHWI WNpuL,
3 PO3UYUMHHUKOM
(Bofa Ans iH'ekuint) y
KOMNNekTi 3 ABOMa
ronkamuv B
nnacTyKoBoMy
KOHTEliHepi B
KapTOHHIlA KOpo6L;
100 donakoHiB 3
niodpinizatom Ta 100
amnyn 3
PO34MHHMKOM (BOAA
ans iH'ekuiii) (B
YapyHKoBIl
yMakoBLi) B OKPeMMX
KapTOHHMX
KOpob6Kax.
39. | BAP®APUH Tabnetkv no 2,5 wr; Takepa ABCTpIs Opichapm Monbwa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/7897/01/01
HIKOMEL no 100 TabneTok y ABCTpist MaHyekuypiHr Il TMny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom | nidsisizae
thnakoHi; no 1 6X Monbwa Cn. 3 0.0. thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
chnakoHy B niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
KapTOHHIlA KOpooLi IHCTPYKUIT 0151 MeQUUYHOro 3acToCyBaHHSA y 3B'A3KY i3
HOBUMW AaHUMK 3 SIKOCTi, AOKMIHIYHMMM, KTIHIYHUMK
JaHuMun Ta gaHvmu 3 hapmakoHarnsgy - 3MiHum
BHECEHO B iHCTPYKL,i0 415 MEANYHOIrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "OcobnnBocCTi
3acTocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHO A0
OHOB/1EHOT iHGhopMaLi Woao 6e3nekn 3acToCyBaHHS
Ait040T peyvoBrHM 3rigHo 3 pekomeHaauiero PRAC.
40. | BEHOIMENAH | renb no 40 ry Ty6i, My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu 6e3 - UA/16813/01/01
O/1 1000 no 1 1y6i B navui akuioHepH akuioHepHe | Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
e TOBapuCTBO Onuc Ta cknag. 3miHa y ckniagi (0NoMiKHMX
TOBapucTB "HaykoBo- peyvoBUHax) roTOBOrO JlikapCbKoro 3acoby (iHLwi
o] BMPOGHWYNIA LOMOMDKHI pe4yoBUHU) - Byab-sika He3Ha4yHa 3MiHa
"HaykoBo- LeHTp KifIbKICHOTO CK/1agy AO0MOMDKHUX PEYOBUH Y
BVMPOGHMY "BopLyariBcbkuii roTOBOMY NiKapCbKOMY 3ac06i - 3MiHa Ki/lbKicHOro
niA LEeHTp XimiKo- cknagy AONOMDKHOT PevyOBMHN — HATPIKO rigpokeuay y
"Bopuaris hapmaueBTUYHNI roTOBOMY MPOAYKTi (3anponoHoBaHo 2,25 Mr 3amicTb
CbKUii 3aBog" 3,0 mr B 11 rento).
XimiKo-
hapmaves
TUYHWIA
3asof”
41. | BEPOWNIPO | Tabnetku no 25 mr BAT YropwmHa BAT "legeoH YropwmHa/ BHECEHHS 3MiH 40 peecTpauiiHux martepiasiB: 3MiHu 3a He UA/2775/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
H no 20 Tabnetok y "l'epeoH Pixtep", Monbwa | Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3acib. peyenmom | nidssi2ae
6nictepi; no 1 PixTep" YropwuHa; TOB CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
6nictepy B "l'epgeoH Pixtep ymoBax 36epiraHHsi rOTOBOrO /likapCbKOro 3acoby
KapTOHHI ynakoBsL,i Monbuwa", (3miHa B ymoBax 36epiraHHsi rOTOBOTO J1ikapCbKoro
Monbwa 3aco6y abo nicns PO34YNHEHHS/BILHOBEHHS) - 3MiHA
(KOHTpO/b AKOCTI, B YMoOBax 36epiraHHs /13 / 3aTBepaKeHo: YMoBU
[L,03Bi/T HA BUMYCK 36epiraHHs. 36epiratu npyu TemnepaTypi He Buwe 30
cepi; °C 3anponoHoBaHo:
BMPOGHMLTBO YmoBu 36epiraHHs. 36epiratv npyu TemnepaTypi He
Hepo3dacoBaHoro BuULLE
NPOAYKTY, 25 °C. 3MiHM BHeceHi B po3gin "YMoBu 36epiraHHa" B
nepBuHHa IHCTPYKLiO A58 MeANYHOro 3acTOCyBaHHS
yrakoBKa, nikapcbKoro 3acoby, sik HacnifokK - BigNoBigHI 3MiHN
BTOPVHHA y TEKCTi MapKyBaHHS yNnakoBKN iKapCbKoro 3acoby.
ynakoBka)
42. | BIBYPKON cynosuTopii, no 6 Bionoriwe | HimeuyunH Bionoriwe HiMeuunmHa | BHECeHHs 3MiH [0 peecTpauiliHix martepianis: 3MiHu 6e3 - UA/6662/01/01
CynosuTopiiB y Xanbmitt a XalinbMmiTrens | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peyenma
6nicTepi; no 2 enb Xeenb Xeenb Mv6X KOHTposb rotoBoro nikapcbKoro 3acoby. 3miHa y
6nicTepn y kopobui 3 6X MeToAax BMNPOGyBaHHS rOTOBOTO J1iKapCbKoro
KapToHy 3aco6y (iHWi 3MiHM y MeToAax BUNpobyBaHb
(BK/THOYAKOYM 3aMiHy ab0 fOMOBHEHHS)) - BHOCATLCS
3MiHM o TecToBoro napameTpy "Konip" MKA M3,
TOMy LWo KHura "Taschenlexikon der Farben"
(KMLWEHLKOBWI CNOBHYVK KONbOPIB) BUAABHMLTBA
"Muster-Schmidt-Verlag", sika BkazaHa ans
BU3HAYEHHS KOMbOPY biflbLue He BUAAETHCS.
BusHaueHHs konbopy byae nposBoauTUCS, SK i
paHiwe-Bi3yasibHO.
43. | BINTNEA Tabnetkv no 50 wmr, letepo IHAin [eTepo /1a63 IHAisa BHECEHHS 3MiH 10 peecTpaljiiiHnx maTepianis: 3MiHK 3a - UA/18281/01/01
no 10 Tabnetok y Na63 Nimiten | TNy - 3miHK Woao 6e3nekn/ehekTUBHOCTI Ta peyenmom
6nicTepi, no 10 Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu o

6nictepiB y
KapTOHHI KopoobLi

y3araslbHeHnX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 dhapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigasbHOT
3a 34jiicHeHHs hapmMakoHarniagy (BkIyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BiAgnoBigasIbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgaNbHOI 3a
thapmakoHarnag B YkpaiHi. [itoua pegakuis: Hypies
Enpani3z AnimoBuy. MponoHoBaHa pefakuis:
Tonokesuy Bonogymup HOpiiioBuy. 3miHa
KOHTaKTHUX AAHMX KOHTaKTHOI 0CO6Y 3asiBHMKA,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBiAA/IbHOI 32 hapmakoHarnsg B YkpaiHi
44. | BIPOAK TabneTku, BKPUTI letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/19828/01/01
NNiBKOBOO Na63 Nimiteq | TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyernmom
060/10HKOH, Mo 30 NimiTen thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mr, no 28 TabneTok y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
y KOHTeHepi, no 1 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KOHTEliHepy B thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
KapTOHHIlA KOpooLi BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6w, BignoBigaibHOT
3a 34jiicHeHHs hapmakoHariagy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3as1BHWKA, BiANOBIgabHOI 3a
thapmakoHarnag B YkpaiHi. [livoua pegakuia: Hypies
EngaHiz AnimoBuy. MNponoHoBaHa pejakuis:
Tonokesuy Bonoguymup HOpiioBry. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObY 3asiBHMKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi
45. | BIPOAK TabneTku, BKPUTI letepo IHais eTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/19828/01/02
nAiBKOBOIO Na63 Nimiteq | TMnNy - 3MiHK Woa0 6e3nekn/edeKTNBHOCTI Ta peyenmom
060/10HKOH0, M0 60 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mr, no 28 TabneTok y3arasibHeHUX JaHuX Npo cucTemy chapmakoHarnsagy
y KOHTelHepi, no 1 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KOHTelHepy B dhapmakoHarnsgy, 3miHa ynoBHOBaxXeHoT ocobw,
KapTOHHIl KopooLi BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 dhapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLOo BoHa
BiMiHHA Bif, YNOBHOBaXXEHOI 0Cco6W, BignoBigasibHOT
3a 34jiicHeHHs hapmakoHarnagy (Bkvatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy po3MilLileHHi MacTep-
(paiina cuctemu cpapmakoHarnsay) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BignoBigasIbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBigaNbHOI 3a
thapmakoHarnag B YkpaiHi. [litoua pegakuis: Hypies
Enpani3z AnimoBuy. MponoHoBaHa pepakuis:
Tonokesuy Bonogymup HOpiiioBry. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BifNoBigaNbHOI 3a hapmakoHarnsag B YkpaiHi
46. | BITAHIO TabneTku, BKPUTI Ap. HimeuunH [Op. Binbmap HimeuyunHa BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3MiHK 6e3 - UA/14378/01/01
NAiBKOBOIO Binbmap a LLIBa6e M'm6X i Ko. | TMNy - 3MiHK 3 sikocTi. CepTudikat peyenma
060n0HkKot, No 200 LLiBabe KIr BignosigHocTI/TE-cepTudpikar signosigHocCTi
Mr, no 20 TabneTok m6X i Ko. €Bponeiicbkiii hapmakonei/moHorpadii. 3MiHu,
y 6nicTepi; no 1 abo KIr noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

2 6nictepu B
KapTOHHilA KopooLi

BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y cneyudikauisx,
nos's3aHa 3i 3miHamu B 1®Y, abo EBponeiicbkii
thapmakonei, abo iHLWii HalioHanbHil hapMakonei
nepxasun €C) - NpuBeAEHHS BU3HAYEHHS BaXKKNX
MeTasliB y POC/IMHHI CUPOBVHI Y BigMOBIAHICTb A0
BMMOr €Bponeiicbkoi hapmakonei 2.4.27 «Baxki
MeTasI1 B POC/IMHHMX NiKApCbKUX 3acobax i
POCAVHHMX NiKapCbKNX Npenaparax» 3
BUKOPUCTaHHAM MeToay 2.2.58 «Mac-cnekTpomeTpis
3 iHAYKTMBHOHO 3B’i3aHo0 nnasmoto (13M-MC)»

47.

BOMEHJA

PO34MH ANA iH e,
2 mr/mn; no 2 mn (4
Mr) abo no 4 mn (8
Mr) y doiakoHi; no 5
a60 no 10 cpnakoHis
Y KapTOHHIi kopobu,i

Acnipo
Papma
Nimiteq

IHais

Acnipo ®apma
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BOHA
BiIMiHHa Bif YNOBHOBaXEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BignoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuuy. MNMponoHoBaHa pegakuis:
TonokeBuy Bonogymup HOpiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBiAa/IbHOI 3a thapmakoHarnisg B YkpaiHi

3a
peyenmom

UA/18676/01/01

48.

FABICKOH®
O/BIVHOI Afi

TabneTkv XyBaslbHi;
no 8 TabneTok y
6nictepi; no 2 abo
no 3 6nictepu y
KapTOHHIl KopooLi

PekkiTT
BeHkizep
Xerckep
(FOKein)
Nimiten

Benuka
BpuTaHis

BignoBiganbHWi 3a
BMPOBHULITBO,
nepBuHHE
nakyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
roToBOro
NpoAyKTY, BUMYCK
cepii:
PekkiTT BeHkizep
Xenckep (FOKeit)
Nimiteq, Benuka
BpuTaHis
BiANoBiga/IbHUI 3a

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu
| Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
[0AATKOBOI AiNbHUL BUPOBHMLITBA A4/15 YaCTUHM abo
BCbOr0 BMPOGHNYOrO NPOLECY rOTOBOrO NiKaPCLKOro
3aco6y (AiNbHWLA AN BTOPUHHOTO NakyBaHHS) -
BBefeHHs1 ,04aTKOBOI AiNlbHULI BUPOOHNLTBA —
PekkiTT BeHkizep Xenckep IHTepHewwHN flimiTes,
Benuka BpuTaHisi, BignoBiganbHOT 3a BTOPUHHE
nakyBaHHS. Takox 3pob61eHo pefdakLiiiHi npaBku gns
Aitoyoro BupobHuka (PekkiTT BeHkizep Xenckep
(FOKei1) NimiTen) Ta KOHKPETN30BAHO BiAMOBIAHY
(OYHKLj0-BTOPUHHE NakyBaHHA. Lis dyHKUis BXe
3apeecTpoBaHa B MaTepiasiax peectpaLiiiHoro
[0CbE, OCKINIbKM BUPOBHUK BiANOBiAaIbHWI 3a

6e3
peyenma

UA/13353/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMPOBHMLITBO, NOBHUIA LMK BUPOGHMLTBA. 3MiHW | TNy - 3MiHKW 3
nepBuHHe AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
nakyBaHHs, BMPOGHMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
BTOpPUHHE AiNbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
nakyBaHHS: BMPOBGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
PekkiTT BeHkizep (AinbHULA ANA NEPBMHHOIO NakyBaHHS) - BBeAeHHA
Xenckep [04aTKOBOI [iTbHUL BUPOGHMLTBA — PEKKITT
IHTepHeLHN BeHkizep Xenckep IHTepHewHN MlimiTes, Benvka
Niviten, Benuka BpuTaHis, BignosiganbHOI 3a NepBMHHE NakyBaHHS.
BpuTtaHis

Takox 3po6/1eHO pefakLiiiHi npaBkn 415 Ailo4oro
BMpOGHUKa (PekkiTT BeHkizep Xenckep (FOKeid)
NimiTen) Ta KOHKPETU30BAHO BIANOBIAHY (IYHKLiO-
nepBuHHe nakyBaHHs. Lis dyHKLisA BXe
3apeecTpoBaHa B Matepiasiax peectpaLiiiHoro
[0CbE, OCKi/IbKV BUPOGHUK BigMnoBifaibHuii 3a
NOBHUIA LMK BUPOGHMLTBA. 3MiHW | TNy - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AiNbHULI BUPOBGHMLTBA A4/19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BinbHMUA, Ha AKi NpoBOAATLCA ByAb-AKi BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIO
AKOCTi, NEPBVMHHOIO Ta BTOPUHHOTO NakyBaHHA, AN
HecTepwIbHUX NiKkapcbknx 3acobiB) - BBeAeHHsA
[04aTKOBOI [iTbHUL BUPOGHMLTBA — PEKKITT
BeHkizep Xenckep IHTepHewHN MlimiTes, Benvka
BputaHis, Ana 4yacTvH1 BUPOGHMYOTO npouecy
rOTOBOrO JliKapCcbkoro 3acoby, BUPO6HULTBO. Takox
3po6neHi peaakuiliHi Nnpasku ANs Ajryoro
BUpPOGHMKa (PekkiTT BeHkizep Xenckep (KOKei)
NimiTea) Ta KOHKPETU30BAHO BiANOBIAHI PYHKLT-
BUPOBHMLITBO, KOHTPO/Tb AKOCTi FOTOBOrO NPOAYKTY,
BMNyck cepii. Lli QoyHKLii B)Xe 3apeecTpoBaHi B
marepianax peecTpauiiHoro JOCbe, OCKINIbKM
BMPOGHUK BiNOBIAAbHMI 38 MOBHWIA LUK
BMPOGHMLTBA. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA NMikapcbkWii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHK y NpoLeci BUPOGHMLITBA FOTOBOrO J1iKapCbKOro
3aco0y, BK/OYakUy NPOMKHWIA NPOAYKT, WO
3aCTOCOBYETHLCSA NPW BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y nNpoLeci
BMPOGHULTBA) - B 3B'A3KY 3 BefjleHHAM A04aTKOBOI
OinbHULUI BUpo6bHMLTBa — PekkiTT BeHkizep Xenckep
IHTepHewwHN JliviTen, Benvka bputaHis, Bigdbynucs
He3HauHi 3MiHW Y BUPOOHULTBI. 3MiHW | TUny - 3MiHK
3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3MiHa po3mipy cepii (BKoyatoum

fjana3oH po3mipy cepii) roToBOro JlikapcbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3ac00y (3mMeHLweHHs fo 10 pasiB) - BHeceHHs 3MiH
0o p.3.2.P.3.2 Cknap, Ha cepito, LWoA0 po3Mipis
napTii 4Na oOKpemMux LwapiB TabneTok, y 3B'A3Ky 3
BBEJEHHSIM HOBOr0O BUPOOHWMKa PekkiTT BeHkizep
Xenckep IHTepHelwwHN NlimiTea, Benvka bputaHis.
3MeHLUEeHHs po3Mipy napTiii Ha 3aBoAi PekkiTT
BeHkizep Xenckep IHTepHewwHn JlimiTes, Benvka
BpuvTaHis 6yno HeobxigHO Yepe3 o6MexeHHs 06’emy
3MillyBaya, K1l BAKOPUCTOBYBABCS 4711 NOEAHAHHS
6inoro wapy nig Yac BMPOGHMYOro MpoLecy.
EMHICTb , fIka BUKOPUCTOBYETLCA B NPOLECI
3MiLlyBaHHA Ha 3aBogj PekkiTT BeHkizep Xenckep
IHTepHewHn JlimiTen, Benvka Bputanis, mae
MicTKiCTb 1200 Ny NOPIBHSAHHI 3i CTPIYKOBUM
3MiwyBayem 6inbioi mictkocTi 3300 N, sKui
BMKOPUCTOBYETBLCS Ha 3aBOfi PekkiTT BeHkizep
Xenckep (KOKei4) NimiTeqn, omke, HEOGXIAHO
3MEHLUMTIN PO3MIp Cepil AN1S PO3MILLLEHHSA MEHLLIOrO
06’eMy 06n1agHaHHA Ha 3aBofi PekkiTT BeHkizep
Xenckep IHTepHelwwHN NlimiTea, Benvika bputaHis.
Po3mipy napTili Mix 3aBogamMu A5 oKpemux Lwapis
TabneTok 3MeHWnImcsa BAgivi. OgHak nig vac
KOMepL,iiiHoro BUpo6HULTBa B PeKKITT BeHkizep
Xenckep IHTepHewHn Mivites, Benvka bpuTanis
6yAe BUrOTOB/IEHO ABi NapTii KOXHOro Wwapy, o6
PO3Mip NapTii roTOBOro NPOAYKTY Ta KiSIbKiCTb
TabneTokK 3a/MLannCs NOPIBHAHUMMA 3
BMpo61eHMu B PekkiTT BeHkizep Xenckep (KOKelh)
NimiTen. JaHa 3miHa He BNMBaE Ha peuenTypy
roToBOro NpoAykTy. Cknag, rotoBoro npoaykTy He
3MIHIOETbCA. 3aTBepmxeHo: [518 BUpo6HMKa PekkiTT
BeHkizep Xenckep (FOKeit) Mimites Pink Layer 990
kg
White Layer 792 kg 3anponoHoBaHo: A5
BMPOGHMKa PekkiTT BeHkizep Xenckep (HOKei)
Nimiteq Pink Layer 990 kg/ White Layer 792 kg
[na Bnpo6Hrka PekkiTT BeHkizep Xenckep
IHTepHewHn fliviTen, Benuka bputaHis Pink Layer
495 kg /White Layer 396 kg

49,

FEKCAKCUM
® | HEXAXIM
BAKLUVHA
onsa
MPO®INAKT
KN
ANDTEPI,
NPABLS,
KALUNKOKY

cycneHsis ans
iH'ekuili; no 0,5 mn
(1 po3a) B
nonepegHL0
3aMN0BHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 1 wnpuuy B

CaHodi
Mactep

®paHuia

BMPOGHMLTBO
roToBOro
Hepo3acosaHoro
NPOAYKTY,
BTOPVHHE
nakyBaHHs
(wnpuum),
KOHTPO/b AKOCTI,
BWMYCK Cepiii:

dpaHuis/
YropuimHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN

| TMny - 3miHn 3 AkocTi. APL. KoHTposb APL. 3miHa y

napameTpax cneundikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/pearexT, Lo

BVIKOPVCTOBYIOTbCSA Y NpoLeci BupobHuutea AdI
(iHWi 3MiHW) -
3MiHM y cneumdikayii giamiHoniMeniHOBOI KUCNOTH,
SIKa BUKOPUCTOBYETHCS SIK KOMMOHEHT PO3YMHY A5

3a
peyenmom

UA/13080/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

(ALEENMONAP | KapTOHHIiA ynakoBsL,; CaHodpi MacTep, peryntoBaHHS pH, Wo fgodaeTbes Ha cTagi

HUN no 0,5 mn (1 gosa) B PpaHuis; NPOMUCNOBOrO Ky/NIbTUBYBaHHSA Y NpoLieci

KOMMOHEHT | nonepefHbO BUPOBHULTBO BVMPOGHMLTBA OUULLLEHOTO ANdTEpPIliHOrO

), TENATUTY 3anoBHEHUX roToBOro aHaTOKCUHY. 3MiHV BK/OYaOTb BUAATIEHHS

B wnpuuyax 3 1-et0 Hepo3dhacoBaHoro nokasHvkis Appearance, Solubility Ta Extraneuos

PEKOMBIHA (abo 2-ma) NPOAYKTY, amino acids, a TakoX po3LWMPEHHA AONYCTUMMX MEX

HTHA, OKPEMUMW rosiKamu, 3anoBHEHHs, Ansa nokasHuka Loss on drying 3 «Not more than

noniomMieni no 1 wnpuuy B BTOPWUHHE 1.0% (w/w)» go «Not more than 3.0% (w/w)».

TY cTaHfapTHO- nakyBaHHs, TepmiH BBEAEHHSA 3MiH - 6epe3eHb 2025

IHAKTUBOBA | eKcropTHiii KOHTPO/Ib SIKOCTI,

HATA ynakoBLi, aka BUWMYCK Cepiii:

3AXBOPIOB MiCTUTbCA Y CaHodpi Mactep,

AHb, KapTOHHI KopobLi 3 ®paHuis;

CNPUYUNHEH | iHCTpyKLuieto ans BTOPWUHHE

nx MeAn4Horo nakyBaHHs, BUMYCK

HAEMOPHIL 3aCTOCyBaHHs; No cepiii: CaHodi-

us Tuny B 0,5mn (1 posa) B ABeHTic MpaiiBiT

KOH''OFrOBA nonepegHLo Ko. 1114,

HA, 3anoBHEHUX Mnartdopma

AACOPBOBA | wnpuvuax 3 1-et0 NOricTuKM Ta

HA, PIOKA (abo 2-ma) ANCTPUBYLIT Y M.

OKPEMUMM rofiKamu,
no 10 wnpwuuis B
KapTOHHIlA ynakoBsLyj;
no 0,5 mn (1 gosa) B
nonepegHLo
3arnoBHEHUX
wnpuudax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpwuis B
CcTaHAapTHO-
€KCMOPTHIl
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHIlA Kopo6Lii 3
iHCTpYKLUj€Et0 Ans
MeAMYHOro
3acToCyBaHHS; No
0,5wmn (1 gosa) y
hnakoHax, no 10
hnakoHiB y
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) y
pnakoHax, no 10
chnakoHiB B
CcTaHAapTHO-
EKCMOPTHIi

Bypanewr,
YropLmHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHIli KOpOGL.
MapkyBaHHsA
YKpaiHCLKOK Ta
aHrniicobkoto, abo
iHLUMMMN IHO3EMHUMU
MoBamMm
50. | FEMO®EPOH | po3uuH opasibHuii CninbHe YKpaiHa CninbHe YKpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHN 6e3 - UA/7567/01/01
no 200 mn y YKpaiHCbK YKpaiHCbKO- | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
donakoHi; no 1 o- icnaHcbke hapmakoHarnsagy (iHwi 3miHn).
hnakoHy 3 MipHUM icnaHcbke nignpMeEMCTBO OHOBNEHHSA TEKCTY MapKyBaHHS BTOPVHHOI YNakoBK/
CTakaH4nkom Ta/abo | nignpvemc "Cnepko YkpaiHa", nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmalii,
[03YH4UM LINPULOM TBO YKpaiHa 3a3Ha4YeHol pocCiicCbKo MOBOK. BBeAEHHS 3MiH
y nayui 3 KapTOHY "Cnepko (NoBHUIA LKA NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPAKEHHS.
YkpaiHa" BMPOOHMLITBA,
BMNYCK Cepil;
KOHTPO/1b SIKOCTI)
51. | TEHTACENT NMopoLUOK ANs My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 6e3 - UA/1279/01/01
30BHILIHLOIO akuioHepH akuioHepHe | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
3aCTOCYBaHHA N0 2 T e TOBapUCTBO Cuctema KOHTelHep/3akynopoBasibHWiA 3aci6. 3miHa
abono5ry TOBapuCTB "HaykoBo- napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MeX
CKMAHOMY (h/1aKoHi- 0 BUPOBHNUNIG NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
KpanenbHuuj; no 1 "HaykoBo- LeHTp (BMNYyYEHHS HE3HAYHOrO NoKasHWKa (Hanpuknag,
CKNsiHOMY hN1aKoHy- BVMPOGHMY "BopLyariscbkuii 3acTapinioro NokasHuka)) BUyYEHHS HE3HAYHOro
KpanenbHuui B nayui UiA LEeHTp XiMiKO- nokasHuKa sKocTi «MoBHMWI BMICT» 3i cneyudikauii
3 KapPTOHY; N0 2Ty "BopLyaris chapmaLeBTUYHUI NS KOHTPO/IO NaKyBasIbHOTO MaTepiany- th/iakoHn
CKSIHOMY hN1aKoHi; CbKUii 3aBog" nnacTukoBsi. 3MiHu | TURy - 3MiHK 3 AKoCTi. FoTOBWMIA
no 1 cpnaxkoHy B XiMiKO- nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
nauti 3 KapToHy; No thapmavres BMNPO6YBaHb abo fONYCTUMUX MEX, BCTAHOB/EHNX
2rabono5ry TUYHWI y cneuudikauisix, nig yac BMpobHMLTBA rOTOBOrO
naacTUKoOBOMY 3aBog" nikapcbKoro 3acoby (iHWi 3MiHN) BHECEHHS 3MiHU B

donakoHi; no 1
chnakoHy B nauuj 3
KapTOHY

crneundikavii 419 KOHTPO/IK0 NPOMDKHOTO NPOAYKTY
Aitoyoi pevoBnHN «BopakcaH, NOpoLLOK (CybCcTaHLis)
ONa hapmaleBTUYHOro 3aCTOCYBaHHA», a came
BBE/JEHHS NepiogNYHOCTI KOHTPOJIHO MPOMIKHOIO
NPOAYKTY 3@ NOKa3HUKOM «3a/ILLKOBI PO3UNHHUIKN:
eTaHoN» (* KOHTPO/Ib NePLUOI Ta KOXHOT AeCATOl
cepii poKy), Ha OCHOBI CTATUCTUYHUX AAHUX, a TaKOX
npYBeLEHHS Ha3BW NOKasHMKa SKOCTi A0 AiloUnX
BuMor €®/APY. 3miHn | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeOobXIifHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii dY abo €sponeicbkoi hapmakonei,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'a3aHa 3i 3MiHaMu B
LY, abo EBponeiickkiil hapmakonei, abo iHLil
HaujioHasnbHIl chapmakonei gepxasu €C).
[lonoBHeHHs cnevmdikayii Ta MeTOAiB KOHTPO/IO
akocTi APl «bopakcaH, NOpoLLOK (CybcTaHLis) ans
thapmMaueBTUYHOTO 3aCTOCYBaHHS» NOKa3HKOM
«3aNNLLKOBI PO3UYMHHWKMW: eTaHoN» (* KOHTPO/b
nepLUOT Ta KOXHOI AeCsATOl cepii poky, pesynbTar
KOHTPO/I0 3apaxoByeTbeca 3rigHo Cneuundikauii ons
KOHTPOJI0 MPOMDKHUX NPOAYKTIB), 3 BiAMNOBIAHUM
MeTofI0M BUNpPo6yBaHb BiANosigHo Ao E®/NPY, 5.4.
52. | TENAMETIOH | niocpinizat gns TOB YkpaiHa BMPOGHMLTBO YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN 3a He UA/18995/01/01
® po3unHy Ans iH'ekuii | "APTEPIY PO3YMHHKKA: | Tuny - 3MiHK 3 sKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssizae
no 500 mr, no 5 MAaTh" MNAT CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHocTi abo
chnakoHiB 3 "Tanuudapm", ymMoBax 36epiraHHs roToBOr0 /ikapCbKoro 3acoby
niogpinizatom y Ykpaina (36iNbLLUEHHA TepMiHY NpUAATHOCTI FOTOBOro
KOMMekTi 3 5 BMPOGHMLTBO nikapcbkoro 3acoby) - 415 TOprosoi ynakoBku
amnynamm niogpinisaty, (nigTBEPAXYETLCA AaHMMN peasibHOro vacy) -
PO34MHHMKa N0 5 M BUNYyCK cepii 36iNbLUEeHHA TepMiHY NPUAATHOCTI Y 3B'A3KY i3
Y KOHTYpHil roToBOro OTPVIMAHHSIM MO3UTUBHUX AaHUX LLOAO AOC/IHKEHHS
YapyHKOBIl nikapcbKoro cTabinbHOCTI y peaslbHOMY Yaci niocpinizarty Ta
ynakosLi; no 1 3acoby: po3unHHMKa. [itoya pefakuis: TepmiH npuaaTHoCTI.
KOHTYpHili MNAT Niogpinizar — 1,5 poky. Po3umHHMK — 1,5 poky.
YapyHKOBIli ynakoBLi "KviBmegnpenapa TepmiH NpugaTHOCTI niodini3aty B KOMMEKTi 3
B nauLii T", YKpaiHa PO3UYMHHNKOM BU3HAYAETHLCA BiHOCHO TOro
KOMMOHEHTY (niodinizaty abo po3umHHMKa), TEPMIH
NpUAATHOCTI SIKOro 3aKiHYYETHCS paHille.
MponoHoBaHa pefakuis: TepMmiH NpuaaTHOCTI.
Niodpinizat — 3 pokn. PO34YNHHUK — 3 poku. TepMiH
npugaTHOCTi niodini3aty B KOMMEKTI 3
PO3YMHHMKOM BM3HAYa€ETLCA BifHOCHO TOrO
KOMMOHEHTY (niodpinizaty abo po3umHHVKa), TEPMIH
npUAaTHOCTI SIKOro 3aKiHYYETLCA paHille. 3MiHN
BHECEHI B iHCTPYKLIil0 4719 MEeANYHOr0 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ain "TepMiH npugaTHOCTI".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
53. | TNEHCNPEN cnpeii HasanbHWiA, O-p IHAis neHmapk IHAjisa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a - UA/14550/01/01
AKTVB [030BaHuii, Pegpgi'c dapmacbloThKan3 | Tuny - 3miHn 3 AkocTi. AP KoHTposnb A®L. 3miHa y peyenmom
cycneHsis no 75 abo | Jlaboparto nra. napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
150 po3 y chnakoHi; pic NiTa. BM3HAYeHNX y cneuudikauisx Ha Adl, abo

no 1 cpnakoHy 3
[103YH0UMM HACOCOM-
posnuioBayem,
3aKpUTUM
KOBMaYKoM, y
KapTOHHI/ Kopobui

BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AdI
(iHLWi 3MiHW)
npusefeHHsA crneundikayii A®l azenactuHy
rippoxnopuay Ao MoHorpadii Azelastine
Hydrochloride BpuTtaHcbkoi dhapmakonei 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nokasHukamu «lgeHtndpikauis» (metog IR, BP
2.2.24), «lpeHTndikauis» (peakuis Ha xnopuau) Ta
«CynyTHi OMILLKM», Ta BUSTYYEHHS MOKa3HMKa
«Onuc po3unHy» (Appearance of solution). 3miHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y
mMeTofdax BunpobysaHHA A®l abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeTogax
BMNPOGYBaHHS). BHECEHHSI HE3HAYHMX 3MiH B
MeTOAVKY BUMPOOYBaHHA 3a NOKa3HWKOM
«MikpobionoriyHa unctota» ana Adl asenactuHy
rigpoxnopugy. MNpoueaypa Bu3HaveHHs TAMC Ta
TYMC B TecTi «MikpobionoriyHa umctota» byna
po3gineHa Ha 2 okpemi npoueaypuv. Kputepili
NPUAHATHOCTI He 3MiHMBCA. 3MiHK | TUNY - 3MiHK 3
AKocTi. A®l. KoHTposnb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BuXigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI
(iHWi 3MiHM y MeTogax BUNPobyBaHHA (BKIOYa0UM
3amMiHy abo fJonoBHeHHs1) A®| abo
BUXiAHOro/NPOMiXHOro NpoaykTy). OHOB/IEHHS
METOAMKN BUNPOBYBaHHS 3@ NOKa3HNKOM «CymnyTHI
fomiwkn» ansa A®l asenacTviHy rigpoxnopvay B
3B'AA3KY 3 OHOB/IEHHAM METOAWKM Yy BUPOOHMKA
URQUIMA S.A., IcnaHis.

54,

FNIATUNIH

PO34MH A5 iH'EKLN,
1000 mr/4 mn; no 4
M B amnysi; no 3
amnysn y
nnacTykoBoMy
KOHTelHepi; no 1
KOHTEliHepy B
KopoOLi 3 KapTOHY

ITanchapm
ako C.n.A.

ITanis

ITanchapmako
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MmaTepiasis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuisn: Alessia Rossi. NMponoHoBaHa
pegakuis: Mirko Fedrigo. 3mMiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBigaIbHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BiANOBIAA/ILHOT 32 hapmakoHarnsg B YkpaiHi.
[itoya pepakuis: Mopinuk Aptem Bonogummposuny.

3a
peyenmom

UA/2196/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
lMponoHoBaHa pegakuisi: Xinbko EBreHis
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3as1BHUKA, BiANOBIgabHOI 3a
hapMakoHarnsg B YKpaiHi
55. | AEKPICTON® | Tabnetku no 1000 TOBAPUC Ykpaina Mi6e M6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/20129/01/01
1000 MO MO, no 10 TabneTok TBO 3 ApuHaiimiTTens | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peyenma
y 6nicTepi; no 2 OBMEXE Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepu y nauui; no HOKO chopmu abo po3Mipy KOHTeliHepa uu
25 TabneTtok y BIANOBIA 3aKynoproBasibHOro 3acoby (MePBUHHOI YNakoBKW)
6nicTepi; no 2, abo ANBHICT (HecTepunbHi nikapcbki 3aco6u) - BBEAEHHS
no 4, abo no 8 1O "MIBE [0[aTKOBOro HOBOro chopmary 6nictepa 3
6nicTepiB y nauj YKPAIHA"

po3mipamu 48x115 mm. HoBuid hopmat fo3BoNsE
MICTKICTb 25 TabneTok B KOXXHOMY 61icTepi:
3artBepmkeHo: bnictep dhopmaty A (po3mipyn 39x98
MM) LLO MiCTUTb 10 TabneTok.
3anponoHoBaHo: Bnictep chopmaTty B (po3mipu
48x115 MM) WO MICTUTb 25 TabeTok. 3aTBepKeHi
po3Mipmn ynakoBok no 50 TabneTok i no 100
TabneTok Npy LbOMY He 3MIHIOTLCA, NNLLe
3MEHLUYETHCA KibKICTb 6ICTEPIB Y KAPTOHHUX
naykax Ne 50 (25x2) Ta Ne 100 (25x4)
(3atBepmxeHo: Ne50 (10x5) Ta Ne100 (10x10)).
SAKicHWI Ta KiNbKICHWIA cknag, nakyBaslbHOTO
marepianis AN BCiX BapiaHTiB bnicTepis €
0HaKOBUM, 3MIHMBCS PO3Mip 6/licTepiB Ta NaYvoK.
[nsa ynakoBku Ne 20 Tab6n1eToK NOTOYHWMIA dhopmaTt
6nictepa 3anuwaeTbCs He3MiHHUM No 10 TabneTok y
6nicTepi, no 2 6aictepn y nayui. 3MiHW BHECEHI B
po3ain "YnakoBka" B IHCTPYKLiO AN MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y 3B'A3KY 3i
3MiIHOK PO3MIpY NEPBUHHOI YNaKOBKM NiKapCbKOro
3aco6y. 3MiHu | TMNYy - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOrO JiKapCbKOro 3acoby (3MiHa
KINbKOCTi OAMHWLBE (Hanpuknag TabneTok, amnys
TOL0) B yMakoBLi:) - 3MiHa no3a gianasoHoM
3aTBEPMKEHVX PO3MIPIB YNaKOBKM - BBEAEHHS
[04aTKOBOT HOBOTO PO3Mipy ynakoBku no 25
Tabnetok y 6nictepi, no 8 6nictepis y nayuj, 3
BiANOBIAHUMY 3MiHAMW Y p. «YNaKoBKa». MepBUHHWIA
nakyBaslbHWIN MaTepiasl He 3MIHMBCA. 3aTBepPKEHO:
Mo 10 TabneTok y 6nictepi. Mo 2, abo no 5, a6o no
10 6nicTepiB pa3om 3 IHCTPYKLIED 415 MEANYHOTO
3acTOoCyBaHHSA y nauui. 3anponoHoBaHo: Mo 10
TabneTtok y 6nictepi. Mo 2 6nictepn pa3om 3
IHCTPYKUIE 419 MeAUYHOro 3aCTOCyBaHHA y naulli.
Mo 25 TabneTok y 6nictepi. Mo 2, abo no 4, abo no 8
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepiB pa3oM 3 IHCTPYKLI€E 415 MeAUYHOTo
3acToCyBaHHSA y nauyui. 3MiHW BHECEHI B pO34in
"YnakoBka" B iHCTPYKLitO AN MELUYHOrO
3aCTOCYyBaHHSA NiKapcbkoro 3acoby y 3B'A3Ky 3
BBEEHHAM [04aTKOBUX YNaKkoBOK, K HAC/IOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS [0AaTKOBUX
YNaKoBOK /iKapCbKOro 3acooby.
56. | OEKCAMETA | po34uH O/151 iH'EKLLNA, KPKA, CnoseHis Buvpo6bHMuTBO "in CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/8538/01/01
30H 4 mr/mn, no 1 mn B n.4a., Hoso bulk", nepsrHHe | TMny - 3MiHK Woao 6e3nekn/edPeKTNBHOCTI Ta peyernmom nionsieae
amnyni; no 5 amnyn MecTo Ta BTOpVHHE thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTumui
y 6nicTepi; no 5 nakyBaHHs, NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
6nicTepis y KOHTPO/b Ta IHCTPYKLU|ii 415 MeAMYHOro 3aCcTOCyBaHHSA Ha nigcrasi
KapTOHHIA Kopoo6Li BWMYCK Cepii: perynsipHoO OHOB/HOBAHOTO 3BiTYy 3 6e3nekn
KPKA, a.4., Hoso nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
mecTo, CnoBeHis 3aCTOCyBaHHS MikapcbKoro 3acoby B
KoHTpornb cepii: nicnspeecTpauiiinii nepiog, abo sk pesynbTart
KPKA, a.4., Hoso OL|iHKM 3BITY 3 AOC/IAKEeHb, NPOBEeAEHUX BIAMNOBIAHO
mecTo, CnoBeHis [0 nnany negiatpuyHnx gocnigxersb (PIP) (iHLwi
KoHTpornb cepii: 3MiHM) 3MiHU BHECEHO B iHCTPYKLIO AN1S MeAnyYHOro
HN30X 3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3zainis
(HauioHanbHi "Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acTOCyBaHHS Yy
nab6oparopis 3a nepiog, BariTHOCTi abo rogyBaHHs rpyaaw” Ta
34paB'e, OKOME iH "Mo6ivHI peakuii" BiANOBIAHO 4O OHOBNEHOI
XxpaHo), CrioseHis iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS AjiloyOol
peyoBUHM 3rigHO 3 pekoMeHaalieo PRAC.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi flikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHoro
3aCcToCyBaHHSA Ha nigcrasi perynsapHo
OHOBJIOBAHOrO 3BiTY 3 6€3neKun NiKapcbkoro 3acooby,
a60 JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpavyiitHuii nepiog,
abo sk pe3ybTar OUiHKN 3BITY 3 AOCNIKEHDb,
npoBefeHnX BiANOBIAHO A0 NNaHy negiaTpuyuHmX
pocnigmkeHs (PIP) (iHwi 3MiHM) 3MiHM BHECEHO B
HCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby Ao po3gainy "OcobamBocCTi
3acTocyBaHHs" BifMoBigHO A0 OHOB/EHOI
iHbopmawii Wwoao 6e3nekn 3acTocyBaHHSA Aitoyoil
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
57. | BEKCAMETA | Kpanni O4Hi, pO34vH, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN 3a - UA/0992/01/01
30H- 1 mr/Mmnno5wmna6o | "dapmaue "apmMavueBThyHa | TMny - 3miHK 3 AkocTi. CepTudikar peyenmom
AAPHULSA no 10 mn y chNakoHi; BTUYHA thipma "dapHuus" BignosigHoCTI/IE-cepTucpikat BignosigHoCTI
no 1 dnakoHy B dipma €Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nauui "NapHnus” noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C (iHLWi 3MiHW) - 3MiHU 00
cneumaikauii i3 BiANOBIAHUMN MeTOAaMU KOHTPOSI0
AKOCTI Ha [OMNOMKHY pevyoBUHY BeH3ankoHio
X10pYA, [0 NMOKa3HUKIB «PO3YMHHICTbY,
«lpeHTudikauis», «CepegHs BigHOCHa MoseKyspHa
Maca i CniBBIAHOLLIEHHS asKi/IbHUX KOMMOHEHTIB»,
«Jomiwkn A, B i C», «<AMiHN i coni amiHiB»,
«KinbKicHe BUSHAYEHHS», «ONUC» ANS NPUBEAEHHS
[10 pekomMeHzaLii Ta CTUNICTUKK Ajtoyoi peaakwii
MoHorpadii € «Benzalkonium Chloride» Ta oY
58. | AEKCKETOMN NopoLLOK AT Ykpaina Caypas Kemikanc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - - UA/14041/01/01
PO®EHY (cybeTaHuis) B "®apmak” Nimiten | TMny - 3MiHK 3 AkocTi. ADI. (iHWi 3MiHK) MogaHHA
TPOMETAMO | miwkax (AinbHuus-111) OHOBJ/IEHOT Bepcii MacTep-ghaiina Ha AdI
n nosnieTuIeHoBnxX [ekckeTonpodyeHy Tpometamony DXT/AP QOS-
4151 BUpobHuUTBa EU/REV-01/09-07-2022 (nonepegHs Bepcis DXT/AP
CTEPUTBHUX i DMF-EU/May/2020 (Rev 3)) BUpo6HMKOM Saurav
HeCcTepusIbHUX Chemicals Limited, IHAis, y 38’A3Ky 3 BUyYEHHSM M.
Nikapcbknx dopm «Baxki meTanu».
59. | OIEHOIECT TabneTku, BKpUTI 3eHTiBa, Yecbka Xaynt ®apma HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/17602/01/01
3EHTIBA nNiBKOBOIO K.C. Pecny6nik MioHcTep T'm6X YTOUHEHHS peecTpauiliHol npoueaypu B Hakasi peuenmom
060/10HKOI0, MO 2 Mr, a MO3 YkpaiHu Ne 2101 Big 11.12.2023 B npoueci
no 14 tabnetok y BHECEHHSA 3MiH - 3MiHn | Tuny - AgMiHiCTpaTuBHI
6nictepi, no 2 abo 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
no 6 6nictepis y NpoBaKEHHS AiS/IbHOCTI BUPOBOHUKa/imnopTepa
KapTOHHI navw,i rOTOBOrO J1iKapCbKOro 3acoby, BKOYaoun LinbHULI
BMNYyCKy cepii abo MicLie NpoBefEeHHS KOHTPOIIO
AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili) -
3miHa agpecu BupobHuka M3 XaynTt ®apma
MioHcTep TM6X. TepMiH BBeA€HHA 3MiH NPOTAromM
6 mMicsAUiB nicna 3aTBepA)XeHHS.
60. | AIKNOTON® rpaHynu no 100 wr, TOB YkpaiHa KYCYM IHAjisA BHECEHHS 3MiH [0 peecTpaljiiiHnx maTepianis: 3MiHK 3a - UA/12364/02/01
no 1rrpaHyny «[NEAPA XENTXKEP MNBT | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKMiA 3aci6. peyenmom
calue; no 20 cawwe y PM NTA» nTa 3MiHM y BUPOGHMUTBI. 3MiHa po3mipy cepil
KapTOHHIiA ynakoBL,i (BKNtOYaroUM AianasoH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby (36isbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MiPOM)- 36iNbLIEHHS
po3mipy cepii roToBoro sikapcbkoro 3acoby o 240
000 cawwe (12000 ynakoBok) 3aTBepakeHo: Po3mip
cepii: 40 000 cawe 2000 ynakoBoK 3anponoHOBaHoO:
Po3wmip cepii: 40 000 catue 2000 ynakosok Po3mip
cepii: 240 000 cawe 12000 ynakoBOK
61. | AIKNOTON® TabneTku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/12364/01/01
060n0HKot0, no 100 «TNEOPA XENTXKEP MBT | Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nidsis2ae
Mmr, no 10 TabneTok PM NTO» dpapMakoHarnsay. 3miHuM y KOpOoTKili XxapaKTepucTuL
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
y 6nicTepi; no 3 abo nTa nNiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta

10 6nicTepiB y
KapTOHHIlA ynakoBLyj;
no 14 tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHI ynakoBsL,i

IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHWI npenapaT (3MiHa He NnoTpebye
HafaHHS XOAHVX HOBMX A0AATKOBUX AaHKX). SMiHN
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainu:
"®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHs",
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAaW B3aemogiin", "OcobnmBocTi
3acTocyBaHHS", "3acToOCyBaHHSA y nepiog BarirTHOCTi
abo rogyBaHHA rpyaar”, "34atHicTe BN/MBaTH Ha
LUBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCMOPTOM
abo iHWKMK MexaHniamamu”, "Crocié 3acTocyBaHHs
Ta gosu", "Aitn", "MepenosysaHHs", "Mo6ivHi
peaxuii” BignosigHO A0 iHhopMaLii Wo40 MeanyYHOro
3acTOoCyBaHHSA pehepeHTHOro NikapcbKoro 3acoby
(AEPTAJ1, TabneTtku, BKpUTI N1IBKOBOK 060IOHKOLO)
BBefeHHA 3MiH NPOTArom 6-Tu MicALiB 3 gatu
3aTBEPMKEHHSA. 3MiHuM | Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHSA Ha nigcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
a60 pocnigkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ynbTar OUiHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BifNOBIAHO A0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom). 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MegNyYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaaro” BignoBigHO [0 OHOBMEHOT iHchopmadli 3
6e3neku Ajtoyoi pevoBnHN BBeAeHHS 3MiH NPOTAromM
6-TN MicALIB 3 AaTN 3aTBEPMKEHHS. 3MiHK | TUny -
3MiHM LWoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO [0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
niKkapcbKoro 3acoby y po3ain "MobivHi peakuii” woao
B&XX/IMBOCTI 3BiTYBaHHS NPO NOGIYHi peakwi
BBefieHHA 3MiH NPOTArom 6-Tu MicALiB 3 gatu
3aTBEPKEHHS.
3MmiHu | TMNY - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
3060B'13aHb Ta YMOB BuJaudi peecTpauiiHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NOCBIAYEeHHS, BKtoYatoun MnaH ynpasiHHA
pr3nkamm (3aCTOCyBaHHA TEKCTY, AKUIA NOromKeHui
3 KOMMETEHTHUM OpraHom). 3asiBHUKOM HafilaHo
OHOBJ/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHdpopmauis» Il «Cneymdpikanis 3 6e3nekm» Il «MnaH
3 chapmakoHarnsagy» IV «Mnanu woao
nicnsipeecTpauiiHnx focnigxeHb epekTUBHOCTI» V
«3axogy 3 MiHimisauii pusukie» VI «Pestome nnaHy
ynpasniHHa pusnkamun» VIl «JogaTku» (nogaTtku 1-
8) y 3B’13Ky 3 OHOBJ/IEHHAM iH(DOpMaLlii 3 6e3neku
Lito40i pevoBUHY aueknodeHak BignoBigHO A0
aKTyasibHOI ped)epeHTHOI iHhopMmaLi, a Takox y
3B'AA3KY i3 3MiHOK hopmarty BifnosigHO 40 BUMOr
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines).
62. | OIHAP pO34uH AN iH ekyiin, | TOB HBD Ykpaina AT “PAPMAK”, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/15275/01/01
50 mr/mn, no 2 mn «MIKPOXI YkpaiHa | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom | nidsis2ae
abono5wmnB M>» (BignoBiganbHwWii HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B/lacHUKa
amnyni; no 10 3a BMPOOHULTBO peecTpaLiiHOro NocBigYEHHST) - 3MiHa agpecu
amnyn y nauui 3 Ta 3asBHMKA. 3MiHV BHECEHI B IHCTPYKL|il0 AN
KapTOHY; Mo 2 MN KOHTPO/b/BUNPOGY MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
abono5wmnB BaHHA cepii, He po3ain "Micue3Haxo4KeHHs 3asaBHUKA" 3
amnyni; no 5 amnyn BK/IOHA0UM BIANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
y 6nicTepi; no 2 BMMYCK cepil) yrnakoBku. BBeAeHHS 3MiH NpOTArom 6-Tu Micauis
6nictepn y nauui 3 TOB HB® nicnsa 3aTBepkeHHs; 3MiHu | Tuny - 3MiHK 3 AKOCTI.
KapToHy “MIKPOXIM”, [oTOBWIA Nikapcbknit 3aci6. 3MiHWM Y BUPOOHULTBI.
YkpaiHa 3MiHa iMnopTepa/3aMiHu, L0 CTOCYHTLCS BUMYCKY
(BignoBifanbHWiA cepii Ta KOHTPO/IO AKOCTi rOTOBOrO NiKapCbKOro

3a BMNycK cepii,
He BK/IOYatoun
KOHTPO/b/BUNPOBY
BaHHS cepii)

3acoby (3amiHa abo goAaBaHHs BUPOOHMKA, L0
BiANoBiAae 3a BBe3eHHA Ta/abo BMNyckK cepii) - He
BKJ/THOYAIOUN KOHTPO/L/BUNPOBYBaHHSA cepil - Y
3B’A13Ky 3 PO3LUVMPEHHAM rocnofapchbKoi AisNbHOCTI 3
BMPOGHMLTBA NiKapCbKUX 3ac06iB, BUHMKIA
HEeOo6XiHICTb 3aMiHV afpecy AiNbHUL,
BiANOBIAabHOI 3a BUMYCK cepii. 3MiHU BHECEHI B
IHCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu "BUpo6HuK”,
"Micue3HaxomKeHHs1 BUPOGHMKa Ta Noro agpecu
MiCLii MPOBaKEHHS AiSNILHOCTI" 3 BiANOBIAHUMMN
3MiHaMK B TEKCTi MapKyBaHHS yNakoBKW NikapCbKoro
3acoby. BBefeHHs 3MiH NpoTArom 6-Tu micsuis nicns
3aTBEPMKEHHS; 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarniagy (iHLi
3MiHW) - BBeAEHHS A0AaTKOBOIO TEKCTY MapKyBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6€e3 iHhopmaL,ii pocificbkol MOBOK Ta A06aBEHHS
iHchopMmawii cTocoBHO cuctemu Sl Ha NepBUHHIl
yNakoBLii, KOHKPEeTM3aLlii TIOroT1ny Ha BTOPUHHIl
ynakoBLi. BBegeHHs 3MiH NpoTAarom 6-Tu micsuis
nicns 3aTBepAKeHHs
63. | EBKA®ININT cnpeli HazanbHWiA, MAT YKpaiHa MNAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu 6e3 - UA/17019/01/01
® KCcuno [o3oBaHuin 0,1 % no | “"Ximdapm "Ximcpapmsasos | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
10 mn y pnakoHax 3aB0[, "YepBoHa 3ipka” hapmMakoHarnagy. 3miHa 4actoTu Ta/abo TepMmiHiB
CK/NSAHUX 3 "YepsBoHa NOAaHHA PeryssipHO OHOBJIOBAHWX 3BITiB 3 6e3neku
po3nusoBayem 3ipka” nNiKapcbkuUx 3aco6iB - 3MiHa 4acToTy Ta TEPMiHY
HasasibHVM; no 1 nofaHHA perynsapHO OHOB/OBAHOIO 3BITY 3 6e3neku
chnakoHy B nauuj 3 nikapcbkoro 3acoby: [livoua pegakuis:
KapToHy; YacToTa nogaHHa PO3B — 8 pokis;
no 10 mny KiHueBa faTa A1 BKIYEeHHA gaHux o PO3b —
dhnakoHax 31.05.2020 p;
noniMepHux 3 [ara nogaHHsA — 29.08.2020 p.
posnuaoBayem MponoHoBaHa peaakuis:
HasasibHVUM; no 1 YacTtoTa nogaHHsa PO3b — 3 poku;
donakoHy B naui 3 KiHueBa farta A1 BkIYeHHs gaHvx go PO3b —
KapToHy 31.05.2023 p;
[arta nogaHHs — 29.08.2023 p.
64. | EBETPEKC Tabnetkv no 10 wr, letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN 3a - UA/19716/01/01
no 7 TabneTok y Na63 Nimiten | TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
6nicTepi, no 4 Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu o
6nictepn y y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
KapTOHHIlA KopooLi (BBELEHHSA y3araslbHEHNX AAaHUX NPO cUCTEMY
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHA Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BiANoBigabHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuy. MNMponoHoBaHa pegakuis:
Tonokesuny Bonogymup HOpiiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBiAa/IbHOI 3a thapmakoHarnisa B YkpaiHi
65. | EKCTPAKT NopOoLLOK AT Ykpaina diHLens6epr HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu - - UA/17562/01/01
BANEPIAHN (cybeTaHuis) y "®apmak” v6X & Ko. K. | TNy - AOMIHICTPaTUBHI 3MiHU. 3MiHa
BOAHO- MiLLKax HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BlacHMKa
CMNUPTOBUIN | nonieTuneHosux peecTpauiiHoro noceig4yeHHs) 3MiHa Tuny
CYXuin ans aKLioHepHOro ToBapunCcTBa, HaliMeHyBaHHs Ta Ha3Bwu
dapmaLeBTU4YHOro BY/ML 3a MiCLIe3HaxopKeHHsIM ToBapucTea
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3acToCyBaHHSA
66. | EKCTPAKT NopoLLOK AT Ykpaina PiHuens6epr HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu - - UA/17586/01/01
NNCTA (cybeTaHuis) y "®apmak” Mv6X & Ko. K. | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
MENICU MiLLIKaxX HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B/lacHUKa
CYXUI nosnieTuIeHoBMX peecTpaLiiHoro noceig4eHHs) 3MiHa Tuny
ans aKLiOHepHOro TOBapuCTBa, HaliMeHyBaHHS Ta Ha3Bun
dhapmaL,eBTU4YHOro BY/IML 3a MiCLle3HaxopKeHHsIM ToBapucTea
3aCTOCYBaHHSA
67. | ENEYTEPOK KopeHeBMLLa 3 TOB Ykpaina BUMYCK Cepii: Nartsis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHN - - UA/17020/01/01
OKY KopeHAMU "ENNIC- TOB «E/MMNIC», KuTai | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
KOPEHEBULL, | (cy6cTaHuis) y YKPAIHA" NaTtBia HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHSI
A3 MiLLKax 3aroTieng, LisiNIbHOCTI BUPOGHMKa (BKIOYaouK, 3a
KOPEHAMU noninponisieHoBNx BUCYLLUYBaHHS, HeobXiAHOCTI, MicL,e NPOBEAEHHS KOHTPOJIHO AKOCTI),
ans noapi6HeHHs, abo BrlacHuka macTep-ghaiina Ha A®l, abo
hapMaL,eBTUYHOTO nakyBaHHs: noctavanibHuka Adl/BuxigHoro
3aCTOCYyBaHHSA YaiiHa Mexeko maTepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
KopnopeiiweH 3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (AKLLO
TaHrry dekTopi, 3a3HaYeHo Y A0CbE Ha NMikapcbkuii 3acib) 3a
KnTaii BiZICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOI PEYOBUHN
(AKWo 3a3HavYeHo y [0CbE) - 3MiHa aapecu
BUpo6HMKa TOB «EJIMIC», Wwo Bignosigae 3a Bunyck
cepii; 3MiHW | TNy - 3miHK 3 skocTi. ADI. KoHTponb
A®| (iHWi 3MiHKW) - BUKIaAeHHss MeToAiB KOHTPO/IHO
SAKOCTi Ha Nikapcbki 3aC06M YKpPaiHCLKOK MOBOIO;
npvBeAeHHs po3giny «laeHTudikauis. A»
crneundikauii 4o pegakuii po3ainy «lgeHtudikauis.
A» MeTOAIB KOHTPOJI0; BUNPAaBAEHHS TEXHIYHOT
nomusnkn y p. «lgeHtudikauis C» (NnpuBegeHHs
[OBXWHU XBWNi B TabN. 1 MeToAiB KOHTPOIO
BiANOBIAHO A0 YMOB XpoMaTtorpadyBaHHs)
68. | ENIPOP TabneTtkn Mdpaiizep CLIA Bnpo6bHunuTBO, Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHK 3a - UA/14972/01/02
NPOJIOHIoBaHoT Aji Eiau.Ci.Mi. nepBrHHE Ta HimeyunHa | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuyenmom
no 50 mr; no 14 Kopnopeii BTOPUHHE HaliMeHyBaHHs Ta/abo afpecy MicLA NPOBaXXEHHS
TabneTtok y 6nictepi; LH nakyBaHHs1, LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro

no 2 6nictepu B
KapTOHHi KOpO6L

KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmacboTikans,
IpnaHgis
lMepBuHHE Ta
BTOPVIHHE
nakyBaHHs1, BUMyCK
cepii:
Mdparizep
MeHtodek4ypuHr
[Loiuneng MvéX,
HimeuunHa

niKapcbKoro 3aco6y, BK/IHYaUU AifbHULL BUMYCKY
cepii abo MmicLe NpoBeAEeHHSA KOHTPO/IHO AKOCTI.
([isnbHICTb, 3a SIKy BignoBigae BUpoGHUK/iMnopTep,
He BK/I04akoumn BUMYCK cepili) YTOUHeHHs agpecu
BMPOOHMKA rOTOBOTO JiKapCbKOro 3acoby, Lo
BignoBigae 3a BUPOOHULTBO, NEPBUHHE, BTOPUHHE
nakyBaHHs Ta KOHTPONb AKocTi - Pfizer Ireland
Pharmaceuticals, Ireland, a came - BUy4eHHs cnis
"Co. Kildare" i3 TekcTy agpecu, 6e3 3MiHM micus
BMPOGHMLITBA.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

69.

ENI®OP

Tabnetku
NPOIOHIoBaHoT Aji
no 100 wmr; no 14
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KOpO6L

Mdpaiizep

Eiiu.Ci.Mi.

Kopnopeii
LLUH

CLWA

Bnpo6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs
KOHTPO/b SIKOCTI:
Mdcpaiizep IpnaHgis
dapmacbloTikans,
IpnaHgis
lMepBuHHE Ta
BTOPVIHHE
nakyBaHHs1, BUMyCK
cepii:
Mcpaiizep
MeHtodekuypuHr
Joliuneng Mv6X,
HimevunHa

IpnaHgis/
HimeyunHa

BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu
| TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy MicLA NPOBaXXEHHS
OiSNTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOYaun AifbHULi BUNYCKY
cepii abo MmicLe NpoBeAEHHSA KOHTPO/IHO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
He BK/1t0Yatoun BUMYCK Cepili) YTOUHeHHA agpecu
BMPOOHMKA rOTOBOTO JliKapCbKOro 3acoby, Lo
BiAMOBIAAa€E 3a BUPOGHMLTBO, NEPBVIHHE, BTOPUHHE
nakyBaHHS Ta KOHTPONb AKocTi - Pfizer Ireland
Pharmaceuticals, Ireland, a came - BUy4eHHs cnis
"Co. Kildare" i3 TekcTy agpecu, 6e3 3miHM micus
BUpOGHUUTBA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbkWii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHM y npoLeci BUPO6HULITBA FOTOBOTO NiKAPCbKOro
3aco0y, BKOYatoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPO6HULITBA) He3HayHa 3MiHa y npoueci
BMPOOHMLITBA - O0JaBaHHSA Yacy 3MilllyBaHHSA 415
Tabnetok 100 Mr Ta BenmumHot naprtii 540 kr.
XKoAHuX hakTUYHUX 3MiH 0 BUPOGHUYOro npoLecy
BHECEHO He 6Yy/10 - Us iHopmaLlisi BHOCUTbCA 3
METOI YTOYHEHHS JaHWX OO 3MillyBaHHSA
Tabnetok 100 mr. 3aTBepaxeHo: 3.2.P.3.3
Description of Manufacturing Process and Process
Controls Detailed Description of the Method of
Manufacture: Compressed Tablet Core Step 5, Final
blend time Add the remaining Hypromellose 2208
and Talc into a diffusion blender and mix for
approximately 5 to 7 minutes. (Note: Blend times
should be approximately 7 to 12 minutes for 612 kg
batch size for 50 mg strength). 3anponoHoBaHo:
3.2.P.3.3 Description of Manufacturing Process and
Process Controls Detailed Description of the Method
of Manufacture: Compressed Tablet Core Step 5,
Final blend time Add the remaining Hypromellose
2208 and Talc into the Step # 4 diffusion blender
and mix for approximately 5 to 7 minutes. (Note:
Blend times should be approximately 7 to 12
minutes for 612 kg batch size for 50 mg strength and
approximately 5 to 15 minutes for 540 kg batch size
for 100 mg strength).

3a
peyenmom

UA/14972/01/01

70.

E/NIOKOM®

mMa3b 0,1 % no 15r
abo 30 ry Ty6i; no 1
Ty6i y KApPTOHHiIl
Kopobui

OpraHoH
CeHTpan
lcT TM6X

Lseiuapi
A

OpraHoH XeWcT 68

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3araJlbHeHMX AaHnx npo cuctemy hapmakoHarnsgy

3a
peyerimom

UA/6293/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0cobw,
BiANOBIAA/IbHOI 3a 34iicCHEHHS hapmakoHarnsay;

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YKpaiHi, KO0 BoHa
BifIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BIANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BKIyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MilLileHHi MacTep-
(haiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuin: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pegakuis: [Joktop ®epHaHaa
TaBapec. 3MiHa KOHTaKTHUX AaHWNX YNOBHOBaXKEHOT
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
thapmakoHarnsg. 3miHa MicLe3Haxo4KeHHs MacTep-
dpaiina cuctemu hapmakoHarnsgy

71.

EHAO®ANBK

MOPOLLIOK AN
Opa/IbHOTO PO3YUHY;
no 55, 318 r
MOPOLLIKY Y NakeTi;
no 6 nakeTiB y
KopoOLi 3 KapTOHY

[p. ®anbk
Papma
M6X

HimeyunH
a

[p. danbk Papma
Mv6X, HimewunHa
(BignoBifanbHWiA
3a BUNyCK cepiit
KiHLLeBOoro
npoAaykTy Ta
anbTepHaTuBHe
BTOPVIHHE
nakyBaHHs); Knoke
dapma-Cepsic
Mv6X, HimeuwunHa
(BMPOGHUK
[030BaHOT hopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
No3aH ®apma
vM6X, HimeuunHa
(BUPOGHWMK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
C.LLT. c.p.n.
Cepsisio
IHTepHauioHane,
ITanis (BUpoOHUK
[030BaHOl hopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)

HimeyunHa/
ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUii A1 MEeAMYHOro 3aCTOCYBaHHA Ha niacrasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnigxeHsb (PIP) (iHLwi
3MiHW). 3MiHW BHECEHO A0 IHCTPYKLi 418 MeAn4HOoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAW B3aemogiit" Ta "OcobmBocTi
3acTocyBaHHA" BIiANOBIAHO A0 pekomeHAauin PRAC.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS. 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3acTOCyBaHHS Ha MiacTasi perynsipHo
OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nic/iApeecTpavyiiitnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy neaiaTpuydHmnx
pocnigxeHb (PIP) (iHwwi 3MiHW). 3MiHWM BHECEHO A0
IHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainis "Baaemogis 3
HLIMMK NikapCbKMKU 3acob6amMu Ta iHLWi BUan

6e3
peyenma

nionsieae

UA/4197/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "lN06GIYHI
peakuii" BianoBigHO A0 pekomeHaauiin PRAC.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBepmkeHHs. 3minn Il Tuny - 3miln Wwopao

6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy. 3MiHu

Y KOPOTKili XapakTepucTuL,i flikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
OOKNIHIYHUMM, KNIHIYHAMW JaHUMW Ta AaHuMK 3
hapmakoHarnsgy. 3mMiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnacTueocTi",
"MpoTrnoka3aHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkrMK 3acobamMu Ta iHLWi BUamW B3aeMogiii",

"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs

rpyaao”, "Cnocib 3actocyBaHHA Ta go3mn",

"Mepeno3yBaHHa", "Mo6iyHI peakuii” BiANOBIAHO A0

maTepianiB peecTpauiliHoro foCbe, a Takox A0
po3gainy "MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHSI Or0 AisinbHOCTI" (Kopekwis
HanucaHHs Hassu po3giny). B po3gin "Mob6iuHi
peakujii" iIHCTpyKL|ii BHeCceHa iHhopmaLis npo
HEeOobXiAHICTb NOBIZOMAATY NPO YCi BUNAAKM
nifo3ptoBaHNX NOBIYHNX peakLiil Ta BigCyTHOCTI
edheKT1BHOCTI JlikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MicsLiB Micns 3aTBEPAKEHHS.

72.

EHTUBIO®

NOPOLLIOK A71SA
KOHLieHTpaty Ans
pO34nHy Ans
iHdpy3ili no 300 wmr;
MOPOLLIOK ANSA
KOHLieHTpaty Ans
PO34unHy Ans
iHpy3iA y chnakoHi;
no 1 cpnakoHy y
KapTOHHI Kopoobui

Takegpa
dapma

[JaHis

BMPO6HMLTBO 13
Ta nepBrHHe
nakyBaHHs:
Xocnipa, IHK.,
CLUA, CLLA
BMpO6HULTBO /13,
KOHTPO/b SAKOCTI
cepii:
"CTepwbHICTL",
"MexaHiuHi
BK/TIOYEHHA",
nepBuHHe
naxkyBaHHs:
MateoH ITanisa
C.N.A,, Itania
BTOPUHHE
nakyBaHHs Ta
[03BiN Ha BUNYyCK
cepii:
Jencapm Hosapa
C.p.n., Itania
BTOPUHHE

cuA/
ITanis/
ABcTpisi/
Benuka
BpuTaHis/
Himeuunna/
AnoHis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiasis: 3MiHu
| Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3aci6.
3MiHM Y BUPOOHUMUTBI. 3MiHM Y npoLeci BUPO6HULTBA
rOTOBOrO JIiKAPCbKOro 3acoby, BKIYaUn
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BMPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3Hau4Ha 3MiHa y npoLeci BUPO6GHMLTBA) BHECEHHS
He3HauHWX 3MiH y npoLec BUPOOHMLTBA /liKapCbKOro
3aco6y Ha BUPOBOHWYIN AinbHULi MaTeoH ITanis
C.M.A., ITania gnsa BnpoBafXeHHSA aflbTEPHATUBHNX
pe3epByapiB 3 Hepxasitouoi cTasli Ans
NpuroTyBaHHsa 6ydepis, 3 BIANOBIAHUMUN 3MiHaMU B
po3gain 3.2.P.3.3. Onuc BMpo6HMYOro npotecy Ta
KOHTPO/I0 npoLecy

3a
peyerimom

UA/15405/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nakyBaHHS,
KOHTPO/b AKOCTI
cepii, 403BiN Ha
BUMYCK Cepii:
Takena ABCTpis
mM6X, ABCTpis
KOHTPO/Ib AKOCTI
cepii:
KosaHc
NabopaTopis
NimiTen, Benvka
BpuTtaHis
KOHTPO/Ib AKOCTI
cepii:
"CTepunbHICTL" Ta
"BakTepiasbHi
€HA0TOKCUHN™:
Bikxem
NabopaTtopis
NimiTen, Benvka
BpuTtaHis
KOHTPO/Ib AKOCTI
cepii:
"BU3HaYeHHA
3B'A3yBaHHA"
Yapnb3 Pisep
Nab6opaTopi3
HimeyunHa rméX,
Himeuunna
BMpO6HULTBO /13,
KOHTPO/Ib AKOCTI
cepii, NnepBuHHe
nakyBaHHs:
Takepa
PapmacbloTikas
Komnasi /iT4,.,
Xikapi nnaHT,
AnoHis

73.

ECCEHUIAN
E®H

PO34MH ANS iH EKUi,
250 mr/5 mn Ne 5: no
5 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLi
B KapTOHHIi Kopo6Lyi

TOB
"Onenna
Xenckea
YkpaiHa"

Ykpaina

nakyBaHHs,
MapKyBaHHS,
KOHTPO/b Ta
BUMYCK cepii: AT
"Tanuudapm",
YKpaiHa,;
BMPOBHULITBO,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/Ib Ta

Ykpaina/
IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3neku/edhekTNBHOCTI Ta
hapmMakoHarnagy. 3miHa 4actoTu Ta/abo TepMmiHiB
NOAaHHA PeryssipHo OHOBJIOBAHWX 3BITiB 3 6e3neku
nNikapcbKnx 3acobiB - 3MiHM y AaTax NnogaHHs
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku.
[itoya pepakuis: Yactota nogaHHsA perynsipHo
OHOBJIIOBAHOTO 3BITY 3 6e3nekn 5 pokiB.
KiHueBa gata ans BKIOYEHHS faHux fo PO36 -
25.01.2027 p. fata nogaHHs - 25.04.2027 p.

3a
peyerimom

UA/8626/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BUMYCK Cepii: [MponoHoBaHa pepakuis: YactoTa nogaHHs
PAMAP XENC perynisipHoO OHOBJ/IHOBAHOT0 3BiTY 3 6e3nekn 5 pokiB.
KEAP CEPBICI3 KiHueBa gata ans BKIOYEHHS faHux fo PO36 -
MALPWA, C.AY., 01.10.2026 p. Aata nogaHHA - 30.12.2026 p.
IcnaHis PekomeHa0BaHO [0 3aTBEPL)KEHHS BiAMOBIAHO A0
nepiognyYHOCTI NoAaHHSA PerynsipHoO OHOBJIOBaHNX
3BiTIB 3 6€3MneKu Jlikapcbkux 3acobiB y €C
74. | ECCEHUIAN kancynu no 300 mr TOB Ykpaina BMPOOHULITBO, HimeuunHa/ | BHeCEHHSI 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHK 6e3 - UA/8682/01/01
€E® ®OPTEH | Ne 30 (10x3): no 10 "Onenna nepBrHHE Ta MonbLua | TNy - 3miHK Woao 6e3nekn/ethekTVBHOCTI Ta peyenma
kancyn y 6nictepi, Xenckea BTOpPUHHE thapmakoHarnagy. 3MiHa 4yacToTv Ta/abo TepMiHiB
no 3 6nictepu y YkpaiHa" nakyBaHHs, nofiaHHsA perynsipHO OHOB/OBaHMX 3BITIB 3 6e3nekun
KapTOHHI Kopo6Lyj; KOHTPO/b Ta nNikapcbkux 3aco6iB - 3MiHM y AaTax nogaHHs
Ne 100 (10x10): no BUWMYCK Cepiii: perynsipHO OHOB/THOBAHOrO 3BIiTY 3 6e3neku.
10 kancyny Eii. HaTtTepmaHH [Litova pepakuin: Yactota nogaHHsA perynsipHo
6nicTepi, no 10 eng Caiii. F'm6X, OHOBJIIOBAHOTO 3BITY 3 6e3nekn 5 pokis.
6nicTepiB y HimeuunHa KiHueBa gata ans BKIOYEHHS gaHux go PO36 -
KapTOHHIlA KOpooLi nepBrHHe Ta 25.01.2027 p. Oata nogaHHs - 25.04.2027 p.
BTOPUHHE lMponoHoBaHa pegakuis: Yactota nogaHHs
nakyBaHHS1, BUMyCK perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3nekun 5 pokis.
cepiii: KiHueBa gata ans BKIOYEHHS faHux fo PO36 -
Onenna Xenckea 01.10.2026 p. Aata nogaHHA - 30.12.2026 p.
Monang Cn. 3 0.0., PekomerA0BaHO [0 3aTBEPL)KEHHS BiMOBIAHO A0
Monblya nepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BiTIB 3 6e3nekn nikapcbkmx 3acobis y €C.
75. | ECTIBA 600 TabneTku, BKpUTI letepo IHais FETEPO NN1AB3 IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/1590/02/01
060/10HKO10, N0 600 Na63 NIMITEL | TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
mr, no 30 TabneTok Nimiteq thapmakoHarnsigy. BeegeHHs abo 3miHu go
y KOHTelHepi; no 1 y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
KOHTelHepy B (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
KapTOHHI KopoobLi thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 32 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ons
3[jicCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHa Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BigNoBigabHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Hypies
EnpaHiz Animosuy. MNMponoHoBaHa pegakuis:
Tonokesuy Bonogymup HOpiiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asBHNKa,
BiANOBiAabHOI 3a thapmakoHarnisg B YkpaiHi
76. | EBPO®EHAK | TabneTku, BKpUTI Pisochapm | LUseiiuapi Pisochapm CA LBeiuapis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19990/01/01
NiBKOBOIO CA A | TNy - AOMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BK peyenmom | niosisg2ae

060/10HKOH0, M0 100

NiKapcbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 10 6nictepiB y
KapTOHHI KopoobLi

3MiHN BHECEHO LLI0A0 Ha3BM JliKapCcbKoro 3acoby.
3aTtBepmkeHo: EYPOPEHAK (EUROFENAC)
3anponoHoBaHo: EBPOPEHAK
(EUROFENAC). 3miHu | Tuny - 3MiHu LWwoao
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHLi
3MiHK) 3MiHM BHECEHO B TEKCT MapKyBaHHS Ha
MepBWHHI Ta BTOPUHHINA yNakoBL,i LLOAO Ha3Bu
NiKapcbKoro 3acoby, yTOYHEHHS BUKNAAEHHS
iHchopMmawii LWoao aatn TepMiHy NpUAATHOCTI,
Homepy cepii Ta Homepy PI1, y n. IHWE wopo
NoroTuniB KOMNaHili (BMpoGHMKa Ta KoMMaHii, Lo
3AiliCHI0E MapKETUHT), TEXHIYHOT iHdhopmaLlii
BMpPO6HMKa (koan).

717.

€ECOM

niodpinizat ans
PO3unHy A5 iH'eEKUil
Ta iHdysiii, no 40 mr
1 chnakoH 3
niodgpinizatom y
Kopobui

Acnipo
Papma
NimiTen

IHais

Acnipo ®apma
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3arasIbHEHMX AaHUX NPO cucTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6u, BignoBigaibHOT
3a 34jiicHeHHs hapmMakoHaragy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3as1BHMKA, BiANOBIga1bHOI 3a
thapmakoHarnag B YkpaiHi. [livoua pegakuis: Hypies
EngaHiz AnimoBuy. MNponoHoBaHa pejakuis:
Tonokesuy Bonogumup HOpiiioBry. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiga/sIbHOI 3a dhapmMakoHarnsa B YKpaiHi.

3a
peyenmom

UA/17184/01/01

78.

XXEBTAHA®

KOHLleHTparT ans
po3unHy Ans
iHdpysiid, 60 Mry 1,5
mn no 1,5 mn
KOHLeHTpaTy y
0NaKoHi y KOMM/IEeKTi
3 PO34YMHHMKOM MO
4,5 mn (eTaHon 96
%-13 % (m/m), BOga
Ans iH'ekuiin) y
donakoHi; no 1
donakony
KOHLeHTpaTy Ta 1
doNakoHy

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi-ABeHTiC
[onunang MmeX

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy MicLsA NPOBaXEHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOYaun AifbHULi BUNYCKY
cepii abo MicLe NpoBeAeHHS KOHTPOJIH SKOCTI.
(gisnbHICTb, 3a Ky BiANOBiAaE BUPOGHUMK/iMnopTep,
BK/1OUAK0UY BUMYCK CEPIiA) -
AaMmiHicTpaTuBHa 3MiHa agpecy BUpo6Huka M3,
BiANOBIAA/ILHOrO 3a NOBHMIA LMK BUPOOHMLTBA
BK/IHOYA0UM BUMYCK Cepii, 3 METOI NPUBEAEHHS Y
BiAMNOBIAHICTb O OHOB/IEHOrO OpUriHaUIbHOro GMP
cepTudikaTy Ta niyeHsii Ha BUpobHULTBO. Ha3Ba Ta
BMPO6HMYA AiNbHULA 3aMWwaTbes 6e3 3MiH, BCi

3a
peyenmom

He
nionsieae

UA/11582/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
PO34YMHHMKA B BVMPOGHMWYI onepauii 3a/IMLaTbCs HE3MIHHMMU.
KapTOHHI Kopoo6Li
79. | 30/1A®PEH TabneTkn, BKPUTI AT MonbLla BMPOGHUK "in Monbwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu 3a - UA/2604/01/01
060/10HKO, M0 5 Mr "Apamvep, bulk", nepBuHHOro | TNy - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
no 30 TabneTok y dapma” Ta BTOPUHHOIO thapmakoHarnagy (iHwi 3MiHK) - 3MiHU BHECEHO Y
6nicTepi; no 1 nakyBaHHsa: AT TEKCT MapKyBaHHS1 BTOPUHHOI YMakoBKMN NiKapCbKoro
6nictepy y "Apaveg ®apma”, 3acoby y n.12 HOMEP PEECTPALINHOIO
KapTOHHIlA KOpooLi MonbLa; MOCBIAYEHHSA. BBeaeHHS 3MiH NpOTAroM 6-Tu
KOHTPO/Ib SKOCTI, MiCALIB MiCNSA 3aTBEPLKEHHS.
[03BiN Ha BUNYCK
cepii:
AT "Apamep,
Papma”, MNonbLua
80. | 30/TA®PEH TabneTku, BKPUTI AT Monbwa BMPOBHUK "in MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a - UA/2604/01/02
o060n0Hkoto, no 10 "Apavepg, bulk", nepsnHHoro | TNy - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
mr; no 30 TabneTok Papma” Ta BTOPUHHOIO thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO Y
y 6nicTepi; no 1 nakyBaHHs: AT TEKCT MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKoro
6nictepy y "Apamvepq ®apma”, 3aco6y y n.12 HOMEP PEECTPAL|IIMHOIO
KapTOHHIA KopoobLi MonbLwa; MOCBIAYEHHSA. BBeAeHHs 3MiH NpoTAroM 6-Tu
KOHTPO/1b SIKOCTI, MicsILiB nicns 3aTBEPKEHHS.
[03BiNT Ha BUMYCK
cepii:
AT "Apamep,
Papma”, MosbLa
81. | 3O/IEAPOHO | KoHueHTpaT ons MicTtpan AHrnisA BMPOGHMLITBO, Mapokko/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/19380/01/01
BA KACNOTA | po3sunHy s Kenitan nakyBaHHs: Icnanis | TMNy - 3MiHKM 3 AkocTi. CepTudikart peyenmom
-BICTA AC iHdpysild, 4 mr/5 mn, MeHemkm Cotema, Mapokko BignosigHOCTI/IE-cepTucpikar BignosigHoCTi
no 5 mn 'y chnakoHi; eHT BMNYCK cepil: €Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
no 1 donakoHny B Nimiteq CiHTOH Xicnaris, noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KapTOHHI KOpoOLyi C.J1., IcnaHis BigMOBIAHICTb A0 MOHOrpadii 4dY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun €C (3miHa y cneuudikawii
HebapmakoneiHoro A®| Ans npuBefeHHs y
BiANOBIAHICTL A0 BUMOr JdY abo €BponeiicbKoi
thapmakonel, abo iHLWOoI HaLioHasIbHOI dhapmakonel
nepxasun €C) - A®I - npuBegeHHs cneumdikauii Ha
Ailo4y pevyoBUHY KvcnoTa 30/1e4pOHOBa MOHOriApaT
y BignoBigHicTb A0 MoHorpadii Zoledronic acid
monohydrate Ph. Eur.
82. | 30MIEHAPOB | KoHUeHTpaT ans MicTtpan AHrnisA BMPOGHMLITBO, Mapokko/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/16475/01/01
ICTA pO34YuHy AN Kenitan nakyBaHHs: Icnanis | TMNy - 3MiHK 3 AkocTi. CepTudikart peyenmom
iHdpysiiA, 4 mr/5 mn, MeHepxm Cotema, Mapokko BignosigHocTi/l E-cepTudikar BignosigHoCTi
no 5 mn y chnakoHi; eHT BiANoBigabHUIA 3a €Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
no 1 donakoHy B Nimiteq BUMYCK Cepii: noB'aA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
KapTOHHI KopoobLi CiHTOH XicnaHisi, BiANOBIAHICTb A0 MoHOrpadii APY abo
C.J1.,, IcnaHis €Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI

thapmakonei gepxasun €C (3miHa y cneuudikawii
HedhapmakoneiiHoro A®| Ans npuBeAeHHs y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHICTb A0 BUMOr JdY abo EBponeicbKoi
thapmakonei, abo iHLWOT HalioHa1bHOT thapmakonel
Aepxasun €C) - A®| - npuBeseHHs cneuudikauii Ha
Ailo4y peyoBUHY KvCnoTa 30/1e4pOHOBa MOHOTIApaT
y BiANoBigHiCTb A0 MoHorpadii Zoledronic acid
monohydrate Ph. Eur.
83. | 30TEK®-200 TabneTku, BKpUTI OPrAHO OAE EBepTomXeH IHAjsA BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu 6e3 nionsizae UA/11501/01/01
NNiBKOBOO CWH Naiicp CaeHcnz | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peyenma
o060n0HkKot, no 200 NIAV®CA Nimiten Cuctema KoHTelHep/3aKynoptoBasibHWI 3aci6. 3miHa
mr; no 10 Tabnetok EHCN3 pO3Mipy ynakoBK/ roTOBOrO JlikapCbkoro 3acoby
y 6nicTepi; no 1 (E® 3ET 1) (BUyYEHHA YNakoBKY MEBHOr0 PO3Mipy) BUYYEHHS
6nictepy y yNaKkoBKM rOTOBOTO JliKapCbKOro 3acoby, a came: no
KapTOHHIA Kopoo6Li 10 TabneTok y 6nictepi; no 10 6nicTepiB y KapTOHHIl
KopooLi.
3MiHW BHECEHI B iHCTPYKLIO 4719 MEANYHOIO
3aCTOCOBYBaHHS MikapCbKoro 3acoby y po3ain
"YnakoBka" (BUNy4YeHHs ynakoBKU MEBHOro po3Mipy)
AK HacnigoK y po3ain "Kareropis signycky".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS.
84. | 30TEK®-300 TabneTkn, BKPUTI OPrAHO OAE EBepTopxeH IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 6e3 nionsieae UA/11501/01/02
NNiBKOBOO CWH Naiicp CaeHcns | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
060/10HKO10, No 300 NANDCA Nimiten Cuctema KoHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa
mr; no 10 TabneTok EHCN3 PO3Mipy yNakoBKM roTOBOrO /iKapCbKOro 3acoby
y 6nicTepi; no 1 (E® 3ET 1) (BUy4yeHHA ynakoBK1 MEBHOro PO3Mipy) BUTyYEHHS
6nictepy y yrnakoBKW1 FOTOBOrO NiKapcbKoro 3acoby, a came: no
KapTOHHI KopoobLi 10 TabneTok y 6nictepi; no 10 6nicTepiB y KapTOHHIl
KopoobLi.
3MiHM BHECEHI B iHCTPYKLitO ANS1 MEAUYHOIO
3aCTOCOBYBaHHSA MikapCcbKoro 3acoby y po3ain
"YnakoBka" (BUy4YeHHs ynakoBKU MEBHOro Po3Mipy)
AK HAcNigoK y po3zin "Karteropisa Bignycky".
BBefeHHs1 3MiH npoTArom 6-T MicAuiB nicns
3aTBEPAKEHHS.
85. | 30TEK®-400 TabneTku, BKPUTI OPIAHO OAE EBepTomkeH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 6e3 nionsieae UA/11501/01/03
NAiBKOBOIO CUH Naiicp CaeHcus | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKMiA 3aci6. peyenma
060n0HkKot, Nno 400 NANDCA Nimiten Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
Mmr; no 10 TabneTok EHCUN3 PO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
y 6nicTepi; no 1 (E® 3ET 1) (BUlyYEHHS YNaKOBKN MEBHOMO PO3Mipy) BUYYEHHS

6nictepy y
KapTOHHi KOpO6L

ynakoBKM FOTOBOrO MikapCcbKoro 3acoby, a came: no
10 TabneTok y 6nictepi; no 10 6nicTepiB y KApTOHHIiA
KopooL,.
3MiHV BHECEHI B iHCTPYKLitO AN151 MEAUYHOIO
3aCTOCOBYBaHHSA NikapcbKoro 3acoby y po3ain
"YnakoBka" (BUy4YeHHS yNakoBKU MEBHOMO PO3Mipy)
AK HAcNigoK y po3ain "Karteropis Bignycky".
BBefieHHs1 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
86. | KANbLUIO PO34MH A5 iH'EKLIN, TOB YkpaiHa MAT "ranuucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 3a He UA/17873/01/01
xnoeunpg, 100 mr/mn no 5 mn "APTEPIY | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom | niosnsizae
abo no 10 mn B MnaTa" CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
amnyni; no 5 amnyn ymMoBax 36epiraHHs roToBOro fikapCcbKoro 3acoby
Y KOHTYpHili (iHLWi 3MiHW) 36iNbLUEHHSA TepMiHY NpuaaTHOCTI
YapyHKoBIl roTOBOro NikapCbKoro 3acoby (3aTBepaKeHO: TepMiH
ynakoBLi; no 2 NpVUAATHOCTI 3 POKK; 3anpPONOHOBAHO:TEPMIH
KOHTYPHI YapyHKOBI npuaatHocTi 4 poku). 3MiHW BHECEHI B po3/in
yMakoBKM B navLi "TepMiH NpMAATHOCTI" B IHCTPYKLiIO 4158 MeANUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby. BBeeHHs 3MiH
NpOTArom 6-Tv MicsLiB Micns 3aTBEPAKEHHS.
87. | KAMETOH- cnpeii HasanbHUiA Ta | ToBapuct Ykpaina ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 6e3 - UA/2288/01/01
340POB'A OpPOMYKO3HUiA, no 25 BO 3 06MexeHot | TNy - 3MiHKW 3 AkocTi. CepTudikart peyenma
ry 6aoHi i3 06MeXeHo BiANOBIf&/IbHICTIO BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
3axXMCHUM 10 "®GapmaLeBTnyHa €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
KOBMaykoM BignoBiga KOMnaHis HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
3a6e3neyeHomy NbHICTIO "3p0pos'a” abo BUNy4YeHHs cepTudpikara BignosigHOCTI
[03ylounm "®papmaue €poneiicbkili hapmakonei: gns A®l; ons BuxigHoro
KnanaHoM-Hacocom BTUYHA maTepiasy/peareHTy/npoMKHOrO NPOAYKTY, WO
Ta Ha3a/IbHOIO KOMnaHis BUKOPWCTOBYIOTbCS y BUPOOHULTBI ADI; ans
HacagKoto- "3po0pos'a” [OMNOMDKHOI peyoBMHYM (CepTuddikaTt BiANOBIAHOCTI
po3nuniBavemM 3 €Bponeiicbkili hapmakonei) - HoBui cepTudikaT Big,
3aXUCHUM HOBOro BMPOGHMKa (3aMiHa ab0 JONOBHEHHS)
KOBMAYKoM i MogaHHsA HOBOrO cepTudikarta BifgnoBigHOCTI
opasibHUM €Bponelicbkin hapmakonei Ne R1-CEP 2013-148 -
po3nuaBavyem; no Rev 00 ans A®l Xnop6yTtaHony remirigpaTty Big
1 6an1oHy y KopoobLi HOBOTrO a/IbTEPHATUBHOTO BMPO6HUKa JSC
3 KQPTOHY OLAINFARM, Latvia.
88. | KAMETOH- cnpeii opomyko3Huii; | ToBapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 6e3 - UA/2288/01/02
340POB'A no 25 r y 6anoHi BO 3 06MexeHot | TMNy - 3MiHKW 3 AkocTi. CepTudikart peyenma
POPTE 3abe3neyeHomy 06MeXeHo Bif4NOBiAa/IbHICTIO BignosigHocTI/TE-cepTudpikar signosigHocCTi
KnanaHoM-HacocoMm, 10 "®apmaLeBTnyHa €Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHsA
HacagKoto- Bignosiga KOMMaHis HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
posnuaBayemM Ta NbHICTIO "3p0pos'a” ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
3aXUCHUM "®apmaue €Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
KoBMaykom; no 1 BTUYHA marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
6as10Hy y KOpob6Lii 3 KOMnaHis BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
KapToHy; no 401y "3popos's" [ONOMDKHOT peyoBrHU (cepTudpikat BignoBigHOCTI
chnakoHi 3 €Bponeiicbkili hapmakonei) - HoBuin cepTudikaT Big,
opasibHUM HOBOrO BMPOGHMKa (3aMiHa abo AONOBHEHHS)
PO3NUIBa/IbLHUM MogaHHs HOBOrO cepTudikaTa BignoBiAHOCTI
NPUCTPOEM Ta €sponelicbkiin dhapmakonei Ne R1-CEP 2013-148 -
3aXUCHUM Rev 00 ana A®l XnopbyTtaHony remirigparty Big
KoBMnaykom; rno 1 HOBOrO a/IbTEPHATUBHOrO BMPOGHMKa JSC
hnakoHy y kopobui 3 OLAINFARM, Latvia.
KapTOHY
89. | KAHAMBOP niogpinizat gns Acnipo IHAiA Acnipo ®apma IHAjisA BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3MiHK 3a - UA/17810/01/01
PO34uMHy ANns dapma Nlimiteq | TMNy - 3MiHKM WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
iHcpy3iiA, mo 200 mr; Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 donakoHy y y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
KopoobLi (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YKpaiHi, KO0 BoHa
BiAMiHHA BiJ, YNOBHOBaXKeHOi 0co6w, BignoBigaibHOT
3a 34ilicHEeHHA thapMakoHarnsay (BKvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu cpapmakoHarnsay) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/ILHOI 3a
thapmakoHarnag B Ykpaini. [ivoua pegakuia: Hypies
EngaHisz AnimoBuy. MNponoHoBaHa peaakuis:
TonokeBuy Bonoguymup HOpiiioBry. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObY 3asiBHMKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsg B YkpaiHi
90. | KENBEP® TabneTku, BKPUTI AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu 3a - UA/13977/02/01
N1iBKOBOIO "®apmak” | Tuny - 3miHK 3 akocTi. A®I. (iHWi 3MiHN) nogaHo peyenmom
o060n0Hkoto, no 25 oHoBrieHuii DMF Ha gitovy peqyoBuHy
mr; no 10 TabneTok AekckeTonpodyeHy TpOMeTaMony Bif, 3aTBEPAKEHOTO
y 6nicTtepi; no 1, 3 BMpO6HMKa Saurav Chemicals Limited, IHgis
abo 5 6nicTtepiB y (3aTBepmxeHo: DXT/AP DMF-EU/MAY/2020 (REV
naJi 3 KapToHy 03); 3anponoHoBaHo: DMF DXT/AP QOS-EU/REV-
01/09-07-2022).
91. | KENBEP® PO34MH A5 iH'EKLN, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a - UA/13977/01/01
50 Mr/2 mn; no 2 mn "papmak” | TMny - 3MiHKn 3 AKocTi. ADI. (iHWi 3MiHM) nogaHo peuenmom
B amnyni, no 5 oHoBieHuii DMF Ha gitouy peqyoBuHy
amnyn y 6nictepi, no AekckeTonpod)eHy TpOMeTaMony Bif, 3aTBEPAKEHOTO
1 a6o no 2 6nictepu BMpo6HMKa Saurav Chemicals Limited, IHais
B Nauuji 3 KAPTOHY; (3aTBepmxeHo: DXT/AP DMF-EU/MAY/2020 (REV
no 2 mn B amnyni, 03); 3anponoHoBaHo: DMF DXT/AP QOS-EU/REV-
no 5 a6o 10 amnyny 01/09-07-2022).
nayui 3 KapTOHY
92. | KENBEP® rpaHynun ans AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/18685/01/01
CAUIE OpPa/ILHOIO PO3UNHY, "®apmak” | Tuny - 3MiHK 3 akocTi. A®I. (iHLWi 3MiHKN) nogaHo peyenmom
no2s5mrno25ry oHoBNeHnn DMF Ha gjtouy peqoBUHy
cawe, no 10, 20 a6o [LeKckeTonpodyeHy TpoMeTamorny Bif, 3aTBEPIKEHOro
30 cawe y nauli BMpo6HUKa Saurav Chemicals Limited, IHAis
(3aTBepmkeHo: DXT/AP DMF-EU/MAY/2020 (REV
03); 3anponoHoBaHo: DMF DXT/AP QOS-EU/REV-
01/09-07-2022).
93. | KETO nntocC LwamMnyHb; no 60 mn "neHmapk IHAis neHmapk IHgjsa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHN 6e3 - UA/10142/01/01
a6o no 150 mny $apmacb $apmacbloThkan3 | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
thnakoHi; no 1 loTMKan3 nrp. KOHTposb rotoBoro fikapcbKoro 3acoby. 3miHa y
donakoHy B N1g. MeTogax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi 3ac06y (He3HayHa 3MiHa y 3aTBEpAXKEHNX MeToAax
BUNPOOYBaHHA). [N BU3HAYEHHS NOKa3HUKa
«B'A3KICTb» AOAAETLCA a/lbTEPHATUBHUIA
BMcko3umeTp bpykdinbaa mogeni DV Next model
[0 3aTBepaxeHol mogeni DV-1I +Pro.
94. | KETOPO/IAK PO34NH A1 iH'EKLIN, AT Natsis BMPOGHUK KW Nartsis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu 3a He UA/17137/01/01
rPIHAEKC 30 mr/Manolmne "I'piHaekc" BignoBsigae 3a CnoBavunHa | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | mniossi2ae
amnyni; no 5 amnyn BMNYCK cepil, thapmakoHarnsgy. 3MiHa y KOPOTKill xapakTepucTuLi
B KOHTYPHIl BK/IOHA0UM NiKapcbKoro 3acoby, TEKCTI MapkyBaHHs Ta
YapyHKOBIli ynakoBLyi KOHTpO/b IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHA Ha nigcTasi
(nigooHi); no 2 abo cepii/BunpobysaH perynsapHo OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
20 KOHTYPHUX Ha: AT "'piHgekc", nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
YapyHKOBUX Nartsis; BCi cTagi 3aCcTOCyBaHHS NMikapcbKoro 3acoby B
ynakoBoK (NigaoHiB) BYPOBHMYOTrO nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
B nauLj 3 KapToHy npowecy, Kpim OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
BWMNYCKY Cepil: 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
XBM ®apma Y3roXXeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
c.p.o., opraHom)
CnosayunHa 3MiHN BHECEHO [0 IHCTPYKUIi 415 MEeLUYHOrOo
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"Oco61BOCTI 3acTOCyBaHHA" BigNOBIAHO A0
OHOB/EHOI iHChopMaLii 3 6e3nekn Ailo4oi peYoBUHM
95. | KOHTPAKTY renb, no 10, 20 a6o Mepy, HimeyuunH BMPOBHULITBO, HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu 6e3 nionsieae UA/6090/01/01
BEKC 50 ry Ty6i; no 1 Ty6i dapmach a nakyBaHHs, | Tuny - 3MiHK 3 AKOCTI. FOTOBMIA NikapcbKnii 3aci6. peyenma
Y KapTOHHIi1 kopobu,i oTiKau1C KOHTPO/b AKOCTI i CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
m6X BMNYCK rOTOBOrO ymoBax 36epiraHHsi rOTOBOrO NikapCbKOro 3acoby
nikapcbKkoro (3MEHLLEHHS TEepMiHY NpUAaTHOCTI FOTOBOrO
3acoby: nikapcbkoro 3acoby) - [1151 TOproBoi yNakoBKy -
Mepy, ®apma 3MEeHLLEHHS TEPMiHY NpMAAaTHOCTI FTOTOBOrO
v6X i Ko. KraA, nikapcbKoro 3acoby. 3aTBepmkeHo: TepMmiH
HimeuunHa npugartHocTi: 3 pokn. TepMiH npugartHocTi nicns
BTOPVHHE NepLLOro po3kpuTTA: 6 MicsLiB. 3anpPONOHOBaHO:
nakyBaHHs: TepmiH NnpugaTHOCTI: 2 poku. TepMiH NPUAATHOCTI
MpecTix nicna nepworo pos3kpuTTA: 6 MicAuiB. 3MiHW BHECEHI
MpomoyLiH B po34in "TepmiH npuaaTHoCTi" B IHCTPYKLiO ANs
Bepkaydcdypaep MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby.
YHI &
Bepb6ecepsic
m6X, HimeyunHa
BTOPVIHHE
nakyBaHHs:
X.E.1.N. Tm6X,
HimeuyunHa
96. | KOHTPAXICT | TabneTku, BKpUTI AT MonbLa nepBuHHE Ta MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 6e3 - UA/15823/01/01
ANEPOXI® NAiBKOBOIO "Apamep, BTOPWHHE | TMny - 3MiHKM WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenma
060/10HKOI0, N0 5 Mr, dapma” nakyBaHHs, thapmakoHarnsgy (iHwi 3miHun) - 3MiHW BHECEHO A0

no 10 TabneTtok y
6nictepi; mo 1

KOHTPO/b AKOCTI
Ta BMNyCK cepil:

TEKCTY MapKyBaHHsi BTOPUHHOT YMaKOBKM
nikapcbkoro 3acoby B n. 12. <HOMEP
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nictepy B AT "Apaves PEECTPALIMHOIO NOCBIAYEHHSA». TepmiH
KapTOHHI KopobLyj; $apma”, MNonbLya; BBEJEHHS 3MiH NpoTAroM 6 micAuis nicns
no 7 TabneTok y BMPOBHULITBO, 3aTBepKeHHsA
6nicTepi; no 1 nepBUHHE Ta
6nictepy B BTOPWUHHE
KapTOHHIlA KopooLi nakyBaHHs: AT
"Apamvepq ®apma”,
Monblua
97. | KPECTOP TabneTku, BKpUTI AcTtpa3eH Benvka BVMPOGHMK CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/3772/01/04
N/1iBKOBOIO eka HOK BputaHis nikapcbKoro Benuka | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
060/10HKOI0, M0 5 Mr, Nimiteq 3aco6y «in bulk»: BpuTaHis thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi

no 14 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

AMIEp
dapmacboTrKanc
IHK., CLUA;
BMPOBHUK,
BignoBiganbHWi1 3a
nakyBaHHs,
KOHTPONb Ta
BUMYCK Cepii:
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUii 415 MeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbTart
OLliHKM 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnigxeHsb (PIP) (iHLwi
3MiHW). 3MiHW BHECEHO A0 IHCTPYKLi 418 MeAn4HOoro
3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
"B3aemogijs 3 iHWVMK NikapcbknMu 3acobamu Ta
iHLWI BMAY B3aemogijit" BiANOBIAHO O OHOBNEHOT
iHbopMmaLii 3 6e3nekun 4ityoi pevyoBMHN
posyBacTaTuHy. BBefeHHA 3MiH NpPoTAroM 6-Tu
MicsILiB Micns 3aTBepPKEHHS.
3Mminu | TURY - 3MiHK Woao 6esnekn/etheKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO [0
IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakwyii" BignoBigHO A0
OHOBNEHOI iHthopMaLii 3 6e3nekn Ailo4oi peYoBUHU
po3yBacTaTuHy. BBeieHHS 3MiH NpoTArom 6-Tu
MiCAUIB Micna 3aTBepKEHHS. 3MiHu | Trny - 3MiHK
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby Ao
po3ainis "Oco6MBOCTI 3acTocyBaHHSA", "MOGIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3neku Ailovoi pe4oBUHN Po3yBacTaTuHYy.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepkeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuLi flikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeanyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW AaHUMU Ta AaHUMK 3
dhapmakoHarnsgy. 3mMiHM BHECEHO [0 iHCTPYKLIiT An1s
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWMMUK NiKapCbKUMM
3aco6amMu Ta iHLWi BUAW B3aEMOSiN".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS
98. | KPECTOP TabneTku, BKpUTI AcTtpa3eH Benvka BVMPOGHMK CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN 3a He UA/3772/01/01
N/1iBKOBOIO eka HOK BputaHis nikapcbKoro Benuka | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | mniossi2ae
060/10HKO10, M0 10 Nimiteq 3aco6y «in bulk»: BpuTaHis thapmakoHarnsgy. 3MiHa y KOPOTKill xapakTepucTuLi

Mr o 14 Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

AMIEp
dapmacboTrKanc
IHK., CLUA;
BMPOBHUK,
BignoBigasnbHWi 3a
nakyBaHHs1,
KOHTPONb Ta
BUMYCK Cepii:
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCcyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnigxeHsb (PIP) (iHLwi
3MiHW). 3MIHW BHECEHO A0 IHCTPYKLi 418 MeAn4HOro
3aCcTOCyBaHHS MikapCbKOoro 3acoby Ao po3gainy
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHLWI BMAY B3aemogijit" BiANOBIAHO O OHOBNEHOT
iHcbopMmaLii 3 6e3nekun A4ityoi pevyoBUHN
po3syBacTaTuHy. BBefeHHSA 3MiH NpPoTAroM 6-Tu
MicsILiB Micns 3aTBePKEHHS.
3MmiHn | TUNY - 3MiHK Woao 6esnekn/ethekTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO [0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakwyii" BignoBigHO A0
OHOBNEHOI iHthopMaLii 3 6e3neku Ailo4oi peYoBUHU
po3yBacTaTuHy. BBeieHHS 3MiH NpoTArom 6-Tu
MiCALIB MicnA 3aTBepKEHHS. 3MiHu | Trny - 3MiHK
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby A0
po3ainis "Oco6sMBOCTI 3acTocyBaHHSA", "TMOGIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3neku Ailovoi pe4oBUHN Po3yBacTaTuHY.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepkeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuLi NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeanyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW AaHUMU Ta AaHUMK 3
hapmakoHarnsagy. 3mMiHm BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWMMM NiKapCbKUMU

3acob6amu Ta iHLWi BUAW B3aEMogiii".
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEpPAKEHHSA

99.

KPECTOP

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 20
Mr o 14 Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

AcTpa3eH
eka oK
Nimiteq

Benvka
BputaHis

BUPOBHMK
nikapcbKoro
3aco6y «in bulk»:
AMIEp
dapmacboTrKanc
IHK., CLLUA,;
BMPOBHUK,
BignoBiganbHWi1 3a
nakyBaHHs1,
KOHTPONb Ta
BUMYCK cepii:
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis

CLUA/
Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLliHKM 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnigxeHsb (PIP) (iHLwi
3MiHW). 3MiHW BHECEHO A0 IHCTPYKLi A8 MeAn4HOoro
3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHLWI BMAY B3aemogijit" BiANOBIAHO O OHOBNEHOT
iHcbopMmaLii 3 6e3nekun 4ikyoi pevyoBMHN
posysacTaTuHy. BBefeHHSA 3MiH NpoTAroM 6-Tu
MicsILiB Micns 3aTBEPKEHHS.
3Mminn | TUNY - 3MiHK Woao 6esnekn/etheKTUBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO [0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mo6iuHi peakwyii" BignoBigHO A0
OHOBNEHOI iHthopMaLii 3 6e3neku Ailo4oi peYoBUHU
po3yBacTaTuHy. BBeieHHs 3MiH NpoTArom 6-Tu
MiCALIB MicnA 3aTBepKEHHS. 3MiHu | Trny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLIT AnA
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainis "Oco6MBOCTI 3acTocyBaHHSA", "MOGIYHI
peakui" BiANOBIAHO A0 OHOBMEHOI iHdhopmaLii 3
6e3neku Ailovoi pe4oBUHN Po3yBacTaTuHYy.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepkeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuLi flikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeanyHoro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKMIHIYHUMU, KNIHIYHUMW AaHUMU Ta AaHUMK 3
hapmakoHarnsagy. 3mMiHm BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby A0
po3ainy "B3aemogis 3 iHWMMM NiKapCbKUMU
3acob6amu Ta iHLWi BUAY B3aEMOLIA".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS

3a
peyerimom

He
niossieae

UA/3772/01/02

100.

KPECTOP

TabNeTkn, BKPUTI

AcTpa3eH

Benvka

BVMPOGHMK

CLUA/

BHECEHHS 3MiH 10 peecTpaljiiiHuX MmaTepiasis: 3MiHK

3a

He

UA/3772/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MN/1iBKOBOIO
060/10HKO10, M0 40
Mr M0 7 TabneTok y
6nicTepi; no 4
6nictepu B
KapTOHHIA KOpO6L

eka oK
Nimiten

BputaHis

niKapcbKoro
3aco6y «in bulk»:
AMIEp
PapmacboTUKanc
IHK., CLUA,;
BUPOBHUK,
BignoBigasibHWi 3a
nakyBaHHs,
KOHTpO/b Ta
BUMYCK cepii:
AcTpa3eHeka tOK
NimiTen, Benvka
BpuTtaHis

Benuka
BpuTaHia

| TNy - 3miHK Woao 6e3nekn/ehekTVBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUIii 4151 MEeAMYHOrO 3aCTOCYBaHHSA Ha nigcrasi
perynspHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLIiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnany negiatpuyHnx gocnigxerb (PIP) (iHLwi
3MiHuM). 3MiHW BHECEHO A0 IHCTPYKLi 418 MeAu4HOoro
3acTOCyBaHHS MikapCbKOro 3acoby Ao po3gainy
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogijit" BiANOBIAHO O OHOBNEHOT
iHcbopMmaLii 3 6e3nekun 4ityoi pevyoBMHN
po3sysacTaTuHy. BBefeHHSA 3MiH NpoTAroM 6-Tu
MicsILiB Micns 3aTBepPKEHHS.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECEHO [0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3acTocyBaHHs", "lNo6GiyHi peakujii” BiANOBIAHO A0
OHOBNEHOI iHthopMaLi 3 6e3neku Ailo4oi peYoBUHU
po3yBacTaTuHy. BBeieHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBepKEHHS. 3MiHM | Trny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKUIT AnA
MeAMYHOro 3acTOCYBaHHA /likapCbKoro 3acoby Ao
po3ainis "Oco6MBOCTI 3acTocyBaHHS", "MOGIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3neku Ailo4oi Pe4oBUHN PO3yBacTaTuHYy.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3arBepkeHHs. 3MiHu |l Tuny - 3MiHn Wopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyHoro
3aCTOCYyBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMK 3 SIKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsagy. 3mMiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWMMU NiKapCbKUMM
3aco6amMu Ta iHLWi BUAW B3aEMOSiN".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS

peyerimom

nionsieae

101.

NA30OPUH®

cnpeli HasanbHWiA,
1,18 mr/mn; no 10
MJ1Y CKASIHOMY
6aIOHYMKY 3

TOB
"Onenna
Xenckea
YKpaiHa"

Ykpaina

IcTiTyTO AiIe AHxeni
C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO B
TEKCT MapKyBaHHS NEPBMHHOT yNakoBKM /TIKAPCbKOro

6e3
peyenma

UA/3590/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
[03yHUnUM 3aco6y B M. 4. «JATA 3AKIHUEHHA TEPMIHY
NpUCTPoEM; no 1 MPUOATHOCTI», n. 6. «IHWE» Ta 'y Tekct
6as10HuKKY B MapKyBaHHA BTOPMHHOT ynakosku B Nn. 8. «JATA
KapTOHHI KopoobLi 3AKIHUEHHA TEPMIHY NPUAATHOCTI», n. 15.
«ANA NIKAPCbKX 3ACOBIB, AKI MPU3HAYEHI
ONA CAMOCTIAHOIO NIKYBAHHSA —
IHOPOPMALIA WOAO0 3ACTOCYBAHHSA», n. 17.
«|HLUE». BBeeHHS 3MiH NpOTAroM 6-Tu micsLiB
nicns 3aTBepiKeHHs
102. | NA®EPOMAK | cynosuTopii no 3 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu 3a - UA/13779/01/04
Cc 000 000 MO; no 3 "BIODAP "BIODPAPMA" | Tuny - 3MiHK 3 sKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
cynosutopiino 1ry MA" KOHTpO/1b AOMOMDKHUX PEYOBUH (iHLWi 3MiHM) 3MiHa
KOHTYPHIi [0 MeToauku N. «CynpoBifHi AOMILLK/» B
YapyHKOBIl crneuudikavii BXifHOro KOHTPO/IKO Ha [ONOMiXHY
ynakosLi; no 1 peyoBuHy Kncnota ackopbiHoBa, y 3B'3KY i3
KOHTYPHIi npuBeLeHHsAM A0 HOBOT pefakuii EP Ta
YapyHKOBIli ynakoBLyi KOpuryBaHHsIM MeToAuKu1 B MoHorpacii EP 0253.
B NnauLj 3 KapTOHY; 3MiHu | TUNY - 3MiHK 3 aKOCTi. FOTOBWIA NiKapPCbKN
no 5 cynosuTopiis 3aci6. KOHTpo/ib AOMOMDKHUX PEYOBUH. 3MiHa Y
no 1 ry KOHTYpHili MeTofax BUNPOo6yBaHHA AOMOMDKHOI peqoBUHM (HLUi
YapyHKOBIl 3MiHV Y MeTogax BUNpobyBaHHs (BKIOYaouy 3aMiHy
ynakosLi; no 1 abo abo gogasaHHs)) 3MiHa J0 M. «Po3mip YacTok» y
Mo 2 KOHTYpHI cneumnaikaLii BXifHOro KOHTPO/IK0 AOMNOMIKHOT
YapyHKOBI YNakoBKM peyosuHM Kncnota ackopbiHoBa 3aTBepaKeHo:
B Nauylj 3 KapToHY Kuncnota ackopbiHoBa Po3mip yacTok Y 20 nonsx
30py MIKpOCKOMNy po3mip 6iNbLLIOCTi YacTok Mae 6yTun
He 6inbLue 30 MKM; AOMNYCKaETbCA HAsABHICTb HE
6inbLue 5 yactok po3mipom Big 30 MKM 80 50 MKM.
3anponoHoBaHo: Kucnota ackop6iHoBa Po3mip
4yacTok KislbKicTb YacTOK po3Mipom He 6Gisblie 80
MKM Ma€ CTaHOBUTK He MeHLle 75% Bif 3arasibHol
KinbKocTi. XXofAHoT YacTku po3mipoM 6isbue 200
MKM.
103. | TA®EPOMAK | cynosutopii no 1 TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu 3a - UA/13779/01/03
(o3 000 000 MO; no 3 "BIODAP "BIODAPMA" | Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
cynosuTtopiino 1ry MA" KOHTpO/1b AOMOMDKHUX PEeYOBUH (iHLWi 3MiHM) 3MiHa

KOHTYPHIl
YapyHKoBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
B NnayLj 3 KApTOHY;
no 5 cynosutopiis
no 11y KOHTYpHili
YapyHKOBIN
ynakosLi; no 1 abo
N0 2 KOHTYpHI
YapyHKOBI YMAaKOBKU

[0 MeToauKM N. «CynpoBifHi JOMILLK» B
cneuudikavii BXifHOro KOHTPO/IKO Ha [ONOMiXHY
peyoBuHY Kncnota ackopbiHoBa, Yy 3B’3KY i3
npuBeAeHHAM [0 HOBOI pefakuii EP Ta
KOpuryBaHHsIM MeToAuKn B MoHorpacii EP 0253.
3MiHu | TUNY - 3MiHK 3 SKoCTi. FOTOBWIA NikapCbKui
3aci6. KOHTpo/ib AOMOMDKHUX PEYOBUH. 3MiHa Y
MeTofax BUNPO6YyBaHHA AOMNOMDKHOI peqoBUHM (iHLUi
3MiHV Yy MeTofax BUNpobyBaHHs (BKIOYaouy 3aMiHy
abo gofaBaHHs)) 3MiHa o N. «Po3mip YacTok» y
cneumaikaLii BXigHOro KOHTPO/IK0 AONOMIKHOT
peyoBuHM Kncnota ackopbiHoBa 3aTBepAKeHo:




66

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
B NauyLj 3 KapToHY Kncnota ackop6iHoBa Po3mip yacTok Y 20 nonsx
30py MIKpOCKOMNy po3mip 6iNbLIOCTi YacTok Mae 6yTun
He 6inbLue 30 MKM; AOMNYCKaETLCA HAsABHICTb HE
6inbLue 5 yactok po3mipom Big 30 MKM 80 50 MKM.
3anponoHoBaHo: Kncnota ackopbiHoBa Po3mip
4yacTok KislbKiCTb YacTOK po3Mipom He 6GisbLue 80
MKM Ma€ CTaHOBUTK He MeHLle 75% Bif 3arasibHol
KinbKocTi. XXofAHoT YyacTku po3mipoM 6inbLue 200
MKM.
104. | NEBOKCUME | Tabnetku, BKpUTI TOB YkpaiHa YOPNA4 TypeuyunmHa | BHECEHHS 3MiH [0 peecTpavliiiHuX MmaTepianiB: 3MiHu 3a He UA/12659/01/01
il NNiBKOBOO "YOPNA MEAOVUWH INAY | Tuny - 3MiHK 3 sKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenmom | nidssizae
o6onoHkoto, no 500 MEOVLN CAH. BE TIOX. 3MiHN y BUPO6HMUTBI. 3MiHa po3mipy cepil
Mr no 7 TabneTok y H" A.LL. (BKNHOYAKOUM Ajana3oH po3mipy cepii) roToBOro

6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

nikapcbKkoro 3acoby (36inbLueHHs 1o 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) 36iMbLUEHHS
po3mipy cepii [N13. fitoua pegakuis: 14,000 kr
(23333 Tabn.) NponoHoBaHa pefakuisn: 135,000 kr
(225000 Ta6n.)
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKNi
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI
ab0 ymoBax 36epiraHHsi rOTOBOrO /ikapCbKOro
3ac006y (36ibLeHHs TepMiHy NpPUAATHOCTI FOTOBOTO
niKapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPMAXYETHCA AaHUMW PeasIbHOro Yacy) 3MiHa
TepMiHy npugatHocTi [N3. [ilova pegakuis: 3 poku
MponoHoBaHa pepfakuin: 5 pokis
3MiHW BHECEHI B iHCTPYKLIO 4719 MEANYHOIO
3acTocyBaHHS NiKapcbKoro 3acoby y po3gin "TepmiH
npuaaTHocTi". BBeeHHA 3MiH NpPOTArom 6-Tu
MicALIB MicnsA 3aTBEPKEHHSA. 3MiHM | TNy - 3MiHKn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo AoNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (A0MoBHEHHS crieumdikawi
HOBUM MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BMNPO6YBaHHSA) AONOBHEHHS crneumndikayii MN3
HOBMMW NokasHukammn «CepefgHsa maca TabneTku.
OfHOPIAHICTb Macu», «[lineHHa TabneTok». 3MiHu |
MMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
roTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHM) 3MiHa
BMMOTr crneumdikaii Ta meTogy BunpobyBaHHsA 13
3a NoKa3HWKOM «CrnopigHeHi foMillKu». BuganeHHs
BMNPO6YBaHHA «XipasibHa AOMiLLKa», OCKibku byae
KOHTpO/OBaTMCSA NOKa3HuK D-izomep. CynyTHA
3MiHa - 3MiHY 3 AKoCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCcbKoro 3acoby. 3miHa y




67

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeTogax BUNpobyBaHHA rOTOBOTO /TiKapPCbKOro
3aco06y (iHLWi 3MiHK). 3MiHK [l TUNY - 3MiHW 3 AKOCTI.
A®I. BUpobHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BVKOPWCTOBYHOTLCS Y BUPOOHUYOMY npoLeci AdI,
abo 3miHa BUpO6HWKa (BKIOYaroun, e HeobxigHo,
MicLie NpoBeaeHHS KOHTpOsIo akocTi) AdI (3a
BiICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepxeHoMy
pocbe)(iHWi 3MiHN) - 3MiHa 3aTBEPKEHOr0
BMpo6HuKa A®| Dr.Reddys Laboratories Limited,
IHAaia Ha Bupo6HMKa A®I Shangyu Jingxin
Pharmaceutical Co., Ltd, Kutaii.

105.

NETPAM

KOHLleHTpaT Ans
PO34unHy Ans
iHcpysiiA, 100 mr/mn
no 5 mn (500 mr) y
donakoHi, no 1 abo
no 10 chnakoHiB y
Kopobui

Acnipo
Papma
NimiTen

IHais

Acnipo ®apma
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3arasIbHEHMX AaHUX NPO cucTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6u, BignoBigaibHOT
3a 34jiicHeHHs hapmMakoHaragy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3as1BHMKA, BiANOBIga1bHOI 3a
thapmakoHarnag, B Ykpaini. [itoya pegakuis:
Hypies EngaHiz Animosuy. MNponoHoBaHa pefakuis:
Tonokesuy Bonogumup HOpiiioBry. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiga/sIbHOI 3a dhapmMakoHarnsa B YKpaiHi.

3a
peyenmom

UA/17233/01/01

106.

NIM®OMIO3
oT

Kpanni opasibHi No
30 My donakoHi-
KpanesnbHuuj; no 1
donakoHy-
KpanesnbHuLi y
KOpOOGLIi 3 KAPTOHY

Bionoriwe

Xannbmitt

enb Xeenb
m6X

HimeyunH
a

Bionoriwe
Xalinbmitrens
Xeenb M'M6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun €C (3miHa y cneuudikawii
HedhapmakoneiiHoro A®| Ans NnpuBefeHHs y
BiANOBIAHICTL A0 BUMOr APY abo €BponeiicbKoi
thapmakonei, abo iHLOi HaLioHasIbHOI dhapmakonel
nepxasu €C) - [JonoMixHa pevoBuHa/BUXIgHWIA
mMartepian ans sBupobHuuTea APl 3miHn y
cneundikauii A®I Equisetum hiemale MT

6e3
peyenma

UA/6673/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHO i3 nepexogom Big Company own
monograph «Equisetum hiemale» fo gitouoi
MoHorpadii HAB «Equisetum hiemale» Ta
3arasibHMX MOHorpadiii YWHHKX Ha AaHunii MOMEHT
HAB Ta Ph. Eur.

107.

NIHE®OP

Kancynu TBepai no
75 mr; no 14 kancyn
y 6nicTepi; no 4
6nicTepu B
KapTOHHIA Kopoo6Li

PapmaueB
TUYHWIA
3aB0[
"Monbdap
ma" C.A.

MonbLla

dapmaLleBTUYHNI
3aBOf,
"Monbgapma”
CA.

Monbwa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| TNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BignosigHOCTI
€poneiicbkili hapmakonei: gns A®l; ons BuxigHoro
mMarepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHUKa -
MoaaHHA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3aTBepmxeHo: RO-CEP 2016-189 - Rev 03)
ana A®l Mperabaniny Big 4il0HOro BUPO6HMKA
Zhejiang Huahai Pharmaceutical Co., Ltd., China.

3a
peyerimom

UA/18144/01/01

108.

NIHE®OP

kancynu Tepai no
150 wmr; no 14
Kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHI KopoobLi

PapmaueB
TUYHWIA
3aB0[
"Monbdhap
ma" C.A.

MonbLa

dapmaLleBTUYHNIA
3aBog
"Monbchapma”
C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu
| TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKaA -
[MopaHHA OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3aTBepmxeHo: RO-CEP 2016-189 - Rev 03)
ans A®l MNperabaniHy Big Ait04Oro BUPOGHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd., China.

3a
peyenmom

UA/18144/01/02

109.

NIHE®OP

kancynu Teepgi no
300 wmr; no 14
Kancyn y énictepi;
no 4 6nictepu B
KapTOHHi KOpO6L

dapmaueB
TUYHWIA
3aBo[
"Monbdhap
ma" C.A.

MonbLua

dapmaLeBTUYHNIA
3aBOf,
"Monbgapma”
C.A.

MonbLua

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu
| TMny - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTucpikar BignosigHoCTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
abo BUy4YeHHs cepTudhikata BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHoOro
marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BUKOPWCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans

3a
peyenmom

UA/18144/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
[OMNOMDKHOI peyoBMHY (CepTudiikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)xe 3aTBepAXEHOro BUPOOHUKA -
MoaaHHA OHOB/IEHOTO cepTMdikaTy BifNOBIAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3atBepmxeHo: RO-CEP 2016-189 - Rev 03)
ana A®l Mperabaniy Big, 4il0HOro BUPO6HMKA
Zhejiang Huahai Pharmaceutical Co., Ltd., China.
110. | NIOPICTA® H | Tabnetku, BKpUTI KPKA, CnoseHis BMPOGHMLTBO "in Cnosenis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/6454/01/01
N/1iBKOBOIO a.n., Hoso bulk", nepBuHHe Kutai | TMNY - 3MiHKW 3 AkocTi. CepTudikar peyenmom
060/10HKOI0, 50 MecTo Ta BTOPUHHE BignosigHoCTI/TE-cepTudpikart BignosigHocCTi

mr/12,5 mr no 10
TabneTok y 6nictepi;
no 3 abo no 6 abo
no 9 6nictepis y
KapTOHHI kopo6Lyj;
no 14 tabneTtok y
6nictepi, no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
6nictepiB y
KapTOHHIA KopoobLi

nakyBaHHs,
KOHTpO/b Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis
BUPOGHMLTBO "in
bulk":
Hinréo MeHoBo
TiaHkaHr
PapmacboTrKanc
Ko., NT4., Kutait
KOHTPO/b cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis
KOHTPO/b cepii:
Nab6eHa 4.0.0.,
CnoBeHis

€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BianoBigHOCTI
€poneiicbkili thapmakonei: gns A®l; ons BuxigHoOro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[ONOMDKHOI peyoBMHY (CepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTmaikaT Bif Yxe 3aTBepAKeHOro BUPOOHUKaA.
MoaaHHsA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
€BponelicbKii hapmakonei Bif, BXe 3aTBepXeHOro
BuMpo6HMKa UNICHEM LABORATORIES LIMITED
ana A®l rigpoxnopoTtiasngy CEP Ne R1-CEP 2000-
091-Rev 04 (3aTBepaxeHo: R1-CEP 2000-091-Rev
03). 3MiHK | TUny - 3miHK 3 AkocTi. API. KoHTposib
A®I. 3miHa y meTogax BunpobyBaHHs A®| abo
BWXiAHOro Marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea Ad! (iHWwi 3MiHM y MeTodax
BMNPO6YBaHHSA (BK/TlOYaoumn 3amiHy abo
[0noBHEHHS1) AD| abo BUXIAHOTO/NPOMIXHOro
NpoAyKTY) 3MiHa B MeTogax KoHTposto APl HoBoro
BMpo6HMKa Zhejiang Huahai Pharmaceutical Co.,
Ltd. ona APl nosapTtaHy kanito, a came JONOBHEHHSA
cneuudikauii gomiwkoro NDBA 3 HOpMyBaHHAM He
6inbLlue Hix 0,03 ppm, unknorekcaHy — He binbLue
1000 ppm, i3onponaHony — He 6inbLue 2000 ppm.
3MiHu | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NiKapCbKNi
3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOOHULTBA [/151 YACTUHU abo
BCbOr0 BMPOGHWNYOTrO MPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHMLSA, Ha SKili NPOBOAATLCSA Oy Ab-AKi
BMPOGHMWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /1 HECTEPUTbHUX NMIKapPCbKMX 3aco6iB)
BBEJEHHS 10AATKOBOI BUPOOHMYOT AiNbHULL,
BignoBiganbHOI 3a BUpobHmuTeo (for bulk product) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ningbo Menovo Tiankang Pharmaceuticals Co., Ltd.,

No0.85 Binhai West Road Daxie Development Zone,
Ningbo, Zheijang Province, 315812, China.
Importation site (for bulk product) Krka, d.d., Novo
mesto Smarjeska cesta 6, 8501 Novo mesto
Slovenia. 3MiHV BHOCATLCSA Y 3BA3KY 3 NONITUKOKO
KomMaHii. 3miHn | Tuny - 3MiHM 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYIOTLCSA BUNYCKY cepil Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, LLIO BiAnoBigae
3a BBe3eHHS Ta/abo BMnyck cepii) - He Bkatovaoun
KOHTPONb/BMNPOGYBaHHSA cepii. BBeaeHHs
[04aTKOBOT BUPOBHUYOI AiNbHNWLI, BignoBigaibHOI 3a
imnopTt (for bulk product) - Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd., No.85 Binhai West Road
Daxie Development Zone, Ningbo, Zheijang
Province, 315812, China. Importation site (for bulk
product) Krka, d.d., Novo mesto Smarjeska cesta 6,
8501 Novo mesto Slovenia. 3miHu | TUny - 3MiHK 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi abo
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikar Big,
HOBOTr0O BMPObOHUKa (3amiHa abo [OMOBHEHHS)
nofaHHA HOBOro cepTudikaty BignosigHOCTI
€Bponeiicbkiii hapmakonei Big HOBOro BUPOGHUKA
Zhejiang Huahai Pharmaceutical Co., Ltd. ana Adl
nosapraHy kanito CEP Ne R1-CEP 2010-139-Rev
05. 3miHun | Tuny - 3miHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro ab0 OHOB/IEHOTO cepTudlikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBui cepTudikar Big,
BXe 3aTBEePA)KeHOro B1pobHuKa. MNogaHHs HOBOro
cepTudikaTy BifgnoBigHOCTI EBponeichkiii

hapmakonei Bif BXe 3aTBepAKEHOro BUPOBHMKa




71

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

KRKA, D.D., NOVO MESTO gns A®| nosaptaHy
kanito CEP Ne RO-CEP 2019-275-Rev 00. 3MmiHu |
™Mny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHI B
TEKCT MapKyBaHHs1 Ha BTOPUHHII ynakoBLi
nikapcbKkoro 3acoby y n. 8 "[ata 3aKkiHUeHHs TepMiHy
npugaTHocTi". BBeaeHHA 3MiH MpoTsAroMm 6-Tu
MicsILiB Micns 3aTBepAXEHHS.

111. | NYUEHTIC PO34NH A1 iH'EKLIN, Hosaprtic Lseiuapi HosaprTic ®apma LLseiuapis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 3a He UA/9924/01/01
10 mr/mn; no 0,23 dapma Al A LWTeiH Al Il TNy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom | niossi2ae
My cpriakoHi; no 1 thapMakoHarnsagy. 3miHu y TepaneBTUUYHUX
donakoHy y nokasaHHsIX (fofaBaHHsi HOBOTO TepaneBTUYHOIO
KOM/IEKTI 3 FO/IKOH0 nokasaHHs abo 3MiHa y 3aTBepAXeHOMY NMoKa3aHHi)
B KapTOHHIi Kopo6Lyi 3MiHM BHEeCeHO A0 IHCTPpyKUii AN MeguyHoro

3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
"Moka3aHHa" (BofaBaHHsA MokasaHHs: JlikyBaHHS
noMipHOI abo TSXKOI HenponichepaTuBHOI
niabetnuHoi peturonarii (HNAP) Ta
nponicepartusHoi aiabetuyHoi petuxonarii (MAP)),
a TakoX [0 po3ainis "dapmakonoriyHi BNactmeocTi',
"Mo6iyHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocbe. BBeAeHHS 3MiH NpoTArom 6-
TW MicALB Nicasa 3aTBepmXeHHs. 3MiHu Il Tuny -
3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHn y TepaneBTUHHUX
nokasaHHsIX (fofaBaHHsi HOBOTO TepaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBepAXeHOMY NoKa3aHHi)
3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeauyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"MokasaHHs" (A0A4aBaHHA NOKa3aHHS: MopyLeHHs
30pYy BHAC/iJOK aKTMBHOI XopioiganbHoT
HeoBackynspusauii (XHB)), a Takox 40 po3ainis
"apmMakonoriyHi BnactusocTi", "Ocob61mBoCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n",
"OiTn" (BHECEHHA [OAATKOBMX 3aCTEPEXEHb),
"Mo6iyHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocbe. BBeAeHHS 3MiH NpoTArom 6-
TW MicALB Nicasa 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeAMUYHOro 3acTOCyBaHHS Y 3B'A3KY i3
HOBUMW A@HUMK 3 SIKOCTi, AOKTIHIYHUMM, KTiHIYHUMM
JaHuMKU Ta gaHvmu 3 hapmakoHarnsgy - 3MiHum
BHECEHO 0 IHCTPYKLiT A48 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainy
"MokasaHHA" (pegaroBaHo TEKCT), a Takox A0
po3ginis "®apmakonoriyHi B1actueocTi",
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"MpoTunoka3aHHs", "Crocib 3acTocyBaHHsA Ta A03n"
(BHECEeHI YTOUHEHHS), "B3aemogis 3 iHWKMKn
NikapcbKMK 3aco6amu Ta iHLWi BUAM B3aemogiii",
"Ocob6nmBoCTi 3acTocyBaHHs", "MNepeao3yBaHHs",
"Mo6iuHi peakyii”, "OiTn" (pefakyiiiHi yTOUHEHHS
TEKCTY) BiAMOBIAHO A0 MaTepianiB peecTpayiiiHoro
[ocbe. BBefeHHs 3MiH NpoTArom 6-Tv MicsAuiB micns
3aTBepKeHHSA. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 415 MegnyHoro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM AaHUMW 3 SKOCTI,
LOK/MIHIYHUMMW, KNIHIYHUMW AaHUMK Ta AaHUMK 3
thapmakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKUT
0151 MeMYHOro 3aCTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3gainy "3acTocyBaHHA y nepiod BaritTHocTi abo
rogyBaHHA rpyaar” (BHECEHHS [0AATKOBUX
3acTepexeHb Ta pefakLiiHiX NpaBoK TEKCTY)
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro Jocke, a
Takox A0 po3ainy "Mob6iyvHi peakuii" BHeceHO
iHhopmaLito Npo HeOOXiAHICTL NOBIZOMAATU NPO YCi
BMNaAKM Mif03pOBaHNX NOBIYHMX peakuiin Ta
BiiCYTHOCTI e(peKTUBHOCTI NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3arBep/pxeHHs. 3minn Il Tuny - 3miln Wwopao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy. 3mMiHu
y TepaneBTUYHUX NOKa3aHHAX (40AaBaHHA HOBOro
TepaneBTUYHOTO NokKa3aHHs abo 3MiHa y
3aTBepAKEHOMY Moka3aHHi) 3MiHV BHECeHO A0
IHCTPYKUiT 4N MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “lMNokasaHHa"
(oofaBaHHS NokasaHHS: JlyueHTic nokasaHuii Ao
3aCTOCYBaHHA HEOHOLLEHUM HOBOHAPOMKEHUM A5
nikyBaHHS peTuHonarii HegoHoweHnx (PH): 30Hu |
(cTtapia 1+, 2+, 3 a6o 3+), 30Hu Il (cTagis 3+) abo
3A-PH (3agHboi arpecrBHoi PH)), a Takox a0
po3ginis "®apmakonoriyHi BnactusocTi", "Cnoci6
3acTocyBaHHs Ta fo3n", "To6iuHi peakuyii"
BiNOBIAHO O MaTepianiB peecTpaLiiHoro Aocke.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS.

112.

NYLEHTIC

PO3YMH ANS iH'EKLIN,
10 mr/mn; no 0,23
My cpriakoHi; no 1
donakoHy y
KOMMN/IEKTi 3 rO/IKO0
B KapTOHHIi Kopo6Lyi

Hosaprtic
Gapma Al

Lseiuapi
A

HosapTic ®apma
LWTeiH Al

LLseiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHN
| TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(1) fo
3060B's13aHb Ta YMOB Bua4i peecTpaLiiHoro

NOCBiAYEeHHS, BKtoYatoun MnaH ynpasiHHA
pusnkamm (iHwi 3miHn). HagaHo Bepcito 21.0
OHOBJ/IEHUI N/1aH yNpaBiHHA pu3nkaMu. 3MiHu

3a
peyerimom

UA/9924/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BHECEHO A0 yacTuH: | "3aranbHa iHdopmauisa”, Il
«Cneuudikauis 3 6esneku», IV "MnaH
nicnsipeecTpadiiHoro po3suTky", V "3axoau 3
MiHimi3auii pusmkis, VI "Pe3iome nnaHy ynpasiHHSA
pusnkamu”, VII "JogaTkn ". Pe3tome niaHy
ynpasiHHA pu3nkamu Bepcis 21.0 foaaeTbes.
113. | MEMAME], TabneTku, BKpUTI Mepokemi Kinp nepBuHHE Ta Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/16845/01/02
NNiBKOBOO nTa BTOPWUHHE | TMny - 3miHK 3 AkocTi. A®l. CTabinbHICTb. 3MiHa peuenmom
060/10HKO0 N0 20 M nakyBaHHs nepiogy NoBTOPHWX BMNPOGyBaHb/nepiogy
no 10 Tabnetok y roTOBOrO 36epiraHHa abo yMoB 36epiraHHs A®I (3a

6nictepi, no 3 abo 6
6nicTepis B
KapTOHHIA Kopoo6Li

nikapcbkoro
3acoby: Megokemi
NTA (3aBog AZ),
Kinp;
BMPOGHMLITBO 3a
MOBHUM LK/IOM:
Mepnokemi NT/,
(UeHTpanbHuii
3aBop), Kinp

BiJCYTHOCTI Y 3aTBEpKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lwo
BK/1IOUAE Nepiog, NOBTOPHOr0 BUNPOGYBaHHS)

(nepiof noBTOpPHOro BMNpPoGyBaHHA/Mepios
36epiraHHs) - 36iNblUEHHS abo BBEAEHHSA nepiogy

NOBTOPHOro BMNpobyBaHHA/nepiody 36epiraHHs Ha

OCHOBI pe3y/ibTaTiB LOCNiKEHb Yy peasibHOMYy Yaci-
3MiHa nepiogy NOBTOPHUX BUNPObyBaHb AD|

MeMaHTUHY rigpoxnopuay BupobHuutea Megafine

Pharma (P) Ltd, IHgis 3 30 micsyiB Ha 36 MicAuiB Ha
OCHOBI flaHuX 3i cTabinbHOCTI Ha 36 micauiB. 3MiHu |
TMny - 3MiHK 3 aKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKa BUXIAHOTO/NPOMIXHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYIOTbLCS Y
BMpPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKa
(BKItOYatoum, ae HeobXiAHO, MicLe NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY A0CHLE)(iHLWi 3MiHK) - 3MiHa
BMPOGHWKIB BUXigHOro matepiany 1,3-dimethyl
adamantane (1,3-DMA), w0 BukopucToByeTbcs AdI
BMpo6HUkom Megafine Pharma (P) Ltd, IHais.
3arBeppkeHo: List of approved manufacturer for
starting material 1,3-dimethyl adamantane (1,3-
DMA) is provided below: Zhejiang Hongbo Chemical
Co. Ltd. 3anponoHosaHo: List of approved
manufacturer for starting material 1,3-dimethyl
adamantane (1,3-DMA) is provided below: Jiangsu
Andy Chemical &Pharmaceutical Co. Ltd Cangzhou

Senary Chemical S. & T. Co., Ltd. 3miHu Il Tuny -

3MiHY 3 iKocTi. A®I. (iHLWi 3MiHW) - OHOBNEHHA BepCil
DMF gns Bxe 3aTBepaxeHoro BupobHuka Ad|
MeMaHTuHy rigpoxnopuay MSN Pharmachem

Private Ltd, IHais. 3atBepmpxeHo: MSN Pharmachem
Private Ltd, IHgis DMF version MH/AP/05/03-13

(March-2013) 3anponoHoBaHo: MSN Pharmachem
Private Ltd, IHais DMF version MH/AP/07/07-19

(July-2019)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

114.

MEMAME/],

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOt0 M0 10 mr
no 10 Tabnetok y
6nicTepi, no 3 abo 6
6nicTepis B
KapTOHHI KopoobLi

Megokemi
nTa

Kinp

nepBuHHe Ta
BTOPVIHHE
nakyBaHHS
roToBOro
nikapcbkoro
3acoby: Megokemi
NTA (3aBog AZ),
Kinp;
BMPOGHULITBO 3a
MOBHUM LIK/IOM:
Mepnokemi NT/,
(LleHTpanbHwuii
3aBop), Kinp

Kinp

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| TMny - 3miHn 3 AkocTi. A®l. CTabinbHICTb. 3MiHa
nepiofy NoBTOPHWUX BUNPO6yBaHb/nepiogy
36epiraHHsA abo ymoB 36epiraHHa A®I (3a
BiJCYTHOCTI Y 3aTBepKEHOMY [0ChE cepTudikaTa
BiNOBIgHOCTI €Bponelickkili hapmakonel, LWwo
BK/1IOYAE Nepiog, NOBTOPHOTO BMNPOGYBaHHS)
(nepiof noBTOpPHOro BMNpPoGyBaHHA/Mepios
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NOBTOPHOro BMNpobyBaHHA/nepiogy 36epiraHHs Ha
OCHOBI pe3y/bTaTiB AOCNiKeHb Yy peaslbHOMYy Yaci-
3MiHa nepiogy NOBTOPHMX BUNPo6yBaHb Ad|
MeMaHTUHY rigpoxnopuay BupobHuutea Megafine
Pharma (P) Ltd, IHgis 3 30 MicsuiB Ha 36 MicAUiB Ha
OCHOBI flaHuX 3i cTabinbHOCTI Ha 36 MicauiB. 3MiHu |
TMny - 3MiHK 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXiAHOr0/MPOMIXXHOTO
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKa
(BKtOYatoum, ae HeobXigHO, MicLe NPOBeAEeHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpPKEHOMY A0CbLE)(iHLWi 3MiHK) - 3MiHa
BMPOGHWKIB BUXigHOro matepiany 1,3-dimethyl
adamantane (1,3-DMA), w0 BukopucToByeTbcs AdI
BMpo6HUKOM Megafine Pharma (P) Ltd, IHgjs.
3arBepmkeHo: List of approved manufacturer for
starting material 1,3-dimethyl adamantane (1,3-
DMA) is provided below: Zhejiang Hongbo Chemical
Co. Ltd. 3anponoHosaHo: List of approved
manufacturer for starting material 1,3-dimethyl
adamantane (1,3-DMA) is provided below: Jiangsu
Andy Chemical &Pharmaceutical Co. Ltd Cangzhou
Senary Chemical S. & T. Co., Ltd. 3miHu Il Tuny -
3MiHY 3 KocTi. A®I. (iHLWi 3MiHW) - OHOBNEHHA BePCil
DMF gns Bxe 3aTBepixeHoro BupobHuka Ad|
MeMaHTuHy rigpoxnopuay MSN Pharmachem
Private Ltd, IHais. 3atBepmpxkeHo: MSN Pharmachem
Private Ltd, IHgis DMF version MH/AP/05/03-13
(March-2013) 3anponoHoBaHo: MSN Pharmachem
Private Ltd, IHais DMF version MH/AP/07/07-19
(July-2019)

3a
peyenmom

UA/16845/01/01

115.

MEPIO®EPT
150 MO

MOPOLLIOK Ta
PO3YMHHWK AN
NPUroTyBaHHs
pO34nHYy A5 iH'EKUIl
no 150 MO, no 1
CKNsiHOMY h1akoHy

IBCA
IHCTUTYT
Bioximik

CA

Leiiuapi
A

BMMYCK cepii Ta
KOHTPO/b AKOCTI:
IBCA IHCTUTYT
Bioximik CA,
Lseiiyapis;
BMPOBHULITBO,

LLiBeriuapis/
ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
Il TNy - 3MiHKW 3 AKOCTi. FTOTOBWIA NiKapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPOLLECY roTOBOro NiKapcbKoro
3ac06y (iHWi 3MiHN) BBEAEHHS [O0AATKOBOI AiNIAHKM

3a
peyenmom

UA/20004/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3 MEHOTPOMIHOM nepBUHHE Ta (anbTepHaTMBHOIO BUPOOHWKA) 418 BUPOGHMLTBA
(150 MO), no 1 BTOPWUHHE PO3UYMHHIKA, @ came [0 3aTBepKEHNX OyHKLN
amnyni (1 mn) 3 nakyBaHHs: BUpo6HMKa 3amboH C.M.A./Zambon S.P.A.
PO3YNHHWKOM Y IBCA IHCcTUTYT «BUPOGHULITBO, BK/TIOYAIOYM NEPBUHHY YNaKOBKy»
KapTOHHI kopobLj, Bioximik CA, N3 popaeTbes PYHKLUIA «BUPOOHULTBO
no 10 kopo6ok y LBeliuapis; PO3UYUHHMKA.
KapTOHHIM navu,i BTOpPUHHE
nakysaHHs: IBCA
IHCTUTYT Bioximik
CA, Weeiiyapis;
BUPOBHULTBO
roToBOrO
nikapcbKoro
3acoby,
BK/IHOYA0YM
nepBUHHY
yNaKkoBKy;
BMPOGHMLTBO
PO3YMHHYIKA:
3am6oH C.M.A,,
ITanis;
BMPOGHMLTBO
PO3YMHHYIKA:
IBCA
dapmaueyTuui
ITania cpn, lITanisa
116. | MEPIO®EPT MOPOLLIOK Ta IBCA Lseiiuapi BMMYCK cepii Ta LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpayiiiHiX MaTepiasiB: 3MiHN 3a - UA/20004/01/01
75 MO PO3YMHHUK AN IHCTUTYT A KOHTPO/Ib SIKOCTI: ITania Il TNy - 3MiHKW 3 AKOCTIi. FOTOBWIA NiKapcbkuii 3aci6. peuenmom
NPUroTyBaHHA Bioximik IBCA IHcTUTYT 3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
pO34nHYy A5 iH'EKUIl CA Bioximik CA, [04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHU abo
no 75 MO, no 1 Lseiiyapis; BCbOr0 BUPOBHMYOrO NPOLECy roTOBOrO J1iKapCbKOro
CKNsiHOMY hNiakoHy BMPOBHULITBO, 3ac006y (iHWi 3MiHN) BBEAEHHS [OAATKOBOI AiNIAHKM
3 MeHoTponiHoM (75 nepBuHHE Ta (anbTepHaTMBHOrO BUPOOHWMKA) 418 BUPOGHMLTBA
MO), no 1 amnyni (1 BTOPWUHHE PO3UYMHHIKA, a came [0 3aTBepKEHNX OyHKLN
M/1) 3 PO3YMHHUKOM nakyBaHHs: BMpO6HMKa 3am60H C.M.A./Zambon S.P.A.
Y KapTOHHI1 kopobuyj, IBCA IHCTUTYT «BVUPOBHMLITBO, BK/THOYAKOUUN MEPBUHHY YMaKOBKY»
no 10 kopo6oK y Bioximik CA, N3 ponaetbes QYHKLUIA «BUPOOHULTBO
KapTOHHIW nayu,i LLseiuapis; PO3YMHHMKa.
BTOPVIHHE

nakysaHHs: IBCA
IHCTUTYT Bioximik
CA, Weeiiyapis;
BUPOBHULTBO
roToBOro
nikapcbKoro
3acoby,
BK/THOYAI0UM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nepBUHHY
yNaKkoBKy;
BMPOGHMLTBO
PO3YMHHYIKA:
3am6oH C.M.A,,
ITanis;
BMPOGHMLTBO
PO3YMHHYIKA:
IBCA
dapmaueyTuui
ITania cpn, lITanisa
117. | MEPOMEHEM | nmopowok ans MpvBaTHE YkpaiHa EiCiEc JOB®AP ITanisa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu - - UA/17670/01/02
pO34unHy ans aKuioHepH Ec.Mi.Ein. | Tuny - 3MiHK 3 sKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
iH exuiri no 1000 wr; e 3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
in bulk: no 190 TOBapuUCTB [04AaTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHU abo
pNakoHiB y KOpo6L 0 "Jlekxim- BCbOr0 BUPOBHMYOrO NPOLECy roTOBOrO J1iKapCbKOro
Xapkis" 3aco6y (AinbHWLSA, Ha SKili NPOBOAATLCA By Ab-AKi
BMPOGHWYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/O SKOCTi Ta BTOPUHHOTO MakKyBaHHS AN
CTEpPWIbHUX NiKapCbknx 3acobiB (BKIOYaumn
BMPOG/IEHI acenTUYHUM MEeTOA0M), KPiM NiKapCbKUX
3aco06iB 6i0/10r4HOro/iMyHONOMNYHOTO NOXOKEHHS) -
A0faBaHHA anbTepPHATUBHOI MiHIT pO3/MBY Mif
Ha3Bow «Xtrema — P2» Ha 3aTBepaykeHoMy
BMPOGHMYOMY MaiigaHumky ACS Dobfar S.p.A.,
Nucleo Industriale S.Atto (loc. S. Nicolo a Tordino),
64100 Teramo (TE), ITanis
118. | MEPOMNEHEM | nopowok ans MpuBaTHe Ykpaina EiCiEc JOB®AP ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu - - UA/17670/01/01
PO34unHY 18 aKUioHepH Ec.Ni.En. | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKMiA 3aci6.
iH ekuin no 500 wr; e 3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS
in bulk: no 190 TOBapucTB [04aTKOBOI Aj/IbHUL BUPOOHULITBA /18 YACTUHU abo
(pNakoHiB y KOpOOL; 0 "Jlekxim- BCbOr0 BMPOBGHMYOrO NPOLECY rOTOBOTO J1iKapCbKOro
XapkiB" 3aco6y (AinbHMLSA, Ha SKili NPOBOAATLCA OyAb-SKi
BMPOGHUUYI CTagil, 3a BUHATKOM BMNYCKY cepil,
KOHTPOJ10 SIKOCTi Ta BTOPUHHOTO MakKyBaHHs AN
CTEPWIbHUX NiKapcbknx 3acobiB (BKIOYa4m
BMPO6IEHi aceNnTUYHUM METOLOM), KPiM NiKapCbKmX
3ac06iB 6i0/10rYHOr0/iMyHOMNOTIYHOrO MOXOMKEHHS) -
[ofaBaHHA anibTepHATUBHOI MiHil po3/MBY nif
Ha3Boto «Xtrema — P2» Ha 3aTBepKeHOMY
BMPOGHMYOMY MaigaHumky ACS Dobfar S.p.A.,
Nucleo Industriale S.Atto (loc. S. Nicolo a Tordino),
64100 Teramo (TE), Itanis
119. | METOTPEKC Tabnetkn no 2,5 wr, EBEBE ABCTpIst BMNYCK Cepil: ABcTpisi/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasia: 3MiHK 3a He UA/0513/01/01
AT "EBEBE" no 10 Tabnetok y Papma EBEBE ®apma HimeyunHa | Tuny - 3miHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | niosnsizae
6nicTepi; no 5 abo lec.m.6.X. lec.m.6.X. Hopr. Cuctema KoHTelHep/3akynopoBasibHWiA 3aci6. 3miHa
10 6nicTepiB y Hdor. KI KI, ABCTpis y NMEepPBUHHIlA yNakoBLj rOTOBOIO JIiKapCbKOro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi BUMYCK Cepii: (Tvin KOHTelHepa abo JoAaBaHHs HOBOrO
CantoTtac ®apma KOHTeliHepa) - TBepAi, M'Ki Ta HECTepPUIbHI piaki
Mv6X, HimeuunHa nikapcbki hopMu - BHECEHHSA 3MiH A0 MaTepianis
BMPOBHULITBO in peecTpadiiiHoro gocee (p. 3.2.P.1, 3.2.P.7,
bulk, ynakoska, 3.2.P.8.1, 3.2.P.8.3.), a came 3MiHEHO MEepPBUHHY
TeCTyBaHHs: ynakoeky PP/PE nnsawky Ha PVC/PVDC blister
laynt ®apma sealed with aluminium foil, 3 BignoBigHMMKY 3MiHaMK
Amaper 'm6X, 00 p. «YnakoBka» MKA 13. 3MiHM BHeCeHi B
Himeuunna IHCTPYKLiO A58 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin "Ynakoska" (nosisa
[0AaTKOBOTrO NakyBaHHA A58 2-X BUPOOHWKIB
BIANOBIA&/IbHNX 3a BUMNYCK cepii). BBeAeHH:A 3MiH
npoTsirom 12-Tu MicsALiB Nic/is 3aTBEPAKEHHS.
120. | METOTPEKC Tabnetku no 5 mr, EBEBE ABCTpiIs BMNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/0513/01/02
AT "EBEBE" no 10 TabneTok y Papma EBEBE ®apma HimeuunHa | Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6. peyenmom | nidsis2ae
6nicTepi,no 2a6o 5 | lMec.m.6.X. lec.m.6.X. Hdor. Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepiB y Hdpr. KI KI, ABcTpis y NEPBUHHI ynakoBLyi rOTOBOro /ikapcbKoro 3acoby
KapTOHHI Kopoobui BUMYCK Cepii: (Tvin KOHTelHepa abo foAaBaHHs HOBOrO
Cantotac ®apma KOHTeliHepa) - TBepai, M'AKi Ta HeCTepubHI piaki
v6X, HimeyunHa nikapcbki hopmu - BHECEHHS 3MiH 0 MaTepianis
BMPOOBHULITBO in peecTpauiiHoro gocee (p. 3.2.P.1, 3.2.P.7,
bulk, ynakoBka, 3.2.P.8.1, 3.2.P.8.3.), a came 3MiHEHO NepBUHHY
TeCTyBaHHS: ynakoBky PP/PE nnswwky Ha PVC/PVDC blister
lFaynt ®apma sealed with aluminium foil, 3 BignoBigHMMN 3MiHaMK
Awmaper 'm6X, 00 p. «YnakoBka» MKA 13. 3miHn BHeceHi B
HimevunHa HCTPYKLi0 415 MeANYHOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby y po3ain "Ynakoska" (nosisa
[0AAaTKOBOTrO NakyBaHHA A58 2-X BUPOOHVKIB
BiANOBIAA/IbHUX 3a BUMYCK cepii). BBeAeHHA 3MiH
npoTArom 12-Tu micsALiB NicNs 3aTBEPAKEHHS.
121. | METOTPEKC Tabnetkv no 10 mr EBEBE ABCTpIs BMNYCK Cepil: ABcTpis/ BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 3a He UA/0513/01/03
AT "EBEBE" no 10 TabneTtok y dapma EBEBE dapma HimeyunHa | Tuny - 3MiHK 3 sikoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssizae
6nicTepi, no 1 abo lec.m.6.X. lec.m.6.X. Hdr. Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 5 6nictepiB y Hdor. KI KI, ABCTpis y NEPBUHHII ynakoBLyi rOTOBOro MikapcbKoro 3acoby
KapTOHHIlA KopooLi BMNYCK cepil: (Tvn KOHTelHepa abo AoAaBaHHSA HOBOTO
Canotac dapma KOHTeliHepa) - TBepai, M'AKi Ta HeCTepubHI piaki
v6X, HimeyunHa nikapcbki hopmu - BHECEHHSA 3MiH [0 MaTepianis
BMPOBHULTBO in peecTpauiiiHoro gocke (p. 3.2.P.1, 3.2.P.7,
bulk, ynakoska, 3.2.P.8.1, 3.2.P.8.3.), a came 3MiHEHO NepBUHHY
TEeCTyBaHHS: ynakosky PP/PE nnswky Ha PVC/PVDC blister
laynt ®apma sealed with aluminium foil, 3 BignoBigHVMK 3miHaMu
Awmaper 'm6X, 00 p. «YnakoBka» MKA J13. 3MiHM BHeCEHI B
HimevunHa HCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ain "Ynakoska" (nosisa
[04aTKOBOrO NakyBaHHS A1 2-X BUPOOHUKIB
BiANOBIAa/IbHUX 3a BUMYCK cepii). BBeAeHH:A 3MiH
npoTsirom 12-tu MicauiB Nicas 3aTBEPAKEHHS.
122. | METPOHIAA3 | po34uH 415 iHQYSii TOB YKpaiHa TOB "HKOpig-Papm” YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a He UA/4860/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
on 5 mr/mn; no 100 mn "HOpisi- | TNy - 3MiHK Woao 6e3neku/ehekTNBHOCTI Ta peyenmom | nidssi2ae
y NAsiwKax Papm"” thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUIii 4151 MEeAMYHOrO 3aCTOCYBaHHSA Ha nigcrasi
perynspHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLIiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
OopraHom) -
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
Ta [0 KOPOTKOI XapakTepPUCTMKM NTiKapCbKOro 3acoby
[0 po3ginis "4.5. OcobuMBi 3aCTepeXeHHs Ta
3anobixHi 3axo4mn Npu 3acTocyBaHHI" Ta "4.9.
Mob6iuHi peakuii" BigNoOBiAHO A0 pekoMeHaauil
PRAC. TepmiH BBefileHHS 3MiH NPOTArom 6 Micsivis
nicns 3aTBepiKeHHs
123. | MINYKAHT TabneTku, BKpUTI AT Monbuwa BMPOGHMK "in Monbwa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a - UA/10397/02/01
NNiBKOBOO "Apamep, bulk", nepsrHHa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
060n0HkKot0, Mo 10 Papma” Ta BTOPUHHA hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO Y
MF o 7 TabneTok y ynakoBska, TEKCT MapKyBaHHS1 BTOPMHHOT YNakoBKM /TiKapCbKOro
6nictepi; no 4 abo KOHTPO/b AKOCTI 3aco6y y n.12 HOMEP PEECTPAL|IIMHOIO
12 6nicTepis B Ta [03BiN Ha MOCBIAYEHHSA. BBefeHHs 3MiH NpoTArom 6-tu
KapTOHHIA Kopoo6Li BWMYCK Cepii: MiCALIB MiCNSA 3aTBEPKEHHS
AT «Apnameq,
Papma»
124. | MINYKAHT TabneTkv XyBasbHi AT Monbwa BMPOGHMK "in MonbLia BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/10397/01/01
no4wmrno7 "Apamep, bulk", nepsrHHa | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
TabneTok y 6nictepi, dapma” Ta BTOpPVHHA hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO y
no 4 a6o 12 ynakoBska, TEKCT MapKyBaHHS1 BTOPMHHOT YNakoBKM iKapCbKOro
6nictepis B KOHTPOb AKOCTI 3aco6y y n.12 HOMEP PEECTPAL|IIMHOIO
KapTOHHI KopoobLi Ta [03BiN Ha MOCBIAYEHHSA. BBefeHHs 3MiH NpoTArom 6-tu
BMNYCK Cepil: MiCALiB Micna 3aTBePIKEHHSA
AT «Apnameq,
Papma»
125. | MINYKAHT TabneTku XyBasbHi AT Monbwa BMPOGHMK "in MonbLia BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/10397/01/02
no5mrno7 "Afamvep, bulk", nepsnHHa | TMny - 3miHK Woao 6e3nekn/ehekTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi, dapma” Ta BTOPVHHA thapmakoHarniagy (iHwi 3MiHn) 3MiHW BHECEHO Y
no 4 a6o 12 ynakoBKa, TEKCT MapKyBaHHS BTOPUHHOI YNakoBKW NikapCbKoro
6nicTepis B KOHTPO/Ib AKOCTI 3acoby y n.12 HOMEP PEECTPALIMHOIO
KapTOHHI KOpoOLyi Ta [03BiN Ha MOCBIAYEHHSA. BBeAeHHS 3MiH MPOTAroM 6-Tu
BMNYCK cepil: MiCAILiB Micna 3aTBepIKEHHS
AT «Apfamves

Papma»
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
126. | MIOPUKC® Kancynu TOB YkpaiHa nepBuHHA Ta Monbwa/ BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu 3a - UA/14641/01/01
NPOIOHIoBaHoT Aji "ACIHO BTOPUHHA CWA | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peuyenmom
TBEpAi no 15 mr; no YKPAIHA" ynakoBka, [,03BiN KOHTpOsb AONOMKHUX peYOBUMH (iHLLI 3MiHW)
14 kancyn y Ha BUMYCK Cepii: BHeceHHs 3MiH A0 crneumdikavii 4OnoMiXHOT
6nictepi; no 1 Opichapm peyoBuHu Opadry Clear YS-1-7006, a came-
6nictepy y MaHydbekyepiHr BUK/TIOYEHHA HOPMYBaHHS MeTaHoy, Y 3B'A3KY 3
KapTOHHI KopoobLi Monbwa Cn. 3 OTPUMAaHHAM Bif, NOCTaYa/IbHNKA JOMOMDKHOI
0.0., MonbLya; peyoBmHM Colorcon po3'aCHEHHS NPO BiACYTHICTb
BMPOGHMLTBO PO34nHHVKa MeTaHoN y BUPOBGHULTBI.
Hepo3dacoBaHoi
npoaykuii: Agape
dapmacboTikans,
IHk., CLUA
127. | MIOPUKC® Kancynm TOB Ykpaina nepBrHHa Ta Monba/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/14641/01/02
MPOJIOHroBaHoI fji "ACIHO BTOPVHHA CWA | Tuny - 3MiHK 3 AKoCTi. FOTOBMI Nikapcbkunii 3aci6. peyenmom
TBepai no 30 mr; no YKPAIHA" ynakoBka, [,03BiN KOHTpO/b fOMOMIKHUX peYOBUMH (iHLLi 3MiHW)
14 xancyny Ha BUMYCK cepii: BHeceHHs 3MiH A0 cneuudikauii 4oNnoMKHOT
6nictepi; no 1 Opichapm peyoBuHn Opadry Clear YS-1-7006, a came-
6nictepy y MaHydekyepiHr BUK/IIOYEHHSA HOPMYBaHHA MeTaHosy, Y 3B'A3KY 3
KapTOHHIlA KOpooLi Monbuwa Cn. 3 OTPVIMaHHAM Bif, nocTavyasibHUKa AOMNOMDKHOT
0.0., MNonbLa; peyosuHM Colorcon po3'ACHEHHS MPO BIACYTHICTb
BMPOGHMLTBO PO34nHHKKa MeTaHoN y BUPOGHMLTBI.
Hepo3dacoBaHol
npoaykuii: Agape
dapmacbloTikans,
IHK., CLUA
128. | MIP3ATEH TabneTkn, BKPUTI KPKA, CnoBeHisn BupobHMuTBO "in CnoseHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/3009/01/02
NnniBKOBOKO n.4., Hoeo bulk”, nepBrHHe | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom nionsieae
060/10HKOI0, M0 45 MecTo Ta BTOPUHHE thapmakoHarnagy (iHwi 3mMiHu) 3mMiHVM BHeCeHi A0

Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6, abo no 9
6nictepiB y
KapTOHHI KopoobLi

nakyBaHHs,
KOHTPO/b Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, C/ioBeHis
KoHTponb cepii
(chiznuHi Ta XimiuHi
mMeToam
KOHTPOI0):
KPKA, a.4., Hoso
mecTo, C/ioBeHis
KoHTponb cepii
(chiznuHi Ta XimiuHi
mMeToam
KOHTPOI0):
HN30X
(HauioHanbHi
na6oparopis 3a
34paB'e, OKOJIE iH

IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3aco6y Ao po3ainy "B3aemogis 3
iHLWIMMK niKapcbkMK 3acobamu Ta iHWi BUAK

B3aEMOZIN" 040 6e3neKkn 3aCTOCyBaHHS

nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTSAroM 6-Tu
MicsILiB nicns 3aTBepaKeHHs. 3MiHK | Tuny - 3MiHK
LoAao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
MEeAMYHOro 3acToCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekun NMikapCbKoro 3acoby,
a60 focnigxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nic/isgspeecTpaviiiHuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNISKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy neaiatpuyuHmnx
pocnigxeHb (PIP) (iHwi 3mMiHWM) 3MiHN BHECEHI A0
IHCTPYKUiT 415 MEeANYHOT0 3aCTOCYBaHHSA
nikapcbKoro 3acoby o po3ainy "Mo6iyHi peakuyii”
L1040 6e3nekn 3acToCyBaHHS ikapCbKoro 3acoby.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

xpaHo), CnoBeHist

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBepKeHHA. 3MiHu Il TUny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL, NlikapCbKoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 415 MegnyHoro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM AaHUMK 3 SKOCTI,
[LOK/IHIYHUMMW, KNIHIYHUMW AaHUMK Ta AaHUMK 3
hapmakoHarnsgy - 3MiHn BHeceHi o [HCTpykuii ans
MeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3gainy "Mob6iuHi peakyii" wono 6esnekn
3acTocyBaHHSA NikapcbKoro 3acoby. BeeaeHHs 3MiH
NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHSA
3miHu |l TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHS Yy 3B'A3KY i3 HOBUMU AaHUMM 3 SKOCTI,
OOKNIHIYHUMM, KNIHIYHAMW JaHUMK Ta AaHuMK 3
thapmakoHarnagy - 3mMiHu BHeceHi fo IHCTpyKuii ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BNacTueocTi",
"MepepnosyBaHHsa", "Mob6iyHI peakuii” Woao 6e3nekn
3acTocyBaHHSA NikapcbKoro 3acoby. BeeaeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNsA 3aTBEPKEHHS

129.

MIP3ATEH

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, MO 30
mr; no 10 Tabnetok
y 6nicTepi; no 3 abo
no 6, abo no 9
6nicTepiB y
KapTOHHIlA KOpooLi

KPKA,
4a.4n., Hoso
MECTO

CnoBeHis

Brpo6HMUTBO "in
bulk”, nepsrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpONb Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mecTo, C/oBeHis
KoHTponb cepii
(chiznuHi Ta XimiuHi
meToau
KOHTPOH0):
KPKA, a.4., HoBo
mMecTo, C/oBeHis
KoHTponb cepii
(chiznuHi Ta XimiuHi
meToau
KOHTPOH0):
HN30X
(HauioHanbHi
na6oparopisi 3a
34paB'e, OKOJE iH
XpaHo), CroBeHist

CnoseHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu
| TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHeceHi fo
IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS
niKapcbkoro 3acoby Ao po3ainy "B3aemosis 3
IHLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aeMOgjin" Wwoao 6e3nekn 3acTocyBaHHs
niKapcbKoro 3acoby. BeBeeHHs1 3MiH NpoTAroM 6-tu
MiCALIB MiCcnsA 3aTBePKEHHSA. 3MiHM | TNy - 3MiHK
oo 6e3nekn/edyeKTMBHOCTI Ta papmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi peryispHo
OHOBJIOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
a60 JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ybTar OUiHKN 3BITY 3 AOCNIKEHD,
npoBefeHnX BiANOBIAHO A0 NNaHy negiaTpuyuHmX
pocnigxeHs (PIP) (iHwi 3MiHWM) 3MiHN BHECEHI A0
IHCTPYKLUIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sainy "Mo6iyHi peakuyji”
LLioA0 6e3nekn 3acToCyBaHHS /iKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepkeHHs. 3miu |l Tuny - 3MiHn Wwoao

3a
peyenmom

He
nionsiecae

UA/3009/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3 SIKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW AaHUMU Ta AaHUMK 3
thapmakoHarnagy - 3mMiHnm BHeceHi Ao IHCTpyKuii ans
MeAMYHOro 3aCTOCYBaHHA /IikapCbKoro 3acoby A0
po3giny "Mo6iuHi peakyii” woao 6esneku
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeegeHHsA 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS
3MiHu 1l Tuny - 3miHK Woao 6esnekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHW y KopoTKili
XapakTepucTumLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A4Ns MeAnYHOro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM AaHUMK 3 SKOCTI,
[LOKMIHIYHUMMW, KNIHIYHUMW AaHUMK Ta AaHUMK 3
hapmakoHarnsgy - 3MiHn BHeceHi fo [HCTpykuii ans
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3gainis "®apmakosoriyHi BNactTneocTi",
"MepeposyBaHHA", "Mo6IYHI peakuil™ woao 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby. BeegeHHsA 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/1a 3aTBepAKEHHS!

130.

MYKOTEK®

cupon, no 100 mn
abo no 200 mn y
chnakoHi, no 1
donakoHy pasom 3
MipHUM
CTakaHuMKoM y
KopoOLi 3 KapTOHY

“HOHiK
dapmach
I0TUKaN
Na6opato
pi3”
(BipgineHH
A hipmum
“OX. B.
Kemikana
eHp
dapmacsk
10TUKaN3
nta.™)

IHais

FOHiK
PapmacboTUKa
NabopaTtopis
(BipaineHHs dipmun
Ix. B. Kemikan3
eHf
PapmacboTrKan3
o)

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coow,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicHeHHs1 hapMakoHarisay B YKpaiHi, SKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6u, BignoBigaibHOT
3a 34jiicHeHHs hapmakoHariagy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBiga1bHOI 3a
thapmakoHarnsag.

[Oitova pepakuin: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CaiTnaHa
MuxaiiniBHa. 3MiHa KOHTAKTHUX AaHKX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
thapmakoHarnsg. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemu hapmakoHarnsgy Ta moro Homepa.
3MiHa MicLs 3AiICHEHHSI OCHOBHOT AisifIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/11169/01/01

131.

HATPIIO
TIOCY/Ib®AT
-NAPHULISA

PO34MH A5 iH'EKLN,
300 mr/mn, no 5 mn
B amnyni; no 5

MpAT
"®apmaue
BTUYHA

YKpaiHa

MpAT
"GapmaueBTuyHa
dipma "fapHuus”

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
YTOYHEHHS peecTpaLiiiHoi npoueaypy B Hakasi MO3
Ykpaitn Ne 1462 Big 15.08.2023 - 3MiHu | Tuny -

3a
peyenmom

UA/6106/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
ammnys y KOHTYpPHIiA thipma 3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
YapyHKOBIl "OapHuus” napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,

ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNnakoBKM1 B nauLi

BM3HAYeHNX Y cneuudikauisx Ha Adl, abo
BVIXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(BUTYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpvkiag BUTyYEHHS 3aCTapifioro NokasHuka)) -
3MiHa y napameTpax A®| HaTpito Tiocynbgary, a
came MnokasHUK «Baxki MmeTann» Buay4yeHo
BiANOBIAHO A0 Aitoyoi MoHorpadii «Sodium
thiosulfate» €Bponeiicbkoi Papmakonei, HactaHoBU
ICH guideline Q3D on elemental impurities Ta Risk
Assessment on elemental impurities Bifg BUpo6H1Ka
Canton Laboratories Pvt. Ltd, India (po3gin 3.2.S.3.2
[Jowmiwwkn). BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayii Ta/abo AoNyCTUMUX MEX, BUSHAUYEHNX
y cneyudikayisx Ha A®l, abo BUXigHWUIA/MPOMIKXHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMpo6HULTBa AP (iHLWI 3MiHK). BBEAEHHA 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS.
CynyTHSA 3MiHa - 3MiHN 3 AkocTi. APl KoHTponb AdPI.
3miHa y MeTofax BunpobysaHHA APl abo BUXiAHOrO
mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(He3HauHi 3MiHM y 3aTBEPIKEHUX MeToAax
BMNPOGYBaHHS) - BHECEHHS 3MiH B crieyudikadiio Ta
MeToamn KoHTponto APl HaTpito Tiocyibdaty
BMpO6HUKa 13 3a nokasHukamm «lgeHTudikauis D»
npuBELEHO Y BiANOBIAHICTb [0 BUMOT Aito4oi
MoHorpadii «Sodium thiosulfate» €sponelicbkol
dapmakonei Ta matepianis BupobHuka Canton
Laboratories Pvt.Ltd, India; «MikpobionoriuHa
yucToTa» NPUBEAEHO Y BIAMOBIAHICTL A0 BUMOT €,
2.6.12, 5.1.4. 3MiHn | TUNY - 3MiHN 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponechkili
thapmakonei/MoHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y cneumdikauii HechapmakoneiiHoro A®|l ans
npuBeLEHHS Y BiANOBIAHICTL A0 BUMor AdY a6o
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C) - lonomixHa
peyoBUHa/BUXiQHUIA MaTepian Ans BupobHuuTea Ad|
- Matepiann peecTpauiiHoro focke Ha Nikapcbkuii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aci6 Hartpito TiocynbthaT-lapHuus, po3ymH ans
iH'ekyiin, 300 mr/mn, a came: posginis 3.2.P.4.1
Cneuudpikauii/3.2.P.4.2. AHaniTUYHI METOAMNKM
BMK/1aAEHHI Ta CTW/I30BaHHI y BiANOBIAHOCTI A0
MoHorpadis 00195 Eur. Ph. gjtouoi pepakuii
«Sodium hydrogen carbonate». BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHM |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudpikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdPY abo €Bponeiicbkoi thapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneumdikavii HechapmakoneiiHoro A®I ans
npuBefeHHs y BiANOBIAHICTL Ao BuMor AdY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C) - lonoMixHa
peyoBMHa/BUXIAHWIA MaTepian ans BUpobHuuTBa API
- MaTepiann peecTpauiiiHoro JOocbe Ha Nikapcbkuii
3aci6 Hartpito TiocynbhaT-AapHuus, po3ynH ans
iH'ekuili, 300 mr/mn, a came: po3sginis 3.2.P.4.1
Creuudpikauii/3.2.P.4.2. AHaniTU4HI METOANKM
BMKNAJEHHI Ta CTW/i30BaHHI y BiANOBIAHOCTI A0
MoHorpacisa 00169 Eur. Ph. gitoyoi pegakuii «Water
for injections». BBeeHHs1 3MiH NpOTArom 6-Tn
MicALiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK 3
akocTi. Ceptudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/MmoHorpadii. 3miHW, NoB'A3aHi 3
HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTL A0
MoHorpadii JdY abo €sponeiicbkoi thapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel gepxasun €C
(3miHa y cneumdikauii HechapmakoneiiHoro A®I gns
npuBeLeHHs Yy BiANOBIAHICTb A0 BuMor DY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei aepxasu €C) - [lonomixHa
peyoBuHa/BUXIQHUIA MaTepian A4ns BupobHuyTea Ad|
- MaTepiann peecTpauiiHoro focke Ha Nikapcbkuii
3aci6 Hartpito Tiocynbhat-AapHuus, po3umH ans
iH'ekyinn, 300 mr/mn, a came: po3ginis 3.2.P.4.1
Cneumdpikauii/3.2.P.4.2. AHaNiTUYHI MeTOAMNKM
BMKaAeHHi Ta CTUNI30BaHHI y BIANOBIAHOCTI A0
MoHorpadis 00232 Eur. Ph. gitouoi pegakui
«Disodium edetate». BBefieHHS 3MiH NPOTArom 6-Tu
MiCAUIB Micnsa 3aTBepmiKeHHs. 3MiHu Il Tuny - 3MiHu 3
aKkocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPO6HMKaA
BMXiIZHOrO/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
BVIKOPWCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdI,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o
nocsioYeHHs1

ab6o 3miHa BUpo6HuKa (BK/0HYaKun, e HeobxigHo,
MicLle NpoBefEeHHS KOHTPOso fkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe)(BBEAEHHA HOBOro BUPO6HUKa ADI 3
HafaHHAM MacTep-thaiina Ha A®l) - [lo po3giny
"Cknag" BHECEHO a/IbTEPHATVIBHOrO BUPOOHUKA
chipmu Canton Laboratories Pvt. Ltd, India Ha 3amiHy
chipmm AO «Xumunuecknii 3asoga» nm. J1.4.Kapnosa»,
Poccuiickan ®epepauus. Ak HacNifoK po3ain TEPMiH
npuaaTHOCTI NpUBEAEHWI BiANOBIAHO A0 MaTepianis
anbTepPHaTMBHOIO BUPOGHMKa cybCTaHL;i i
npeacTaB/ieHnin B HACTYMNHIN pefakuii: «TepMiH
NepeKoHTPOsI0 — 5 pokiB». Y NpoLeci BUPOGHMLTBA
npenapaty HATPIIO TIOCYNb®AT-JAPHNLA,
po3unH ANna iH'ekuiid, 300 Mr/M/ HISIKUX 3MiH He
Big6ynocs. BeeeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHs.

132.

HENPOM/AH
T

TabneTku, BKpUTI
060/10HKO10, M0 20
TabneTtok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI Kopobui

Ap.
Binbmap
LLisabe
v6X i Ko.
Kr

HimeyuunH
a

[Op. Binbmap

LLiBa6e Mm6X i Ko.

Kl

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHN
| TMNy - 3miHK 3 sKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi dhapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C (3miHa y cneundikawisx,
nos'sa3aHa 3i 3miHamu B 1PY, abo €Bponeiicbkii
thapmakonei, abo iHLWii HauioHanbHil hapmakonei
aepxasu €C) - NpUBEAEHHS BU3HAYEHHS BaXKKNX
MeTasiB y POC/IMHHIN CUPOBWHI Y BIANOBIAHICTb A0
BMMOr €Bponeiicbkoi hapmakonei 2.4.27 «Baxki
MeTa/IM B POC/IMHHUX NiKapCbknx 3acobax i
POC/IMHHKX NiKapPCbKMX npenaparax» 3
BMKOPMCTaHHAM MeTogy 2.2.58 «Mac-cneKTpomeTpis
3 iHAYKTVMBHOI 3B’A3aH00 n1asmoto (13M-MC)»

6e3
peyenma

UA/0414/01/01

133.

HEOIABIH
150

Kancynu no 150 mr
no 10 kancyny
6nictepi; no 1, 3 abo
no 6 6nicTtepis B
KapTOHHI navw,i

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN
| TMny - 3miHK 3 AkocTi. CepTudikar
BignosigHoCTI/IE-cepTucpikat BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BianoBiAHOCTI
€poneiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMartepiany/peareHTy/nMpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansa
[0NOMIXHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTmaikaT Bif yxe 3aTBepAKeHOro BUPOOHUKA.
MogaHHsA OHOB/IEHOTO cepTudikarta BiANoBIAHOCTI

3a
peyerimom

UA/13702/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

€sponelicbkin hapmakonei Ne R1-CEP 2016-181 -
Rev 02 (3aTBepmxeHo: R1-CEP 2016-181 - Rev 01)
ana A®| nperabaniny Big, 3aTBEPAKEHOIO
Bupo6Huka XIKAM NIMITEAL, IHAis.

134.

HEOI'ABIH 75

Kancynu no 75 mr no
10 kancyny
6nicTepi; no 1, 3 abo
no 6 6nictepis B
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro ab0 OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickbkili hapmakonei: gnsa A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif y)Xe 3aTBepXEHOro BUPOOHNMKa.
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2016-181 -
Rev 02 (3atBepmxeHo: R1-CEP 2016-181 - Rev 01)
onsa A®l nperabaniHy Big, 3aTBEpAKEHOro
Bupo6HuKa XIKAST NIMITEL, IHgis.

3a
peyenmom

UA/13702/01/02

135.

HEO®EH
BENYMNO
nnoc

renb, 50 mr/r; no 15
ra6o50r, a6o 100 r
y Ty6i; no 1 Ty6i B
KapTOHHI navwi

Benyno,
nikn Ta
KocMeTuKa

., A

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu
| TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHA Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
hapmakoHarnsg.

Litoua pepakuis: TetsHa Alixnep Aypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa pefakuis:
BiwHsA Hakiu / Visnja Nakic.
3MiHa KOHTaKTHMX JaHnX YNOBHOBaXEHOT 0cobu
3asBHYKA, BigNoBigasbHOI 3a dhapMakoHarnsga.

6e3
peyenma

UA/14739/01/01

136.

HEO®EH
BENYMNO
DOPTE

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, N0 400
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapPTOHHIM nayuj

Benyno,
nikn Ta
KocMeTuKa

, .4,

Xopsaris

Benyno, nikn Ta
KocMeTuka, A.4.

Xopsaris

BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHK
| TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHn [0
y3arasibHeHnX AaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTeMy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 32 34iICHEHHS hapMakoHarnsaay;

6e3
peyenma

UA/14740/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BkIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y po3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHWKa, BigNoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: TeTsHa Alixnep AypeTek / Tatjana
Ajhler Duretek MD., MSc. lMponoHoBaHa pegakuisi:
BiwHa Hakiy / Visnja Nakic.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u
3as1BHVKA, BignoBiga/ibHOI 3a ddapMakoHarnsga.

137.

HISOPANI®

Kpem, 20 mr/r; no 15
ry Ty6i; no 1 1y6i B
KapTOHHIA ynakoBL,i

CTALA
ApuHaimit
Tenb Al

HimeyunH
a

AHcceH
PapmavueBTuKa
HB

Benebris

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHa
3asBHuKa J13 (MIBIM) (BnacHuka peecTpauiinHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460): Y 3B’53Ky 3i 3MiHOIO 3asiBHVKa (B/1acHMKa
peecTpauiiHoro NocBigYEHHs) B IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
BU/Ty4al0TbCA PO3AiININ LLIOAO 3a5BHMKA,
npeacTaBHMKa 3aABHUKA Ta iX MiCLEe3HaXOKEHHS.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHnx npo
cuctemy hapmakoHarnagy (BBeAeHHs ysarasibHeHnX
[AaHvX Npo cuctemy chapmakoHarnsgy, 3MmiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHS1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHuKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOIT 3a
3fiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBiga1bHOI 3a
thapmakoHarnag. [itoua pefakuis: ArHeLka
Meiiuep-[aHH. MponoHoBaHa pegakuisi: [okTop
AHppeac IBaHOBUY. 3MiHA KOHTAKTHUX JaHWUX
YMOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBigabHOT 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuisi: ApHayToBa KOnis JleoHuaiBHa.
MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaTHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarifg B YkpaiHi. 3MiHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
dhapmakoHarnsay Ta moro Homepa. 3miHa micus

6e3
peyenma

nionsieae

UA/9849/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
138. | HOKCINPEU cnpeii HasanbHW CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu 6e3 - UA/1703/01/02
ANTAYNA 0,025 % no 15 mny YKpaiHCbK YKpaiHCbKO- | TNy - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
KOHTeliHepi i3 o- icnaHcbke thapmakoHarnagy (iHwi 3MiHun)
npo6Koto- icnaHcbke nignpMeEMCTBO OHOB/EHHSI TEKCTY MapKyBaHHS yNakoBKu
po3nuiBaYemM Ta nignpyvemc "Cnepko YkpaiHa", nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmalii,
KpUWLLKOIO 3 TBO YKpaiHa 3a3Ha4YeHoi poCiliCbKO MOBOH).
KoHTponem nepworo | "CMNEPKO (noBHWMIA LWKN TepmiH BBeAEHHS 3MiH MPOTAroM 6 Micauis nicns
BiaKpuTTS; no 1 YKPAIHA" BMPOOHMLITBA, 3aTBEPKEHHA.
KOHTEliHepy B nauLi BMNYCK Cepil;
3 KapTOHY KOHTPO/1b SIKOCTI)
139. | HOMITPEH TabneTku, BKpUTI BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/2791/01/01
BOCHAJIEK® | nniBkoBotO n.4. lepuerosun I'epuerosuH | TNy - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom
060/10HKO10; M0 10 Ha a nepiogy NoBTOPHMX BUNPo6yBaHb/nepiosy
Tabnetok y Ty6i, no 36epiraHHA abo ymoB 36epiraHHs AdI (3a
1 Ty6i B KAPTOHHIl BiJICYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikara
Kopobui BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/ItOYAE Nepiog, NOBTOPHOr0 BUNPOGYBaHHS)
(nepios noBTOpPHOro BUNpobyBaHHA/Nepios
36epiraHHs) - 36inbLUeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpo6yBaHHsA/nepioay 36epiraHHa Ha
OCHOBI pe3y/ibTaTiB JOC/NiKeHb Yy peaslbHOMY Yaci.
36ibLUEHHA nepiofy NOBTOPHOro BUNPO6YBaHHA
Aito4oi peyoBrHY Kaminodpiny rigpoxnopugy Big,
3aTBepmkeHoro BmpobHuka Ind-Swift Laboratories
Limited, India, Ha ocHOBI AaHUX AOBrOCTPOKOBUX
pocnigpkeHb cTabifibHOCTI OTPUMaHNX B peasibHOMY
yaci, 3 48 micsauis go 60 micauis.
140. | OBITPEN® PO34MH ANA iH'eKUil Apec Lseliuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3MiHK 3a - UA/1175/03/01
no 250 mkr/0,5 mn TpengiHr a Hepo3dhacoBaHOro LLIBeliyapis | TMNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no0,5mMny C.A. npenapary, HalilMeHyBaHHs Ta/abo agpecy MicL NPOBaIXEHHS
KapTpuaxi, nepBrHHe Ta AiSNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
BMILLLEHOMY Y pyuKy BTOPWHHE NiKapcbKoro 3acoby, BKAOYaun fifbHULi BUMYCKY
Ans BBefeHHs; no 1 nakyBaHHs, cepii abo micLe NpoBeAeHHs KOHTPO/O AKOCTI.

nonepeaHL0
3arnoBHEHOT PyyKn
ONns BBedeHHA Ta 1
rosika ans iH'ekuji y
KapTOHHI KOpoOLyi

KOHTPO/Ib AKOCTI
Ta BMNYCK Cepil:
Mepk CepoHo
C.n.A, Itania
nepBuHHE
nakyBaHHs
(36MpaHHn
nonepeaHL0
3anoBHEeHNX
KapTpuaxis 3
npenaparom B

(AisnbHIiCTb, 3a AKy Bignosigae BUPOOHUK/iMNoOpTeEp,
He BK/TKoYaroumn BUNYCK cepiii) - 3MiHa agpecu
BMpOGHMKa /13 BignoBifanbHOro 3a NepBUHHE
nakyBaHHs (36upaHHsA nonepegHbLO 3anoBHEHUX
KapTpUIKIB 3 NpenapaToM B PyuKy A1 BBEAEHHS):
Mepk CepoHo C.A., BiggineHHs y M. O60HH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Py4Ky Ans
BBEEHHS):
Mepk CepoHo
C.A., BigfineHHs y
M. O6OHH,
LLiseliuapis
141. | ONNIA30/1b® aepo3osb, N0 60y AT YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu 6e3 - UA/0790/01/01
6anoHi 3 K1anaHom "Ctoma" | TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenma
6e3nepepBHOT 4il; HalilmeHyBaHHS Ta/abo agpecu MicLA NPOBaXEHHS
no 1 6anoHy 3 LOiSNTbHOCTI BUPOGHMKa (BK/IKOYatoum, 3a
HacazKowo Ta Heo6XiAHOCTI, MicLe NPOBEeAEHHST KOHTPOIO SKOCTI),
3aXNCHUM abo BnacHuka mactep-thaiina Ha A®l, abo
KOBMaykoM B nauuji 3 noctavanbHuka Adl/BuxigHoro
KapToHy mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HayeHo y [0CbE Ha ikapcbKuii 3acib) 3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkin hapmakonei y 3aTBepiKeHOMY
[oCbe, ab60 BUPOOHMKA HOBOT AOMOMIKHOT PEYOBUHN
(SIKLLO 3a3HaYeHOo Y A0Cbe) 3MiHA Ha3BM BUPOOHMKA
A®| kucnota 6opHa. bes 3miHn micus
BMPOBaMKEHHSA AisANIbHOCTI.
142. | OMEMNPA30/1 | kancynv no 20 wr; TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu 3a He UA/9067/01/01
no 10 kancyny "AcTpada "Actpadapm" | Tvny - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta peyenmom | nidssi2ae
6nicTepi; no 1 a6o 3 pm" thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTumui

6nictepy B KOPO6LL
3 KapTOHY

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|ii 415 MeAMUYHOro 3aCcTOCyBaHHS Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX BIAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3mMiHy
Y3rOKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii™
L1040 6e3nekn 3acToCyBaHHSA AitoH0i peHOBUHM
omenpason BignoBigHO A0 pekoMeHaauii PRAC.
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkiii
XapakTepucTu1Li NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A4Nsi MenyHOro
3acTOCYyBaHHS Ha MigcTasi perynsipHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekun NMikapCbKoro 3acoby,
a60 focnigxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/isspeecTpaviiitHuii nepiog,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

ab0 Sk pe3y/ibTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO 40 NnaHy neaiatpuyuHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom) 3MiHu
BHECEHO A0 [HCTpyKLii Ana MeguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acTOCyBaHHS", "Cnoci6
3acTocyBaHHs Ta go3n" Ta "MobiuHi peakuii” woano
6€e3MeKkn 3aCTOCyBaHHA Ail40i pevyoBMHN OMenpasosn
BiANOBIAHO A0 pekomeHAauin PRAC. 3wminu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "rMo6iyHi peakuii”
LLI0A0 3BiTyBaHHSA NP0 NO6iYHI peakuii.

143.

OMENPA30N
ACTPA

MOPOLLIOK ANSA
pO34nHY ANs iH'eKUl
no 40 wmr, no 1 a6o
10 chnakoHiB y
KapTOHHIlA KOpooLi

TOB
"ACTPA®
APM"

YKpaiHa

TOB
"ACTPAGAPM",
Ykpaina
(nakyBaHHs i3
hopmu in bulk:
LWaHbayH HOliciHb
dapmacbloTikan
Ko., 14.,
KuTalicbka
HapogHa
Pecny6nika)

YKpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
rOTOBOrO NikapcbKoro 3acoby (3BY>XXEHHS
[0NyCTUMUX MEX) - HE3HauHa 3MiHa B cneumdikawi
N3, a came yTouHeHHS B onuci /13, wo 6yno
CNPUYMHEHO NOMUKOIO Yepes HEBIPHICTb Nnepeknagy
3 KuTaicbkoi MoBu. [jitoya pegakuis: Onuc. bina abo
npakTU4Ho 6ina cmnyya maca abo NOpPOLLIOK.
MponoHoBaHa pepakuis: Onuc. bina abo NpakTUYHO
6ina niocpinisoBaHa maca abo NOpoLLoK. 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"Mikapcbka hopma” nigpo3ain "OCHOBHI i3nko-
XiMiuHi BnacTneocTi"; 3MiHu | TURy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXXEHNX METOAAX
BMNPOOGYBaHHSA) - HE3HAYHI 3MiHN B 3aTBEPKEHNX
mMeTogax KOHTposto 13 3a nokasHukamu
«lpeHTudpikauis» (USP), «CynyTHi gomiwwku» (USP),
«KinbkicHe BM3HaueHHs» (USP), WO cnpuynHeHi
nomunkamu npv nepeknagi MKA. Metoamn
BMNPO6YBaHb He 3MiHUAUCS; 3MiHU | TUny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco06y, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MEeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/THOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B Mic/isipeecTpaviiitHuii nepiog,

3a
peyenmom

He
nionsiecae

UA/19118/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

ab0 Sk pe3y/ibTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO 40 NnaHy neaiatpuyuHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OPraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHI peakwi
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3neku
Aio4oi peyvoBrHY; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHSA Ha nigctasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
a60 pocnigkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpavyiitHuii nepiog,
abo sk pe3ynbTar OUiHKW 3BIiTY 3 AOCNIMHKEHD,
npoBefeHnX BifNOBIAHO A0 NNaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEeHTHUM YNOBHOB&XEHNM OpraHom) - 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MegNyYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHI peakwi
BiAANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3neku
Ailo4oi peyoBrHY; 3MiHW | Tuny - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy (iHLi
3MiHW) - 3MiHVM BHECEHO [0 IHCTPYKUIT ANs
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” LWoA0 BaXKMBOCTI
3BiTyBaHHA Npo Nob6iyHi peakwii

144.

OHIXENN

nak ons Hirtie
nikyBasibHUiA, 50
mr/mn; no 2,5 mn
abono5mny
donakoHi pasom 3
CNMPTOBUMM
cepBeTkamu,
nuaoYkaMu ans
OUULLEHHS Ta
annikaropamu gns
HaHeCeHHs naky B
KapTOHHIW nayu,i

Benyno,
nikn Ta
KocMeTuKa

A,

XopBarTist

BMPOGHMLTBO
roToBOro
nikapcbKkoro
3aco0y, KOHTPO/Ib
akocTi: LaHens
Megikan,
Ipnangis;
KOHTPO/b AKOCTI
Ta BUNycK cepii:
Benyno, nikn Ta
kocmeTuka, a4.4.,
Xopsaris

IpnaHgis/
Xopsaris

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: TetsaHa Alixnep [ypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa pefakuis:
BiwHa Hakiy / Visnja Nakic. 3miHa KOHTaKTHUX faHuX

6e3
peyenma

UA/17914/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep

n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby ynakoska) nocsioyeHHs1
YMOBHOB&XEHOI 0C06YM 3aABHWKa, BigNoBiganbHOI 3a
hapmakoHarnag,

145. | NEHTAKCUM | nopowiok CaHodi ®paHuisa BMPOGHMLTBO PpaHuin/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 3a - UA/13010/01/01
® BAKUVHA Haemophilus Mactep roTOBOro YropuwuHa Il TNy - 3MiHKW 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
Aand influenzae Tuny b Ta Hepo3dhacoBaHOro KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MPO®INNAKT cycneHsia ans NPOAYKTY, MeToAax BUNPOGyBaHHS rOTOBOTO J1iKapCbKOro
KN iH'ekuin (0,5 mn); no 3aMoBHEHHS Ta 3acoby (cyTTeBa 3MiHa 'y
LOUNOTEPII, 1 chnakoHy 3 niogpinizauis 6ionoriYyHOMY/iMyHONOrYHOMY/IMYHOXIMIYHOMY
NPABLA, nopoLukom Ta 1 (dbnakoHm), MeTogi BunpobyBaHHs abo MeTogi, y SKoMy
KALUTOKY nonepeaHbLO BTOpPUHHE BVIKOPVICTOBYETbLCS 6IO/IOMYHMIA peareHT, abo ix
(ALENMONAP | 3anoBHeEHOMY nakyBaHHs, 3aMiHa, abo 6ion10riyHoro npenapary NOPiBHAHHA
HUIA wnpuyy (0,5 mn) 3 KOHTPO/Ib SKOCTI, (cTaHpapTHOrO Npenapary), WO He 3a3Ha4YeHun y
KOMMOHEHT | npukpinsieHot BWMYCK Cepii: 3aTBEpAXEHOMY NPOTOKONI) - 3amiHa MeToay
)s roskoto (a6o 2 CaHodpi Mactep, iaeHTudikauii aHTUreHis 3 Mmetogy Luminex Ha
noniomMieni OKpPeEMUMU rosikamu), ®paHLis NOBHWUIA MeTof PiAnHHOT XpomaTorpadii B noegHaHHi 3
TY L0 MICTUTb LMK MeToA0M Mac-cnekTpomeTpii (Liquid
IHAKTUBOBA | cycneHsito ons BMPOOHULITBA, Chromatography method coupled to the Mass
HA TA iH'EKLi, B KAPTOHHIM 3aMoBHEHHSA Ta Spectrophotometry method (LC/MS)) Ha eTani
BAKLUVHA Kopo6ui; no 1 niodpinizauis 3anoBHeHoro npoaykty (Filled Product).

Aand onakoHy 3 (donakoHm), AnbTepHaTUBHI MeTOAM ifeHTUdikauii aHTUreHis
NMPO®INAKT nopoLukom Ta 1 BTOPUHHE meTog OyxTepsoHi Ta MeTog ELISA 3anvwatotbes
KN nonepeaHbLO nakyBaHHs1, 6e3 3MiH. TepMiH BBeEHHS 3MiH - noTuid 2025.
IHDEKLLIA, 3anoBHeHOMY KOHTPO/1b SIKOCTI,
CMPUYUNHEH | wnpuuy (0,5 mn) 3 BUMYCK Cepii:
nx NPUKPINIeHO0 CaHodpi MacTep,
HAEMOPHIL rosnkoto (a6o 2 $paHLis BTOpUHHE
usTuny B OKpPeEMUMU rosikamu), nakyBaHHs, BUMYCK
KOH’''OFOBA | 0 MiCTUTb cepii: CaHodpi-
HA, cycneHsito ans ABeHTic MpaiiBiT
AACOPBOBA | iH'eKuii, B Ko. NTa,.,
HA CcTaHfapTHO- Mnartdopma
€KCMOopTHIl NOriCTUKM Ta
ynakoBLi, sika AVCTpnbYLIi y M.
MICTUTBLCA Y Bypanewr,
KapTOHHI Kopobui (3 YropwmHa
IHCTpYKLUjiet0 Ans
MeAMYHOro
3acToCcyBaHHs)

146. | NEHTAKCUM | nopoliok CaHodi ®paHuisa BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN 3a - UA/13010/01/01
® BAKUVNHA Haemophilus MacTep roToBOro YropwmHa I Tuny - 3miHn 3 skocTi. A®I. BupobHUUTBO. 3MiHK peyenmom
And influenzae Tuny b Ta Hepo3dhacoBaHOro BMNPO6YBaHb ab0 AONYyCTUMUX MEX Y NPOLECI
MPO®INTAKT cycneHsis ans NPOAYKTY, BMPO6HMLTBA ADI, LLIO BCTAHOB/EHI Y
KN iH'ekuini (0,5 mn); no 3aroBHEeHHA Ta cneumaikalisx (BU1y4eHHS HECYTTEBOrO
ONDTEPII, 1 cbnakoHy 3 niogpinizauis BMNPOGYBaHHS). BuganeHHs Specific toxicity test,

NMPABLSA, nopowkom Ta 1 (dbnakoHm), LLIO BUKOHYBaBCS K in-process test Ta nig, yac
KALUTHOKY nonepegHbL0 BTOPWUHHE pocnigpxeHb ctabinbHocTi Ana Crude Diphtheria
(ALUENMONAP | 3anoBHeEHOMY nakyBaHHs1, Toxoid intermediate (HeouunwieHoro andTepiliHoro
HUIA wnpuuy (0,5 mn) 3 KOHTPO/Ib SIKOCTi, aHaTOKCUHY).
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n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby ynakoska) nocsioyeHHs1
KOMMOHEHT | npukpinsieHot BUMYCK Cepii: PepakuiiHi 3mMiHM Woa0 3Ha4YeHHs piBHA pH ans
)s roskoto (a6o 2 CaHodpi Macrep, hocpaTHoro 6ychepy 0,05 M pH7. TepmiH BBefEHHSA
noniomMien OKpPeEMUMU rosikamu), ®paHLis NoBHWIA 3MiH - YyepBeHb 2025.
TY LLIO MiCTUTb LMK
IHAKTUBOBA | cycneHsito ons BMPOOHULTBA,
HA TA iH'EKLi/, B KAPTOHHIM 3aMoBHEHHSA Ta
BAKUVHA kopo6ui; no 1 niodpinizauis
And dhnakoHy 3 (dbnakoHm),
MPO®INTIAKT nopoLukom Ta 1 BTOPUHHE
KN nonepeaHL0 nakyBaHHs,
IHOEKLLIA, 3anoBHeHOMY KOHTPO/1b SIKOCTI,
CMPUYUNHEH | wnpuuy (0,5 mn) 3 BUMYCK Cepii:
nx NPUKPINIEHO0 CaHodpi MacTep,
HAEMOPHIL roskoto (a6o 2 PpaHuis BTOPUHHE
usTuny B OKpeEMUMU rosikamu), nakyBaHHs, BUMYCK
KOH’'OFOBA | 0 MiCTUTb cepii: CaHodpi-
HA, cycneHsito ans ABeHTic MpaiiBiT
ALCOPBOBA | iH'exuiit, B Ko. Nit4,,
HA CTaHfapTHO- Mnartdopma
€KCMOpTHIl NOricTuKM Ta
ynakoBLi, sika ANCTPUBYLIT Y M.
MiCTUTBLCA Y Bypanewr,
KapTOHHI Kopobui (3 YropwuHa
IHCTpYKLUjiet0 Ans
MeAMYHOro
3acTocyBaHHs)

147. | NEHTAKCUM | nopowiok CaHodi ®paHuisa BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/13010/01/01
® BAKUVHA Haemophilus Mactep roTOBOrO YropuwuHa | Tuny - 3miHK 3 AkocTi. ADI. KoHTponb AdL. 3miHa 'y peyenmom
Aand influenzae Tuny b Ta Hepo3dhacoBaHoOro napameTpax cneuucikauii Ta/abo AONyCTUMUX MEX,
MPO®INTIAKT cycneHsis ans NPOAYKTY, BM3HAYeHNX y cneuudikauisx Ha Adl, abo
KN iH'ekuin (0,5 mn); no 3aMoBHEHHS Ta BVXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
LOUNOTEPII, 1 chnakoHy 3 niogpinizauis BUKOPUCTOBYHOTLCSA Y NpoLeci BUpobHuuTBa AdI
NPABLA, nopoLukom Ta 1 (chnakoHwm), (iHLWi 3MiHK).

KALLJTHOKY nonepeaHL0 BTOPUHHE [opaBaHHA BUNPObYBaHHSA Ha BU3HAYEHHS
(ALUENMONAP | 3anoBHeEHOMY nakyBaHHs, MakcUManbHOT afacop6LiiHOl 34aTHOCTI Ta
HUIA wnpuyy (0,5 mn) 3 KOHTPO/Ib SKOCTI, po3noginly YaCcTVHOK 3a po3mipoM Ao cneuudikauii
KOMMOHEHT | npukpinsieHot BWMYCK Cepii: renio rigpoKcuay amtoMiHilo, SIKUA BUKOPUCTOBYETHLCSA
), rosnkoto (a6o 2 CaHodpi Mactep, B SIKOCTi BMXiZAHOT CUPOBUHY Y NpoLeci BUpOOHULTBA
noniomMien OKpPeEMUMU rosikamu), ®paHLia; NoBHUIA Ail04YNX PEYOBWH - 2-KOMMOHEHTHOTO auesoNspHOro
TY L0 MICTUTb LMK KOMMOHEHTY KaLl/IoKy (OUMLLEHWIA KaLLITIOKOBWIA
IHAKTUBOBA | cycneHsito ons BMPOOHULITBA, aHaTokcuH (PTxd) Ta ounLeHoro ginameHTHOro
HATA iH'EKLIiI, B KAPTOHHIl 3anoBHEHHSA Ta remarntoTuHiHy (FHA)) Ta sik ag'toBaHT y
BAKLUVHA Kopo6ui; no 1 niodpinizauis BMPOGHMLITBI HEPO3(hacoBaHOro roToBoro
Aand onakoHy 3 (donakoHm), nikapcbKoro 3acoby. TepMiH BBEEHHS 3MiH - 2
MPO®INTAKT nopoLukom Ta 1 BTOPWHHE kBapTan 2025. 3miHu | Tvny - 3MiHn 3 sKocTi. AdDI.
KN nonepeaHbLO nakyBaHHs1, Brpo6HMLTBO. 3MiHM B npoueci BupobHuutea AdI
IHDEKLLIA, 3arnoBHEHOMY KOHTPO/1b SIKOCTI, (He3HauyHa 3MiHa y npoLeci BUpo6HuLTBa Adl).
CNPUYMUHEH | wnpuuy (0,5 mn) 3 BMNYCK cepil: 3MiHVM KiNIbKOCTi LMK/IB BUKOPUCTaHHSA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep

n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby ynakoska) nocsioyeHHs1
nx NPUKPINIEHO0 CaHodpi MacTep, xpomaTtorpadiyHoro rento ASF-S4B, skuii
HAEMOPHIL roskoto (a6o 2 PpaHuis; BUKOPUCTOBYETLCA B Npoueci adiHHOT
us Tuny B OKpPeEMUMU rosikamu), BTOPUHHE xpomatorpadii Ha acianodeTyiHoBili cechaposi Ans
KOH’FOFOBA LLIO MICTUTb nakyBaHHs, BUMYCK OUMLLEHHSA KaLL/THOKOBOTO TOKCUHY Y MpoLEeCi
HA, cycneHsito ans cepii:CaHodi- BMPOOHULITBA 2-KOMIMOHEHTHOIO aLetioNIiPHOro
ALCOPBOBA | iH'exuiit, B ABeHTic MpaiiBiT KaLLsToKy (OYULLLEHWIA KaLL/TIOKOBMWIA aHATOKCUH
HA cTaHgapTHO- Ko. NiT4,, (PTxd) Ta ounLieHoro dinameHTHOro remar/ilTUHIHY
€KCMOpTHIl Mnatdhopma (FHA) Ha B1po6HWuili ginbHWLi Marcy I'Etoile,
ynakoBLi, sika noricTukm Ta ®paHuis, 3 25 4o 18 umknis. TepMiH BBEAEHHSA 3MiH -
MICTUTBCS Y OVCTpunbyLii y m. 2 kBapTan 2025.
KapTOHHI Kopobui (3 Bypanewr,
IHCTpYKLUjiet0 Ans YropLmHa
MeAMYHOro
3acTocyBaHHs)

148. | NEHTAKCUM | nopowiok CaHodi ®paHuisa BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHN 3a - UA/13010/01/01
® BAKUVHA Haemophilus Mactep roTOBOrO YropuwuHa | Tuny - 3miHK 3 AkocTi. ADI. KoHTponb AdL. 3miHa 'y peyenmom
Aand influenzae Tuny b Ta Hepo3dhacoBaHoOro napameTpax cneuucikauii Ta/abo AONYyCTUMUX MEX,

MPO®INTIAKT cycneHsis ans NPOAYKTY, BM3HAYeHNX y cneuudikauisx Ha Adl, abo
KN iH'ekuin (0,5 mn); no 3aMoBHEHHS Ta BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
LOUNOTEPII, 1 chnakoHy 3 niogpinizauis BUKOPUCTOBYHOTLCSA Y NpoLeci BUpobHuuTBa AdI
NPABLA, nopoLukom Ta 1 (chnakoHwm), (iHWi 3MiHW).

KALUTOKY nonepeaHbLO BTOpPUHHE 3miHun y cneuudikayii giamiHoNiMeniHOBOT KUCAOTH,
(ALUENMONAP | 3anoBHeEHOMY nakyBaHHs, SKa BUKOPUCTOBYETLCA SAK KOMMOHEHT PO34MHY AN
HUIA wnpuyy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, peryntoBaHHsa pH, Wo AofaeTbesa Ha cTagil
KOMMOHEHT | npukpinsieHo BWMYCK Cepii: NPOMMWC/IOBOrO Ky/NbTUBYBaHHS Y NMPOLECI

)s rosnkoto (a6o 2 CaHodpi Mactep, BMPOGHMLTBA OUMLLLEHOTO ANdTEPIiHOTO
noniomMien OKpPeEMUMU rosikamu), ®paHLis NOBHWUIA aHaTOKCUHY. 3MiHV BK/OYaOTb BUAATEHHS
TY L0 MICTUTb LMK nokasHukiB Appearance, Solubility Ta Extraneuos
IHAKTUBOBA | cycneHsito ons BMPOOHULITBA, amino acids, a TakoX po3LUMPEHHS AONYCTUMUX MEX
HATA iH'EKLIiI, B KAPTOHHIN 3anoBHEHHSA Ta 015 nokasHuka Loss on drying 3 «Not more than
BAKLUVHA Kopo6ui; no 1 niodpinizauis 1.0% (w/w)» o «Not more than 3.0% (w/w)».
Aand onakoHy 3 (donakoHm), TepMiH BBEIEHHS 3MiH - 6epe3eHb 2025.
MPO®INTIAKT nopoLukom Ta 1 BTOPUHHE

KN nonepeaHL0 nakyBaHHs,

IHDEKLLIA, 3anoBHeHOMY KOHTPO/1b SIKOCTI,

CMPUYUNHEH | wnpuuy (0,5 mn) 3 BUMYCK Cepii:

nx NPUKPINIeHO0 CaHodpi MacTep,

HAEMOPHIL rosnkoto (a6o 2 $paHLis BTOpUHHE

usTuny B OKpPeEMUMU rosikamu), nakyBaHHs, BUMYCK

KOH’''OFOBA | 0 MiCTUTb cepii: CaHodi-

HA, cycneHsito ans ABeHTic MpaiiBiT

AACOPBOBA | iH'eKuii, B Ko. NTa,.,

HA CcTaHfapTHO- Mnatdopma

€KCMOopTHIl
ynakoBLi, sika
MICTUTBCS Y
KapTOHHI Kopobui (3
iHCTpYKLUiE Ans

noricTukm Ta
AVCTpnbYLIi y M.
Bypanewr,
YropLmHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

MeAMYHOro
3acTocyBaHHs)

149. | NIACKNEAWH | kancynu; no 15 Na6oparty ®paHuisa Na6opatyap ®paHuisa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 6e3 - UA/13173/01/01

® 300 kancyn y bnictepi; ap EkcnaHcbeHC | TNy - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma

no 1 aéo no 2 EkcnaHcbe thapmakoHarnsgy. BeeneHHs abo 3miHu fo
6nicTepu B KOPOO6L HC y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
3 KapPTOHY (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy

thapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBigabHOT 3a
hapmakoHarnsg.

[itoua pepakuis: Virginie Dencic. NponoHoBaHa
pepakuis: Matthieu Brousse. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0CO6VM 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.

150. | NONDKNHAK Kancynu sariHasbHi; Na6opaTto PpaHuis Brpo6HMK, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu 3a He UA/10193/01/01
(o3 no 6 kancyny pist BignoBiganbHuii 3a | LUBeliuapis Il TMny - 3miHN Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom | nidssizae
6nicTepi, no 1 abo 2 IHHOTEK nakyBaHHs, thapmakoHarnagy. 3MiH1 Yy KOPOTKil XxapakTepucTuui
6nictepn B IHTepHacb KOHTPO/b | BUNYCK nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
KapTOHHIlA KopooLi oHasnb cepii: IHHoTepa IHCTPYKUIT 4159 MeQUUYHOro 3acToCyBaHHSA y 3B'A3KY i3
Lysi, ®paHuis; HOBUMW AaHUMK 3 SIKOCTi, AOKMIHIYHMMM, KTiHIYHUMU
Brpo6HMK, [aHumn Ta gaHumn 3 papmakoHarnsagy - 3miHu
BifNOBigabHWIA 3a BHeCeHO A0 IHCTpyKuii ANna MeauyHoro
BMPOBGHULTBO in 3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3ainis
bulk: KataneHt "apmakonoriyHi B1acT1sBocCTi" BigNoOBigHO A0
®paHL, BeitHxelim marepianis peecTpauiiiHoro Aocke. BBefieHHs 3MiH
CA, ®paHuis abo NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS. 3MiHM
CBICC KENC Al, Il TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
LLIBeiiuapisi, a6o thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTumLi
IHHOTepa LLysi, nNiKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta
PpaHuis IHCTPYKUIT 4151 MeAUYHOro 3acTOCyBaHHSA y 3B'A3KY i3

HOBUMW A@HWMU 3 SIKOCTi, AOKIIHIYHUMM, KTIHIYHUMU
AaHVMK Ta JaHumy 3 dpapmakoHarnsagy - 3miHu
BHECEeHO A0 [HCTPpyKLi ANna MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTrnokasaHHs", "B3aeMogis 3 iHLIMMK
nikapcbkMKM 3acobamu Ta iHLWi BUan B3aemMogiii",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6iuHi peaku;ii"
BiANOBIAHO A0 iHGopMaLii 3 6e3nekn Nikapcbkoro
3acoby. BBegeHHsa 3MiH MpoTArom 6-Tv micsALiB nicns
3aTBEPKEHHS.

151. | NONDKNHAK Kancynu BariHa/ibHi; Jlabopato dpaHuis B1po6HMK, PpaHuisn/ BHECEHHS 3MiH 40 peecTpauiiHux martepiasiB: 3MiHu 3a - UA/10193/01/01
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n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
C no 6 kancyny pist BignoBigasbHuii 3a |  LUBeiuapis | Tuny - 3MiHK 3 AKOCTI. [OTOBMIA NikapcbKnii 3acib. peyenmom
6nicTepi; no 1 abo 2 IHHOTEK nakyBaHHs, KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
6nicTepu B IHTepHach KOHTPO/b | BUMYCK napamMeTpiB cneuudikaLii Ta/abo AONyCTUMNX MeX
KapTOHHI KopoobLi oHasTb cepil: IHHOTEpa roTOBOrO JIiKapCbKOro 3acoby (40NOBHEHHS
Lysi, ®paHuis; creundikaLii HOBUM NOKa3HUKOM 3 BiZNOBILHNM
Brpo6HuK, MEeTO0M BUMPOOYBaHHS) BHECEHHS Y
BignoBigasibHWi 3a Cneuudpikauito [N13 goaaTkoBOi igeHTUdikauii gns
BMPOBGHULTBO in LiH04nX PevyoBUH HEOMILUHY cynbdart, noniMikcuHy B
bulk: KataneHt cynbgaT Ta HiCTaTuH 3 BiANOBIAHUM METOA0M
®paHL, BeitHxelim KOHTpO/t0 3a gonomoroio BEPX y noeaHaHHi 3 mac-
CA, ®paHuia abo crnekTpoMeTpieto (EP 2.2.29/2.2.43). 3miHun | Tuny -
CBICC KENNC AT, 3MiHK 3 siKoCTi. TOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
LLIBefuapis, abo rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW)
IHHOTepa LLys3i, npueefeHHa Cneuudikadii MN3 (npy BUNYycKy) y
PpaHLin MK$A N3y signosigHicTb fo Creuudikauii 3asBHUKa
ANs nokasHuka «lgeHTudikauis» (€ (2.2.27),
BETLLUX), 6€3 3MiHM MeToAy KOHTPO/I) Ta
«CepefHsa Maca» (3amiHa nocuniaHHa €. 2.9.5. Ha
3BaxyBaHHs) (B Cneuundpikauii /13 npu Bunycky Ta
NPOTAroM TEePMiHY NPUAATHOCTI) 3 BHECEHHAM
pefakuifiH1X NpaBoK Yy BiANOBIAHOMY MeTOAj
KOHTPOJIHO.
152. | NONDKNHAK Kancynu sariHasibHi Na6opato PpaHuis Bunpo6HuK, ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/10193/01/01
Cc no 6 kancyny pist BignosiganbHuii 3a |  LUseiuapis | Tvny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
6nicTepi; no 1 abo 2 IHHOTEK nakyBaHHs1, hapmakoHarnsgy (iHwi 3mMiHun) - 3MiHM BHeceHi y n.8
6nictepu y IHTepHach KOHTPO/b | BUMYCK OATA 3AKIHUEHHA TEPMIHY NPUOATHOCTI
KapTOHHI Kopoobui NoHasb cepii: IHHOTepa TEKCTY MapKyBaHHs1 BTOPVHHOI YNakoBKu
LLy3i, ®paHuis; nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu
Bunpo6HuK, MicALiB Micna 3aTBepAKEHHS
BiANoOBigaIbHNI 3a
BMPOBHULITBO in
bulk: KataneHt
PpaHy, BeiHxelrim
CA, ®paHuis;
CBICC KEMC AT,
Lseiuapis;
IHHOTepa LLys3i,
PpaHuis
153. | NPEHECA® Tabnetkv no 2 mr; KPKA, CnoBeHis Brpo6HMLTBO «in CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a - UA/5145/01/01
no 10 Tabnetok y 4a.4., Hoso bulk», neperHHe | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3, abo MecTo Ta BTOPUHHE

no 6, abo no 9
6nicTepis B
KapTOHHIl KopooLi

nakyBaHHs,
KOHTpPO/b cepii Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
KoHTporb cepil:
KPKA, a.4., Hoso

KOHTPO/Ib rOTOBOrO /iKapCbKOro 3acoby (iHLWWi 3MiHM)
OHOBJIEHHS BX€E 3aTBEPI)KEHNX METOZAIB KOHTPOSIO
AKOCTI IikapCbKOro 3acoby, a came: BUKNaAeHHs
TEKCTY Aep>XXaBHOK MOBOIO 3riHO Cy4aCHUX BUMOT 3
BHECEHHSM KOPEKTOPCbKVX NpaBoK BifnoBiAHO f0
OopuriHa/IbHNUX JOKYMEHTIB. BBefieHHA 3MiH NpOTArom
6-Tn micsAUIB nicnsa 3aTBEPKEHHA. 3MiHM | Tvny -
3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTpob
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(nikapcbka chopma,

3acoby

ynakoska)

3asiBHUKa

mMecTo, C/ioBeHist

BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

154.

NMPEHECA®

TabneTkn no 4 mr;
no 10 TabneTtok y

KPKA,

CnoBeHis

Brpo6HMLTBO «in

CnoseHis

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK1HOYAKOUN 3aMiHy
ab0 [ONOBHEHHS))
OHOBJ/IEHO METOAMKY BUNPOBYyBaHHsA “CynpoBifHi
[OOMILLKM nepuHAonpuay epbymiHy B Tabnetkax”.
BBBeAeHHS 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBepKeHHs. 3MiHU | Tuny - 3MiHW 3 AKOCTI.
CeptucpikaT BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEPAKEHOro BUPOOHYKA - NOAAHHSA HOBOrO
cepTudpikaTa BiANOBIAHOCTI EBpONEiCHKilt
dapmakonei RO-CEP 2019-245-Rev 01 gns Adl
perindopril tert-butylamine Big, BXe 3aTBepAXeHOro
BUpobHuKa KRKA, d.d., Novo mesto, Slovenia.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ansa A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEPAKEHOro BUPOOHYKA - NOAAHHSA HOBOrO
cepTudikaTa BiANOBIAHOCTI EBPONEiCHKIlt
apmakonei RO-CEP 2019-235-Rev 00 gns Adl
perindopril tert-butylamine Big, BXe 3aTBepAXeHOro
KOHTpaKTHOro BMpobHuka Zhejiang Menovo
Pharmaceutical Co., Ltd., China. 3miuu | Tuny -
3MmiHn Wwoao 6e3nekn/ed)ekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHU BHECEHI B
TEKCT MapKyBaHHs1 Ha BTOPUHHI ynakoBLi
nikapcbKkoro 3acoby y n. 8 "[ara 3akiHUeHHsI TePMiHY
npuaatHocTi". BBeeHHsA 3MiH NpPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS.

nocsi0OYeHHs

6nictepi; no 3, abo

4a.4n., Hoso

MecTo

bulk», neperHHe

Ta BTOPUHHE

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.

3a
peyenmom

KOHTPO/1b TOTOBOIO /1iKapCbKOro 3aco6y (iHLWi 3mMiHW)

UA/5145/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 6, abo no 9 nakyBaHHS, OHOBJ/IEHHS BXe 3aTBEPKEHNX METO/AIB KOHTPO/IIO
6nictepis B KOHTpO/b cepii Ta SIKOCTi NlikapcbKoro 3acoby, a came: BUK/IaAeHHS
KapTOHHIlA KOpO6L BUMYCK Cepii: TEKCTY AepXaBHO MOBOO 3rifJHO CyYacHVX BUMOT 3

KPKA, a.4., HoBo
mecTo, CrnoBeHis;
KoHTpornb cepi:
KPKA, a.4., HoBo
mecTo, CnoBeHisa

BHECEHHSM KOPEKTOPCbKMX NPaBOK BiAMOBIAHO A0
OopuriHaIbHNUX [OKYMEHTIB. BBe,eHHA 3MiH NPOTArom
6-Tv MicALiB nicnsA 3aTBepAKEHHSA. 3MiHK | Tuny -
3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO S1iKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/I0HYAKUN 3aMiHY
ab0 [0NOBHEHHS))

OHOBJ/IEHO METOAUKY BUNPO6YBaHHs “CynpoBiaHi
[OOMILLKM NepuHZonpuIy epoymiHy B Tabnetkax”.
BBBefeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - HoBui cepTudikaT Big,
BXe 3aTBEepAXeHOro BUPOo6bHYMKa - NoAaHHSA HOBOrO
cepTucpikaTa BigNoBiAHOCTI EBpONEiChKilt
dhapmakonei RO-CEP 2019-245-Rev 01 gns Ad®l
perindopril tert-butylamine Big Bxe 3aTBepaKeHoro
Bmnpo6Huka KRKA, d.d., Novo mesto, Slovenia.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
ab0o BUYyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuin cepTudikaT Big,
BXe 3aTBEepAXEeHOro BUPOo6HYMKa - N0AaHHSA HOBOrO
cepTucpikaTa BigNoBiAHOCTI EBpONEiChKilt
apmakornei RO-CEP 2019-235-Rev 00 ana Adl
perindopril tert-butylamine Big Bxe 3aTBepKeHoro
KOHTpaKTHOro B1po6Huka Zhejiang Menovo
Pharmaceutical Co., Ltd., China. 3mitu | Tvny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHI B
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TEKCT MapKyBaHHS1 Ha BTOPUHHIIA ynakoBsL,i
nikapcbkoro 3acoby y n. 8 "[lata 3akiHUeHHst TepMiHy
npugaTHocTi". BBeAeHHA 3MiH npoTsarom 6-tu
MicsILiB Micnsi 3aTBEPAKEHHS.

155. | NPEHECA® TabneTtku no 8 mr; KPKA, CnoseHis BUpPO6HULTBO «in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/5145/01/03

no 10 TabneTok y 4.4., Hoso bulk», nepsuHHe | Tuny - 3MiHK 3 AKOCTi. FOTOBMI Nikapcbknii 3aci6. peyenmom

6nicTepi; no 3, abo MecTo Ta BTOpVHHE

no 6, aéo no 9
6nicTepis B
KapTOHHIA Kopoo6Li

nakyBaHHs1,
KOHTPO/b cepii Ta
BWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KoHTpornb cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis

KOHTpO/b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN)
OHOB/IEHHS BXE 3aTBEPMKEHNX METOZIB KOHTPO/O
SIKOCTi /TiKapCbKOro 3acoby, a came: BUKNaAeHHs
TEKCTY AAep>XXaBHOK MOBOIO 3riHO Cy4aCHWNX BUMOT 3
BHECEHHSIM KOPEKTOPCbKMX NPaBOK BiAMOBIAHO A0
OpUriHaNbHNX AOKYMEHTIB. BBEAEHHS 3MiH NPOTAroM
6-Tv MicALiB nicnsA 3aTBepAKEHHS. 3MiHM | Tmny -
3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHA roTOBOr0 NiKapCbKoro 3acoby (iHLwi
3MiHM y MeToAax BUnpobyBaHb (BKIOYaOUW 3amiHy
ab0 fONOBHEHHS))

OHOBJ/IEHO METOAUKY BUNPOGYBaHHS “CynpoBiaHi
[OOMILLKM nepuHAonpuiy epbyMiHy B TabneTtkax”.
BBBeAeHHA 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTugiKaTa BignNoBigHOCTI a6o
BWYYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
BXe 3aTBEpPAKEHOro BUPOGHYMKA - NOAAHHS HOBOrO
cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei RO-CEP 2019-245-Rev 01 ans Adl
perindopril tert-butylamine Big, BXe 3aTBepAXeHoro
Bmpo6Huka KRKA, d.d., Novo mesto, Slovenia.
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BUXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peqoBuHK (cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
BXe 3aTBEpAKEHOro BUPO6GHYMKA - NOAAaHHS HOBOrO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep

n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20

3acoby ynakoska) nocsioyeHHs1
cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
apmMakonei RO-CEP 2019-235-Rev 00 gna A®l
perindopril tert-butylamine Big, BXe 3aTBepAXeHoro
KOHTPaKTHOro B1po6HuKa Zhejiang Menovo
Pharmaceutical Co., Ltd., China. 3miHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI B
TEKCT MapKyBaHHS1 Ha BTOPWHHI ynakoBLi
nikapcbkoro 3acoby y n. 8 "[ata 3aKkiHUeHHs TepMiHy
npugaTHocTi". BBeaeHHA 3MiH MpoTsAroM 6-Tu
MicsILiB Micns 3aTBepAXEHHS.

156. | MPIOPUKC™ niodpinisat ans nakcoCwmi Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHN 3a - UA/13694/01/01
| PRIORIX™ po3unHy 4ns TKnsiiH BputaHia | Bionogxikans C.A. | Tuny - 3miHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. peyenmom
KOMBIHOBA iH'ekuin; 1 Ekcnopt Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
HA MOHOZ,030BUI Nimiteq napameTpiB cneundikauiii Ta/abo 4ONyCTUMUX MEX
BAKLUVHA chnakoH (1 gosa) 3 NepBMHHOT YNaKoBKM FOTOBOrO MlikapCbKOro 3acoby
Aand niogpinizatom y (iHWi 3miHK) - Mepernsg, KpUTepiiB NPUAHSATHOCTI ANs
NMPO®INAKT KOMMNEKTi 3 CNiJIbHO ynakoBaHUX rosiok i3 MapkyBaHHsaMm CE, a
MKW KOPY, PO34YMHHMKOM (BOAA came: 1) BuganeHHs BunpobyBaHb, ki TPOBOASATHCS
ENIAEMIYHO | ans iH'exuiid) y npu mapkyBaHHi CE, 2) 36epexeHHs BignoBigHux
ro nonepeaHL0 BMNPOOGYBaHb, L0 3aCTOCOBYIOTLCS [0 rON10K. 3MiHN
NAPOTUTY HarnoBHEHOMY CTOCYHOTbCS BUPOOHUYOT AinbHUL Y Benbril
TA Lwnpu1ui Ta ABoma
KPACHYXU roniKkamu B KapTOHHii

kopo6ui; 100
MOHOZ030BaHuX (1
[03a) h/1aKkoHIB 3
niodpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
ONs iH'eKUi) B
amnynax Nel00 B
oKpeMmili ynakosu; 1
MynbTUA030BaHUI
donakoH (2 posn) 3
niodgpinizatom y
KOMMNIeKTi 3
PO34MHHMKOM (BOAA
ONs iH'eKUin) B
amnyni; no 100 wTyk
donakoHiB Ta amnyn
B OKpPEMMX KOpobkax

157. | NPIOPUKC- niodpinizoBaHuii "nakcoCwmi Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu 3a He UA/16549/01/01
TETPA™ nopoLuoK ans TKnsiiH BpuTaHis Bionoaxikans C.A. | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssizae
KOMBIHOBA iH'ekuil; 1 chnakoH 3 Ekcnopt Onuc Ta cknag. 3miHa y cknagi (0NoMiKHMX
HA NOPOLLKOM Y Nimiten peyvoBUHax) roTOBOrO JlikapCbKoro 3acoby (iHLwi
BAKUVHA KOMNeKTi 3 3MiHn) JoaasaHHs cepegosua 199 (Medium 199)
ansa PO34MHHMKOM (BOoda 0,0 nepeniky AONOMKHMUX PEYOBUH 3 METOH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

NPO®DINAKT
WKW KOPY,
EMIZEMIYHO
ro
NAPOTUTY,
KPACHYXU
TA BITPAHOI
BICMN,
XUBA
ATEHYNOBA
HA

Ans iH'ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HarnoBHEHOMY
wnpumui (y KoMnaekTi
3 BOMa rosikamm
abo 6e3 ronok) abo
y amnynax y
BaKyyMHili
CTepWUnbHIl
ynakosLi; no 1
BaKyyMHili
CTEPW/IbHIN yNakoBLi
Y KapTOHHIi1 kopobuy;
1 donakoH 3
MOPOLLIKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HarnoBHEHOMY
LINpULL Yy BaKyyMHiiA
CTEpPUNbHIl
ynakosui; no 1
BaKyyMHilA
CTepusIbHIil ynakoBLi
Y KapTOHHIl kopobuy;
1 chnakoH 3
NOPOLLKOM Y
KOMMN/IEKTi 3
PO34MHHMKOM (BOAA
Ans iH’ekuiid) no 0,5
mn (1 gosa) B
amnyni y BakyyMHilA
CTEpUNbHIl
ynakosui; no 1
BaKyyMHili
CTepusIbHIil ynakoBLi
Y KAPTOHHIA Kopobui

npuBeLEeHHS Y BiANOBIAHICTb A0 po3ainy 3.2.P.1
Composition peecTpauiliHoro gocbe. 3MiHa BNMBaE
Ha MK$, peecTpauiiiHe NocBigYEHHS, IHCTPYKLit0 Npo
MeAuyHe 3acTocyBaHHsA, MapKyBaHHsS. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS.

158.

NPIOPUKC-
TETPA™
KOMBIHOBA
HA
BAKLIMHA
ang
MPO®INAKT
VKU KOPY,

niodpinizoBaHuii
NOPOLLIOK A71SA
iH'ekuili; 1 chnakoH 3
NOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
M (1 gosa) y

nakcoCwmi
TKNnAH
Excnopt
Nimiteq

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK 3 AKOCTi. FOTOBMI NikapcbKnii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
NepPBVHHOT YNakoBKN FOTOBOrO MlikapCbKOro 3acoby
(iHwWi 3miHKW) Mepernag KpuTepiiB NPUAHATHOCTI ANS
CMiNbHO ynakoBaHUX ronok i3 mapkyeaHHam CE, a
came: 1) BuganeHHs BunpobysaHb, ki N(POBOASATHLCSA

3a
peyenmom

UA/16549/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

ENIAEMIYHO
ro
NAPOTUTY,
KPACHYXU
TA BITPAHOI
BICMN,
XXVBA
ATEHYAOBA
HA

nonepegHL0
HarnoBHEHOMY
winpuui (y KOMNAekTi
3 iBOMA rosikamm
abo 6e3 ronok) abo
y amnynax y
BaKyyMHiiA
CTEpUNbHIl
ynakosui; no 1
BaKyyMHiiA
CTEPWU/bHIN yNakoBLi
Y KapTOHHiii Kopobuyj;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) y
nonepegHL0
HarnoBHEHOMY
LUMPWL Y BaKyyMHIiA
CTepWUnbHIl
ynakosLi; no 1
BaKyyMHili
CTEPW/IbHIN yNakoBLi
Y KapTOHHI1 kopobuy;
1 donakoH 3
MOPOLLIKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHili
CTepWUnbHIl
ynakosLi; no 1
BaKyyMHili
CTEPW/IbHIN yNakoBLi
Y KapTOHHIil kopobui

npu mapkyBaHHi CE, 2) 36epexeHHs BiANOBIgHNX
BMMPOOYBaHb, L0 3aCTOCOBYOTLCA A0 ro/10K. 3MiHN
CTOCYHOTbCS BUPOOHNYOI AinbHUL Y Benbril.

159.

MPOCTANNA
HT

kancynu no 320 wr;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIA KopoobLi

dp.
Binbmap
LLisabe

m6X i Ko.

Kr

HimeyunH
a

[Op. Binbmap
LLIBa6e M'm6X i Ko.
KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
Il TNy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT AN MeANYHOTO 3aCTOCYBaHHA Y 3B'A3KY i3
HOBUMW A@HWMU 3 SKOCTI, LOKTIHIYHUMM, KTIHIYHUMU
AaHVMu Ta fjaHumuy 3 hapmakoHarnsgy. 3miHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"Mo6iyHI peakuii".

6e3
peyenma

He
nionsieae

UA/4372/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
160. | NYIbMOBPI MOPOLLIOK AN Mosi Xenc | Lseliyapi MegiTton YropwwmHa/ BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu 6e3 - UA/10212/02/01
3® OpasibHOT cycneHsii m6X A PapmacbloTikas IHais | TMNy - 3MiHK 3 AkocTi. CepTudikat peyenma

no 2 r NopoLLKy B
cauwe; no 10 a6o 20
calle y KapTOHHil
ynakosLi

Nta., YropuwmHa;
CaBa Xesckea
nrta, IHais

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
MoaaHHA OHOBIEHOTO cepTudikaTta BiAMOBIAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2014-135 -
Rev 00 (3aTBepmxeHo: RO-CEP 2014-135 - Rev 00)
ons gitoyoi pevosrHn Ambroxol hydrochloride Big
BXe 3aTBepKeHOoro BupobHuka AMI
LIFESCIENCES PRIVATE LIMITED. 3minu | Tuny -
3miHu 3 sKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
MoAaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2014-135 -
Rev 01 ansa gitoyoi pevoBuHY Ambroxol
hydrochloride Big Bxe 3aTBepaxeHoro BUpobHuKa
AMI LIFESCIENCES PRIVATE LIMITED. 3minu |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHoOCTi abo
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMoBIAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2014-135 -
Rev 02 ans gitoyvoi peyosmHn Ambroxol
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Peecmpayjitina npoyedypa

Ymosu

Peknam

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

Kpaina
3asiBHUKa

3asBHUK

Bupo6Huk

BUPO6HUKa

KpaiHa

Bionycky

yBaHHST*

nocsi0OYeHHs

3acoby

ynakoska)

CnoBeHis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu

hydrochloride Big Bxe 3aTBepxeHoro BUpobHmKa
AMI LIFESCIENCES PRIVATE LIMITED.

3a

UA/3628/01/01

161.

PABEJ/I® SR

Tabnetkun
MPOJIOHroBaHoI A,
no 1,5 mr, no 10
TabneTtok y 6nictepi;
no 2 a6o 3, a6o 6,
ab6o 9 6nictepiB y
KapTOHHI Kopoobui

KPKA, CnoBeHisa
n.n., Hoeo

MecTo

KPKA, a.4., Hoso
MecTo

€Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro

| TNy - 3MiHK 3 AkocTi. CepTudikart
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BignosigHOCTI

mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOoro BUpobHuKa -
NnoAaHHA OHOBMIEHOro cepTudiikaTy BiANOBIAHOCTI
€poneiicbkoi dhapmakonei Ne R1-CEP 1998-075-
Rev 05 (3aTBepmkeHo: Ne R1-CEP 1998-075-Rev
04) ona gioyoi peyoBMHW iHAanamig, Big, Bxe
3aTBepaxeHoro BupobHunka BIOINDUSTRIA L.1.M.
S.P.A,, ltaly, Ta, SiK HACNifOK, ANA BCiX 3a/INLLKOBUX
PO3UYMHHVKIB fOAAHO iH(hOPMALLiiO LWOA0 MeXi
BUsBNEHHSA (LOD). AHaniTU4Hi METOAMKMN 3a/IULLIEHO
6e3 3MiH
3MmiHn | TUNY - 3MiHK Woao 6esnekn/ethekTUBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHn) 3miHVM BHECeHi B
TEKCT MapKyBaHHs1 Ha BTOPMHHIN ynakoBLi y n. 8
"[laTa 3aKiHYeHHs TepmiHy npugaTtHocTi”, n. 17
"IHLWe" Ta Ha NepBUHHINA y M. 6 "[HLe" yTOYHEHHS
N10roTUNY BUPOGHUKA.
BBefeHHs1 3MiH npoTArom 6-T MicAUiB nicns
3aTBepMKEHHS. 3MiHM | TMny - 3MiHK 3 AKOCTI.
[oTOBWIA NNikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHN y npoLeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCH NPY BUPOGHULITBI FOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHW) HE3HAYHI 3MiHW Y
npoueci BupobHuuTtea 13, a came: - [JogaBaHHs
iHbopMaLii o0 MakCMMaIbHOro 3aTBEPIKEHOr0
po3mipy napTii (3375000), Ha cTagii 3milyBaHHSA
[OMOMDKHMX peyoBuH; - Ha cTagii Compression
3a3HayveHHs 061afHaHHA Ta gianasoHy LBUAKOCTEN;
- Ha ctagii nokputTsi Tab/1eToK 3a3Ha4eHHs
o6nagHaHHS ANs CyMilli ANs NOKPUTTA TabneTok
060/10HKOI. TaKoX rapMoHi3auist BHYTPILLIHIX
OOKyMeHTiB focbke (p.3.2.P.1. Ta 3.2.P.4.) ana
[OMOMiXXHOT PEYOBVHM LieN1akTo3a — 3a3HauyeHHs
nocunaHHsa Ha KPKA 3amictb Meggle

BMPO6HMLITBO 3a

ManbTa/Kinp

BHECEHHS 3MiH 10 peecTpaljiiiHuX MmaTepiasis: 3MiHK

peyerimom

3a

He UA/10154/01/01

Tabnetkn, 2,5

Megokemi

Kinp

162.

PAMIMEA®
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOMBI mr/12,5 mr, no 10 nTa NOBHVM LMK/TOM: | TNy - 3miHK Woao 6e3nekn/ehekTVBHOCTI Ta peyenmom | nidssi2ae
TabneTok y 6nicrepi; AkTasic NTA, thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
no 3 6nictepn y ManbTa; NiKapcbKoro 3acoby, TEKCTI MapkyBaHHs Ta
KapTOHHI KopoobLi BMPOGHMLTBO IHCTPYKLUIii 4151 MEeAMYHOrO 3aCTOCYBaHHSA Ha nigcrasi
Hepo3dhacoBaHoro perynspHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
NPOAYKTY, nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KOHTPO/1b AKOCTI, 3acToCyBaHHSA Nikapcbkoro 3acoby B
[,03BiN Ha BUNYCK nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
cepii: Megokemi OLIiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
nTa 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
(LieHTpanbHwuii Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
3asog), Kinp; opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
nepBuHHe Ta MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby Ao
BTOPWUHHE po3gainis "Oco6amBoCTi 3acTocyBaHHsA" Ta "lMo6iyHi
nakyBaHHs: peakuii" BignoBigHo [0 pekomeHaauin PRAC.
Megokemi NT/, TepmiH BBeAeHHS 3MiH MPOTAroM 6 MicauiB nicns
(3aBog AZ), Kinp 3aTBEepAKEHHS
163. | PAMIMEA® Tabnetku, 5 mr/25 Megokemi Kinp BMPOGHMLITBO 3a ManbTa/Kinp | BHECEHHS 3MiH [0 peecTpauiliHix martepianis: 3MiHKN 3a He UA/10154/01/02
KOMBI mr, no 10 TabneTok nTa NOBHUM LMK/TOM: | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
y 6nicTepi; no 3 AxTasic NTA, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepu y ManbTa; NiKapcbKoro 3acoby, TEKCTI MapkyBaHHs Ta
KapTOHHIA KopoobLi BMPOGHMLTBO IHCTPYKLUii A1 MEeAMYHOro 3aCTOCYBaHHA Ha niacrasi
Hepo3dhacoBaHoro perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
NPOAYKTY, nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
KOHTPO/Ib AKOCTI, 3acToCyBaHHS Nikapcbkoro 3acoby B
[,03BiN Ha BUNYCK nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
cepii: Megokemi OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
nTa 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
(LleHTpanbHwuii Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
3asog), Kinp; opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLiT Ans
nepBuHHe Ta MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
BTOPWUHHE po3ainis "Oco6MBOCTi 3acTocyBaHHA" Ta "lMobiuHi
nakyBaHHs: peakujii" BianoBigHO A0 pekomeHAauiin PRAC.
Megokemi NT[, TepMmiH BBeZileHHS 3MiH MPOTAroM 6 MicauiB nicns
(3aBog AZ), Kinp 3aTBEepAKEHHS
164. | PE3NOA Kpanni O4Hi, po3yumH dapmareH Ipeuis BTOPUHHE Ipeuis BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN 3a He UA/14430/01/01
2%;no5mMny C.A. nakyBaHHs, | TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom | niosnsizae

doNakoHi-
KpanesnbHuui; no 1
donakoHy-
KpanenbHuui y
KapTOHHI KopoobLi

KOHTPO/b AKOCTI,
BUWMYCK Cepiii:
dapmaTeH C.A,,
Ipeuis;
BMPOGHMLTBO
Hepo3dacoBaHoro
npenapary,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTi:

thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM
opraHom).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
damvap A.B.E. 3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
(3aBog, Animoc), 3aCTOCYyBaHHSA NikapcbKoro 3acoby y po3ainm
pevyjis "Cnoci6 3acTtocyBaHHs Ta go3n", "MobiuHi peakuii"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
[ito4oi pevyoBuHW. BBeeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNS 3aTBEPLKEHHS.
165. | PEKOBE/b PO34MH A5 iH'EKL deppiHr [Oanis BMPOBHMLITBO, HimeuunHa/ | BHeCeHHSs 3MiH 4O peecTpauiiiHux matepianis: 3MiHN 3a - UA/17969/01/01
no 12 mkr/0,36 mn; dapmaues nepBuHHE Benvkobput | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
CKNSAHWIA TUKan3 nakyBaHHs, aHis CucTtema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
6ararono3oBuii AIC MPOMiXHWI 6yAb-AKOI YaCTVHW MaTepiany NePBMHHOI yNaKkoBKY,
KapTpuoK 06’emom 3 KOHTPO/b B LLIO He KOHTaKTYE 3 FOTOBUM NiKapCbKMM 3aCO60M
M (ckno Tuny 1) 3 npoueci (Hanpukiag, Konip KpULLEYOK 3 KOHTPO/IEM MEPLLOro
MOPLUHEM i3 BMPOGHULITBA BiAKPWTTSA, KOMip KOAOBUX KineLb Ha amnynax,
6pom6yTNNOBOro (MikpoGionorivyHwmi, KOHTeliHepa 415 ronok (pi3Hi Buay nnacrMmacw)
Kayuyky Ta 3arasibHUin Ta (3miHa, siKa He BMN/IMBAE Ha KOPOTKY XapaKTepucTuky
06XXMMHOI0 hyHKLiOHaNbHWIA), nikapcbkoro 3acoby) - OHoBreHHs p. 3.2.P.7.
aNIOMIHIEBOIO KOHTPO/b AKOCTI CurcTeMa KoHTeiHep/ 3aKynoptoBasibHUIA 3aci6, a
KPULLIKOIO 3 (mikpobionoriuHwuin) came 3miHa Onucy naky, Skuii NOKPUBaE BHYTPILLHIO

BK1AJKOI0 3 KayuykKy,
NOMILLEHWIA Y
LUNPUL-PYYKY, Mo 1
winpnL-pyyLi y
KOMM/eKTi 3 3
CTepUIbHUMM
ronkamu gns
iH'ekUil (3
Hepxasitouoi cTaui)
Y KapTOHHIi1 kopobu,i

: BetTep dapma-
PepTiryHr rmM6X i
Ko. KT,
HimeuunHa/npomi
XHUIA KOHTPOSb B
npoueci
BMPOGHULITBA
(mikpoGionoriyHwmi,
3arasibHuin Ta
hyHKLiOHaNbHWI),
KOHTPO/b AKOCTI
(mikpobionoriuHmin)
, BisyanbHuit
KOHTPO~b!
Bettep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuunHa/npomi
XXHWIA KOHTPOb B
npoueci
BMPOGHMLITBA
(mikpobionorivHwmia,
3arasibHWii Ta
PYHKLiOHa/TbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriuHuit)
, BisyanbHuit
KOHTpO/b: BeTTep
dapma-depTiryHr
'm6X i Ko. K,

CTOPOHY rohpoBaHOro KOBMaukKa, i3 «30/10TOro» Ha
«IHTEHCUBHWIA 3010TUIA»
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Himeuunna/Bisyan
bHUIA KOHTPOSb!
BeTTep ®apma-
®epTiryHr Mm6X i
Ko. KT,
HimeuunHa/Bnpo6
HULTBO (36ipka
LUNPUL-PYYKM ANs
iH'eKLilA),
MapKyBaHHS,
BTOPVHHE
nakyBaHHs:
deppiHr
KoHTponnesn
TepanesTikc
Nimitea,
Benuko6puTtaHis/k
OHTPO/b AKOCTI
(6ionoriunuid): Bio-
TexHonooxi
[oxeHepan
(I3painb) NT4,.,
I3painb/Bignosiga
JIbHWIA 3a BUMYCK
cepii, KOHTPO/b
SAKOCTi (XiMiYHUIA
Ta TOYHICTb
[03yBaHHsA):
®eppiHr TM6X,
Himeuunna

166.

PEKOBE/1b

PO34MH A5 iH'EKL
no 36 mkr/1,08 mn;
CKNSAHWIA
6araTo030BuiA
KapTpumapx o6’emom 3
M (ckno Tuny 1) 3
MOPLUHEM i3
6pom6yTNNOBOro
Kayuyky Ta
06XXMMHOI0
aIOMIHIEBOIO
KPWLLKOIO 3
BK/1aAKOH0 3 KayuykKy,
NOMILLEHWIA Y
LLNPUL-PYYKY, Mo 1
winpnL-pyyi y
KoMNAekTi 3 9
CTepuIbHUMM

deppiHr
PapmaueB
TVKan3
AIC

[OaHis

BMPOBHMLITBO,
nepBuHHe
nakyBaHHs1,
MPOMiXHWI
KOHTPO/b B
npoueci
BMPOGHULITBA
(mikpoGionorivyHmi,
3ara/ibHWii Ta
hyHKLiOHaNbHWI),
KOHTPO/b AKOCTI
(mikpobionoriuHwuin)
: Bettep dapma-
PepTiryHr FrM6X i
Ko. KT,
HimeuunHa/npomi
XHUIA KOHTPOSb B
npoueci

HimeuunHa/
Benvkobput
aHis

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3aKkynoproBaslibHUIA 3aci6. 3MiHa
6yAb-AKOI YaCTVHW MaTepiany NePBMHHOI yNaKkoBKY,
LLIO He KOHTaKTYE 3 FOTOBUM NiKapCbKUM 3aC060M
(Hanpwvknag Konip KPULLEYOK 3 KOHTPO/IEM NEPLLOro
BiAKPWTTSA, KOMIp KOAOBUX Kinewb Ha amnynax,
KOHTeliHepa 415 rookK (pi3Hi Buay nnacrMmacw)
(3miHa, siKa He BMN/IMBAE Ha KOPOTKY XapaKTepucTuky
nikapcbkoro 3acoby) - OHoBreHHs p. 3.2.P.7.
CucTeMa KoHTeiHep/ 3aKynoptoBasibHUIA 3aci6, a
came 3miHa Onucy naky, Skuii NOKPUBAE BHYTPILLHIO
CTOPOHY rothpoBaHOro KOBMayka, i3 «30/10TOro» Ha
IHTEHCUBHWIA 30N10TWIA»

3a
peyenmom

UA/17969/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
rofKkamu gns BMPOGHMLTBA
iH'ekuil (3 (mikpobionoriyHwmi,

Hepxasitouoi cTauli)
Y KapTOHHIi1 kopobu,i

3arasibHWii Ta
OyHKLiOHANbHWA),
KOHTPO/b AKOCTI
(Mikpo6ionoriyHwmit)
, Bisya/lbHuWit
KOHTPO/b!
BeTTep ®apma-
®epTiryHr Mm6X i
Ko. KT,
HimeuunHa/npomi
XXHWUIA KOHTPOSb B
npoueci
BMPOGHULITBA
(mikpobionorivuHwmi,
3aranbHuin Ta
hYHKLiOHaNbHMIA),
KOHTPO/Ib AKOCTI
(mikpobionoriuHwuit)
, Bisya/lbHwit
KOHTpO/b: BeTTep
Papma-depTiryHr
v6X i Ko. KI,
Himeuunna/sisyan
bHUIA KOHTPOSb!
BeTTep ®apma-
®epTiryHr Mm6X i
Ko. KT,
HimeuunHa/Bnpo6
HMLTBO (36ipka
LUNPUL-PYYKM ANs
iH'eKLilA),
MapKyBaHHS,
BTOPVIHHE
nakyBaHHs:
deppiHr
KoHTponnesn
TepanesTikc
Nimitea,
BenukobpuTtaHis/k
OHTPO/b AKOCTI
(6ionoriunuid): Bio-
TexHonooxi
[xeHepan
(I3painb) Nr4,.,
I3painb/Bignosiga
JIbHUIA 32 BUMNYCK
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cepii, KOHTPO/b
SAKOCTi (XiMiYHUIA
Ta TOYHICTb
[03yBaHHsA):
®eppiHr TM6X,
Himeuunna
167. | PEKOBE/b PO34MH A5 iH'EKL deppiHr [Oanis BMPOBHMLITBO, HimeuunHa/ | BHeCeHHSs 3MiH 4O peecTpauiiiHux matepianis: 3MiHN 3a - UA/17969/01/03
no 72 mMkr/2,16 mn; dapmaues nepBuHHE Benvkobput | Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
CKNSAHWIA TUKan3 nakyBaHHs, aHis CucTtema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
6ararono3oBuii AIC MPOMiXHWI 6yAb-AKOI YaCTVHW MaTepiany NePBMHHOI yNaKkoBKY,
KapTpuoK 06’emom 3 KOHTPO/b B LLIO He KOHTaKTYE 3 FOTOBUM NiKapCbKMM 3aCO60M
M (ckno Tuny 1) 3 npoueci (Hanpukiag, Konip KpULLEYOK 3 KOHTPO/IEM MEPLLOro
MOPLUHEM i3 BMPOGHULITBA BiAKPWTTSA, KOMip KOAOBUX KineLb Ha amnynax,
6pom6yTNNOBOro (MikpoGionorivyHwmi, KOHTeliHepa 415 ronok (pi3Hi Buay nnacrMmacw)
Kayuyky Ta 3arasibHUin Ta (3miHa, siKa He BMN/IMBAE Ha KOPOTKY XapaKTepucTuky
06XXMMHOI0 hyHKLiOHaNbHWIA), nikapcbkoro 3acoby) - OHoBreHHs p. 3.2.P.7.
aNIOMIHIEBOIO KOHTPO/b AKOCTI CurcTeMa KoHTeiHep/ 3aKynoptoBasibHUIA 3aci6, a
KPULLIKOIO 3 (mikpobionoriuHwuin) came 3miHa Onucy naky, Skuii NOKPUBaE BHYTPILLHIO

BK1AJKOI0 3 KayuykKy,
NOMILLEHWIA Y
LUNPUL-PYYKY, Mo 1
winpnL-pyyi y
KomnnekTi 3 15
CTepUIbHUMM
ronkamu gns
iH'ekUil (3
Hepxasitouoi cTaui)
Y KapTOHHIi1 kopobu,i

: BetTep dapma-
PepTiryHr rmM6X i
Ko. KT,
HimeuunHa/npomi
XHUIA KOHTPOSb B
npoueci
BMPOGHULITBA
(mikpoGionoriyHwmi,
3arasibHuin Ta
hyHKLiOHaNbHWI),
KOHTPO/b AKOCTI
(mikpobionoriuHmin)
, BisyanbHuit
KOHTPO~b!
Bettep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuunHa/npomi
XXHWIA KOHTPOb B
npoueci
BMPOGHMLITBA
(mikpobionorivHwmia,
3arasibHWii Ta
PYHKLiOHa/TbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriuHuit)
, BisyanbHuit
KOHTpO/b: BeTTep
dapma-depTiryHr
'm6X i Ko. K,

CTOPOHY rohpoBaHOro KOBMaukKa, i3 «30/10TOro» Ha
«IHTEHCUBHWIA 3010TUIA»
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Himeuunna/Bisyan
bHUIA KOHTPOSb!
BeTTep ®apma-
®epTiryHr Mm6X i
Ko. KT,
HimeuunHa/Bnpob
HULTBO (36ipka
LUNPUL-PYYKM ANs
iH'eKLilA),
MapKyBaHHS,
BTOPVHHE
nakyBaHHs:
deppiHr
KoHTponnesn
TepanesTikc
Nimitea,
Benuko6puTtaHis/k
OHTPO/b AKOCTI
(6ionoriunuid): Bio-
TexHonooxi
[bxeHepan
(I3painb) NT4,.,
I3painb/Bignosiga
JIbHWIA 3a BUMYCK
cepii, KOHTPO/b
SAKOCTi (XiMiYHUIA
Ta TOYHICTb
[03yBaHHsA):
®eppiHr TM6X,
Himeuunna
168. | PETPOBIP™ pO34uH A5 iHQY3il, BiiB Benuka nakco Benuka BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN 3a - UA/0232/01/01
10 mr/mn no 20 mn'y Xenckep BpuTaHis OnepeiiwHe HOK BpuTaHis | TMNy - 3miHK 3 sKkocTi. CepTudikat peuenmom
thnakoHi; no 5 FOK Nimiten BignosigHocTi/l E-cepTudikar BignosigHocTi
chnakoHiB y Nimiteq €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
KapTOHHIlA KOpooLi HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[L0MNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA.
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMnoBIgHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2005-063-Rev
04 (3atBeppxeHunin: R1-CEP 2005-063-Rev 03) ans
A®| 3Ma0BYAMHY Bif BXe 3aTBEPIXEHOr0 BUPOOHUKA
Aurobindo Pharma Limited, IHais.
169. | PUH3A® Tabnetku; no 4 TOB YKpaiHa HOHiK IHais BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiais: 6e3 - UA/2078/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Tabnetkv y 6nictepi; | "IXOHCOH dapmacbloTVKas TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenma Ne
no 1 6nictepy B i [PKOHCOH Nab6opaTopi3 23.07.2015 Ne 460), TexHi4Hy NOMW/IKY BUNPaBIEHO 4, Ne 10 -
KapTOHHIiiA YkpaiHa" (BiggineHHs cipmm B IHCTPYKLU|i 41151 MEANYHOT0 3aCTOCYBaHHS 6e3
Kopobouu; no 4 "Ox. B. Kemikan3 nikapcbkoro 3acoby B posginax "B3aemogis 3 peyenma;
Tabnetku y 6nictepi; eHf IHLWIMMK NiKapCcbKMK 3acob6amu Ta iHWi BUAW Ne 100 - 3a
no 1 6nictepy B PapmacbloTrKan3 B3aeMogijit", "Cnocib 3acTocyBaHHs Ta f03U", peyenmom
KapTOHHIi nrp.") "Mo6iuHi peakuyji”, a came foAaHO NPonyLLeHyY
Kopo6ouuj; no 25 iHbopMmaLito 3 6e3nekn 3acTocyBaHHA Aitoyol
KapTOHHUX peyoBuHW, 3aTBEpMXKEHY Hakazom MO3 Ne 2268 Big,
KOPO6O4OK Yy 15.12.2022 p. IHhopmauis 6yna nponyLieHa 3
KapTOHHI KopobLyj; TEeXHIYHUX NMPUYUH. 3a3HavyeHe BUNpPaBIEHHS
no 10 TabneTtok y BiANOBigae MaTepianam peecTpauiiiHoro AockLE
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6ouLi
170. | PIAITPIC cnpeii HasasbHWiA, Fnenmapk | LWBeiuapi neHmapk IHAjsA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a - UA/18235/01/01
[1030BaHuii, CnewianTi A $apmacbloTnkans | TMny - 3MiHK 3 AkocTi. A®l. BUpo6bHMUTBO. 3MiHA peuenmom
cycneHsisi; no 56, C.A. nra. po3mipy cepii (Bktoyatoun gianaszoHu) APl abo
120 a60 240 po3y NPOMDKHOIO NPOAYKTY, SIKUIA 3aCTOCOBYETHLCA Y
nosnieTueHoBoMy npoueci BupobHuuTBa APl (36inbLieHHs go 10 pasis
thnakoHi; no 1 MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) -
chnakoHy 3 36inbLUEeHHS po3Mipy cepii Ailo4oi pe4yoBUHN
[03YH04UM HACOCOM- ononataauHy. ditova pegakuis: Po3mip cepii: 22 kr.
posnuaBayeM, MponoHoBaHa pepgakuis: Po3mip cepii: 66 kr
3aKpUTUM
KOBMa4KoM, y
KapTOHHI/ Kopobui
171. | POTAPUKC™ | cycneHsis opasibHa "nakcoCwmi Benuvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a - UA/13060/01/01
IROTARIX™ (1,5 mn/po3y); no 1 TKNAiiH BpuTtaHis Bionoaxikans C.A. I TMny - 3miHn 3 AkocTi. A®l. BUpo6bHMUTBO. 3MiHN B peuenmom
BAKUMHA abono5 Excnopt npoueci Bupo6bHuutea A®I (3miHa cTocyeTbecs
And nonepegHbL0 Nimiten aKTMBHOI PEYOBVHYM 6i0NOrYHOro/iMyHOOrYHOrO
NMPO®INAKT 3anoBHEHNX NOXOPKEHHSA ab0 BUKOPUCTaHHA XiMiYHUX AP y
KU Opa/IbHMX BMPOBHULTBI JliKapCbKOro 3acoby
POTABIPYCH | annikaTopiB a6o Ty6 6i0/10riYHOro/iIMyHO/TOFYHOTO MOXOKEHHS, ika MOXe
Ol IHOEKLLIT B KAPTOHHIli KOPOOL MaTy 3HAYHWUIA BNIMB Ha SKICTb, 6e3neky Ta
3 MapKyBaHHsAM ehbekTVBHICTb NikapcbKoro 3acoby, i He CTOCYETbCA
YKpaiHCbKO npoToKosy) 3amiHa TpuncuHy (pTrypsin) CBUHAYOTO
MOBOIO, 260 B MOXOXXEHHS Ha TPUMCUH, OTPUMaHKI 3a J,ONOMOroi0
KOpo6Li 3i CTVKepoM TexHonorii pekombiHaHTHOI AHK (rTrypsin), wo
YKPaiHCbKOI MOBOIO BUKOPVCTOBYETLCA Y SKOCTi BUXIAHOT PEYOBUHU Npn
BMPOBHUUTBI Aito40i peyoBrHM Human rotavirus
RIX4414 strain (live attenuated) produced on Vero
cells
172. | PYNA®IH Tabnetku no 10 mr; 3eHTiBa, Yecbka HOYKOP XENC, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a He UA/18949/01/01
no 10 TabneTtok y K.C. Pecny6nik C.A. | TMNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nionsizae
6nicTepi; no 1, 3 abo a HalilMeHyBaHHs Ta/abo agpecy MicL NPOBaIXEHHS

5 6nictepis B
KapPTOHHI KOpooOLii

AiSNbHOCTI BUPOGHUMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKAKYaUM AilbHULI BUMYCKY
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cepii abo MicLe NpoBeAeHHS KOHTPOJIH0 SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BUPO6HUK/iMnopTep,
BK/THOHAIOYM BUMYCK cepiii) 3MiHa agpecu BUPOGHMKa
N3 BigNOBiAaNbHOrO 3a NOBHWIA LMK/ BUPOGHMLITBA
Noucor Health, S.A., Spain / Hoykop Xenc, C.A.,
Icnanis. BeefeHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS.
173. | CANIOPANDbK | rpaHynu Op. danbk | HimeyuunH Bupo6HMK HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/3745/01/02
racTpOpPEe3NCTEHTHI, Papma a BiANoBigaIbHNI 3a | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
NPOJIOHroBaHoI fji 6X BUMYCK Cepiii MeToAax BunpobysaHHA A®l abo BuxigHOro

no 1000 mr; no 1860
MT rpaHyn y
nakeTnkax «lpaHy-
CTuke»; no 50
nakeTuKiB y KopobLyi
3 KapTOoHY

KiHLLeBOro
npoAykty: Ap.
danbK Papma

M6X, HimeuyunHa,;
Bunpo6HMK,
[030BaHoi chopmu,
nepBuHHe,

BTOPVHHE
nakyBaHHs Ta

KOHTPO/b AKOCTI:
JNlo3aH ®apma
M6X, HimeuunHa;
$apb6in Papma
'm6X, HimeuunHa;
Brpo6HMK,
BiANoBigabHUIA 3a

NepBuHHE,

BTOPVIHHE
nakyBaHHs Ta

KOHTPO/Ib SIKOCTI:
No3aH ®apma
Mv6X (Ewbax

cainT), HimeuunHa;

Brpo6HMK,

BiANoBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
HaykoBo-
[ocnigHni
IHCTUTYT
Xennenep Mv6X,
HimeuuunHa;
Bunpo6HMK,
BignoBiganbHWi1 3a
KOHTPO/b AKOCTI:
anndamves
dapbin
ApuHeiimiTTens
'm6X, HimeyunHa

mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA y NPOLLECi BUPOGHMLTBA AD|
(iHWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYaoun
3amiHy abo fonoBHeHHs1) AP abo
BUXiQHOTO/NPOMIXXHOrO NPOAYKTY) - 3amiHa
aHasliTMYHOTO MeToAy BM3HAUYEHHS PO3Mipy YacToK
0N Ailo4oT peyoBUHU MecanasnHy BUpobHuka Ad|
PharmaZell y 38'a3ky 3 gogaBaHHAM
a/lbTepHaTUBHOI S1a3epHOT CUCTEMU.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
174. | CANODAJbK | cycneHsis [Op. ®anbk | HimeuunH BignosigansHuii HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiiHnx martepianis: 3MiHM 3a - UA/3745/02/01
pekTasnibHa, 4 1/60 T; Papma a 3a BUNYCK cepiit LBeiiuapis | Tuny - 3miHn 3 AkocTi. APL. KoHTposnb APl 3miHa y peuyenmom
no 60 r cycneHsii y 6X KiHLLeBOro MeTofax BunpobyBaHHs APl abo BuxigHoro
K/1i3Mi; MO 7 KNi3M B npoaykty: Ap. mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy, Wwo
6nicTepax B KOpPooOLi Panbk Papma BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI
3 KapTOHY M6X, HimeyunHa; (iHWi 3MiHM y MeTogax BUNPoByBaHHA (BKIOYaoUM
Bupo6Huk 3amiHy abo fJonoBHeHHs1) A®| abo
[030BaHoOl hopmu, BUXiQHOTO/NPOMIXHOr0 NPOAYKTY) - 3amiHa
nepBuHHe Ta aHaniTUYHOro MeToAy BU3HAUYEHHS PO3MIpYy YacTok
BTOPUHHE 0715 Ailo40T peYOBUHN MecasniasuHy BMpPo6Huka AdI
nakyBaHHs, PharmaZzell y 38'A3ky 3 gofaBaHHAM
KOHTPO/Ib SIKOCTI: albTepHaTMBHOI N1a3epHOT cnuctemu
KopaeH ®apma
®pibypr Al
LiBaiiHigepnaccyH
r ETTiHreH,
LLiseiiuapisi; JlozaH
dapma M'm6X,
HimeyvunHa;
Brpo6HuKK,
BiANOBIAa/bHI 3a
KOHTPO/Tb AKOCTI:
JNo3aH ®apma
'mM6X, HimeuunHa;
KopaeH ®apma
®pibypr CA,
LBeliuapis;
Bioeksam AT,
Lseiiuapis;
HaykoBo-
nocnigHui
IHCTUTYT
Xennenep MvbX,
HimeyunHa
175. | CANIOPANbK | rpaHynu Op. danbk | HimeyuunH BignosigansHuii HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHN 3a - UA/3745/01/03
racTpope3nNCTEHTHI Papma a 3a BUNyCK cepiit | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
NPOJIOHroBaHoI fji m6X KiHLLeBoro MeToAax BunpobysaHHA A®l abo BuxigHOro

no3r;no558r
rpaHyn y nakeri
«["paHy-CTuKC»; no
50 nakeTiB y KopoobLi
3 KapTOHY

npoaykry: Ap.
Panbk Papma
M6X, HimeuunHa;
Bupo6HMK
[030BaHOl hopmu,
nepBuHHeE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
Jlo3aH ®apma
'm6X (HoeH6ypr

mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA y NPOLLECi BUPOGHMLTBA AD|
(iHWi 3miHM y MeTogax BUNpobyBaHHS (BK/IKOYaKuM
3amiHy abo gonoBHeHHs1) APl abo
BMXIAHOTO/NPOMIXHOro NPoAyKTy). 3aMiHa
aHasliTMYHOTO MeToAY BM3HAYEHHS PO3Mipy YacToK
0N Ailo4ol peyoBUHU MecanasnHy BUpobHuka Ad|
PharmaZell y 38'a3ky 3 gogaBaHHAM
a/IbTEPHATUBHOI Na3epHOT cuctemmn
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

carT), HimeuumnHa;
dapbin Papma
'm6X, HimeuunHa;
Brpo6HuK,
BiANoBigabHUIA 3a
nepBuHHeE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
NosaH ®apma
Mv6X (Ewbax
caiT), HimeuumnHa,
BMPOGHUK,
BiANoBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
HaykoBo-
[ocnigHni
IHCTUTYT
Xennenep Mv6X,
HimeuyuunHa,;
BUPOBHUK,
BignoBigasibHWi 3a
KOHTPO/b AKOCTI:
anndamves
PAPBIN
ApuHaiimiTTens
'm6X, HimeyunHa

176.

CANODANBK

rpaHynm
racTpopesnCTeHTHi
MPOJIOHroBaHoI fji
nol5r;no2,79r
rpaHyn y naketi
«["paHy-CTuKC»; no
35 nakeTiB y kopobui
3 KapTOHY

Ap. danbk
Papma
6X

HimeyuunH
a

BignosigansHuii
3a BUNyCK cepiit
KIHL,EBOro
npoaykty: Ap.
Panbk Papma
'm6X, HimeuunHa;
BVPOGHMK
[030BaHol hopmu,
nepBUHHE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
No3aH ®apma
M6X, HimeuyunHa,;
dap6in Papma
M6X, HimeuunHa;
BUPOBHUK,
BiANoBigaIbHNI 3a
nepBuHHe,
BTOPVHHE
nakyBaHHs Ta

HimeyuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu
| TMny - 3miHn 3 AkocTi. APL. KoHTposb APL. 3miHa y
mMeTodax BunpobysaHHA A®| abo BUxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amiHy abo fonoBHeHHs) APl abo
BUXIQHOTO/NPOMIXXHOr0 NPOAYKTY) - 3amiHa
AHa/TITUYHOrO METOAY BM3HAYEHHST PO3MIpY YacToK
0715 Ailo40T peYoBUHN MecasiasuHy BUpo6Huka AdI
PharmaZell y 38'a3ky 3 fofaBaHHAM
a/IbTEPHATUBHOI N1a3epHOT cucTemMmn

3a
peyenmom

UA/3745/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTPO/Tb AKOCTI:
JNo3aH ®apma
v6X (Ewbax

cairT), HimeuumnHa;
BUPOBHUK,
BiNOBifabHWIA 32
KOHTPO/Tb AKOCTI:
HaykoBo-
[ocnigHnia
IHCTUTYT
Xennenep MvbX,
HimeyuunHa;
BMPOGHUK,
BiANoBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
anndames
®APBIJ

ApuHaimMiTTeNb

rm6X, HimevyunHa

177.

CANODAJbK

TabneTku, BKPUTI
060/10HKOH0,
KMLLKOBOPO3UMHHI,
no 500 wmr; no 10
TabneTtok y 6nictepi;
no 5 a6o no 10
6nictepiB y Kopobui
3 KapTOHY

Ap. danbk
Papma
m6X

HimeyunH
a

Bunpo6HuK,
BiANoOBigaIbHNI 3a
BUMYCK Cepiii
KiHLLeBOro
npoAykty: Ap.
danbK Papma
vM6X, HimeuunHa
Bupo6HuK
[030BaHoi chopmu,
KOHTPO/Ib AIKOCTI:
PotTeHgopc
dapma M'mbX,
Himeuunna
Bupo6HuK
[030BaHoi chopmu,
nepBuHHe,
BTOPUHHE
nakyBaHHsa Ta
KOHTPO/Ib AIKOCTI:
JNlo3aH ®apma
Mv6X, HimeuwunHa
Bupo6HMKNY,
BiANOBIAa/bHI 3a
nepBuHHeE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
PotTeHzopd
dapma 'm6X,

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ehekTVBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXXeHOI 0co6bu, BignoBigaibHOT
3a 34jiicHeHHs hapmakoHaragy (BKIyatum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBiga1bHOI 3a
thapmakoHarnsag.

[Litova pepakuis: Dr. Andrea De Lacovo / O-p
AHgpea [le lakoso. MNponoHoBaHa peaakuis: Dr.
Carsten Wieser / -p KapcTteH Bizep.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHVIKa, BigNoBiganNbHOT 3a dhapmakoHarnsag,

3a
peyenmom

UA/3745/04/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HimeuunHa; JlozaH
dapma 'M6X,
Himeuunna
Brpo6HuKK,
BignosigasbHi 3a
KOHTPOb AKOCTI
Ta
MiKpO6ioIorivHuniA
KOHTPO/b
HecTepuIbHNX
npoayktis: CI'C
IHCTUTYT
®peseHiyc Mm6X,
HimeuunHa; NBA
dapma M'm6X,
HimeyuunHa;
HaykoBo-
AocnigHWiA
IHCTUTYT
Xennenep MvbX,
Himeuunna
Brpo6HuKK,
BignosigasbHi 3a
KOHTPO/Ib SIKOCTI:
F'BA ®apma 'm6X,
HimeyunHa; HHAC
Na6op Op.
Xaycnep Mm6X,
HimeyunHa; HHAC
Na6op Op.
Xaycnep Mm6X,
HimeyuunHa

178.

CEBIKAP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHIW nayu,i

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
tOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3neku/ehekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHn ao
y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tpaiina cuctemun thapmakoHarnsgy) -3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BignoBigaibHOI 3a
thapmakoHarnag B Ykpaini. [itova pegakuis: Amepi
Biona [pkecci. MponoHoBaHa pegakuis: CaBYeHKO

3a
peyerimom

UA/17647/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OmunTpo CeprilioBuy. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/ILHOI 3a
hapmakoHarnag B YkpaiHi
179. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, Yecbka [Haivi CaHkio HiMeuunmHa | BHECeHHs 3MiH [0 peecTpauiliHnx martepianis: 3MiHu 3a - UA/17647/01/03
NNiBKOBOO K.C. Pecny6nik KOpoyn MM6X | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
060n0HkKot0, No 40 a thapmakoHarnagy. BeegeHHs abo 3miHu oo
mr/10 mr; no 14 y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
Tabnetok y 6nictepi; (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
no 2 6nictepay hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
KapTOHHI navu,i BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi macTep-
thaiina cuctemu chapmakoHarnsgy) -3miHa
KOHTaKTHOT 0CO6U 3as1BHWKA, BiANOBIgabHOI 3a
hapmakoHarnag B Ykpaini. [litoya pegakuis: Amepi
Biona [xxecci. MponoHoBaHa pepakuis: CaB4yeHKo
OmunTpo CepriioBuy. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT 0CO6U 3asBHUKA, Bi4NOBIgaIbHOI 3a
hapMakoHarnsg B YKpaiHi
180. | CEBIKAP TabneTku, BKPUTI 3eHTiBa, Yecbka [Jaiui CaHkio HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu 3a - UA/17647/01/01
nAiBKOBOIO K.C. Pecny6nik HOpoyn Mm6X | TMnNy - 3MiHK Woa0 6e3nekn/edeKTNBHOCTI Ta peyenmom
o60noHkoto, no 20 a thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/5 mr; no 14 y3arasibHeHUX JaHuX Npo cucTemy chapmakoHarnsagy
TabneTok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
no 2 6nictepa y thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi 0coow,
KapTOHHI nayw,i BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 dhapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLOo BoHa
BiMiHHA Bif, YNOBHOBaXXEHOI 0Cco6W, BignoBigasibHOT
3a 34jiicHeHHs hapmakoHarnagy (Bkvatoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy po3MilLileHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) -3miHa
KOHTaKTHOT 0CO6U 3as1BHUKA, BigNOBigaIbHOI 3a
thapmMakoHarnag B YkpaiHi. [itova pegakuis: Amepi
Biona [xecci. MponoHoBaHa pepakuis: CaBYeHKO
OmunTpo CeprilioBuy. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0COOW 3asiBHUKA, BigNoBigabHOI 3a
hapmakoHarnsag B YkpaiHi
181. | CEAQA/TIH Tabnetkn, no 10 TOB Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 - UA/3271/01/01
nntoc TabneTok y 6nictepi; «TeBa OynHuua AT | TMny - 3miHK 3 AkocTi. CepTudikar peyenma
no 1 a6o 2, abo 5 YKkpaiHa» BignosigHocTi/l E-cepTudikar signosigHocTi

6nicTepiB y nauui
KapTOHHiiA; no 20
Tabnetok y 6nictepi;
no 1 6nictepy B

€Bponelicbkili thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBiLHOCTI
abo BUNyYEHHs cepTudikarta BifnoBigHOCTI
€Bponeiickkin dpapmakonei: s APl; ans BUXigHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nauuj KapTOHHIl marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
noJaHHA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2005-143 -
Rev 02 (3aTBepmxeHo: R1-CEP 2005-143 - Rev 01)
A5 Ailo40T peyoBrHY MeTami3ony HaTpito Bif
Bnpo6Huka HEBEI JIHENG (GROUP)
PHARMACEUTICAL CO., LTD. (China), skuii
3MiHMB Ha3By Ha HEBEI JIHENG
PHARMACEUTICAL CO., LTD. (China). BeegeHHs
3MiH NPOTArom 6-TM MiCALIB NiC/A 3aTBePAKEHHSA
182. | CENNO®EH kancysv no 10 mr no AT Monbua BMPOGHMLTBO MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHN 3a - UA/5258/01/01
10 kancyny "Apavep, Hepo3dacoBaHoi | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 1 abo dapma” npoayKuii, thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHeCeHi y
no 2 6nictepu y NepBUHHE i TEKCT MapKyBaHHS1 BTOPUHHOI YMakoBKMN NikapCbKoro
KapTOHHIA Kopoo6Li BTOpPUHHE 3aco6y y n.12 HOMEP PECTPALIINHOIO
nakyBaHHs: AT MOCBIAYEHHSA BBeaeHHs 3MiH NpOTArom 6-1u
«Apamef, MicAILB MIiCNA 3aTBEPAKEHHS
Papmay, MonbLya,;
BMNyck cepii: AT
«Apamep,
Papmax, MNonbLia
183. | CENTAHECT PO34MH ANA iH'eKUil CENTOL ®paHuisa CENTOAOHT ®paHuisa BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTepianis: 3MiHn 3a - UA/10380/01/01
3 nolmny OHT | Tvny - 3miHK Woao 6e3nekn/ehekTMBHOCTI Ta peyenmom
AQPEHANIH KapTpuaxi; no 10 thapmakoHarnsgy. BeegeHHs abo 3miHu o

OM 1/100 000

KapTpuoxis y
6nictepi; no 5
6nicTepiB y
KapTOHHI KopobLyj;
nol7mMmny
KapTpuaxi; no 10
KapTpuoxis y
6nictepi; no 1 abo 5
6nicTepiB y
KapTOHHIl KopooLi

y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOT
3a 34jiicHeHHs hapmakoHarnagy (Bkyatoumn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BigNOBigaIbHOI 3a
hapmakoHarnsg.

[itova pepakuis: Caroline Navarre. NponoHoBaHa
pegaxuisi: Dr. Rodolphe Le Paillier M.D. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOi 0cobwm,
BignoBigabHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asBHUKA, BigNOBIgaIbHOI 3a
hapmakoHarnsag B YkpaiHi.

[Litoua pepakuin: Kyuma Bonognmmp
OnekcaHgposuy. MNponoHoBaHa peakLis:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HikiTuenkoBa /10608 IBaHiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6wu, BiAMoBIAa/IbHOI 3a
hapmakoHarnsg B YKpaii.
184. | CENTAHECT PO34MH A5 iH'EKL CENTOL ®paHuia CENTOAOHT ®paHuisa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a - UA/10381/01/01
3 nolmny OHT | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
ALOPEHANIH KapTpuaxi; no 10 thapmakoHarnsigy. BeegeHHs abo 3miHu go
OM 1/200 000 | KapTpuaXiBy y3arasibHeHuX AaHnx Npo cuctemy hapmMmakoHarnsgy
6nictepi; no 5 (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
6nicTepis y thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
KapTOHHI kopo6Lyj; BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
nol,7mvMny KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa /15
KapTpuaxi; no 10 3ilicHeHHS dhapMakoHarniagy B YKpaiHi, KO BOHA
KapTpuaxis y BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
6nictepi; no 1 abo 5 3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
6nicTepis y KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi macTep-
KapTOHHIA Kopoo6Li thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Caroline Navarre. MNponoHoBaHa
pepakuis: Dr. Rodolphe Le Paillier M.D. 3miHa
KOHTaKTHUX JaHWX YNOBHOB&XEHOI 0co6u,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3as1BHWKA, BiANOBigabHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: Kyuma Bonogumup
OnekcaHaposuny. MponoHoBaHa pejakLis:
HikiTueHkoBa /110608 IBaHiBHA. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6w, BignoBiaabHOT 3a
hapmMakoHarniag B YKpaiHi.
185. | CUMBIKOPT NMopoLUOK ANs AcTtpa3eH LLisewjs BurotoBneHHs, Lseuis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasnis: 3MiHu 3a He UA/5433/01/02
TYPBYXANE iHransuin, eka Ab HanoBHEHHS, | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom | niosnsizae
P [030BaHwii, no 160 KOHTPO/Ib SIKOCTI, Cuctema KoHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa
MKr/4,5 MKr/go3a; no MapKyBaHHS, PO3Mipy YNakoBKM roTOBOrO NikapCbKoro 3acoby
60 po3 abo no 120 BTOPWUHHE (3miHa macu/o6'emy BMICTY KOHTelHepa
[103 y NNacTUKOBOMY nakyBaHHs Ta 6araTo,030BOro Nikapcbkoro 3acoby Ans
iHransaTopi; no 1 BUMYCK Cepii: HenapeHTepasibHOro 3acTocyBaHHs (abo
iHranaTopy B AcTpa3eHeka AB, 0[IHOA030BOr0, YaCTKOBOIO BUKOPVCTaHHS))
KapTOHHIl KopooLi Llseuis BBeneHHsA foAaTKOBOro po3Mipy ynakosku 120 o3y

NAacTMKOBOMY iHranaTopi; no 1 iHranatopy B
KapTOHHI KOpo6Lji 3 BHECEHHAM 3MiH [0 PO3A4iny
“YnakoBka” Ta “Cneundikaris” BHac 40K 3MiHW
Macu BMICTY iHranaTopy Ans ynakoskv 120 fos.

3MiHV BHECEHO B IHCTPYKLiO 4719 Me4UYHOro

3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ain
«YnakoBKa» Ta K Hac/NifloK - 3aTBEPKEHHS TEKCTY
MapKyBaHHS 419 YNakoBKU NiKapCbKoro 3acoby Ha
120 po3. BBegeHHs 3MiH NpoTAroM 6 micAwis nicas
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
186. | CUMBIKOPT MOPOLLIOK AN AcTtpa3eH LLiseujs BWIOTOBJIEHHS, LBeuis BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu 3a He UA/5433/01/01
TYPBYXANE iHransuin, eka Ab HanoBHEHHS, | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom | niosnsizae
P [1030BaHwWi1, no 80 KOHTPO/Ib SKOCTI, Cuctema KoHTelHep/3akynopoBasibHWiA 3aci6. 3miHa
MKr/4,5 mMkr/po3a; no MapKyBaHHS, pO3Mipy ynakoBK/ rOTOBOrO JlikapCbKOro 3acoby
60 po3 a6o no 120 BTOPWUHHE (3miHa macu/o6'emMy BMICTY KOHTelHepa
[03 Yy N1acTuKoBOMY nakyBaHHs Ta 6araTtol030BOro Nikapcbkoro 3acoby Ans
iHransaTopi; no 1 BUMYCK Cepii: HernapeHTepaibHOro 3acTocyBaHHs (abo
iHranaTopy B AcTpa3eHeka AB, OHOA030BOr0, YaCTKOBOTrO BUKOPUCTAHHS))
KapTOHHIli KopooLi Lliseuis BBegeHHs [04aTKOBOrO po3Mipy ynakosku 120 o3y
naacTMKOBOMY iHranaTopi; no 1 iHranatopy B
KapTOHHI KOpo6Lji 3 BHECEHHSAM 3MiH 10 PO3A4iny
“Ynakoska” Ta “Cneumdikayisn” BHaCMifOK 3MiHN
Macu BMICTY iHrasiaTopy 415 ynakosku 120 f03.
3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
3aCcTOCyBaHHA NikapcbKoro 3acoby y po3gin
«YnakoBKa» Ta K HacNifokK - 3aTBEPKEHHS TEKCTY
MapKyBaHHS 415 yNakoBKU NikapcbKoro 3acoby Ha
120 pos. BeefeHHs 3miH npoTArom 6 micauis nicns
3aTBEPAKEHHS.
187. | CUH®D/IOPUK | cycneHsisa ans "nakcoCwmi Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu 3a - UA/15363/01/01
c™ iH'ekuili; no 1 fosi TKnsiH BputaHis Bionogxikans C.A. | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3aci6. peyenmom
BAKLUVHA (0,5 mn) cycneHsii Ekcnopt Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
Aand ONs iH'eKUin y Nimiteq napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
MPO®ITAKT nonepegHsL0 NepBMHHOT YNakoBKM rOTOBOTO JiKapCbKOro 3acoby
KN HarnoBHEHOMY (iHwWi 3miHwW) Mepernag KpuTepiiB NPUAHATHOCTI ANS
MHEBMOKOK | cknsiHomy Lwinpuuiy CNiJIbHO yNakoBaHUX rosnok i3 MapkyBaHHsam CE, a
oBOI KOMMEKTI 3 OJHIE0 came: 1) BuganeHHs BunpobysaHb, ki NPOBOASATHCSA
IHOEKLIT ronkoto abo 3 ggoma npu mapkyBaHHi CE, 2) 36epexeHHs BiANoBigHNX
(MONICAXAP | ronkamu Ta 6e3 BMNPOGYBaHb, L0 3aCTOCOBYOTHLCA A0 r0/10K. 3MiHU
NAHWA rosok; 1 CTOCYHOTbCS BUPOOHNYOI AinbHULi Y Benbril.
AHTUIEH) nonepeaHbLO
TA HamnoBHeHWIA LWNpwL,
HETUMOBAH | 3rosnkoto abo gsoma
oi rosikamu, a6o 6e3
FTEMO®I/IbH roNoK y
Ol IHDEKLL, iHAMBIAYyaIbHOMY
KOH’FOFOBA repMeTuyHO
HA, 3anakoBaHoMy
AACOPBOBA | nnactukosomy
HA KOHTeliHepi; mo 1
nnacTykoBoMy

KOHTEliHepy y
KapTOHHI kopo6Lyj;
no 1 aosi (0,5 mn)
cycnensii gns
iH'eKUin y
nonepegHLo
HanoBHEHOMY
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

CK/IAHOMY LLNPWL;
no 10 wnpwuis 3 10
ronikamu a6o 6e3
ronoky
iHOMBIAYaTbHUX
repMeTnyHo
3anakoBaHux
NNacTyKoBUX
KOHTeliHepax y
KapTOHHI Kopo6Lyj;
no 1 aosi (0,5 mn)
cycnensii gns
iH'eKUin y
MOHO/030BOMY
CKNSIHOMY (DN1aKoHi;
no 1, 10 a6o 100
hnakoHiB y
KapTOHHIlA KOpo6L;
no 2 go3u (1 mn)
cycneHsii ans
iH'eKLin y
My/bTUA030BOMY
dhnakoHi; no 100
hnakoHiB y
KapPTOHHI KOpooLii

188.

CKAHZIOHEC
T3%
MPOCTWIA

PO34UH A5 iH'EKLLA
3%nol8wmny
KapTpuaxi; no 10
KapTpuoxis y
6nictepi; no 1 abo 5
6nicTepiB y
KapTOHHIlA KOpooLi

CEMNTO,
OHT

PpaHuis

CENTOOOHT

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs hapMakoHarisay B YKpaiHi, AKLO0 BoHa
BiAMiHHA BiJ, YNOBHOBaXeHOI 0cobw, BignoBigaibHOT
3a 34jiicHeHHs hapMakoHarnagy (BkIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNOBIgaIbHOI 3a
thapmakoHarnsag.

[itova pepakuis: Caroline Navarre. MNponoHoBaHa
pegaxuisi: Dr. Rodolphe Le Paillier M.D. 3miHa
KOHTaKTHUX AaHVX YOBHOBaXXEHOI 0cobwm,
BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOT 0CO6M 3asBHUKA, Bi4NOBIgaIbHOI 3a
thapmakoHarnag B Ykpaii.

[Litova pepakuin: Kyuma Bonognmup
OnekcaHgposuy. MNponoHoBaHa pefakLis:

3a
peyenmom

UA/10382/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HikiTueHkoBa /110608 IBaHiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6wu, BiAMoBIAa/IbHOI 3a
hapmakoHarnsg B YKpaii.

189.

COH/JOKC®

Tabnetku no 0,015 r,
in bulk: Ne10000 (no
10 TabneTok y
6nicTepi; no 1000
6nictepiB y Kopobui
3 KapTOHY)

MAT
"Ximchapm
3aBo[
"YepsoHa
3ipka"

YKpaiHa

NAT
"Ximhapm3sasop
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHN
| TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu MicLA NPOBaXEHHS
OiSNTbHOCTI BUPOGHMKa (BK/IHOYatoum, 3a
Heo6XiAHOCTI, MicLe NPOBEeAEHHST KOHTPOSIO SIKOCTI),
abo BnacHuka macTtep-thaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HayeHo y [0CbE Ha fikapcbKuii 3acib) 3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponericbkin hapmakonei y 3aTBepaKeHOMY
[ocbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOIT PEYOBUHN
(SIKLLO 3a3HaYeHo y A0Cbe). 3MiHa Ha3BU BUPOGHMKA
A®| gokcmnamiHy CyKuMHaT A5 BXe 3aTBepaKeHOl
BMPOGHUYOI AinbHMLi. BupobHuya ginbHuus, agpeca
Ta yci BUpo6HMYi onepadii 3anuwaTbes
He3MiHHUMK. 3aTBepaxeHo: R.L. Fine Chem Plot No
15, KHB Industrial Area, Yelahanka, Bengaluru,
Karnataka — State, India 560064. 3anponoHoBaHo:
R. L. Fine Chem Pvt. Ltd. Plot No 15, KHB Industrial
Area, Yelahanka, Bengaluru, Karnataka — State,
India 560064. 3MiHu | TUNY - 3MiHK 3 AKOCTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKA
BMXiAHOro/MPOMiXXHOIO NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYHOTLCA Y BUPOGHUYOMY npoueci AdI,
ab0o 3miHa BUpobHWKa (BKOYaroun, e HeobxigHo,
MicLe NpoBefeHHs KOHTposIo akocTi) A®I (3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponericbkin hapmakonei y 3aTBepaKeHOMY
[0Cbe)(3anponoHOBaHUA BUPOGHVK HANTEXMNTb A0
Tiel camoi BUPOGHUYOT rpynu MigNpUEMCTB, LLO A
3aTBepMXeHWiA). BBeAeHHS HOBOI BUPOOHUYOI
AinbHUUI N8 BUpo6HMUTBA AD| goKcunamiHy
cykuuHaT "Plot No IP-27-29, KIADB Industrial Area,
1 Phase, Kudumalakunte Village, Gowribidanoor
Taluk, Chickkaballapura district - 561208, India"
BiANOBIAA/IbHOI 3@ NOBHWIA LMK/ BUPOGHULITBA A1
BXe 3aTBepaxeHoro BupobHuka A®I R. L. Fine
Chem Puvt. Ltd., India.

UA/13739/01/01

190.

COHAOKC®

Tabnetku no 0,015,
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepn y nauui 3
KapToHy

MAT
"Ximcpapm
3aB0[
"YepBoHa
3ipka”

YKpaiHa

NAT
"Ximcpapmsasos
"YepBoHa 3ipka”

YKpaiHa

BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MmaTepiasiB: 3MiHN
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy MicLsA NPOBaXEHHS
LisiNbHOCTI BUPO6OHMKa (BKIKOYaKoun, 3a
HeobXiAHOCTI, MicLie NpoBefEHHS KOHTPOJIHO AKOCTI),

6e3
peyenma

UA/7257/01/01




Hassa

dopma sunycky

3asBHUK
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n/n

3acoby

JliKapcbKo20

ynakoska)

(nikapcbka chopma,

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

191.

CTATESI

TabneTkn, BKPUTI

Mini

Benvka

Menpo

abo BriacHuka macTep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPO6HULTBI ADI (KLLO
3a3HayYeHo y [0CbE Ha fikapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe, ab0 BUPOOHMKA HOBOT AOMOMIXHOI PEYOBUHN
(AKLLO 3a3HayYeHo Y [0CbE). 3MiHa Ha3BW BUPOGHMKa
A®| gokcmnamiHy CyKUMHaT O/15 BXe 3aTBepAKeHOl
BMPOGHUYOI AinbHULi. BUpobHMYa AinbHuus, agpeca
Ta yci BUpobHu4i onepadii 3anviatTbes
He3MiHHUMK. 3aTBepaxkeHo: R.L. Fine Chem Plot No
15, KHB Industrial Area, Yelahanka, Bengaluru,
Karnataka — State, India 560064. 3anponoHoBaHo:
R. L. Fine Chem Pvt. Ltd. Plot No 15, KHB Industrial
Area, Yelahanka, Bengaluru, Karnataka — State,
India 560064. 3miHn | TUNY - 3MiHK 3 AKOCTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BMXiIZHOrO/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
ab6o 3miHa BUpo6HuKa (BKOYaKun, e HeobxigHo,
MicLle NpoBefeHHS KOHTPOs fkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
[0CbE)(3anponoHOBaHN BUPOBHNK HANEXWTb [0
TiEl camoi BUPOGHMYOT rpynu NigNPUEMCTB, Lo I
3aTBEepMXEHWIA). BBeAEHHSA HOBOI BUPOGHUYOI
AinbHUUI Ana BUpO6HMUTBA AD| AoKcunamiHy
cykuuHaT "Plot No IP-27-29, KIADB Industrial Area,
1 Phase, Kudumalakunte Village, Gowribidanoor
Taluk, Chickkaballapura district - 561208, India"
BiNOBIAA/IbHOT 3@ NOBHUIA LIMKN BUPOGHULTBA A1
BXe 3aTBepaxeHoro BupobHuka A®I R. L. Fine
Chem Pvt. Ltd., India.

nocsi0OYeHHs

10/10

060/10HKO0 M0 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHIA Kopoo6Li

Xenckepe
Nimiteq

BputaHis

dapmacboTrKanc
Mpisar JlimiTes

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUii 415 MeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sik pesynbTart
OLiHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM

3a He
peyenmom | niossi2ae

opraHom)

UA/9675/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeauyHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
oo 6e3nekn 3acTocyBaHHS fjito40i PeHOBNHM
aTopBacTaTuH BiANOBIAHO A0 pekomeHaauin PRAC.

192. | CTEPUNMIYM | poO34MH HaLLKIipHWIA, Boge Xemi | HimeuuunH Bope Xemi FTm6X HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu 6e3 nionsi2ae UA/4627/01/01
® no 100 mn, 500 mn, 6X a | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
1000 mny hapmakoHarnsgy. 3miHa(1) y KopoTkiii
onakoHax; no 5 ny XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KaHicTpax MapKyBaHHs 260 IHCTPYKL|i A1 MeaNYHOro

3acToCyBaHHA A1 NiKapCbKoro 3acoby,
niyeH3oBaHoro y €C 3a npoueayporo B3aEMHOro
BM3HAHHS (NlikapCbkumii 3acib He BXxoauTb A0 cdepun
4ii npoueAypy B3aEMHOIO BU3HAHHS, ane 3MiHa
BHOCUTbCS K pesy/nbTar npoueaypw i Bif BNacHvka
TOProBoOi NiLeHsii He BUMaraeTbCs HafaHHS XOAHNX
HOBWX A0AATKOBUX AaHuX) - 3MiHX BHECEHI 10
IHCTPYKUiT 4N MEeAWNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3gisiB "®apmakonoriyHi
BnactusocTi", "Ocob6MBOCTi 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3un", "Mo6iuHi peaky;i"
BiAMNOBIAHO A0 MaTepianiB peecTpauiiHoro JoChe.
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
nokasaHHsAX (BUyYeHHs TepaneBTUYHOro
nokasaHHs) - 3MiHVM BHeCeHi A0 IHCTPpYKUiT Ans
MEeAMYHOro 3aCTOCYBaHHS MiKapCcbKoro 3acoby Ao
po3giny "®apmakonoriyHi BnacTMBocTi" WoA0
BWUJTyYEHHS BIpPYNiUMAHOT aKTUBHOCTI Y BIAHOLLEHHI
o noniomasipycy (nanosasipycy SV40) BignosigHo
KOPOTKOI XapaKTepuCTUKM NiKapCbKOro 3acoby.
3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
nokasaHHsIX (fofaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHsa abo 3miHa y 3aTBep)KEHOMY NOKa3aHHi) -
3MiHU BHECEHI A0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainy
"apmMakoorivyHi BNacTMBOCTI" LOAO PO3LUMPEHHS
eheKTMBHOCTi CTOCOBHO 0OMEXEHOr0 CNEKTPY
BipyniunAaHoI Aji (ageHo-, Hopo- | poTasipyc) Ha
nigcTasi "EKCNepTHOro BUCHOBKY LLOA0
ecbekTrBHOCTI CTEpPUNINYM Y BifHOLLIEHHI A0
MuLwa4oro Hoposipycy" Big 06.02.2019 p. Ta
KOPOTKOI XapaKTepuCTWKM NiKapCbKoro 3acoby.
3MiHn Il TUny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KOpoTKili
XapaKTepucTULLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIiT A8 MeAN4HOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aCTOCYyBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
thapmakoHarnagy
3MiHU BHECeHi A0 IHCTPYKUIT 4718 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii"
BiNOBIAHO A0 MaTepiasliB peecTpauiiHOro 0ChE.
193. | CTIBAP® TabneTku, BKPUTI Baiiep Al HimeyuunH Bupo6bHMLTBO 3a HimeuunHa/ | BHeCEHHSI 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHK 3a He UA/13395/01/01
N1iBKOBOIO a NMOBHUM LK/IOM PiHNAHAiA | TNy - 3miHK Woao 6e3nekn/ethekTVBHOCTI Ta peyenmom | nidsis2ae
obonoHkoto, no 40 (BUPOGHMLTBO in- thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTumui
Mr; o 28 TabneTok bulk, nepsuHHa NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
y thnakoHi; no 3 ynaKkoBKa, IHCTPYKLU|ii 415 MeAMYHOro 3aCcTOCyBaHHSA Ha nigcrasi
dnakoHn y BTOPVHHA perynspHO OHOBJIOBAHOTO 3BITY 3 6e3nekn
KapTOHHIA ynakoBLi ynakoBKa, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KOHTPO/Ib SIKOCTI, 3aCTOCYBaHHS NikapCbkoro 3acoby B
BWMNYCK cepi): nicnspeecTpauiiinii nepiog, abo sk pesynbTart
Baiiep AT, OL|iHKM 3BITY 3 AOC/IAKEeHb, NPOBEeAEHUX BIAMNOBIAHO
HimeuunHa/ 00 nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
AnbTepHaTUBHWI Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
BUPOBHUK opraHom) - 3MiHW BHECEHI [10 iHCTPYKUiT ans
(nepBuHHa MEeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
yrakoBKa, po3ginu "OcobnmBocTi 3acTocyBaHHsa", "T06GIYHI
BTOPVHHA peakuii" BigNoBiAHO 4O OHOBNEHOT iHChopMaLi Woao
ynakoBka): OpioH 6e3nekun gjtoyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
KopnopeiwH, 4-b0X MicALiB NicnsA 3aTBepaKeHHs. 3MiHu |l Tuny -
OpioH ®apma, 3MiHuM Woao 6e3nekun/edpekTMBHOCTI Ta
PiHNAHAIA thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Y 3B'A3KY i3
HOBUMW A@HUMK 3 SIKOCTi, AOKTIHIYHMMM, KTIHIYHUMK
AaHuMun Ta gaHvmu 3 hapmakoHarnsgy - 3MiHum
BHeCeHi 10 IHCTPYKLUIi 418 MEAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginv "dapmakonoriyHi
BracTmBocTi", "Oco6/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6iuHi peakuii”.
BBefeHHs 3MiH NpoTArom 4-b0x MicsLiB nicns
3aTBEPAKEHHS.
194. | CYTEHT Kancynu no 25 wr; Mdpaiizep CLA Mcpaiizep ITanis ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a - UA/7785/01/02
no 7 kancyny IHK. C.p.n. | Tvny - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom

6nicTepi; no 4
6nictepn y
KapTOHHI KopoobLi

nepioZly NoBTOpHMX BMNpOoGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEpKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, wo
BK/1HOYAE Nepio, NOBTOPHOrO BUNPOBYBaHHS) (iHLUI
3MiHM) BuganeHnHs 3 posginy 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3060B’A3aHHA LWOA0 HafAHHA AaHWX CTabiflbHOCTI
nicnsi 3aTBepMKeHHs «36-MicaYHi AaHi Woao
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cTabinbHoCTi Ans Tpbox cepiin (DPC 50005, DPC
50006 i DPC 0007) 3 nepLLoi KoMepLiiiiHoro
BMPOGHULITBA f1il04OT PEYOBWHU CYHITUHIG.

195.

CYTEHT

kancynu no 37,5 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHIlA KOpooLi

Mdpaiizep
IHK.

CLWA

Mdpaizep ITanis
C.p. n.

ITanis

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. A®l. CTabinbHICTb. 3MiHa
nepiogy NoBTOPHWX BMNPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHs A®I (3a
BiJCYTHOCTI Y 3aTBEpKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei, wo
BK/IOUAE Mepiof, MOBTOPHOroO BUMPOGYBaHHS) (iHLi
3MiHM) BuganeHHs 3 po3giny 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3000B’s13aHHS LLOA0 HafaHHS AaHUX CTabisIbHOCTI
nicns 3aTBepKeHHs «36-MicsuHi AaHi Woa0
cTabinbHOCTI ons Tpbox cepiit (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi KoMepL,iiiHOro
BMPOGHULTBA [it0H0I PEYOBUHU CYHITUHIG.

3a
peyenmom

UA/7785/01/03

196.

CYTEHT

Kancynu no 50 wmr;
no 7 kancyny
6nictepi; no 4
6nictepn y
KapTOHHI KopoobLi

Mdpaiizep
IHK.

CLWA

Mdpainzep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu
I TNy - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NoBTOPHMX BUNPO6yBaHb/nepiosy
36epiraHHa abo yMoB 36epiraHHa AdI (3a
BiJICYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, wWwo
BK/ItOYAE Mepiof, MOBTOPHOro BUNPOO6YBaHHS) (iHLi
3MiHW) BuganeHHs 3 po3giny 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3000B’A13aHHSA LWOAO0 HafAHHSA faHWUX CTabislbHOCTI
nicns 3aTBepkKeHHs «36-MicAYHi AaHi Wwoa0
cTabinbHoCTI Ans Tpbox cepiin (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi kKomepLjiiiHOro
BMPOGHMLTBA [it04H0I PEYOBUHM CYHITUHIG.

3a
peyerimom

UA/7785/01/04

197.

CYTEHT

Kancynu no 12,5 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHI KOpOoOLyi

Mdpaiizep
IHK.

CLWA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHn
| TMny - 3miHK 3 AkocTi. APl CTabiNbHICTb. 3MiHa
nepioZly NOBTOpHMX BMNpOoGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEpAKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/ItOYAE Nnepiof, MOBTOPHOro BUNPO6YBaHHSA) (iHLLi
3MiHn) BuganenHs 3 posginy 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3000B’A13aHHSA LWOAO HafaHHA AaHnX CTabinbHOCTI
nicna 3aTBepMAKEHHs «36-MiCSIUHI AaHi Woa0
cTabinbHoCTI Ans Tpbox cepiin (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi KoMepLiiiiHoro
BMPOGHMLTBA [it040I PEHOBUHM CYHITUHIG.

3a
peyenmom

UA/7785/01/01

198.

TATPICCO

TabneTku, BKpUTI
nNiBKOBOKO
0060/10HKOH, M0 40

ACTPA3E
HEKA Ab

LLiBeuis

BMPOGHMLITBO,
KOHTPO/1b SIKOCTI,
BMNYCK cepil,

Lseuis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu
Il Tvny - 3miHn Woao 6e3nekn/etekTMBHOCTI Ta
dpapMakoHarnsay. 3miHuM y KOpOoTKili XxapaKTepucTuL

3a
peyenmom

He
nionsieae

UA/16232/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
mr no 10 TabneTtok y nepBuHHe Ta NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
6nictepi; no 3 BTOPWUHHE IHCTPYKUIT 415 MeQUYHOro 3acToCyBaHHS y 3B'A3KY i3
6nictepu y nakyBaHHs: HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMMW, KTIHIYHUMK
KapTOHHI KopoobLi AcTtpa3eHeka Ab AaHVMK Ta JaHuMy 3 ddapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acTocyBaHHA", "Cnocib3acTocyBaHHs
Ta go3mn", "MobiyHi peakuii" 3 BHECEHHSAM HE3HAYHUX
NYHKTYaUiiHUX BUNPaB/EHb y Po3ginax
"®apmakogvHamika", "®apmakokiHeTmka" Ta
"Oco6nMBOCTI 3aCTOCYBaHHI"'. BBeAEHHS 3MiH
NpoTArom 6-T1 MicALIB NicNa 3aTBEPAKEHHS.
199. | TArPICCO TabneTku, BKpUTI ACTPA3E LLisewjs BMPOBHMLITBO, LBeuis BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/16232/01/02
NNiBKOBOO HEKA ABb KOHTPO/1b SIKOCTI, Il TMny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom | nidssizae
o060n0oHkoto, no 80 BUMYCK Cepii, thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
mr no 10 TabneTtok y nepBuHHe Ta nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
6nictepi; no 3 BTOPWUHHE IHCTPYKUIT 015 MeQUUYHOro 3acToCyBaHHSA Yy 3B'A3KY i3
6nictepu y nakyBaHHs: HOBVMW JaHUMW 3 IKOCTi, AOKNIHIYHUMMW, KTIHIYHUMM
KapTOHHIA Kopoo6Li AcTtpa3eHeka Ab AaHVMK Ta JaHuMK 3 dpapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmMBOCTi 3acTocyBaHHA", "Cnocib3acTocyBaHHs
Ta go3mn", "MobiyHi peakuii” 3 BHECEHHSAM HE3HAYHNX
NYHKTyauiliHMX BUNpaBfieHb y po3ainax
"®apmakogvHamika", "®apmakokiHeTmka" Ta
"Oco61MBOCTI 3aCTOCYBaHHI"'. BBEAEHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
200. | TAKCOTEP® KOHUeHTpaT ans TOB Ykpaina CaHodi-ABeHTIC HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/5488/01/02
pO34unHy Ans "CaHodi- Hoiunang MrmeX | TMNy - AAMiHICTpaTBHI 3MiHW. 3MiHa peuyenmom | nidssizae
iHcpysii, 20 mr/mn; ABeHTIC HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaXEHHS
Ne 1: no 1 mn (20 YkpaiHa" LOiSNTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro

Mr) y dpniakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyj;
Ne 1: no 4 mn (80
Mr) y donakoHi; no 1
donakoHy B
KapTOHHIl KopooLi

NiKapcbkoro 3acoby, BKAoYakoun AifbHULi BUNYCKY
cepii abo MicLe NpoBeAEeHHSA KOHTPO/IHO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
BK/IOYA0UM BUMYCK cepili). AAMIHICTpaTMBHa 3MiHa
agpecy BupobHuka /13, BignoBiganbHOro 3a NoBHWIA
LMK BUPOBHULTBA BKIIOYAKOUM BUMYCK Cepil, 3
MeTOI0 NPVBEAEHHS Y BiANOBIAHICTbL 1O OHOB/IEHOrO
opuriHasibHoro GMP cepTtuddikaTy Ta niLeHsii Ha
BUPOGHMLTBO. HasBa Ta BUPOGHUYA AiNbHALA
3amManTbea 6e3 3MiH, BCi BUpOOHUYI onepavii
3a/IMWATHCA HE3MIHHUMUW. 3MiHWN BHECEHO B
HCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ain «MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLs NPoBafXeHHS Moro
LiSNbHOCTI» 3 BigNOBIAHUMM 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKyW NiKkapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicauiB nicas
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPAKEHHS.
201. | TECANIH TabneTku, BKPUTI Amakca Benuka BMPOBHULTBO 3a LLseiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 - UA/17262/01/01
N1iBKOBOIO Nt BputaHis NOBHUM LMK/TOM: YTOYHEHHs1 YMOB BifnycKy B Haka3i MO3 YkpaiHu peyenma
060/10HKOH0, M0 10 Makc Liennep Ne 1605 Big 30.07.2021 B npoueci BHECEHHA 3MiH
Tabnetok y 6nictepi; 3boHe AT, (3MiHa 3as1BHMKa (B/1acHUKa peecTpaviiioro
no 2 a6o 6 6nictepis LLseiuapis; noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
Y KapTOHHIi1 kopobu,i nepBuHHE 460). 3MiHM BHECEHIi B IHCTPYKUilO 415 MeAUYHOro
nakyBaHHs 3actocyBaHHs /13 y p. "3aaBHUK",
(dbacyBaHHs), "Micue3HaxomkeHHs 3asBHMKA" 3 BigNOBIAHNMM
BTOPVIHHE 3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK. BBefeHHSA
nakyBaHHs, 3MiH NPOTArom 6-TM MICALIB MiCNA 3aTBEPAXKEHHS).
MapKyBaHHS: Pepakuisi B Hakasi: 3a peLenToM. 3anponoHoBaHa
Coro $nopgic pepakuina: 6e3 peuenta. Ta yTO4YHEHHA HOMepPY
IHTepHeLuHN Hakasy 040 SKOro BHOCUM/INCh YTOYHEHHS B Hakasi
CsiT3epnieHg CA, Ne 1819 Big 27.08.2021 (BipHa pegakuis - Ne 1605
LlBeiiuapis; Bia 30.07.2021). laHe yTOUHEHHS He NOTpeGye
KOHTPO/1b SIKOCTI: 0hopM/IEHHA peecTpaLiliHUX AOKYMEHTIB.
Nab6op LonniHrep
Ar, LLseiiuapis;
KOHTPO/b AKOCTI:
IHTepna6op benn
AT, WBeliyapis
202. | TETPAKCM cycneHsis gns CaHodpi PpaHuis BUPOBHULTBO dpaHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu 3a - UA/13069/01/01
®ITETRAXIM iH'ekuini no 0,5 mn (1 MacTep roToBOro YropLmHa | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdI. 3miHa 'y peyenmom
BAKUVHA nosa) Hepo3dhacoBaHoro napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
And no 1 nonepeaHbO NPOAYKTY, BM3HAUYeHux y cneyudpikauisx Ha A®l, abo
NMPO®INAKT 3arnoBHeHOMY KOHTPO/Ib SIKOCTI, BUXIQHWIA/MPOMKHWI NpoAyKT/peareHT, Wwo
KN wnpuyy no 0,5 mn BTOPUHHE BVIKOPVCTOBYIOTBCSA Y NpoLeci BupobHuutea Ad|
ONDTEPII, (1 posa) 3 nakyBaHHs1, BUMYCK (iHLWi 3MiHW)
NPABLA, NPUKPINIEHO0 cepii: 3miHun y cneuudikauii giamiHoNiMeniHOBOT KUCA0TH,
KALLUJTHOKY ronkoto (abo 2-ma CaHodpi Macrep, SIKa BUKOPUCTOBYETbLCA K KOMMOHEHT PO34MHY AN
(ALENONAP | okpemuMuy ronikamu), dpaHuis peryntoBaHHsa pH, Wo AofaeTbea Ha cTagil
HUIA IO MIiCTUTb NOBHWIA LKA NPOMUCNOBOrO Ky/IbTVBYBaHHSA Yy NMPoLieci
KOMMOHEHT | cycneHsito gns BMPOGHMLITBA, BMPOGHMLTBA O4MLLEHOrO ANdITEepIiiHOro
) TA iH'EKLil, B KAPTOHHIM KOHTPO/1b SIKOCTI, aHaTOKCUHY. 3MiHV BK/IHOYAIOTb BUAAIEHHSA
noniomMien Kopobu,i 3 BTOPWHHE nokasHwukis Appearance, Solubility Ta Extraneuos
TY MapKyBaHHAM nakyBaHHS1, BUMyCK amino acids, a TakoX PO3LUMPEHHS AOMYCTUMUX MeX
AJCOPBOBA | ykpaiHCbkol abo cepii: 0ns nokasHuka Loss on drying 3 «Not more than
HA, aHrnincbkor, abo CaHodpi Mactep, 1.0% (w/w)» go «Not more than 3.0% (w/w)».
IHAKTUBOBA | iHLWMMW iIHO3EMHUMU PpaHuis TepMmiH BBeZleHHS 3MiH - 6epe3eHb 2025.
HA, PIOKA MoBamu; BTOPUHHE
no 1 nonepegHbL0 nakyBaHHs, BUNYyCK
3anoBHeHOMY cepii:
wnpuyy no 0,5 mn CaHocdpi-ABeHTiC
(1 posa) 3 Mpaisit Ko. N14,.,

NPUKPINIEHo
ronkoto (abo 2-ma
OKpEMUMU rofikamu),

Mnatdpopma
noricTukm Ta
ANCTpUBYLIi Y M.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
L0 MICTUTb Bypanewr,
cycneHsito ans YropwuHa
iH'EKLi/ B KAPTOHHIl
KopobLi, B AKili
MiCTUTbCSA
cTaHAapTHO-
eKCMopTHa ynakoBKa
Ta IHCTPYKUia ans
MeLNYHOro
3acTOCyBaHHSA 3
MapKyBaHHAM
yKpaiHCbkoo abo
aHrnilicbkoto, abo
HLUIMMK IHO3EMHUMUA
MOBaMMU.
203. | TELUEHTPUK KOHLeHTpaT Ans TOB YkpaiHa Brpo6HMLUTBO HimeuunHa/ | BHeCeHHs 3MiH [0 peecTpauiiHnx martepianis: 3MiHMN 3a He UA/15872/01/01
® pO34unHy Ans «Pow Hepo3dracoBaHol LLseiiuapis Il TMny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom | niosisi2ae
iHchysiii no 1200 YkpaiHa» NpPoAyKUii, thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
mr/20 mn; no 20 mn nepBuHHE niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
y chnakoHi; no 1 nakyBaHHs, IHCTPYKUIT 015 MeQUUYHOro 3acToCyBaHHSA Yy 3B'A3KY i3
chnakoHy y BMNPOBYyBaHHSA HOBVMW JaHUMW 3 SIKOCTi, AOKNIHIYHUMW, KTIHIYHUMM
KapTOHHIA KopoobLi KOHTPOJI0 SIKOCTI: [aHVMU Ta faHumuy 3 papmakoHarnsgy. 3MiHu
Pow [diarHocTuke BHECEHI [0 iHCTPYKUii 415 MeANYHOro 3acTocyBaHHs
M6X, HimeuunHa,; nikapcbknx 3acobis fo po3ginis "Cnocio
3acTocyBaHHs Ta o3n" 1a "MobiuHi peakuii”
Brvpo6HMuTBO BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro focke, a
Hepo3dghacoBaHo! TakoX A0 po3giny "MobiyvHi peakuii" BHeceHa
npoAyKuii, iHchopMmaLis Mpo HeobXiAHICTL MOBIAOMAATY MPO YCi
nepBuHHE BMNaAKM Mif03PHOBaHNX NOBIYHMX peakwiil Ta
nakyBaHHs, BiACYTHOCTi eheKTUBHOCTI NlikapcbKoro 3acoby.
BTOpPUHHE BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
nakyBaHHs1, 3aTBEPAKEHHS.
BMNPOBYyBaHHSA
KOHTPO/TIO AKOCTI,
BMNYCK cepil:
®.XothbdpmaHH-/15
Pouw /TA,
LLIBeiiuapisi
204. | TUPO3YP NMOpOLLOK Enrensrap | HimeuunH EHrensrapg HimeuunHa BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepiasis: 3MiHN 6e3 - UA/7786/01/01
HalLKipHWiA, 1 mr/r; b} a ApuHaiimiTTens | TMny - 3miHK 3 AkocTi. CepTudikar peyenma
no5ra6ono20r ApuHaimit 'm6X & Ko. KI BignosigHocCTI/TE-cepTucpikat BignosigHoCTI
MOPOLLKY Y ¢p/1aKoHi; Tenb €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 1 cpnakoHy B v6X & HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
KapTOHHIl KopooLi Ko. KI abo BUNy4YeHHs cepTudpikata BianoBiAHOCTI
€poneiicbkili hapmakonei: gns A®l; ons BuxigHoOro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ana
[0NOMIXHOT pevoBuHK (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif Ye 3aTBepAKeHOro BUPOOHUKA.
MoAaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2013-205 -
Rev 02 ana A®| TMpOTPULWMH Bif, 3aTBEPAKEHOTO
BMpo6Huka Xellia Pharmaceuticals Ltd., JaHis.

205.

TUPO3YP

renb, 1 mr/r;no5r
abono25rrenoy
Ty6i; no 1 Ty6i B

KapTOHHIA Kopoo6Li

EHrensrap

ApuHavimit
Tenb
v6X &
Ko. KI

HimeyuunH
a

EHrenbrapg
ApuHaiimiTTens
v6X & Ko. K[

HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TMny - 3miHn 3 AkocTi. APL. KoHTposnb APl 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiHWA/NPOMIDXHUIA NpOAYKT/peareHxT, Lo
BVIKOPVCTOBYIOTbCSA Y NpoLeci BupobHuutea AdI
(BMNYyYEHHSI HE3HAYHOTO MOKa3HKKa SKOCTI
(Hanpuknag, BUyYEeHHs 3aCTapifioro nokasHuka)).
BunyuenHs 3i cnevuudikauii Aitoyoi pevoBuHN
TUPOTPULMH 38/TMLLKOBOTO PO3YMHHUKA ETaHONY.
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BMXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCH Y BUPOOHNLTBI ADI; ans
[LOMNOMIXHOT peqoBuHN (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKA.
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAMnoBIgHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2013-205 -
Rev 01 ana A®I TMpoTpUUMH Bif 3aTBEPAKEHOTO
Bnpo6HuKa Xellia Pharmaceuticals Ltd., JaHisi.

6e3
peyenma

UA/7786/02/01

206.

TIAPA TPIO®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, No 10
mr/12,5 mr/160 wmr;
no 7 TabneTok y
KOHTYPHIl
YapyHKoBIl
ynakosLi; no 2 Ta no
4 KOHTYpPHI
YapyHKOBI yNakoBKu
B nauuj; no 14
Tabnetok y
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1, no 2
a60 6 KOHTYpPHUX
YapyHKOBUX

MpAT
"Papmaue
BTUYHA
hipma
"fapHuus”

YKpaiHa

MpAT
"®GapmaLieBThyHA
hipma "dapHnus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAMYHOro 3aCTOCyBaHHS Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX BIAMNOBIAHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3mMiHy
Y3rOKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHW BHECEHO B iHCTPYKLi0 ANs
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby Ao
po3ainy "MepenosyBaHHA" Bi4NOBIAHO [0 OHOB/IEHO!
iHbopmaLii Wwoao 6e3nekn 3acTocyBaHHA Aitoyoi
peyvoBUHM 3rigHO 3 pekomeHAauieto PRAC. TepMiH

3a
peyenmom

He
nionsieae

UA/15069/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
yMakoBOK B mavi BBE/EHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPAKEHHS
207. | TIAPA TPIO® | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a He UA/15070/01/01
N/1iBKOBOIO "®apmaue "®dapmavueBTUYHa | TNy - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | niossi2ae
060/10HKOI0, M0 5 BTUYHA thipma "dapHnus” thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTumLi
mr/12,5 mr/160 wmr; hipma NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
no 7 TabneTtok y "NapHuus” IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
KOHTYpHIlA perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3nekn
YapyHKOBIW nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
ynakoBLi; No 2 Ta no 3acToCyBaHHS Nikapcbkoro 3acoby B
4 KOHTYPHI nicnsipeecTpauiiinii nepiog, abo sik pesynbtart
YapyHKOBI YNakoBKM OLliHKM 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
B nauyj; no 14 00 nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
TabneTok y Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXEHVM
KOHTYPHIi opraHoMm) - 3mMiHW BHECEHO B IHCTPYKLiit0 AN
YapyHKOBIl MeJMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby [0
ynakosLi; no 1, no 2 po3ainy "Mepeno3yBaHHA" BiANOBIAHO 4O OHOBMEHO!
a60 6 KOHTYPHMX iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS AjiloyOol
YapyHKOBUX peyoBUHM 3rigHO 3 pekomeHgauieto PRAC. TepMiH
yNakoBOK B navui BBEJEHHS 3MiH NpoTAroM 6 micAuis nicas
3aTBEPKEHHS
208. | TON30/N niodbinizat ana Acnipo IHais Acnipo ®apma IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHN 3a - UA/18545/01/01
PO34UHY ANs iH'eKUl dapma Nimiten | TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
no 40 Mr y chnakoHi; Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu o
no 10 donakoHiB y y3ara/ibHeH!X AaHux npo cuctemy dapmakoHarnsgy
KOpOO6Li (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiIMiHHA Bif YNOBHOBaXEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOW 3asiBHUKA, BiANoBigabHOI 3a
hapmakoHarnag B YkpaiHi. [itova pegakuis:
Hypies EngaHiz Animosuny. MNponoHoBaHa pegakuis:
Tonokesuny Bonogymup HOpiiioBry. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YKpaiHi.
209. | TPAVKOP® TabneTku, BKpUTI A6GOTT HimeyuunH Brpo6HMLUTBO in Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/7921/01/01
145 MI NiBKOBOIO Na6opaTto a bulk: Ipnanacbki ®paHuisa | TNy - 3miHK 3 AKkocTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
0060/10HKOI0, MO 145 pi3 TM6X NabopaTopii 3MiHM Yy BUPOOHMUTBI. 3MiHM BUNpobyBaHb abo
Mr; no 10 Tabnetok PypHbE JlimiTes, [OMYyCTUMMUX MEX, BCTAHOBMIEHNX Y crieundikaulisx,
y 6nicTepi; no 2 abo Ipnangis; nig, Yac BUPOGHULITBA rOTOBOMO NiKapCbKOro 3acoby

3 6nictepu y

[MakyBaHHsH,

(iHWi 3miHM). 3aMiHa aHai3aTopa BOIOTOCTi, SKUIA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi BMMYCK Ta BMKOPVICTOBYETLCA 415 aHani3y BTpar nig yac
KOHTPO/b cepiit: CyLLiHHS B NpoLeci BUpo6HuLTBa TPANKOP® 145
AcTpea POHTEH, Mr, TabneTkn, Ha BUPOGHUYI ainbHuLi M3 Fournier
PpaHLis Laboratories Ireland Limited, Ireland. 3aTBepgxeHo
AHanizartop sonorocti- HR73/HR83.
3anponoHoBaHo AHani3aTop BosiorocTi-HX204 (B
p.3.2.P.3.4 Mogenb aHaslisaTopa He BKa3yeTbCs)
210. | TPAMALON- Kancynu no 50 mr, TosapucT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7148/02/01
3H no 10 kancyny BO 3 06MEeXEHO | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NikapCbKMii 3aci6. peyernmom
6nicTepi; no 1, 2 abo | obmexeHo BiANOBIAANbHICTIO 3MiHU y BUpO6HMUTBI. 3MiHa po3mipy cepil
3 6nictepn y 10 "XapkiBCcbke (BK/TtOYaKOUM diana3oH po3mipy cepii) roToBoro
KOpo6L,i 3 KapTOHY BignoBiga hapmaueBTnyHe nikapcbKkoro 3acoby (3MeHweHHs go 10 pasis) -
NBHICTIO niagnpMeEMCTBO BBE/lEHHS A0AaTKOBOro po3mipy cepii 13 15,300 kr
«dapmaue "3p0poB's (5,100 T1c. yn.-Ne10(10x1), 2,550 Tuc.yn. Ne20
BTUYHA Hapoay" (10x2), 1,700 Tuc. yn Ne30(10x3).
KOMnaHis
«300poB’A
»
211. | TPEHAKCA TabneTku, BKpUTI Makneogc IHAjA Makneogc IHAjia BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/10181/01/01
250 060/10HKO10, Mo 250 dapmacb dapmacboTukanc | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
Mr o 6 TabneToK y HoTMKanc Nimiteq KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
CTpwvni; No 2 cTpunu Nimiten napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
B KapTOHHIi Kopo6Lyi roTOBOro Nikapcbkoro 3acoby (iHLi 3MiH1) BHeceHHs
3MiH B cneuudikaLito Woa0 nepioguyHocCTi
MikpobionoriyHoro koHTponto 13, a came: 3miHa
PYTVHHOCTI NpoBefieHHs aHanisy MBY (*AHani3
NPOBOAMTLCS Ha MEPLUNX TPbOX CEPIAX Ta Ha KOXHIi
[ecsTiil HaCTynHil cepii, ane He pigwe Hix Ha 1
cepii B pik) BBeeHHS 3MiH NpoTAroM 6-Tu micsAuiB
nicns 3aTBepAKEHHS.
212. | TPEHAKCA TabneTku, BKpUTI Makneogc IHais Makneopc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a - UA/10181/01/02
500 060/10HKO0, No 500 dapmach PapmacboTrKanc | TNy - 3MiHK 3 AKkocTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
Mr o 6 TabneToK y HoTMKanC Nimiteq KOHTPO/1b FOTOBOrO MiKapCcbKoro 3acoby. 3miHa
CTpwvni; No 2 cTpunu Nimiten napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
B KAPTOHHIlA KOpOGL rOTOBOrO /iKapcbkoro 3acoby (iHLi 3MiHM) BHeceHHs
3MiH B crneuymaikaL,ilo Woao0 nepiognyHoCTi
Mikpob6ionoriyHoro koHTponto 13, a came: 3miHa
PYTUHHOCTI NpoBefeHHs aHanisy MbY (*AHani3
NPOBOAMTLCA HA NEepPLUNX TPbOX CEpisiX Ta Ha KOXHIl
[ecsTiil HacTynHil cepii, ane He pigwe Hix Ha 1
cepii B pik) BBeeHHA 3MiH NPOTAroM 6-Tu MicsL,iB
nicNs 3aTBepPKEHHS.
213. | TPIYMEK™ TabneTku, BKpUTI BiiB Benvka Bupo6HuK Benuvka BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a - UA/14812/01/01
N1iBKOBOIO Xenckep BpuTtaHis Hepo3hacosaHoro BpuTtaHis/ | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom
obonoHkoto, no 50 FOK npoaykTty: 'nakco Icnanis/ HalilMeHyBaHHA Ta/abo agpecu MicLs NPOBaIKEHHS
Mr/600 mr/300 mr; no Nimiten OnepeiiwHc HOK MonbLa LisNbHOCTI BUPOGHMKa (BKIOYarouu, 3a

30 Tabnetok y
donakoHi; no 1

NimiTen, Benvka
BpuTaHis;

HeoOXiAHOCTI, MicLie NPOBEeLEHHS KOHTPOJIHO AKOCTI),
abo BnacHvka MacTtep-chaina Ha A®l, abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
chnakoHy B MepBrHHaA Ta noctavanbHuka A®l/BuxigHoro

KapTOHHilA KopooLi

BTOPUHHA
ynakoBka, [,03BiN
Ha BUMYCK Cepii:
nakco Bennkom

C.A., IcnaHis;
Bupo6Huk
Hepo3acoBaHoro
NPOAYKTY,
KOHTPO/1b AKOCTI,
nepBuHHa Ta
BTOPUHHA
ynakoBka, f,03Bin
Ha BUMYCK cepii:
nakcoCmiTKNsiiH

PapmacboThKan3

C.A,, MonbLa

mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI API (KLLLO
3a3HayeHo y [0CbE Ha fikapcbKuii 3acib) 3a
BiJCYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepxeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOI PEYOBUHM
(SIKLLO 3a3HAYEHO Y 1OCbE). 3MiHa HaliMeHyBaHHs
BMpo6HMKa AP| Micron Technologies, Inc., Benuka
BpuTaHis Ha Catalent Micron Technologies Limited,
Benuka BputaHisi, 3aTBepAXeHoro ans
BMPOGHMLTBA MIKPOHI30BaHOro fofyTerpasipy
3aTBEpMAXEHUM MeToAoM BMpobHuuTBa (Route B),
6e3 3MiHN MicLA BUpO6GHULTBA. 3MiHK | Tuny -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/OUakoUM, 3a HEOBXIAHOCTI, MicLe
NpoBeAEHHS KOHTPO/O AKOCTI), ab0 BNacHUka
MacTep-aiina Ha A®l, abo nocTavanbHMKa
Adl/BMxigHOro MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HaYeHO Y AOChE Ha ikapCcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepxeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOI PEYOBUHM
(SIKLLO 3a3HAYEHO Y 1OCbE). 3MiHa HaliMeHyBaHHs
BMPOGHMYOI AinbHULi Shionogi Pharma Chemicals
Co., Ltd., AnoHia Ha Shionogi Pharma Co., Ltd.,
ANoHisA, 3a1y4eHol y BUPOBGHULTBI Ta KOHTPO
AKOCTI HEMIKPOHI30BaHOTO A0/yTerpasipy HaTpito, a
TakoX BMPOGHWLTBI, KOHTPOJTi IKOCTi Ta BUMYCKY
cepiii MiKpOHi30BaHOro foNyTerpasipy Hatpito,
BMPOGIEHVX LLMSXOM 3aTBEPKEHOrO METOAY
cuHTesy (Route B), 6e3 3miHu Micusa BUpOGHMLTBA.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHUL ANs
A®I, NPOMiXXHOro NpPoAyKTy abo rotToBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHYKa, BifNOBIAa/IbHOTO 3@ BUMYCK
cepiii, MmicLe NPoBeAEHHSI KOHTPOSIO cepii) abo
nocravasibH1Ka BUXifHOro martepiasny, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLIO 3a3HAYEHO Y [0CHE).
BunyyeHHss BUPOOGHWYOT Ai/TbHUL, BiANOBIAAIBHOI 3a
KOHTPO/1b AKOCTi BUPOOHMLTBA HEMIKPOHI30BaHOTO
ponyterpasipy Hatpito (Ctagia 5) Shionogi Analysis
Center Co., Ltd., AnoHia Ta Shionogi & Co., Ltd.,
SANOHis, BUPOGHUK, LLLO 3a/IMLLMBCS BUKOHYE Ti X caMmi
PYHKL,T L0 | BUTYYEHI.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3MiHn | TUny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO.
3MiHa BUpo6BHMKa BMXiAHOrO/NPOMIXXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
BMpPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKaA
(BKtOYatoum, ae HeobXiAHO, MicLe NPoBeAEeHHSs
KOHTponto skocTi) APl (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpAKEHOMY [0CLE)(3MiHM [0 3aX04iB,
noe'a3aHnx 3 KoOHTponem A®l, abo AoaasaHHA
AiNbHUUI, fe NPOBOANTHLCSA KOHTPO/Ib/BUNPOBYBaHHS
cepii). JogaBaHHA BUPO6HYMKA, BignoBiganbHOro 3a
KOHTPONb AKocTi ADI, BUpo61eHoro
a/IbTEPHATUBHUM HOBUM METOZAOM BUPOOHMLTBA
A®| nonyTterpasipy HaTpito (DTG, GSK 1349572) —
meTtogom C (Route C) Shanghai Desano Chemical
Pharmaceutical Co., Ltd., Kutaii. 3minum | Tuny -
3MiHM 3 skocTi. A®l. Bupo6HMLUTBO. 3MiHa
BVPOGHMKA BUXIAHOrO/MPOMIXXHOTO
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKaA
(Brntovatoun, ae HeobxigHoO, MicLe NPoBeAEeHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBepKEHOMY [0CLE)(HLWI 3MiHW). [lofaBaHHA
BMPOGHWKA, BiANOBigasibHOrO 3a ctagii 1-4
BMPOGHMYOro npoLecy AonyTterpasipy, BUPOGeHOro
a/lbTEPHATUBHUM HOBUM METOAOM BUPOOHMLTBA
A®| gonyterpasipy Hatpito (DTG, GSK 1349572) —
meTtogom C (Route C) Shanghai Desano Chemical
Pharmaceutical Co., Ltd., Kutaii. 3miHun | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
MeToAax BunpobysaHHA A®| abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW Y 3aTBEpPXEeHNX MeTofax
BUNPOBYyBaHHSA). BHECEHHS HE3HAYHOT 3MiHW [0
aHasTITMYHOTO MeToAY 415 BUSHAYEHHS BMICTY
HaTpIlo LUISIXOM aTOMHO-EMICIHOT cnekTpoMeTpil
npu aHanisi A®l, a came — BBEJEHHA NOXMNOKM
40,001 nm 4718 JOBXMHM XBUAI iTPil0 3 METOHD
yHidpikauii meTtogis Ana Route B Ta Route C. 3MiHu |
™My - 3MiHK 3 akocTi. A®|. CTabinbHICTb. 3MiHa
nepiofy NoOBTOpPHMX BMNPOGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BIICYTHOCTI y 3aTBEPAXXEHOMY [JOCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, wo
BK/IIOYAE Mepiog, NOBTOPHOroO BUNPOGYBaHHS)
(nepiof NoBTOPHOrO BUNpPobyBaHHA/Nepios
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
36epiraHHs) - 36iNbLUEHHS abo BBEAEHHS nepiogy
NOBTOPHOTrO BMUNpobyBaHHA/Nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB JOCAIAKEHb Y PeasIbHOMY Yaci.
36inbLUEeHHS Nepiogy NOBTOPHOrO aHaslisy Ad|
ponyterpasipy HaTpito 3 24 micAuis Ao 60 Micauis.
3Minn Il Tuny - 3MiHK 3 akocTi. A®L. BupobHuuTBO.
3MiHu B npoLieci BUpo6HMUTBa AD| (3HaYHa 3MiHa Y
npoveci Bupo6HuuTBa A®I, 10 MOXE MaTy iCTOTHWIA
BM/IMB Ha AKICTb, 6e3neky abo ethekTUBHICTb
nikapcbKoro 3acoby). [JlogaBaHHSA anlbTepHATUBHOIO
npoLiecy BUPOGHULTBA Ait040i PeHOBUHM
JonyTerpasipy HaTpilo LWSAXOM CUHTe3y meTogom C
(Route C) no Bxe 3aTBEpmkeHoro metoay B (Route
B). MeToa C mMa€e HM3Ky nepe.ar y nnaHi CTiliKoCTi,
TEXHONOTIYHOCTI, eDEKTUBHOCTI Ta CKOPOYEHHS
BiAXxofiB, a camMe — BigMOBa Bif, OKNC/TEHHS
nepiiogaTy HaTpito; BiAMOBA Bif KaTanisy BaXKUMu
MeTaniamu; BiAMOBA Bif} BUKOPUCTaHHSA YafHOro
rasy; BigMOBa Bif CTEXIOMETPUYHOTO 6POMYBaHHS;
NigBULLEHHS BUXOAY NPOAYKTY.
214. | YMKANIOP® PO34MH OpasbHUI [loiue HimeuunH Brpo6HMuTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN 6e3 - UA/6691/01/01
no 20 mn a6o no 50 Xomeonari a npoaykuii in bulk, | TMNy - 3MiHK 3 AkocTi. CepTudikart peyenma
My cpriakoHi; no 1 -YHioH nepBrHHa Ta BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
chnakoHy B OXY- BTOPVHHA €Bponeiicbki hapmakonei/moHorpadii. 3miHu,
KapTOHHIA KopoobLi ApuHaimit yrakoBKa, noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
Tenb KOHTPO/b AKOCTI BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
v6X & Ta BUNyCK cepiit: €sponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
Ko. KI' [Op. Binbmap thapmakonei gepxasu EC (3miHa y cneyudikauisix,
LLisa6e Mv6X i Ko. nos'szaHa 3i 3miHamu B 1dY, abo €Bponeiichkili
KI, HimeuunHa; thapmakonei, abo iHLWii HauioHanbHIl hapmakonei
MepBuHHa Ta Aepxasn €C) NpuBeeHHS BU3HAYEHHA BaOXKKUX
BTOPVHHA MeTaniB y BUXiAHIN POCNVHHIN cMpoBuHi «Roots of
ynakoska: [p. pelargonium sidoides» y BignoBigHICTb A0 BUMOr €E®
Binbmap LLBabe 2.4.27 «Heavy metals in herbal drugs and herbal
vm6X i Ko. K, drug preparations» 3 BUKOPUCTaHHAM MeTofy 2.2.58.
Himeuunna «Mac-cnekTpomMeTpis 3 iHAYKTUBHO 3B’A3aHOI0
nnasmoto (I13M-MC)».
215. | YHAEBIT apaxe no 50 gpaxe AT Ykpaina AT “BITAMIHA" YkpaiHa BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MaTepiasiB: 3MiHN 6e3 - UA/5605/01/01
B KOHTeliHepi; no 1 “BITAMIH | TMnNy - 3MiHK 3 skocTi. CepTudikat peyenma
KOHTEliHepy B naui n’ BignosigHocTI/TE-cepTudpikar signosigHocCTi

3 KapToHy; no 50
[Apaxe B KOHTelHepi

€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cepTudiikaT Bif y)Xe 3aTBEpXEHOro BUPOOHNMKa.
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2013-010 -
Rev 01 (3atBepmxeHo: R1-CEP 2013-010 - Rev 00)
Ans fivyoi peyoBrHY PrbodhnasiHy (BiTamiH B2) Big,
BXe 3aTBepKeHOro BUpobHuka Hubei Guangji
Pharmaceutical Co., LTD, Kutaii.
216. | ®ACTYM® renb 2,5 %; no 20, A. ITania A. MeHapiHi ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/10841/01/01
FENb abo 30T, a6o50r, MEHAPIHI MaHyhakTypiHr | Tuny - 3MiHK 3 AKoCTi. FOTOBMI NikapcbKnii 3aci6. peyenmom | nidsis2ae
a6o 100 r y Ty6i; no IHoycTpie NoricTikc eHa Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
1 Ty6i B KAPTOHHiIlA Papmauey Cepsicec C.p.J1. pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
Kopoobui Tnye (BTyYEHHSI yNakoBKy NEBHOrO po3Mipy) -
PiyHiTe BunyuyeHHs 3 06iry KOHTeiHepY 3 MexaHi4YHUM
C.p.. [03aTOpOM Ta ioro 3apeecTpoBaHuii po3mip
ynakoBku 100 r. 3MiH/ BHECEHO A0 iHCTPYKLi A1
MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby Ao
po3ginis "YnakoBka" Ta "Cnoci6 3acTocyBaHHs Ta
[031" WoA0 BUTYYEHHS 3 YNakoBKN KOHTeHepa 3
MeXaHi4HUM [,03aTOPOoM, L0 MiCTUTb 100r rento, AK
HacnigokK BiANOBIAHI 3MiHW B TEKCTI MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeefeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!
217. | ®ACTYM® renb 2,5 %; no 20, A. ITania A. MeHapiHi ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/10841/01/01
r'ENb a6o 30r,a6o 50T, MEHAPIHI MaHydhakTypiHr | TMnNy - 3MiHK Woa0 6e3nekn/edeKTNBHOCTI Ta peyenmom nionsieae
a6o 100 r y Ty6i; no IHaycTpie J1oricTiKC eHp, hapmakoHarnsgy (iHwi 3miHun) - 3MiHW BHECEHO A0
1 Ty6i B KAPTOHHiIlA dapmauey Cepsicec C.p.J1. IHCTPYKUIT AN MeAUYHOro 3aCTOCYBaHHS
Kopobui Tnye niKapcbKoro 3acoby Ao posainis "Cknaa” nigposain
PiyHiTe "[ONOMiXHI peqoBuHK", "TpoTMUNOKasaHHA",
C.p.J. "Oco611BOCTi 3acTOCyBaHHA" BiANOBIAHO A0

OHOB/IEHOI iHhopMaLii LWoAo 6e3nekn JONOMIKHMX
PeyYoBMH HeposieBUiA apoMaTmn3aTop i
NaBaHAMHOBMWIA apomaTu3aTtop, BignoBiAHI 3MiHK
BHECEHO 10 TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3aco6y. 3MiHa BHOCUTLCS BiAMoBIigHO
8o Jopatky fo HactaHosu €Bponiickkoi Komiciit
"[lONOMiXHI PEYOBVHW B MapKyBaHHI Ta iHCTPYKUiT f0
Nikapcbkyx 3acobiB 4519 NIOACHKOr0 BUKOPUCTaHHA",
Yy 3B'SI3Ky 3aCTEPEXEHHS1 CTOCOBHO aslepreHis, Lo
BXOAATb A0 ckiagy JOMOMDKHUX PEYOBUH:
HepolieBWA apoMaTn3aTop i NaBaHLUHOBWIA
apomarusarop, ToMy faHi anepreHu 6ynm
BiJo6paxeHi y po3aini "AonomixHi peyoBnHM" MKA
N3. TepMiH BBEAEHHS 3MiH - NPOTArOM 6 MicALiB
nicnsa 3aTBepKeHHs; 3MiHu | Tuny - 3MiHKU LWoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - 3MiHVW BHECEHO [0 IHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby A0

po3ainy "OcobaMBOCTi 3acTOCcyBaHHSA" BigNOBIAHO A0




136

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJIEHOI iHthopMaLii LWoAo 6e3nekn JoNOMKHOT
peyoBVHM eTaHo/. TepMiH BBELEHHS 3MiH -
npoTArom 6 micsuiB nicns 3aTBepipKeHHs; 3MiHu |
TMny - 3MiHK Woao 6e3nekn/etekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynspHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnigxerb (PIP) (iHLwi
3MiHW) - 3MiHVU BHECEHO [0 IHCTPYKUIT ANns
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3giny "3acTtocyBaHHs y nepiog, BariTHOCTi abo
rofyBaHHs rpyaat” BignoBigHO A0 OHOB/EHO!
iHhopmalii Wwoao 6e3neku Aitoyoi pevyoBuHU. TepMiH
BBE/IEHHS 3MiH - MPOTArom 6 micAuis nicns
3aTBEPAKEHHS

218.

DEBYMAKC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI no 120
Mr, no 14 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHI ynakosL,i

Makneogc
dapmachb
toTuKasnc

Nimiteq

IHais

Makneogc
dapmacboTrKanc
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y
MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLLeci BUpo6HMLUTBa AD|
(iHWi 3miHM y MeTofax BUNPOGYBaHHS (BK/IOUaoun
3amiHy abo fonoBHeHHs) APl abo
BMWXifHOro/MpoMKHOro NpoaykTy). BeBeaeHHs
anibTepHaTnBHoro metogy ATR-FTIR B 14-meTog
iaeHTUdiKauii 41 Kpaworo KOHTPoso sKocTi API.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS.

3a
peyerimom

UA/19034/01/02

219.

DEBYMAKC

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKOI No 80
Mr, no 14 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHI ynakosL,i

Makneogc
dapmacb
toTuKasnc

Nimiteq

IHais

Makneogc
dapmacboTrKanc
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| Tuny - 3miHn 3 AakocTi. APL. KoHTposnb A®L. 3miHa y
MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npoMiKHOTo NPoAayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HMLUTBa ADI
(iHWi 3miHM y MeTofax BMNPO6YyBaHHS (BKIOUaOUU
3amiHy abo gonoBHeHHs1) Ad| abo
BUXIAHOrO/NPOMIXHOTO NPOAYKTY). BBEeAeHHs
anibTepHaTnBHoro metogy ATR-FTIR B 14-meTog
iaeHTudiKauii 41 Kpaworo KOHTposto sKocTi API.
BBefeHHs 3MiH NpoTAroM 6-tu micauis nicns
3aTBEPKEHHS.

3a
peyerimom

UA/19034/01/01

220.

®NNABAMEL
® MAKC
TABNETKA
wmnyuli

TabneTky WwWunyyi no
60 mr; no 10
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHIl

BEP/IH-
XEMI Al

HimeuunH
a

BepniH-Xemi AT,
HimeuuunHa
(BUPOGHUK, L0
BMKOHYE BMMNYCK

HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasia: 3MiHK
I Tuny - 3miHn 3 akocTi. APl KoHTposib AP (iHLwi
3MiHM) 3MiHa CTOCYETLCA OHOB/IEHHS A@HUX Y
moayni 3.2.S.4.4 «AHani3 cepili» [ito4oi pevyoBuHN

6e3
peyenma

UA/3591/03/01
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

221.

DOPCAHEK®

Kopobui

cepii); Fepmec
dapma 'M6X,
Himeuunna
(BMPOGHWK, IO
BWKOHY€E

BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b AKOCTI)

(ambpokcony rigpoxnopug, Shilpa Pharma
Lifesciences Limited). 3amiHa faHux aHanisy cepii,
2 cepiii ambpoKcony rigpoxnopuay, BUroTOB/IEHOTO

komnaHieto Shilpa Pharma Lifesciences Limited
(konuwHa Shilpa Medicare Limited) 3 2009 poky Ha
[aHi aHaniy 3 cepiii Big 2018 Ta 2022 pokis, 3
MeTO NiATPUMAaHHA AOKyMeHTaLii B akTyaslbHOMY
CTaHi. SAKICTb Ait40i pevyoBMHN 3aNULIAETLCA
He3MmiHHoto (Ph. Eur. sikicTb). 3minu | Tuny - 3miHu 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ansa
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
MoAaHHA OHOBIEHOTO cepTudikaTta BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2004-201 -
Rev 05 (R1-CEP 2004-201 - Rev 04) ans gitoyoi
peyoBMHM aMbpOKCONy riapoxopuay Bif BXxe
3aTBepmxeHoro BupobHuka Shilpa Medicare Limited,
AKWIA 3MiHMB Ha3By Ha Shilpa Pharma Lifesciences
Limited.

nocsi0OYeHHs

222,

DOPCAHEK®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, N0 60
Mr, No 7 TabneTok y
6nictepi, no 1 abo
no 4 6nictepny
KapTOHHIA ynakoBsL,i

TOB
«TNEOPA
PM NTO»

YKpaiHa

KYCYM
XENTXKEP MBT
nTL

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MmaTepiasis: 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHs roToBOr0 NiKapCcbKoro 3acoby

(36iNbLLEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11s ToproBoi ynakoBKu
(nigTBEPAKYETLCA AaHMMU peasibHOro vacy).

36inblUeHHA TepMiHy npuaaTHocTi /13,y 3B'A3ky 3

OTPUMaHHSAM OHOB/IEHUX AaHWX 3i CTabinbHOCTI
nigTBEPMKEHNX AaHUMUN peasibHOro vacy. fiova
pegakuis: TEPMIH NMPUOATHOCTI 2 poku.

MponoHosaHa pepakuis: TEPMIH MPUOATHOCTI 3

pOKM. 3MiHM BHECeHi B po3ain "TepMiH npugaTtHocTi"

B iIHCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS

NiKapcbKoro 3acoby. BeBeAeHHs1 3MiH NpoTAroM 6-tu

MicsILiB Micnsi 3aTBEpPAKEHHS.

3a
peyenmom

He
nionsiecae

UA/18626/01/01

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH0, M0 90
Mr; No 7 TabneTok y

6nictepi, no 1 abo

TOB
«FNEOPA
PM NTA»

YKpaiHa

KYCYM
XEMTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MmaTepiasiB: 3MiHN
| Tuny - 3MiHK 3 AKOCTI. FOTOBMIA NikapcbKnii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOrO NikapCbKoro 3acoby

(36iNblUEHHS TEPMiHY NPUAATHOCTI TOTOBOIO

3a
peyenmom

He
nidnsieae

UA/18626/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 4 6nictepu y nikapcbkoro 3acoby) - 4151 TOproBoi ynakoBku
KapTOHHIA ynakoBL,i (nigTBEPOXYETHCA AAHUMW PEASTLHOTO Yacy).
36inbLIeHHs TepMiHy npuaaTHocTi 13, y 3B'A3ky 3
OTPVIMAHHSIM OHOBJ/IEHVX AaHUX 3i CTabiNbHOCTI
niaTBEPMKEHNX AaHUMKN peasibHoro yacy. fiova
pepakuis: TEPMIH MPUAATHOCTI 2 pokw.
MponoHoBaHa pepakuis: TEPMIH MPUOATHOCTI 3
poku. 3MiHV BHeCeHi B po3ain "TepMiH npuaaTHOCTI"
B IHCTPYKL,ilO 419 MeANYHOro 3acTocyBaHHs
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepAXEHHS.
223. | ®OPCAHEK® | Tabnetku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHN 3a He UA/18626/01/03
N/1iBKOBOIO «TNEAPA XENTXKEP MBT | Tuny - 3miHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. peyenmom | niosisi2ae
060/10HKO10, N0 120 PM NTAO» nTa CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
Mr; Mo 7 TabneTok y yMoBax 36epiraHHsi rOTOBOrO /1ikapCbKOro 3acoby
6nicTepi, no 1 abo (36inblUEHHS TEpMiHY NpUAATHOCTI FOTOBOrO
no 4 6nictepu y nNiKapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
KapTOHHI/ ynakosL,i (nigTBEPAXYETLCA AaHUMW peasibHOro vacy).
36inbLIeHHs TepMiHy npuaaTHocTi /13, y 3B'A3ky 3
OTPVMMaHHAM OHOBJIEHUX AaHuX 3i CTabiNbHOCTI
nigTBEPMKEHNX AaHUMK peasibHOro yacy. fitoua
pepakuis: TEPMIH NPUAATHOCTI 2 pokw.
MponoHoBaHa pepakuisa: TEPMIH MPUOATHOCTI 3
pOKK. 3MiHM BHeCeHi B po3ain "TepMiH npugaTtHocTi"
B IHCTPYKL,iI0 415 MeANYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby. BeBeeHHs1 3MiH NpoTAroM 6-tu
MiCALIB MiCNs 3aTBEPKEHHS.
224. | ®OPCAHEK® | Tabnetku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/18626/01/01
nNiBKOBOO «NMEAPA XENTXKEP MNBT | TMny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | niosis2ae
060/10HKO0, N0 60 PM NTO» nTa thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi

Mr, No 7 TabneTok y
6nictepi, no 1 abo
no 4 6nictepny
KapTOHHIA ynakoBL,i

nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT 419 MeAUUYHOro 3acTOCyBaHHs
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nnikapcbkmx
3ac06iB Nicna BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHWI1 npenapaT (3MiHa He NnoTpebye
HaZjaHHS XOAHWX HOBUX [OAATKOBUX AaHUX). SMiHW
BHeCeHi [10 iHCTPYKLIT 4719 MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ginu: "®apmMakonorivHi
BnactmsocTi", "Moka3aHHA" (pefaryBaHHs),
"MpoTnnokasaHHaA", "B3aemogis 3 iHWMun
nikapcbkrMK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaa”,
"3[aTHICTb BNAMBATMW Ha LWUBUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3u",
"Oitn" (pegarysaHHs), "MepenosyBaHHsa", "MoGIYHI
peakuii" 3rigHo 3 iHhopMaLier W00 MeaNYHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3acTocyBaHHS pedpepeHTHOro JlikapCbKoro 3acoby

(APKOKCIA®, TabneTkun, BKpUTI N/1IBKOBOHD
06010HKOt0, N0 60 Mr a6o 90 Mr a6o 120 mr).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns

3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0

6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL, NlikapCbkoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 415 MeguyHoro
3aCcTOCyBaHHS Ha MiacTasi perynsipHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,
abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbKoro 3aco6y B nicnspeecTpaLiiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNISKEHb,
npoBeAeHnX BiANoBIAHO A0 NnaHy neaiatpuyHmnx
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3

KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHV BHeCeHi [0 IHCTPYKLii NS MeguyHoro

3aCcTOCyBaHHA NikapcbKoro 3acoby y po3ain

"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaato” BianosiAHO A0 OHOBEHOI iHGhopMaLii 3
6e3nekun fjtoyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
6-Tv MicALiB NicnsA 3aTBepAKEHHS. 3MiHN | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnsgy. BHeceHHss abo 3miHa(M) 8o
3000B'A3aHb Ta YMOB BuJaui peecTpauiiHoro

nocBiAgYeHHs, BKoYatoun MnaH ynpasiHHA

pu3nKamMm (3aCTOCYBaHHS TEKCTY, SKUIA NOrOKEeHWA
3 KOMMETEHTHVM OpraHom). 3asiBHNKOM HagaHo
OHOBJ/IEHWIA MnaH ynpaBniHHS pu3nkamu Bepcis 2.0.
3MiHWN BHECEHO [0 YaCTUH:
| «3aranbHa iHdopmauis» Il «Crneumndikanisa 3
6e3nekun» Il «MnaH 3 hapmakoHarnagy» IV «MnaHu
040 nicnsipeecTpauiiHnx focniaxeHb
ehekTMBHOCTI» V «3axoau 3 MiHimi3av,i pusukis» VI
«Pe3tome nnaHy ynpasniHHA pusukamun» VI
«[lopatkm» (gopatkv 1-8) y 38’A3Ky 3 OHOB/IEHHAM
iHchopmawuii 3 6e3nekn Ajto40i peyoBUHM
eTOpUKOKCMO BifNOBAHO A0 aKTyaslbHOT
pedhepeHTHOT iHdhopmaLlii, a Takox Yy 3B'A3KY i3
3MmiHOW dhopmaTy BignosigHoO Ao BMor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpaeniHHA pu3nkamu Bepcia 2.0 foaaeTbes.
3MmiHu | TMNY - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu).
3MiHU BHECEHI A0 iIHCTPYKLIi 418 MegnyHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain “MobiyHi
peakujii" LoA0 3BiTyBaHHS NP0 NOGIYHI peakuil.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS.

225. | ®OPCAHEK® | Tabnetku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a He UA/18626/01/02

N1iBKOBOIO «TNEOPA XENTXKEP MBT | Tvny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nidsis2ae

obonoHkoto, no 90 PM NTA» nTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi

MrF; MO 7 TabNeTok y
6nictepi, no 1 abo
no 4 6nictepu y
KapTOHHIiA ynakoBL,i

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLii 4159 MeAUUYHOro 3acToCyBaHHS
reHepnyYHNX/ribpuaHNx/6ionodibHNX Nikapcbkmx
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3miHa He NoTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHeCeHi 10 IHCTPYKLUIi 418 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginn: "®apmMakosiorivHi
BnactmsocTi", "Moka3aHHA" (pefaryBaHHs),
"MpoTmnokasaHHA", "B3aemogis 3 iHWMun

nikapcbkrMmn 3acobamu Ta iHWi BUagmn B3aemogini',
"Oco61MBOCTI 3acToCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNANBATY Ha LWUBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMoOpPTOM abo iHWMMHK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"[itn" (pegarysaHHs), "MepenosysaHHs", "MNo6ivHi
peakuii” 3rigHo 3 iHhopMaLi€to Woa0 MeauyHoro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(APKOKCIA®, TabneTkun, BKpUTI N1IBKOBOIO
060n0Hkoto, no 60 mMr abo 90 mMr a6o 120 mr).
BBefeHHs1 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPMKEHHS. 3MiHKM | Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeanyHoro
3aCcTOCyBaHHSA Ha nigcrasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
a60 JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ybTar OUiHKN 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BiANOBIAHO A0 NNaHy negiaTpuyuHmX
pocnipxeHsb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OPraHom).
3MiHU BHECEHI A0 iHCTPYKLii 415 MegnyHoro
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3gin
"3acTocyBaHHSA y nepiof BariTHOCTi abo royBaHHs
rpyaato” BianoBiAHO A0 OHOBEHOI iHGhopMaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTAroMm
6-Tn micAUiB Nicns 3aTBepKEeHHA. 3MiHM | Tvny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
30060B'A3aHb Ta YMOB BMAa4i peectpaLiiHoro
noceifyeHHs, BkNoYaouy MnaH ynpasniHHA
pu3nKamMm (3aCTOCYBaHHS TEKCTY, SKUIA MOTOKEHW
3 KOMMETEHTHM OpraHom). 3asBHNKOM HagaHo
OHOB/EHWIA MnaH ynpasniHHs pu3nkamu Bepcis 2.0.
3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHhopmauis» Il «Cneumndikauis 3
6e3nekn» Il «MnaH 3 dhapmakoHarnagy» 1V «Mnaxn
040 nicnspeecTpauiiHnx focnigKeHb
edekTMBHOCTI» V «3axoau 3 MiHimisauii pusukis» VI
«Pestome nnaHy ynpasniHHa pusnkamu» VI
«[lopatkn» (gopatkv 1-8) y 38’3y 3 OHOB/IEHHSAM
iHchopMmawii 3 6e3nekn Ajty0i pevyoBUHM
€TOPUKOKCMO BiANOBAHO A0 aKTyasbHOI
pedhepeHTHOT iHdhopMmaLlii, a TakoxX Yy 3B'A3KY i3
3MiHO0 hopMaTy BiANoOBiAHO A0 BUMOr Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3iome
MnaHy ynpasniHHA pu3nkamu Bepcia 2.0 fofaeTbes.
3MiHu | TMNY - 3MiHKU Woa0 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn).
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby y po3ain “rMobivHi
peakuii" LWoAo 3BiTyBaHHA NPO NOGIYHI peakuii.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS.

226.

DOPCAHEK®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, N0 120
Mr; Mo 7 TabneTok y
6nicTepi, no 1 abo
no 4 6nictepu y
KapTOHHI/ ynakosL,i

TOB
«FNEQPA
PM NTA»

Ykpaina

KYCYM
XENTXKEP MNBT
NTA, IHaia

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edekTVBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedepeHTHWI NpenapaT (3MiHa He noTpebye
HafaHHSA XOAHMX HOBMX AOAATKOBUX AaHKX). SMiHN
BHeECEHIi [0 IHCTPYKUIiT 4719 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: "dapMakooriyHi
BnactusocTi", "lMoka3aHHA" (pegaryBaHHs),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMun 3acobamu Ta iHWi Buamn B3aemMogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHiCTb BNIMBATY Ha LUBMAKICTb peakuil npu
KepyBaHHi aBTOTPaHCNopTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta fo3u",

3a
peyerimom

He
nionsieae

UA/18626/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
"[itn" (pegaryBaHHs), "MNepenosysaHHs", "INo6ivHi

peakuii" 3rigHo 3 iHhopMaLli€elo WoA0 MeANYHOro
3acTOCyBaHHSA pehepeHTHOro NikapcbKoro 3acoby
(APKOKCIA®, TabneTkun, BKpUTI N/1IBKOBOD
060n0Hkot0, No 60 mMr abo 90 Mr a6o 120 mr).
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i flikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHoro
3acTocyBaHHS Ha nigcrasi perynsapHo
OHOBJIIOBAHOrO 3BiTY 3 6e3NeKun NiKapcbKoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 fK pe3ynbTar OLiHKM 3BITY 3 AOCNIMKEHD,
NpoBeAeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnigpkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XEHNM OPraHoMm).
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyAAr0" BiANOBIAHO A0 OHOB/EHOT iHhopmaLi 3
6e3nekun Ajl4voi pevyoBrHN. BBeAeHHSA 3MiH NPOTSArom
6-Tv MicALiB nicnsA 3aTBepAKEHHSA. 3MiHK | Tuny -
3miHu Wwoao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BuJaudi peecTpauiiHoro
NOCBIAYEeHHS, BKItoYatoun MnaH ynpasiHHA
pr3nkamm (3aCTOCyBaHHA TEKCTY, AKUIA NOromKeHui
3 KOMMETEHTHUM OpraHom). 3asiBHUKOM HafilaHo
OHOB/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.0.
3MiHN BHECEHO [0 YaCTUH:
| «3aranbHa iHdhopmauis» Il «Cneumdpikayis 3
6e3nekn» Il «MnaH 3 dhapmakoHarnagy» IV «lMnaxn
LoA0 nicnsipeecTpauiiHnx focniaXeHb
ehekTMBHOCTI» V «3axoau 3 MiHimi3av,i pusukis» VI
«Pestome nnaHy ynpasniHHa pusmkamu» VI
«Jopatkn» (fopatku 1-8) y 3B’A3Ky 3 OHOB/IEHHAM
iHcbopMmaLii 3 6e3nekun 4ityoi pevyoBuHN
eTOPUKOKCMO BifNOBAHO A0 aKTyaslbHOT
pedepeHTHOI iHhopMaLil, a TakoX Yy 3B'A3KY i3
3MiHOI dhopmarTy BignosigHoO Ao BuMoOr Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpaBniHHA pusmkamu Bepcisa 2.0 gogaeTbes.

3MiHu | TMNY - 3MiHK Wwopao 6esnekn/edekTUBHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ta thapmakoHarnsagy (iHwi 3miHm).
3MiHV BHeCeHi [0 IHCTPYKLUIi N8 MeguyHOoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ain "MobiyHi
peakuii" LoA0 3BiTyBaHHA NPO NOGIYHI peakuil.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
227. | ®OCOPANIOr | renb opasibHUIA TOB YkpaiHa dapmaric ®paHuisa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu 6e3 - UA/4381/01/01
E/Nlb (12,38 r 20% «Onenna | TMnNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
rento/nakeT); no 20 r Xenckea hapmakoHarnsagy (iHwi 3miHun) - 3MiHM BHECEHO A0
rento y nakerti; no 20 YKpaiHa» TEKCTY MapKyBaHHS BTOPUHHOT YNakoBKN
Y KapTOHHIi nauui nikapcbkoro 3acoby y n. 17. «IHLWE». BBeaeHHs
3MiH NpPOTAroM 6-TW MicsLiB Nicns 3aTBEpPAKEHHS
228. | XABPUKC™ cycneHsis gns "nakcoCwmi Benuvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: 3MiHN 3a - UA/16497/01/02
1440 iH'ekuii 1440 O[, TKnsiiH BpuTaHis Bionoaxikan3 C.A. | Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
BAKLUMHA ELISA; no 1 mn (1 Ekcnopt Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
ansa [03a ANns [opoCnnX) Nimiteq napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
MPO®ITAKT y chnakoHi; no 1 NepBUHHOT YNakoBKM rOTOBOrO NikapCbKOro 3acoby
KN chnakoHy B (iHWi 3miHW) - Mepernag, kpuTepiiB NPUAHATHOCTI ANs
FEMNATUTY A | KapToOHHIii kopobui 3 CNiJIbHO ynakoBaHUX rosok i3 MapkyeaHHsam CE, a
MapKyBaHHSM camve: 1) BuaieHHsa BUNpobyBaHb, ki NPOBOASATLCA

YKpaiHCbKOH
MoBO0; Nno 1 mn (1
fo3a gns
Jopocnux)) B
ronepeAHLO
HarnoBHeHOMY
LINpUL Y KOMMNEKTI
3 T0/IKOt; Nno 1
LUMPULY B KAPTOHHIA
Kopobu,i 3
MapKyBaHHSM
YKpaiHCbKOH
MOBO0; no 1 mn (1
[l03a N5 JOPOC/INX)
y chnakoHi; no 1
chnakoHy B
KapTOHHIA Kopobui 3
MapKyBaHHSM
iHO3EMHVMMMN MOBamW
3i CTUKEpPOM
YKpaiHCbKOH
MOBO0; no 1 mn (1
[l03a N5 JOPOC/INX)
B nonepeaHL0
HarnoBHEHOMY
LUNPWLi Y KOMNNEKTI
3 T0/IKOt0; no 1
LUNPULLY B KAPTOHHIM

npu mapkyBaHHi CE, 2) 36epexeHHs BiANOBiAHNX
BMMPOOYBaHb, L0 3aCTOCOBYIOTLCA A0 ro/10K. 3MiHKN
CTOCYHTbCS BUPOOHMYOT AinbHUL Y Benbril
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Kopobui 3
MapKyBaHHAM
iHO3EMHVMMN MOBamW
3i CTMKepoMm
YKpPaiHCLKOH MOBOK

229.

XABPVIKC™
720
BAKLIMHA
ans
MNPO®INAKT
VKM
FENATUTY A

cycneHsia ans
iH'ekujin 720 O
ELISA; no 0,5 mn (1
[o3a ans giteil) y
chnakoHi; no 1
donakoHy B
KapTOHHI Kopo6Li 3
MapKyBaHHAM
YKpaiHCLKO
MoBoOt0; no 0,5 mn (1
[03a ons giteit) B
nonepegHL0
HaroBHEHOMY
LINpUL Y KOMMEKTI
3 T0/1KOt0; no 1
LUNPULLY B KAPTOHHIN
Kopobui 3
MapKyBaHHSAM
YKpaiHCbKO0
moBoto; no 0,5 mn (1
[03a ans piteit) y
donakoHi; no 1
chnakoHy B
KapTOHHI KopoobLi 3
MapKyBaHHSIM
iHO3eMH1MKU MoBamu
3i CTUKEpPOM
YKpaiHCbKOO
moBoto; no 0,5 mn (1
[03a ans piteit) B
nonepeAHbL0
HarnoBHEHOMY
LUINPUWLi Y KOMNNEKTI
3 rosikoto; no 1
LUNPULLY B KAPTOHHIl
Kopobui 3
MapKyBaHHSIM
iHO3eMH1MKU MoBamu
3i CTUKEpPOM
YKPaiHCLKOK MOBOIO

"nakcoCwmi
TKnsiiH
Excnopt
Nimiteq

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHK) - Mepernsg, KpUTepiiB NPUAHSATHOCTI ANs
CNiJIbHO yNakoBaHUX rosiok i3 MapkyBaHHsaMm CE, a
came: 1) BuganeHHs BunpobyBaHb, ki TPOBOASATHCSA
npu mapkyBaHHi CE, 2) 36epexeHHs BignoBigHux
BMNPOOGYBaHb, L0 3aCTOCOBYIOTLCS [0 rON10K. 3MiHN
CTOCYHOTbCS BUPOOHUYOT AinbHUL Y Benbril

3a
peyerimom

UA/16497/01/01

230.

LENECTOAE
PM-B®

ma3b 0,1 % no 151
a60 30 r B Ty6i; no 1
Ty6i B KAPTOHHIV

OpraHoH
CeHTtpan
lcT T'm6X

LBeiiuapi
A

OpraHoH XelicT 6B

Benbrig

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarisgy. BeegeHHs abo 3MiHu Ao

3a
peyenmom

UA/9500/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Kopobui

y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3pilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuis: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pepfakuis: JokTop ®epHaHga
TaBapec. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXXEHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapMakoHarnag. 3miHa MicLe3HaxomKeHHs MmacTep-
thaiina cuctemu hapmakoHarnsgy

231.

LENECTOAE
PM-B® 3
rAPAMILMH
oM

kpem no 30 r y Ty6i;
no 1 1y6iy
KapTOHHI Kopobui

OpraHoH
CeHTtpan
let Tm6X

Lseiiuapi
A

OpraHoH XelicT 6B

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuis: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pepfakuis: JokTop ®epHaHga
TaBapec. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapMakoHarnag. 3miHa MicLe3HaxoKeHHs MmacTep-
dharina cuctemm papmakoHarnsgy

3a
peyenmom

UA/3403/01/01

232.

LENECTOAE
PM-B® 3
rAPAMILMH
oM

masb no 30 r B Ty6i;
no 1 1y6iy
KapTOHHI KopoobLi

OpraHoH
CeHTtpan
lct Tm6X

LBeiiuapi
A

OpraHoH XelicT 6B

Benbrig

BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu
| TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEHHs hapMakoHarisay B YKpaiHi, Ko BoHa

3a
peyenmom

UA/3403/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiIMiHHa Bif YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHariaay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pepfakuis: JokTop ®epHaHga
TaBapec. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXXEHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmMakoHarnag. 3mMiHa MicLe3HaxoKeHHs MmacTep-
dhaiina cuctemu chapmakoHarnaay.
233. | LUENICTA® Tabnetku ons MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/19330/01/01
aAyo PO3CMOKTYBaHHs; no | "®apmaue "GapmaueBTuyHa | Tuny - 3MiHK 3 sKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
10 TabneTok y BTUYHA dipma "AapHuua” CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
6nicTepi; no 1 abo thipma ymMoBax 36epiraHHs roToBOr0 /ikapCbKoro 3acoby
no 4 6nictepu B "AapHuus” (36iNbLLUEHHA TepMiHY NpUAATHOCTI FOTOBOro
nauui nikapcbKoro 3acoby) - [1ns Toprooi ynakoBKu
(nigTBEPAXKYETLCA AaHMMU peasibHOro Yacy)
36i/1bLLIEHHSI TEPMIHY NPUAATHOCTI FOTOBOr0O
nikapcbkoro 3acoby
(3aTBEpAXEHO: TEPMIH NpuAaaTHocTi 1,5 poku;
3anponoHOBaHO: TEPMIH NMPUAATHOCTI 2 POKK). 3MiHN
BHECEHI B iIHCTPYKLit0 A/151 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "TepMiH npugatHocTi".
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
234. | LEPBAPUKC | cycneHsia ans "nakcoCwmi Benuvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN 3a - UA/16310/01/01
™ BAKUWHA | iH'ekuili no 0,5 mn (1 TKnsiiH BpuTaHis Bionoaxikans C.A. | Tuny - 3MiHK 3 skoCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
Ana [03a) cycnensii gns Ekcnopt Cuctema KoHTeliHep/3aKynoptoBasibHUI 3aci6. 3miHa
MPO®INAKT iH'eKUil y Nimiten napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MEX
VKN nonepeaHL0 NepBMHHOT YNakoBKM rOTOBOrO NikapCbKOro 3acoby
3AXBOPIOB HanoBHeEHOMY (iHWi 3miHW) - Mepernag, kpuTepiiB NPUAHATHOCTI ANA
AHb, WO LUNPWLi 3 NOPLUHEM i CniJIbHO ynakoBaHUX rosok i3 MapkyeaHHsam CE, a
BUKNNKAKOT | koBnaykom y came: 1) BuaasnieHHs BUNpobyBaHb, ki NPOBOAATLCA
bCA KOMMEKTI 3 rO/IKOH0 npu mapkyBaHHi CE, 2) 36epexeHHs BiANOBiAHNX
BIPYCOM (y 6nictepi) abo y BMNPOGYBaHb, L0 3aCTOCOBYIOTLCS 0 010K 3MiHN
NAMIIOMA hnakoHi 3 NPo6KoIo; CTOCYHTbCS BUPOOHMYOT AinbHUL Y Benbril
noANHN no 1 nonepeaHLo
TUNIB 16 TA HanoBHEHOMY

18

LUMPKLLY 3 TONKO
abo no 1 dnakoHy B
KapTOHHI Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOH
MoBoOt0; no 0,5 mn (1
[03a) cycneHsii gns
iH'eKUin y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nonepegHL0
HarnoBHEHOMY
wnpuui 3
MapKyBaHHSAM
iHO3eMH1MU MoBamun
3 MOPLUHEM i
KOBMaykoM y
KOMMNIEKTi 3 rO/IKO0
(y 6nicTepi) abo y
chnakoHi 3
MapKyBaHHAM
iHO3EMHVMMN MOBamW
3 npo6koto; no 1
nonepegHLo
HarnoBHEHOMY
LUMPKLLY 3 TONKOO
a60 no 1 chnakoHy B
KapTOHHIlA Kopo6Lii 3
MapKyBaHHSAM
iHO3eMH1MU MoBamun
3i CTMKepoMm
YKPaIHCbKOK MOBOH
235. | LE®DACENDb Tabnetku no 300 Liedhak KI HimeyuunH Lledhak KI HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8891/01/03
MKr; no 20 TabneTok a | TMny - 3MiHK Woa0 6e3nekn/eddeKTNBHOCTI Ta peyenma
y 6nicTepi; no 1 hapmakoHarnagy (iHwi 3MiHn) 3MiHM BHeCeHi y
6nictepy y TEKCT MapKyBaHHS1 BTOPMHHOT YNakoBKM MiKapCbKOro
KapTOHHI Kopoobui 3acoby y n. 8 IATA 3AKIHYEHHA TEPMIHY
MPNAATHOCTI. BBeAeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBepPAKEHHS.
236. | LE®PACENDb Tabnetku no 100 Lledpak KI HimeuunH Llechbak KI HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasnis: 3MiHu 6e3 - UA/8891/01/02
MKr; no 20 TabneTok a | TNy - 3MiHK Woao 6e3nekn/edekTNBHOCTI Ta peyenma
y 6nicTepi; no 1 hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHI Y
6nictepy y TEKCT MapKyBaHHS1 BTOPUHHOI YMakoBKMW NiKapCbKoro
KapTOHHI KopoobLi 3aco6y y n. 8 AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI. BBegeHHS 3MiH NpoTArom 6-Tn
MiCALIB MiCNs 3aTBEPKEHHS.
237. | UE®OMNEKTA | nopowok ons My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/13412/01/02
M po3uuHy Ans aKLjioHepH aKujioHepHe | TMny - 3miHK Woao 6e3nekn/ehekTUBHOCTI Ta peyenmom | niosisg2ae
iH'exuin, 1r/1r; no 1 e TOBapuCTBO papmakoHarnsgy (iHwi 3miHn)
dhnakony 3 TOBapuCTB "Haykoso- OHOB/EHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
nopoLukom; no 1 o] BMPOGHWYNIA BTOPWHHOI YNakoBKM JlikapCbKOro 3acoby, a came
onakoHy 3 "HaykoBo- LEeHTp BWJ/TyYEHHS1 iHChopMaL,ii, 3a3Ha4eHOT pPOCiiCbKO0
MOPOLLKOM B nauii 3 BMPOOHNY "BopLyariBCcbKuii MOBOIO, Ta He3Ha4Hi pefakLiiHi npasku. BeegeHHs
KapToHYy; nii LeHTp Ximiko- 3MiH NPOTAroM 6-Tn MicALiB Nicns 3aTBepAXeHHs
no 5 chnakoHiB 3 "BopLuaris hapMaueBTUYHWI
NMOPOLUKOM Y KaceTi; CbKUi 3asofg"
no 1 kaceti y neHani XimiKo-
3 KAPTOHY hapmaues
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TUYHWI
3asof”
238. | UE®OMEKTA | mopollok ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/13412/01/01
M pO34unHy Ans aKuioHepH akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidsisizae
iH'eku;jin, 500 mr/500 e TOBapUCTBO thapmakoHarnagy (iHwi 3MiHu)
Mr; no 1 doiakoHy 3 TOBapuCTB "HaykoBo- OHOBNEHHSA TEKCTY MapKyBaHHs NEPBUHHOT Ta
NOpOoLLKOM; No 1 o} BUPOBHNUNIG BTOPVHHOT yNakoBKM JikapCbKoro 3acoby, a came
donakoHy 3 "HaykoBo- LEeHTp BWJ/TyYEHHS iHchopmaL,ii, 3a3Ha4eHOT pOCiliCbKO0
MOPOLLKOM B Mmauui 3 BVPOGHMY "BopLyariBcbkuii MOBOI0, Ta HE3HAYHI pefakLiiiHi npaBku. BBegeHHs
KapTOHy; niA LeHTp XiMiKo- 3MiH NPOTAroM 6-TM MICALIB NiCNA 3aTBePAKEHHSA
no 5 donakoHis 3 "Bopuaris hapmaueBTUYHNI
MOPOLLKOM Y KaceTi; CbKUiA 3aBofa"
no 1 kaceti y neHani XiMiKo-
3 KapTOHY thapmaueB
TUYHWI
3asof”

*y pa3i BHeCeHHs1 3MiH 00 iHCmpyKyii npo medu4yHe 3acmocysaHHs

HauvanbHHUK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Tapac JISICKOBCHKUN
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