MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis
03 yroToro 2021 poky Ne 171

IIpo jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JIKapCcbKHX 3aco0iB (MegMUHUX
iMmyHo0Oio/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKUX 3acobiB,
3aTBep/pKeHOro MocTaHoBoi0 Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOIO ITANMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBepKeHOro MocTaHoBO KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacrasi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHuX  rperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIIepTHUM 1jeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPy JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (JoAaTokK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KoHTpo/sb 3a BHKOHAHHAM I[bOI0 HakKasy I[IOKJIAaCTA Ha 3acCTyHUKa
MiHicTpa 3 muTaHb €BPOIEKCHKOI iHTerpaii IBamjenka [.A.

MinicTp Makcum CTEITAHOB



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

03.02.2021 Ne 171

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX NMPENAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa ®dopma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo20
3acoby ynakosKa) nocBi04Y€eHHs1
1. NETPO30/N TabneTtku, BKPUTI TOB YkpaiHa TOB Ykpaina peecTpadis Ha 5 pokis 3a He UA/18544/01/01
ACTPA NAiBKOBOK 060/10HKOM, M0 | "ACTPA®APM "ACTPAGAPM" MepioanyHICTb NOAAHHSA PerynspHo peyenmom nionsi2ae
2,5 mr, no 10 TabneTok y " OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku,
6nicTtepi, no 3 6nictepa B BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
KOpOO6Lii 3 KapTOHY thapmakoHarnagy, 3aTBepaKeHoro

Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW
30,0p0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3Ha4YeHMun y
nepiognMYHOCTI MOAaHHA PerynsapHux
3BITiB 3 6e3neKu.

2. MAHIEH niodpinisat Ans posumHy Acnipo ®apma IHais Acnipo ®apma IHgis peecTpauist Ha 5 pokiB 3a He UA/18545/01/01
Ans iH'ekuii no 40 mry Nimiten NimiTen MepioAnYHICTb NOAAHHS PEryNIAPHO peyenmom niossieae
donakoHi, no 10 chnakoHis OHOB/IOBAHOrO 3BITY 3 6e3neKku,
y KOpoouj BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS

chapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
3[10pOB’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOpPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

3. POOUVHIP NOPOLLOK A1 OPaSIbHOT POTA®APM | TypeuyunHa dapmaBixH TypeyunHa peecTpaduis Ha 5 poki 3a He UA/18546/01/01
cycneHsii no 250 mr/5 mn, INAYUNAPI CaH. Be Tigx. peuyenmom nionsieae
no 60 mn, 100 mny NTA. WTI. A.LL. MepiognyHICTb NOAAHHS PErynsipHo

donakoHi; No 1 dp1akoHy 3 OHOB/OBAHOIO 3BIiTY 3 6e3neku,




Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

MipHOIO JTOXXKOH B KOpPO6Li

BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHHU
34,0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMm, 3a3Ha4eHUMmn y
nepiogMYHOCTI MoAaHHSA PerynspHux
3BITIB 3 6e3neku.

FeHepanbHUiA gUPEKTOp

AunpekTopaTy chapMaueBTUUHOIO 3a6e3neUYeHHs

OnekcaHgp KOMAPIOA




NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
03.02.2021 Ne 171

3 niocpinizaTtom y
Kopob6Li 3 kKapToHy; 1
chnakoH 3
niodpinizatom y
KOMM/IEKTi 3

dhopmu in bulk
ipMun-BUPOGHYMKa
TOB «HaykoBo-
BMpO6GHMYa
KOMNaHis

3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3sginax "lMNpoTunokasaHHs",
"B3aemogis 3 iHWMMU SliKapCbKuMun
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
"Oc06/1MBOCTI 3aCTOCYBaHHA",

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. ANb®AMEr® - C | niodinizat ana TOB YkpaiHa TOB "BAJTAPTIH YkpaiHa MepepeecTpavis Ha HeobMeXeHui 3a He UA/14620/01/02
MNEFMHTEP®EPO PO34UHY A5 iH'EKLLA "BANTAPTIH PAPMA", YkpaiHa TepMmiH. OHOBJ/IEHO iHghopMmaLito B peuyenmom | nidnsi2ae
H Alb®A-2B no 100 mkr; 1 pnakoH PAPMA" (nakyBaHHs 3 IHCTPYKLi ANS MeguyHoro
3 niogpinizatom y chopmum in bulk 3acToCyBaHHS NiKapCcbKoro 3acoby y
KopobLi 3 KapToHy; 1 hipMun-BrpobHMKa po3ginax "lMpoTunokasaHHsA",
hnakoH 3 TOB «HaykoBo- "B3aemogis 3 iHWMMW fliKapCbKuMu
niodpinizatom y BMPOGHMYaA 3acob6amu Ta iHLWi BUAY B3aEMOIiA",
KOMMNEKTi 3 KOMnNaHis "Oco61BOCTI 3aCTOCyBaHHA",
PO34YMHHMKOM (BOAA «IHTepcapmbioTek», "Mob6iuHi peakuji" BigNoBigHO A0
ANs iH'eKUiid) no 2 mn B YkpaiHa) iHcbopMmaL,ii CTOCOBHO 6e3neku, ska
amnyni B Kopobui 3 3a3HayeHa B MaTepianax
KapTOHY peecTpavujiiHoro A0ChbE.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO [0 MopPsAAKY 34iICHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLi YkpaiHn 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanyHOCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
2. ANb®AMNEN® - C | nioginizat ansa TOB Ykpaina TOB "BAJIAPTIH YkpaiHa MepepeecTpauis Ha HeobMeXeHUI 3a He UA/14620/01/03
NErHTEP®EPO PO34UMHY NS iH'EKLIR "BANNAPTIH PAPMA", YkpaiHa TepmiH. OHOB/EHO iHhopMmaLlito B peuyenmom | nidsisi2ae
H ANlb®A-2B no 120 mkr; 1 dpriakoH PAPMA" (nakyBaHHs 3 IHCTPYKLi 415 MeguyHoro




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PO3UMHHMKOM (BOAA
Ans iH'ekuiid) no 2 mn B
amnyni B kopobui 3
KapToHYy

«IHTepcapmbioTek»,
YkpaiHa)

"Mo6iuHi peakuyji" BignoBigHO A0
iHhopMaLLii CTOCOBHO 6e3neku, sika
3a3HayeHa B martepianax
peecTpaujiiHoro AOChbE.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepaAxXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3ri4HO 3i CTpoOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.

ANb®ANEN® - C
NEFHTEP®EPO
H Alb®A-2B

niodpinizar gns
PO34UHY A5 iH'EKLL
no 150 mkr; 1 chnakoH
3 nioghinizaTom y
KOpoO6Lii 3 KapToHY; 1
donakoH 3
niodpinizatom y
KOMM/IEKTi 3
pO34MHHMKOM (BOAA
ANs iH'eKuiid) no 2 mn B
amnysi B Kopoo6Li 3
KapToHy

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

TOB "BANTAPTIH
OAPMA", YkpaiHa
(nakyBaHHSA 3
opmum in bulk
ipMu1-BUPOGHIMKa
TOB «HaykoBo-
BMPOGHMYA
KOMMaHis
«IHTepcapmbioTek»,
YkpaiHa)

Ykpaina

MepepeecTpayis Ha HeObMeXeHNI
TepmiH. OHOBJ/IEHO iHhopMmaLito B
IHCTPYKLii ANna MeguyHoro
3acTOCYyBaHHSA NikapCbkoro 3acoby y
po3ginax "lMpoTunokasaHHA",
"B3aemopis 3 IHWIMMKW NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aeMogii",
"Oco6MBOCTI 3aCTOCYBaHHS",
"Mo6iyHI peakuii” BigNOBIgHO A0
iHpopMmaLii cTocOBHO 6e3neku, aka
3a3HayeHa B marepianax
peecTpaLjiiHoro AOCbE.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMuK Y NepiognyHOCTI
noAaHHA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionseae

UA/14620/01/04




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Howmep

peecmpayiliHo2o

nocsi04YeHHs

BOPTE3OMIB-
BICTA

NOPOLLIOK A/1A
NpUroTyBaHHs
PO3unHy A1 iH ek
no 3,5 mr 1 doniakoH 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

MicTpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

CingaH ®apma
C.P.N1

PymyHis

MepepeecTpavis Ha HeobMeXeHUi
TepMmiH. OHOBJ/IEHO iHhopMmaLlito B
IHCTPYKLi ANa MeguyHoro
3aCTOCYBaHHS /iKapCcbKoro 3acoby y
po3ginax "®apmakoTepanesTuyHa
rpyna" (wono Ha3swn), "MobiuHi
peakujii” BigNoBigHO A0 iHdhopmawi
pedhepeHTHOro JlikapcbKoro 3acoby
(BENIKKEMA®, niodhinizat ans
pO34MHy AN5 iH'eKLjiA no 3,5 mr).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/15234/01/01

JVNKNO®EHAK-
30POB'S
®OPTE

renb, 30 mr/r, 10 50 ry
r Ty6i; no 1 Ty6i B
KapTOHHI KOpooLi

ToBapucTBO 3
06MexeHo
BignoBigasbHI
CTHO
"®apmauesTun
YHa KOMMaHis
"3popos'a”

Ykpaina

ToBapucTso 3
0bMexeHo
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KoMnaHisa "3gopos'a”

YkpaiHa

MepepeecTpayis Ha HeOOMeXeHNI
TepMmiH. OHOBJ/IEHO iHhopMmaLito B
IHCTPYKLUIT ANA MeanyHOro
3acTOCYBaHHSA NikapCbkoro 3acoby y
po3ginax "lMpoTunokasaHHA",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepios BariTHOCTI
ab0o rogyBaHHS rpyaat0" (YTOUHEHHS
iHbopMmawii), "Mo6iuHi peakwii”
BiAMNOBIAHO [0 OHOB/IEHOT
iHchopMmalii 3 6e3neky 3acToCcyBaHHs
Lit0Y0i peYOBUHN.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
peakuii Hakasy MiHicTepcTBa

6e3
peyenma

nidnsieae

UA/1539/01/02




Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.
6. AUTUNIH-BIONIK | po3uuH ans iH'ekuin 20 AT "BIOJIIK" Ykpaina AT "BIONIK" YkpaiHa MepepeecTpavis Ha HeobMeXeHUiA 3a He UA/4076/01/01
Mmr/mn, no 5 mn B TEPMiH peuenmom | nidssicae
amnyni; no 5 a6bo no OHoBNEHO iH(hopMaLito y po3ginax
10 amnyn y navui "3acTocyBaHHSA y nepiof BariTHOCTI
abo rofyBaHHA rpyaat” (yTOYHEHHS
iHdhopmawii), "Mo6iuHi peakw,ii”,
"HecyMiCHICTb" IHCTPYKLUIT 4115
MEJUYHOrO 3aCTOCYBaHHS
niKkapcbKkoro 3acoby BiAMOBIAHO A0
OHOB/NEHOT iHthopMaL,i LWoao
6e3rnekun 3aCTocyBaHHA Ajitoyoi
pPeYoBUHN.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTAaHOBWTL: 3riHO 3i CTpOKamu,
3a3HavyeHVMK Y NepiognyYHOCTI
noAaHHsA perynsipHuX 3BiTiB 3
6e3neku.
7. 130ANBYT® MiKpOKpuCTaniuHuii AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa nepepeecTpais Ha HeoGMexeHuii - He UA/15061/01/01
NOpOoLLOK (CybCcTaHLis) TEepMiH nidnsieae
y nakeTax noABiiHNX
nonieTuneHosux ans
chapmaLeBTUYHOro
3acTOCyBaHHSA
8. KAMOCENIH MOPOLLIOK Li3sHcy Kutaii LI3sHcy FOHaHb KnTaii MepepeecTpaLlisi Ha HEOOMEXEHWI - He UA/15603/01/01
KpuctaniyHmin abo FOHaHb dapmacsbtoTikan Ko., TEpPMiH nionsizae
Kpuctanm (cybeTaHuis) | dapmacbioTika nra.
y nakeTax noAgiliHmx n Ko., Nita.
nonieTMNeHoBuUx ans
chapmaLeBTUYHOro
3acTOCyBaHHs
9. KNIMEH® TabneTkn, BKPUTI AnBoreH IMKo | /llokcembypr | AENb®APM MIN1/1b dpaHuis MepepeecTpauis Ha HeOOMEXeHNI 3a He UA/4856/01/01




Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
060/10HKOI0, 6inoro C.ap.n CAC TepMiH. BHeceHO OHOBNeHy peyenmom | nionseae
KOMbOpY N0 2 Mr + iHbopmawLito B IHCTpyKLio Ans
TabneTku, BKpUTI MeAMYHOro 3aCToCyBaHHS
060/10HKOI0, POXEBOTO nikapcbKoro 3acoby fo po3ainis
Konbopy, 2 Mr/1 wmr; "apmakonoriyHi Bnactnsocti*
Kombi-ynakoska Ne 21: (iHchopmadiis 3 6e3nekn),
11 Tabnetok 6inoro "MpoTunokasaHHs", "B3aemogis 3
Konbopy + 10 iHLIMMK NiKapcbkMK 3acobamu Ta
TabneTok poXxeBoro iHWi BMAW B3aemogii", "Ocob6nmnBoCTi
Konbopy y 6nictepi 3 3acTocyBaHHS" BignoBigHO A0
KasieHAapHo OHOB/EHOI iHhopMaLii, sika
LuKanow; no 1 3a3HayeHa B marepianax
6nicTepy y KapTOHHIiA peecTpauiiHoro 4oChE.
nauui MepioAnYHICTb NOfAHHA PErynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHK
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLi YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa
OXOPOHW 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.
10. KOMN/IEPA® TabneTku, BKPUTI TOB Ykpaina BupobHmuTBO Kanapga/ MepepeecTpayis Ha HeObMeXeHNI 3a He UA/14475/01/01
NNiBKOBOO "[DXOHCOH i Hepo3hacoBaHoro Ipnangis/ TEPMIH. 3MiHY | TNy - 3MiHK WOoA0 peyenmom | nidnsi2ae
060/10HKO10, M0 200 [KOHCOH NpoAyKTy Ta ITania 6e3nekun/edheKTUBHOCTI Ta
Mr/25 mr/245 wr, no 30 Ykpaina" nepBUHHA ynakoBKa: thapmakoHarnsgy. BeegeHHs abo
TabneTok y hnakoHi, MareoH IHk., 3MiHU [0 y3araslbHEHNX AaHnX Npo
no 1 donakoHy y KaHapa,; cuctemy hapMakoHarnagy
KapTOHHIM nayi lMepBUHHA ynakoBKa: (BBEAEHHSA Y3araslbHEHUX AaHNX NPO

lineag CalieHcn3
Alieneng tOK,
IpnaHgjs;
BTopnHHa ynakoska
Ta BUNYCK cepil:
AHccen-Cinar
C.n.A, ITanis

cuctemy thapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0co6u,
BiANOBIAaNbHOI 3a 37i/iCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asiBHuka ans
3AiiCHeHHs hapMakoHarnsay B
YKpaiHi, Ko BoHa BigMIHHA Bif
YNOBHOB&XEHOI 0co6M,
BiANOBiAaNbHOI 3a 37i/iCHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-chaiina cuctemm
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Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1

hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,
[itoua pepakuis: Dr. Laurence
Oster-Gozet. NponoHoBaHa
pegakuis: ApHayTtosa Hnis
JleoHigjBHa. 3MiHa KOHTaKTHMX
[LaHnX YNOBHOBaXXEHOT 0Co6U
3asBHMKA, BIANOBIAA/IBLHOI 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MicL,e3HaxX0KEHHS MacTep-ghaiina
(6e3 Homepa). 3MiHu Il Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOr0 3aCTOCYBaHHSA y 3B’A3KY
i3 HOBUMM i@aHUMU 3 SIKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW faHUMK
Ta faHvmu 3 papmakoHarnsagy -
3MiHW BHECEHO [0 IHCTpYKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"B3aemopis 3 IHWMMKW NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco6MBOCTI 3acTOCyBaHHS",
"3[aTHICTb BN/IMBATU Ha LUBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHLWMMHK
MexaHismamu”, "3acTtocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "MepenosyBaHHA",
"Mo6iyHI peakuii” BigNoOBIgHO A0
iHpopmauii cTocOBHO 6e3neku, ska
3a3HayeHa B marepianax
peecTpaLiiHoro Aocbe.
MepiognyHicTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii Ykpaitu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB'st YKpaiHu Big 26
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Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.
11. KO-CEHTOP® Tabnetkun, BKpUTI BAT "TepeoH YropumHa BUMYCK cepii: BAT YropuwwHa/ MepepeecTpavis Ha HeobMeXxeHui 3a He UA/10087/01/03
NNiBKOBOO PixTep" "l'epeoH Pixtep”, Monbwa TepmiH. OHOBJ/IEHO iHhopMmaLito B peyenmom | nidnsi2ae
060/10HKO10, M0 100 YropLmHa; IHCTPYKLii ANna MeguyHoro
mr/12,5 mr no 10 KOHTPO/b SIKOCTI, 3acTOCYyBaHHSA NikapCbkoro 3acoby y
TabneTtok y 6nictepi; [03BiN Ha BUMNYCK po3ginax "B3aemopis 3 iHWMMU
no 3 6nictepu B cepii; BUAPOGHNLITBO nikapcbkrMmn 3acobamu Ta iHLWi BUAK
KapTOHHIN ynakoBLi Hepo3cdhacoBaHOro B3aemogiin", "OcobamBocCTi
NpoAYyKTY, NEpBUHHA 3actocyBaHHs", "lNMob6iuHI peakuii”
ynakoBka, BTOPYHHA BiiNOBIAHO 1O OHOB/EHOI
ynakoska: TOB iHchopmawii 3 6e3nekn gjrounx
"l'epeoH Pixtep PEYOBUH f03apTaHy i
Monbwa", Monbwa rigpoxnoportiasngy.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVM1 Y NepiognyYHOCTI
nofaHHA perynsipHuX 3BiTiB 3
6e3neku.
12. MOMETA3OHY NOPOLLIOK (Cy6CTaHList) XoBiOH MopTyranis XoBiOH Moptyranis MepepeecTpauis Ha HeobMeXeHUIA - He UA/15088/01/01
DYPOAT y NonieTUIEHOBKX ®apmaCbeHci PapmaCbeHcia CA TEpPMiH nionsizae
NAsLWKax Ta Millkax aCA
ans
hapmaueBTUYHOro
3aCcTOCyBaHHSA
13. HE®POAON TabneTku, BKPUTI TOB Ykpaina MpAT "TexHonor" YkpaiHa MepepeecTpaLis Ha HeObMeXeHUIA 6e3 nionsieae UA/15033/01/01
060/10HKOt0, Mo 10 "®apmavesTu TepMiH. OHOBMEHO iHdhopMaLito B peyenma
Tabnetok y 6nictepi; YHa KOMMaHis IHCTPYKLi 415 MeguyHoro
no 6 6nicTepis y navuj 3acTocyBaHHA NikapcbKoro 3acoby y

i3 KAPTOHY

"CA/NIOTAPIC

po3aini "3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
BignoBigHO A0 iHchopmaui
pedhepeHTHOrO JlikapCbKOro 3acoby
KAHE®POH® H (TabneTkun, BKpUTI
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Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
060/10HKOH).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3ri4HO 3i CTpoOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHsA perynsipH1X 3BiTiB 3
6esneku.
14. NAPALIETAMON KpucTanivyHmi AT "dapmak" YkpaiHa Xebei Li3ixeH Kutaii nepepeecTpawis Ha HeobMexeHwui - He UA/15280/01/01
MOPOLLIOK (Cy6CTaHList) (Fpyn) TepMiH niossieae
y NoABiliHNX dPapmacbtoTikan Ko.,
nonieTnIeHoBMX nra.
naketax abo
[BOLLAPOBUX
HaCuMHWX MilLkax Aas
chapmaLeBTUYHOro
3acTocyBaHHs
15. MIKNOH TabneTkn, BKPUTI AT YkpaiHa AT "KMIBCbKN YkpaiHa MepepeecTpauis Ha HEOOMEXeHNI 3a He UA/5283/01/01
NNiBKOBOO "KUIBCbKWN BITAMIHHW TepmiH. OHOB/IEHO iHhopMmaLito y peuyenmom | nidnsi2ae
060M0HKOI0, N0 7,5 Mr, | BITAMIHHWM 3ABO4" posginax "lMNokasaHHa"(yTOYHEHHS),
no 10 TabneTtok y 3ABOA" "MpoTunokasaHHs", "B3aemogis 3

6nictepi; no 1
6nictepy B nauui

iHLWIMMKM NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaaro” (yTouHeHHs indopmauii),
"3paTHICTb BN/IMBATU Ha WBWAKICTb
peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMKN
MexaHisMamn"(yTOYHEeHHs
iHchopmawii), "Cnoci6 3acTocyBaHHs
Ta [031"(YTO4YHEHHS iHdopmalLlii),
"Mepeno3yBaHHsa", "Mo6Gi4HI peakujii”
IHCTPYKLii ANA MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby
BiAMNOBIAHO O OHOB/IEHOT
iHchopMmawii Loao 6e3nekn
3aCTOCYBaHHS Ail0U0l PEYOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
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Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3/10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii Ykpaitu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.
16. NAOLWA EKCTPaKT cyxuii AT "®dapmak” Ykpaina AnbaH Mionnep PpaHuis MepepeecTpavis Ha HeobMeXeHUiA - He UA/15417/01/01
3BUYANHOIO (cybeTaHuis) B IHTEpHELUHN TEepMiH nionsieae
nncTa nakeTax
4YOTUPbOXLLIAPOBMX
ans
hapMaLeBTUYHOTO
3acTOCyBaHHSA
17. NPErABANIH MOPOLLIOK (Cy6CTaHList) AT "dapmak" YkpaiHa OJIOH Ec.Ni.EiA. ITanis MepepeecTpaLlisi Ha HE0BMEXEHWI - He UA/15219/01/01
B MilLIKax NoABinHMX TEepMiH nidnsieae
nonieTMNeHoBux ans
hapmaueBTUYHOro
3aCcTOCyBaHHSA
18. POBAMILUVH® TabneTku, BKPUTI TOB "CaHodi- Ykpaina CAHO®I C.N.A. ITania MepepeecTpauis Ha HeObMeXeHUIA 3a He UA/6053/01/01
060/10HKOH0, Mo 1500 ABeHTIC TEPMiH. peuyenmom | nidssi2ae
000 MO; Nel6 (8x2): YkpaiHa" OHOB/EHO iHhopMaL,ito B iIHCTPYKLT

no 8 TabneTtok y
6nictepi; no 2
6nicTepn B KAPTOHHI
KopooLi

AN MeAn4HOro 3acToCyBaHHA
nikapcbKoro 3acoby B po3gini
"Mo6iyHi peakuyji" BigNoBigHO A0
marepianiB peecTpauiiiHoro JoCbe.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuii Ykpaitm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTeBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMKM Y NepiogNYHOCTI




14

Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
noAaHHs perynsipHyX 3BiTiB 3
6esneku.
19. POBAMIUVH® Tabnetkn, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I C.IN.A. ITanisa MepepeecTpauis Ha HeobMexXeHui 3a He UA/6053/01/02
o060s10HKot0, No 3 000 ABeHTIC TEPMIH. peyenmom | nidnsi2ae
000 MO; Nel0 (10x1): YkpaiHa" OHOB/IEHO iHhopMaLLito B iIHCTPYKLT
no 10 TabneTok y A5 MeiHHOTO 3aCTOCYBaHHA
6nictepi, no 1 nikapcbkoro 3acoby B po3gini
6nicTepy B KAPTOHHii "Mo6iyHI peakuii” BigNOBIgHO A0
Kopobui mMartepianis peecTpauiiiHoro 4ochbe.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa
OXOPOHY 34,0pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTAaHOBWTL: 3riHO 3i CTpOKamu,
3a3HavyeHVMK Y NepiognyYHOCTI
NoAaHHsA perynsipHuX 3BiTiB 3
6e3neku.
20. CUHTOMIUVH NiHIMEHT oNns MAT Ykpaina MAT YkpaiHa MepepeecTpauis Ha HeObMeXeHUIA 6e3 nionsieae UA/15277/01/01
30BHiLLIHbOIO "Ximchapm3sas "Ximchapm3saBog TepmiH. OHOB/IEHO iHhopMmallito B peuyenma
3acTocyBaHHs, 50 of "YepsBoHa "UepBoHa 3ipka" IHCTPYKUIT 418 MeanyHOro
mr/r; no 25 r y Ty6i; no 3ipka" 3acTocyBaHHA NikapcbKoro 3acoby y

1 1y6i B naywy,i 3
KapToHy

po3gini "OcobnuneocTi
3acTocyBaHHs", Bi4NoBigHO 40
OHOB/IEHOT iHhopMaLlil 3 6e3neku
3acTOoCyBaHHS Aitoyoi Ta
[OMOMDKHMX PEYOBVH.
MepiognyHicTb NoAAHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLi YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTAaHOBUTL: 3rigHO 3i CTpOKamu,
3a3Ha4YeHMK1 Y NepiogNYHOCTI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noAaHHs perynsipHyX 3BiTiB 3
6esneku.

21.

CUHTOMIUWMH

NiHIMeHT Ans
30BHILLHLOTO
3actocyBaHHs, 100
mr/r; no 25 r y Ty6i; no
1 Ty6i B nauyj 3
KapToHy

NAT
"Ximdhapm3sas
of "YepsBoHa

3ipka”

Ykpaina

NAT
"Ximthapm3sasop
"UepsoHa 3ipka"

YkpaiHa

MepepeecTpayis Ha HeObMeXeHNI
TepmiH. OHOBJ/IEHO iHhopMmaLito B
IHCTPYKLUIT ANA MeanyHOro
3acTOCYyBaHHSA NikapCbkoro 3acoby y
po3gini "OcobmBocTi
3acTocyBaHHs", BigNoBiAHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
3aCTOCyBaHHSA Aitoyoi Ta
[OMOMDKHUX PEYOBVH.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3[0pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMuK Y NepiognyHOCTI
nofaHHA perynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/15277/01/02

22.

CODPTEH3ND

Tabnetku
NPOJIOHroBaHoI Aji No
1,5 mr no 10 TabneTtok
y 6nicTepi; no 3
6nicTepun y KapTOHHiIl
naui

AT
"Codhapma”

Bonrapis

Brpo6HMLUTBO
Hepo3dghacoBaHOl
NpoAyKLUii, NepBNUHHA
Ta BTOPUHHa
ynakoBka:

AT "Codpapma”,
Bonrapis;
[lo3Bin Ha Bunyck
cepi:

AT "Codchapma”,
Bonrapis

Bonrapis

MepepeecTpaLis Ha HeobMeXeHUIA
TepMiH. OHOBNEHO iHthopMmaLito y
posginax "B3aemogis 3 iHWMMK
nikapcbkrMmM 3acobamu Ta iHLWi B1uam
B3aemogijit", "OcobamBocTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaaro” (yTouHeHHs indopmauii),
"MoGiYHI peakyii" iIHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby BiANoBiAHO A0
OHOB/EHOT iHthopMal,ii Wwoao
pechepeHTHOro Jlikapcbkoro 3acoby
Tertensif® SR 1.5 mg tablet (8
YKpaiHi He 3apeecTpoBaHuif).
MepiognyHicTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiAMoBIAHO A0 MopaaKy 3A4iACHEHHS
thapmakoHarnsay, 3aTBepKeHOro
Haka3oM MiHicTepcTBa OXOPOHM
3710pOB’'s1 YKpaiHu Bifg 27 rpyaHs

3a
peyenmom

He
nionsieae

UA/14809/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi04YeHHs1
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLji YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pPOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanyHoCTI
NOAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
23. CTPENCI/IC® NbOASAHNKK MO 8 PekkiTT Benuka PekkiTT BeHkizep Benuka MepepeecTpaLisi Ha HeEOBMEXEHWI 6e3 nionsieae UA/4927/01/01
BE3 LLYKPY, 31 NbOASAHUKIB Y 6AicTepi; BeHkizep BpuTtaHis Xenckep BputaHis TepMiH. OHOBMEHO iHdhopMaLiio B peyenma
CMAKOM no 2 6nictepu B Xenckep IHTepHewwHN NlimiTes IHCTPYKLi ANA MeguyHoro
NMMOHA KapTOHHI Kopo6uj; no IHTepHeLwHN 3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
12 nboAsHvKIB Y Nimiteq posginax "®apmakoTepaneBTMyHa
6nictepi; no 1 a6o no rpyna. Kog ATX" (peparyBaHHs
2 6nictepu B TekcTy 6e3 3MiHu kogy ATX),
KapTOHHI KOpooL "Oco6/1BOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHS Ta fo3mn"
(yTouHeHHs iHdopmadii), "MobiyHi
peakuii" BignoBiAHO 4O MaTepianis
peecTpaLiiiHoro AOCbE.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHicTepcTBa OXOPOHK
3[10pOB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
nofaHHsA perynspHux 3BiTiB 3
6esneku.
24, CYNb®AJUMET KpucTanivyHnii ToBapuncTBO 3 YkpaiHa WKELI3AH KUTANCBKA nepepeecTpauisi Ha HeobMeXeHWi - He UA/15533/01/01
OKCUH NOPOLLIOK (Cy6CTaHList) 06MeXeHo LI3tOWKOY HAPOOHA TepMiH niosnsieae
y NoABiAHNX BiANOBIAaAbHI PAPMACBIOTIKAN PECTYB/IKA
noslieTUIEHOBMX CTH0 KO., NT4.
nakeTtax gnsa "®apmaueBTn
hapmaueBTUYHOro YHa KoMnaHisi
3acTocyBaHHA "3popos'a”




17

FeHepanbHUN AUpeEKTOop
AnpekToparty thapmayeBTUYHOro 3a6e3neyeHHs OnekcaHgp KOMAPIAA



NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

03.02.2021 Ne 171

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. 5-HOK® TabneTku, BKpUTI CaHpo3 CnoBeHis Nexk CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHMxX maTepiasis: 3MiHu | 3a UA/8295/01/01
060/10HKO10, M0 50 Mr, dapmacbioTika dapmaLeBTUYHA TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
no 50 TabneTok y n3 a.4a. KOMMaHis 4.4a. thapmakoHarnsgy (iHwi 3MiHWN) - OHOB/IEHHS TEKCTY
KOHTeliHepi; no 1 MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
KOHTelHepy Yy BHECEHHSAM iH(hopMaLii LL0AO 3a3HaYEHHS OANHULL
KapTOHHI KOpooLyi BMMIptOBaHHsA y cuctemi Sl. 3amiHa po3giny “I'padivuHe
ochopMEHHS ynakoBkn” Ha “MapkyBaHHS" B MKA /13;
3anpornoHoBaHo: MAPKYBAHHSA 3rigHo 3
3aTBEPKEHUM TEKCTOM MapKyBaHHS.
TepMmiH BBEEHHS 3MiH: MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
2. L-UET® cupon, 2,5 mr/5 ma no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/8612/02/01
60 mn a6o no 100 mn PAPM" PAPM" TUNY - NPUBEAEHHA peakLil 3a3HaYeHHs yMOB peyenma
y thnakoHax i3 36epiraHHs B MKA /13 go Bumor HactaHoBM «Jlikapcbki
nonietTuneHy abo 3aco6u. BunpobysaHHsa cTabinbHoCTi. HacTaHoBa 42-
ckna, no 1 dpnakoHy 3 3.3:2004» 6e3 3MiHW hakTUYHNX YMOB 36epiraHHs:
MipHOIO NTOXKOI Y 36epiraTv Npy Temneparypi He sue 25 °C, B
KapTOHHI ynakosL,i 3axyLLEeHOMy Bif, CBITNa Ta HeJOCTYNHOMY ANs AiTei
Mmicui. 3anponoHoBaHo: YMOBW 3BEPIFTAHHSA.
36epiratn npu Temneparypi He Buwe 25 °C B
OpuriHanbHii ynakosLi. BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILiB MicNs 3aTBEPKEHHS; 3MiHU | TUNY - 3MiHW
oo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
«MapKyBaHHS» 3anponoHoBaHo: 3riJHo i3
3aTBEPKEHNM TEKCTOM MapKyBaHHS. OHOBNEHHS
TEeKCTy MapKyBaHHS ynakoBKM NikapCbKoro 3acoby 3
BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHUL
BUMIpIOBaHHA y cucteMi Sl, a TakoX BHECEHHS
iHcbopmaw,ii 3rifHO 3 IHCTPYKLIED AN MeAUYHOr0
3aCcTOCyBaHHSA Nikapcbkoro 3acoby LoAo nokasaHb Ta
BiKOBOI KaTeropii Aiteil. BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Micnsa 3aTBEPKEHHS
3. ABNNMNM® NOPOLLOK A/19 PO3UYNHY Abpun IHais Hekrap IHais BHECEHHS 3MiH [JO peecTpaLiiiHmx maTepiasnis: 3MiHu | 3a UA/10084/01/01
Ans iH'ekuin no 500 PopmynenH3 NalicpcaiiHcia ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
Mr, 1 do1akoH 3 Met. 114 Nimiteg-HOHiT VI Ta/abo agpecun micusa NPOBaMKEeHHs AisNbHOCTI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NMOPOLLKOM Y
KapTOHHIA ynakoBLi

BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IIOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpPOBELEHHS KOHTPO/IIO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiid) - 3MiHa HalilMeHyBaHHS Ta afpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA, 63 3MiHM MicLsa
BMPOGHMLTBA. 3MiHM BHECEHO B iHCTPYKLiO A1
MeAMYHOro 3aCTOCYBaHHA LWOA0 HaliMeHyBaHHS Ta
MiCLie3HaxX0MKeHHS BUPOOHMKA 3 BiANOBIAHUMM
3MiHaMU Y TEKCTi MapKyBaHHS YNakoBKW iKapCbKoro
3acoby (BeefeHHS 3MiH NPOTAroM 6-TW MicALB nicas
3aTBEPLKEHHS)

ABUNMNM®

MOPOLLOK A/151 PO3UUHY
Ans iH'ekuii no 1000
Mmr, 1 doniakoH 3
MOPOLLKOM Y
KapTOHHIA ynakoBL,i

Abpun
dopmyneiH3
Met. 14

IHAjia

HekTap
Naiidpcaiincis

Nimitea-tOHIT VI

IHAjA

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHs!
Ta/abo agpecy MicLs NPOBa)KEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IIOYAOUN AiNbHULI BUNYCKY cepii abo micue
NpoBefeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiid) - 3MiHa HalilMeHyBaHHs Ta afpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA, 63 3MiHM MicLsa
BMPOGHMLTBA. 3MiHM BHECEHO B IHCTPYKLi0 A1
MeAMYHOro 3aCTOCYBaHHS LOA0 HaliMeHyBaHHS Ta
MiCLie3HaxoMKeHHS BUPO6HMKA 3 BiANOBIAHUMM
3MiHaMU Y TeKCTi MapKyBaHHS yNakoBKW iKapCbKoro
3acoby (BeefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS)

3a
peyenmom

UA/10084/01/02

ALQANTON®

Tabnetku no 500 wmr;
no 10 TabneTok y
6nictepi; no 2
6nictepy B navui

AT
"OnaitHdapm"

Natsis

AT "OnaiiHcpapm"

Natsis

BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu |
TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnisgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkiovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI
0C06M YyNOBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BIANOBIAA/IbHOI 32 hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: MNpuckoka AHApili Onerosuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BigmnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi

6e3
peyenma

UA/2785/01/01

AAELMKNON

nopoLuok, 400 mr/5 mn
Ta PO3YMHHWK ANst

KYTN®EP
BIOTEX, YAB

JInToBcbka
Pecny6nik

BIOMEZIKA
POCKAMA

ITanis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
My - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta

3a
peyenmom

UA/15300/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO34UHY A5 iH'EKUIN; a IHOYCTPIA KIMIKO hapmakoHarnsgy (iHwi 3mMiHn) - BHeceHHs 3MiH Jo
5 dhnakoHis 3 PAPMACBIOTIKA po3giny “MapkyBaHHs” MKA J13": 3aTBepaKeHo:
nopoLuKom i 5 amnyn 3 CnA MapkyBaHHA. [logaeTbca 3anponoHoBaHo:
PO34YMHHWKOM (L-ni3nH MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
(50 % BogHMiA MapkyBaHHSA OHOB/IEHHS TEKCTY MapKyBaHHS YrNaKoBKu
pO34nH), y nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi Wwoao
nepepaxyBaHHi Ha L- 3a3HayeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl
Ni3vH, HaTpito BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
rigpokcuna, sogy ans 3aTBEPLKEHHS; 3MiHW | TUNY - AAMIHICTPATVBHI 3MiHW.
iH’exuii) no 5 mn y 3MiHa HalimeHyBaHHS Ta/abo agpecu micus
KOHTYPHIli YapyHKOBIi NpoBapPKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
ynakosui; no 1 rOTOBOrO J1iKapCbKOro 3acoby, BKYaun AiflbHULL
KOHTYPHIli YapyHKOBIi BWMYCKy cepii abo MicLie NpoBeAEHHS KOHTPO/TI0
ynakoBLji y naywi AKOCTI. (QiSNbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK CEpil) - 3MiHa
Ha3BU Ta YTOYHEHHS aipecu BUPOOHUKa, 6e3 3MiHN
Micusi BUpoOHULTBa (BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLIiB MiCN1sA 3aTBEPKEHHS)
7. AAPEHANMIH- | po3uuH ANs iH'eKUiid, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/5272/01/01
OAPHULSA 1,8 mr/mn, no 1 mn B "®hapmaveBTu "PapmaLeBTnyHa TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
amnyni, no 5 amnyn'y YyHa hipma ipma "OapHuus" thapmakoHarnagy. BeegeHHs abo 3miHn 4o
KOHTYPHIli YapyHKOBIi "fapHuua” y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
ynakoBLi, No 2 (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
KOHTYPHI YapyHKOBI hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
ynakoBKkuM B nadi; no 1 BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
M B amnyni, no 10 KOHTaKTHOT 0cO6U 3 chapmakoHarnsay 3asBHuKa 415
amnyn y KOHTYpHIN 3pjlicHeHHs1 chapmakoHarnsay B YKpaiHi, KLU0 BOHA
YapyHKOBIli ynakoBLyj, BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
no 1 KOHTYpHil 3a 3gjlicHeHHs chapMakoHarnsay (BkiYaKum
YapyHKOBIli ynakoBLji B KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
nauui thaiina cuctemu chapmakoHarnsgy) - 3amiHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag,
3anponoHoBaHo: Typok B'ayecnas B'ayecnaBoBuy
8. A3UTPOMIL, MOPOLLIOK (Cy6CTaHLis) CninbHe YkpaiHa Epkpoc, C.A. Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | - UA/5732/01/01
NH ons YKpaIiHCbKO- TUMy - NOAAaHHS OHoB/ieHOro CepTudikaty
hapmMaueBTUYHOIO icnaHcbke BiANOBigHOCTI EBponeiickkili hapmakonei R1-CEP
3aCToCyBaHHA Y nignpUeEMCTBO 2007-206-Rev 02 (nonepeaHs sepcis R1-CEP 2007-
NoABINHMX "CMEPKO 206-Rev 01) Big BXe 3aTBEPAKEHOr0 BUPOOHMKA
nosieTuIeHoBMX YKPAIHA" ERCROS S.A,, IcnaHis gna A®l A3uTpoMiumHy (y
MiLLIKaxX hopmi aurigparty) Ta, K HacnifAoK, BHECEHHS 3MiH 0
po34iny «3a/IULLKOBI KiTbKOCTi OpraHiuHmX
PO3UYMHHVKN» METOZAIB KOHTPOO AKocTi /13
9. A3SUTPOMIL, TabneTkun, BKPUTI "FOHiK IHAjisA tOHiK IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/7280/01/01
MNH EBPO o060n10HKo0, No 125 dapmacboThK dapmacbloTrKas MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Mr; Mo 6 TabneTok y an JlabopaTtopis hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH 10
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Ne

Hassa

3asBHUK

®opma surnycky Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 1 Na6opaTtopiz" (BipgineHHs cipmm po3gainy «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
6nictepy y kopobuj (BipfineHHs "x. B. Kemikana MapkyBaHHS. 3riHO 3aTBEPKEHOr0 TEKCTY
chipmm "Ox. B. eHf, MapKyBaHHs. OHOB/IEHHSI TEKCTY MapKyBaHHA
Kemikans eHg, dapmacboTuKan3 NepBUHHOT Ta BTOPMHHOI YNaKoBKY /iKkapCbKOro
dapmacboTUK nra.) 3acoby. BBefieHHs 3MiH NPOTArom 3-X MicsuiB nicns
ans3 /ltg.") 3aTBEPMKEHHS
10. A3UTPOMIL, TabneTku, BKpUTI "HOHIK IHAjia HOHiK IHAjA BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/7280/01/02
MH €BPO 060/10HKO10, M0 250 dapmacboTuK dapmacbioTukan TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
Mr; Mo 6 TabneTok y an NabopaTtopi3 thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
6nicTepi; no 1 Na6opaTtopiz" (BipaineHHs dipmun po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
6nictepy y kopobui (BiofineHHs "x. B. Kemikan3a MapkyBaHHS. 3riiHO 3aTBEPAKEHOr0 TEKCTY
chipmm "Ox. B. eHf, MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHA
Kemikan3s eHp, dapmacboTuKan3 NepPBUHHOT Ta BTOPUHHOI YNAaKOBKM J1iKapCbKOro
dapmacboTuK nrta.") 3acoby. BBefieHHs 3MiH NPOTArom 3-X MicALiB nicns
ans /ltg.") 3aTBEPAKEHHS
11. A3UTPOMIL, TabneTku, BKpUTI "FOHiK IHais HOHIK IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/7280/01/03
NH €BPO 060/10HKOI0, N0 500 PapMacboTUK PapmacboTuKan TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyernmom
Mr; o 3 TabneTkm y an NabopaTtopi3 hapmakoHarnsay (iHwi 3MiHn) - BHECEHHS 3MiH 40
6nicTepi; no 1 Na6opaTtopiz" (BipLineHHs dipmun po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
6nictepy y kopobui (BipaineHHs "x. B. Kemikana MapkyBaHHS. 3riHO 3aTBEPIAKEHOr0 TEKCTY
ipmn "Ox. B. eHa MapKyBaHHSA. OHOBJ/IEHHSI TEKCTY MapKyBaHHS
Kemikan3s eHp, dapmacboTuKan3 NepPBUHHOT Ta BTOPUHHOT YNaKOBKM J1iKapCbKOro
PapmMacbloTUK nrp.") 3aco6y. BBefeHHs 3MiH npoTarom 3-x micauis nicns
an3 Jitg.") 3aTBEPKEHHS
12. A3NUNH® TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/0137/02/01
060/10HKOt0, N0 500 Mr | "dapmauesTu "dbapmaLieBTnyHaA TMRY - 3MiHN Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
no 3 Tabnetkn y yHa dhipma ipma "JapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
KOHTYPHili YapyHKOBIi "fNapHuua” y3araslbHeHUX AaHux nNpo cuctemy gapmakoHarnsgy
ynakosui; no 1 (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
KOHTYPHIli YapyHKOBIi hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
ynakoBLji B nauLi BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa 415
3[jiCHeHHs hapmMakoHarisay B YKpaiHi, AKLLO BOHA
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3gilicHeHHs dhapmakoHarnsgy (Bkiovaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBAXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.
3anponoHoBaHo: Typok B'ayecnas B'ayecnasosuy
13. AKKYNPO® TabneTkun, BKpUTI NMPANIEP CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/1570/01/01
NNiBKOBOIO IHK. MeHtodhekuypuHT TUNY - OHOBJIEHHSA aApecun BNacHuka macTpe-tainna peyernmom

060/10HKO0, MO 5 Mr;
no 10 TabneTok y
6nicTepi; no 3
6nicTepy y KapTOHHIl
Kopobui

Loiunena rmeX

Ha A®l, a came Farmhispania, S. A., a Takox
npuBeLeHHs Ha3Bu BUPOBHMYOT AinbHuui Rolabo
Outsourcing S.L. y BignoBigHiCTb f0 AOKyMeHTav,i
BUpo6HUKa (3aTBepmkeHo: Rolabo S.L.); 3miHu | Tuny -
BWYYEHHS BUPOOHUYOI AinbHULI Ans APl
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Farmhispania, S.A. 3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHu | TUny - 3MiHK 0 po3ainy
3.2.S.2.2. Onnc BMPOBHMYOro npoLecy Ta iioro
KOHTPO/II0, & caMe [0faHHSA ONUCy LWoA0
BMKOPWUCTaHHS BiJHOBMEHOTO PO3YMHHUKA
(aLeToHITPMAY) Ha OCTaHHIN cTagji cuHTesy Adl.
[laHnin npouec BYKOPUCTOBYBCS i paHille, ane He 6yB
onucaHuii B NnonepeaHix Bepcisix Mactep-caiina Ha
A®I; 3miHKM | TMNY - HE3HAYHI 3MiHW Y BUPOBHNYOMY
npoueci A®| Ha nepLwiin cTagii cMHTe3y, a came
BVKOPWCTaHHSA TpUeTunamMiHy Ha nepLuiii cragii
CUHTE3Y 6y/10 3aMiHEHO Ha BUKOPUCTaHHS HaTpito
KapboHaTy; 3MiHW | TMNy - OHOB/IEHHS 3aKPUTOT
YyacTuHU macTep-cpaiina Ha APl 3 EDMF-RP-106/0608
Am. 0518 Ha EDMF-RP-106/0608 Am. 1118; 3MiHu |
TUny - 36inbweHHs po3mipy cepii A®I 3 200 kr oo
248,8 kr +/- 27,5 Kr; 3MiHW | TUNY - YAO0CKOHA/IEHHA
yMakoBKM AN rapaHTyBaHHS BiANOBIAHOCTI
cneuudikauii A®I woao BMICTY BOAM 3riAHO BUMOram
EP. MNepBrHHA ynakoBKa 3a/IMLLAETLCA NOABIHOK
noNieTUIEHOBO NAIBKOK HU3bKOT LLi/IbHOCTI, e Mix
BHYTPILLHIM i 30BHILLHIM NONIETUIEHOBAMMN MilLKaMu-
BKMaAMLIamy A0AAETHCA MILLOK 3 OCyLLyBayeM, Takox
TOBLUMHA Milka 36inbLyeTbes 3 300 Ao 500 kanibpy, B
MOPIBHAHHSA 3 NONepPeHbLOI0 YNakKoBKOI;
3MiHW | TUMY - CKOPOYEHHSA NepioAy NOBTOPHOIO
TecTyBaHHA A®I 3 48 micauis Ao 36 micALiB; 3MiHW |
TMNy - NpuBeaeHHs cneundikauii A®| kiHanpuy
rigpoxnopuay y BiAnoBiAHICTb A0 MoHorpadii EP
Quinapril hydrochloride

14.

AKKYMPO®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, No 10 mr;
no 10 TabneTok y
6nictepi; no 3
611icTepy y KapTOHHiN
Kopoobui

MNOANIEP
IHK.

CLWA

Mdpaiizep
MeHo ek ypUHr
[onunena MrmexX

HimevunHa

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu |
TUNY - OHOBJIEHHSA aApecKn BNacHuka macTpe-gaina
Ha A®l, a came Farmhispania, S. A., a TaKkox
npuBeLeHHs Ha3Bu BUPOGHMYOT AinbHuui Rolabo
Outsourcing S.L. y BiANOBIAHICTb A0 AOKYMeEHTaLT
BMpOGHUWKa (3aTBepaxeHo: Rolabo S.L.); 3MiHu | Tuny -
BW/TyYEHHS BUPOOHUYOT AinbHULi ana Adl,
Farmhispania, S.A. 3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHW | TUny - 3MiHW [0 po3Ainy
3.2.5.2.2. Onuc B1po6HMYOro npovecy Ta iioro
KOHTPO/II0, & caMe A0fjaHHSA ONUCy LWoA0
BVIKOPVCTAHHS BiHOB/IEHOrO PO3YMHHMKA
(aueToHITPUNY) Ha OCTaHHIl cTagii cuHTesy AdI.
[aHunii npouec BUKOPUCTOBYBCS i paHille, ane He 6yB
onucaHuii B nonepegHix Bepcisix mactep-chaiina Ha
A®I; 3miHKM | TUNY - HE3HAYHI 3MiHW Y BUPOBHUYOMY
npoueci A®| Ha nepLwiii ctagii cMHTe3y, a came
BVKOPWCTaHHS TpreTuiaMiHy Ha nepLuii cragii

3a
peyenmom

UA/1570/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CWHTEe3y 6Yy/10 3aMiHEHO Ha BUKOPUCTaHHS HaTpito
KapboHaTy; 3MiHU | TUMY - OHOBJIEHHS 3aKPUTOI
YacTuHM mactep-goaiina Ha A®l 3 EDMF-RP-106/0608
Am. 0518 Ha EDMF-RP-106/0608 Am. 1118; 3MiHu |
TUny - 36inbLWeHHsA po3mipy cepii A®Il 3 200 kr o
248,8 kr +/- 27,5 Kr; 3MiHW | TUMY - YA0CKOHA/IEHHS
yMakoBKM AN rapaHTyBaHHS BiANOBIAHOCTI
crneundikanii A®I woao BMiCTy BOAM 3rigHO BUMOram
EP. MNepBrHHa ynakoBka 3a/MLLAETLCA NOABIHOK
NoslieTUNEHOBOIO NMIBKOK HU3bKOT LLi/TbHOCTI, asie Mix
BHYTPILUHIM i 30BHILLHIM NOMIETUAEHOBUMW MilLIKaMU-
BKNaAMLaMn JOAAETLCA MILLOK 3 OCYLLYyBa4yeM, Takox
TOBLYMHA Milka 36inbLwyeTbes 3 300 go 500 kanibpy, B
MOPIBHSHHSA 3 NONEPEeAHbLOI0 YNaKOBKOIO;
3MiHM | TUMY - CKOPOYEHHS nepiogy NOBTOPHOIO
TecTyBaHHA A®I 3 48 micauiB Ao 36 micALiB; 3MiHM |
TMNYy - NpuBeAeHHS cneundikavii A®I ksiHanpuny
rigpoxnopuay y BiAnoBigHICTb A0 MoHorpadii EP
Quinapril hydrochloride

15.

AKKYNPO®

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKO0, M0 20 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHI
Kopobui

MN®ANIEP
IHK.

CLWA

Mcpaiizep
MeHtohekuypuHr
[Loliuneng M6 X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TUMY - OHOBJ/IEHHSA afpecu BNacHrnka mactpe-daiina
Ha A®l, a came Farmhispania, S. A., a Takox
npuBeAeHHs Ha3BM BUPOBGHNYOI AinbHuL Rolabo
Outsourcing S.L. y BignoBigHiCTb [0 AOKyMeHTav,i
BMpOGHUWKa (3aTBepmxeHo: Rolabo S.L.); 3MiHu | Tuny -
BWU/TYYEHHSI BUPOOHMYOT AinbHUUi ans Adl,
Farmhispania, S.A. 3anponoHoaHo: Rolabo
Outsourcing S.L; 3MiHu | TUny - 3MiHK 0 po3ainy
3.2.5.2.2. Onuc BUpo6GHMYOro npovecy Ta iioro
KOHTPOJII0, & caMe [j0flaHHsA ONUCY LWoA0
BVIKOPVCTAHHSA BiHOB/IEHOrO PO3YMHHUKA
(aueToHITpUNY) Ha oCTaHHil cTagii cuHTesy AdI.
[laHunii npouec BUKOPUCTOBYBCS i paHille, ane He 6yB
onucaHuii B nonepeaHix Bepcisix Mactep-caiina Ha
A®I; 3MiHM | TUNY - HE3HAYHI 3MiHN Y BUPOGHUYOMY
npoueci A®| Ha nepLwuiin cTagii cMHTesy, a cave
BVIKOPVCTaHHA TpreTunamMiHy Ha nepLuii ctagii
CMHTe3y 6y/10 3aMiHEHO Ha BUKOPUCTAHHS HaTpito
KapboHaTy; 3MiHu | TMNy - OHOB/IEHHS 3aKpUTOI
YyacTuHU macTep-chaiina Ha APl 3 EDMF-RP-106/0608
Am. 0518 Ha EDMF-RP-106/0608 Am. 1118; 3MiHu |
TUny - 36inbweHHsA po3mipy cepii A®I 3 200 kr go
248,8 kr +/- 27,5 Kr; 3MiHW | TUNY - Y4,0CKOHA/IEHHA
yNakoBKW A/151 rapaHTyBaHHS BifnoBigHOCTI
cneuudikauii APl woao BMICTY BOAM 3riHO BUMOram
EP. MNepBrHHa ynakoBKa 3a/MLIAETbCA NOABIHOK
NnosIieTUNEHOBOO NAIBKOK HU3LKOT LLiTLHOCTI, ane Mix
BHYTPILLHIM i 30BHILUHIM NONIETUIEHOBMMMN MilLKaMu-

3a
peyenmom

UA/1570/01/03




24

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BK1aAMLamy AOAAETHCA MILLOK 3 OCyLLyBayeM, Takox
TOBLMHA MillKa 36inbLyeTbes 3 300 go 500 kaniépy, B
NOPIBHAHHSA 3 MONEPEAHBbO0 YNaKOBKOH;
3MiHW | TUMY - CKOPOYEHHA NepioAy NOBTOPHOIO
TecTyBaHHA Ad| 3 48 micAauiB f0 36 MicALiB; 3MiHN |
TMNy - NpuBefeHHs cneuudikauii A®| keiHanpuiy
rigpoxnopuay y BiANoBiAHICTb A0 MoHorpadii EP
Quinapril hydrochloride

16.

AKHETIH®

Kancynu rno 8 mr no 10
Kancyn y 6nictepi; no
3 6nictepu y
KapTOHHI/ KopoobLi

AfpaH-
[aneHcbkmit
JNa6opaTopiii
a.n.

Xopsaris

C.M.B. TexHonopaxi
CA

Benbris

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEMEHHA Y3arasibHEHUX JaHWX MPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarfisgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y YNOBHOBaXKEHOT
0cobu 3asBHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi

3a
peyerimom

UA/10316/01/01

17.

AKHETIH®

Kancynu no 16 mr no
10 kancyn y 6nicTepi;
no 3 6nictepu y
KapTOHHilA KopooLi

AppaH-
[aneHcbkuit
Nab6opaTtopiii
A.A.

Xopsaris

C.M.B. TexHonoaxi
CA

Benbris

BHECEHHS 3MiH [JO peecTpaLiiHMx maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEeHWX AaHUX NpPo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLLO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
KOHTaKTHUX [aHNUX KOHTaKTHOI 0CO6U YNOBHOBaXEHOI
0Cco6M 3as1BHMKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B
YKpaiHi

3a
peuyenmom

UA/10316/01/02

18.

AKTEMPA®

KOHLeHTpaT Ans
pO34nHy A5 iHdys3il,
20 mr/mn; no 80 mr/4
M a6o 200 mr/10 mn

®.XothpmaHH-
Na Pow /14,

LBeliuapis

Brpo6HMLTBO
Hepo3dacoBaHoi
npoaykuii, nepuHHe
nakyBaHHs: Yyraii

AnoHis/
HimeyunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianisa: 3MiHu Il
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

ab6o 400 mr/20 mny Papma 07151 MeMYHOro 3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMY
dhnakoHi; no 1 abo 4 MaHydeKkTypuHr Ko. LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMU SaHUMKU Ta
h/1aKOHW y KapTOHHii Ntp, AnoHis; JaHnMmu 3 chapmakoHarnsagy - CynyTHs 3mMiHa - 3MiHK
Kopobui 3 Bunpo6yBaHHs oo 6e3nekn/edpekTMBHOCTI Ta chapMakoHarnsay.

3a
peyerimom

UA/13909/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MapKyBaHHSM KOHTPOJIHO SIKOCTI: BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
YKpPaiHCbKOH MOBOK Pow ®apma Arl, BMAAui PEECTPALiiHOr0 NOCBIAYEHHS, BK/IOUAUM
ab60 3 MapKyBaHHAM HimeuuunHa; Mnax ynpaeniHHS pu3vkamu (3acTocyBaHHS 3MiH(1),
aHrninceKoto, BTopuHe nakyBaHHS, Aki(a) BMMaratoTb(€) MoAanbLLIOro 06r'pyHTYBaHHS
dhpaHLy3bKkoo Ta BUMNPOOYBaHHA HOBUMM [OATKOBUM AaHUMK, L0 MatoTb HagaBaTucs
apabcbkoo MoBamMK 3i KOHTPOJIHO SIKOCTI, KOMMETEHTHVMM OpraHoM, OCKiflbKM BUMaraeTbCs
CTVIKepoM BUNYCK cepii: CyTTEBA OLjiHKA KOMMNETEHTHUM OPraHoMm) - 3MiHu
YKpPaiHCbKOH0 MOBOK ®.XodppmaHH-/15 BHECEHO A0 IHCTPYKLi ANA MeAMYHOro 3aCTOCyBaHHs
Pow NTg, niKapcbKoro 3acoby Ao po3ainy "Cnocié 3acTocyBaHHs
LLiBefiuapis Ta [o3u" - yToO4HeHo iHhopmaLito 3 6e3neku
nikapcbKoro 3acoby Ha OCHOBI 3aBepLUEHNX
pocnimkeHb. MNpeacTasneHi 3mMiHn B iHopmaii 3
6e3nekun Woa0 BHECEHHS 3MiH Ta AOMOBHEHb Ha
nigcTaBi 3aBepLUEHNX KMiHIYHUX JOCNIIKEHD,
OHOB/IEHOrO MNnaHy ynpasniHHA pusmkamu Bepcis 26,0,
KOPOTKOI XapakTepuCcTUKN Ha npenapar, 3aTBepaxXeHor
B EMA y po3zinax NpoeKTy IHCTPYKUIT 4715 MeAUYHOT0
3acTocyBaHHA «OCO6MMBOCTI 3aCTOCYBaHHA», «Cnocio
3aCTOCYBaHHA Ta [j031» MOXYTb 6YTV pekoMeHA0BaHi
[0 3aTBEPKEHHS Ta BHECEHHS B iIHCTPYKLi0 AN1A
MeJMYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHSA. 3MiHM Il TUnY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucThL,j NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS y 3B'AA3KY i3 HOBMMU JaHUMW 3 SKOCTI,
[LOK/MIHIYHUMM, KNIHIYHUMKW AaHUMK Ta AaHUMK 3
hapmMakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS NiKapcbKoro 3acoby o
po3ginis "OcobamBocCTi 3acTocyBaHHs", "Croci6
3aCcTOCyBaHHSA Ta 403u" - pegaroBaHo iHopmalLiiio
LLIOAO YTWAi3avii HEBUKOPUCTaHOrO JliKapCbKOro
3acoby. BBegeHHs 3MiH NpoTsArom 6-Tv MicsAiB nicns
3aTBEPAKEHHS.
19. ANEPFOMAK | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/10913/01/01
(o NNiBKOBOIO 06MEXEHOI0 06MeXeHoI0 TUNy - BBEAEHHSA AOAATKOBOrO TMMOPO3MIpy 6nicTepy, peyenma
060/10HKOI0, M0 5 Mr, BiANoBiAabHI BiANOBiAANLHICTIO LLL0 BK1agaeTbcsl B kopobkm Ne 10 (10x1) go
no 10 TabneTok y CTI0 "apmaueBTyHa 3aTBepAXeHOro po3mipy ynakosok (Ne 10 (10x1)).
6nicTepi; no 1 "®GapmauesTu KOMNaHis FAKiCHWIA Ta KiNbKiCHUIA ck1aj nakyBasibHOro MaTepiasny
6nictepy B KopobLi 3 YHa KOMMaHis "3p0poB'a", YkpaiHa 3anumwmBecs 6e3 3MiH
KapTOHY "3popos'a" (Bci cTagii
BMPOGHMLTBA,

KOHTPO/b AKOCTI,
BWMYCK cepii);
ToBapucTBO 3

obmexeHoo

BiANOBIAA/IbHICTIO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"®APMEKC I'PY1",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/b SKOCTI)
20. ANNECTA® TabneTtkn, BKPUTI AJIKANOIQ AL | Pecny6nik ANIKANOIQ AL Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4290/01/02
NNiBKOBOIO Ckon'e a MiBHiYHa Ckon'e MiBHiuHa TeXHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyernmom
060/10HKOI0, N0 20 Mr: MakefioHis MakefoHis Ne 460) - TexHi4YHY NOMUIIKY BUMPABEHO Y TEKCTI
no 10 TabneTtok y MapKyBaHHA NepBUHHOT ynakoBku Ne 28.
6nicTepi; no 3 3anponoHosaHo: 2. KIJIbKICTb AIF0YOI PEYHOBUHNA
6nicTepy B KAPTOHHii 20 mr (mg). 3a3HayeHe BUNpaBEHHS Bignosigae
Kopobui; no 14 marepianiam peecTpauiiHoro focse
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHI Kopoo6Li
21. ANNb®AMNEr® | niodinisar s TOB YkpaiHa TOB "BANNAPTIH YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/14620/01/02
-C PO34UHY A5 iH'EKLIA "BANTAPTIH PAPMA" TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHS peuyenmom
AEFIHTEP®E | no 100 mkr; 1 dphnakoH PAPMA" (nakyBaHHs 3 Ta/abo agpecy MicLs NPOBaKEHHA AiS/IbHOCTI
POH ANMb®A- | 3 niogoinizatom y dopmum in bulk BMpPOGHUKa (BK/THOYAKOUM, 32 HEOOXIAHOCTI, Micue
2B KOpOOGLii 3 KapToHy; 1 chipmMmn-BMpoBHMKa NPOBEefEHHA KOHTPOJIIO SKOCTI), a60 BNacHWka Mactep-

onakoH 3
niocpinisatom y
KOMNEKTi 3
PO34YMHHMKOM (BOAA
018 iH'eKUin) no 2 MmN B
amnyni B Kopo6ui 3
KapTOHY

TOB «HaykoBo-
BMPOGHUYaA
KOMNaHis
«IHTepdapmbioTek»,
YkpaiHa)

chaiina Ha A®I, abo noctavanbHuka A®l/BuxigHoro
martepiany/peareHTy/MPOMIKHOIO NPOAYKTY, WO
3aCTOCOBYOTHCA Y BUPOOHULTBI A®I (SKLLO 3a3HAYEHO
y AOCbE Ha NikapCbKuii 3aci6) 3a BifACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiicbkii
chapmakonei y 3aTBepAKeHoMy A0Cbe, a60 BUPOOHYMKA
HOBOI JONMOMIXXHOI PEYOBUHY (SIKLLO 3a3HaYeHo Y
[0CbE) - 3MiHa agpecu BupobHnka A®l TOB
«HaykoBo-BMpobHUYa KOMNaHis «IHTepchapmbioTek»,
YkpaiHa, 6e3 3mMiHu micus Bupo6HULTBa. 3MiHK | TUNYy -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
posginy “MapkysaHHa” MKA /13: 3aTBepakeHo:
JopaeTbes.
3anponoHoBaHo: BignosigHO A0 3aTBEPAXEHOrO
TEKCTY MapKyBaHHs. OHOBIEHHSA TEKCTY MapKyBaHHs
YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPIOBaHHS
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBepAKeHHs. 3MiHu | Tuny - AQMiHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBafpKEHHN AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JIiKAPCbKOro 3acoby, BK/IYaOUN AiNbHUL
BUMYyCKy cepii abo MicLie NPOBEAEHHS KOHTPO/TO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEpP, HE BK/IOYAKYM BUMYCK Cepii) -
BHECEHHS 3MiHM [0 MaTepianiB peecTpauiiHoro foche,
a came, 3MiHa agpecy BUpobHMKa npenaparty y qoopmi
in bulk TOB «HBK «IHTepdiapMbioTek», YkpaiHa, 6e3




27

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHM Micusl BUpOGHMUTBA
22. ANb®AMNEr® | nioginisar gns TOB YkpaiHa TOB "BANAPTIH Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14620/01/03
-C PO34nNHY A5 iH'EKUIA "BAJNTAPTIH PAPMA" MRy - AAMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
MNEFHTEP®E | no 120 mkr; 1 donakoH PAPMA" (nakyBaHHSA 3 Ta/abo agpecy MicLsl NPOBAKEHHS AiS/IbHOCTI
POH ANMb®A- | 3 nioghinizatom y ¢opmum in bulk BMpOBHUKa (BK/IKOYaKOUK, 38 HEOOXIAHOCTI, MicLe
2B Kopo6Li 3 KapToHy; 1 hipMmn-BMPOGHMKa NpoBefEeHHs KOHTPOJIO SKOCTi), abo BnacHuka mactep-
hnakoH 3 TOB «HaykoBo- thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHOro
niocpinizatom y BMPOGHUYa marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
KOMNJIEKTi 3 KOMNaHis 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (KO0 3a3Ha4YeHO
PO34MHHMKOM (BOgA «IHTEepchapmbioTek», y [OCbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
Ans iH'ekuid) no 2 mn B YkpaiHa) cepTudpikaTa BifnoBiAHOCTI EBpoNeiiChKii
amny”ni B Kopo6Li 3 thapmakonei y 3aTBepXeHOMY [OCbE, ab0 BMPOGHMKaA
KapTOHY HOBOI JONOMIXXHOI PeYOBUHY (SIKLLO 3a3HaYeHo Y
[0CbeE) - 3MiHa agpecu Bupo6Huka APl TOB
«HaykoBo-BMpOOHNYA KOMNaHis «IHTepdapmbioTek»,
YkpaiHa, 6e3 3MiHu micus BUpobHuLTBa. 3MiHu | TRy -
3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3ainy “MapkyBaHHs” MKA 13: 3aTBepaxeHo:
Jopaetbea.
3anponoHoBaHo: BignoBsigHO 40 3aTBEpPAKEHOr0
TEKCTy MapkyBaHHA. OHOBMEHHSI TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepKeHHs. 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYaoUn AiNbHUL
BWMYCKy Cepii abo MicLie NpoBeAEeHHS KOHTPO/II0
AKOCTI. (AiS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, HE BK/IKOUAKUM BUMYCK cepid) -
BHECEHHS 3MiHM 40 MaTepianiB peecTpauiiHoro focke,
a came, 3MiHa agpecun BUpobHMKa npenaparty y qopmi
in bulk TOB «HBK «IHTepthapmbioTek», YkpaiHa, 6e3
3MiHM MicLs BUpO6HULITBA
23. ANb®ANEr® | nioginisar gns TOB YkpaiHa TOB "BANIAPTIH Ykpaina BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/14620/01/04
-C PO34MHY AN5 iH'eKUil "BAJTAPTIH PAPMA" ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
MEMHTEP®E | no 150 mkr; 1 donakoH DAPMA" (makyBaHHS 3 Ta/abo agpecun micusa NPOBamKEHHS AisNIbHOCTI
POH ANb®A- | 3 nioghinizatom y chopmum in bulk BMPOGHMKa (BK/THOYaOUM, 3a HEOOXIAHOCTI, MicLe
2B KOpo6Lii 3 KapTOHY; 1 hipMU-BUPOGHMKaA NpoBeeHHs1 KOHTPOJIO AKOCTi), ab0 BacHUka MacTep-

donakoH 3
niocpinizatom y
KOMMEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 2 mn B
amnyni B kopoobui 3
KapToHY

TOB «HaykoBo-
BMPOBHMYA
KOMNaHis
«|HTepthapmbioTeK»,
YkpaiHa)

thaiina Ha A®l, abo noctavanbHuka AdI/BUxigHOro
marepiany/peareHTy/nPOMbKHOIo NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOOHULTBI API (AKLLLO 3a3HAYEHO
Yy AOCbE Ha NiKapCbKuii 3acib) 3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBpONECHKii
thapmakonei y 3aTBepkeHOMY [JOCbE, ab0 BUPOGHMKA
HOBOI JONOMIiXXHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OCbE) - 3MiHa agpecy Bupo6Huka A®l TOB
«HayKoB0-BMpOOHUYa KOMNaHisA «IHTepapmbioTek»,

YkpaiHa, 6e3 3miHu micus BupobHuLTBa. 3MiHu | Tuny -

3MmiHM Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3sgainy “MapkyBaHHa" MKA /13: 3aTBepaxeHo:
JopaeTbes.
3anponoHoBaHo: BignosigHO A0 3aTBEPAXEHOrO
TEKCTY MapKyBaHHs. OHOBNIEHHS TEKCTY MapKyBaHHs
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicAuis
nicns 3aTBepmMKeHHs. 3MiHu | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
NpoBafKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaoun AifbHUL
BUNYCKy cepii abo MicLe NpoBefeHHS KOHTPO/I0
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, He BK/IKOYaK4M BUMYCK cepiid) -
BHECEHHS 3MiHM [0 MaTepianiB peecTpauiiHoro focke,
a came, 3MiHa agpecy BUpobHMKa npenapary y oopmi
in bulk TOB «HBK «IHTepchapmbioTek», YkpaiHa, 6e3
3MiHM Micusl BUpOGHMLTBA

24,

ANb®AXONI
H®

PO34NH A5 iH'EKLIN,
1000 mr/4 mn no 4 mn
B amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHil
YapyHKOBIli ynakoBLji y
nauui

MpAT
"®apmauesTn
yHa hipma
"AapHnus”

YKpaiHa

MpAT
"®GapmaueBTuyHa
ipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEMEHHA Y3arasibHEHUX JaHUX MPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmMakoHarnsay (BkiYaK4u
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tharina cuctemmn chapmakoHarfisgy) - 3miHa
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
hapmakoHarnsg.
3anponoHoBaHo: Typok B'ayecnas B'syecnasosuy

3a
peyerimom

UA/17917/02/01

25.

AMBPOKCO/
-BAPHULA

Tabnetku no 30 Mr no
10 TabneTok y
KOHTYPHIli YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKU y navui

MpAT
"®apmavesTu
yHa chipma
"fapHuua”

YKpaiHa

MpAT
"dbapmaLieBThYHA
ipma "fapHuus”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu |
UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3arasibHeHVX AaHnX Npo cucTemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
34iicHeHHs1 hapMakoHarisgy B YKpaiHi, KO BOHA

6e3
peyenma

UA/5703/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3amiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok B'suecnas
B'ayecnaBoBuy
26. AMBPOTAPJ, | kancyin My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/2814/01/01
75 NPOJIOHIOBaHOT Aji No akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
75 wr, no 10 kancyny TOBapucTBO TOBapuCTBO thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
6nicTepi; no 1 "HaykoBo- "HaykoBo- po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
6nictepy B nauuj 3 BUPOGHNUNIi BUPOOHNYMIA LIEHTP MapkyBaHHs. BignosigHo [0 3aTBEPMAXEHOro TeKcTy
KapToHy LEeHTp "BopLyariBCbKuii MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
"BopuuariBcbk XiMiko- YMakoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
Wi1 XimiKo- hapmaueBTUYHNI iH(bopMmauii WoA0 3a3HaYeHHs OAUHULL BUMIPIOBaHHSA
hapmaveBTny 3aBog" y cuctemi Sl. BBeieHHSA 3MiH NPOTAromM 6-Tn MicsLiB
Hui 3aBog” nicns 3aTBepmKeHHs
27. AMIAKY pO34uH ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 6e3 UA/0138/01/01
PO34YMH 10% | 30BHiLLUHBOrO dapmaneBTny PapmaLeBTUYHa TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peyenma
3acTocyBaHHs 10%, Ha pabpuka thabpuka "Biona" Cunctema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa y
no 40 mMn y donakoHax; "Biona" NepBUHHIN yNakoBL,i rOTOBOTO Jlikapcbkoro 3acoby (Tun
no 40 mMn y doNakoHi; KOHTeliHepa abo AofaBaHHS HOBOTO KOHTelHepa) -
no 1 chsiakoHy B navi TBepai, M'sIki Ta HeCTepusbHi piaki ikapcbki hopmm -
3 KapToHy; no 100 mn BBEeJEHHS [OAATKOBOI YNakoBKW, a came do1akoHiB
y donakoHax nonimepHux no 100 mn Tuny ®BrM3-100 (MonieTnneH
BMCOKOI LWiNbHOCTI Mapkn BL 6200) y komMnnekTi 3
Hacagkow ®BIM3 Ta kpuwkoro ®BM3 (MonieTuneH
BMCOKOI LWiNbHOCTI Mapkn BL 6200), BupobHMuTBa
MpAT «Eninc», YkpaiHa. (3aTtBepa)KeHi onakoHn
cknsiHi no 40 mn ta 100 M, yKynopeHi npobkamu Ta
KpuLLKamm)
28. AMIAAPOH Tabnetku no 200 wmr; AT YkpaiHa AT "KMIBCbKIMN YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/4514/01/01
no 10 tTabneTtok y "KNIBCbKN BITAMIHHU TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peuyenmom
6nicTepi; no 3 BITAMIHHNIA 3ABOA" Ne 460) - BUNpaBneHO TEXHIYHY MOMUKY B
6nictepn y nauui 3 3ABOA" [APYyKOBaHOMY BapiaHTi iIHCTPYKLiT 4518 MegnyHoro

KapToHy

3aCTOCyBaHHSA Nikapcbkoro 3acoby: 3anponoHOBaHo:
po3gain "Mo6iuHi peakuii" 3 60Ky cepus: bpagukapgis,
3a3BMyaii NOMipHa Ta 40303a/1eXHa; NMOPYLUEHHS
npoBiAHOCTI Miokapaa (cuHoatpianbHa 61okaga, AB-
6/10kaa pPi3HOro CTyneHs); BupaxeHa bpagukapais Ta,
Y BUK/TIOYHMX BUNaAKax, BigMOBa CMHYCOBOrO BYy3/1a,
Npo SAKi NOBIAOMNANOCA Y Ki/IbKOX BUNazkax (Ha Tni
AVNCAYHKLIT CMHYCOBOrO BY3Na, Y NauieHTiB NiTHLOro
BiKY); BUHMKHEHHS 260 NOTipLUEHHS ICHYHOY0i apuTMii,
Aka IHOAj CYNPOBOAXXYETHLCS 3YNMUHKOIO CepLs;
napokcM3masibHa LLyHOUYKOBa Taxikapis Tuny
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
«torsade de pointes». 3a3HayeHe BUMNpaB/IEHHS
BiANOBigae MaTepianam peecTpauiiHoro 4ocke
29. AMIKALWNA PO34nH N8 iH'eKuji, TosapucTBO 3 Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 3a UA/15452/01/01
250 mr/mn; no 2 mn o6MexeHo o6MexeHo TUMY - 3MiHW 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
a60o 4 mn y hnakoHax; BiANoBiAabHI BiANoBiAANbHICTIO 3MiHM Y BUpOOHMLTBI. 3MiHa po3mipy cepii
no 1 chiakoHy B navi cTio chipma ipma "HoBodhapm- (BKKOYAOUM giana3oH po3Mipy cepii) roToBOro
3 KapTOHy; Mo 2 MA "HoBodhapm- BiocuHTes" nikapcbKoro 3acoby (36inbweHHsA go 10 pasis
a60o 4 mn y hnakoHax; BiocnHTes" MOPIBHSAHO i3 3aTBEPIKEHNM PO3MIPOM) - BBEAEHHS
no 5 chnakoHiB y [,04aTKOBOro po3Mipy rOTOBOrO NiKapcbKoro 3acoby
KOHTYPHili YapyHKOBIi 500 n1 (125 Tuc. chnakoHiB). MNponoHoBaHa pefakLis.
ynakosLi; no 2 Po3mip cepii 100 n: 50 Tuc. chnakoHis (Mo 2 mn 'y
KOHTYPHI YapyHKOBI dhnakoHi); 25 Tuc. dakoHis (Mo 4 M 'y doIakoHi).
ynakoBKu B navi 3 Po3mip cepii 200 n: 100 Tvc. donakoHis (no 2 mny
KapToHy thnakoHi); 50 Tc. chnakoHis (No 4 mn y hakoHi).
Po3mip cepii 500 n: 125 Tuc. donakoHis (no 4 mny
h1aKoHI)
30. AMIKALNA PO34MH ANA iH'EKLI, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/15452/01/01
250 mr/mn; no 2 mn 06MEXEHOI0 06MEXEHOI0 TUMY - NOAAHHS OHOB/IEHOTO cepTudikara peyernmom
a6o 4 mn y chnakoHax; BiANoBiAa/bHI Bi4NOBIAA/IbHICTIO BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
no 1 donakoHy B nauLj cTio dhipma ipma "Hosochapm- 2010-308-Rev 01 gnsa gitoyoi peyosnHn Amikacin
3 KapTOHy; M0 2 MA "HoBodhapm- BiocuHTes" sulfate Big BXXe 3aTBEPAKEHOr0 BUPOBOHUKA, KM
a6o 4 mn y chnakoHax; BiocuHTes" 3MiHMB Ha3By; 3anpornoHoBaHo: SHANDONG ANXIN
no 5 donakoHis y PHARMACEUTICAL CO., LTD.). BeefeHHs 3MiH
KOHTYPHIli YapyHKOBIl NPOTSArom 6-Tv MiCAILiB MiCNsi 3aTBEPAYKEHHS
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBkM B nauli 3
KapTOHyY
31. AMNOAUNIH- | TabneTku, no 5 mr; no TOB "TeBa YKpaiHa AT YropLmHa BHECEHHS 3MiH [0 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/16717/01/01
TEBA 10 TabneTok y YkpaiHa" dapmaLeBTUYHNI TUMYy - 3aMiHa 3aTBEP)KEHOr0 METOAY BMNPOGYBaHHSA peyenmom
6nictepi; no 3 3aBog, TEBA 'N3 3a nokasHukoM «VaeHTudmkaums amnogunuHas»

6nicTepy y KapTOHHIl
Kopobui

(AMB-014C4/02) Ta «KonnyecTseHHOe onpeaeneHne»
(AMB-014C1/01) Ha HOBWIA 3arasibHUIA METOS,
BMNpo6yBaHHs (MPC023256) 3a nokasHUKaMm

laeHTugiKaLia amnoguniHy, 6eH301CybGIOHOBOT

KNCNOTK, KiNTbKICHE BU3HAYEHHS Ta AOMILLKU/NPOAYKTU

po3knagy. BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3aTBepkKeHHs; 3miHun | Tuny - 3amiHa
3aTBEPKEHOI0 MeToAy BUNpobyBaHHs /13 3a
nokasHukom «MaeHTrndmkaumsa 6eH30/1cybhOHOBOIA
kucnotbl» (AMB-011C7/01) Ha HOBWiA 3aranbHui
meToZ BunpobysaHHsA (MPC023256) 3a nokasHukamu
|aeHTUdiKauis amnoauniHy, 6eH301cyNbOHOBOI
KNCNOTW, KiNIbKICHE BU3HAYEHHS Ta AOMILLKWN/MPOAYKTY
po3knagy. BBefeHHS 3MiH NpoTArom 6-Tu MicAuis
nicnsa 3aTBepKeHHS.; 3MiHK | Tuny - 3amiHa
3aTBEpPKEHOro MeTody BunpobysaHHs 13 3a
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nokasHukom «Mpumecn/TpoayKTbl Pa3oXeHNs»
(AMB-014C2/01) Ha HOBWIA 3arasibHUiA MeTOS,
BMnpo6ysaHHs (MPC023256) 3a nokasH1kamm
|oeHTUdikauis amnoguniHy, 6eH301cyNb(OHOBOI
KMCNOTW, KiNbKiCHE BU3HAYEHHSA Ta AOMILLKW/NPOAYKTN
posknagy.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

32.

AMNoAauniH-
TEBA

Tabnetkn, no 10 wr;
no 10 Tabnetok y
6nictepi; no 3
611icTepy y KapTOHHiN
Kopoo6Li

TOB "TeBa
Ykpaiva"

YkpaiHa

AT
dapmaneBTUYHNIA
3aBog TEBA

YroplmHa

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TUMy - 3aMiHa 3aTBEPAKEHOr0 METoAy BUNPOGYBaHHSA
N3 3a nokasHukoM «MaeHTudmkanms amnogmnuHas
(AMB-014C4/02) Ta «KonnyectseHHoe onpeaeneHne»
(AMB-014C1/01) Ha HOBWIA 3arasibHUiA METOS,
BMNpobyBaHHa (MPC023256) 3a nokasHukamu
laeHTugiKaLia amnoguniHy, 6eH301CybGIOHOBOT
KMUCNOTW, KiflbKICHE BU3HAYEHHA Ta JOMILLKWM/MPOAYKTK
po3knagy. BBefeHHs 3MiH NpOTSArom 6-Tv MicsiLis
nicns 3aTBepkKeHHs; 3miHun | Tuny - 3amiHa
3aTBEPKEHOro MeToAy BUNpobyBaHHs /13 3a
nokasHukoM «MaeHTndmkaumsa 6eH30/cybhOHOBOIA
kmcnotbl» (AMB-011C7/01) Ha HOBWIA 3arasibHuiA
mMeToZ BunpobyBaHHA (MPC023256) 3a nokasHukamu
laeHTugiKaLia amnoguniHy, 6eH301CyMbGOHOBOT
KNCNOTU, KiflbKiCHE BU3HAYEHHS Ta AOMILLKW/MPOAYKTY
po3knagy. BeefeHHs 3MiH NpoOTArom 6-Tu MicsiLiB
nicns 3aTBepKEHHS.; 3MiHK | Tuny - 3amiHa
3aTBEpPAKEHOro Metoay BunpobysaHHA 13 3a
nokasHukom «Mpumecn/TpoayKTbl Pa3oXeHNs»
(AMB-014C2/01) Ha HOBWIA 3ara/ibHUiA MeTOS,
BMNpo6yBaHHsa (MPC023256) 3a nokasHMkamm
|aeHTUdikauis amnoauniHy, 6eH301cyNbOHOBOI
KMCNOTW, KiNbKiCHE BU3HAYEHHS Ta AOMILLKW/NPOAYKTN
posknagy.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS

3a
peyerimom

UA/16717/01/02

33.

AMOKCUKNA
B®

MOPOLLOK /151 PO3UUHY
Ans iH'ekuiid, 500
Mr/100 wmr, 5 donakoHis
3 NMOPOLLKOM B
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbioTika
n3 a.a.

CnoseHis

CaHpos 'moX -
Bupo6Huya
AiNbHUUA
AHTUIHQEKL,HI T3
Ta XimiyHi Onepauii
Kynans (AIXO N3
KyHanb), ABCTpIst

ABCTpis

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu |
MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopmMaLi LWoA0 3a3HauYeHHA OANHUL
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
“MapkyBaHHs" MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3 3aTBEpPKEHUM TEKCTOM
MapKyBaHHA. TepMiH BBELEHHSA 3MiH: NPOTAroM 6
MiCAILiB 3 AaTu 3aTBEpPAKEHHS

3a
peyenmom

UA/7064/03/01

34.

AMOKCUKNA
B®

MOPOLLOK A/ PO3UUHY
Ans iH'ekuiii, 1000

CaHpo3
PapmacbioTika

CnoseHis

CaHpo3 'moX -
Brpo6Huya

ABCTpIs

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu |
TMNY - 3MiHM Woao 6e3nekn/eddekTMBHOCTI Ta

3a
peyenmom

UA/7064/03/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr/200 wmr; 5 doiakoHis n3 p.a. OiNnbHUUS thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
3 MOPOLLKOM B AHTUWIHGEKUiHI TN3 MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby 3
KapTOHHI KOpooLi Ta XimiuHi Onepauii BHECEHHSM iHhopMaLii LWOA0 3a3Ha4YEeHHS OAVNHULD
Kynans (AIXO N3 BVMIipIOBaHHSA y cuctemi Sl. BHeceHHs 3MmiH [0 po3giny
KyHab) “MapkyBaHHA" MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHSA. TepMiH BBELEHHS 3MiH: NPOTArom 6
MiCAILiB 3 AaTu 3aTBepKEHHS
35. AMMNPUN® Tabnetkun no 5 mr/25 KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/4903/02/01
HD mr, no 10 TabneTok y HoBso mecTo MecTo TUMY - NOAAHHS OHOB/IEHOTO cepTudikara peyernmom
6nictepi, no 3 abo no BiANoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
6, abo no 9 6nictepis 2003-026-Rev 01 gns giroyoi pevonHn Ramipril Big,
y kopobuj; no 7 BX€ 3aTBepxeHoro BupobHuka ZHEJIANG HUAHAI
Tabnetok y 6nictepi, PHARMACEUTICAL CO., LTD; 3MiHu | Tuny -
no 2 a6o no 4, abo no noAaHHA OHOBMIEHOTO cepTudikarTa BifgnoBigHOCTI
8, abo no 12, a6o no €Bponelicbkiit hapmakonei Ne R1-CEP 2003-026-Rev
14 6nictepiB y Kopobui 02 ans pjitoyoi pevoBuHN Ramipril Big BXe
3aTBepAxeHoro Bupo6Hnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD; 3MiHu | Tuny -
nofaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€ponelicbkiii hapmakonei Ne R1-CEP 2003-219-Rev
05 ans pjiroyoi pevoBuHN Ramipril Big BXe
3aTBepxeHoro Bupo6bHrka Neuland Laboratories
Limited, siK Hacnigok 3amiHa agpecu BUpOGHWUYOT
OiNbHALI; 3MiHW | TUNY - NOA4AHHSA OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBpONeiChKii
dapmakonei Ne R1-CEP 2004-307-Rev 04 ans gitoyoi
peyosuHu Hydrochlorothiazide Big Bxe
3aTBepaxeHoro Bupo6Huka Cambrex Profarmaco
Milano S.r.l.
36. AHTUTPUMNIH | TabneTku wunyui 3i TOB "bayw YkpaiHa HaTtyp Mpoaykt Monbwa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepiasnis: 3MiHu | Ges UA/8803/01/01
CMaKkoM MasivHK; no Xenc" ®apma Cn. 3 0. 0. MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
10 TabneTok y chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHs
nNacTyKoBOMY MeHani; yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
no 1 neHany B iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHSA
KapTOHHIi nayyi abo y cuctemi Sl. BHeceHHs1 3MiH o po3giny MKA:
nauLi-koHBepTi 3 MapkyBaHHs. 3anponoHoBaHo: MapKyBaHHS.
NpUCTOCYBaHHAM A5 BignosigHo A0 3aTBEPAXKEHOIO TEKCTY MapKyBaHHS.
niggillyBaHHsi; No 6 TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsLiB nicas
TabneTok y CTpumni; no 3aTBEPAKEHHS
1 a6o 5 cTpunis y
KapPTOHHIM nauuj
37. AHTUTPUNIH | TabneTku wunyyi; no TOB "bayw YkpaiHa Hatyp Mpoaykt Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 6e3 UA/7235/02/01
10 TabneTok y Xenc" ®apma Cn. 3 0. 0. TMNYy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta peyenma

nNacTUKoBOMY MeHani;
no 1 neHany B
KapTOHHI nayui abo

chapmakoHarnagy - OHOB/IEHHS TEKCTY MapKyBaHHs
YNaKoBKM NiKAPCbKOro 3acoby 3 BHECEHHSIM
iHpopmauii LWoA0 3a3HAYEHHS OMHULb BUMIPIOBaHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nauLi-koHBepTi 3 y cucTemi Sl. BHeceHHs 3MiH go po3giny MKSA:
npUCTOCyBaHHAM A5 MapKyBaHHS
niggillyBaHHs; No 6 HoBa pegakuisi. MapkyBaHHS. BignosigHo go
TabneTok y CTpuni; no 3aTBEPAKEHOI0 TEKCTY MapkyBaHHS. TepMiH BBEEHHS
1a6o 5 cTtpunis y 3MiH - NPOTArom 6 MicsiLiB NicNs 3aTBepKEHHS
KapTOHHIM nayu,i
38. AHTUIPUNIH | TabneTkn wunyvi gns TOB "bayw YkpaiHa Hatyp MpoaykT Monbua BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/7235/01/01
aiteid; no 10 TabneTtok Xenc" ®apma Cn. 3 0. 0. MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
y NN1acTUKoBOMY chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS
neHani; no 1 neHany B YMakKoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
KapTOHHI nayyi abo iH(bopmauii WoAo 3a3Ha4YeHHs OAUHULbL BUMIPIOBaHHSA
naJui-koHBepTi 3 y cuctemi Sl. BHeceHHst 3MiH o po3giny MKA:
npucTocyBaHHAM A/1a MapkyBaHHs. HoBa pefakuis. MapkyBaHHs.
niggillyBaHHs; no 6 BignosigHO A0 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
TabneTok y cTpuni; no TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
1 a6o 5 cTpunis y 3aTBepKEHHS
KapTOHHI navwi
39. AMNOHIN Tabnetku no 100 mr Mepokemi Kinp Mepokemi NT/, Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/8715/01/01
no 10 TabneTok y nTa (3aBog AZ), Kinp; TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 Megokemi NT/, thapmakoHarnagy (iHwi 3miHW) - 3aMiHa po3giny
6nicTepy B KAPTOHHii (LleHTpanbHwuii «[paghiyHe ohopMNEHHS YNakoBK1™ Ha po3ain
KopooLi 3asop), Kinp «MapkyBaHHs» y MKA 13 : 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.
OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
3aco6y 3 BHECEHHsM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH
npoTArom 3-x MicALiB MiCNA 3aTBEPLKEHHS
40. APIroCy/nb® | kpem, 20 mr/r, no 15r TOB "bayw YkpaiHa dapm3zasog Enbda Monbwa BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHu | 6e3 UA/1031/01/01
AH® a60 40 ry Ty6i; no 1 Xenc" AT. TUNYy - BHECEHHSA 3MiH g0 MKA N13: 3aMiHa «TekcTy peyenma
Ty6i B KQPTOHHIi MapKyBaHHsS NePBMHHOT Ta BTOPUHHOI YNakoBKN» Ha
Kopobui po3ain «MapkyBaHHsI»:
MponoHoBaHa pefakuis: MapkyBaHHS. 3rigHo
3aTBEPLPKEHOr0 TEKCTY MapKyBaHHS. 3MiHW BHECEHI B
TEKCT MapKyBaHHS yMakoBKW NiKapCbKOro 3acoby
00 3a3HaYeHHA MiKHApPOLHMX NO3HAaYeHb OANHULb
BMMIpIOBaHHA. BBeAEHHS 3MiH NpoTArom 6-T1 MicAuis
nicns 3aTBepaKeHHs
41. APUMINPA30 | nopoLuok XKelizsH Kutaii XeiizaH Xyaxait Kutaii BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | - UA/16161/01/01
n KpucTaniyHmi Xyaxai dapmacstoTikan Ko., TUMY - NOAAHHSA OHOB/IEHOTO cepTudikarty
(cybcTaHuis) y dapmachioTika nrp. BigNoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
nosieTUIEeHoBMX n Ko., Nita. 2014-011-Rev 00 Big, 3aTBEpAKEHOrO BUPOOHUKA AD]
naketax gns Apwvninpasony BupobHuyTBa YXKeisaH Xyaxan
hapmaLeBTUYHOro dapmacsbtoTikan Ko., /1Ta., Kutaii (3aTBepmkeHuii

3acTocyBaHHA

cepTudikaT BiANoBigHOCTI EBponeiickkili hapmakonei
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Ne

Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ne RO-CEP 2014-011-Rev 01). ¥ 3B’s3Ky 3i 3MiHamu y
MeToZi BU3HaYeHHs AoMiwkn 7-CBQ.; 3MiHun | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I (iHLwi 3MmiHW) -
BMK1aAeHH MeTofiB KOHTPO/TIO SIKOCTi Ha NMiKapCbKuii
3aci6 Apvninpasos, NopoLIOK KpUCTasiYHUi
(cy6CTaHuis) yKpaiHCbKOK MOBOK Y 3B'SI3KY 3
BMMOramMu o MartepianiB peecTpauiiHoro Jocke, Sk
3aTBepMKeHi Hakazom MO3 Ykpainu Ne 1528 Big,
27.06.2019p
42, APN®OH® TabneTku, BKpUTI ne PpaHuis AH®APM Monbwa/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/1001/01/01
PETAP[, nNiBKOBOIO NNABOPATYA MignpuemcTtBo PpaHuis/ TUNY - 3MiHY BHECEHO A0 IHCTPYKLii ANna MeguyHoro peuenmom
060/10HKOI0, P CEPB'E dapmaueBTuyHe AT, Ipnangis 3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainis
NPOJIOHIOBaHOT Aji No Monbwa "Oco6nmBOoCTi 3acTocyBaHHS", "T06IYHI
1,5 mr, 4ns BUpo6HMKa (BignoBifanbHuWii 3a peakuii"BignosigHo Ao pekomeHgauii PRAC woao
AHOAPM BVPOGHMLTBO, OHOB/IEHOT IHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
MignpnemcTtBo KOHTPO/1b SIKOCTI, BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
dapmaLeBTuyHe AT, nakyBaHHs Ta 3aTBEPAXKEHHSA
MonbLa: no 30 BUNYCK cepii );
Tabnetok y 6nictepi, Na6opaTtopii CepB'e
no 1 6nictepy B IHpacTpi, PpaHuis
KOpOO6Lii 3 KApTOHY; (BignoBsiganbHuin 3a
AN BUPOGHWKIB BVMPOGHMLTBO,
Nab6opatopii Ceps'e KOHTPO/b SIKOCTI,
IHgacTpi, PpaHuis Ta nakyBaHHs Ta
Ceps'e (IpnaHgis) BUNYCK cepii );
IHpacTipe NTa, Ceps'e (IpnaHgis)
Ipnangis: no 15 IHpacTpic NTa,
Tabnetok y 6nictepi, IpnaHgjs
no 2 6nictepu y (BignoBiganbHuWii 3a
KOpo6L,i 3 KapTOHY BUPOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs Ta
BMNYCK cepii)
43. ACKOPBIHO PO34UH A5 iH'EKLINA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/2991/01/01
BA 50 mr/mn, no 2 mn B "®apmaueBTun "®GapmaueBTuyHa TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyernmom
KNCNOTA- amnyni; no 5 amnyn y yHa chipma ipma "fapHuus” thapmakoHarnsigy. BeegeHHs abo 3miHn go
AAPHULA KOHTYPHili YapyHKOBIi "fapHuua” y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy

ynakosLi; no 2

KOHTYPHI YapyHKOBI

YNaKoBKM Yy nauLj

(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;

KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBAXEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI 3a
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsag.
3anponoHoBaHo: Typok B'ayecnas B'auecnasosuy
44, ACKOPBIHO PO34NH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 3a UA/2991/01/02
BA 100 mr/mn, no 2 mn B "®GapmauesTu "apmaueBTnyHa MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
KUCNOTA- amnyni, no 5 amnyn B yHa hipma ipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu fo
AAPHULA KOHTYPHIli YapyHKOBIi "AapHnus” y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
ynakoBLi; no 2 (BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTemy
KOHTYPHI YapyHKOBI hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
yNakoBKM B naui Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkioYakuu
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnisgy) - 3miHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg.
3anponoHoBaHo: Typok B'auecnas B'auecnasosuy
45, ATPOIMNIH- pO34uH A8 iH'eKUii, 1 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/3928/01/01
AAPHUNLA® Mmr/MA; no 1 mn B "®apmavesTu "dbapmaLieBThyHaA TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn y yHa chipma ipma "fapHuus” thapmakoHarnsigy. BeegeHHs abo 3miHn go
KOHTYPHili YapyHKOBIi "fapHuua” y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
ynakosLi; no 2 (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KOHTYPHI YapyHKOBI hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
ynakoBKu B naui BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLLO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBAXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnag,
3anponoHoBaHo: Typok B'ayecnas B'syecnasosuy
46. AYPOKCETHU TabneTkun, BKPUTI Aypo6iHao IHAjisA Aypobingo ®apma IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/12973/01/01
n NNiBKOBOIO dapma /lTg Nimiteq, tOHIT VI, MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO10, Mo 250 Bnok D thapMakoHarnagy - OHOB/IEHHS TEKCTY MapKyBaHHS
mr; no 10 TabneTok y yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
6nictepi; no 1 iHchopmauii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBaHHS
6nicTepy B KapTOHHiIl y cucteMi Sl. BHeceHHst 3MiH 0 po3ainy
Kopoobui “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS
47. AYPOKCETHU TabneTkun, BKpUTI Aypo6iHao IHAisa Aypobingo ®apma IHAaiA BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/12973/01/02
n NNiBKOBOIO dapma NlTg Nimiteq, tOHIT VI, MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom

060/10HKO, No 500

Bnok D

chapMakoHarnisify - OHOB/IEHHS! TEKCTY MapKyBaHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
mr; no 10 TabneTok y YNaKoBKM /TiKapCbKOro 3aco6by 3 BHECEHHAM
6nictepi; no 1 iHbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBaHHSA
6icTepy B KapTOHHIl y cuctemi Sl. BHeceHHs 3MiH 40 po3giny
Kopobui “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHs
48. A®DIHITOP Tabnetku, Wo Hosapric LLiseiiuapi HosapTic ®apma LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/11439/02/01
avcnepryoTbes, no 5 dapmva Al A LTeliH AT, TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
mr, no 10 Tabnetok y LLiBefuapis thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nicTepi; no 3 (BMpPOGHMLTBO 3a po3ainy «MapkyBaHHsA» MKA J13: 3anponoHoBaHo:
6nicTepy B KAPTOHHii NMOBHUM LMKIOM); Po3zgin «MapkyBaHHs1» MapkyBaHHs. 3rigHo
Kopobui dapmaHanitnka CA , 3aTBEP)KEHOr0 TeKCTY MapKyBaHHA. OHOB/IEHHS
Lseliuapis TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
(kOHTpONb SIKOCTI (3a BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
BUHATKOM TecTy BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH NPOTAroM
MikpobiosioriyHa 6-Tn MicALIB NicNsA 3aTBepPKEHHS
yncToTa))
49. A®IHITOP TabneTku, LWo HosaprTic LBeliuapi HosaprTic ®apma LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11439/02/03
avcnepryotses, no 3 dapma Al A LTeiH Al, TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
mr, no 10 Tabnetok y LLiBeiiuapis thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH 10
6nicTepi; no 3 (BMpPOGHMLTBO 3a po3gainy «MapkyBaHHa» MKA 13: 3anponoHoBaHo:
61icTepy B KApTOHHIl NMOBHUM LMK/IOM); Po3gin «MapkyBaHHs1» MapkyBaHHs. 3rigHo
KOpoo6Li ®dapmaHanituka CA , 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
LBeliuapis TEeKCTYy MapKyBaHHs ynakoBKM NiKapCbKoro 3acoby 3
(KOHTPO/b SIKOCTI (3a BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHsS OAVHULb
BUHATKOM TecTy BUMIptOBaHHA y cuctemi Sl. BBeieHHA 3MiH NpOTArom
MikpobionoriyHa 6-TW MicsLiB NiCNsA 3aTBEPIKEHHS
yncToTa))
50. ALUETWUNCANI | Tabnetkn no 500 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 6e3 UA/2992/01/02
LUNNOBA no 10 tTabneTtok y "®hapmaueBTu "apmaueBThYHA TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peyenma
KNCNOTA- KOHTYPHUX YyHa pipma dipma "OapHuus" hapmakoHarnsagy. BeegeHHs abo 3miHu o
AAPHULA YapyHKOBUX "fapHuua” y3arasibHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
ynakoBskax; no 10 (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
TabNETOK Y KOHTYPHIiA hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
YapyHKOBIli ynakoBLyj; BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
no 1 KOHTYPHIiA KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuKa ons
YapyHKOBIli ynakoBLji B 3fjiicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
nauui BiAMiHHA BiJ YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3MiHa
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNoBigaIbHOI 3a
hapmakoHarnsg.
3anponoHoBaHo: Typok B'sayecnas B'syecnasosuy
51. BA/Ib3AMIY NiHiMeHT; N0 401y My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 6e3 UA/6273/01/01
HWIA Ty6i; no 1 Ty6i B nayy, akKuioHepHe akujioHepHe MRy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenma
NIHIMEHT 3 KapTOHY TOBapUCTBO TOBapUCTBO thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
(3A "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
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amnyn y KapTOHHil
KopooLi

nakyBaHHs1 (B TOMy
yncni MapkyBaHHS
awvnyn)); EBEP
dapma Mena Mm6X,
HimeuunHa
(BUPOGHMLTBO "in
bulk”, nepsuHHe
nakyBaHHs,
KOHTPO/b Cepiit);
3irdopig XamenoH
'M6X, HimeuunHa
(BMPOGHMLTBO «in
bulk», nakyBaHHs,
KOHTPONb cepiif)

value: = 3180 mbar); 3miHun | TUNY - 3BYXXEHHSA
[0MNyCTUMUX MEX 3a NOKa3HWKOM «BioHaBaHTaXEeHHs»
y cneyudikauisix nig yac BUpo6HMLTBA BUPOOGHNKOM
EBEP ®apma Mena MM6X, HiMeuunHa (3aTBepKEHO:
max. 100 CFU/10 ml; 3anponoHoBaHo: max. 100
CFU/100 ml); 3miHn | TMny - 3BY)KEHHSA JOMYCTUMMNX
MeX 3a NOKa3HNKOM «BioHaBaHTaXEHHS» Y
cneuudikalisix nig yac BUPOGHULTBA BUPOOHUKOM
3ircbpuna XamensH MM6X, HimeyurHa (3anponoHoBaHo:
max. 100 CFU/100 ml); 3miHu | TUny - gogaHo
anbTepHaTUBHY MeToauky (MeTon BEPX) ans
iAeHTugiKau,i TIOKTOBOI KMCNOTK, Ki/IbKiCHOTO
BM3HAYEHHS TIOKTOBOI KNCNOTK Ta A151 BUSHAYEHHS
AOMiLLIOK (KpiM noniMepis), sika 3aCTOCOBYETLCS 060Ma

BMpo6HUKamn EBEP ®apma MeHa Tm6X, HimeyurHa

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BULWIHEBCBK BMPOGHNYNIA BVMPOGHWYMNIA LEHTP BHECEHHSM iHthopMaLii LLoA0 3a3HaYeHHS OAUHULB
M) LeHTp "BopLyariBcbkuii BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 10 po3giny
"Bopuuariscbk XiMiKo- “MapkyBaHHs" MKA J13; 3anponoHoBaHo: MapKyBaHHS.
WiA XiMiko- hapmaLeBTUYHNMI BignoBigHO A0 3aTBEpPAXKEHOrO TEKCTY MapKyBaHHS
thapmaveBTny 3asof” YNakoBKW.
Hui 3aBog” TepmiH BBeAEHHS 3MiH - NpOTArom 6 micauis nicns
3aTBEPAKEHHS
52. BENANTIH Tabnetku; no 10 My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/6226/01/01
Tabnetok y 6nictepi; aKuioHepHe akujioHepHe TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
no 1 6nictepy B naudi TOBapuCcTBO TOBapuCTBO thapmakoHarnagy (iHwi 3mMiHW) - 3amMiHa po3giny
3 KapTOHY "HaykoBo- "HaykoBo- “I'pachiuHe ohopMIEHHS ynakoBkn” Ha “MapKyBaHHS"
BMPOGHNYNIA BVMPOGHWYMNIA LEHTP B MKA /13; 3anponoHoBaHo: MapkyBaHHs BignosigHo
LeHTp "BopLyariBCbKuii [10 3aTBEPMXEHOro TeKCTy MapkyBaHHA. OHOB/IEHHS
"BopLuariscbk XiMiKo- TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby 3
WA XiMiko- thapmaueBTUYHWIA BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
thapmaueBTny 3aBoj", YkpaiHa,; BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
Huii 3aBoa” ToBapucTBo 3 6-TW MicALiB Nicna 3aTBEPAKEHHS; 3MiHU | Tuny -
obmexeHoro 3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
BiANoBiAA/IbHICTIO KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa
"ArPO®APM" noctavasibHUKa nakyBasibHUX MaTepiasis abo
KOMMMEKTYOUMX (SIKLLO 3a3HAYEHO B [AOCHE)
(BUy4eHHA NocTavyasibHMKa) - BHECEHHS 3MiH [0
p.3.2.P.7.Cuctema KoHTeliHep/3aKynopoBabHuiA
3acib, 30Kpema: BUTyYeHHs HaliMeHyBaHHS
nocTavasibHUKIB NakyBaslbHUX MaTepianis 3
Marepianis peecTtpauiiiHoro gocke (nniska MBX,
dosibra antomMiHieBa)
53. BEPNITIOH® KOHUeHTpaT ans BEPNIH-XEMI HimeyunH BEPNIH-XEMI AT, HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu | 3a UA/6426/01/02
600 O pO34nHy Ans iHdys3ii, Al a HimeuunHa (Bunyck TUMY - NOAAHO JOMYCTUMI MEXi 3a NOKa3HUKOM peyenmom
600 Of, (600 mr)/24 cepiin); EBEP «LlinicHicTb hinbTpa» y cneyudikauisx nig yac
Mf; no 24 mn B ®dapma Mena Mm6X , BMPOGHULTBA BUPOBHUKOM EBEP dapma Vena Mm6X,
amnyni; no 5 aéo 10 HimeuunHa HimeuumnHa (3aTBEpAKEHO: passed; 3anponoHOBaHo:
(BTOpUHHE forward flow test value: < 12 ml/min; bubble point test
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta 3irdpug XamensH M'm6X, HimeuunHa. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS;
3MiHM | TUNY - N0A4aHo pe3ynbTaTy 3aBepLUEeHnX
[0BrocTPOKOBMX AOCHiMKEHb cTabinbHocTi M13 Big,
BUpo6HUKa EBEP ®apma Vena Mm6X, HimeuunHa;
3MiHM | Tuny - 3mMiHa ymoB 36epiranHs 13
(3aTBEpaXeEHO: 36epiraTv B 3ax1LLEHOMY Bif CBiTNa
MicCLLi; 3anponoHOBaHo: 36epiraT B 3axX1LLEHOMY Bif,
CBiT/1a MiCL|i Ta Y 30BHILLHI kOpo6L,); 3MiHW | TRy -
3BY)XXEHHS AONYCTUMUX MEX Y creumndikauii Ha Ad| 3a
NokasHMKOM «BakTepianibHi eHA0TOKCUHN»
(3aTBEpAXKEHO: He binbLue 0,58 MO/wr;
3anponoHoBaHo: He 6inbwe 30 MO/T)
54. Bl- Tabnetkun no 4 mr/5 wr; TOB YkpaiHa Apamepg ®apma C.A. Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | - UA/17797/01/01
NMPEHENIA® in bulk: no 10 "APTEPIYM TUMYy - NOAAHHA HOBOTO cepTudikaTy BifnoBIAHOCTI
Tabnetok y 6nictepi; nTar €Bponelicbkoi hapmakonei ana A®| amnoguniHy
no 648 6nictepis B 6ecunary (Process Il) CEP No. RO-CEP 2016-077-
Kopo6ui (no 9 Rev 02 Big BxXe 3aTBEpAXeHoro BupobHuka HETERO
6nicTepiB B Nayuj; no DRUGS LIMITED, IHgis; 3MiHuK | TUNY - NogaHHA
72 naykn B KOPO6LL) OHOBJ/IEHOTO cepTudpikaTy BiANOBIAHOCTI EBpONEicbKol
thapmakonei ana A®l amnogunidy 6ecunaty CEP No.
R1-CEP 2006-003-Rev 04 (nonepeaHs Bepcia CEP
No. R1-CEP 2006-003-Rev 03) Big BXe
3arBepmxeHoro BupobHnka HETERO DRUGS
LIMITED, Ingisa
55. Bl- Tabnetku no 8 mr/10 TOB YkpaiHa Apamep ®apma C.A. Monblwa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | - UA/17797/01/02
NMPEHENIA® mr; in bulk: no 10 "APTEPIYM Tvny - NOAaHHSA HOBOTO cepTuduikaTy BiAMOBIAHOCTI
Tabnetok y 6nictepi; nTar €Bponelicbkoi hapmakonei ans A®| amnoauniHy
no 648 6nictepis B 6ecunary (Process Il) CEP No. RO-CEP 2016-077-
Kopobui (no 9 Rev 02 Big, BXe 3aTBepmKeHoro BMpobHuka HETERO
6nicTepiB B Naywj; no DRUGS LIMITED, IHgis; 3miHuK | TUNY - nogaHHA
72 nayku B Kopoo6Lii) OHOBJIEHOr0 cepTudikaTy BifNoBigHOCTI EBpONEicbKOT
thapmakonei gna A®l amnoguniny 6ecunaty CEP No.
R1-CEP 2006-003-Rev 04 (nonepeaHs Bepcisa CEP
No. R1-CEP 2006-003-Rev 03) Big BXe
3aTBepxeHoro BupobHrka HETERO DRUGS
LIMITED, Ingia
56. Bl- Tabnetkun no 4 mr/5 mr TOB YKpaiHa MNAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/17826/01/01
NPEHENIA® no 10 Tabnetok y "APTEPIYM "KviBmegnpenapat” TUMy - NOAAHHS HOBOTO cepTudikaTy BiAnNOBIAHOCTI peyenmom
6nictepi, no 3 nTar €Bponelicbkoi hapmakonel ana A®| amnoauniHy

6nicTepy y nauui

6ecunary (Process Il) CEP No. RO-CEP 2016-077-
Rev 02 Big BXe 3aTBEpAXeHoro BupobHuka HETERO
DRUGS LIMITED, IHgis; 3miHuK | TUNY - nogaHHA
OHOBJIEHOr0 cepTudikaTy BiiNoBigHOCTI €Bponelicbkol
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakonei ana A®l amnoauniHy 6ecunaty CEP No.
R1-CEP 2006-003-Rev 04 (nonepeaHs Bepcisa CEP
No. R1-CEP 2006-003-Rev 03) Big BXe
3arBepmxeHoro BupobHnka HETERO DRUGS
LIMITED, Ingis
57. Bl- Tabnetku no 8 mr/10 TOB YKpaiHa MNAT YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/17826/01/02
MPEHENIA® mr no 10 TabneTtok y "APTEPIYM "Kvismegnpenapat” My - NoOAaHHA HOBOro cepTuddikaty BiAnoBiAHOCTI peyenmom
6nictepi, no 3 nTar €Bponelicbkoi hapmakonei ana A®| amnoguniHy
6nictepn y nauui 6ecunary (Process Il) CEP No. RO-CEP 2016-077-
Rev 02 Big BXe 3aTBEpAXEHOro BUpo6bHnka HETERO
DRUGS LIMITED, IHgis; 3miHuK | TUNY - nogaHHA
OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI EBPONEChKOT
thapmakonei ana A®l amnoauniHy 6ecunaty CEP No.
R1-CEP 2006-003-Rev 04 (nonepeaHs Bepcis CEP
No. R1-CEP 2006-003-Rev 03) Big BXe
3aTBepaxeHoro BupobHnka HETERO DRUGS
LIMITED, Ingis
58. BINPOMON Tabnetkn no 5 mr no My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/3800/01/01
10 TabneTok y akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peuyenmom
6nicTepi, no 3 abo 6 TOBapUCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nictepn y nauui 3 "HaykoBo- "HaykoBo- po3giny “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
KapToHy; no 60 abo no BUPOGHNUNIi BMPOOHWYMIA LIeHTP MapkyBaHHs. BignosigHo [0 3aTBEPMAXEHOrO TeKcTy
90 TabneTok y LeHTp "BopLyariBCbKuii MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHA
KOHTeliHepi 3 Kpuliko | “BopuyariBcbk XimiKO- yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
3 KOHTPO/1IEM NEPLLOro WiA Ximiko- hapmaLeBTUYHNI iHbopMmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPIOBaHHSA
po3KpuTTS; no 1 thapmavreBTuy 3aBog" , YKpaiHa y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-Tn MicAuis
KOHTelHepy y nauui 3 HWiA 3aBog” (BUPOGHMLTBO 3a nicns 3aTBEPAKEHHS
KapTOHy NOBHUM LIMK/IOM);
ToBapucTBO 3
06MEXEHOI0
Bi4NOBIAA/IbHICTIO
"Arpochapm",
YkpaiHa
(BUpO6HULTBO,
nakyBaHHs, BUMYCK
cepiit); ToBapncTeo
3 06MexeHo
BiANOBIAA/LHICTIO
"Hatyp +", YkpaiHa
(KOHTPO/Ib cepiif)
59. BINPOMON Tabnetkn no 10 mr no My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peEECTpaLiiiHMXx maTepianis: 3MiHu | 3a UA/3800/01/02
10 TabneTok y akuioHepHe akujioHepHe MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi, no 3 abo 6 TOBapucTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
6nicTepn y nauuj 3 "HaykoBo- "HaykoBo- po3sginy “MapkysaHHa” MKA /13; 3anponoHoBaHo:
KapToHy; no 60 abo no BMPOGHNYNIA BVMPOGHWYMNIA LEHTP MapkyBaHHs. BignosigHo fo 3aTBepAXeHOro TekcTy
90 TabneTok y LEeHTp "BopLyariBcbkuii MapKyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTeliHepi 3 Kpuwko | “bopLuariscbk XimiKo- YMakKoBKU /iKapCbKOro 3acoby 3 BHECEHHAM
3 KOHTPO/1EM NEPLLOro WiA XiMiko- hapmaLeBTUYHNIA iHbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBaHHSA
po3KpuTTS; no 1 thapmavneBTny 3aBog" , YkpaiHa y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
KOHTeliHepy y nauui 3 HWi1 3aBoa” (BMpPOGHMLTBO 3a nicns 3aTBepmKeHHs
KapToHy NOBHUM LMKIOM);
ToBapucTBO 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"Arpochapm",
YkpaiHa
(BMPOGHMLTBO,
nakyBaHHs1, BUMYyCK
cepiid); ToBap1CcTBO
3 06MexeHoto
BiANOBIAA/LHICTIO
"Hatyp +", YkpaiHa
(KOHTpO/Ib Ccepii)
60. BICENTON® Tabnetkn no 100 AT "Apaveq Monbwa AT "Apaves Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/3027/01/01
mr/20 mr, no 20 dapma” dapma” TexHiyHa nomwursika (3rigHo Hakasy MO3 Big, peyenmom
TabneTtok y 6nictepi; 23.07.2015 Ne 460) - BunpaBAeHHs TEXHIYHOT MOMUIKN
no 1 6nictepy B B OHOBNeHNX MK4, ski 3aTBepaxeHi Hakasamy MO3
KapTOHHIA kopobui, no YkpaiHu Ne 1134 Big 17.05.2019, Ne 2205 Big
1000 TabneTok y 31.10.2019 Ta Ne 91 Big 17.01.2020 B npoveci
MeTasieBOMy BHECEHHS 3MiH. TexHiuHa noMusika nos'asaHa 3
KOHTeliHepi nepeHeceHHAM iHhopmMali LWoA0 3a3HaYeHoro
nokasHuka posginy "Cneumdikauis” MKA.
61. BICENTON® Tabnetkn no 400 AT "Apaveg Monbwa AT "Apaveq Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/3027/01/02
mr/80 mr; no 20 dapma” dapma” TexHiuHa nomwuska (3rigHo Hakasy MO3 Big peuyenmom
Tabnetok y 6nictepi; 23.07.2015 Ne 460) - Bunpas/ieHHA TEXHIYHOT MOMUIIKM
no 1 6nictepy B B OHOBNeHUX MKH, siki 3aTBepakeHi Hakazamn MO3
KapTOHHIA KopobLj; no Ykpainm Ne 1186 Big 28.05.2019, Ne 2205 Big
14 TabneToK y 31.10.2019 Ta Ne 91 Big 17.01.2020 B npotieci
6nictepi, mo 1 BHECEHHS 3MiH. TexHiYHa nomwusika nos'ss3aHa 3
6nicTepy B KapTOHHiIl nepeHeceHHAM iHchopmMaui LWo0 3a3HaYeHoro
Kopo6ui; no 1000 nokasHuka po3giny "Cneumdikadis” MKA.
Tabnetok y
mMeTaneBomy
KOHTeliHepi
62. BICENTON® Tabnetkn no 100 AT "Apaveq Monbwa AT "Apaveq Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: - UA/3028/01/01
Mmr/20 wmr, in bulk: no 5 dapma" dapma" TexHiuHa nomwuska (3rigHo Hakasy MO3 Big
Kr TabneTok y 23.07.2015 Ne 460) - BunpaB/iEHHA TEXHIYHOT MOMUIIKM
nonieTuieHoBoMy B OHOBNeHNX MK4, ski 3aTBepaxeHi Hakasamy MO3
MiLLKY, BMiLLLeHOMY Y Ykpainm Ne 1134 Big 17.05.2019, Ne 2205 Big,
nonieTnneHoBuii 31.10.2019 Ta Ne 91 Big 17.01.2020 B npoieci
KOHTelHep BHECEHHS 3MiH. TexHiyHa noMusika nos'asaHa 3
nepeHeceHHAM iHchopmMaui LWoao 3a3HaYeHoro
nokasHuka posginy "Cneumdikauis" MKA.
63. BICENTON® Tabnetkn no 400 AT "Apgaveq Monbwa AT "Apgaves Monbwa BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3a UA/3028/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
mr/80 wr, in bulk: no 5 dapma" dapma" TexHiyHa nomunka (3rigHo Hakasy MO3 Big peyenmom
Kr TabneTok y 23.07.2015 Ne 460) - BunpaBieHHs TEXHIYHOT MOMUIKN
noslieTuneHoBoOMy B OHOBNeHUX MKH, siki 3aTBepakeHi Hakazamn MO3
MiLLIKY, BMiLLLlEeHOMY Y YkpaiHu Ne 1186 Big 28.05.2019, Ne 2205 Big
nonieTuIeHoBui 31.10.2019 Ta Ne 91 Big 17.01.2020 B npoveci
KOHTeiHep BHECEHHS 3MiH. TexHiuHa noMusika nos'asaHa 3
nepeHeceHHsM iHhopmaL,i LLoA0 3a3Ha4YeHOro
nokasHuka posginy "Cneumdikauis” MKA.
64. BOHAPOHAT | Ttabnetku, BKpUTI ATHac ®apma Benwuka Brpo6HMLTBO Lseiuapis/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3MiHa 3a UA/5557/02/01
® NNiBKOBOIO HOK NimiTep, BpuTaHis Hepo3dacoBaHol Benuvka 3asBHMKa (BNacHvKa peecTpauiiHoro nNocBig4yeHHs) peyenmom
060/10HKO10, M0 50 Mmr, npoaykuii, BputaHis (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460); 3miHu |
no 7 TabneTtok y BMNPO6YBaHHSA TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
6nicTepi, no 4 KOHTPOJIHO AKOCTI, 3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
6nicTepy y KapTOHHIl BMNYCK cepil: [04aTKOBOT AiNbHULL BUPOBHULITBA A/18 YaCTUHN abo
nauui & . XodpchmaHH-/151 BCbOr0 BUPOOHNYOrO NPOLLECY FOTOBOTO /iKAPCbKOro
Pow Nita, 3aco06y (AiNbHWLA AN BTOPUHHOTO NaKyBaHHS) -
Lseiiyapis; BBEJEHHS 404AaTKOBOI Ai/IbHULi BUPOOHULTBA
Bupo6HMLTBO roTOBOro nikapcbkoro 3acoby - Belimeiig M/1C, Benuka
Hepo3g)acoBaHol BpuvTaHis 1A BTOPUHHOIO NakyBaHHS; 3MiHU | Tuny -
npoaykuii, 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMNPO6YBaHHSA BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHu, L0 CTOCYIOTbCA
KOHTPOJIIO AKOCTi: BUMYCKY Cepii Ta KOHTPO/IIO SIKOCTi FOTOBOrO
MeHH nikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
dapmacboTikas BMPO6HMKa, L0 BiANOBiAaE 3a BBE3EHHS Ta/abo
Cepsices Jl1a, BUNYCK cepii) - He Br/Itovaoum

Benvka BputaHis;
MepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
IBepc-/i AT,
LBeiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O SKOCTI:
®.XodhdpmaHH-/15
Pow NTa,
Lseiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepii:
Beiimeiig MNC,
Benuka BputaHis

KOHTPOb/BUNPOBYBaHHA cepii - [JoaaBaHHsA
BMPOGHUWKa - Beiimeing MNC, Benvka bputaHis
BiNoBiAa/IbHOIO 3a BUMYCK cepii roTOBOro NikapcbKoro
3aco06y. 3MiHV BHECEHO B IHCTPYKLiO AN MeAU4HOro
3aCTOCYBaHHS LWOA0 HaliMeHyBaHHS Ta
MiCLLe3HaxX0AKeHHSI BUPOOHMKA 3 BiANOBIAHUMM
3MiHaMK Y TeKCTi MapKyBaHHS YNakoBKU NiKapCbKoro
3aco6y; 3MiHW | TNy - 3MiHK 3 sAKkocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEJEHHSA 404AaTKOBOI AiIbHULI BUpOBHULTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUS 415 NEPBUHHOMO
nakyBaHHs) - BBeieHHs [,0AaTKOBOI Ai/IbHUL
BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby - Belimei,
MNC, Benvika bputaHis 4519 NepBUHHOIO NakyBaHHS;
3MiHuM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ans
34jificHeHHs hapmakoHarnsay B YKpaiHi, Ko BOHA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag. fitoua pegakuis: Ap. BipmxiTt
lennept / Dr. Birgitt Gellert, MD. NMponoHoBaHa
pepakuis: Katepura KeHHi / Catherine Kenny. 3miHa
KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 3a thapmakoHarnsAg. 3MiHa KOHTaKTHOT
0Cco6Y YNOBHOBaXEHOT 0CO6YM 3asBHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B Ykpaidi. [irova
pepakuis: MowHiHa Onbra IBaHiBHa. MNponoHoBaHa
pegakuis: Tepewkosa Jlinia MukonaisHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOB&XEHOI
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsg B
YkpaiHi. 3MiHa MicLs 34iACHEHHA OCHOBHOI AisiSIbHOCTI
3 hapmakoHarnsgy. 3mMiHa MiCLLe3HaxX0mKEHHS
MacTep-chaiina cuctemu papMakoHarnisgy Ta rnoro
Homepa

65.

BOPTE3OMI
B ANNBOTEH

NOPOLLOK A4/151 PO3YUHY
ONs iH'ekuii no 1 mr 1
(h/1aKOH 3 MOPOLLUKOM B
KapTOHHIM nayu,i

AngoreH IMKo
C.ap.n

Jiokcemby
pr

Loxi |
dapmacbioTikasc
Nta., Bonrapis
(BTOPUHHE
nakyBaHHs); ITECT
nnc, c¢.p.o., Yecobka
Pecny6nika
(mikpobionoriuHe
TEeCTyBaHHS);
KBIHTA-
AHANITUKA c.p.o,
Yecbka Pecny6nika
(ximiko/chiznyHe
TecTyBaHHs); Jlabop
NIC CE & Ko KT,
HimeuunHa
(mikpobionoriuHe
TEeCTyBaHHS);
OHkomepq,
MaHydakTypuHr
a.c., Yecbka
Pecny6nika
(BMpPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
TECTyBaHHs
BMNYLLEHOI cepii);

Bonrapisi/
Yecbka
Pecny6nika/
HimeyunHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHULb
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA /13. BBefeHHA HanucaHHA
OAMHULb S| natuHeveto (4o0AaTKOBO A0 KUPUAUL) Y
TEKCTi MapKyBaHHsl. BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA J13”: 3anponoHOBaHo:
MapkyBaHHs. 3rifiHO 3 3aTBEPAKEHNM TEKCTOM
MapKyBaHHSA. TepMiH BBEiEHHSA 3MiH - MPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS

3a
peyerimom

UA/15644/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CiHTOH XicnaHis,
C.J1.,, IcnaHis
(ximiko/chiznuHe Ta
MikpobiosnoriyHe
TECTYBaHHS,
Bignosigae 3a
BUMYCK cepii)

66.

BOPTE3O0MI
B ANNIBOTEH

MOPOLLIOK A1 PO3UUHY

Ans iH'ekuii no 3,5 mr

y thnakoHi; 1 donakoH 3

NOPOLLKOM B
KapTOHHIM nayu,i

AnsoreH IMNMKo
C.ap.n

Iokcemby
pr

i |
dapmacbroTikanc
Nr1a., bonrapis
(BTOpUHHE
nakyBaHHs); ITECT
nnwc, €.p.o., Yecobka
Pecny6nika
(mikpobionoriuHe
TECTYBaHHS);
KBIHTA-
AHANITNKA c.p.o,
Yecbka Pecnyb6nika
(Ximiko/cpi3nuHe
TecTyBaHHs); Jlabop
JIC CE & Ko KT,
HimeuunHa
(mikpobionoriuHe
TECTYBaHHs);
OHkome[,
MaHythakTypuHr
a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPVHHE
nakyBaHHs,
TecTyBaHHs
BUNYLLLEHOT cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/dpisnuHe Ta
MikpobionoriyHe
TeCcTyBaHHS,
Bignosigae 3a
BMNYCK cepii)

Bonrapisi/
Yecbka
Pecny6nika/
HimeyunHa/
Icnanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
MapKyBaHHS YMakoBKW NliKapcbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHULb
BUMIPIOBaHHA Y cuctemi Sl. BHeCeHHA 3MiH [0 po3giny
“MapkyBaHHA" MKA /13. BBeAeHHA HanncaHHsa
OAMHMLb Sl natuHeleto (4o0AaTKOBO A0 KUPUAUL) Y
TeKCTi MapKyBaHHs1. BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA J13”: 3anponoHOBaHo:
MapkyBaHHs. 3riiHO 3 3aTBEPAXXEHUM TEKCTOM
MapKyBaHHs. TepMiH BBEEHHS 3MiH - NPOTArom 6
MicsILiB nicns 3aTBEpPoKEHHS

3a
peyenmom

UA/15644/01/02

67.

BOPTE3O0MI
B ANNBOTEH

MOPOLLOK A/ PO3UUHY
Ans iH'ekuii no 1 mrin
bulk: 1920 chnakoHis 3
NOPOLLIKOM B
KapTOHHOMY KOpOOi

AnsoreH IMNMKo
C.ap.n

INokcemby
pr

Ixi |
dapmachbloTikanc
Nt1a., bonrapis
(BTOpUHHE
nakyeaHHs); ITECT
nskc, €.p.o., Yecbka

Bonrapis/
Yecbka
Pecny6nika/
HimeuunHa/
IcnaHis

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta
hapMakoHarnagy (iHwi 3MiHK) - OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
BUMIpIOBaHHS Y cuctemi Sl. BHeCeHHs 3MiH 10 po3giny

UA/15645/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Pecny6nika “MapkyBaHHs” MKA 13. OHOBNEHHS TEKCTY
(mikpob6ionoriyHe MapKyBaHHSA NePBUHHOT Ta BTOPMHHOT ynakoBku 13,
TecTyBaHHs); BBEJEHHS HanMcaHHs oauHWLUb S| natuHeLeto
KBIHTA- (BOpaTKOBO [0 KUPUAWL) Y TEKCTI MapKyBaHHS.
AHANITUKA c.p.o, BHeceHHsA 3MiH 40 po3ainy “MapkyBaHHa” MKA /13”:
Yecbka Pecnybnika 3anponoHoBaHo: MapkyBaHHs. 3rigHo 3
(ximiko/cpiznyHe 3aTBEPAXEHUM TEKCTOM MapKyBaHHS. TeKCT
TecTyBaHHs); Jlabop MapkKyBaHHs. [lofaeTbcs. TepmiH BBEAEHHS 3MiH -
N1IC CE & Ko.KT, npoTArom 6 micsyis nicns 3aTBepkKeHHs
HimeuunHa
(mikpobionoriyHe
TecTyBaHHs);
OHkome[,
MaHyhakTypuHr
a.c., Yecbka
Pecny6nika
(BUPOBHMLTBO "in
bulk", nepsnHHe Ta
BTOPVHHE
nakyBaHHs,
TecTyBaHHSA
BUNYLLEHOI cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/chiznuHe Ta
Mikpo6ionoriyHe
TecTyBaHHS,
BignoBsigae 3a
BUMYCK cepii)
68. BOPTE30MI MOPOLLIOK A5 po3unHy | AnsoreH IMKo | Jllokcemby Oxi | Bonrapis/ BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/15645/01/02
B AIBOTEH Ans iH'exuii no 3,5 Mr C.ap.n pr dapmacbioTikasc Yecbka MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
in bulk: 1920 Nta., Bonrapis Pecny6nika/ hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
h/1aKOHIB 3 MOPOLLKOM (BTOPUHHE HimeuwunHa/ MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
B KApTOHHOMY KOpObi nakyBaHHs); ITECT IcnaHis BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHULb

nnc, ¢.p.o., Yecobka
Pecny6nika
(mikpobionoriuHe
TEeCTyBaHHS);
KBIHTA-
AHANITUKA c.p.o,
Yecbka Pecny6nika
(ximiko/cpiznyHe
TecTyBaHHs); Jlabop
NIC CE & Ko KT,
HimeuunHa
(mikpobionoriuHe
TEeCTyBaHHS);
OHkomeq

BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
“MapkyBaHHA” MKA /13. OHOB/IEHHA TEKCTY
MapKyBaHHA NepPBUHHOT Ta BTOPUHHOT ynakoBku 13,
BBE[IEHHSI HanMcaHHs oAnHULbG S| natuHeleto
(B0O4AaTKOBO [0 KMPUAWL) Y TEKCTI MapKyBaHHS.
BHeceHHsA 3MiH 40 po3ainy “MapkyBaHHA” MKA /13”:
3anponoHosaHo: MapkysaHHs. 3rigHo 3
3aTBEPKEHUM TEKCTOM MapKyBaHHS. TekcT
MapkyBaHHs. [lofaeTbes. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicALiB Micna 3aTBepAKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MaHythakTypyHr
a.c., Yecbka
Pecny6nika

(BMpPOGHMLTBO "in

bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHS,
TeCTyBaHHs

BMNYLLEHOI cepil);

CiHTOH XicnaHis,
C.J1., IcnaHis

(ximiko/chiznuHe Ta

MikpobiosnoriyHe

TeCcTyBaHHS,
Bignosigae 3a
BUMYCK cepii)

69.

BPANAAH®

PO3YUH AJ151 iH'EKLLNA,
100 mr/mn no 2 mn
abo 5 mn y donakoHi;
no 10 chnakoHiB y
KapTOHHI ynakosL,i

LepiHr-Mnay
CeHTpan Ict
Al

LLiseiiuapi
a

H.B. OpraHoH,
HigepnaHgn
(BMpPOGHMLTBO 3a
MOBHWM LMK/IOM,
BK/IIOYAKOUN LO3BIN
Ha BUMycK cepii);
MaTeoH
MaHyhekuypiHr
Cepsices En. En. Ci.
, CLWA
(B1pPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, neprHHe
nakyBaHHs,
KOHTPO/1b cepii B
nepByHHOMY
nakyBaHHi Ta nig vac
BMNpobyBaHb
cTabinbHocTi)

HigepnaHan
/ CWWA

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUMY - BEAEHHS Yacy YTPUMYBaHHS KOHTaKTy 3
QinbTpPoM A5 nepwoi 0,2 um dinbTpauis;
3anponoHoBaHo: Filter contact holding time - first 0.2
um filtration < 24 hours. BBegeHHs 3MiH NpOTAroM 6-Tu
MicAILiB MiCNs 3aTBEPKEHHS; 3MiHU | TUNY - BBEAEHHS
yacy yTpUMyBaHHS KOHTaKTy 3 (DiNbTPOM N5 ApYroi
0,2 um chinbTpaujii; 3anponoHosaHo: Filter contact
holding time - second 0.2 pm filtration < 24 hours.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS; 3MiHW | TUMY - 3MiHA PIBHIO LWBUAKOCTI
po3dhacoBku Ta yKynopku; 3anpornoHosaHo: Filling and
Capping machine rate 24.000 vials per hour.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHST; 3MiHU | TUMY - 36iNbLUEHHS PO3MipY
pe3epByapy A/19 3MillyBaHHS; 3anponoHoBaHo: the
size of the compounding vessel 1000 L . BBefeHHs
3MiH NPOTArOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS;
3MiHK | TNy - 36inbLUEeHHSA po3Mmipy cepii N3;
3anponoHoBaHo: 450 L. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALiB MicNa 3aTBEPIKEHHS; 3MiHW | TUNY - 3BY)XXEHHSA
MeXi yacy yTpuMyBaHHS 415 bulk po3unHy y npoueci
BMPOGHMLITBA; 3anpornoHoBaHo: the “product bulk
solution holding time” limits < 8 days. BBeieHHsA 3MiH
NPOTAroM 6-TW MICALIB NicNa 3aTBEPAKEHHS; 3MiHW |
TUMY - 3BYXKEHHSA MEXi Yacy yTpMMaHHs
po3chacoBaHOro NPOAYKTY A0 NoyaTky cTepunizauii y
npoueci BUpo6HMLITBA; 3anponoHoBaHo: the “Filled
product holding time until start of terminal sterilization”
limits < 24 hours. BBefeHHsA 3MiH NPOTArom 6-1u
MiCAILiB MicNs 3aTBEPKEHHS; 3MiHY | TUNY - BBEAEHHS
100% aBTOMATM30BaHOrO Bi3yaslbHOTO KOHTpoto (AVI)

3a
peyenmom

UA/10458/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AK albTEePHATUBHOTO TECTYBaHHA B NMPOLLECI
BMPOGHULTBA 4117 Bi3yaslbHOr0o ornsgy d1akoHis;
3anponoHosaHo: Visual inspection — 100 % Automated
Visual Inspection (AVI) or 100 % Manual Visual
Inspection (MVI). BBefeHHS 3MiH NpOTAroMm 6-Tn
MiICALIB MiCN1A 3aTBEPLKEHHS; 3MiHM | TUNY - 3aMiHa
npoueaypu BUNPo6yBaHHA « NPOHUKHEHHS Xopuay
NiTit0» Ha BUNPOOYBaHHSA «METO/, Ha NMPOHUKHEHHS
6apBHVKa» 4719 BUMIPIOBAHHS LLIICHOCTI cuctemn
yNaKkoBKM KOHTeliHepa. BBegeHHs 3MiH NpoTsarom 6-tv
MiCALB NiCNa 3aTBePMKEHHS; 3MiHM | Tuny -
BWYYEHHS MOCWUIAHHA Ha nocTavyasibHUKa NEPBUHHUX
nakyBa/lbHUX MaTtepianis y po3gini 3.2.P.7. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS;
3MiHK | TUny - 36ibLIEHHS PO3MIPY pe3epByapy 3
HepxXasitouoi ctani Ansa 36epiraHHsA bulk po3unHy;
3anponoHoBaHo: the size of a stainless steel bulk
holding vessel 1000 L. BBegeHHs 3MiH NpoTArom 6-1n
MicsILiB micnsi 3aTBEPAKEHHS

70.

BPIHEMPA

PO34UH AN1s1 iHQY3il,
30 mr/mn; no 5 mn
pO34uHy A8 iHdys3ili y
NPO30pPOMY CK/ITHOMY
chnakoHi (ckio | Tuny),
3aKynopeHomy
npo6ko
(6yTunkayuyk) Ta
06TUCHYTOMY
a/IIOMIHIEBOIO
Kpuwwkoto Tuny flip-off
seal 3 N1acT1KoBuM
KOBMAaYKOM 3€/1eHOro
KOs1bopy; Mno 2
h/1aKoHM 3 PO34YNHOM
Ans iHdy3ii y
KommnnekTi 3 1
donakoHoMm 3
PO34MHOM AN
npoMuBaHHs (no 5 mn
pO34nHy Ans
NPOMVBaHHA Y
NPO30pPOMY CKISSHOMY
donakoHi (ckno | Tuny),
3aKynopeHomy
npo6Koto
(6yTunkayuyk) Ta
06TUCHYTOMY
aJIOMIHIEBOIO

BioMapwH
IHTepHeLHN
Nimiteq

Ipnangis

roToBwuii Nnikapcbkuii
3aci6: obpobka
nikapcbKkoro 3acoby
Ta nepBuHHe
nakyBaHHs
(HanoBHeHHs
rOTOBUM NiKapCbKUM
3acobom) Ta
BMNPO6YBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/Ib B NpOLECI
BMPOGHMLTBA:
iaeHTudiKawis,
Bi3yasibHWi
KOHTPO/b,
6ioHaBaHTaXEHHS Ta
KOHTPONb Npu
BUMYCKY:
CTEePW/IbHICTb,
6akTepiaibHi
€H0TOKCUHN)
pO34MH ANa
NPOMVBaHHS:
06pobka
nikapcbKoro 3acoby
Ta NepBuHHE
nakyBaHHs
(HanoBHEeHHS
pO34MHOM ANs

HimeyunHa/
CnonyJeHi
Wratn
Amepuku/
IpnaHgis/
Benukobput
aHis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TUMY - 3MiHW y NPOLeCi BUPOGHMLTBA rOTOBOrO
NiKapCbKOro 3acoby — 3MiHW Yacy BUTPUMKM
06°efiHaHOro Po34nNHY 4151 NPOMUBAHHSA 36 rOAWH A0
72 rofuH; 3MiHn | TUNY - 36iNbLUEHHS PO3MIpy cepil
po34nHy A8 npoMuBaHHa 3 29 n (5,000 vials) Ha 32 n
(6,000 vials); 3minu | TUNYy - goaasaHHs BioMarin
International Limited, Shanbally, Ringaskiddy, Co.
Kopk, IpnaHgjia B AKOCTi a/ibTepHaTUBHOT Ai/bHUL,
BiANoBiAa/IbHOT 32 BUNPOGYBAHHS KOHTPOJIHO SIKOCTI
L0401 pevyoBMHY LiepainoHasun anbta ons MeTogmnk
BUMNPOOyBaHHA «depMeHTaTUBHA KIHETUKa» Ta
«KiflbkicHe BM3HAYEHHS CynbgaTty amoHio
KO/IOMETPUYHUM METOLOM»; 3MiHW | TRy -
36iNbLUEHHSA Nepiogy 36epiraHHa Hepo3dacoBaHol
aitoyoi pevosuHu (FBDS) 3 24 micauis fo 36 MicauiB.
Pepakuiini 3miHn go posginy 3.2.S.7.1; 3MiHu | Tuny -
3aMiHa [ilo4oro MeToga BUNPobyBaHHA Mig vyac
BUpPO6HMUTBA «KiflbKiCHE BU3HAYEHHS METOA0M
€eKCK/T1031BHOT BEPX» Ha MeTog, BUNpo6yBaHHs
«KinbkicHe Bn3HaueHHs Dot-blot», skuii
BUKOPUCTOBYETLCA A1 iAeHTMAiKaLii BXIAHOT Aitouol
pPevYoBMHM Ha AiNbHULI HanoBHeHHS BeTTep dapma -
®eptiryHr F'm6X i Ko. KI™ (BeTTep), nig, yac npouecy
BMpO6HULTBA [/13; 3MiHK | TURY - 3MiHW 4ONYCTUMMNX
MeX y npoueci BupobHuytea A®I, ski Bumararotb
BXVBaHHS 3ax0/,iB, L0 BCTAHOB/IEHI B cneuundikawii
0151 eHAOTOKCUHY Ana 3-X eTaniB xpomarorpadii —
CW/IbHA aHIOHOO6MiHHA KosloHKa (Giga Cap Q), cnabka

3a
peyenmom

UA/16841/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

kpuwwkoto Tuny flip-off
seal 3 N1acTUKoBUM
KOBMaYKOM XXOBTOrO
KOMbOPY) B KAPTOHHIi
Kopobui

NPOMMBaHHS) Ta
BUNPOGYBaHHSA
KOHTPO/HO SIKOCTI
(kOHTpOSIb B MpoOLECI
BUPOGHMLTBA:
ineHTndikauis,
Bi3yasibHWiA
KOHTPO~b,
BGioHaBaHTaXKEHHS,
KOHTPO/b Npn
BUMYCKY:
CTEPUNBHICTD,
6akTepia/ibHi
€HA0TOKCUHN)
Bettep ®apma-
®eptiryHr F'm6X i Ko.
K, Himeyuunxa
roToBwWiA NikapCbKkuii
3aci6:
BUNPOGYBaHHSA
KOHTPO/HO SIKOCTI
(kOHTpOSIb B MpoOLECI
BUPOGHMLTBA:
ineHTndikauis,
Bi3yasibHWiA
KOHTPO~b,
6ioOHaBaHTaXEHHA Ta
KOHTPO/b Npn
BUMYCKY:
CTEPUNBHICTD,
6akTepia/ibHi
€HA0TOKCUHN)
PO34MH AN
NPOMVBaHHSA:
BUNPOGYBaHHSA
KOHTPOJHO SIKOCTI
(kOHTpOsIb B MpOLECI
BUPOGHMLTBA:
ineHTndikauis,
Bi3yasibHWiA
KOHTPO~b,
6ioOHaBaHTaXEHHA Ta
KOHTPO/b Npn
BUMYCKY:
CTEPUNBHICTD,
6akTepia/ibHi
€HA0TOKCUHN)
BeTTep ®apma-
PepTiryHr Tm6X i Ko.

aHioHoobMiHHa KonoHka (DEAE entoar) Ta HIC —
KonoHka (ByTuncedaposHuii entoar), a came 3 < 0,2
EO/mn gns Giga Cap Q entoat — mMexa, sika Bumarae
BXMBaHHS 3ax0fiB 4715 eHA0TOoKCcMHy >0,2 EO/mn, Ans
DEAE entoat Mexa, sika BUMarae BX/BaHHS 3ax0fiB
0151 eHAOTOKCUHY >0,2 EO/mn, Ans
Bytuncedpapo3snuii entoar fka BUMarae BXviBaHHs
3axofiB Ana eHfoToKeuHy >0,5 EO/MA; 3MiHu | Tuny -
[04aBaHHA HOBOro BUNPODOYBaHHSA 3a TECTOM
BM3HAYEHHS eHAOTOKCKHY 3 Mexamu >0,2 EO/ml ans
TFS BDS (pre filter) nicna etany
ynbTpadinbTpavji/giacinstpauii (Y®/0P), nogatkoso
[10 MOHITOPVHIY 6i0/10MYHOTO HABaHTaXKEeHHS, AKUl
BXe NpoBOAMTLCA. BBeAeHHs Mexi, Aka BuMarae
BXWBAHHSA 3aX0fiB 4719 eHAO0TOKCMHY nicns etany
aHioHoobMiHHOT (AEX) Mem6paHHoi doinbTpadii > 0,2
EO/mI, ansa 6ionoriyHoro HaBaHTaxkeHHs = 100
CFU/10 ml
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

KI, Himewunna
roToBwuiA Nikapcbkuii
3aci6:
BMNPO6YBaHHSA
KOHTPOO AKOCTI
(kOHTpO/Ib B MpOLECI
BMPOGHMLTBA:
iieHTudikauin) Ta
BMNPO6YBaHHSA
CTabiNbHOCTI PO34nH
AN NPOMUBaHHSA:
06pob6Ka
nikapcbKoro 3acoby
(BUPOGHNLTBO
Hepo3dghacoBaHoro
MPOMDKHOIO PO34NHY
[N NPOMMBaHHSA) Ta
BMNPOBYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
iaeHTUdikauis Ta
BUNPOGYBaHHSA
cTabinbHOCTI)
BioMapuH
dapmacboTuKan
IHK., CnonyyeHi
Ltatn Amepukn
roToBwuiA Nikapcbkuii
3aci6: 36epiraHHs Ta
BMNPO6YBaHHSA
KOHTPOO AKOCTI
(kOHTpO/Ib B MpOLECI
BMPOGHMLTBA:
BizyasIbHWi
KOHTPO/Ib) PO34MH
AN NPOMUBaHHS:
36epiraHHAa Ta
BMNPOBYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci
BMPOGHMLTBA:
Bi3yasibHWiA
KOHTpO/b) BeTTep
dapma-depTiryHr
rv6X i Ko. K,
HimeyunHa rotoBuii
nNiKapcbKuii 3aci6:
BMNPOOGYBaHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

71.

KOHTPO/O AKOCTI
(koHTpO/b NpY
BUMYCKY: KpiM

CTepuUbHOCTI) Ta
BUNPOGYBaHHSA

cTabinbHOCTI Ta

BWMYCK Cepii po34mH
AN NPOMUBaHHSA:
06pob6Ka
nikapcbKoro 3acoby
(BUPOGHULTBO
Hepo3acoBaHoro
MPOMDKHOIO PO34NHY
[N NPOMMBaHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B Npoueci

BMPOGHMLTBA:

ineHTUdikauis,
KOHTPO/b Npn
BUMYCKY: KpiM

CTEpPWUIbLHOCTI),

BUNPOGYBaHHSA

cTabinbHOCTI Ta
BMMYCK cepii

BioMapwvH
IHTEepHeLwHN
Nimiten, lpnaHgisa
roToBwuiA Nikapcbkuii
3aci6: BTOPUHHE
nakyBaHHs
(MapkyBaHHA Ta
npoLec KiHLeBOro
nakyBaHHS) PO34MH
AN NPOMUBaHHSA:
BTOPVHHE
nakyBaHHs
AHpepcoHbpekoH
(KOK) Nimites,
BenvkobpuTaHis

BPOMIEKCU
H-OAPHULA

TabneTkn No 8 mMr no
10 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 5
KOHTYPHUX
YapyHKOBUX yNaKkoBOK
y nauui; no 10

Tab/1eTOK Y KOHTYPHUX

MpAT
"®apmavesTu
yHa hipma
"fNapHuua”

YKpaiHa

MpAT
"apmaueBTyHa
chipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MiHn fo
y3arasibHeHUX JaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnsay 3asiBHVKa A5

6e3
peyenma

UA/5902/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YapyHKOBWX 3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLo BoHa
ynakoBkax; no 20 BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifgnoBiganbHOT
TabneToK y KOHTYPHUX 3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
YapyHKOBMX ynakoBKax KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasoBuy
72. BYNIHEKAIH PO34UH A1 iH'EKUI No My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/8379/01/01
5 mn B amnyni; no 5 akuioHepHe akuioHepHe TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
amnyn B kaceTi; no 1 TOBapUCTBO TOBapUCTBO thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
abo no 2 kacetu B "HaykoBo- "HaykoBo- po3giny “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
nauti 3 KapToHy BUPOGHNUNIA BMPOBHWYMIA LIEeHTP MapkyBaHHs. BignoBigHO 40 3aTBEPAKEHOrO TEKCTY
LeHTp "BopLuariscbkuii MapKyBaHHS ynakoBku. OHOBMIEHHS TEKCTY
"BopLuariscbk XiMiKO- MapKyBaHHS! yakoBKU NlikapcbKoro 3acoby 3
WiA Ximiko- hapmaueBTUYHNIA BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
thapmavreBTny 3aBog" BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH NPOTAroM
HWiA 3aBoA” 6-T1 MicALIB NicnsA 3aTBepPKEHHSA
73. BA3OHAT® Kancynu no 250 mr, no AT NatBis AT "OnaiiHdpapm" NaTtsis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9434/01/01
10 kancyn y 6nictepi, "OnaiiHdhapm™ MYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
no 4 a6o 6 6nictepis y thapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHHI navui y3arasibHeHVX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cUcTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapMakoHaragy 3asBHuKa N5
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BifAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs thapmakoHarnagy (Bkivarumn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
dhaiina cuctemu chapmakoHarnagy) - 3MmiHa KOHTaKkTHOI
0Cco6Y YNOBHOBA&XXEHOT 0CO6VM 3asBHMKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Mpuckoka AHapin Onerosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobm
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBifabHOI 3a
hapmakoHarnag B Ykpaini
74. BA3OHAT® kancysm no 500 wmr, no AT Natsis AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | 3a UA/9434/01/02
6 kancyn y 6nictepi, "OnaiiHdhapm" TMNYy - 3MiHU WoA0 6e3nekun/edpekTMBHOCTI Ta peuyenmom

no 5 a6o 10 6nictepis
Y KapPTOHHI nauui

hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
dhapmakoHarnisgy, 3MiHa ynoBHOBaXEHOT ocobu,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ans
3AiicCHEHHs thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/TbHOI
3a 3pjlicHeHHs chapmMakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3MiHa KOHTakTHOI
0CcOo6Y YNOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: MNpuckoka AHapii Onerosuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi
75. BANIAON- Tabnetku no 60 mr; no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/2993/01/01
AAPHULA 6 abo no 10 TabneTok "®apmavesTu "GapmaueBTnyHa TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
Y KOHTYpHIlA yHa hipma chipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
YapyHKOBIli ynakoBLyj; "fNapHuua” y3araslbHeHUX AaHux Npo cuctemy apmakoHarnsgy
no 1 KOHTYpHIl (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
YapyHKOBIli ynakoBLji B hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
naJui; no 6 a6o no 10 BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsay;
TabneToK y KOHTYPHUX KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHMKa 415
YapyHKOBUX ynaKkoBKax 3[jiiCHeHHs hapMakoHarnagy B YkpaiHi, KO BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifgnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
3anponoHoBaHo: Typok B'auecnas B'auecnasosuy
76. BAHKOMILUW niodpinisat gnsa Mictpan AHrNIsA BEM lnau CaH. Be TypeyunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/18265/01/01
H-BICTA pO34uHy ANs iHgys3il Kenitan Tik. A.C. TexHi4yHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peuyenmom
no 500 mr, 1 cknsAHwWiA MeHeXMeHT Ne 460) - BunNpaB/ieHHs TEXHIYHUX MOMW/OK, 3rigHO
onakoH 3 Nimiteq n.2.4. po3giny VI Hakasy MO3 YkpaiHu Big

niocpinizaTom,
MicTkicTio 10 mn B
KapTOHHI KOpooLyi

26.08.2005p. Ne 426 (y pepaxuii Hakazy MO3 YkpaiHu
Bif 23.07.2015 p Ne 460) — BunpasneHHs TEXHIYHOT
NOMW/IKM, NOB'A3aHO 3 HEBIAMOBIAHICTIO Yy MKA, TekcTi
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBKMY,
IHCTPYKLIi 415 MeAMUYHOro 3acTocyBaHHs iHchopmadyi,
Lo nNpeAcTasfeHa B po3dini «Cknagy»: MNponoHoBaHa
pepakuis 1 dpiakoH mMicTuTb: [liloya peyoBuHa:
BaHkoMiLmMHY rigpoxiopuay B nepepaxyBaHHi Ha
BaHKOMiLMH 500 Mr [JONOMi>XXHi peYOBMHK: HATpIlO
rigpokeua/kncnota X/10pucToBogHeBa (MOX/IMBA
HasABHICTb Y 3B'A3KY 3 HEOOXIAHICTIO Kopekuii pH) 1
pNakoH MicTuTh: [itoya pevyoBmHa: BaHKOMILMHY
rigpoxaopuay B nepepaxyBaHHi Ha BaHkoMiumH 1000
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr [JoMOMiXKHI pe4yoBUHK: HATPItO Tigpokcua/kuciora
X/T0PUCTOBOAHEBA (MOX/IMBA HASABHICTb Y 3B'A3KY 3
HEeOoOXifgHICTIO Kopekuii pH). 3a3HaveHe BMNpaBAEHHs
BiANOBIgae MaTepianam peecTpauiiHoro Aocbe, Sk
npefcTaB/ieHi B MaTepiasiax peecTpaLiiiHoro Aocke
77. BAHKOMIUU niogpinizat gns Mictpan AHrnis BEM lnau CaH. Be TypeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/18265/01/02
H-BICTA pO34uHy A8 iHdys3il Kenitan Tik. A.C. TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peyenmom
no 1000 mr, 1 ckNsHWiA MeHepXmeHT Ne 460) - BunpaB/ieHHS TEXHIYHUX MOMUIIOK, 3riHO
chnakoH 3 Niviten n.2.4. posginy VI Hakazy MO3 YkpaiHu Big
niodpinizaTom, 26.08.2005p. Ne 426 (y pepaxuii Hakazy MO3 YkpaiHu
MicTkicTio 20 Mn B Bif, 23.07.2015 p Ne 460) — Bunpas/sieHHS TEXHIYHOT
KapTOHHI/ KopoobLi NOMW/IKW, MOB’A3aHO 3 HeBIANOBIAHICTIO y MKA, TekcTi
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakKoBKMK,
IHCTPYKUIT AN MeQUYHOro 3acTocyBaHHs iHchopmaui,
Lo nNpeacTasneHa B po3aini «Cknag»: MponoHoBaHa
pepakuis 1 dpnakoH MicTUTb: [liloya peyoBuHa:
BaHKoMiLVMHY rigpoxnopuay B nepepaxyBaHHi Ha
BaHKOMiLMH 500 Mr [lonOMiKHI peYoBMHU: HaTpIt0
rigpokcua/kncnora X/10pucToBogHeBa (MOX/IMBA
HasBHICTb Yy 3B’A3KY 3 HEOOXiAHICTIO kopeKuii pH) 1
dhnakoH MicTuTb: [litoya pevoBnHa: BaHKOMILMHY
rigpoxnopuay B nepepaxyBaHHi Ha BaHKOMiLMH 1000
Mr lonoMikHI peqyoBMHN: HATPIto rigpokeua/knucnorta
X/I0pUCTOBOAHEBA (MOX/IMBA HAsABHICTb Y 3B'A3KY 3
HeobXxigHicTio Kopekuii pH). 3asHaueHe BUNpPaBIEHHS
BiANoBigae Matepianam peecTpauiiHoro Aocke, sk
npeAcTaB/ieHi B MaTepiasiax peecTpauiiHoro 4ocke
78. BAPINTIPUKC niodpinisat ana nakcoCmiTKn Benuka "nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu | 3a UA/15966/01/01
™ PO34MHY AN5 iH'eKUil AliH EkcnopT BputaHis Bionogxikans C.A. TUMY - 3MiHKU 3 AKocTi. APl. Cuctema peyenmom
VARILRIX™ no 1 gosi; 1 chsiakoH 3 Nimiteq KOHTeliHep/3akynopioBasibHUIA 3aci6. 3miHa y
BAKUVHA niocpinizatom Ta 1 6e3nocepeHili ynakoBLi AP (skicHi Ta/abo KinbKicHi
ansa amnyna 3 3MiHU cknafy) - BBE,EHHA HOBOro 3aKyrnopoBasibHOro
MPODINAKT PO34MHHMKOM (BOgA enemeHTy Bromobutyl rubber FM 457 ans koHTeliHepa
KN Ans iH'ekuiii) B 3 nonieTnneHy BUCOKOI LWinbHocTi (HDPE) o6’emom 5
BITPAHOI n1acTMKoBoMy N, W0 BUKOPUCTOBYETLCSA A1 36epiraHHs NPOMIXHOro
BICIMNU XKBA | KOHTeliHepi B npoaykTy varicella bulk
ATEHYWOBA | kapToHHili kopobuyi; 1
HA onakoH 3
niochinisatom Ta 1
nonepegHL0

HanoBHEeHWI Wnpu, 3
PO34YMHHMKOM (BOAA
ANs iH'ekUii) y
KOMNEKTi 3 ABOMa
ronkamuv B
nnacTMKoBOMY
KOHTeliHepi B
KapPTOHHI KOpoo6Llj;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

100 donakoHiB 3
niocpinizatom Ta 100
amnys 3 PO3UYNHHIKOM
(Boga ans iH'exuii) (B
YapyHKOBIli ynakoBLyi)
B OKPEMUX KAPTOHHUX
Kopo6Kax

79.

BAPI/TIPYKC
™ I
VARILRIX™
BAKLUVHA
ansa
MPO®INAKT
VKN
BITPSHOI
BICMU XXUBA
ATEHYOBA
HA

niodpinizat ana
PO34nNHYy A5 iH'EKUIA
no 1 gosi; 1 chnakoH 3
niocpinizatom Ta 1
avnyna 3
PO34MHHMKOM (BOAA
Ans iH'ekuili) B
n1acTMKoBOMY
KOHTEliHepi B
KapTOHHI kopobuj; 1
donakoH 3
niocpinizatom Ta 1
nonepeaHL0
HarnoBHeHWI Wnpuy, 3
PO34MHHMKOM (BOAA
ANs iH'eKUii) y
KOMMNEKTi 3 ABOMa
rosikamu B
nnacTyKoBoMy
KOHTeliHepi B
KapTOHHI kopo6uyj;
100 dhnakoHis 3
nioghinizatom Ta 100
amnys 3 PO3YNHHVKOM
(Boga ans iH'exuii) (B
YapyHKOBIli ynakoBLyi)
B OKPEMMX KapTOHHMX
Kopobkax;

nakcoCmiTKn
ANH ExcnopT
Nimiteq

Benvka
BpuTanis

FnakcoCmiTKnsiiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMNYy - foAaBaHHs TecTiB «Sterility», «ldentity varicella
virus by PCR (Q-PCR)» Ta «Potency» Ha KiHueBomy
eTani BUpobHULTBa iHOKYIIOMY BITPSIHOI Bicnu
(Concentrated inoculum); 3miHun | TUNy - BUAaNEHHA
TecTiB «ldentity» Ta «Potency» Ha nNpomixHOMY eTani
BUPOGHMLTBA IHOKYNOMY BIiTPsiHOI Bicnu (Inoculum
virus pool); 3miHu Il Tuny - 3mMiHa meToay
BUMPOOYBaHHA 3a NokasHukoM «ldentity», skuii
BVMKOHYETLCS HA NPOMiXXHOMY eTani BUPOGHULTBA
iHOKy oMy BITPsIHOT Bicnu (Inoculum virus pool);
3anponoHoBaHo: Identity varicella virus by PCR (Q-
PCR). PepakuiiiHi npaBku fo posginy 3.2.S

3a
peyenmom

UA/15966/01/01

80.

BEPAMAMI/I-
JAPHULA

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, MO 40 Mr,
no 10 TabneTtok y
KOHTYPHili YapyHKOBIi
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yMakoBKM B MayLli

MpAT
"®apmaveBTn
YyHa hipma
"dapHnusa”

YKpaiHa

MpAT
"GapmaueBTuyHa
dipma "dapHuus"

YkpaiHa

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu |
MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Y3ara/lbHEHUX AaHUX NP0 cUcTeMy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3pjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLieHHi MacTep-
dhaiina cuctemu hapmakoHarisgy) - 3miHa

3a
peyenmom

UA/3582/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Typok B'suecnas
B'auecnaBoBuy
81. BISBAPCUH® TabneTtku, Wo KPKA, a.4., CnoseHis BUPOBHMK, CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu || 3a UA/13484/01/03
Q-TAB® AucnepryoTses B HoBo mecTo BiANOBIAaIbHNI 3a TUMY - BBEAEHHA HOBOro BUPOOHMKa AD| 3 HafaHHAM peyenmom
POTOBI NOPOXHWHI, NO NepBUHHY Ta macTep-haiina Ha A®| cungeHadin BnacHuka KPKA,
100 mr no 1 TabneTui BTOPUHHY YNakoBKY, A.4. HoBo mecTo, CnoBeHis, sikuid onncye HoBuiA
y 6nicTepi; no 1 abo KOHTPO/b Ta BUMYCK anbTepHaTuMBHWI WNsax cuHTedy ROS1 ans
no 2 6nictepu B cepii: KPKA, a.4., OTPMMaHHA aKTVBHOI PeYOBUHM cungeHadisn.
KapTOHHI KopobLj; no HoBo mecTo, BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
4 TabneTkn y 6nictepi; CnoBeHis 3aTBEPIKEHHS
no 1, abo no 2, a6o no Brpo6HWK,
3 6nictepu B BiAnoBigabHU 3a
KapTOHHI/ KopoobLi BMPOGHMLTBO "in
bulk", nepBuHHYy Ta
BTOPWHHY YNaKoBKY:
KPKA, a.4., Hoso
mecTo, C/ioBeHis
82. BISBAPCUH® TabneTtku, Wo KPKA, a.4., CnoseHis BUPOBHUK, CnoseHisa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu || 3a UA/13484/01/01
Q-TAB® AnCnepryoTbes B HoBso mecto BifiNOBIgabHWIA 3a TNy - BBE}eHHS1 HOBOTO BUPO6HMKa AD| 3 HafaHHAM peyernmom
POTOBI NOPOXHWHI, NO BMPOGHMLTBO "in MacTep-haiina Ha A®| cungeHadin BnacHuka KPKA,
25 mr no 1 tabnetyi y bulk", nepsuHHy Ta A.n. HoBo mecto, CnoBeHis, skuii onucye HoBuii
6nictepi; no 1 abo no BTOPVHHY YMaKOBKY, anbTepHaTVBHWIA WX cnHTesy ROS1 gns
2 bnictepn B KOHTPO/b Ta BUMYCK OTPVMaHHS1 aKTUBHOI PeHOBWHM cungeHadin.
KapTOHHIlA Kopo6Li; no cepii: BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
4 TabneTkn y 6nictepi; KPKA, a.4., HoBo 3aTBEPAKEHHS
no 1, a6o no 2, abo no mecTo, CroBeHis;
3 6nictepu B B1po6HuK,
KapTOHHI KOpooLyi BignoBiga/IbHWIA 3a
NepBUHHY Ta
BTOPUHHY YNaKoBKY:
KPKA, a.4a., HoBo
mecTo, C/ioBeHis
83. BISBAPCUH® TabneTtku, Wo KPKA, a.4., CnoseHis BUPOBHMK, CnoseHisa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |1 3a UA/13484/01/02
Q-TAB® ANCnepryroTbes B HoBso mecTo BiNOBIgabHWI 3a TNy - BBEAieHHS1 HOBOTO BUPOGHMKa AD| 3 HafaHHAM peyenmom

POTOBI NOPOXHWHI, NO
50 wmr, no 1 Tabnetui y
6nicTepi; no 1 abo no
2 6nictepu B
KapTOHHilA Kopo6Li; No
4 TabneTkn y 6nictepi;
no 1, abo no 2, a6o no
3 6nictepu B
KapTOHHI/ KopoobLi

NepBUHHY Ta
BTOPVHHY YNaKoBKY,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis
Bupo6HuK,
BifNOBigabHWIA 3a
BMPOGHMLTBO "in
bulk", nepBrHHY Ta
BTOPWHHY YNaKOBKY:

mMacTep-haiina Ha A®| cungeHadin BnacHuka KPKA,
A.n. HoBo mecto, CroBeHis, sikuii onucye HoBuii
a/lbTepHaTUBHUIA WNAX cuHTe3y ROS1 ans
OTPVMaHHS1 aKTUBHOI PeHOBUHM cungeHadin.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KPKA, a.4a., HoBo
MecTo, CrioBeHis
84. BIKC AKTUB cupon, no 30 mn a6o MpokTep eHa Lseiuapi | MpokTep eHa Mem6n HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 6e3 UA/13502/01/01
MELIHANT no 90 mn, a6o no 100 Fem6n A MaHydekuypiHr MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
M, abo no 120 mn, IHTepHeLwHN 6X thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
abo no 180 mn, abo OnepeiwH3 po3giny MKA: MpachiuHe odhopMieHHs ynakoBKu.
no 240 My NAALWL; CA MponoHoBaHa pepakuis: MAPKYBAHHSA (BignosigHo
no 1 nnawui pasom 3 [10 3aTBEPAXEHOr0 TeKCTa MapKyBaHHS). 3MiHN
MiPHUM CTaKaH4MKOM Y BHECEHi B TEKCT MapKyBaHHS YNakoBKW MiKapCbKOro
Kopoo6Li 3aco0y WoA0 3a3HauYeHHA MiXKHApPOAHWX NO3Ha4YeHb
OfMHULIb BUMIpIOBaHHSA. BBEEHHSA 3MiH NPOTAroM 6-Tu
MiCALIB Micns 3aTBePKEHHS
85. BIHOPE/IbBI | KoHueHTpaT ans EBEBE ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4020/01/01
H "EBEBE" pO34nHy Ans iHdys3il, Papma Fec.m.6.X. Hoor. KT, HimeuunHa TUMY - 3MiHKU 3 AKocTi. CepTudikar signosigHocTi/lE- peyenmom
10 mr/mn no 1 mn (10 fec.m.6.X. ABCTpIsi (MOBHUIA cepTugikaT BiANOBIAHOCTI €BPONENChKil
mr) a6o 5 mn (50 mr) y Hdor.KI LKA BUPOGHNLTBA); thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
thnakoHi; no 1 Na6op IC CE & HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTL A0
(oNakoHy B KAPTOHHIl Ko.KI", HimeuunHa MoHorpadii dY abo €Bponeiicbkoi hapmakonei, abo
KopooLi (TecTyBaHHs); MM/ iHLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa
Mikpob6ionoriwec y cneyucpikauisx, nos'asaxHa 3i samiHamu B Y, abo
Mptochnabop MM6X, €Bponelicbkili hapmakonei, abo iHLWi HalioHasTbHIl
ABCTpis thapmakonei gepxasu €C) - 3MiHa CTOCYETbCA
(TecTyBaHHs) JofaBaHHA dhapmakoneliHoro metogy BEPX ans
BM3HAYEHHS XpomaTorpadiuHoi unctotn Adl
86. BOJIbTAPEH | emynbrens ons CK LLiseiiuapi I"CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 6e3 UA/1811/01/01
EMYNbIrEnb 30BHILLIHLOIO KoHcbomep a Xernckep C.A. TUNY - BBEAEHHA aNbTepHATUBHOI MeToanKn YEPX peyenma
3actocyBaHHs 1 %; no Xenckep C.A. AN NpoBeeHHs igeHTudikau,ii, KinbKicHOro BMICTy Ta

20, a6o no 50 r, abo
no75r,abono 100 ry
Ty6i, no 1 Ty6i B
KapTOHHilA KOopooLi

BM3HAYEHHS BMICTY NPOAYKTiB Aerpagauii 4o Bxe
3aTBepaxeHoro metogy BEPX. [lonaTkoBO BHECEHI
pefakTopCbKi NpaBkM [0 3aTBEPKEHNX METOAIB 3a
nokasHukamu «MpoaykT gerpagauii - auknodeHaxy
fopeumnosuii echip metogom BEPX» Ta «KinbkicHe

BU3Ha4yeHHA meTogom BEPX»
3MiHK | TUNY - foAaBaHHA MOX/IMBOCTI BUKOPUCTaHHSA
aNbTepHaTUBHOIO MeToAy BUNPOOYBaHHA B'A3KOCTI 3
BMKOpUCTaHHsAM npunagy Brookfield LVT gns
BUNPO6YBaHHA CTabifIbHOCTI, SKWiA Ha faHWii Yac
npoBOAUTLCA Ha BUNYcK MN3; 3MiHK | Tuny -
BWUyYEHHS ifeHTudikawii meTogom TLUX, y 3B’A3ky 3
BBE[EHHS aflbTePHATMBHOIO MeToAy iAeHTUdiKaL,i
MeToAoM YEPX; 3MiHu | TUNY - 3BYXXEHHSA AONYCTUMMX
MEX A/151 NOKa3HMKa «3arasibHuiA BMICT MPOAYKTIB
Jderpagadii» npu sunycky N3 3 «He Ginblwe 0,6 %» Ha
«He 6inbLue 0,5 %>» 3 ypaxyBaHHAM (DaKTUUHUX AaHUX,
OTPUMAaHKX iCTOPUYHO A/151 NIKAPCbKOro 3acoby; 3miHu |
TUNY - BBEAEHHS a/lbTEPHATUBHOI a/1lOMiHIEBOT
NlaMiHOBaHOI Tybu: 3 a/ibTepHATVBHUM TUMOM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NaMiHyBaHHs BHYTPILLUHLOT MOBEPXHI KOpMycy Tyou, Lo
Mae 6isibLLl BUCOKY XiMiYHY CTiliKiCTb Ta GiflbLL BUCOKY
34aTHICTb 3anatBaHHs. BigcyTHi 3MiHM go cuctemy
YKYMOPKW; 3MiHW | TNy - AONOBHEHHS creumdikawi
aNOMiHIEBOT NamMiHOBaHOI Ty6u BUNPOOYBaHHAM
iaeHTudikauii 4ns nneva Ta MembpaHu 3 METOHO
noinNWeHHs KOHTPOI0 NePBUHHOT YNakoBkK (gitova
cneuudikauist MiICTUTb ifeHTUIKaLiiHWA TeT gns
KpULLEYKM Ta BHYTPILLHBOrO NOBEPXHI KOpnycy Ty6w);
3MiHM | TUMY - BUyYEHHS NOKasHWKIB cneuudikaui
TIOMIHIEBMX TaMiHOBaHWX Ty6, Yyepes ix
He3HauyLicTb (30BHiLLUHE NakyBaHHs, Po3mipu,
®yHKUIOHaNbHWI TECT NIErKOCTi BiAKPUBAHHS KPULLIKM,
TecT wWinsbHocTi, MikpobionoriyHa yicToTa)
87. BOTPIEHT™ TabneTku, BKpUTI HosaprTic LLiseiiuapi Bupo6HuK Benuvka BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/12035/01/01
NNiBKOBOIO dapma Al a Hepo3dacoBaHol BpuTania/ TUNY - 3MiHW BHECEHO A0 IHCTPYKLii AN1a MeguyHoro peyernmom
060/10HKO10, N0 200 npoaykuii: Fnakco IcnaHis 3aCcTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
mr; no 30 TabneTok y OnepeiiwHe FOK "Ocob6nmBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii”
donakoHi; no 1 Nimiten, Benvka BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHS 3MiH
(h/1aKOHY B KapTOHHiii BpuvTaHis; Bupo6bHuk NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAKEHHS;
Kopoobui 0115 NaKyBaHHA Ta 3MiHM Il TNy - 3MiHW BHECEHO A0 IHCTPYKUiT Ans
BUMYyCKy cepii: MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
nakco Bennkom po3ainy "Mo6iuHi peaxuii”.
C.A,, IcnaHis BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
88. BOTPIEHT™ TabneTkun, BKPUTI HosaprTic LBeliuapi Brpo6HuK Benuvka BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/12035/01/02
NNiBKOBOIO dapma Al a Hepo3glacoBaHoi BpuTanisa/ TVNYy - 3MiHM BHECEHO A0 IHCTPYKLii 419 MeguMyHoro peyenmom
060n0Hkoto, no 400 npoaykuii: Fnakco IcnaHis 3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainis
mr; no 30 TabneTok y OnepeiiwHc HOK "Ocob6nmBocTi 3acTocyBaHHs", "Mo6iYHI peakuii”
donakoHi; no 1 NimiTen, Benuka BigNoBiAHO A0 pekomeHgauiii PRAC. BeBegeHHs 3MiH
h/1aKOHY B KapTOHHIi BpuTtaHisi; Bupo6Huk NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAKEHHS;
KopooLi 015 NaKyBaHHA Ta 3MiHY Il TUNYy - 3MiHW BHECEHO A0 IHCTPYKUIT Ans
BUMYyCKy cepii: MeAMYHOro 3acTOCYBaHHA NiKapCbKOro 3acoby Ao
"nakco Bennkom po3gainy "Mo6iyHi peakyii”.
C.A., IcnaHis BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
89. BYrinnsa Tabnetku no 250 wmr, My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/3954/01/01
AKTUBOBAH | no 10 tabneTtoky akuioHepHe akuioHepHe TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenma
E 6nictepi, no 10 TOBapUCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
TabneToK y KOHTYPHUX "HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
6e34yapyHKOBUX BUPOGHNUNIA BMPOBHNYMIA LIEHTP MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOIO TEKCTY
yrnakoBKax LEHTP "BopuyariBcbkuii MapKyBaHHS! ynakoBku. BunyyeHHs iHdhopmauii wozao
"BopLuariscbk XiMiKO- ynakoBku in bulk 3 maTepianiB peecTpauiiiHoro focee
WA Ximiko- chapmaLeBTUYHUI (3 TUTY/IBHOI CTOPIHKW, PO3Ainy «YnakoBka» Ta
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
hapmaueBTuy 3aBog" «MapkyBaHHs» MKA 13) y 38’A3Ky 3 TUM, LLO Ait0
Hui1 3aBoa” peecTpauiiHoro noceigyeHHs Ha 13 Byrinns
akTusoBaHe, TabneTku no 250 wr, in bulk: no 1 kry
naketax (PIN Ne UA/10023/01/01 Big 05.06.2020)
NPUNMHEHO 3rigHO Haka3y MO3 Ykpainu 13.11.2020 Ne
2617. OHOB/IEHHSA TEKCTY MapKyBaHHA yrNaKkoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
3a3HaYeHHs OAMHULL BUMIPIOBaHHSA y cucTemi Sl.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB Micns
3aTBEPAKEHH
90. FEKCAKCUM cycneHsis gns CaHodpi PpaHuis NOBHUIA LMKN PpaHuisn/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |1 3a UA/13080/01/01
® | HEXAXIM iH'ekuiin, no 0,5 mn (1 MacTep BMPOGHMLTBA, YroplmHa TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
BAKUWHA [03a) B nonepeaHbLo BUNYCK Cepil: KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
ana 3aMoBHEHMX LINpuLLax CaHodpi MNactep, napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
MPO®DINAKT 3 1-eto (abo 2-ma) dpaHuis; roTOBOrO MiKapCbKOro 3acoby (3mMiHa 3Haxo4UTbCSA
VKN OKPEeMUMM rofikamu, BTOPVHHE nosa 3aTBepMKEHVMIN JONYCTUMUMUN MEXaMU
ANDTEPII, no 1 wnpuuy B nakyBaHHs1, BUMYCK cneumdikaiii) - 3MiH1 KpUTEpIiB NPUAHATHOCTI ANs
NPABLA, KapTOHHI ynakosLyi; cepii: BMMNPOBYBaHHSA iIMyHOreHHOCTi MPaBLIEBOr0 aHATOKCUHY
KALLUTHOKY no 0,5 mn (1 gosa) B CaHodhi-ABeHTIC (Tetanus immunogenicity assay) Ta auesonsapHoro
(ALEENKONAP | nonepefHbo MpaiiBiT Ko. fiTg,, KOMMNOHEHTY Kawuntoky (Pertussis immunogenicity
HWUA 3aMoOBHEHMX LUNpULLaxX Mnatchopma assay), OCKinbku pedhepeHc-BakumuHa binbLie He
KOMMOHEHT | 3 1-eto (abo 2-ma) NOriCTUKM Ta BMKOPUCTOBYETLCA. 3MiHWN [0 CKNagy MikapCbKoro
), FENATUTY OKpemMnmMu rosikamu, OncTpubyuii y m. 3acoby B PeecTpauiliHomy nocBifueHHi, MKA,
B no 1 wnpuuy B Bypanewr, IHCTPYKLiT 4719 MeAWNYHOro 3aCTOCYBaHHS, TEKCTI
PEKOMBIHA cTaHAapTHO- YropwuHa MapKyBaHHS yNakoBOK (4ofaBaHHsA iHpopmMal,i oo
HTHA, €KCMOPTHIi ynakoBLi, /TIOMIHII0 B SIKOCTi AONOMDKHOT peYOBMHU B CKNagi
noniomieni sKa MiCTUTbCA Y BakUWH, AofaBaHHs perynsatopis pH «NaOH, outosa
TY KapTOHHI Kopobui 3 kmucnota ifabo HCl»). OHOBNEHHA po34iniB
IHAKTUBOBA | iHCTpyKUi€eto anis peecTpavujiiiHoro aocke 3.2.P.2.3, 3.2.P.5.4, 3.2.P.6.
HATA MeauYHOro 3MiHV BHECEHO B IHCTPYKLitO 419 MeANYHOro
3AXBOPHOB 3acTocyBaHHs; no 0,5 3acTocyBaHHS Nikapcbkoro 3acoby y po3ain "Cknag”, B
AHb, M (1 gosa) B KOPOTKY XapaKTepuCTUKy NikapcbKoro 3acoby y
CMNPUYUNHEH | nonepefHbO po3ainm "2. AKiCHUN i KinbkicHUiA cknag.", 6.
nx 3arnoBHEHMX LWnpuLax PapmaueBTUYHa iHdopmauis: 6.1. JonomixHi
HAEMOPHIL 3 1-eto (abo 2-ma) peyoBUHW." Ta BiANOBIAHI 3MiHW Y TEKCTI MapKyBaHHS
us Tuny B OKpemnmu rosikamu, yNakoBKM NikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
KOH'HOFOBA no 10 wnpuuis B NpoTArom 6 MicsLiB nicns 3aTBeppKeHHs; 3MiHu |l
HA, KapTOHHI ynakoBLi; MRy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3acib.
AQNCOPBOBA | no 0,5 mn (1 go3a) B KOHTposb roToBoro fikapcbkoro 3acoby. 3MiHa y
HA, PIOKA nonepegHL0 MeToJax BUMPOGYBaHHS rOTOBOrO JlikapCbKoro 3acoby

3arnoBHeHUX LnpuLax
3 1-eto (abo 2-ma)
OKPEeMUMM rofikamu,
no 10 wnpuuis B
cTaHAapTHO-
€KCMOPTHiIl ynakoBLi,
fKa MiICTUTbCA Y
KapTOHHI Kopo6Li 3

(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/IMYHOXIMIYHOMY MeTOAj
BMNpobyBaHHA abo MeTofi, y SKoMy
BMKOPUCTOBYETbLCA 6i0M10riYHUIA peareHT, abo ix
3amMiHa, abo 6ion10rivYHOro Npenapary NopiBHAHHSA
(cTaHgapTHOro Npenapary), Wo He 3a3HadveHnin y
3aTBEpPKEHOMY NPOTOKOAI) - 3aMiHa aHanizy
BU3HAYEHHS] aKTUBHOCTI Ail04NX PEYOBUH ANsi
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
iHCTpYKUi€eto Ans npodpinakTvkm gnchbTepii (npoBokauiiHe
MeAn4HOro BMNPOBYBaHHAM 3 ANPTEPiiHUM TOKCUHOM NP
3acTocyBaHHs; no 0,5 BHYTPILUHbOLUKIPHOMY BBEAEHHI MOPCLK/M CBUHKAM),
mn (1 posa) y npaBus (NpoBokaviliHe BUNPoGyBaHHSAM 3 NpaBLEBUM
chnakoHax, no 10 TOKCMHOM Ha MULLAX) Ta KaLLnoKy (auentonsapHuii
h/1aKOHIB Y KapTOHHIi KOMMOHEHT) (TECT iMyHOTEeHHOCTI Ha MULLAX) EANHUM
ynakosui; no 0,5 mn (1 CeposIoriYHNM aHasni3oM A/15 TPbOX AiKUNX PEUYOBUMH
[03a) y hnakoHax, rno (BU3HAYEHHAM IMYHOT€HHOCTI jil04nX PeyoBUH AN
10 dpnakoHis B npodinakTMkn audoTepii, NpasLsA Ta KaLsIoKy
cTaHaapTHO- (auentonapHUiAi KOMMOHEHT) HA MOPCBKNX CBUHKAX).
€KCMOPTHil ynakoBLi, TepMiH BBEAEHHS 3MiH - XXOBTeHb 2021
AKa MiCTUTbCS Yy
KapPTOHHI KOpooLyi
91. FEMUUTABIH | nopoLuok Mictpan AHrnia AkTasic ITanis ITanis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14136/01/01
-BICTA niocpinisoBaHuii gns Kenitan C.n.A. MYy - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyernmom
pO34uHy A8 iHdy3il MeHeKMeHT thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
no 200 mr, 1 chnakoH 3 NimiTen po3ziny “MapkyBaHHs" MKA J13": 3anponoHoBaHo:
NOPOLLKOM B MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
KapTOHHI KOpo6Li MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LWoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepaKeHHs
92. FEMUUTABIH | nopotuok Mictpan AHrNIsA AKTaBic ITanis ITanis BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/14136/01/02
-BICTA niochinizoBaHuin ans Kenitan C.n.A. MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
PO34nHy Ans iHdys3it MeHeXMeHT thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 1000 wmr, 1 dpnakoH Nimiteq po3giny “MapkyBaHHs” MKA J13”; 3anponoHoBaHo:
3 NOPOLLKOM B MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
KapTOHHiA KOpO6L MapKyBaHHs. OHOBMIEHHSA TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPOBaHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBeppKeHHs
93. FEMUUTABIH | nopoluok Mictpan AHrnia AkTasic ITanis ITanis BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/14136/01/03
-BICTA niochinizoBaHuin ans Kenitan C.n.A. TMNYy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta peyernmom
pO34nHy ANns iHdysil MeHempKMeHT thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
no 2000 wmr, 1 dpnakoH NimiTen po3giny “MapkyBaHHsA" MKA J13”: 3anponoHoBaHo:
3 MOPOLUKOM B MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
KapTOHHI/ KopoobLi MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM /1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHSs1 3MiH NpoTArom 6-Tm MicAuis
nicns 3aTBepaKeHHs
94. FEATPAN® NOPOLLOK A660TT HimeuunH BUPOGHMLTBO, ITanis/ BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/6993/02/02
niochinizoBaHuin ans NabopaTtopis a nepBuHHE ®paHuia/ MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
PO34MHY ON151 iH'EKLLA rv6X nakyBaHHs, peuist thapmakoHarnsgy. BeefeHHa abo 3miHu [0
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 500 mr, 5 ckIAHMX KOHTPO/Tb AKOCTi Ta y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
ch/1aKoHIB 3 MOPOLLKOM BUNYCK Cepili (BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
niocpinisoBaHnm T1a 5 po3umHHKKa in bulk: hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
ammnys 3 pO34MHHUKOM damap A.B.E. BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnagy;
(L-ni3uH, HaTpito Animoc MNnaHT 63, KOHTaKTHOT 0Co6U 3 chapmakoHarnsay 3asBHuKa 45
rigpokcuna, Boga ans Ipeuis 3AiicHEHHs thapmakoHarnsagy B YKpaiHi, Ko BOHA
iH’exuiii) no 5 mn B abo BMpO6HULITBO, BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
KOHTYPHili YapyHKOBIi nepBuHHE 3a 3pjlicHeHHs chapMakoHarnsay (BkYakuu
ynakoBLi, 3aneyaTaHili nakyBaHHs Ta KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
alOMiHIEBOIO KOHTPO/Ib AKOCTI thaiina cuctemu chapmakoHarnsay) - 3MiHa
honbroto; no 1 PO3UYMHHUKA: YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
KOHTYPHIli YapyHKOBIi1 Bionogxici ITanisa thapmakoHarnag.
yMaKoBLi y KAPTOHHIi Na6opatopis C.P.J1., MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD /
Kopobui ITanis BMpoGHULTBO, Tomac HiccnsiiH, DVM, PhD. 3MiHa KOHTaKTHUX AaHnx
nepBuHHE YMNOBHOB&XeHOT 0CO6M 3a8BHUKA, BiAMNOBIiga/IbHOI 3a
nakyBaHHs Ta thapmakoHarnsg,
KOHTPO/b SKOCTI
nopoLuka
niochinizoBaHoro;
BTOPVHHE
nakyBaHHs1,
KOHTPO/Tb AKOCTi Ta
BUMYCK Cepiii
roTOBOrO
nikapcbKkoro 3acoby:
Bionopxici Itanis
Na6opatopiz C.P.J1.,
ITanisa abo
Hendapm CeH Pewmi,
PpaHuis
95. FENTPAN® TabneTku ABGOTT HimeuunH A66BI C.p.n. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu | 3a UA/6993/01/02
KMLLKOBOPO34YMHHI N0 Nab6opaTtopi3 a TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
500 wmr; no 10 rM6X thapmakoHarnagy. BeegeHHs abo 3miHu o

Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI/ KopoobLi

y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/TbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYaKun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aMmiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuia: Thomas Nisslein, DVM, PhD /
Tomac HiccnsiiH, DVM, PhD. 3MiHa KOHTaKTHUX AaHnx
YNOBHOBAXXEHOT 0COOM 3as1BHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
hapmakoHarnsg,
96. FENTPAN® Tabnetku A660TT HimeuunH A66BI C.p.n. ITania BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/6993/01/01
KMLLKOBOPO3YMHHI N0 NabopaTtopis a My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyernmom
400 wr, no 10 rM6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTtok y 6nictepi; y3araslbHeHUX AaHux Npo cuctemy apmakoHarnsgy
no 1 a6o 2 6nictepu y (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KapTOHHIA ynakoBL,i hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD /
Tomac Hiccnsiti, DVM, PhD. 3MiHa KOHTaKTHUX AaHnx
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
thapmakoHarnag,
97. FENTPAN® NMOPOLLOK AGGOTT HimeuunH BUPOGHMLTBO, Ipeuis/ BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/6993/02/01
niochinizoBaHuin ans NabopaTopis a nepBuHHE ITania/ MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
NPUroTyBaHHsA M6X nakyBaHHs, PpaHLis hapmakoHarnsagy. BeegeHHs abo 3miHu o

PO34MHY A8 iH'EKLR
no 400 mr, 5 cKNsAHMX
oNakoHIB 3
niodpinisoBaHnM
nopoLuKom Ta 5 amnyn
3 PO34YUNHHUKOM (L-
Ni3VH, HaTpito
rigpokcua, Boga ans
iH'ekuili) no 5 mny
KOHTYPHIli YapyHKOBIl
ynakoBLi, 3aneyaTaHii
aIIOMIHIEBOIO
oonbroto; no 1
KOHTYPHili YapyHKOBIi
YMaKoBLi B KAPTOHHiIl
Kopobui

KOHTPO/Ib SIKOCTi Ta
BUMYCK Cepiii
po3unHHYKKa in bulk:
damap A.B.E.
Animoc MNnaHT 63,
Byn. Ar. [imiTpiy,
Ipeuist;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b AKOCTI
ropoLuka
niochinisoBaHoro;
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BUMYCK Cepiii
roToBOro
NiKapcbKoro 3acoby:
Bionopgxici Itanis
Na6opatopiz C.P.J1.,
ITanis abo ®amap
Jlernb, PpaHuis

y3arasibHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHS Y3ara/lbHEHUX AaHUX NP0 cUcTeMy
hapMakoHarnagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3pjiicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
YMNOBHOBaXeEHOT 0c06M 3as1BHUKA, BiAnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuyis: Thomas Nisslein, DVM, PhD /
Tomac Hiccnsiii, DVM, PhD. 3MiHa KOHTaKTHMX AaHnx
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag,




61

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
98. FIAPOKOPTWU | cycneHsis ans iH'ekyii AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 3a UA/3288/01/01
30HY 2,5% no 2 mn B TUNY - BHECEHHS 3MiH Y Cneumdikauito/ MeToamky peuenmom
AUETAT amnyni; no 10 amnyn B BMNpobyBaHHA /13 3a nokasHnkoM "CTepusbHicTb",
nautii 3 KapToHy; no 2 30Kpema: BU/Ty4YEHHS MOBHOTO OMMCY NPOBeAEHHS
M B amnyni; no 5 MeTOAVKM; [ONOBHEHHS BiANOBIAHUM MOCUNAHHAM Ha
amnyn y 6nictepi; no 2 aitody pegakuito EP ta A®Y; 3MiHn | TUny - BBEAEHHSA
6nictepy B nauLli 3 a/IbTEPHATUBHOIO BUPOOHWKA NEPBUHHOT YNakoBKM -
KapToHy amnyn cknsaHux Cangzhou Four Stars Glass Co., Ltd,
China. 3anponoHosaHo: MNMonTascbkunii 3aBog,
MeAMYHOro ckna, YkpaiHa. Cangzhou Four Stars Glass
Co., Ltd, China
99. rNOBA kancynu no 40 mr no META TainaHg BUPOGHMK in bulk, TainaHg BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/3693/01/01
10 kancyn y 6nictepi; NANOCAVEH BMNYCK cepil i MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
no 3 6nictepu y naketi CI3 Nabnik KOHTPO/b SAKOCTI: hapMakoHarnsgy - BHECEHHS 3MiH 40 po3ainy
3 (oI anOMiHIEBOT; KomnaHi Mera NaidycaiieHcis “MapkyBaHHs" MKA N3:
no 1 nakety B NimiTen Ma6nik Komnawi 3anpornoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEpP)KEHOr0
KapTOHHIiA nayui; no Nimitea, TainaHg, TEKCTY MapKyBaHHA. OHOB/EHHSI TEKCTY MapKyBaHHS
10 kancyn y 6nictepi; BUPO6HMK in bulk, YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
no 3 6nictepu y nakeTi nepBUHHE i iH(bopMmauii WoA0 3a3Ha4YeHHs OAUHULL BUMIPIOBaHHSA
3 (honbrn anoMiHieBof; BTOPWHHE y cuctemi Sl. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
no 2 nakeTv B nakysaHHs: Mera MiCALIB MiCNsA 3aTBEPKEHHS
KapTOHHI/ nayvj; no NaiidpcaiieHcis
10 kancyn y 6nicTepi; Ma6nik Komnawi
no 6 6nictepis y Nimiteq, TainaHpg,
KapPTOHHI nauLyj
100. | FINOTIA3UA Tabnetkn no 25 mr; Ne | TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropumHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/7593/01/01
® 20: no 20 Tabnetok y ABEHTIC dapmaueBTUYHNX Ta TexHi4yHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom
6nicTepi; no 1 YkpaiHa" XimiyHux MpoaykTis Ne 460) - BUNpaBneHo TEXHIYHY NOMWJSIKY Y TEKCTI
6nicTepy y KapTOHHilA Mpavisit Ko. /1Ta,. MapKyBaHHs ynakosku J13.
Kopobui Mignpnemcteo 2 3AMNPOMNOHOBAHO: 17. IHLWE HasiBHa iHdhopmavis
(nignprvemcTBo LIOA0 WTPUX-KoAy. Jlorotun komnaHii 3azHavatoTbes
Bepeliepxas), OAVHWL BUMIPIOBaHHS | CUMBO/IN BE/IMYNH Ha
YropumHa NaTUHWLi NiCa HaNMCaHHA Ha YKpPaiHCbKiA MOBI y
BignosigHocTi Ao Hakazy MEPT Ne914 (mg) BHyTpiLlHi
TEeXHIYHI NO3HaYKM BUPOOHMKA (NaKyBauslbHi KOaw)
Ta/abo iHWi 3ax1CHI koan. 3a3HavyeHe BUMpPaBEHHS
BiANOBiAaEe apxiBHUM MaTepiasiaMm peecTpaviinHoro
[l0CbE
101. | FINOTIA3UA Tabnetku no 100 wmr; TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropuHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/7593/01/02
® Ne 20: no 20 Ta6neTok ABeHTIC dapmaueBTUYHUX Ta TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peyenmom
y 6nicTepi; no 1 YkpaiHa" XimiyHux MpoaykTis Ne 460) - BuNpaBneHO TEXHIYHY MOMUKY Y TEKCTI

6nicTepy y kKapTOHHii
KopooLi

Mpaisit Ko. /T4,
Mignpvemctao 2
(nignpuemcTeo

Bepelueabxas)

MapKyBaHHS ynakosku J13.
3AMNPOMNOHOBAHO: 17. IHWE HaseHa iHhopmavis
LLIOAO LWTPUX-KoAy. JToroTmn KoMnaHii 3a3HavaroTbes

OAMNHUL BUMIPIOBAHHS | CUMBO/IN BE/IMYMH HA
NaTvHWLi NiCNst HAaNMCaHHA Ha YKPaiHCbKI MOBI Y
BignosigHocTi Ao Hakasy MEPT Ne914 (mg) BHyTpiLuHi
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TeXHiYHi NO3HaYKM BUPOBHMKa (NaKyBaslbHi Koaw)
Ta/abo iHWi 3axX1CHI koan. 3a3HavyeHe BUNpaBeHHS
BiANOBiAaE apxiBHMM mMaTepiasiaM peecTpauiiniHoro
[0CbE
102. | FNMIOKAFEH® | niodinizat ansa A/T HoBo [anis A/T Hoso Hopgick, [Jania/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13221/01/01
1 Mr TINOKIT | po3uvHy Ans iH'ekuii Hopgick [NaHis (BUpOGHMK Benbrisa TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no1lwmr(1MO); 1 nikapcbKoro 3acoby, thapmakoHarnsgy. BeegeHHs abo 3miHu o
ch/1akoH 3 NOPOLLKOM Y nepBuHHe y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KOMMEKTi 3 nakyBaHHs, (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
PO34MHHMKOM (BOgA niodpinisauia Ta hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
Ans iHekuinno 1 mny KOHTPO/Ib FOTOBOrO BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
wnpuyi Ne 1) y NiKapcbKoro 3acooby; KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
n1acTrKoBIli kKopobui KOHTPO/b AKOCTI 3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
roToBOro BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifgnoBiganbHOT
nikapcbkoro 3acoby; 3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
BMPOGHWK ANs KOHTaKTHI flaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
36UpaHHs, (haiina cuctemu chapmakoHarnsgy) - aMmiHa
MapKyBaHHSA Ta KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOB&XEHOI
yNaKkoBKkMm, 0co6M 3a5BHWKA, BiANOBIAAIbHOI 33 34iICHEHHS
BTOPUHHOrO hapmakoHarnsay B YkpaiHi
nakyBaHHs; ); A/IT
Hoso Hopgick,
[aHis (BUpo6HMK
NiKapcbKoro 3acooy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs); AIT
Hoso Hopgick,
[aHisa (BUpoOHUK,
BiANOBiAaIbHMI 3a
BUMYCK Cepiii
KiHLLeBOro
npoAyKTy); )
KataneHT Besnbria
CA, benbrist
(BUPOGHWMK
PO34MHHMKA
(cTepunbHa BoAa
Ans iH'ekuin y
Lnpuu,),
KOHTPO/1b/BUNPOGYB
aHHs cepili
PO34YMHHUKA)
103. | FMOKATEH® | nioginizat gns A/T Hoso [JaHis A/T Hoso Hopgick, Nanis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/13221/01/01
1 Ml FINOKIT | po3unHy ons iH'ekuiin Hopgaick [aHis (BUpobHMK Benebris TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta peyenmom

no 1 wmr(1MO); 1

h/1aKOH 3 NOPOLLKOM Y

nikapcbKoro 3acoby,
nepBuHHe

thapmMakoHarnagy - BHECEHHS 3MiH A0 po3ainy MKA:
MapkyBaHHs
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Ymosu

Howmep

Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BionycKy

peecmpayiliHo2o
nocsio4yeHHs

3acoby

KOMMNIEeKTi 3
PO34MHHMKOM (BOAA
Ans iHekuinno 1 mny
wnpudi Ne 1) y
NNacTrKoBili kKopobLi

nakyBaHHS,
niochinisauia ta
KOHTPO/1b FOTOBOIO
nikapcbKkoro 3acoby.
KoHTpOsb siKoCTi
roToBOro
nikapcbKkoro 3acoby.
BupobHuk ans
36UpaHHs,
MapKyBaHHs Ta
ynaKkoBKM,
BTOPWHHOTO
nakyBaHHs.); AIT
Hoso Hopgick,
[NaHis (BUpO6HMK
nikapcbKkoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs); AT
Hoso Hopgick,
[JaHis (BUpO6HMK,
BignoBiganbHWiA 3a
BUMYCK Cepiii
KiHL,eBOro
NpoAyKTy);
KaraneHT benbris
CA, Benebris
(BUPOGHWMK
PO34MHHMKA
(cTepunbHa Boga
Ans iH'exuin y
npui)
KOHTPO/b/BMNPOGYB
aHHs cepili
PO34YMHHKKA)

MponoHoBaHa pegakuis: 3rifHo 3aTBEpAKEHOro
TEKCTY MapKyBaHHA. OHOBMEHHSI TEKCTY MapKyBaHHS
YNakoBKM JliKapCbKOro 3aco6y 3 BHECEHHAM
iHchopMauii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLis
nicns 3aTBepmkeHHs

3a

UA/6411/01/01

104.

FNMIOKO3A

PO3unH NS iHdys3il,
50 mr/mn; 200 mn, abo
250 mn, a6o 400 mn,
a6o 500 mny
KOHTeliHepax
noniMepHuX;
no 200 a6o 400 mny
NASALWKaX CKAAHNUX

TOB "tOpis-
dapm”

YkpaiHa

TOB "lOpis-®apm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib.
CucTema KoHTelHep/3akynoptoBasibHUiA 3aci6. 3MiHa y
NepBUHHIN YNakoBLi rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHA HOBOTO KOHTeHepa) -
BurnyyeHHs1 nepBUHHOT YNakoBKy, L0 He NPU3BOAUTb
[0 MOBHOTO BU/TyYEHHS NiKapCbKOro 3acoby 3 NeBHO
cunoto fii abo y neBHili Nikapcbkin OpMi - BUTYyYEHHS
nakyBaHHs1 y KOHTeliHepax nosiimepHux no 100 mn,
1000 mn, 2000 mn, 3000 M, 5000 m#; 3miHm | Tuny -
3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb

roToBOro fikapcbKoro 3acoby. 3miHa y MeToaax

BMNPOGYBaHHSI rOTOBOTO JIiKApCbKOro 3acoby (iHLwi

peyerimom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM Yy MeTogax BUNpobyBaHb (BK/1H0HYAKUM 3aMiHY
a60 [ONOBHEHHS)) - BHECEHHS 3MiH [0
Cneuudpikauii/MeTogis BunpobysaHHs /13, 30kpema:
npvBeAeHHA MeTOANKN BUMPODOYBaHHA 3a NOKa3HUKOM
"MexaHi4Hi BK/IHoYeHHs» BignoBigHo Ao Bumor APY.;
3MiHW | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NiKapPCbKWiA
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA rOTOBOrO NikapCbKoro
3ac006y (iHWi 3MiHM Y MeTodax BUNpobyBaHb
(BKTHOHAOUM 3aMiHy ab0 JOMNOBHEHHS)) - BHECEHHS
3MiH g0 Cneuudikauii/MeToais BunpobysaHHs 13,
30KpeMa: BBEEHHS [04aTKOBOro NokasHuka
"OCMONAMBHICTL" 3 BiANOBIAHNMMN KPUTEPIAMM
npuiiHaTHoOcT (Big 270 fo 330 MOcMONb/Kr); 3MiHN |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKWii 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa y
mMeToAax BUNpo6yBaHHSA rOTOBOrO MiKapCbKoro 3acoby
(iHwWwi 3MiHW y MeTogax BUNpobyBaHb (BKIOYaUn
3amiHy abo JONOBHEHHS)) - BHECEHHS 3MiH [0
Cneuumdpikauii/MeTogis BunpobysaHHs /13, 30kpema:
3amiHa nokasHuka "MiporeHn" Ha NokasHuK
"BakTepianbHi eHAO0TOKCUMHW; 3MiHK | Tuny -
AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
npoaykTy abo roToBOro nikapcbKoro 3acoby, AifbHULI
AN NPOBefeHHA NakyBaHHS, BUPOOHMKA,
BiANOBIAA/IbHOrO 3a BUNYCK CEPIii, MiCLie NPOBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOrO
mMaTtepiany, peareHTy abo fOMNOMDKHOI pe4OBUHU
(AKLLO 3a3HAYEHO Y OCbE) - BUNYYEHHS BUPOOHMKA
A®I ntoko3a moHorigpat OO0 "[HINPOBCHKMiA
KPOXMaslonaTokoBuiA KOMBiHaT», YkpaiHa

105.

FNIOKODAXK
XR

TabneTku
NPOJIOHTOBaHOT Aji No
500 wmr; no 15
TabneTtok y 6nictepi;
no 2 a6o no 4
6nicTepy B KAPTOHHIi
Kopobui

Mepk CaHTe
c.a.c.

PpaHuin

Mepk CaHTe

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TUMY - BHECEHHSA HE3HaYHWX 3MiH 0 METO/IB
BMNPOBYBaHHA NepBUHHOT ynakoBku 13, a cave y
cneungikauito gns TepmodhopmoaHoi MBX/MBAX
nniska 90 r/m2 1. «ToBwuHa MNBX/MBAX nAiBKu».
3anponoHosaHa 3miHa CTOCYeTbCS TOYHOCTI npuniagy,
AKUIA MOXHa BMKOPWCTOBYBATU [/19 BUMIpPOBaHHS
TOBLWMHM MBX/MBAX niBKM WNAXOM
6e3nocepeHbLOro0 BUMIpOBaHHSA (3aTBepaAXeEHO:
MpsiMe BUMIpIOBaHHA (LUTaHreHumpKy b Manbmepa)
ab0 BMMIpIOBaHHSA Barn B rpaMax; 3anponoHOBaHO:
Mpsime BUMIpIOBaHHSA (LUTaHreHuMpky b Manbmepa)
a60 iHWWI ekBiBaNEHTHUIA BUMIPIOBa/IbHWIA Npunag)
abo BMMiptOBaHHS Baru B rpamax). Kputepii
NPUAHATHOCTI 3a/IMLLAIOTLCSA HE3MIHHUMU; 3MiHW | TUNY
- BHECEHHS HE3HAYHWX 3MiH 10 MEeTOfiB

3a
peyerimom

UA/3994/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNPOGYBaHHA NEPBUHHOI ynakoBku 13y
crneundikavii 418 Xo0104HOKaTaHOro aslloMiHito, a came
3anpornoHoBaHa 3miHa Nossrae B OHOB/IEHHI Ha3BM
TECTy, a TakoX Y BULAUIEHHI AeAKNX MOTOYHUX
TEXHIYHUX feTanel, siki He CTOCYTbCA Camoro
MEeTOAY BUNPOOYBaHS ane MOXYTb 3asiexartu Bif,
pO3MipiB MAiBKY, LLIO 3aCTOCOBYIOTb /151 KOHTPOJIIO.
MeTop, Ta KpuTepii NPUAHATHOCTI 3aULLIAKTLCA
HEe3MiHHUMK; 3anpPOoNoHOBaHO:
n. «[loBepxHeBa Bara X0/104HOKaTaHOro a/ItOMiHil0»
(BuMiptoBaHHA NOBEpPXHEBOI Baru)
106. | FO®EH 400 Kancynu m'siki no 400 META TainaHg Mera JlaiicbcaiieHcis TainaHg BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/13624/01/02
mr no 10 kancyn y NANOCAVEH Ma6nik Komnawi MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
6nictepi; no 1 CI3 Nabnik Nimiteq hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nictepy y Komnawi MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
KapTOHHOMY KOHBEpTI; Nimiteq BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
no 5 a6o no 6 BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
KapTOHHMX KOHBEPTIB “MapkyBaHHs" MKA J13: 3anponoHoBaHo: p.
Y KapTOHHII1 yrnakoBLi «MapkyBaHHS» 3rilHO 3aTBEPXEHOro TEKCTY
MapKyBaHHs. TepMiH BBE,EHHSA 3MiH NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
107. | FPACTUM® PO34UH A5 iH'EKLLNA, [-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/0633/01/01
0,3 mr/Mnno1mny Na6opatopic Na6oparopic /114, TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
donakoHi; no 1 nTg, hapmakoHarnsay (iHwi 3MiHK) - 3aTBEPAKEHHS
chiakoHy B KapTOHHiiA aNbTepPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
Kopob6ui; no 1 mny nNikapcbKoro 3acoby i3 3a3Ha4YEeHHAM MDKHAPOAHUX
nonepeaHL0 Mo3HauYeHb OAMHVLL BUMIPOBaHHA. OHOB/IEHHSA TEKCTY
HanoBHEHOMY LUNPUL, MapKyBaHHS NMepBUHHOT Ta BTOPUHHOI ynakosku M13,
no 1 wnpuuy B BBE[EHHS HanMcaHHa oAnHULbG S| natuHeLeto
KapTOHHI KOpooLyi (404aTKOBO A0 KUPW/NLL) Y TEKCTI MapKyBaHHSI.
BHeceHHsA 3MiH 40 po3ainy “MapkyBaHHA” MKA /13”:
3anponoHoBaHo: MapkyBaHHs. 3rifHO 3aTBepAKEHOro
TEKCTY MapKyBaHHs. BBefjleHHsA 3MiH NpPOTAroM 6-u
MicsILiB Micns 3aTBepoKEHHS
108. | FPACTUM® PO34MH NS H'EKLN, A-p Pegpi'c IHAjisA O-p Pegpi'c IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | - UA/11872/01/01
0,3 mr/mnin bulk: no 1 Na6opatopic Na6opaTtopic /1T, MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
M1y pnakoHi; no ntp hapmakoHarnaay (iHwi 3MiHK) - 3aTBEPKEHHS
1000 dhnakoHis y a/lbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKu
Kopobui nNikapcbKoro 3acoby i3 3a3Ha4YEeHHAM MDKHAPOAHUX
no3Ha4yeHb OAVHWLL BUMIpIOBaHHA. [Insa nikapcbkoro
3acoby y dhopmi in bulk: 3rigHo 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETLCA. BBEAEHHSA 3MiH MPOTAroM
6-T1 MicALIB NicNs 3aTBEPIKEHHS
109. | AANALUVH L, kancysum no 150 wmr, no NeANIEP CLA Papesa Ambyas PpaHuis BHECEHHS 3MiH [10 peecTpaliinHmx maTtepiasis: 3MiHu | 3a UA/1903/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

8 kancyn y bnictepi;
no 2 6nictepu B
KapTOHHI KopoobLi

IHK.

TUNy - NoAaHHs oHosrieHoro ME-CepTtudikaty
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ansa gonomikHoi peyoBuHu Gelatin
Bif BXe 3aTBepmxeHoro Bmpo6Huka Nitta Gelatin Inc;
3MiHK | TUNy - NnogaHHsA oHosneHoro E- CepTudikaty
BignoBigHocCTi €Bponeiicbkili hapmakonei Ne R1-CEP
2000-045-Rev 04 ansa gonomikHoi pevoBuHu Gelatin

Bif, BXXe 3aTBEPAXEHOro BUPOGHUKA, SIK HACNIAOK 3MiHA
Ha3Bu Ta agpecyu snacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu BUPOOHNUUX AiNbHULLL; 3MiHK |

TMNy - NoAaHHA oHoeneHoro ME-CepTudikaty
BiANoBigHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ana gonomikHoI peyoBuHn Gelatin
Bif BXe 3aTBepmkeHoro smpobHuka NITTA GELATIN
INDIA LTD; 3MiHu | TUny - BUuny4yeHHs 'E-CepTtudpikaty

BiAnNoBigHOCTI EBponeiicbkoi ®apmakonei R1-CEP
2004-247-Rev 00 gns 4ONOMIXHOI pevyoBUHN
XenatuH; 3MiHn | Tuny - BunydeHHs ME-CepTtudpikaty
BiANoBigHOCTI EBponeiicbkoi ®apmakonei R1-CEP
2004-320-Rev 00 gn1s1 4ONOMIXHOT pevyoBUHU XenaTviH

peyerimom

110.

OANALVH L

kancynu no 300 mr; no
8 kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopooLi

MNOANIEP
IHK.

CLWA

dapeBa Ambyas

PpaHuin

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu |
My - NofaHHA oHoBrieHoro ME-CepTudikaty
BignoBigHoCTi €Bponeiicbkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ana gonomikHOI peyoBuHu Gelatin
Bif, BXXe 3aTBepxeHoro Bmpo6Huka Nitta Gelatin Inc;
3MiHM | TRy - NoAgaHHA oHoBneHoro ME- CepTudiikaty
BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-045-Rev 04 ans gonomikHoI peyoBuHn Gelatin
Bifl BXXe 3aTBEPIKEHOr0 BUPOOHUKA, SIK HACAIA0K 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecyt BUPOBGHNYMX AiIbHULb; 3MiHW |
TMny - NogaHHsA oHosrieHoro ME-CepTudikaty
BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ans gonomikHoi peyoBuHm Gelatin
Bif BXe 3aTBepmkeHoro Bmpo6Huka NITTA GELATIN
INDIA LTD; 3miHn | Tvny - BunyyeHHs ME-CepTudikaty
BignoBigHocTi €Bponeiicbkoi Papmakonei R1-CEP
2004-247-Rev 00 ans gonomikHOT peYoBUHU
XenaTuH; 3MiHu | Tuny - BunyyeHHs ME-CepTtudikaty
BignosigHocTi €Bponeiicbkoi Papmakonei R1-CEP
2004-320-Rev 00 4ns AOMNOMIXHOI pe4OBUHM XeaTuH

3a
peyenmom

UA/1903/02/02

111.

ANTOKCUH

Tabnetkun no 0,25 mr
no 20 TabneTok y
6nicTepi; no 2
6nicTepu B nayi 3
KapTOHY

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHMYMI

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHMYMI LLEHTP

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsagy - BHECEHHS 3MiH 0 po3ainy

“MapkyBaHHsa" MKA N13.
3anponoHosaHo: MapkyBaHHs. BignosigHo o

3a
peyenmom

UA/7365/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
LEeHTp "BopLyariBCbKuii 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS YNakoBKW.
"BopLuariscbk XiMiKo- BunyueHHs iHdhopMaLii woao ynakosku in bulk 3
W1 XimiKo- hapMaLeBTUYHWIA mMaTtepianis peecTpaLiiHoro gocke (3 TUTY/IbHOT
thapmavneBTuy 3asofq” CTOPIHKK, pO3Ainy «YnakoBka» Ta «MapKyBaHHsa» MKA
Hui1 3aBoa” N3) y 38'AA3Ky 3 TWM, L0 A0 peECTpaLiiiHoro
noceigyeHHs Ha 13 AurokcuH, Tabnetkm no 0,25 mr,
in bulk: mo 1 kr y noggiliHomy nonieTuneHoBomy
nakeTi, (PM Ne UA/11082/01/01 Big 16.08.2017)
NPUNNHEHO 3rigHO Hakasy MO3 Ykpainn 13.11.2020 Ne
2617. OHOB/IEHHSA TEKCTY MapKyBaHHA YrNaKkoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
3a3Ha4YeHHs OAVHULb BUMIpPOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
112. | AUNIPUAAM Tabnetkun no 25 mr no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/8680/01/01
on 20 TabneTtok y akuioHepHe akuioHepHe MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi, no 2 TOBapucTBO TOBapuCTBO thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH [0
6nicTepy B nay,i 3 "HaykoBo- "HaykoBo- po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
KapTOHy BUPOGHNUNI BMPOOHNYMIA LIEHTP MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOrO TEKCTY
LEeHTp "BopLyariBcbkuii MapKyBaHHSA ynakoBkn. OHOB/IEHHA TEKCTY
"BopLuariBcbk XiMiKO- MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
Wi1 XimiKo- hapmaueBTUYHNMI BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHUL
hapmaveBTny 3aBof" , YKpaiHa; BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH NpoTArom
Hui 3aBog” TosapucTso 3 6-TV MicALiB NicNsA 3aTBEPAKEHHS
06MeXeHoI0
BiANOBiAANIbHICTIO
"Arpodpapm"
113. | AIABITEK N4, | po3uuH ans TOB "tOpis- YkpaiHa TOB "tOpia-®apm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3a UA/11876/01/01
1,5% nepnToHeasibHOro Papm” TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peyenmom
nianizy no 2000 mn Ne 460) - BUNpaBNeHO TEXHIYHY NMOMWJIKY B TEKCTI
a6o no 2500 mny MapKyBaHHs ynakosku J13.
KOHTeliHepi 3AMPOMNOHOBAHO: 7. IHLWI OCOB/NVBI
nosliMmepHoMy 3ACTEPEXXEHHSA CrepunbHo. BinbHuii Big
6akTepiasibHNX eHL0TOKCMHIB. TeopeTuyHa
ocmonspHicTb 353 MOcM (MOsm)/n (I). 3a3HayeHe
BUMPAaB/IEHHS BigNOBigA€E apXiBHUM MaTepianam
peecTpauiiHoro Aocbe
114. | AIABITEK N4 | po3uuH ans TOB "lOpis- YkpaiHa TOB "lOpia-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/11876/01/02
2,5% NnepuToHeas1bHOro Papm” TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom

nianizy no 2000 mn
abo no 2500 mny
KOHTElHepi
nosiMepHoMy

Ne 460) - BUNpaBneHO TEXHIYHY NOMWIKY B TEKCTI
MapKyBaHHsA ynakosku J13.
3AMNPOMOHOBAHO: 7. IHLI OCOBJ/BI
3ACTEPEXEHHSA CtepunbHo. BinbHuii Big,
6akTepiasibHNX eHOO0TOKCUHIB. TeopeTuyHa
ocmorispHicTb 403 MOcm (MOsm)/n (I). 3a3HaueHe
BUNPAaB/IEHHS BigNoBigae apXiBHUM MaTepianam
peecTpauiiiHoro focke
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
115. | AIATHOCTWH | nopowok ans ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 6e3 UA/15448/01/01
-340P0OB™A OpanbHOro Po3ynHy, 06MEeXEHO 06MEXEHO TUNY - 3MiHU BHECEHO A0 IHCTPYKLii ANna MeguyHoro peyenma
no 55,318 r nopowky y | BiAgnoBigasbHi BiANOBIAA/LHICTIO 3acToCyBaHHA MikapcbKoro 3acoby [0 po3giny
nakeTi; no 6 nakeTiB y cTo "®apmavleBTUYHa "Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
Kopobui "hapmavueBTu KoMnaHis "3popos'a” OHOBNEHOT iHhopMaLii 3 6e3neky AiloUnx pevoBUH
YHa KOMMaHis (makporony) 3rigHo 3 pekomeHgauieto EMA-PRAC
"3p0pos's"
116. | AIACKAH PO3YUH A1 iH'EKLLNA, M.BioTek Benuka CaHoxemis ABCTpIs BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16444/01/01
no 300 mr/mn, no 50 Niviten BpuTanis PapmauesTrka Al TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
M abo no 100 mny thapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
chnakoHax Nel MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHULb
BUMIPIOBaHHA Y cuctemi Sl. BHeCeHHA 3MiH [0 po3giny
«MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. BBefileHHS 3MiH NPOTAroM 6-Tu MicALiB 3
[atun 3aTBepAXEHHS
117. | AIACKAH PO34MH ONs iH'EKLIN, M.BioTek Benvka CaHoxemisi ABCTpist BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/16444/01/02
no 370 mr/mn, no 50 NimiTen BpuTaHis $apmaueBTuka Al MMy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
M a6o no 100 mny hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
dhnakoHax Nel MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
BHECEHHSAM iHhopmMaLi LWoA0 3a3HauYeHHA OANHUL
BUMIPIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH [0 po3giny
«MapkyBaHHs» MK4A J13; 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TeKCTy
MapKyBaHHs. BBefileHHs 3MiH NpPOTArom 6-Tn micsuis 3
[atn 3aTBepKeHHs
118. | AOKCULUMKNI | kancynu no 100 mr no My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3292/01/01
H 10 kancyn y 6nictepi, aKuioHepHe akujioHepHe TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
no 1 6nictepy B naui TOBapUCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
"HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
BUPOGHNUNIA BMPOBHNYMIA LLEHTP MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOIO TEKCTY
LeHTp "BopLyariBCbKuii MapKyBaHHS yNakoBku. OHOB/IEHHSA TEKCTY
"BopLuariscbk XiMiKO- MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3
WA Ximiko- thapmaLeBTUYHNI BHECEHHAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULb
thapmavneBTuy 3aBog" BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
Huii 3aBoa” 6-T1 MicsLIB NicNs 3aTBEPIKEHHS
119. | EFNOHIN® PO34NH A5 iH'EKLINA, TOB "CaHodi- YkpaiHa NENb®APM ADKOH PpaHuis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/3818/03/01
100 mr/2 mn Ne6: no 2 ABeHTIC TUMY - BHECEHHS 3MiH Ao p. 3.2.P.1 Description and peyenmom
M/1 B amnyni; no 6 YkpaiHa" composition of the drug product, a came: 3amiHa

amnysn y KOHTYPHUX
YapyHKax y KapTOHHil
Kopobui

NpPSAMOro ApyKy iHdopmMaLii Ha amnynax Ha eTUKeTKy,
AKa MiCTUTb iHhopMaLito nNpo J13; 3anpornoHoBaHo: p.
3.2.P.1 Description and composition of the drug
product Container and closure system Primary
packaging: Colorless, labeled, type | glass ampoule of
2 ml with a break system
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
120. | EKBOAEPUN kpem 1 % no 15 r a6o CaHpo3 CnoBeHis BMPOGHMK in bulk, AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 6e3 UA/3960/01/01
® 30 ry Ty6i; no 1 Ty6i B | ®apmacbioTika nepBUHHE i HimeuyunHa MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
KapTOHHIA KopooLi n3 a.a. BTOPWHHE hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
nakyBaHHs1, MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
KOHTpONb: Mepk BHECEHHAM iH(hopMaLii LLOAO 3a3HaYeHHs OANHULb
KraA & Ko Bepk BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
LWnitTans, ABCTpIs; “MapkyBaHHsA" MKA J13; 3anponoHoBaHo:
BUNYCK Cepil: MAPKVPOBKA CornacHo npunaraeMomy TeKCTy
CaHpo3 'mbX - MapK1poBKU. TepMiH BBEAEHHS 3MiH NPOTArom 6
TexOnc, ABCTpis; MiCALIB MiCNsA 3aTBEPKEHHS
BMpPOGHKK in bulk,
nepBuHHE i
BTOPVHHE
nakyBaHHs,
KOHTPO/b, BANYCK
cepii: Cantotac
dapma 'vbX,
HimeyunHa
121. | EKCIOXAL TabneTtku, Wwo HoBapric LLIBeliyapi HoBapTic ®apma LLIseliyapis BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/6731/01/01
aucnepryoTtbes, no dapma Al a LTeliH Al MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
250 mr, no 7 TabneTok hapmakoHarnagy - 3amiHa po3ainy «IpadiuHe
y 6nicTepi, no 4 0ChOPM/IEHHST YNAKOBKM» Ha Po3fin «MapKyBaHHs» B
6nicTepy B KOpPOOL MKSA N13: 3anponoHoBaHo: Po3ain «MapkyBaHHA»
MapkyBaHHs. 3rifiHO 3aTBEP)KEHOrO TEKCTY
MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhopMal,ii LLoA0 3a3HAYEHHS
OAVHVLb BUMIPIOBaHHSA Y cucteMi Sl. BBegeHHs 3MiH
NpoTArom 6 micsuiB nicas 3aTBepaKeHHs
122. | EKCIIKAL Tabnetku, Wo HosaprTic LBeliuapi HosaprTic ®apma LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/6731/01/02
AvcnepryoTbes, no dapma Al A LWTeiH Al MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
500 mr, no 7 TabneTok hapmMakoHarnagy - 3amiHa po3giny «IpadivHe
y 6nictepi, no 4 0hopMIEHHS YNAKOBKM» Ha Po34in «MapKyBaHHs» B
6nicTepy B KOpPOOL MK$ N3: 3anponoHoBaHo: Po3ain «MapkyBaHHs»
MapkyBaHHS. 3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA.
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKN NiKapCbKOro
3acoby 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHS Y cuctemi Sl. BBegeHHsA 3MiH
npoTsirom 6 MicsiliB Micas 3aTBepAKEHHs!
123. | ENIAEN® Kpem ans MEJA ®apma HimeuunH MEJA dpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/7137/01/01
30BHILUHLOTO v6X eHg Ko. a MeHbtodhekyepuHr TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKWii 3acib. peyenmom
3acTocyBaHHs 1 %; no KI CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa

15r,30r, 60 r a6o
100 r y Ty6i; no 1 Ty6i
B KOPOOLIi 3 KAPTOHY

pPO3Mipy ynakoBK/ roTOBOrO Nikapcbkoro 3acoby (3miHa
macwn/o6'eMy BMICTY KOHTellHepa 6araTof030B0ro
NiKapCbKOro 3acoby Ansi HenapeHTepaibHOro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOTO
BUKOPWCTaHHSA)) - BBEAEHHS AOAATKOBMX YNakoBOK No
30T, 60 ra6o 100 r y Ty6i; no 1 Ty6i B kOpobu, 3
KapToHy, 6e3 3MiHV NePBNHHOrO NakyBaslbHOro
MaTepiany Ta 3 BiANOBIAHUMN 3MiHAMU Y
p.«YnakoBka». 3MiHW BHECEHO B iHCTPYKLitO oNs
Me[MYHOro 3actocyBaHHA y p. "Ynakoska" 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTI MapKyBaHHS yrNakoBKU
nikapcbKoro 3acoby. BeeAeHHS 3MiH NpPOTArom 6-Tu
MicAUiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHK). BHeceHHs 3MmiH fo po3ainy “MapkyBaHHS"
MK$A N3": 3aTBepaxeHo: Mpacdmyeckoe ocopmneHne
ynakoBku. 3anponoHOBaHO: TEKCT MapKyBaHHS.
Bignosifae 3aTBepmpKeHOMY TEKCTY MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3aco6y 3 BHECEeHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHS Y cuctemi Sl. BBegeHHsS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHSA.3MiHM |
My - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHY BHECEHO B
IHCTPYKUiO AN151 MeAWNYHOTO 3aCTOCYBaHHSA /liKapCbKOro
3aco0y LWoA0 OHOBMIEHHA AuKNaimepy 3
hapMHarnagy. BeegeHHs 3miH NpoTArom 6-Tn micsuis
nicns 3aTBepKeHHs

124.

ENOKCATUH
®

KOHLeHTpaT Ans
pO34uHy A5 iHdy3il,
5 mr/mn Ne 1: no 10
M1 KOHLLEHTpaTy, Wo
MicTATb 50 Mr
okcaninnatuny, y
donakoHi abo 20 mn
KOHLieHTpaTty, Lo
MicTATb 100 Mr
okcaninnatuHy, y
donakoHi; B NiafoHi,
3anasHoMy KpULLIKOIO,
B KaQpPTOHHI kopo6Lyi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHodpi-ABeHTiC
[Loliunang Tm6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuLi
nNikapcbKoro 3acoby, TKCTi MapKyBaHHS Ta iHCTPYKL,i
[ANA MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisapHo
OHOB/OBAHOIO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NiKapCbKOro
3acoby B Mic/iApeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHom) - 3MiH1 BHECEHO [0 iHCTPYKUiT ANs
MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby o
po3gainy "Mo6iyHi peakwii" BigNoBigHO 4O OHOBNEHOI
iHhopmalii 3 6e3nekn Aitoyoi pevyoBuHU. BBeaeHHs
3MiH NpOTArom 6-T1 MicALiB Nicns 3aTBEPMAKEHHS

3a
peyerimom

UA/9385/02/01

125.

EMCE®®

MOPOLLOK A4/15 PO3UUHY
Ans iH’ekuii no 1000
Mmr, 1 doiakoH 3
MOPOLLKOM Y
KapTOHHIiA ynakoBL,i

Abpun
PopmynenH3
Met. /it4,.

IHais

HekTap
NalicpcaiiHcia
NimiTea-tOHiT VI

IHais

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHu Wwoao 6esnekn/edpekTUBHOCTI Ta
papmakoHarnsgy (iHwi 3miHn)

OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhbopMal,ii LLoA0 3a3HAYEHHS
OAMHWUb BUMIPIOBaHHS Y cuctemi Sl. BHeceHHs 3MiH

3a
peuyenmom

UA/5195/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0o po3ainy “MapkyBaHHa” MKA /13. 3aTBepaxeHo:
MAPKYBAHHSA. TekcT MapKyBaHHA NepBUHHOT Ta
BTOPVHHOI YNakoBKM A0AAETLCA. 3anponoHOBaHO:
MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOrO TEKCTY
MapKyBaHHs. TepMiH BBEA,EHHS 3MiH NPOTArom 6
MicAUIB MicnA 3aTBEPKEHHSA. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micua NpoBaKeHHS AiANbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii) 3MiHa HaliMeHyBaHHS Ta agpecu Micus
NPOBapPKEHHS Ai/IbHOCTI BUPOBOHUKa MN3. TepmiH
BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS.

126.

EHANANPUN

Tabnetkn no 0,01 r no
10 TabneTok y
6nicTepi, no 1, a6o 2,
abo 3, abo 5, abo 9
6nicTepis B naywj

MpusatHe
aKuioHepHe
TOBapUCTBO

"Mekxim-
Xapkis"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapuCTBO "J1eKXim
- XapkiB"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
MapKyBaHHS YNakoBKW NliKapcbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYeHHS OAUHULb
BUMIptoBaHHsA y cucteMi SI. OHOB/IEHHSA BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS Ta BHECEHHS 3MiH
00 po3ainy MKA. MNponoHoBaHa pedakuist:
MAPKYBAHHS#A BignosigHo A0 3aTBEPXKEHOTO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTArom 3
MiCALIB MiCNsA 3aTBEPKEHHS

3a
peyenmom

UA/2818/01/01

127.

EHANANPUN

Tabnetkn no 0,01 rin
bulk: no 5000
Tabnetok y
KOHTeliHepax

MpusartHe
aKuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO "J1eKxim
- XapkiB"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu |
TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
BUMIpIOBaHHSA y cuctemi Sl. OHOBNEHHS BXe
3aTBEepKEHOro TEKCTY MapkyBaHHs in bulk: no 5000
TabneTok y KoHTeliHepax (BHECEHHS MO3HAYeHb
OfMHWLIb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep
NaTUHCBKOro asihasiTy) Ta BHECEHHA 3MiH [10 po3ainy
MKSA. MponoHosaHa pepakuis: MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOTO TEKCTY MapKyBaHHSI.
[na nikapcbkoro 3acoby y copmi in bulk: BignosigHo
[0 3aTBEPKEHOrO TEKCTY MapKyBaHHS, L0
[oAaeTbeA.

TepMiH BBEAEHHS 3MiH NpoTAroM 3 micAuiB nicns
3aTBEPKEHHS

UA/2819/01/01

128.

EHAN®-H

Tabnetku no 10 mr/25
Mmr; no 10 TabneTok y
6nicTepi; no 2 abo no

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE

CnoseHis

BHeceHHs 3MiH [0 peecTpaviiiHix maTepianis:
TexHiuHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaieHo TeXHIYHY NOMWUIIKY B

3a
peyenmom

UA/4255/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6, abo no 9 6nictepis nakyBaHHs, po3gaini 1. HA3BA JIIKAPCbKOIO 3ACOBY TekcTy
Y KapTOHHIli kopobLi KOHTPO/b cepii Ta MapKyBaHHS 30HILUHbLOI YNaKoBKYM JTiKapCbKOro 3acoby:
Bunyck cepii: KPKA, 3arBepakeHo: "EHan®-H
A.4a., HoBo mecTo, Enananpun/rigpoxnopotiasug 10 mr/ \25 mr".
C/0BEHIs; KOHTPOJ/b 3anponoHosaHo: "EHan®-H
cepii (chianyHi Ta Enananpun/rigpoxnopotiasug 10 mr/25 mr".
XiMiuHi MeToan
KOHTpont): HN30X
(HauioHanbHi
naboparopis 3a
3/paB’e, OKONE iH
XpaHo), CnoseHis
129. | EHAT 100 kancym m ski 100 MO META TainaHg Mera /aiidpcaiieHcis TainaHg BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 6e3 UA/9439/01/02
no 10 kancyny NANOCAVEH Ma6nik Komnai TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
6nictepi, no 3 CI3 Nabnik Nimiteq hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nicTepy B KAPTOHHIiA Komnari MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
Kopobui NimiTen BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
BMMIiplOBaHHA Y cuctemi Sl. TepmiH BBE,EHHS 3MiH -
NPOTArom 6 MicALiB Micna 3aTBepKEHHS
130. | EHAT 200 Kancynu m siki 200 MO META TainaHg Mera faiidpcaiieHcis TainaHg BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/9439/01/03
no 10 kancyny NANOCANEH Ma6nik Komnai TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenma
6nicTepi, no 3 CI3 Mabnik Nimitepn hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nicTepy B KAPTOHHiiA Komnawi MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
Kopobui Nimiteq BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHsS OAVHULb
BMMIipIOBaHHA y cucteMi Sl. TepMiH BBELEHHS 3MiH -
npoTArom 6 micsuis nicns 3aTeepikeHHs
131. | EHTEKABIP TabneTku, BKpUTI FETEPO IHgjsa leTepo /1a63 IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 3a UA/17761/01/01
NNiBKOBOIO NAB3 Nimitepn TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
o6onoHkoto, no 0,5 mr NIMITEL thapmakoHarnagy (iHwi 3MiHW1) - OHOB/IEHHS TEKCTY
Ne 30 y KoHTeliHepi, MapKyBaHHS! yMakoBKU NlikapcbKoro 3acoby 3
no 1 koHTeliHepy y BHECEHHAM iH(hopMaLii LLOAO 3a3HaYeHHS OANHULb
Kopoobui BUMIpIOBaHHS Y cuctemi Sl. BBejeHHA 3MiH NPOTAroM
6-T1 MicsILIB NicNsl 3aTBEPAKEHHS
132. | EHTEKABIP TabneTkn, BKPUTI FETEPO IHais eTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/17761/01/02
NNiBKOBOIO NNAB3 Nimiteq MYy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta peyernmom
060/10HKOI0, N0 1 Mr NIMITEL thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
Ne 30 y KOHTeliHepi, MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
no 1 KoHTeliHepy y BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHUL
Kopobui BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
6-T1 MicsLIB NicNs 3aTBEPKEHHS
133. | EMINEH PO3YNH A5 iH'EKLIN, MEJA Ab LLiseuis €BpodpiHC Nanis/ BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/14931/01/01
0,3 mMr/go3y no 2 mn Biochapma Mpogakt HimeyunHa/ MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
PO34urHyY Yy TecTiHr, Janis cuwA/ thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
nonepegHs0 (komnaHis, Lo HigepnaHgn po3giny “MapkyBaHHs” MKA J13; 3anponoHoBaHo:

HarnoBHeHiIN py4Li; no
1 nonepeAHbL0

Bignosigae 3a
NpoBe/EHHsI

MapkyBaHHs1. BifnoBigae 3aTBepAKEHOMY TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

HarnoBHeHiI pyuLi B
Ty6i; no 1 Ty6i B
KOpo6L,i 3 KapTOHY

KOHTPOJIO SKOCTI);
MEJOA ®apma M'mbeX
eHp Ko. KT,
HimeuunHa
(BUPOBHKK,
BiANOBIAaIbHNI 3a
BUMYCK cepii);
MepigiaH Megikan
TekHonogxuc, IHK.,
CLUA (BUpOGHWK,
BiANoBigabHUI 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoAayKuit
(nigroToBka,
acenTnyHa
inbTpavuis,
HanoBHEHHSA Ta
yKynopka));
MepigiaH Megikan
TekHonooxuc, IHK.,
CLUA (BNpOGHWK,
BiANoOBigabHUI 3a
TECTyBaHHA Ta
KOMM/eKTaL,jto);
MM® B.B.
(ManychakTypiHr
MexkemKuHr
dapmaka),
HigepnaHgn
(anbTepHaTUBHWIA
BUPOBHMK,
BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy);
MM® B.B.
(MaHydbakTypiHr
MekemKuHr
Papmaka),
HigepnaHgm
(BUPOBHKK,
BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy);
POW-AENBTA
'm6X eHp Ko. KT,
HimeuunHa
(anbTepHaTuBHWiA
BUPOGHMK,

yMaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBaHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepKeHHs
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiganbHWi 3a
MapKyBaHHs Ta
BTOPWHHY YNaKkoBKy);
dapm/lor dapma
Norictuk MTM6X
HimeuunHa
(anbTepHaTUBHWIA
BUPOBHMK,
BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy);
Papm/lor dapma
NoricTnk T'mM6X,
HimeuunHa
(anbTepHaTuBHWiA
BVPOGHMK,
BiANoBigabHUI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy)

134.

ENINEH
IOHIOP

PO3YUH A1 iH'EKLLNA,
0,15 mr/gosy; no 2 mn
PO34nHy y
nonepeaHLo
HarnoBHeHiIN pyyLj; No
1 nonepeAHLO
HamnoBHeHiI pyyi B
Ty6i; no 1 Ty6i B
KOpOOGLIi 3 KAPTOHY

MEJA AB

LLiseuis

€BpodoiHC
Biodhapma Mpogakt
TecTiHr, [aHis
(komnaHis, Lo
Bignosigae 3a
npoBefeHHs
KOHTPO/IO SIKOCTI);
MEJA ®apma M'meX
eHp Ko. KT,
HimeuunHa
(BMPOGHMK,
BignoBiganbHWiA 3a
BUNYyCK cepii);
MepigiaH Megikan
TekHonogxmc, IHK.,
CLA (B1pO6HUK,
BiANOBIAaIbHNI 3a
BMPOGHMLTBO
Hepo3dg)acoBaHoi
npoaykuii
(nigroToBka,
acentuyHa
inbTpauis,
HamnoBHEHHA Ta
YKYNnopka));
MepigiaH Megikan
TekHonoaxmc, IHK.,
CLA (B1pO6HUK,
BiANOBiAa/IbHMI 3a

[Jania/
HimeuwunHa/
CLUA/
HigepnaHan

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
MapkyBaHHs. Bignosigae 3atBepkeHOMy TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHSA
YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsLiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/14932/01/01
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

TecTyBaHHA Ta
KOMMeKTaLito);
Mo B.B.
(MaHydbakTypiHr
MekemKuHr
Papmaka),
HigepnaHgm
(anbTepHaTUBHWIA
BUPOBHMK,
BignoBigabHWiA 3a
MapKyBaHHs Ta
BTOPWHHY YNaKkoBKy);
Mro B.B.
(MaHyhakTypiHr
MexkemKnHr
dapmaka),
HigepnaHnaun
(BMPOGHMK,
BignoBiganbHWiA 3a
MapKyBaHHs Ta
BTOPWHHY YNaKkoBKy);
POW-AENBTA
'M6X eHg Ko. KT,
HimeuunHa
(anbTepHaTUBHWIA
BUPOBHMK,
BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy);
Papm/lor dapma
Norictuk N'mM6X ,
HimeuunHa
(anbTepHaTuBHWiA
BVPOGHWK,
BiANoBigabHUI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy);
dapm/lor dapma
NoricTuk Mm6X,
HimeuunHa
(anbTepHaTUBHWIA
BUPOBHMK,
BignoBiganbHWi1 3a
MapKyBaHHs Ta
BTOPUHHY YMakKoBKY)

135.

EPUATPOMIL,

NH

Tabnetku no 100 wmr,
no 20 TabneTok y
6nictepi; mo 1

My6niyHe
akuioHepHe
TOBapUCTBO

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMNYy - 3MiHW Woao0 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH [0

3a
peyenmom

UA/3701/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepy B nauui 3 "HaykoBo- "HaykoBo- po3gainy “MapkyBaHHa" MK /13; 3anponoHoBaHo:
KapToHy BUPOGHNUNIA BMPOBHNYMIA LIEeHTP MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOrO TEKCTY
LeHTp "BopLuariscbkuii MapKyBaHHS ynakoBku. OHOBMIEHHS TEKCTY
"BopLuariBcbk XimiKO- MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
WA XiMiko- hapmaLeBTUYHNIA BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHS OANHULLL
thapmavneBTny 3aBog" BMMIpIOBaHHS y cuctemi Sl. BBeeHHA 3MiH NPOTAroM
HWiA 3aBog” 6-TV MicALiB NiCNSA 3aTBEPKEHHS
136. | EPIOE3- TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/12919/01/01
AAPHULA 060/10HKOI0, N0 5 Mr "®apmavesTu "apmaueBTyHA TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
no 10 Tabnetok y yHa hipma chipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
KOHTYPHili YapyHKOBIi "fNapHuua” y3araslbHeHUX AaHux Npo cuctemy apmakoHarnsgy
ynakoBui; no 1 a6o no (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO CUCTEMY
2, abo no 3 KOHTYpHiI hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
YapyHKOBI yNakoBKM B BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
nauuj KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOT
3a 3fjiicHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBAXXEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuin: Typok B'auecnas
B'ayecnasoBuy
137. | ECNEPANIb® | Ttabnetku no 500 mr TOB "CaHodpi- YkpaiHa Codhapumekc - MopTyranis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/5332/01/01
Ne 20: no 20 TabneTok ABeHTIC IHaycTtpia Kimika e TexHi4yHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peyernmom
y thnakoHi, mo 1 YkpaiHa" dapmaceyrTika, C.A. Ne 460) - BUNpaBneHO TEXHIYHY MOMWJ/IKY Y TEKCTI
h/1aKOHY B KapTOHHii MapKyBaHHA NepBUHHOT ynakoBku J13;
KOpO6L 3AMPOMNOHOBAHO: 4. AATA 3AKIHYEHHA
TEPMIHY MPNOATHOCTI MNpuaatH. fo: 3a3HayeHe
BUNPAaB/IEHHS BigNoBigae apxiBHUM MaTepianam
peecTpauiiHoro Aocke
138. | ECTIBA 600 TabneTku, BKpUTI FETEPO IHgjsa leTepo /1a63 IHAis BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 3a UA/1590/02/01
060/10HKOI0, N0 600 NAB3 Nimitepn TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
mr, no 30 TabneTok y NIMITEL thapmakoHarnsgy (iHwi 3MiHKN) - OHOB/IEHHS TEKCTY
KOHTeliHepi; no 1 MapKyBaHHS! yMakoBKU /likapcbKoro 3acoby 3
KOHTelHepy B BHECEHHSAM iH(hopMaLii LWOAO 3a3HaYeHHS OANHULb
KapTOHHI KopooLi BUMIPIOBaHHS y cuctemi Sl. BHECEeHHS 3MiH [0 po3giny
«MapkyBaHHs» MKA J13: 3anponoHoBaHo:
Mapku1poBka B COOTBETCTBUM C YTBEPXKAEHHbBIM
TEKCTOM MapKMpOBKW. BBefieHHS1 3MiH NpOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS
139. | ETAMBYTOJ/1 | Ta6netku no 400 mr My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/0136/01/03
no 10 TabneTok y akKLioHepHe akuioHepHe TMMY - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTtepi; no 5 TOBapUCTBO TOBapuUCTBO thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
6nicTepis y nauuj; no "HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
120 tabneTok y BMPOGHNYNIA BVMPOGHWYNIA LEHTP MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOr0 TEKCTY
KOHTeliHepi LEeHTp "BopLyariBCbKuia MapKyBaHHS yNnakoBku. OHOB/IEHHSA TEKCTY
nnacTukosomy; no 1 "BopLuariscbk XiMiKo- MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby 3
KOHTeliHepy B nauuyj; WA Ximiko- hapmaueBTUYHWIA BHECEHHAM iHthopMaLii LLOAO 3a3HAYEHHS OAUHULb
no 1000 TabneTok y hapmaueBTuy 3aBog" BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
KOHTeliHepi Hui1 3aBoa” 6-Tn MicsLIB NicNs 3aTBEPKEHHS
naacTMacoBoMy
140. | E®EPANITTAH | cynosuTtopii pekTasbHi YMNCA CAC PpaHuin YMNCA CAC PpaHuis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/5237/03/01
no 80 mr; no 5 MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
cynosnTopiiB y thapmakoHarnsgy. BeegeHHs abo 3miHu fo
6nicTepi; no 2 y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
6nicTepy B KAPTOHHIiA (BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTemy
Kopobui hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkYaKun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarisgy) - 3miHa
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
3[jlicCHeHHs chapmakoHarnay: NponoHoBaHa
pegakuisi: Lilit Khatchikian, MD, MS. 3MiHa KOHTaKTHUX
[aHnx yNoBHOBaXXEHOT 0CO6Y 3asBHMKA,
BiANOBiAANbLHOI 3a 34iicCHEHHSA hapmakoHarnsgy
141. | E®EPAJ/TTAH | cyno3uTopii peKTasbHi YIMNCA CAC dpaHuis YIMNCA CAC dpaHuis BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/5237/03/02
no 150 mr; no 5 MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
CynosunTopiie y hapmakoHarnsagy. BeegeHHs abo 3miHu o
6nictepi; no 2 y3araJlbHeHUX AaHux Npo cuctemy papmakoHarnsgy
6nicTepy B KAPTOHHIi (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
KopooLi hapmakoHarnsgy, 3miHa yrnoBHoBaXKeHoi ocobu,
Bi4NOBiAA/IbHOI 32 3AiCHEHHST hapMakoHarnsagy;
KOHTaKTHOi 0c0obu 3 chapMakoHarnagy 3asBHuKa ans
3pjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkioYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
3pjlicHeHHs chapMakoHarnay: NponoHoBaHa
pegakuisi: Lilit Khatchikian, MD, MS. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXXEHOT 0CO6Y 3asiBHMKA,
BifJNOBIAANbHOI 3a 3iiCHEHHS hapmakoHarnsaay
142. | E®EPANITAH | cyno3uTopii pekTasbHi YMNCA CAC PpaHLin YMNCA CAC ®paHLis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 UA/5237/03/03
no 300 mr; no 5 TMNYy - 3MiHU Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma

CynosunTopiie y

hapmakoHarnagy. BeegeHHs abo 3MiHu Ao
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi; no 2
6nicTepy B KApTOHHii
Kopoobui

y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 chapMakoHarnagy 3asBHuka ans
3AiicHEHHs thapmakoHarnsagy B YKpaiHi, Ko BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs chapMakoHarnsay (BkYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3[jiCHEHHs hapMakoHarisay: NponoHoBaHa
pepakuisi: Lilit Khatchikian, MD, MS. 3miHa KOHTaKTHMX
[aHnx ynoBHOBaXEHOT 0CObY 3asiBHMKA,
BiANOBIA&NbHOI 3a 3AiicCHEHHSA hapmakoHarnsgy

143.

E®EPA/ITTAH

pO34MH OpasibHUIA 3
%; no 90 mny
donakoHi; no 1
onakoHy B KOMMJIEKTI
3 MipHOIO JTI0XKOIO Y
KapTOHHI/ KopoobLi

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuin

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu |
TMNYy - 3MiHW Woao0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnx nNpo cuctemy hapmakoHarnagy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkiYarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3piicHeHHs hapmakoHarnsay: MponoHoBaHa
pepaxuis: Lilit Khatchikian, MD, MS. 3MiHa KOHTaKTHUX
[laHnX yNoBHOBaXEHOT 0COOY 3asiBHMKA,
BiANOBIAANbHOI 3a 34ilicCHEHH:A thapmakoHarnsgy

6e3
peyenma

UA/5237/02/01

144.

E®EPA/ITTAH

TabneTku Wnnyyi no
500 wmr; no 4 TabneTku
y CTpuni; no 4 cTpumu
Y KapTOHHiIli kopobLi

YINCA CAC

PpaHuis

YMNCA CAC

®paHuin

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBAXEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI 3a

6e3
peyenma

UA/5237/01/01
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Ne

Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3piicHeHHs1 hapMakoHarsay: MponoHoBaHa
pepaxuis: Lilit Khatchikian, MD, MS. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAANLHOI 3a 34iliCHEHHA thapmakoHarnsgy
145. | E®EPA/ITTAH | Tabnetku wumnydi, 330 YMNCA CAC dpaHuis YMNCA CAC dpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/7278/01/01
3 mr/200 wr; no 10 TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
BITAMIHOM Tabnetok y Ty6i; no 1 thapmakoHarnsgy. BeegeHHs abo 3miHu o
(o abo no 2 Ty6u B y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KapTOHHI/ KopoobLi (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifgnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI flaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3AiicHeHHs thapMakoHarnagy: NponoHoBaHa
pepaxuisi: Lilit Khatchikian, MD, MS. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHNKa,
BiANOBIAANbLHOI 3a 34iicCHEHHA thapmakoHarnsagy
146. | €EBPO Tabnetku no 10 abo Mibe Mv6X HimeuunH Mi6e Mmb6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | 6e3 UA/10827/01/01
LUMNTPAMOH® | 20 TabneToky ApuHaiimitten a ApuHaiimiTTens TUMY - OHOB/IEHHA cepTudpikarty BignoBigHOCTI peyenma
6nicTepi; no 1 b €poneiicbkili hapmakonei R1-CEP 1998-022-Rev 03
6nicTepy B KapTOHHii ana A®| Caffeine Big Bxe 3aTBepkeHoro Bupo6Huka
nauui Siegfried PharmaChemikalien Minden GmbH ,
BHAC//TiOK 3MiHW BUPOGHMYOT AinbHuui A®| 3 BASF
PharmaChemikalien GmbH & Co. KG Ha Siegfried
PharmaChemikalien Minden GmbH
147. | EBPOKCUM MOPOLLIOK AJ151 iH'EKLLiiA €Bpo Benuvka ECiEc Jo6dap ITanis BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/12560/01/01
no 750 mr, 1 a6o 10 Nalicpkep 14 BpuTanis C.N.A. MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
h/1aKOHIB 3 MOPOLLKOM thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
B KapTOHHI KopobLi MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3
BHECEHHAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
6-Tn MicsLIB NicNs 3aTBEPIKEHHS
148. | EBPOKCUM MOPOLLIOK AN iH'EKLLA €Bpo Benuka EiCiEc fo6dap ITanisa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/12560/01/02
nol,5r, 1a6o 10 Naiidokep T4, BpuTaHis C.MN.A. MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

oNakoHIB 3 NOPOLLKOM
B KaQpPTOHHI kopooLyi

hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cucteMi Sl. BBeieHHs 3MiH NpoTArom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6-TV MicALiB NiCNSA 3aTBEPKEHHS
149. | EBPOHEKC PO3YUH A1 iH'EKLLNA, €BPO IHais Crepin-OxeH Naiich IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/18021/01/01
100 mr/mn, no 5 mn B NANGKEP CaliHcic (Mi) NimiTtepg, My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyernmom
amnyni, no 5 amnyn y MPAVBIT hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
KapTOHHIA KopooLi NIMITEL MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
6-T MicsLIB NicNs 3aTBEPKEHHS
150. | 3AMI3A NOPOLLOK (CybCTaHList) CninbHe YkpaiHa [Op. Mayn JlormaHH HimeuunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHu | - UA/6441/01/01
AMOHIAHOI y NONieTUIeHOBNX YKpaiHCbKO- v6X & Ko. KraA TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHS
O LUMTPAT MiLLKax AN icnaHcbke Ta/abo agpecy MicLs NPOBaKEHHA AiS/IbHOCTI
hapMaLeBTUYHOIO nigNPUEMCTBO BMpOGHUKa (BK/THOYAKOUM, 32 HEOOXIAHOCTI, Micue
3acTocyBaHHs "Cnepko NpoBEeAEHHA KOHTPOJIIO SKOCTI), a60 BNacHWka Mactep-
Ykpaina" (haiina Ha A®I, abo noctavasibHuka A®Il/BrxigHOro
martepiany/peareHTy/NPOMIKHOIO NPOAYKTY, WO
3aCTOCOBYIOTHCA Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO
y AOCbE Ha NikapCbkuii 3aci6) 3a BifACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiicbkii
chapmakonei y 3aTBepAKeHoMy A0Cbe, a60 BUPOOHMKA
HOBOI JOMOMiXXHOI PEYOBUHY (SIKLLO 3a3HauYeHo Y
[OCbLE) - 3MiHa Ha3Bu BUpo6HMKa ADI 3anisa
aMOHiliHoro uuTparty, 6e3 3MiHu Micusi BUpoGHMLUTBA
151. | 3APCIO® PO34MH ANA iH'EKLNA CaHpo3 'meX ABCTpis AP [j Ti Bionorika HimeuwunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/12447/01/01
abo iHdysii, 30 MH 'vm6X, HimewunHa ABCTpis MRy - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
0f4/0,5 mn; no 0,5 mn (BignoBifanbHWii 3a thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3unHy B BVMPOGHMLTBO, po3sginy “MapkysaHHa” MKA /13; 3anponoHoBaHo:
nonepegHL0 nakyBaHHs, MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOrO TEKCTY
3anoBHEHOMY LUNPWL, KOHTPONb cepii); MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
OCHalLleHOoro CaHpo3 'mbX — YNakoBKM NiKAPCbKOro 3aC00y 3 BHECEHHAM
MOPLUHEM, iH'EKLIHO0 BisHec nigpo3gain iHchopmauii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBaHHS
ro/IKot0, KOBMavykoM Ta TexXHosoriyHa y cuctemi Sl. BBeieHHs 3MiH NpOTArom 6-Tv MicsiLiB
3aXMCHUM NPUCTPOEM po3pobka Ta nicns 3aTBepAKEHHS
ONs 3anobiraHHsa BMPOGHMLTBO
NOLLUKOXXEHHS OJIKOK 6i0N0rivHMX
nicns 3acTocyBaHHS, Y nikapcbknx 3acobis
GnicTepHili ynakoBLyj; WadTeHay (BTAM
no 1 aéo 5 6nictepHux AncC), Asctpis
YNakKoBOK B KAPTOHHiIl (BignoBifanbHWii 3a
Kopobui BVPOGHMLTBO,
nakyBaHHs,
KOHTPO/b cepii Ta
BUMYCK cepii)
152. | 3APCIO® PO34UH AN1s1 iH'eKLiA CaHpo3 M'm6X ABCTpIs A1 [i Ti Bionorika HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/12447/01/02
abo iHdysil, 48 MH vm6X, HimeyunHa ABCTpis MRy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

0f4/0,5 mn, no 0,5 mn
pO34mMHy B

(BignoBigansbHuii 3a
BUPOGHMLTBO,

thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
po3ainy “MapkyBaHHsi” MKA J13; 3anponoHoBaHo:
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nonepegHL0 nakyBaHHS, MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOrO TEKCTY
3arnoBHEHOMY LUMPWL, KOHTpONb cepii); MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
OCHaLleHOoro CaHpos 'mbX — YMakoBKM NiKapCbKOro 3ac00y 3 BHECEHHAM
MOPLUHEM, iH'EKLiIIHOI0 BisHec nigpo3gain iHchopMauii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
ro/IKOt0, KOBMavykoM Ta TeXHO/OorivyHa y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLis
3aXMCHUM NPUCTPOEM po3pobka Ta nicns 3aTBePAKEHHS
ONns 3anobiraHHsa BMPOGHMLTBO
NOLLKOXXEHHS TOJIKOK 6ionorivyHmnx
nicns 3acTocyBaHHS, Y nNikapcbknx 3acobis
6nicTepHili ynakoBLyj; WadpTeHay (BTAM
no 1 a6o 5 6nictepHux AncC), Asctpis
YyNaKoBOK B KAPTOHHIM (BignoBiganibHUiA 3a
Kopobui BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b cepii Ta
BUMYCK cepii)
153. | 3EPKAJIH® PO34MH HaLKipHWiA, 1 Appax- XopsarTisi AppaH-FaneHcbkuit XopsarTisi BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/12443/01/01
% no30mny [aneHcbkui Nab6opaTtopili 4.4, My - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenma
CKNAHOMY (p/1aKoHi; no Na6opaTopiii thapmakoHarnsgy. BeegeHHs abo 3miHu o
1 dhnakoHy B a.n. y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KapTOHHI/ KopoobLi (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOT
3a 3fjiicHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOB&XEHOI
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YKpaiHi
154. | 3MAOBYAWH | po34nH OpasibHWUIA MO FETEPO IHais leTepo /1a63 IHais BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/17965/01/01
50 mr/ 5 mn no 240 mn NAB3 Nimitep MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
y donakoHi, no 1 NIMITEL thapmakoHarnagy (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY
donakoHy pasom i3 10 MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
M1 LLUNPWLOM 4115 BHECEHHAM iH(hopMaLii LWOAO 3a3HaYeHHs OANHULb
nepopasibHOro BUMIpIOBaHHSA Y cuctemi Sl. BBejeHHA 3MiH NPOTAromM
[03yBaHHsA i 1,5 Mn 6-T MicsLIB NicNs 3aTBEPAKEHHS
[03yBa/IbHUM
LUMPULLOM Y KapTOHHIiA
Kopobui
155. | 3ONTEPO KOHUeHTpaT ans FETEPO IHais eTepo /1a63 IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/14961/01/01
PO34nHy Ans iHdys3ii, NAB3 Nimiten TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
4 mr/5 mn; no 5 mn NIMITEL thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY

KOHL,eHTpaTy y
donakoHi; no 1
0N1aKOHY Y KaPTOHHIM

MapKyBaHHS! yakoBKU NlikapcbKoro 3acoby 3
BHECEHHAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULb
BUMIpIOBaHHS Y cuctemi Sl. BHeCeHHs 3MiH 10 po3giny
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kopobui “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHA. BignoBigHO [0 3aTBEPKEHOTO TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NpoTArom 6-Tu micauis
nicns 3aTBepKeHHs
156. | IBAHAPOHO KOHUeHTpaT ans Mictpan AHrnia CiHTOH XicnaHisi, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16132/01/01
BA pO3unHy Ans iHdysil, Kenitan C./1., IcnaHia Mapokko TMRY - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
KUCNOTA- 1 mr/Mn; no 6 Mny MeHeKMeHT (KOHTpPOJIb AKOCTI, thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHA 3MiH 10
BICTA dhonakoHi; no 1 NimiTen BUNYCK Cepiit); po3ziny “MapkyBaHHs" MKA J13": 3anponoHoBaHo:
oNakoHy y KapTOHHIN Cotema, Mapokko MapkyBaHHS. 3rigHO 3aTBEPAXKEHOr0 TEKCTY
Kopoo6Li (BMPOGHULTBO, MapKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA
nakyBaHHs1) yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepaKeHHs
157. | IBPAHC kancynu no 100 wmr, no NMeAN3EP CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/15747/01/02
7 kancyn y 6nictepi; EVY.CLIL. MeHodek4ypuHr TUNy - NogaHHsA oHosneHoro ME- CepTudikaty peuyenmom
no 3 6nictepu y KOPMOPEWLL [Loviuneng MmeX BignoBigHocTi €Bponelicbkili hapmakonei Ne R1-CEP
KapTOHHI KOpooLyi H 2000-045-Rev 04 ans ponomikHoi peyoBuHmn Gelatin
Bifj BXXe 3aTBepKeHOro BUPo6GHMKa, SK HACNiA0K 3MiHa
Has3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BU Ta agpecyl BUPOBGHNYMX AifbHUL; 3MiHW |
TMNYy - NogaHHa oHoeneHoro ME-CepTudikaty
BignoBigHOCTI €Bponelickbkili chapmakonei Ne R1-CEP
2005-217-Rev 02 ana gonomikHOI peyoBuHu Gelatin
Bifl BXe 3aTBep/xeHoro BupobHuka Nitta Gelatin Inc;
3MiHK | TUNY - nogaHHs oHoBeHoro ME-CepTudikaty
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ans gonomikHoi peyoBuHn Gelatin
Bif, BXXe 3aTBepmAkeHoro BmpobHuka NITTA GELATIN
INDIA LTD; 3miHn | Tvny - BunyyeHHs ME-CepTudikaty
BifnoBigHOCTI €Bponelicbkoi apmakonei R1-CEP
2004-247-Rev 00 ans gonomibkHOI pe4oBUHN
XenaTuH; 3MiHu | Tuny - BunyyeHHs ME-CepTtudikaty
BifnoBigHoCTI €Bponelicbkoi apmakonei R1-CEP
2004-320-Rev 00 gns AONOMIKHOT peYOBUHW XenaTuH
158. | IBPAHC Kancynu no 125 mr, no MNOAN3EP CLWA Mdpaiizep HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15747/01/03
7 kancyn y énictepi; EWY.CLMI. MeHtohekuypuHr TUMy - NoAaHHsA oHosneHoro ME- Ceptudiikaty peyenmom
no 3 6nictepu y KOPMOPEWNLL [Jonunena MrmbeX BiANoBigHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
KapTOHHilA KOopooLi H 2000-045-Rev 04 ana ponomikHOI peyoBuHu Gelatin

Bifl BXe 3aTBEPKEHOr0 BUPOOHUKA, SIK HACNIA0K 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BW Ta agpecyt BUPOOGHNYUMX AiIbHULL; 3MiHW |

TUNYy - NoAaHHs oHosrieHoro ME-CepTtudikarty

BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP

2005-217-Rev 02 ansa fonomikHoi peyosBuHu Gelatin
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

Bif BXe 3aTBepmxeHoro Bmpo6Huka Nitta Gelatin Inc;
3MiHu | TUNy - nogaHHsa oHosneHoro ME-CepTudikaty
BignoBigHoCTi €Bponeiicbkili hapmakonei Ne R1-CEP
2000-344-Rev 03 on1a gonomikHoi pevoBuHu Gelatin
Bif, BXXe 3aTBepaxeHoro BupobHuka NITTA GELATIN
INDIA LTD; 3MiHn | TUny - BunyueHHs M'E-CepTtucpikaty
BignoBigHocCTi €Bponeiicbkoi Papmakonei R1-CEP
2004-247-Rev 00 ans [onomibKHOT peYoBUHU
XenatuH; 3MiHn | Tuny - BunyyerHs ME-CepTtucpikaty
BignoBigHoCTi €Bponeiicbkoi Papmakonei R1-CEP
2004-320-Rev 00 an1a AONOMDKHOT PeYOBUHU XenaTuH

159.

IBPAHC

Kancynu no 75 mr, no
7 kancyn y 6nictepi;
no 3 6nictepu y
KapTOHHI/ KopoobLi

NOAVI3EP
ENY.CLIL.
KOPMOPEWILL
H

CLWA

Mdparizep
MeHtodek4ypuHr
Hoiunena rmexX

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TUNy - NogaHHsA oHosneHoro ME- CepTudikaty
BiANoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2000-045-Rev 04 ans gonomixHoi pedoBuHm Gelatin
Bifj BXXe 3aTBepKeHOro BUpPoBbHMKa, K HAaCNifAo0K 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BU Ta agpecyl BUPOOGHNYMX AifbHUL; 3MiHW |
TMNy - NofaHHA oHoBrieHoro ME-CepTudikaty
BiAgnoBigHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ana fonomikHOI peyoBuHu Gelatin
Bif, BXXe 3aTBepxeHoro Bmpo6Huka Nitta Gelatin Inc;
3MiHM | TNy - noaaHHsA oHosneHoro ME-CepTtudikaTy
BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ans gonomikHoI peyoBuHn Gelatin
Bif BXe 3aTBepmkeHoro Bmpo6Huka NITTA GELATIN
INDIA LTD; 3miHu | Tvny - BunyyeHHs ME-CepTudikaty
BignoBigHoCTi EBponeiicbkoi Papmakonei R1-CEP
2004-247-Rev 00 gns 4ONOMIXHOI pevyoBUHU
XenatuH; 3MiHu | Tuny - BunyyeHHs ME-Ceptudikaty
BignoBigHoCTi EBponeiicbkoi Papmakonei R1-CEP
2004-320-Rev 00 gns 4ONOMIXHOT peyoBUHN XenaTuH

3a
peyerimom

UA/15747/01/01

160.

1304ANBYT®

MiKpOKpUCTaniYHUiA
MOPOLLIOK (Cy6CTaHLis)
y nakeTax noAgiiHnx
nonieTuIeHoBrX ANs
hapMaLeBTUYHOIO
3acTocyBaHHs

AT "dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHiX maTepianis: -3MiHu |
™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro

NocBiAYEHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3as1BHUKA (BN1aCHMKa PeECTpaLiiiHOro NocBigYeHHs);
3MiHKM | TURY - AAMIHICTpaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micus NPOBaKEHHS

LiSNIbHOCTI BUPOOHMKa (BK/IHOYaK0UK, 3a He0OXiAHOCTI,

MicLle NpOBeAEHHS KOHTPO/IO SKOCTi), ab0 BNacHUKa
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Yy BUPOOHULTBI ADI
(SIKLLLO 3a3HAYEHO Y 1I0CbE Ha NiKapcbkuii 3aci6) 3a

UA/15061/01/01
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HWiA 3aBof"

6-TW MicALiB NiCNsA 3aTBEPIKEHHS

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI EBponechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, ab60 BUPOOHYMKa
HOBOI JOMOMIXXHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[OCbE) - 3MiHa HaliMeHyBaHHS BUPOOHMKa CybCTaHLUil,
6e3 3MiHN Micus BUpobHULUTBA
161. | IBOKET® cnpeii OPOMYKO3HWIA, Na6opwmep- PymyHis Asapa LLieHHOoH Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/3055/01/01
1,25 mr/go3y, no 15 dapma C.A. dapmacbioTukan HimeuyunHa TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
M (300 go3s) y Cepsices JlimiTeg, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
donakoHi; no 1 IpnaHgis MapKyBaHHS! yakoBKU NikapcbKoro 3acoby 3
(h/1aKOHY B KapTOHHiii (BUPOGHMLTBO "in BHECEHHSM iHhopMaLii LWoA0 3a3HaYEHHS OANHULLL
Kopobui bulk" BVMIptOBaHHA y cuctemi Sl. BHeceHHs 3MiH fo po3giny
anbTepHaTUBHWIA «MapkyBaHHs» MK# J13: 3anponoHoBaHo:
BUPOBHNK MapkyBaHHS. 3rifiHO 3 3aTBEpAKEHUM TEKCTOM
nepBUHHOTO MapKyBaHHs. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
nakyBaHHs, MicsILiB Micns 3aTBePKEHHS
HanoBHEHHS
thnakoHiB); Elicika
dapmacboTuKan3
vm6X, HimeyunHa
(BTOPUHHE
nakyBaHHs); Elicika
PapmacboTuKan3
mM6X, HimeuyunHa
(BTOpUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
NepBMHHOIO
nakysaHHs "in bulk",
Bignosigae 3a
BUNycK cepii); Konen
Naynxaiim MM6X eHg
Ko. KT, HimeuunHa
(nepBuHHE
nakyBaHHs,
HanoBHEHHSA
(o/1aKOHIB)
162. | IMIBALUWNA, MOPOLLOK A/19 PO3UNHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17123/01/01
Ans indysiii, 500 akuioHepHe akuioHepHe TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta peyenmom
mr/500 wr, no 1 TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
h/1aKOHY 3 MNOPOLLUKOM "HaykoBo- "HaykoBo- po3sginy “MapkysaHHa” MKA /13; 3anponoHoBaHo:
y nauui BUPOGHWYUNIA BUPOOHNYUMIA LLEHTP MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOTO TEKCTY
LeHTp "BopLyariBcbkuii MapKyBaHHS ynakoBkn. OHOB/IEHHSA TEKCTY
"BopLuariscbk XiMiKo- MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby 3
W1 XimiKo- hapMaLeBTUYHWI BHECEHHSM iHhopMaLii LWoA0 3a3Ha4YeHHS OAVHULb
thapmaueBTny 3aBog" BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

163.

IMOBAH®

TabneTku, BKpUTI
060/10HKOI0, MO 7,5 Mr;
Ne 20 (20x1): no 20
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI KopoobLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHodpi BiHTpon

IHpacTpia

®paHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu |1
TMNy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOK/MIHIYHUMU, KNIHIYHUMY faHnMK Ta
JaHuMu 3 hapMakoHarnagy. 3MiHu BHeCEHO A0
IHCTPYKUIi ANA MEeAMYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3giny "OcobanBOCTi 3aCTOCyBaHHA".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHSA. 3MiHW Il TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucThL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS y 3B'AA3KY i3 HOBMMU JaHUMW 3 SKOCTI,
LOKMIHIYHUMM, KNIHIYHUMKX AaHUMK Ta AaHUMK 3
hapMakoHarnagy. 3miHu BHeceHo A0 IHCTpykuii ans
MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby o
po3ginis "lMNokasaHHa" (yTOYHEeHHS iHpopMmalLii),
"B3aemopis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLLi
BMAM B3aemogiin", "Oco6/MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un” (fogaHa iHhopmauis
3 6e3nekun). BBegeHHs 3MiH NpOTAroM 6-Tu micsaLiB
nicns 3aTBeppKeHHs.

3a
peyenmom

UA/5634/01/01

164.

IHAOBEHON

renb no 40 r y Ty6i; no
1 1y6i B naywi 3
KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLuariscbk
WA Ximiko-
thapmavreBTny
HWiA 3aBoA”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOBHWNYMIA LIEeHTP
"BopLuariscbkuii

XiMiKO-

hapmaueBTUYHNIA

3aBof”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3giny “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
MapkyBaHHS. BignosigHo [0 3aTBEpKEHOro TekcTy
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
YNakoBKM /1iKapCbKOro 3aco6by 3 BHECEHHAM
iHcbopMmaLii WoA0 3a3HAaYEHHS OAUHULL BUMIPIOBAHHS
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepmkeHHs

6e3
peyenma

UA/2152/01/01

165.

IHCYBIT®
HNP

cycneHsia ans
iH'ekuin, 100 MO/mn;
no 3 MN'y KapTpuaxi;
no 5 kapTpuaxis y
6nictepi; mo 1
6nicTepy y nadui; no
10 mn y chnakoHi; no 1
onakoHy y nauui

BITAN ®apma
rM6X

HimeyunH
a

BiokoH NlimiTen,
IHgis; AT "dapmak”,

YkpaiHa

IHpia/
YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TMNy - AGMIHICTpaTVBHI 3MiHW. 3MiHA HalMeHyBaHHs
Ta/abo agpecy 3asiBHMKa (B/lacHUKA peecTpaviiiHoro
NnocBiAYEeHHSR) - 3MiHa agpecy 3asaBHMKA. 3MiHN
BHECEHO B iHCTPYKL,it0 419 MEAMYHOIO 3aCTOCYyBaHHS
NiKapCbKOro 3acoby LL0A0 MiCLEe3HaXOMKEHHS
3aaBHVKa (BBeAEHHSA 3MiH NPOTAroM 6-TW MicsLiB
nicna 3aTBepMKEHHS); 3MiHN | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBafpKeHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JIiKAPCbKOro 3acoby, BK/IYaOUN AiNbHUL
BUMYyCKy cepii abo MicLie NPOBEeAEHHS KOHTPO/TO
AKOCTI. (AISNbHICTb, 3a Ky Bignosigae

3a
peyenmom

UA/14838/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMK/IMNOpTEp, BK/OYAOUM BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHs Ta afipecn BUPOOHUKa, 6e3 3MiHN
MicLsi BAPOOHULTBA. 3MiHWN BHECEHO B iHCTPYKLiO A5
MeAMYHOro 3aCTOCYBaHHSA LWOA0 HaliMeHyBaHHA Ta
MiCLIe3HaxoMKeHHs1 BUPOOHMKa 3 BiANOBIAHUMU
3MiHaMW y TEKCTI MapKyBaHHS yNakoBKW NiKapCbKoro
3acoby (BBeeHHS 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHW WOoA0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - BHECEeHHS 3MiH 40 po3ainy «MapKyBaHHs»
MKA N3: 3atBepmxeHo: MAPKYBAHHA Bignosigae
HaZiaHOMy TEKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBEPAXEHOrO TEKCTY
MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
YMakoBKM NiKaPCbKOro 3ac00by 3 BHECEHHAM
iHhopMawuii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
y cuctemi Sl (BBefeHHs 3MiH NPOTArom 6-Tu Micauis
nicns 3aTBepkeHHs)
166. | IPUHOBICTA | koHUeHTparT ans Mictpan AHINIA FaynT ®apma HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/17306/01/01
PO34UHY A5 iHGy3il, Kenitan BonbpartcxayseH TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
20 mr/mn, no 5 mn(100 MeHeKMeHT v6X, hapMakoHarnsay - BHECEHHS 3MiH 40 po3ainy
mr) a6o no 15 mn(300 NimiTen “MapkyBaHHS" MKA 13"
mr), abo no 25 mn 3anponoHoBaHo: MapkyBaHHS. 3riiHO 3aTBEPAKEHOro
(500 mr) KoHUeHTpaTy TEKCTY MapKyBaHHS. OHOBIEHHSI TEKCTY MapKyBaHHsA
y dhnakoHi; no 1 YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
donakoHy B nauuj iHcbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA
y cuctemi Sl. BBefieHHS1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepaKeHHs
167. | KANTOMPEC- | tabnetkn, no 10 MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8156/01/02
AAPHULA TabneTokK y KOHTYPHIl "apmaueBTu "®apmaueBTnyHa MRy - 3MiHWM A0 cneyudikauii Ta MeToAiB KOHTPOsTHO peyenmom
YapyHKOBIli ynakoBLyj; yHa hipma chipma "OapHuus” A®l, a came: BUNyYeHHs po3giny «Baxki metanu».
M0 2 KOHTYpHI "AapHnus” BBefieHHs1 3MiH NpoTArom 6-x MicsAuiB nicns

YapyHKOBI YNakoBK/ B
nauui

3aTBEPAKEHHS; 3MiHW | TUMY - CyNyTHSA 3MiHa - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHNA/NPOMIKXHNIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECI
BMPO6HMLTBA AP (iHLLI 3MiHK) - 3MiHK [0
cneungikauii Ta meTogiB KOHTponto Adl 3a
nokasHukamu: -«laeHTungikauis», «Mpo3sopictb
PO3UnHY», «pH po3unHy», «flomiwka F», «CynposigHi
LOMILLKM», «BTpaTa B Maci Npu BUCYLLYBaHHiI»,
«KinbKicHe BU3HAYEHHSI»- BHECEHI peflaKLiiiHi npaBku,
LL10 ohopM/IEHi BiAMOBIAHO A0 pekoMeHAaLili Ta
cTunictukn AdY. HopMmyBaHHSA Ta METOAUKN KOHTPOSIO
3aMLeHi 6e3 3MiH. BBeJeHHs1 3MiH MPOTAroM 6-x
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MiCALIB MiCNsA 3aTBePKEHHS
168. | KAPBAMA3E | Ta6netku no 200 wr, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/2579/01/01
MiH- no 10 TabneTtok y "®apmaueBTn "GapmaueBTuyHa My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyernmom
AAPHULUA KOHTYPHIli YapyHKOBIi yHa hipma chipma "OapHuus” hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
ynakoBLi; no 2 abo no "fNapHuua” MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
5 KOHTYPHUX BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
YapyHKOBUX YNakoBOK BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
y nauui “MapkyBaHHA" MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHo A0 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs. TepMiH BBeEHHS 3MiH - NPOTArom 6
MicsILiB nicns 3aTBEpPoKEHHS
169. | KAPBAMA3E | Ta6netku no 200 mr; in | TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 pPeeCcTpauLiiHNX MmaTepiasiB: 3MiHu | - UA/9472/01/01
MIH-®C bulk: no 6 kr y nakeri, YKPAIHA" TUny - NogaHHsA oHossieHoro CEP ana Adl
BKNafeHomy y Kap6amaseniHy Ne R1-CEP 1997-102-Rev 06 Bif
KOHTenHep 3aTBepmkeHoro Bmpo6Hunka Amoli Organics Private
Limited, IHais MonepegHi Bepcii: CEP Ne R1-CEP
1997-102-Rev 05
170. | KAPBAMA3E | ta6bnetku no 200 wmr; TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHu | 3a UA/9471/01/01
MiH-®C no 10 tTabneTtok y YKPAIHA" TMny - nogaHHA oHosneHoro CEP ansa Adl peyenmom
6nicTepi; no 1, no 2, Kap6amaseniny Ne R1-CEP 1997-102-Rev 06 Bif
no 5 a6o no 10 3aTBepmxeHoro BupobHuka Amoli Organics Private
6nictepiB y nauui Limited, IHais MonepegHi Bepcii: CEP Ne R1-CEP
1997-102-Rev 05
171. | KAPBOMNAT | KOHUeHTpar gns Mepak HimeuunH BTopuHHE HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/10829/01/01
MH MEOAK pO34UHy A5 iHy3il, lesenbwadt a nakyBaHHs, TMNYy - 3MiHU WoA0 6e3neku/edpekTMBHOCTI Ta peuenmom
10 mr/mn; no 5 mn a6o dotop KNiHiwe MapKyBaHHS, thapmakoHarnsigy. BeegeHHs abo 3miHn go
15 mn, a6o 45 mn, a6o | Lneuiansnpe KOHTPO/b Ta BUMYCK y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
60 mn, a6o 100 mny napate M6X cepii: Mepak (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUcTeMY
donakoHi; no 1 esenbwadT drop hapmakoHarniagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
h1aKoHY B KapTOHHii KiHiwe BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnagy;

Kopobui

Lnevujanbnpenapat
e M6X, HimeyunHa
Brpo6HMUTBO "in
bulk", nepsuHHe
nakyBaHHs Ta
KOHTPO/Ib Cepili:
OHkoTek Papma
MpogakwH MméX,
HimeuunHa

KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ans
3AiicCHEHHs thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3MiHa KOHTakTHOI
0Cco6Y YNOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: BakyH AHHa OnekcaHgpiBHa.
3MiHa KOHTaKTHUX faHuX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
172. | KAPAAK TabneTkyn BKpUTI Aypo6iHao IHAjsA Aypo6ingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11834/01/03
nNiBKOBOIO dapma /114 Nimiten - FOHIT 111, TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkunii 3aci6. peuenmom
060/10HKOI0, MO 40 Mr, IHAis; AypobiHao 3MiHn y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
no 10 Tabnetok y dapma NTa, [04aTKOBOI [i/TbHUL BUPOGHMLTBA 4151 YACTUMHM abo
6nictepi, no 3 dopmyneiwH KOHIT BCbOro BUPOOHNYOro NPoLEeCy roToBOro /iKapCbKoro
6nicTepn y nauuj 3 XV, IHgis 3aco6y (AinbHWLA, Ha SKii NPOBOAATLCA OyAb-AKi

KapToHy

BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI10 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4119 HECTEPWUTbHUX NiKapCbKMX 3aco6iB)
CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBeEHHS A04aTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTMHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NMikapcbKoro 3acoty
(BinbHULSA ONA BTOPUHHOIO NakyBaHHS);

- 3MiHu 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3mMiHn y
BMPOOHULTBI. 3amiHa abo BBeieHHS 104aTKOBOT
AiNbHULI BUPOBHMLTBA A/19 YacTuHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro MikapCbKoro 3acoby
(BiNbHULA AN NEPBUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI AinbHULI BUPO6HMLTBa AypobiHao dapma
Nitp, ®opmyneiwH OHIT XV, IHAis (BBeAeHHS 3MiH
NPOTArom 6-TW MiCALIB MiCNA 3aTBEPAKEHHS); 3MiHN |
Tmny - 3MiHK 3 aKkocTi. CepTudikar BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTucpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpO6HULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakoner) - HoBuii cepTudikar Big
HOBOro BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
nogaHHsa Hosoro CEP (R1-CEP2005-255-Rev 01) ans
A®| Simvastatin Big HOBOro BUPO6HMKA ([ONOBHEHHS)
ZHEJIANG JIANGBEI PHARMACEUTICAL CO.LTD,
China. BeeeHHs1 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBEPLKEHHS; 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/Yaun AiflbHULL
BWMYCKy cepii abo MicLie NpoBeAEHHS KOHTPO/TH0
AKOCTI. (QiSNIbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEP, BKIKOYAKOYM BUMYCK Cepili) -
YTOYHEHHS aApecy MiCLsA NPOBaIKEHHS AiS/IbHOCTI
BUpo6HUKa (AypobiHao ®apma Jlimites - FOHIT 1)
rOTOBOrO J1iKapCbKOro 3acoby; NpuBeLEHHs Y
Bi4NOBiAHICTb A0 BUCHOBKY LLIOAO NiATBEPAKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3ac06iB
BuMoram HBIM, BugaHoro epxiikcyx60t0 YkpaiHu.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB Micns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO JliKapcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHKMKA, LU0 Bignosigae 3a
BBE3€EHHS Ta/abo BMnyck cepii) - Bkarovatoum
KOHTPO/b/BMNPOGYBaHHSA cepii - foAaBaHHA
BMPOGHUWKa - AypobiHao ®apma J1Ta, DopmMyneiiluH
IOHIT XV, IHgis. BBeAeHHA 3MiH NpOTAroM 6-Tu micsuis
nicns 3aTBepmpKeHHs; 3MiHun | Trny - 3MiHW 3 AKOCTI.
CepTtudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
MogaHHSA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkin thapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANA AONOMDKHOT peyoBMHY (cepTudiikaTt BifnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
oHoBrieHoro CEP (R1-CEP2005-255-Rev 02) ana Adl
Simvastatin Big, 3aTBepAXeHoro Bupo6Huka Zhejiang
Jiangbei Pharmaceutical Co. Ltd, China; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTucpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPMCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHWn cepTuddikat
Bif} y)Xe 3aTBepAKEHOro BUPOGHMKA - NOJaHHS
oHoBneHoro CEP (R1-CEP2005-255-Rev 03) ans Adl
Simvastatin Big, 3aTBepAXeHoro BupobHuka Zhejiang
Jiangbei Pharmaceutical Co. Ltd, China. 3miHn
BHECEHI B IHCTPYKLLit0 AN19 MeANYHOro 3acToCyBaHHA y
p. "BuMpo6HuK", "MicLe3HaxomkeHHs BUPOGHMKa Ta
afpeca Micus NpoBaXeHHs MOro AisnbHocCTI" 3
BiANOBIAHMMU 3MiHAMU B TEKCTI MapKyBaHHS ynakoBOK

173.

KAPJAK

TabneTkun BKpUTI
NNiBKOBOK
060/10HKO10, Nno 10 wmr,
no 10 TabneTok y

Aypo6iHao
dapma /114

IHais

Aypo6iHgo dapma

Nimiteq - FOHIT 1,

IHais; Aypo6iHao
Papma /114,

IHais

BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbkunii 3acib.
3MiHV Yy BUpO6HMLTBI. 3amiHa abo BBeAEHHS
[04AaTKOBOI fi/TbHUL BUPO6GHMLTBA 4151 4ACTMHM abo

3a
peyerimom

UA/11834/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

6nicTepi, no 3
6nictepn y nauyui 3
KapToHy

®opmynewH KOHIT
XV, IHais

BCbOro BUPOBOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHULSA, Ha SiKili NPOBOAATLCA By Ab-siKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY CEpil,
KOHTPOJIH0 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePU/IbHUX JiKapCbKMX 3ac06iB)
CynyTHsA 3miHa
- 3MiHM 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOOHULTBI. 3amiHa abo BBeAeHHS 104aTKOBOT
AiNbHULI BUPOBHMLTBA A/19 YacTuHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(8iNbHULA AN BTOPUHHOTO NakyBaHHSA);

- 3MiHu 3 sKoCTi. FOoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPO6HULTBI. 3amiHa abo BBeEeHHS [,0AaTKOBOI
OiNbHULI BUPOBHULITBA A/191 YACTUHN a0 BCbOro
BMPOBHMYOro NPoLEeCy roTOBOTO /ikapCbKOro 3acoby
(BiNbHULSA 0718 NEPBUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOT AinbHULI BUPO6HMLTBA AypobiHao ®apma
Ntp, ®opmyneiiwH OHIT XV, IHAis (BBeAeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHS); 3MiHM |
TMny - 3MiHKM 3 AKkocTi. CepTudikaT BignoBigHOCTI/IE-
cepTugikaT BiANOBIAHOCTI €BPONENnchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a6o
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuiA cepTudikar Big,
HOBOro BMPO6HMKA (3amiHa abo [AOMOBHEHHS) -
nogaHHs HoBoro CEP (R1-CEP2005-255-Rev 01) ans
A®| Simvastatin Big HOBOro BUpo6HMKa (4ONOBHEHHS)
ZHEJIANG JIANGBEI PHARMACEUTICAL CO.LTD,
China. BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEPKEHHS; 3MiHU | TNy - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHS AiS/IbHOCTI BUPobHUKa/imnopTepa
roTOBOrO J1iKapCbKOro 3acoby, BKIYaUN AiNbHULL
BWMYCKy Cepii abo MicLie NpoBeAEHHS KOHTPO/TIO
AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEP, BK/IOYAOUM BUMYCK cepili) -
YTOYHEHHS aApecy MiCLA NPOBaL)KEHHS AiS/IbHOCTI
BMpO6HUKa (AypobiHgo ®apma Nimiteq, - OHIT 1)
roTOBOrO NiKapCbKOro 3acoby; NPUBEAEHHS Y
BIANOBIAHICTb A0 BUCHOBKY LL0A0 NiATBEPAKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3ac06iB
BMoram HBIM, BugaHoro epxiikcyx60t0 YKpaiHu.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB nicns
3aTBEPAKEHHS; 3MiHU | TNy - 3MiHK 3 IKOCTi. FOTOBWIA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby (3amiHa
abo gopgaBaHHA BUPOOHUKa, LLO BigNoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bkarovatoum
KOHTPO/b/BMNPOGYBaHHSA cepii - foAaBaHHA
BMPOGHUWKa - AypobiHgo ®apma J1Ta, PopmMyneiiluH
KOHIT XV, IHAiA. BBEAEeHHS 3MiH NPOTArom 6-Tv Micsiuis
nicns 3aTBeppkeHHs; 3mMiHun | Tuny - 3MiHW 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HoBOro abo oHOBMEHOro cepTudiikaTa
BiANOBIAHOCTI abo BUy4YeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ana Adl;
ANA BUXIAHOrO MaTepiasy/peareHTy/MpoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOGHULTBI AdI;
0151 LONOMDKHOI pevoBUHM (cepTudikaT BiANoBiAHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHnn cepTuddikat
Bif] y)Xe 3aTBepAXEHOro BUPOGHMKA - NOJaHHS
oHoBneHoro CEP (R1-CEP2005-255-Rev 02) ans A®l
Simvastatin Big, 3aTBepAKeHoro BupobHuka Zhejiang
Jiangbei Pharmaceutical Co. Ltd, China; 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHOCTI/IE-
cepTndikaT BiANOBIAHOCTI €BpPONENnchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a6o
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCH Y BUpOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudikat
Bifl y)Ke 3aTBEP)KEHOro BUPOGHYMKA - NOAAHHSA
oHoBrieHoro CEP (R1-CEP2005-255-Rev 03) ansa Adl
Simvastatin Big, 3aTBepAKeHoro Bupo6Huka Zhejiang
Jiangbei Pharmaceutical Co. Ltd, China. 3miHn
BHECEHI B IHCTPYKLIitO 4719 MeANYHOro 3acTOCYBaHHA y
p. "BUpO6HUKK", "MicL,e3HaxomKeHH BUPOOHVKa Ta
ajpeca MicLsA NpoBaKEHHS MOro AjisnbHOCTI" 3
BiNOBIAHVMMM 3MiHAMW B TEKCTi MapKyBaHHS yNakoBOK

174.

KAPJAK

TabneTkun BKpUTI
NNiBKOBOO
060/10HKO0, M0 20 Mr,
no 10 TabneTtok y
6nictepi, no 3
6nicTepn y nauui 3
KapToHy

AypobiHao
Papma /114

IHais

Aypob6iHgo dapma
Nimiteg - FOHIT 11,
IHAjis; AypobiHao
Papma /114,
®opmyneiwH KOHIT
XV, Haisa

IHais

BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3MiHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULL BUPOBHULITBA A/19 YaCTUHN abo
BCbOr0 BMPOGHMYOro MpoLecy roToBoro /ikapcbkoro
3aco06y (ginbHULSA, Ha SKili NPOBOAATLCSA ByAb-AKi
BMPOGHWUYI CTagii, 32 BUHATKOM BUMYCKY Cepil,
KOHTPO/H0 SIKOCTI, NEPBMHHOIO Ta BTOPUHHOIO

3a
peyenmom

UA/11834/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nakyBaHHs, A1 HECTEPWU/TbHUX JTiKapCbKnX 3aco6iB)
CynyTHs 3MiHa

- 3MiHM 3 sKoCTi. FOoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPO6HULTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
OiNbHULI BUPOBHULTBA A/181 YACTUHN ab0 BCbOro

BMPOBHMYOrO NPoLEeCy roTOBOTO /iKapCbKOro 3acoby

(BiNbHULSA 0719 BTOPMHHOIO MakKyBaHHS);

- 3MiHu 3 siKoCTi. FOTOBMIA Nikapcbkuid 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBEAEHHS A0AaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTMHM abo BCbOro

BMPOGHNYOro NpoLecy roToBOro MikapCbKoro 3acoty

(AinbHULSA NS NEPBUHHOIO NakyBaHHS) - BBEAEHHS

[04aTKOBOI AiNbHULI BUpO6GHMLTBa AypobiHao ®apma

Nitp, ®opmyneiwH KOHIT XV, IHAis (BBeAEHHS 3MiH

NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN |

TMny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTI/IE-

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - HoBuiA cepTudikar Big,
HOBOr0O BMPOOHUKA (3aMiHa ab0 [JONOBHEHHS) -
nogaHHsa Hosoro CEP (R1-CEP2005-255-Rev 01) gns
A®| Simvastatin Bif HOBOro BUPO6HMKa (4ONOBHEHHS)
ZHEJIANG JIANGBEI PHARMACEUTICAL CO.LTD,
China. BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB Micas
3aTBEPKEHHS; 3MiHM | TUMY - AQMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpoBafKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaoumn AifbHUL
BUNYCKy cepii abo MicLe NpoBefeHHS KOHTPO/I0
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili) -
YTOYHEHHS afipecy Micus NPOBaKEHHS AiS/IbHOCTI
BMpo6HUKa (AypobiHao ®apma Jlimites - FOHIT 1)
roTOBOrO NiKapPCbKOro 3acoby; NpUBEAEHHS Y
BiANOBIAHICTb A0 BUCHOBKY LLOAO NiATBEPKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3aco6iB
BMMoram HBI, BuaaHoro Aepxnikcyx6ot0 Ykpainu.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS; 3MiHU | TRy - 3MiHM 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO JliKapCbKOro 3acoby (3amiHa
ab0 foAaBaHHSA BMPOGHKMKA, L0 Bignosigae 3a
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBE3EHHSA Ta/abo BMNycK cepii) - Bkaovyaroun
KOHTPONb/BUNPOGYBaAHHSA cepil - AoAaBaHHSA
BMPOGHUKA - Aypobinao ®apma J1Ta, PopmyneiiluH
HOHIT XV, IHgisa. BBeaeHHs 3MiH NpoTAaromM 6-Tu micsuis
nicnsa 3aTBepXeHHSs; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEeHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkil hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI API;
ON151 AONOMDKHOT peyoBMHY (cepTuduikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudpikat
Bif] y)X€ 3aTBEPAXXEHOT0 BUPOGHMKA - NOAAHHS
oHoBrieHoro CEP (R1-CEP2005-255-Rev 02) ansa Adl
Simvastatin Big, 3aTBepAXeHoro Bupo6Huka Zhejiang
Jiangbei Pharmaceutical Co. Ltd, China; 3minu | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPXEHOr0 BUPOGHMKA - NOAaHHS
oHoBrieHoro CEP (R1-CEP2005-255-Rev 03) ana Adl
Simvastatin Big, 3aTBepAXeHoro Bupo6Huka Zhejiang
Jiangbei Pharmaceutical Co. Ltd, China. 3miHu
BHECEHI B iIHCTPYKLi0 4151 MEANYHOIO 3aCTOCYBaHHSA Y
p. "BnMpo6HuK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLs NPoBaKEHHSI MOro AisnbHoCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS yrMakoBOK

175.

KAPI3OH

masb, 0,5 mr/r, no 151
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHI navwi

TOB "MIBE
YKPAIHA"

YKpaiHa

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHa
3asBHUKA (BNacHMKa peecTpauiiiHoro nNocBigYeHHs!)
(3rigHo Haka3ly MO3 Big 23.07.2015 Ne 460); 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bifl YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI

3a
peyenmom

UA/10950/03/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemmn chapmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag. fitova pegakuis: Petra Gerecke.
MponoHoBaHa pepakuis: Hevaih Mapisi MasniBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigasibHOI 3a hapmakoHarnsag. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs! MacTep-
chaiina Ta ioro Homepa
176. | KETOHAN® Kpem 5% no 30ry CaHpos CnoseHis CanTac ®apma HimeuunHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/8325/07/01
Ty6i, no 1 Ty6i y PapmacbioTika 6X MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
KapTOHHIA KopooLi n3 a.a. hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
“MapkyBaHHs" MKA /13. 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3 3aTBEPA)KEHUM TEKCTOM
MapKyBaHHSA. TepMiH BBEZEHHS 3MiH: NpOTArom 6
MiCALIB Micnsa 3aTBePKEHHS
177. | KETOHAN® PO34UH A5 iH'EKLLNA, CaHpo3 CnoseHis Nek CnoseHisa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/8325/01/01
100 mr/2 mn; no 2 mn PapmacbioTika PapmaLeBTUYHa TUNY - NOAAHHA OHOB/IEHOrO cepTudikata peyenmom
B amnyni; no 5 amnyn n3 a.a. KOMnNaHisi 4.4, BignoBigHOCTI €Bponelickbkili chapmakonei CEP R1-
y 6nicTepi; no 2 CEP 2003-136-REV 06 (nonepepaHs sepciss CEP R1-
6nicTepn y KapTOHHIl CEP 2003-136-REV 05) Big, 3aTBEpAXEHOIO
Kopobui BMpO6HUKa Zhejiang Jiuzhou Pharmaceutical Co., Ltd,
China gnsa A®Il ketonpodeHy
178. | KE®NIM NMOPOLLOK A/19 PO3UNHY Maxkneopc IHAjisA Actpan Crepitex IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11188/01/01
ONs iH'exuii no 1000 dapmacboThK MpuBaT NimiTen MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
Mr y chnakoHax Ne 1 anc Nimiteq thapmakoHarnsgy. BeegeHHa abo 3miHu fo

y3arasibHeHVX faHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHaragy 3asBHuKa AN
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHa
BiAMiHHa Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YMOBHOB&XeHOT 0C06M 3as1BHUKA, BiAMoBiga/IbHOI 3a
3AiicHeHHs hapMakoHarnsgy: NponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3MiHa KOHTaKTHUX
[aHvX yNoBHOB&XeHOI 0co6w, BiANOBIAa/IbHOI 3a
3[jiiCHeHHs1 hapMakoHarisay. 3MiHa KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6M 3asiBHUKA,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy B
YkpaiHi: MNponoHoBaHa pefakuis: MHiTeubka /110608
BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
0Cco6y YNOBHOBaXXEHOT 0CO6VW 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy B
YkpaiHi. 3MiHa Homepa macTep-ghaiina cuctemu
chapmakoHarnsgy
179. | KUCEHb ras, y 6anoHax MpAT YkpaiHa MpAT “XapkiBCbKuii Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3603/01/01
MEAVUYHUI o6'emomnoln,2n,3 “XapkiBCbkunit aBTOreHHuli 3aBog” TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKMii 3aci6. peyernmom
FA30MOAIBH | n,5n,6n,8n,10 n, aBTOrEHHWIA CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nin 20 n, 40 n, 50 n; y 3asopg” pPO3Mipy ynakoBK/ roTOBOroO NMikapCbKoro 3acoby (3miHa
rpynax 6as1oHis Macu/06'eMy BMICTY KOHTelHepa 6araTto030B0ro
o6'emom 480 n (40 n x nikapcbKoro 3acoby A58 HenapeHTepabHOro
12), 600 n (50 n x 12), 3acTocyBaHHsA (a0 04HOA030BOr0, YaCTKOBOrO
640 n (40 n x 16), 720 BMKOPUCTaHHS)) - BBEAEHHS A0AATKOBMX YNakoBOK
n (40 nx 18), 800 n HOBOrO po3mipy, 6e3 3MiHN MaTepiany NepBMHHOIO
(50 n x 16), 800 n (40 nakyBaHHs (6anoHun 3 ByrnewLesoi ctani), 3
nx 20), 840 n (40 n x BiANOBIAHMMYU 3MiHaMWK Y p. «YNaKoBKa», a came y
21), 1050 n (50 n x cTasieBux H6anoHax Masioro Ta cepefHboro 06’eMy no
21); y meranakax C4 6 n, 20 n ta 50 n; y rpynax 6anoHis o6'emom 480 n (12
(4 x 150 n), C6 (6 x 6anoHiB no 40 n1), 600 n (12 6anoHis no 50 n), 640 n
150 n); 3 (16 6anoHiB no 40 n), 720 n (18 6anoHis no 40 n), 800
rasudikaTopis n (16 6anoHis no 50 1), 800 n (20 6anoHiB no 40 n),
KpioreHHnx 840 n (21 6anoH no 40 1), 1050 n (21 6anoH 50 n); y
Meranakax C4 (4 x 150 n), C6 (6 x150 n). 3miHn
BHECeHI B po3Aia "YnakoBka" B iHCTPYKLi0 AN
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y
3B"A3KY 3 BBEEHHSM [0AaTKOBUX YNakoBOK HOBUX
PO3MIpiB, IK HACNIAOK - BiANOBIAHI 3MiHN B TEKCTI
MapKyBaHHS1 yNakoBKW /ikapcbKoro 3acoby.
180. | KUCNOTA pO34uH Ans TOB "dapma YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 6e3 UA/18142/01/01
CANiuunnoB 30BHILIHLOIO Yepkac" Yepkac" MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
A 1% 3acTOCyBaHHS, hapMakoHarnagy (iHwi 3MiHK) - OHOBNIEHHS TEKCTY
cnupToBuii 1 % no 25 MapKyBaHHS1 NEPBUHHOI YNakoBKM NiKapCbKoro 3acoby
M abo no 40 mny
donakoHax
181. | KNIBAC 10 TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3MiHu | 3a UA/12971/01/01
nNiBKOBOIO YKPAIHA" TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyernmom

060/10HKO0, N0 10 Mr;
no 10 tTabneTtok y
6nictepi; no 1 a6o 3
abo 9 6nicTepis B
KapTOHHI navi

CucTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
pPO3Mipy ynakoBKv roTOBOrO NikapCbKoro 3acoby (3miHa
KIIbKOCTi 0AMHWLG (Hanpuknag TabneTok, amnysn
TOLLO) B yMakoBLii:) - 3MiHa no3a giana3oHoMm
3aTBEPMKEHVX PO3MIPIB YNaKOBKW - BHECEHHS 3MiH [0
MaTepianiB peecTpauiliHoro fJocbe nikapcbkoro 3acoby
KniBac 10 Ta KniBac 20, TabneTkv, BKpUTi NIiBKOBOO
060/10HKO0, M0 10 Mmr Ta no 20 Mr, a caMe AofaBaHHs
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBku Ne 90 (10x9) y 6nictepax, 6e3 3miHu
NepBYHHOIO NakyBaslbHOro Martepiasy, 3 BifANOBiAHUMU
3MiHamu [0 p. «YnakoBka». 3MiHW BHECEHI B
IHCTPYKLiO 415 MeAMYHOro 3acTocyBaHHA /13y p.
"YnakoBka" siK nosiBa TEKCTY MapKyBaHHs AN
[04AaTKOBOTO NaKkyBaHHs. BeBeeHHS 3MiH NpoTArom 6-
TV MicALiB Nic/1s 3aTBepAKEHHSI

182.

KMIBAC 20

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKO0, N0 20 Mr;
no 10 TabneTtok y
6nictepi; no 1 a6o 3
abo 9 6nicTepiB B
KapTOHHI nayw,i

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
pPO3Mipy ynakoBK/ roTOBOroO NMikapCbKoro 3acoby (3miHa
KiIbKOCTi 0AMHWLE (Hanpuknag TabneTok, amnysn
TOLLIO) B yNakoBLi:) - 3mMiHa nosa fiana3oHoM
3aTBEPKEHNX PO3MIPIB YNaKOBKW - BHECEHHS 3MiH [0
marepianis peecTpaLiiHoro AOChE NiKapCbKoro 3acoby
KniBac 10 Ta KniBac 20, TabneTku, BKpUTi NAiBKOBOO
060/10HKO0, N0 10 Mr Ta no 20 mMr, a came AoJaBaHHs
ynakoBku Ne 90 (10x9) y 6nicTepax, 6e3 3mMiHn
NepBUHHOIO NakyBas/lbHOTro Martepiasy, 3 BifNoBiAHUMU
3MiHaMu [0 p. «YnakoBka». 3MiHVU BHECEHI B
IHCTPYKLiI0 4158 MegUYHOro 3actocyBaHHsa /13y p.
"YnakoBka" ik nosiBa TEKCTY MapKyBaHHs AN1s
[0[AaTKOBOTrO nakyBaHHs. BeeieHHs 3MiH NpoTArom 6-
TW MicsiLiB nicns 3aTBeppKeHHS

3a
peyenmom

UA/12971/01/02

183.

KNIMEH®

TabneTkn, BKpUTI
060/10HKO, 6inoro
KONIbOPY MO 2 Mr +

TabneTku, BKpUTI

060/10HKOI0, POXEBOTO
Konbopy, 2 Mr/1 wmr;
kombi-ynakoBka Ne 21:
11 TabneTok 6inoro
Konobopy + 10
Tab/1eTOK POXEBOrO
Konbopy y 6nictepi 3
KaneHaapHo
LwKauioto; no 1
6nicTepy y KapTOHHilA
nauuj

AnsoreH IMNMKo
C.ap.n

INokcemby
pr

LOENBb®APM NINb
CAC

®paHuin

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu |
™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micusa NPOBamKEHHS AisiNIbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpPoBeAEHHS KOHTPOSIIO AKOCTI. (LisNIbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK
cepiii) - 3MiHa Ha3BW Ta YTOYHEHHS agpecn
BUPOGHMKA, 6€3 3MiHW MiCUsi BUPOOHULTBA. 3MiHN
BHeceHi y po3ginu "BupobHukK" Ta "MicLe3HaxomKeHHs
BMPOGHMKa Ta i0ro agpeca MicLsi NPoBaKeHHs
LiSiNIbHOCTI" B IHCTPYKLit0 418 MeguyHoro
3aCcTOCyBaHHSA Ta SIK HacNifoK - BiANOBIAHI 3MiHW Y
TEKCTi MapKyBaHHS YNakoBKW JliKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nic/is
3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHn). BHeceHHs 3MiH Jo
po3giny “MapkyBaHHs” MKA /13”: 3aTBepOKeHo:
MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOI0 TEKCTY
MapKyBaHHS (L0 f0Aa€ETbCA). 3anponoHOBaHoO:
MapkyBaHHS. 3rifHO 3 3aTBEpAKEHNM TEKCTOM
MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS
YNaKoBKM NIiKapCbKOro 3acoby LL0A0 3a3HaYeHHs

3a
peuyenmom

UA/4856/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MDKHapPOAHUX NO3HAYeHb OAUHNL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS.
184. | KNOBEUT® masb, 0,5 mr/r, no 25 r TOB "bayw Ykpaina dPapmsasog, €nbtha Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu | 3a UA/3512/02/01
B Ty6i; no 1 Ty6i B Xenc" AT. TUMY - HE3HaYHa 3MiHa Yy MeToZi BUNpobyBaHHS peuenmom
KapTOHHI/ KopoobLi rOTOBOrO /1iKapCbKOro 3acoby 3a MyHKTOM
"XpomartorpagivyHa unmcToTa”, Lo CTOCy€ETbCA
He3Ha4HOI 3MiHM B ONWCI aHaNiTUYHOT METOAMKN Ta
iHTepnpeTaduii xpomaTorpam
185. | KNIOTPEKC masb, no 25 ry Ty6i; My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu | 3a UA/3473/01/01
no 1 Ty6i y nayu, aKujioHepHe akujioHepHe TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3miHW) - 3aMiHa po3gainy
"HaykoBo- "HaykoBo- “I'pachiuHe ohopM/IEHHA yNakoBkn” Ha “MapkyBaHHS"
BUPOGHNUNIA BUPOBHNYMIA LIEHTP B MKA N13; 3anponoHoBaHo: MapkysaHHsA BignosigHo
LeHTp "BopLuariBcbknii [0 3aTBepA)XeHoro TeKCTy MapKyBaHHS.
"BopLyariBcbk XimiKo- OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
WA Ximiko- thapmaLeBTUYHNIA 3ac06y 3 BHECEHHAM iHhopMalii LLoA0 3a3HAYEHHS
cthapmaueBTny 3aBog" OAVHVLb BUMIPIOBaHHSA Y cucteMi Sl. BBegeHHs 3MiH
HWi1 3aBof" NPOTArom 6-Tv MicALIB NicNsa 3aTBepLKEHHS
186. | KIOTPUMAS3 | po3uuH ans My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHMx maTepianis: 3MiHu | 6e3 UA/1645/03/01
on 30BHILUHLOTO akKuioHepHe akujioHepHe MRy - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenma
3acTtocyBaHHsA 1 % no TOBapucTBO TOBapuCTBO hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
25 mn y donakoHax; no "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
25 Mmn y donakoHi; no 1 BMPOGHNYNIA BVMPOGHWYMNIA LEHTP BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
dhnakoHy B nauui 3 LeHTp "BopLyariBcbkuii BUMIPIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH 10 po3giny
KapToHy "BopLuariscbk XimiKO- “MapkyBaHHs" MKA J13; 3anponoHoBaHo: MapKyBaHHS.
WA XiMiko- hapmaLeBTUYHMI BignoBigHO 40 3aTBEPAKEHOrO TEKCTY MapKyBaHHS
thapmaueBTny 3aBog" ynakoBku. TepMiH BBEEHHS 3MiH - MPOTATOM 6 MicALiB
HWii 3aBoa" nicns 3aTBepmkeHHs
187. | KNOTPUMA3 | ma3b 1% no20ry OpraHocvH IHAjsA EHK'106 ETikan3 IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 6e3 UA/8794/01/01
on Ty6i; no 1 Ty6i B nauLi Naiigp MpaiisiT NimiTeq TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkunii 3aci6. peyenma
3 KapTOHY CaeHcus lBT. KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
nrg. mMeToAax BUNPOGYyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHKM y MeTofax BMNPO6yBaHb (BK/IOYaoum
3aMiHy abo JOMOBHEHHS)) -
3amiHa MeTOAMKM KOHTPO/o AN Tecty "CynpoBigHi
OOMILLKK"
188. | KOAKT TabneTku, BKpUTI Aypo6iHao IHAjisa Aypobingo ®apma IHAisA BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/13884/01/01
NNiBKOBOK dapma /114 Nimiteg, FOHIT-XII MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom

060/10HKOt0, N0 500
mr/125 mr no 5
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI/ KopoobLi

hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHUL
BMUMIpIOBaHHs y cuctemi Sl. 3amiHa po3giny
«[I'pachiuHe ohopMAEHHST yNakoBKM» Ha
«MapkyBaHHS» B 3aTBepxeHnx MKA N3;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHOrO TEKCTY MapKyBaHHS
189. | KOAKT TabneTtkn, BKPUTI AypobiHa0 IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/13907/01/01
NNiBKOBOIO dapma /114 Nimites, HOHIT-XII My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyernmom
060n0HkKoto, no 875 hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
Mr/125 mr no 5 MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
Tabnetok y 6nictepi, BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
no 3 6nictepu B BUMIpIOBaHHsA y cuctemi Sl. 3amiHa po3giny
KapTOHHIA KopooLi «[padhiuHe 0hopMIEHHS YNaKoBKu» Ha
«MapkyBaHHs» B 3aTBepxeHnx MKA N13.
3anponoHosaHo: MAPKYBAHHA 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS
190. | KOHEIPA TabneTkn XyBasibHi MO €Bpo Benvka FeHedhapm CA Ipeuist BHECEHHS 3MiH 40 PeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/14511/01/02
LOENHOKC 50 mr, no 1 Tabnetyiy | Jlaidkep T4 BpuTaHis MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
6nicTepi; no 1 thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY
61icTepy B KapTOHHIl MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
Kopo6ui; no 4 BHECEHHSAM iHhopmMaLi LWoA0 3a3HauYeHHA OANHUL
Tabnetkn y 6nictepi; BUMIpIOBaHHSA Y cuctemi Sl. BBejeHHA 3MiH NPOTAromM
no 1 a6bo no 2 6-Tn MicsILiB NicNs 3aTBEPAKEHHS
6nicTepy B KAPTOHHIi
KopoobUi
191. | KOHEIPA TabneTkn XxyBasibHi N0 €Bpo Benuka eHedpapm CA pevis BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | 3a UA/14511/01/03
LOENHOKC 100 wmr; no 1 TabneTui Naiicpkep NT4, BpuTaHis TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuyenmom
y 6nicTepi; no 1 thapmakoHarnagy (iHwi 3MiHWN) - OHOB/IEHHS TEKCTY
6nicTepy B KapTOHHIl MapKyBaHHS! yMakoBKU /likapcbKoro 3acoby 3
Kopo6Li; no 4 BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHULD
Tabnetkn y 6nictepi; BUMIpIOBaHHSA Y cuctemi Sl. BBeieHHA 3MiH NPOTAroM
no 1 a6o no 2 6-TV MicALiB NiCNSA 3aTBEPKEHHS
6nicTepy B KAPTOHHIi
Kopoobui
192. | KOPBAJIKAN | kancynu M'ski; no 9 AT YkpaiHa AT "KMIBCbKIMN YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 UA/13448/01/01
C Kancyn y énicrepax; "KNIBCbKN BITAMIHHUA TUNY - BHECEHHS 3MiH 0 Cneumdikayii A®l ETunosuii peyenma
no 9 kancyny BITAMIHH 3ABOA" edhip anbtha-6pomizoBasiepiaHoBOT KMCNOTU, 30KpeEMa:
6nicTepi; no 2 abo 3 3ABO[L" BW/TYYEHHSI KOHTPOJIIO 3@ NMOKa3HUKOM "Baxki meTanu";

6nictepn y nayuj

3MiHM | TUNY - CynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs API
abo BuxigHOro matepiasny/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MIHM Y 3aTBEPXKEHNX
meTogax BunpobysaHHs) (6.1.6.2. (a) 1A), BUy4eHHs
BMpo6HMKa TOB «TexHonapk-LieHTp», Pocilicbka
depepauis gns APl Etunosuii edoip anba-
6pomizoBasiepiaHoBOI KNC/IOTU; BUSTYYEHHSA NOCUIaHHSA
Ha P3C chipmu TOB «TexHonapk-LieHTp» 3a
nokasHukm "KinbkicHe BM3Ha4yeHHs" 3 MeTogis
BMNpo6yBaHHA A®l; 3anponoHoBaHo: TOB
«PAPMXIM», YkpaiHa; 3MiHW | Tuny - BHECEHHA 3MiH
0o Cneuundpikauii A®I ETunosuii edip anba-
6pomizoBasiepiaHoBOI KMC/I0TH, 30KpEMaA: 3a
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
noKasHUKoM "BigHOCHa ryCTHA" - 3MEHLLIEHO HUKHIO
MeXy HOpMYyBaHHSA BiAMNOBIAHO AOKyMeHTaUiT ipmu-
BUpo6HMKa AdI 3 «1,277 - 1,285 r/cm3» Ha «1,275 -
1,285 r/cM3»; 3MiHU | TUMY - BHECEHHS 3MiH [0
MeTogiB BUNpobyBaHHsA /13, 30kpema: BUSTyYeHHs
nocunaHHsa Ha P3C chipmy TOB "TexHonapk-LieHTp"
3a nokasHukom "KinbkicHe BU3HaYeHHS"
193. | KOPBANON® | kancynu m'ski no 10 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |1 6e3 UA/14667/01/01
K Kancyn y 6nictepi; no TMny: 3MiHM 3 AkocTi. A®l. BupobHuuteo. 3miHa peyenma

1 a6o no 3 6nictepu y
nauui

BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPoAyKTy/peareHTy,
L0 BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci AdI,
abo 3miHa B1poGHYKa (BKNoYaoun, ge HeobxigHo,
MicLe NpoBefeHHA KOHTPO AkocTi) AdI (3a
BiICyTHOCTI cepTudpikaTa BignoBigHOCTI €EBponeiichkili
hapmakonei y 3aTBepxeHoMY A0CbE)(iHLWi 3MiHN) -
BBE[eHHS a/lbTepPHATMBHOIO BUPOGHMKA BUXIAHOT
cupoBuHmM S.C. Aromatics S.R.L., PymyHia gns
BMPOGHMLITBA Ai0HO0T PevoBMHU 0Nii XMento. 3a
noKasH1KaMu SIKOCTi BUXifHa CUpoBrHa
NPONOHOBAHOI0 BUPOGHMKA iAEHTUYHA CUPOBUHI
3aTBEPKEHOr0 BUPOGHYMKA, TOOTO XOLHUX 3MiH Y
cneumaikauii AN BXifHOro KOHTPOJI0 CUPOBUHMN He
Bigbynocs; 3miHu | Trny: 3miHn 3 AkocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax cneumdikaivi
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
cneyudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTHLCA Y NMPOLECI
BMpo6HMLTBa AD| (4ONOBHEHHS cnevuyvdikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - A0 cneuumdikauii Ha giloyy pedoBuHYy
PO34MHY MEHTO/TY B MEHTUI0BOMY eqDipi KNC/OTH
i30BasIepiaHoBOI, [0AaHO NOKa3HWK «3arasibHa 30na»
3 HOpMYBaHHSIM He 6inbLwe 0,1 %, a TakoX A0
nokasHunka «CynpoBifHi JOMiLIKW» BBEEHO
BU3HAYEHHA Oyb-AKOT AOMILLKM, 3 AONYCTUMOIO
mexeto He binblue 0,1%; 3MiHW | Tuny: 3MiHn 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHUIA/NPOMIKXHNIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y MPOLEC
BMPOGHMLITBA AP| (BUNYYEHHA HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpvknag, BUyYeHHs 3acTapifioro
NMoKasHWKa)) - BUy4YeHO NOKa3HMK «PO3UNHHICTL>» 3
crneuudikauii Ha fitody peqyoBuHY PO3YUH MEHTOSTY B
MEHTUI0BOMY eqoipi KNC/I0TY i30BasiepiaHOBOI; 3MiHN |
Tuny: 3MiHK 3 KocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXiHUIA/NPOMIXXHWIA NpoAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Yy npoueci BUpobHuutea A®I (iHwwi
3MiHUM) - 3MIHEHO YacTOTy BMNPOOYyBaHHSA 3a
nokasHNKom «Mikpo6ionioriyHa YncToTa» B
cneumdikaLii Ha Ajilovy pevyoBUHY PO3UMH MEHTO/Y B
MEHTWI0BOMY edpipi KUCN0TY i30BasiepiaHOBOT —
nepLuy Ta KOXHy lecATY HaCTyMHi cepii, ane He pigwe
O4HOro pasy Ha pik; 3miHu | Tuny: 3miHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuumdikaii
Ta/abo fONYCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHNIA/NPOMIXHNIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLLECI
BUpPo6HMLTBA AP (iHLWi 3MiHM) - 3MIHEHO YacToTy
BMNPOGYBaHHSA 3a NokasHUkoMm «MikpobionoriyHa
yncToTa» B crneumdikalii Ha Aitoyy peyoBUHY
eTnnoBoro equipy a-6pomMizoBasiepiaHoBOT KAC/I0TH i3
BM3HAYEHOK NEPIOAMNYHICTIO — NepLUy Ta KOXHY AecATy
HaCTyMHi cepii, ane He pigwe o4HOro pasy Ha pik;
3MiHu | TUnNy: 3MiHK 3 aKocTi. A®l. KoHTponb AdL.
3MiHa y meTogax BunpobysaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPAKEHNX METOAAX
BMMNPOGYBaHHS) - 3MiHN O METOAMK 3a NoKa3HUKamu
«lpeHTudikayis» (pefakyiiiHi 3miHn), «CynposiaHi
AOMiLKn» Ta «KinbKicHe BU3Ha4YeHHs» (YMOBW
npuaaTHoOCTi XpomartorpadivyHoi cucTemu, 3MiHa
CTaHJapTHOro 3paska) MeTofax KOHTPOIO Ha Aitouy
PEeYOBUHY PO3YUH MEHTONY B MEHTUIOBOMY eqipi
KUCMOTU i30BasiepiaHoBOi; 3MiHW | TUMY: 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHU y npoLieci BUPO6HULITBA rOTOBOTO NiKapCbKOro
3aco0y, BK/1I0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOGHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA)- 3MiHN Y npoueci BupobHuuTtea M3, a
came fofaHo CTagito 6. HaHeceHHs Ha kancymn
aHTM3NMMNAaoYoro areHTy (peyoBnHu BonuWax® P
100.11); 3miHM | TUNY: 3MiHK 3 AKOCTI. [OTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
([OMOMDKHUX pEeYOBMHAX) FOTOBOrO MiKapCbKOro
3aco06y (iHWi 3MiHN) - BUNYYeHHS 3i cknagy
[LOMOMDKHMX PEYOBUH KOHCEPBaHTIB (HaTpito
meTunnapabeny (E 219) Ta HaTpito nponinnapabery
(E217)). | six Hacnigok 3 cneuudikauii Ta MeTogis
KOHTPOJI0 SIKOCTi BUTyYEHO NOKa3HUKW ineHTudikaLis
Ta KiflbKiCHe BU3HAYeHHs1 KOHCEepBaHTIB. 3MiHN
BHECEHO A0 IHCTPYKLIi 415 MEANYHOro 3aCTOCyBaHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkoro 3acoby Ao posginis "Cknag”,
"Oco6nMBOCTI 3acTOCyBaHHA" (BUNYYEHHS
KOHCepBaHTIB 3i cknagy npenapary). BeefeHHs 3miH
NPOTAroM 6-TW MICALIB MiC/1A 3aTBEPAKEHHS; 3MiHM |
Tuny: 3MiHM 3 AKOCTi. FTOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGYyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(ana npuBefeHHs y BigNoBigHICTL 3 AdPY abo
€Bponelicbkol hapMakoneeto Ta BUIy4YeHHs
NocUNaHHA Ha 3acTapinuii BHYTPILLHIA MeToa
BMNPOGYBaHHS i 1ioro HoMep) - BUTyYEHO BUKTaAeHHS
MOBHOI METOAMKM 3a NOKa3HWKOM «MikpobionoriyHa
uncToTa» B METOAAX KOHTPO/IO Ta A0AaHO NOCUIaHHSA
Ha 3arasibHi cTaTTi 4dPY [0 3aTBepaKEHOro
nocunaHHAa Ha EP; yTouHeHo cneyucpikauito 3a
nokasHUKoM «KinbkiCHe BU3HaYeHHs» (BUAaIEHO
hpasy «metog 'X»); 3miHu | TUny: 3MiHK Woao
6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - 3MiHW A0 po3ainy «MapKyBaHHS».
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMaL,ii LWoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Micns 3aTBepPAKEHHS

194.

KOPU3ANIA®

TabneTkn, BKPUTI
o060n0Hkoto no 20
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

ByapoH

PpaHuin

BYAPOH

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHSA y cuctemi Sl. BBeeHHs 3MiH 3
01.01.2021 p.

6e3
peyenma

UA/9329/01/01

195.

KOPIMPEH 10
Mr/10 Mr

TabneTku, BKpUTI
NAiBKOBOO
o6onoHkoto, 10 mr/10
Mr no 14 TabneTtok y
6nictepi; no 1, 2 abo 4
61icTepy y KapTOHHiN
KopooLi

Pekoppaarti
Ainexg Ntp,

Ipnangis

Pekoppaarti IHgacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu ||
TUNY - 3MiHW BHECEHO A0 IHCTPYKUiT AN MeguyHoro
3acTOCyBaHHS NiKapCbKoro 3acoby 4o po3ginis
"®apmMakonoriyHi BnacTnsocTi”,
"MpoTunokasaHHa","B3aemogisa 3 iHWUMU NiKapCbKuMm
3acob6amu Ta iHWi Buau B3aemogiin”, "Ocob6amBocCTi
3acTocyBaHHA", "3acToCyBaHHSA Yy nepiog BarirtHOCTi
abo roayBaHHs rpyaar”, "MepenosyBaHHs", "Mo6IYHI
peaxuii”. BBe4eHHS 3MiH NpoTArom 6-Tv MicsiB nicnas
3aTBEPMKEHHS; 3MiHM || TURY - 3MiHM BHECEHO A0
IHCTPYKUIT AN MEeANYHOrO 3aCTOCYBaHHA NMiKapCbKOro
3acoby A0 po3ginis "MpoTunokasaHHs",
"3acTocyBaHHS y nepiog BariTHOCTi abo roflyBaHHs
rpyaar”. BeegeHHs 3MiH npoTaroM 6-Tu micsuis nicns
3aTBEPAKEHHSA

3a
peuyenmom

UA/11927/01/01

196.

KOPIMPEH 20
Mr/10 Mr

TabneTku, BKpUTI
N1iBKOBOO

Pekoppaarti
Aineng it

Ipnangis

Pekopparti IHoacTpia
Ximika e

ITanisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu ||
TUNY - 3MiHW BHECEHO A0 IHCTPYKUii AN MefuyHoro

3a
peyenmom

UA/11927/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
o6onoHkoto, 20 mr/10 dapmaceBTika 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
Mr o 14 TabneTok y C.n.A. "®apmMakonoriyHi BnacTnsocTti”,
6nicTepi, no 1, 2 abo 4 "MpoTunokasaHHa","B3aemogis 3 iHWMU NiKapCbKuMm
6nicTepy y KapTOHHIl 3acobamu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
Kopobui 3acTocyBaHHA", "3acToCyBaHHA Yy nepiog BarirTHOCTI
abo rogyBaHHs rpyaar”, "MNepenosyBaHHs", "Mo6GiyHi
peakujii" .
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPMKEHHS; 3MiHM Il TURY - 3MiHW BHECEHO [0
IHCTPYKUIi A5 MEJMYHOTO 3aCTOCYBaHHS NikapCbkoro
3acoby A0 po3ainis "MpoTunokasaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo rofyBaHHs
rpyanio”.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPIKEHHS
197. | KOPIMPEH 20 | Ttabnetku, BKpUTI Pekopparti Ipnangis Pekopgarti IHoacTpia ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/11927/01/03
MI/20 MIr NiBKOBOO Aineng Ntp, Ximika e TUNY - 3MiHY BHECEHO A0 IHCTPYKLii ANna MeguyHoro peuenmom
o060onoHkoto, 20 mr/20 dapmacesTika 3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
Mr no 14 TabneTtok y C.n.A. "®apMakonoriyHi BracTnsocTi”,
6nictepi; no 2 a6o 4 "MpoTrnokasaHHA","B3aemMogis 3 iHWMMY NliKapCbKUMU
611icTepy y KapTOHHiIN 3acob6amu Ta iHWi Buan B3aemogiin”, "OcobamBocTi
KopoobLi 3acTocyBaHHA", "3acToCyBaHHS Yy nepiog, BaritHOCTi
abo rogyBaHHs rpyaar”, "MepenosyBaHHa", "Mo6IYHI
peakujii" .
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS; 3MiHM || TUMY - 3MiHW BHECEHO A0
IHCTPYKUIiT AN MEAWNYHOTO 3aCTOCYBaHHS NMiKapCbKOro
3acoby Ao po3ainis “MpoTunokasaHHs",
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
rpyaato”.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
198. | KOPCAP® H TabneTkn, BKPUTI AT "dapmak" YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/14295/01/01
NNiBKOBOIO YkpaiHa MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
060n0oHkoto, 320 (chacyBaHHs Ta thapmakoHarnagy (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY
mr/12,5 mr no 10 nakyBaHHs 3 in bulk MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
Tabnetok y 6nictepi; hipMUn-BMPOGHMKa BHECEHHSAM iHhopmMaLi LWoA0 3a3Ha4YeHHA OANHUL
no 3 abo 6 6nictepis y BankaHtapma BUMIpIOBaHHSA Y cuctemi Sl. BBejeHHA 3MiH NPOTAromM
nauui OynHuus AT, 6-Tn MicsILiB NicNs 3aTBEPAKEHHS
Bonrapisi)
199. | KOPCAP® H TabneTkun, BKPUTI AT "®apmak” YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14293/01/01
NiBKOBOO YkpaiHa MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

060/10HKO10, 80
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 abono 6
6nicTepis y navui

(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUpPOGHMKa
BankaHdapma
AdynHuusg AT,

thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKU NikapcbKoro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cuctemi Sl. BBeieHHs 3MiH NpoTArom
6-TV MicsLiB NiCNs 3aTBEPKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Bonrapisi)
200. | KOPCAP® H TabneTtkn, BKPUTI AT "dapmak” YkpaiHa AT "dapmax”, Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/14293/01/02
NNiBKOBOIO YkpaiHa My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyernmom
o60onoHkoto, 160 mr/25 (dbacyBaHHA Ta hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
Mmr no 10 TabneTok y nakyBaHHs 3 in bulk MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
6nicTepi; no 3 abo no hipM-BUpPOBHMKa BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
6 6nicTepiB y navyi BankaHdapma BMMIpIOBaHHA y cuctemi Sl. BBeieHHs 3MiH NpoTArom
OynHuus AT, 6-T MicsLIB NicNs 3aTBEPKEHHS
Bonrapis)
201. | KO®EIH- PO34UH A5 iH'EKLLNA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu | 3a UA/7534/01/01
BEH3O0AT 100 mr/mn, no 1 mn B "®apmaueBTun "®apmaueBTuyHa TMNYy - 3MiHW Woao 6e3nekun/edpekTMBHOCTI Ta peyernmom
HATPIIO- amnyni; no 5 amnyn y yHa chipma ipma "fapHuus” thapmakoHarnsigy. BeegeHHs abo 3miHun go
AAPHULA KOHTYPHili YapyHKOBIi "fapHuua” y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
ynakoBLi (kaceTi); no 2 (BBEAEHHSA y3ara/lbHEHNX AaHUX NP0 CUCTEMY
KOHTYPHI YapyHKOBI hapmakoHarnisgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
ynakoBKu (kaceTtu) B BiANOBIAA/IbHOI 3a 34iliCHEHHS hapmakoHarnsgy;
nauuj KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLL0 BOHA
BiAMiHHa Bifi YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkiovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBAXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
papmakoHarnsg.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasoBuy
202. | KCANKOPI kancysm no 200 wmr; no NeANIEP CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 3a UA/14081/01/01
10 kancyn y 6nictepi; EVY.CLII. MeHodek4ypuHr TUNy - NogaHHsA oHosneHoro ME- CepTudikaty peuenmom
no 1 a6o no 6 KOPMOPEWLL [Loiiuneng MmeX BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP
6nicTepiB y KAPTOHHIl H 2000-045-Rev 04 ansa gonomikHoi pevoBuHu Gelatin

KopooLi 3
MapKyBaHHSAM
YKpaiHCbKOK MOBOIO;
no 10 kancyny
6nictepi; no 1 a6o no
6 6nicTepiB y
KapTOHHilA KopooLi

Bif, BXXe 3aTBEPAXEHOro BUPOGHMKA, K HACNIAOK 3MiHA
Ha3su Ta agpecu snacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BU Ta agpecyl BUPOBGHNYUMX AifIbHULb; 3MiHW |

TMny - NogaHHa oHoeneHoro ME-CepTudikaty

BiANoBigHOCTI €Bponelicbkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ana gonomikHoI peyoBuHu Gelatin
Bifl BXe 3aTBep/mxeHoro BupobHuka Nitta Gelatin Inc;
3MiHM | Tuny - nogaHHsA oHosrieHoro ME-CepTtudikaTy
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ans gonomikHoi peyoBuHm Gelatin
Bif BXe 3aTBepmkeHoro Bmpo6Huka NITTA GELATIN

INDIA LTD; 3miHn | Tvny - BunyyeHHs ME-CepTudikaty

BignoBigHocTi €Bponelicbkoi Papmakonei R1-CEP
2004-247-Rev 00 ons 4ONOMIXKHOI peyoBUHU
XenaTuH; 3MiHu | Tuny - BunyyeHHs ME-CepTtudikaty
BifnoBigHOCTI €Bponelicbkoi Papmakonei R1-CEP
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
2004-320-Rev 00 an1a AONOMiIXKHOT peYOBUHW XeslaTuH
203. | KCAJIKOPI Kancynu no 250 mr; no MPANIEP CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/14081/01/02
10 kancyn y 6nictepi; EWY.CLMI. MeHtohekuypuHr TUMy - NoAaHHs oHosneHoro ME- Ceptudiikaty peyenmom
no 1 a6o no 6 KOPMOPENLU [Loliuneng M6 X BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
6nicTepiB y KAPTOHHiIl H 2000-045-Rev 04 ans gonomikHoI peyoBuHn Gelatin
KopooLi 3 Bif BXe 3aTBEPIKEHOro BUPOOHUKA, SIK HACAIA0K 3MiHa
MapKyBaHHAM Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
YKpaiHCbKOK MOBOIO; TESSENDERLO GROUP N.V.Division PB Leiner Ta
no 10 kancyny 3MiHa Ha3BW Ta agpecyt BUPOBGHNYMX AiIbHULb; 3MiHW |
6nicTepi; no 1 abo no My - NogaHHsA oHosrieHoro ME-CepTudikaty
6 6nictepiB y BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
KapTOHHI/ KopoobLi 2005-217-Rev 02 ansa gonomikHoi peyoBuHu Gelatin
Bif BXe 3aTBepmxeHoro Bmpo6Huka Nitta Gelatin Inc;
3MiHu | TNy - nogaHHsa oHosneHoro ME-CepTudikaty
BiAgnoBigHoCTi €Bponeiicbkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ana gonomikHOI peyoBuHu Gelatin
Bif, BXXe 3aTBepaxeHoro BupobHuka NITTA GELATIN
INDIA LTD; 3MiHu | TUny - BunyueHHs M'E-CepTtucpikaty
BignoBigHoCTi EBponeiicbkoi ®apmakonei R1-CEP
2004-247-Rev 00 ans oonombKHOT peYoBUHN
XenatuH; 3MiHn | Tuny - BunyyeHHs ME-CepTtucpikaty
BignoBigHocTi EBponeiicbkoi ®apmakonei R1-CEP
2004-320-Rev 00 A8 AONOMKHOT peYOBWHU XenaTuH
204. | KCTAHAI kancynu no 40 mr no Actennac Higepnax AHAepcoHBpekoH CuwA/ BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/14503/01/01
28 kancyn y 6nicrepi; $apma tOpon on IHK., CLLA HigepnaHaun TUMY - BHECEHHSA 3MiH A0 p. 3.2.S.4.1 Cneuudpikauis, peuyenmom
no 1 6nictepy B B.B. (nepBuHHE 3.2.5.4.2 AHaniTnuHi metoguku, 3.2.S.4.3 Banigauis
KapTOHHOMY oy TNSpi; nakyBaHHs); aHaNiTMYHUX meToguk Ta 3.2.S.4.5 O6rpyHTYBaHHS
Nno 4 KapTOHHUX Actennac ®apma crneundikauii, a came: BUNYYEHHA METOLY BU3HAUYEHHS
dyTNApU y KapPTOHHIl tOpon B.B., BaXKUX MeTanis Ansa A®| eHsanyTtamigy
nauui Higepnanamn
(BTOpUHHE
nakyBaHHs, BUMYCK
cepii); KataneHt
dapma ContoLLHC,
NNc, CWA
(BUpoGHMLTBO bulk);
IekempKnH
KoopauHeiitopc,
NINC, CWA
(nepBuHHE
nakyBaHHs)
205. | NNAKTYBIT® cupon, 3,335 r/5 mn, TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 UA/12566/01/01
no 100 mn a6o 200 mn Papm” TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peyenma

y thnakoHax
nonimepHux; no 1
dhnakoHy B nauyi* 3
KapToHy (MoXmBe
JofaTkoBe BKafaHHs

Ne 460) - BUNpaBfeHO TEXHIYHY NOMUIIKY B TEKCTI
MapKyBaHHS ynakosku J13.
3AMPOMOHOBAHO: 2. KIJIbKICTb AIK04OTl
PEYOBWHW Naktynosu - 3,335 r(g)/5 ma(ml)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
B Nayky MipHOro
npucTpoto); no 2 mn, 5
M1y KOHTelHepax
0fiHoA030BMX; no 10
KOHTelHepiB y nayuj
206. | NTAMIKOH® cnpeii HawwkipHuii 1%, AT "®apmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/2714/03/01
no 25 r y chnakoHi 3 TUMY - OHOBJIEHHS TEKCTY MapKyBaHHS yMakoBK/ peyenma
HacocoM-£03aTopoMm; nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi Wwoao
no 1 dpiakoHy B nauLli 3a3HaYeHHs OfMHUL BUMIPIOBaHHSA Y cucTemi Sl.
3 KapTOHY BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPIKEHHS
207. | NAHTITEH B Kpanni opasibHi, BPYCYETTIHI ITanis BPYCYETTIHI ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/18057/01/01
cycnensis; no 18 mny -C.PJ. C.p.n. TexHiyHa noMmuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom
h/1aKOHI 3 KPULLIKOHO- Ne 460) - BUNpaB/ieHHS TEXHIYHWX MOMW/IOK, 3TiAHO
KpanensHuueto; no 1 n.2.4. posginy VI Hakazy MO3 Ykpainu Big
chakoHy y KapTOHHil 26.08.2005p. Ne 426 (y pefakuii Hakasy MO3 Ykpainu
nauui Big 23.07.2015 p Ne 460), gonyLieHux nig vac
npoBefeHHA npoueaypu peectpadii (Hakasz MO3
Ykpainu Big 23.04.2020 p Ne945, P
UA/18057/01/01), B cneuudikauii Ta meToau,i
BMNPOOYBaHHA y 3a3Ha4eHHi NiMiTiB HOPM NS
nokasHunka «O6'eM, L0 BUTArAETLCA» -
3anponoHoBaHo: (Big 18,0 go 18,5 mn). 3a3HaueHi
BUNPaB/IEHHs BiANOBIAAOTL apxXiBHUM MaTepiasiam
peecTpauiiHoro focke
208. | NALEPAH Tabnetkn 2,5 mr/12,5 CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpaLiiiHMxX maTepiasis: 3MiHu | 3a UA/17578/01/01
HCT Mr B 6nictepax Ne 7, dapmacboTUK dapmacboTukan TMNYy - 3MiHU WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
Ne 10, Ne 21 an Inpgactpis IHgacTpi3 Nimiteq thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
Nimiten MapKyBaHHS! yMakoBKU NlikapcbKoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHA OANHULLL
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHA 3MiH J0 po3giny
“MapkyBaHHsa" MKS /13; 3anponoHoBaHo: 3rifHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. TepMiH BBEEHHS
3MiH - NPOTArOM 6 MICALIB MiCNA 3aTBEPMAKEHHS
209. | NAUEPAH Tabnetkn 5 mr/25 mr B CaH IHAjia CaH IHAjA BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu | 3a UA/17578/01/02
HCT 6nictepax Ne 7, Ne 10, | PapmacbloTuK dapmacboTukan TMNYy - 3MiHW Woa0 6e3nekun/edpekTMBHOCTI Ta peuenmom
Ne 21 an Inpgactpis IHgacTpi3 Nimiteq thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
NimiTen MapKyBaHHS! yakoBKU NlikapcbKoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
BUMIPIOBaHHS Y cuctemi Sl. BHeCEeHHS 3MiH J0 po3giny
“MapkyBaHHs" MKA /13; 3anponoHoBaHo: 3rifHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS. TepMiH BBEEHHS
3MiH - NPOTArOM 6 MICALIB MiCNA 3aTBEPMAXEHHS
210. | NEBITPA TabneTku, BKPUTI Baiiep Al HimeyunH Baiiep Al HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/0226/01/01
060/10HKOI0, N0 5 Mr; a TUMY - 3MiIHW BHECEHO [0 IHCTPYKUIT A1 MeANYHOro peyenmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 Tabnetuiy 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
6nictepi; no 1 "Ocob6nmBocCTi 3acTocyBaHHs", "MobiYHI peakuii”
6nicTepy B KapTOHHIl BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
naui npoTArom 3-x MiCALiB MiCAs 3aTBEPMAKEHHS;
3MiHK |l TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT An1A
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby o
po3gainis "®apmMakosoriyHi BNacTnBoCTi",
"MpoTnnokasaHHa", "OcobA1BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii”. BBeAeHHSA 3MiH NpOTArom 3-x
MiCALIB MiCNsA 3aTBePKEHHS
211. | NEBITPA TabneTkn, BKPUTI Baiiep Al HimeuunH Baiiep Al HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3MiHu | 3a UA/0226/01/03
060/10HKOI0, N0 20 Mr a TUMY - 3MiIHW BHECEHO [0 IHCTPYKUiT AN18 MeANYHOro peyenmom
no 1 a6o no 4 3aCTOCyBaHHSA NiKapcbkoro 3acoby A0 po3ainis
Tabnetkn y 6nictepi; "Ocob6nmBocTi 3acTocyBaHHs", "MobiYHI peakuii”
no 1 6nictepy B BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
KapTOHHI navwi NPOTArom 3-X MiICALiB NiC/A 3aTBEPAXEHHS;
3MiHK |l TUNY - 3MiHW BHECEHO [0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby o
po3zinis "®apmakooriyHi BNacTuBoCTi",
"MpoTnnokasaHHa", "OcobA1BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii”. BBeAeHHS 3MiH NpOTArom 3-x
MicsILiB Micns 3aTBePKEHHS
212. | NEBOKIN3 TabneTku, BKPUTI Aypo6iHao IHAjisA AypobiHgo ®apma IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/13743/01/01
NNiBKOBOIO dapma /1Ta Nimiteq - FOHIT VI TUMY - 3MiHW BHECEHO [0 IHCTPYKLii A/19 MegMyHoro peyenmom
060M10HKO0, M0 250 3aCTOCYBaHHSA MiKapcbKoro 3acoby y po3ginu:
Mr; no 5 TabneTok y "Ocob6nmBocTi 3acTocyBaHHs", "Mo6iYHI peakuii”
6nictepi; mo 1 BiMOBIAHO 4O OHOBMEHOI iHChopMaLii 3 6e3nekn
6nicTepy B KapTOHHiIl Aito4oi pevyoBUHW. BBeEHHS 3MiH NPOTATOM 6-Tn
KopooLi MiCALIB MiCNA 3aTBEPKEHHSA
213. | NNIEBOKIN3 TabneTku, BKpUTI Aypo6iHao IHgjsa Aypo6iHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | 3a UA/13743/01/02
nNiBKOBOIO dapma /114 Nimiten - FOHIT VII TUNY - 3MiHW BHECEHO [0 IHCTPYKLUii 4518 MeAU4HOoro peuyenmom
060n0HKot0, Mo 500 3aCTOCYBaHHSA NiKapcbKoro 3acoby y po3ginu:
Mr; no 5 TabneTtok y "Oco6nmBocCTi 3acTocyBaHHA", "IMo6iuHi peakuii”
6nictepi; no 1 BiANOBIAHO 0 OHOBMEHOT iHGOpMaLlii 3 6e3neku
6nicTepy B KapTOHHii Ail40i peyoBrHY. BBeeHHS 3MiH NpoTArom 6-Tu
Kopobui MiCALIB MiC/1sA 3aTBEPKEHHS
214. | NEBOMILUET pO34uH Ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 6e3 UA/8211/01/01
NHY PO3YNH | 30BHILLIHLOMO PapmaueBTny PapmaueBTUyYHA MRy - 3MiHKN WoA0 6e3nekn/edpekTBHOCTI Ta peyenma
CMUPTOBUWI | 3acTocyBaHHs, Ha chabpuka chabpvka "Biona" hapmakoHarnsgy (iHwi 3MiHW) - 3MiHW BHECEHi B TEKCT
1% cnupToBuii 1 % no 25 "Biona" MapKyBaHHS YNakoBKuW JlikapCbkoro 3acoby (n.17)

My chnakoHax; no 25
My chnakoHi; no 1
donakoHy B nauui 3

LLIO40 HAHECEHHS TOProBOI MapKu; 3MiHu | Tuny -
3MmiHu 3 SKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWiA 3aci6. 3MiHa dhopmm
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapToHy; Mo 25 mny ab0 po3mipy KOHTeliHepa 4u 3aKyrnopioBasIbHOro
donakoHax, 3aco6y (NepBMHHOT YNakoBKM) (HECTEPU/IbHI NiKapChbki
YKYNOpPeHnx 3aco6u) - BBeAEHHS J40AATKOBUX YNaKkoBOK No 25 mny
npobkamu- chnakoHax 3 ckiomacu mapku OC (9B-30-18),
KpanensHuuamMmn; no YKynopeHux npobkamu-kpanensHuuamm 3 LDPE
25 mn y donakoHi, (2.2.E) Ta kpuwkamu (1.4 K) y nauuj Ta 6e3 nayku, 3
YKyrnopeHomy BiANOBIAHUMY 3MiHAMU A0 P. «YNakoBka». 3MiHU
npo6koto- AKICHOrO Ta KifIbKICHOro ckiiafy nakyBasibHOro
KpanesibHuueto, no 1 marepiany He Bigdynocb; 3MiHN | TURy - 3MiHK 3
chnakoHy B naui 3 AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. KOHTpOb rOTOBOrO
KapToHy nikapcbKoro 3acoby. 3mMiHa y MeToAax BUnpobyBaHHs
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS) - BHECEHHS
3MiHM 40 MeTOopjiB KOHTPOJIO AKOCTI NikapCbKoro
3aco6y n. «O6’eM BMICTY YNakoBKU» (3MEHLLEHHS
KiNIbKOCTi 3pa3kiB, 06’eM SIKUX BU3HaYaeTbcs, Ao 1
h1aKkoHy)
215. | NNIEBOMNPO® pO3unH Ns iHQysil, TOB "KoHapk Ykpaina [JouipHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu || 3a UA/11924/01/01
500 mr/100 mn no 100 IHTenmen” nigNpPUEMCTBO TMMY - 3MiHKU 3 AKocTi. A®l. BupobHuLTBO. 3MiHA peyenmom
M abo no 150 mny "®hapmaTpeig"” BUPOGHMKA BUXIAHOTO/NPOMIXXHOMO NPOAYKTY/peareHTy,
KOHTeliHepi; no 1 LLI0 BUKOPUCTOBYHOTLCS Y BUPOBGHUYOMY npoueci AP,
KOHTEliHepy B abo 3miHa B1po6HYKa (BKIOYaKoun, ge HeobxiaHo,
nosieTuneHoBoMy MicLe NpoBefeHHSA KOHTPOA AkocTi) AdI (3a
nakeTi B KOpooLyj BifICYTHOCTI cepTudpikaTta BignoBigHOCTI EBponenchbkili
hapmakonei y 3aTBepKeHOMY [0Cbe)(BBEAEHHS
HOBOro BMpo6HUKa A®I| 3 HafaHHAM MacTep-chaiina Ha
A®l; BBefileHHs gofaTkoBoro Bupo6Huka APl Zhejiang
Langhua Pharmaceutical Co., Ltd ., China;
3anponoHoBaHo: Hetero Drugs Limited Unit -1, Sy. No.
213, 214 and 255, Bonthapally Village, Gummadidala
Mandal, Sangareddy District- 502313, Telangana,
India
Zhejiang Langhua Pharmaceutical Co., Ltd. No.7,
Donghai 3rd Avenue, Zhejiang Provincial Chemical
and Medical Materials Base Linhai Zone, Linhai City,
Zhejiang Province, 317016 China.
216. | NEBOCUH masb, no 40 ry Ty6i, MNAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu || 6e3 UA/8326/01/01
no 1 Ty6i B nauui 3 "Ximchapmsas "Ximchapmsasos TUMY - 3MiHK 3 AKOCTi. A®l. BUpobHULTBO. 3MiHA peyenma
KapTOHYy opg, "YepBoHa "YepBoHa 3ipka" BUPOGHMKA BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy,
3ipKa" 1110 BUKOPUCTOBYHTLCSA Y BUPOOHMYOMY npoueci A,

abo 3miHa BUpOo6HYMKa (BKNoYaroun, ae HeobxiaHo,
MicLie NpoBeAeHHS KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI EBponeiichkili
thapmakonel y 3aTBepkeHOMY [JOCbE)(BBEAEHHS
HOBOro BMPOGHMKa A®| 3 HagaHHSAM MacTep-thaiina Ha
A®I) - cynyTHA 3MiHa: 3MiHU 3 AKOCTi. ADI. KOHTposib
A®I. 3miHa y napameTpax cneuudikauiin Ta/abo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LONyCTUMUX MEX, BU3HA4YeHWX y creumdikalisx Ha
A®I, ab0 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(3BYXXEHHA [0MYyCTUMUX MEX, BU3HAYEHUX Y
crneuudikavii) - BBeAEHHA [0AaTKOBOIo BUPO6HMKA
A®| meTunypaunn «Shijiazhuang Wangwu Bio-
Pharmaceutical Science & Technology Co., Ltd.»,
KnTaii Ta, Ak Hacnigok 3miHa y napameTpax
cneundikauii fn1a BXiAHOro KOHTposo Ad|
MeTunypauun 3a NoKasHNKom «Baxkki meTanin», a
came: «Shijiazhuang Wangwu Bio-Pharmaceutical
Science & Technology Co., Ltd.», Kutali — He 6inbLue
0,001% (10 ppm). MNponoHoBaHa pefakuis
[itova peyvoBuHa: MeTtunypauun. BupobHuk: «High
Hope Int'l Group Jiangsu Medicines&Health Products
Import&Export Corp LTD.» Micue npoBagkeHHs: ADD:
12-13/F, High Hope Building, No.91 Baixia Road,
Baixia District, Nanjing City Kpaina: Kutaii
[JopatkoBuii BUpo6HWMK: «Shijiazhuang Wangwu Bio-
Pharmaceutical Science & Technology Co., Ltd.»
Micue nposagxeHHs: South-Baishe Bio-Industrial
Park, Zhao County KpaiHa: Kutaii

217.

NEBO®/IOKC
ALVHY
FEMIMIAPAT

NOpPOLLOK (CybCTaHList)
y NoABIAHNX
nonieTnIeHoBUxX
Millkax ans
hapMaLeBTUYHOIO
3acTocyBaHHSA

TOB "TK
"ABpopa"

YKpaiHa

LLlaHtoi LI3BMHCWHB

PapmacboTuKan
Ko., NTA,

Kutaii

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu |
TUMY - BHECEHHS 3MiH [0 METO/iB KOHTPOJIO AKOCTI
A®| neBogiokcaumHy remirigparty, a came:
NPUBEAEHHS ONNCY METOAMKN «3a/TLLKOBI KiNIbKOCTI
OpraHiyHnX po3umHHMKIB. AMCO» y BignoBigHIiCTb 40
BMMOr MoHorpadii USP Ha JleBodhriokcauuHy remigpar

UA/10977/01/01

218.

NETPAM

TabneTky BKPUTI
N1iBKOBOK 060/IOHKOO
no 250 wmr, no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
KopooLi

leTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
po3ainy «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
MAPKVPOBKA B co0TBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapK1MpoBku. OHOB/IEHHS TEKCTY MapKyBaHHS
YNakoBKW NiKaPCbKOro 3ac00by 3 BHECEHHAM
iHchopMmaLii WoA0 3a3HaYeHHS! OAUHMLL BUMIPIOBAHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/17271/01/01

219.

NETPAM

TabneTkun BKpUTI
N/1iBKOBOK 060I0HKOIO
no 500 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu y
Kopoobui

[eTepo /la63
NimiTen

IHais

leTepo /1a63
Nimitepn

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu |
TMNYy - 3MiHU WoA0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
po3gainy «MapkyBaHHs» MKA /13: 3anponoHoBaHo:
MAPKVPOBKA B c0o0OTBETCTBUM C YTBEPXAEHHBLIM
TEKCTOM MapKMpoBkM. OHOBMIEHHSA TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHdbopMmaLii Wo40 3a3HaYeHHS OAUHULL BUMIPOBAHHSA

3a
peyenmom

UA/17271/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y cuctemi Sl. BBefieHHS1 3MiH NpoTArom 6-Tm MicAuiB
nicns 3aTBepaKeHHs
220. | NETPAM TabneTkun BKpUTI [eTepo /la63 IHAjsa leTepo /1a63 IHAisA BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 3a UA/17271/01/03
NNiBKOBOI 060/TI0HKOI0 Nimiteq Nimiteq MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
no 1000 mr, no 10 thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
Tabnetok y 6nictepi, po3gainy «MapkyBaHHs» MKA /13: 3anpornoHoBaHo:
no 3 6nictepu y MAPKVPOBKA B cooTBeTCTBUM C YTBEPXKAEHHLIM
KOpOoO6Li TEKCTOM MapKMpoBkW. OHOB/IEHHSI TEKCTY MapKyBaHHS
YMakKoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
iH(bopmauii WoAo 3a3Ha4YeHHs OAUHULbL BUMIPIOBaHHSA
y cuctemi Sl. BBeieHHsA 3MiH NPOTAromM 6-Tn MicsLiB
nicns 3aTBepmKeHHs
221. | NIGOKCAH NboASAHUKK, 5 Mr/1 mr TOB "CaHgo3 YkpaiHa Na6opaTtopia Benbris/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/16208/01/01
MEHTON no 12 nboAsHuKIB y Ykpaina" Ksanigpap HB CnoseHis TUny - NoAaHHA HOBOro cepTuduikaty BiANOBIAHOCTI peyenma
6nictepi; no 2 (Kanidhap HB), €sponeiiceknii hapmakonei (Ne RO-CEP 2018-081-
6nicTepn y KapTOHHIl Benbris Rev 00) ons BXe 3aTBEPAXKEHOr0 BUPOGHMKA Aoyl
KopooLi (BMpPO6GHMLTBO 3a peyoBUHU XnioprekcuanHy aurntokoHaty MEDICHEM,
NMOBHUM LMK/IOM); S.A., Spain
INex
PapmaLeBTUYHa
KoMnaHis g.4.,
CnoseHis (Bunyck
cepiii)
222. | NIAOKCAH NbOAAHUKN, 5 Mr/1 Mr ToBapucTBo 3 YkpaiHa Na6opaTtopia Benbrisi/ BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasis: 3MiHu | 6e3 UA/16208/01/01
MEHTON no 12 nboAsHuKIB Y 06MeXeHo Ksanicap HB CnoseHis TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
6nicTepi; no 2 BiANOBIAA/bHI (Keanidpap HB), thapmakoHarnsgy (iHwi 3MiHKN) - OHOB/IEHHS TEKCTY
6nicTepn y KapTOHHI cTio "CaHpo3 Benebris MapKyBaHHS! yMakoBKU /likapcbKoro 3acoby 3
KopooLi YkpaiHa" (BUPOBHMLTBO 3a BHECEHHSAM iHhopMaLi LWoA0 3a3HauYeHHA OANHUL
MOBHVM LIK/IOM); BVMIptOBaHHA y cuctemi Sl. BHeceHHs 3MiH fo po3giny
Nek “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
dapmaueBTUyYHa MAPKYBAHHSA 3rigHo 3 3aTBEPA)KEHUM TEKCTOM
KomnaHia g.4., MapKyBaHHs. TepMiH BBEA,EHHSA 3MiH: NPOTAroM 6
CnoBeHia (BMNycK MiICALIB 3 AAaTV 3aTBEPAKEHHS
cepii)
223. | NIHE3O0NIA TabneTkn, BKPUTI KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16130/01/01
KPKA NNiBKOBOIO HoBso mecTo bulk", nepsnHHe Ta TMny - 3MiHK 3 AkocTi. APl CTabinbHICTb. 3MiHa peyernmom

060/10HKO0, M0 600
Mmr, no 10 TabneTok y
6nictepi, mo 1
6nicTepy B KapTOHHIl
Kopobui

BTOPUHHE
naxyBaHHs,
KOHTPO/b cepii Ta
BUMYCK Cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPO/Ib cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis

nepiogy NoBTOpPHUX BUMPOOyBaHb/nepiody 36epiraHHs
a60 ymoB 36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPMAXEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponelicbkii hapmakonei, Wwo BK/o4ae nepiog,
NOBTOPHOro BUNpo6yBaHHsA) (nepios NOBTOPHOro
BMNpo6yBaHHA/nepios 36epiraHHs) - 36inbLueHHs abo
BBEJEHHS Nepioay NOBTOPHOrO BUMMPOGyBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3ynbTarTiB AOCNIMKEHb Y
peasibHOMY Yaci - 36iNbLUEHHS Nepiogy NOBTOPHUX
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BunpobyBaHb Ana APl niHesonigy: 3aTBepaxeHo: 3
POKM 3anponoHoBaHo: 5 pokiB; 3MiHK | TUMY - 3MiHK
o0 6e3nekun/edhekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW) - BHECEHHS 3MiH O METOZjB KOHTPO/IHO
AKOCTI NliKapCbKOro 3acoby, po3ain «MapkyBaHHs»
3arBepaxeHo: Mapkuposka. CooTBETCTBYET
npeAocTaBeHHON MapKMPOBKE YNakoBKY.
3anponoHoBaHo: MapkupoBska. B cooTBeTcTBUM C
YTBEPXAEHHBLIM TEKCTOM MapKVpOBKM; 3MiHW | TUny -
3MiHu 3 SKocTi. FoTOBMIA NiKapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
ymoBax 36epiraHHs roTOBOrO /iKapCbKoro 3acoby
(36iNbLUEHHSA TEpPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns TOprosoi ynakoBKu
(nigTBEPAXYETLCA AAHVMUN peanbHOro Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
niKkapcbKoro 3aco6y Ha 0CHOBI NO3UTUBHUX
pe3ynbTaTis AOBrOCTPOKOBUX AOC/IIKEHD
CTabiNbHOCTI Yy peaslbHOMY Yaci: 3aTBepXeHO:
TepMiH NpuaaTHOCTI
3 pokn 3anponoHoBaHo: TepMmiH NpuaaTHOCTI 5 pokis
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA

224,

NICOBAKT
KoMnaIT
CMPEN

cnpeli OpOMYKO3HWIA,
po34yumH no 30 mny
oNakoHi 3 TEMHOT0O
CK/la 3 HacoCOM-
posnuaoBayem Ta
annikatopom, no 1
h1aKoHy Y KapTOHHIl
KopoobLi

BocHanek g.4.

BocHist i
epuerosu
Ha

BocHanek g.4.

BocHis i
lepuerosmH
a

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TUMY - NOAAHHA OHOBJIEHOTO cepTudikarty
BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
2007-029-Rev 04 Big 3aTtBEpAXeHOro BUpobHuka Ad|
LleTvnnipuauHito xnopuay Bupo6HmuTea Dishman
Carbogen Amcis Limited, IHgjis (3aTBEpAXEHWIA
cepTudikaT BiANOBIAHOCTI €Bponeichkin hapmakonel
Ne R1-CEP 2007-029-Rev 03). 3miHa nepiogy
NOBTOPHOro TecTyBaHHA AdI 3 36 micAuiB Ha 60
MicAuiB

6e3
peyenma

UA/18160/01/01

225.

NONEPAMIA

Tabnetkn no 0,002 r
no 10 TabneTok y
6nictepi, no 1 a6o 2,
a6o 50 a6o 100
6nicTepis y nayui 3
KapToHy

MpuBartHe
aKujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO

"Jlekxim-Xapkis"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta
hapMakoHarnagy (iHwi 3MiHK) - OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
BUMIpIOBaHHSA y cuctemi Sl. OHOBNEHHS BXe
3aTBEPAKEHOrO TEKCTY MapKyBaHHS Ta BHECEHHS 3MiH
0o posainy MKA. MNponoHoBaHa pefakuis:
MAPKYBAHHSA BignoBigHo A0 3aTBEPO)KEHOTO TEKCTY
MapKyBaHHS. TepMiH BBE,EHHS 3MiH NpoTArom 3
MiCALIB MiCNA 3aTBEPKEHHSA

be3s
peyenma —
Ne 10, Ne
20.
3a
peyenmom —
Ne 500, Ne
1000

UA/6919/01/01

226.

NONEPAMIA

Tabnetkn no 0,002 rin
bulk: no 5000

MpuBatHe
akuioHepHe

YkpaiHa

MpuBartHe
akuioHepHe

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasis: 3MiHu |
TMNY - 3MiHU o0 6e3nekn/edpekTMBHOCTI Ta

UA/2981/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y TOBapUCTBO TOBapuUCTBO thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
KOHTeliHepax "Jlekxim- "JlekxiM-Xapkis" MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby 3
Xapkis" BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHUL
BUMIpIOBaHHSA y cuctemi Sl. OHOBNEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS A4/15 YNakoBku in
bulk: no 5000 TabneTok y KoHTeliHepax (BHECEHHS
no3HayeHb OAVHWL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM
niTep NaTMHCLKOro andasiTy) Ta BHECEHHS 3MiH L0
po3giny MK4A. MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS. 115 fikapcbkoro 3acoby y chopmi in bulk:
BignoBigHo 40 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS,
Lo fofaeTbesA. TepMiH BBeAEHHS 3MiH NpoTsarom 3
MicsILiB Micns 3aTBepKEHHS
227. | nworonsa pO34nH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/8047/01/01
PO34NH 30BHILIHBLOIO $apmaueBTNy PapmaLeBTUYHA MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
3acToCcyBaHHA Mo 25 1 Ha habpuka habpuka "Biona" hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHI B TEKCT
y donakoHi; no 1 "Biona" MapKyBaHHS! yNakoBOK Jlikapcbkoro 3acoby (n.17)
dhnakoHy B nauii 3 LLIOZI0 HAHEeCEHHS TOProBOi Mapku
KapToHy; No 251y
donakoHax
228. | MAAJTIOKC® cycneHsis opanbHa Ne | TOB "CaHodi- YkpaiHa dapmartic ®paHuin BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/9219/01/01
30: no 15 mn y nakeri; ABeHTIC TexHi4yHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 peyenma
no 30 nakeTiB y YkpaiHa" Ne 460) - BUNpaBneHO TEXHIYHY MOMWJ/IKY Y TEKCTI
KapTOHHIA KOpo6L MapKyBaHHS ynakosku J13.
3AMPOMOHOBAHO: 2. KIJIbKICTb o4Ol
PEYOBWHW MarHito rigpokcug / ANOMIHIO Tigpokeng,
15 mn cycneHsii MiCTATb:
QUTOMIHIIO TIAPOKCUAY ... 525 Mr marHito
TIAPOKCUAY veeevreeeenereasanenens 600 mr 3a3HayeHe
BUNPAaB/IEHHS BigNoBigae apxiBHUM MaTepianam
peecTpaLliiHoro gocse
229. | MEOOMNEKCO | Ttabnetku no 0,088 mr, Megnokemi Kinp Cneuichap CA pevis BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 3a UA/14904/01/01
n no 10 tTabneTtok y nTa TMNYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peuenmom
6nicTepi; no 3 thapmakoHarnsgy (iHwi 3MiHWN) - OHOB/IEHHS TEKCTY
6nicTepy B KAPTOHHIi MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
KopooLi BHECEHHSAM iHhopMaLi LWoA0 3a3HauYeHHA OANHUL
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHS 3MiH [0 po3giny
«MapkyBaHHsA» MK# J13 : 3anponoHoBaHo:
MAPKYBAHHS$A. 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 3
MiCALIB MiCNsA 3aTBEPKEHHS
230. | MEOOMNEKCO | Ta6netku no 0,18 wr, Mepokemi Kinp Cneuidap CA peuis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/14904/01/02
n no 10 TabneTok y nTa MRy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iH(hopMmaLii LWOAO 3a3HAYEHHS ONHULIb
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Ne

Hassa

dopma sunycky

3asBHUK

Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVMIpIOBaHHSA y cuctemi Sl. BHeceHHSs 3MmiH fo po3giny
«MapkyBaHHs» MKA /13 : 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEA,EeHHSA 3MiH NpoTArom 3
MicsILiB nicns 3aTBepoKEHHS
231. | MEOOMNEKCO | Ttabnetku no 0,7 mr, Megpokemi Kinp Cneuichap CA pevis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/14904/01/03
n no 10 TabneTok y nTa MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 3 hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
611icTepy B KApTOHHIl MapKyBaHHS1 YNakoBKM JikapCbKOro 3acoby 3
Kopoobui BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 0 po3giny
«MapkyBaHHsA» MK#A J13 : 3anponoHoBaHo:
MAPKYBAHHA. 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. TepMiH BBEEHHS 3MiH NPOTArom 3
MiCALIB MiCNsA 3aTBEPKEHHS
232. | MENNAMIA Tabnetku no 2 mr, no BocHanek g.4. BocHis i BocHanek g.4. BocHist i BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/14307/01/01
15 TabneTok y lepuerosu epLerosuH TUMY - BHECEHHSA 3MiH 10 Crieuudpikauii 13, a came: peyenmom
6nictepi, no 2 Ha a CKOPOYEHHS 4acTOTN NMPOBEAEHHST AOCNIMKEHb Ha
6nicTepy B KAPTOHHii MBY g0 1 cepii Ha pik 3aMiCTb AOCNIIKEHHS KOXHOI
nauuj NPOMUCNOBOI cepii, HA OCHOBI NO3UTUBHNX
pe3ynbTaTiB [JOBrOCTPOKOBYKX AochimkeHb 13 3a n.
«MBUY», Ta y BiANOBIAHOCTI A0 pekoMeHaaLlii
HacTaHoB ICH Q6a
233. | MENNAMIA Tabnetkun no 3 mr, No BocHanek g.4. BocHist i BocHanek g.4. BocHist i BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 3a UA/14307/01/02
15 TabneTok y l'epuerosu lepuerosuH TUNy - BHECEHHS 3MiH 0 Creundikauii 13, a came: peyenmom
6nicTepi, no 2 Ha a CKOPOYEHHS YacTOTW NPOBEAEHHS [OCNIAKEHb HA
6nicTepy B KAPTOHHIi MBUY fo 1 cepii Ha pik 3aMiCTb AOCMIAKEHHS KOXHOT
nauui NPOMUCNOBOI cepii, Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AochimkeHb /13 3a n.
«MBUY», Ta y BIiANOBIAHOCTI 4O pekoMeHaaLlii
HactaHoB ICH Q6a
234, | MEHOBAS3WH | po3uvH ans TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/17573/01/01
30BHILUHLOTO Yepkac" Yepkac" MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenma
3acTocyBaHHs, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY

cnupToBswuii, no 40 mn
abo no 100 mny
donakoHax,
3aKynopeHux
npo6Kamu i KpuLLKamm
B KAPTOHHMX KOPOOKax
3 KAPTOHHUM
niggoHom abo 6e3
HbOro

MapKyBaHHS! YNakoBKW JTikapcbKoro 3acoby
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
235. | MEPANIC® cnpeii HasasTbHUIA, AppaH- XopBarTis AapaH-IaneHcbkuii XopBarTis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 6e3 UA/12207/01/01
po3uumH 0,05 % no 10 [aneHcbkuit Na6opaTopiit 4.4, TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peyenma
mn abo no 15 mn Na6opaTopiii thapmakoHarnagy. BeegeHHs abo 3miHu oo
PO34MHy y h/1aKoHi 3 a.a. y3ara/ibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
[103YH0UUM NPUCTPOEM; (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
no 1 chnakoHy B hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
KapTOHHI Kopoo6Li BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ans
3AiicHeHHs thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3MiHa
KOHTaKTHUX OaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT
ocobu 3asBHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag, s
YkpaiHi
236. | MEPANIC® crnpei HasanbHWiA, Appax- XopsarTisi AppaH-FaneHcbkuit XopsarTisi BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/12207/01/02
po3uuH 0,1 % no 10 [aneHcbkmit Na6opaTopit 4.4, TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
M abo no 15 mn Na6opaTopiii thapmakoHarnsgy. BeegeHHs abo 3miHu o
PO34MHY y h/1aKoHi 3 a.n. y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
[03y04NM MPUCTPOEM; (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
no 1 dpnakoHy B chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT ocobu,
KapTOHHIA KopooLi BiANOBIAA/IbHOI 32 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOB&XEHOI
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YkpaiHi
237. | METOTPEKC PO3YMH NS iH ekl AKKOpg, Benvka BUPOGHMLTBO, IHgis/ BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/17982/01/01
AT AKKOP/, 25 mr/mn no 2 mn (50 Xenckea BpuTaHis KOHTPO/1b SIKOCTI, Benuvka TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib. peuyenmom
Mr), 20 mn (500 wmr), Nimiten nepBuHHe Ta BputaHis/ 3MiHn y BUPOGHMLTBI. 3amiHa abo BBEeAEHHSA
40 mn (1000 mr) y BTOPWHHE Monbwa/ [04aTKOBOT AiNIbHAL BUPOBGHULITBA A/18 YaCTUHN abo
chnakoHax, no 1 nakyBaHHS: IcnaHis BCbOro BUPOBHMYOro NpoLecy rotToBoro NikapcbKoro
h1akoHy B navi IHTac 3aco6y (AiNbHULA 415 BTOPUHHOTO NakyBaHHS) -

dapmacbioTikan3
Nimiten, IHAjs;

BBe/leHHs BUpo6HMka CuHonTus IHgactpian Cn. 3
0.0. / Synoptis Industrial Sp. z 0. 0. 3a agpecoto By.

BTOPUHHE Pa6osiuka 15, CBaxeHA3, Benvkononbcbke
nakyBaHHs; BUMYCK BOEBOACTBO, 62-020, MonbLa / ul. Rabowicka 15,
cepii: Swarzedz, wielkopolskie, 62-020, Poland,
AKKOP/[, XEJICKEA BiNOBIA&UILHOrO 3a BTOPUHHE NnakyBaHHsA 13; 3MiHu |
NIMITE/L, Benuka TMny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aci6.
BpuTaHis; 3MiHM Y BUpO6HMUTBI. 3MiHa iMNopTepa/3aMiHu, Lo
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BTOPVHHE CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
nakyBaHHs: roTOBOrO JlikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
CvHonTus AINbHUL, Ha AKI 34jiACHIOETLCA
IHgacTpian Cn. 3 KOHTPO/b/BMNPOGYBaHHS cepii) - BBEAEHHS BUPOOHMKA
0.0., MonblLya; NABOPATOPI ®YHOACIO JAY / LABORATORI
KOHTPO/b AKOCTI: FUNDACIO DAU 3a agpecoto 6/B, 12-14,
NABOPATOPI IHaycTpianbHa 30Ha BinbHa 30Ha, BapcenoHa,
dYHOACIO [JAY, BapcenoHa, 08040, IcnaHis / C/c, 12-14 Pol. Ind. Zona
IcnaHis; Franca, Barcelona, Barcelona, 08040, Spain,
KOHTPO/Ib AKOCTI: BiANOBIAANLHOrO 3a KOHTPO/b AKOCTi [/13; 3MiHM | TUNY
ACTPOH PECbOPY - 3MiHu 3 siKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
NIMITEL, Benuka BMPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYTbCSA
BputaHis BUMYCKY Cepii Ta KOHTPO/IIO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL,
Ha SKii 3AiICHI0ETLCA KOHTPO/L/BUNPOBYBaHHSA cepil) -
BBeAEeHHSA BUpobHuka ACTPOH PECbOPY NIMITEL /
ASTRON RESEARCH LIMITED 3a agpecoto APYTUIA
TA TPETIN NOBEPX, CENIX XAYC, 319 MIHHEP
POy, XEPPOY, HAL 4HF, Benuka bputaHisi / 2ND &
3RD FLOOR, SAGE HOUSE, 319 PINNER ROAD,
HARROW, HA1 4HF, United Kingdom,
BiANOBIAANLHOrO 3a KOHTPO/b AKOCTi [/13; 3MiHM | TUNY
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHa 6y ab-Koi
4yacTUHW MaTepiasly NepBMHHOT YNakoBKK, LLIO He
KOHTaKTye 3 rOTOBMM JliKapCbKMM 3ac060M (Hanpuknag,
KONip KpULLEYOK 3 KOHTPOIEM MEPLLIOTO BIAKPUTTS,
KOMip KOLOBUX Kinewb Ha amnynax, KoHTeliHepa ans
ronok (pisHi BuAy nnactMmacu) (3MiHa, sika Brn/iMBae Ha
KOPOTKY XapakTepucTuKy NiKapCbKoro 3acoby) - 3MiHa
KONbOpY KoBNayka. 3MiHW BHECEHI B IHCTPYKLil0 A1
MeaMyHoro 3actocysaHHa /13 y p. "Ynakoska"
238. | METOTPEKC PO34MH A8 iH ek AKKopg, Benvka AkKopp, Xernckea Benuvka BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/17982/01/01
AT AKKOP/, 25 mr/mn, no 2 mn (50 Xenckea BpuTaHis NimiTen, Benuka BpuTania/ TUMY - OHOBJ/IEHHA cepTudpikarty BifgnoBigHOCTI peyenmom
mr), 20 mn (500 wmr), NimiTen BpuTaHis (BTOpUHHE IHais €poneiicbkili hapmakonei R1-CEP 2000-024-Rev 10
40 mn (1000 mr) y nakyBaHHs; BUMYyCK ans A®l MeTtoTpekcarT Bif, BXe 3aTBepAKeHOro
hnakoHax, no 1 cepii); IHTac Brpo6HMKa EXCELLA GmbH & Co. KG (Germany)
donakoHy B nauuj dapmacbioTikan3
Nimitea, IHaia
(BUp0O6HMLTBO,
KOHTPO/b SKOCTI,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs)
239. | METOTPEKC PO34MH NS iH'EKLIN, TeBa I13painb dapmaxewmi b.B. HigepnaHgn BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/9609/01/01
AT-TEBA 25 mr/mn, no 2 mny dapmaueBTika TUNYy - 3MiHW BHECeHI [0 IHCTPYKUiT 4N MeANYHOro peyenmom
donakoHi; no 1 N lHpacTpis 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
donakoHy B KOPOOUi N1a. "Mo6ivHi peakui” WoA0 6e3nekn 3acToCyBaHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTarom 3-x
MicsILiB nicns 3aTBepoKEHHS
240. | MET®OPMIH | Tabnetku, BKpUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/14013/01/01
NNiBKOBOIO "KuiBmegnpen "Kvismegnpenapat” TMny - AgMiHIiCTpaT1BHI 3MiHW. 3MiHa Ha3BuW peyenmom
060/10HKOI0, N0 500 apart" (BUPOBHMLTBO 3 nikapcbkoro 3acoby - 3atBepakeHo: MEGAPMINI®
mr; no 10 TabneTok y nakyBaHHs in bulk (MEFARMIL) 3anponoHosaHo: MET®OPMIH
6nictepi; no 3,5, 6 hipMUn-BMPOGHMKa (METFORMIN) BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB
abo 12 6nicTepiB y «lHaoko Pemesis nicns 3aTBepikeHHs
nauuj NlimiTeg», 1HAiIN)
241. | MET®OPMIH | TabneTku, BKpUTI MNAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasnis: 3MiHu | 3a UA/14013/01/02
NAiBKOBOO "Kuismegnpen "Kvismegnpenapat” TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenmom
060/10HKOI0, Mo 850 apart" (BUPOGHMLTBO 3 nikapcbkoro 3acoby - 3atBepmkeHo: MEGAPMII®
mr; no 10 Tabnetok y nakysaHHs in bulk (MEFARMIL) 3anponoHosaHo: MET®OPMIH
6nicTepi; no 3,5, 6 hipMU-BUPOGHMKaA (METFORMIN) BBefieHHs 3MiH NpoTArom 6-Tu Micauis
abo 12 6nicTepiB y «lHOoko Pemegi3 nicns 3aTBEPAKEHHS
EGI NimiTen», IHAiN)
242, | MET®OPMIH | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a UA/14013/01/03
NiBKOBOO "KviBmegnpen "KviBmegnpenapat” TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BM peyenmom
060/10HKO10, Mo 1000 apart" (BUPOBHULTBO 3 nikapcbkoro 3acoby - 3atBepakeHo: MEGAPMINI®
mr; no 10 TabneTok y nakyBaHHs in bulk (MEFARMIL) 3anponoHosaHo: MET®OPMIH
6nictepi; no 3,5, 6 hipMun-BMPOGHMKa (METFORMIN) BBefeHHs1 3MiH NpoTArom 6-T1 Micsuis
abo 12 6nicTepiB y «lHaoko Pemepis nicnsa 3aTsepmkeHHs
nauuj NimiTeg», 1HAiIN)
243. MIKPOJTIAKC PO34MH pPeKTasTbHUIA; MakHin Benuka OENb®APM ®paHuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu |1 6e3 UA/15636/01/01
® no 5 mn po3unHy Mpogaktc BpuTaHis OPJIEAH TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3aci6. peyenma
pekTasnibHOoro B Ty6i 3 Niviten CucTtema KoHTelHep/3aKkynoptoBasibHUiA 3aci6. 3miHa 'y
yHiBepcasibHUM abo NepBUHHIN yNakoBLi rOTOBOrO Jlikapcbkoro 3acoby (Tun
YKOPOUYEHUM KOHTeliHepa abo AoAaBaHHA HOBOTO KOHTEliHepa) -
HaKOHEYHUKOM; No 4 CTtepwnbHI fikapcbki 3ac06m Ta nikapcbki 3acoom
abo no 12 1y6 3 6i0N10riYHOro/iMyHO/OMNYHOTO MOXOZPKEHHS - BHECEHHS
yHiBEpCcasibHUM 3MiH go p. 3.2.P.7. Cuctema
HaKOHEYHUKOM B KOHTeliHep/3akynoptoBasibHUIA 3acib, a came
KapTOHHii KopobLii; no [0AaBaHHSA LLie OAHOro BMAY NEPBUHHOT YNakoBKK
4 a60 nol2 T1y6 3 NiKapcbKoro 3acoby - Ty6u 3 yKOpoueHUM
YKOPOYEHNM HaKOHEYHWKOM — creLjiasibHO /15 HOBOPOMKEHMX Ta
HaKOHEYHVKOM Y AiTei fo 3-x pokiB, 3 BiANOBIAHUMY 3MiHAMW Y P.
KapTOHHIlA KOpooLi «YnakoBka». 3MiHW BHECEHO A0 IHCTPYKUii ans
MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby o
po3giny "YnakoBka", Ta, ik HacnigokK, Ao po3gainy
"Cnoci6 3acTocyBaHHsA Ta 031" (BHECEHO iH(hopmaLito
LLI0A0 AOfAaBaHHSA YNAaKoBKN 3 YKOPOUEHUM
HaKOHEYHVKOM /151 3aCTOCYBaHHA AiTAM), a TakoxX, AK
HacnifoK, 3aTBEPMKEHHS TEKCTY MapKyBaHHA AN
[04aTKOBOI YNakoBKW likapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6 MicsLiB Mic/1a 3aTBepAKEHHs
244. | MIKPOJTAKC PO34UH pPeKTasIbHUIA; MakHin AHrnia LOENb®APM dpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/15636/01/01
® no 5 M1 po3ynHy MpogakTc OPJIEAH 1Ny - 3MiHW Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
pekTasnbHOro B Ty6i 3 Niviten thapmakoHarnagy (iHwi 3MiHK)- 3MiHU BHECEHO B
yHiBepcasibHUM ab0o IHCTPYKLiO ANA MeAUYHOro 3aCTOCyBaHHS NiKapcbkoro
YKOPOYEHNM 3ac00y WoA0 MiCLLe3HaX0MKEHHS 3asBHMKa,
HakOHeYHVKoMm; no 4 HaliMeHyBaHHS Ta MiCLie3Hax0MkeHHA NpefcTaBHMKa
abo no 12 1y6 3 3asBHMKa (BBeAeHHA 3MiH NpoTArom 6 micauis nicns
yHiBEpCA/TbHUM 3aTBEPMKEHHS); 3MiHM | TUNY - AgMIHICTPaTUBHI 3MiHW.
HaKOHEeYHVKOM B 3miHa HalimeHyBaHHS Ta/abo agpecu 3asiBHUKa
KapTOHHI KopobLi; no (BNnacHuKa peecTpauiiHoro NocBifYEHHS) - 3MiHa
4 abo nol2 Ty6 3 agpecy 3asBHVKa (BBefeHHS 3MiH NpoTArom 6 micsuis
YKOPOYEHNM nicns 3aTBeppKeHHS); 3MiHW | Tuny - 3miHn Wwoao
HaKOHEYHUKOM Yy 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi
KapTOHHI KopoobLi 3MiHW) - BHeceHHs 3miH 4o po3giny “MapkyBaHHs"
MKSA N3: 3atBepaxeHo: Mapkuposka. TekcT
MapKVpOBKMN BTOPUYHOI 1 NEPBUYHON YNakoBKM
npunaraetcs. 3anponoHoBaHo: MapkKyBaHHS. 3HigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHULb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
6 MicALiB nic/a 3aTBePAKEHHSA
245. | MIHOKCnan PO3YMH HaLLKIpHWiA, 2 3AT "IHTENI NutBa IHpacTpian Icnanis BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 6e3 UA/14771/01/02
NIHTENI %; no 60 mny FEHEPUKC PapmaceyTika MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
dhonakoHi; no 1 HOPLA" KaHTabpia, C.A. thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
h/1aKoHy Y KOMMNeKTi po3giny “MapkysaHHs” MKA 13”; 3anponoHoBaHo:
3 MipHUM Hacocom y MapkupoBka. B cOOTBETCTBUN C yTBEPXAEHHBIM
KapTOHHIlA KOpO6L TEKCTOM MapkupoBkn OHOBMEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKaPCbKOro 3ac0by 3 BHECEHHAM
iH(bopmauii WoAo 3a3Ha4YeHHs OAUHULbL BUMIPIOBaHHSA
y cuctemi Sl. BBeieHHSA 3MiH NPOTAromM 6-Tn MicsLiB
nicns 3aTBepmKeHHs
246. | MIHOKCnAan PO34MH HaLLKipHWiA, 5 3AT "IHTENI NutBa IHpacTpian IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 6e3 UA/14771/01/01
N IHTEN %; no 60 mny FEHEPUKC dapmaceyTika MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
donakoHi; no 1 HOPL" KaHTabpia, C.A. hapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
hNakoHy y KOMNNeKTi po3giny “MapkyBaHHsA" MKA J13”: 3anponoHoBaHo:
3 MiPHUM HacocoMm y MapkvpoBka. B COOTBETCTBUM C YTBEPXKAEHHBIM
KapTOHHI KOpo6Li TEKCTOM MapK1poBKM OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHSA
y cuctemi Sl. BBeeHHs 3MiH NpOTSArom 6-Tv MicsiuiB
nicns 3aTBepaKeHHs
247. | MOKCU®PNOK | TabneTku, BKpUTI CaHpos3 CnoseHis C.K. CaHgos C.P.J1. PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/16489/01/01
CALUVH NNiBKOBOIO dapmacbioTika TUMY - 3MiHW BHECEHI A0 IHCTPYKLii AN MeANYHOro peyenmom
CAHAO3® 060/10HKO10, N0 400 n3 a.a. 3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:

Mr; no 5 TabneTok y
6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopob6ui; no 7
TabneTok y brictepi;

"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekn
4ito4oi pevyoBUHW. BBeEHHS 3MiH NPOTAroM 6-Tn
MICALIB MiCNA 3aTBEPLYKEHHS; 3MiHW | TUMY - 3MiHK
BHECEeHI 10 IHCTPYKLIl 415 MEJNYHOrO 3aCTOCYBaHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1 6nictepy B
KapTOHHIA KOpooLi

nikapcbKoro 3acoby y po3ainu: "OcobnmBocTi
3acTocyBaHHA", "Mob6iuHi peakuii" BigNOBIAHO [0
OHOB/EHOI iHGhopMaLii 3 6e3nekn Ailo4ol peyoBUHU.
BBefeHHS 3MiH NpoTArom 6-Tn MicALUiB 3 Aatu
3aTBEPAKEHHSA

248.

MOJCIKOP

TabneTkn no 2 mr, no
30 TabneTtok y
6nictepi; no 1
6nicTepy y KapTOHHiIl
Kopoobui

NPO®APMA
IHTEepHeLHN
TpeiranHr
Nimiten

ManbTa

dapmaueBTUYHMI
3aBOf,
"MONIb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecun micLa NPOBafXEHHS AisNIbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiid) - 3MiHa HaliMeHyBaHHS (aHrniicbka MoBa) Ta
azpecy Micus NPoOBaKEHHS Aisi/IbHOCTI BUPOGHMKA
N3, 6e3 3mMiHn Micus BUPOOHNLTBA. 3MiHWN BHECEHI A0
IHCTPYKLUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ain "Micue3HaxomKeHHs BUPO6HMKa Ta
oro agpeca MicLs NPoBaKEHHN AiS/IbHOCTI" 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTi MapKyBaHHS ynakoBOK
(BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
3aTBEPLKEHHS)

3a
peyerimom

UA/6905/01/01

249.

MOJICIKOP

TabneTkn no 4 Mmr no
30 TabneTok y
6nictepi; mo 1
6nicTepy y KapTOHHiii
Kopoo6Li

NMPOPAPMA
IHTepHeLUHN
TpeiguHr
NimiTen

ManbTa

dapmaneBTUYHNIA
3aB0f,
"MONb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu |
™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micusa NPOBamKEHHS AisiNIbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpPoBeAEHHS KOHTPOSIIO AKOCTI. (LisNIbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK
cepiit) - 3MiHa HaliMeHyBaHHA (aHrnificbka MoBa) Ta
agpecy Micusi NPOBaA)KEHHS Aisi/IbHOCTi BUPOGHMKA
N3, 6e3 3mMiHM Micus BUpO6HULTBA. 3MiHWN BHECEHI A0
IHCTPYKLUIT 418 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby B po3ain "Micue3HaxomKeHHs1 BUPOOHMKa Ta
oro agpeca MicLsi NPOBaPKEHHS AiS/IbHOCTI" 3
BIANOBIAHUMY 3MiHAMU B TEKCTI MapKyBaHHS yrNakoBOK
(BBeAeHHst 3MiH NpPOTArom 6-Tv MicsLiB micns
3aTBEPMKEHHS)

3a
peuyenmom

UA/6905/01/02

250.

MOMETA3OH
Y ®YPOAT

MOPOLLIOK (Cy6CTaHLis)
y NOMieTUIEHOBNX
NAsWKax Ta Milkax
onsa
chapmaveBTUYHOTO
3aCTOCYBaHHS

XoBioH
dapmaCbeHci
aCA

MopTyrani
A

XoBioH
®apmaCbeHcia CA

MopTyranis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu |
Tmny - 3MiHK 3 skocTi. CepTudikar BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BU/TYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkii dhapmakonei) - OHOBEHNIA cepTudikaT

UA/15088/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Bif} y)Xe 3aTBEPMAKEHOro BUpo6HMKa - [MogaHHA
OHOBJ/IEHOTO cepTudikaTy BifnoBiAHOCTI EBpONEiiChKiit
dhapmakonei Ne R1-CEP 2004-111-Rev 01 Big,
3aTBepAKeHOro BupobHnka A®lI MomeTasoHy dpypoarty
BMpo6bHUUTBa Hovione FarmaCiencia SA, MopTyranis
(3aTBEpAXEHWNIA cCepTuddikaT BiAMNOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2004-111-Rev
00). MpuBeaeHo y BiANOBIAHICTL A0 MOHOrpadii 1449
€sp.®apm. Ha Mometasone furoate, po3gin Cknag,
Cneuudpikauis Ansa nokasHUkiB «laeHTudikauis»,
«CynpoBigHi fOMILLKN», «KiNbKiCHe BU3HAYEHHS» Ta
MeToau KOHTpOnA AN NOKa3HUKIB «laeHTudikawis,
«MTome onTuyHe obepTaHHA», «BTpata B Maci npu
BUCYLLYBaHHI», «CynpoBigHi AOMILLKN», «KibkicHe
BM3HAYEHHA». Po3ain YnakoBka Ta YMoOBY 36epiraHHs
npuBeAeHo Y BigNoBiAHICTb A0 oHoBNeHoro CEP
251. | MOHOHITPO | Tab6netku no 40 mr no My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/1604/01/02
cua 10 TabneTok y aKuioHepHe akujioHepHe TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 3 abo 4 TOBapucTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
6nictepy y nauui 3 "HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
KapToHy BMPOGHNYNIA BVMPOGHWYMNIA LEHTP MapkyBaHHs. BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
LeHTp "BopLyariBCbKuii MapKyBaHHS ynakoBku. OHOBMEHHS TEKCTY
"BopLuariscbk XiMiKo- MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
W1 XimiKo- hapMaLeBTUYHWIA BHECEHHSM iH(hopMaLii LWoA0 3a3HaYEeHHS OAVMHULL
thapmaueBTny 3aBoj", YkpaiHa BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
Hui 3aBoa” (Brpo6bHUUTBO 32 6-T MicsLIB NicNs 3aTBEPKEHHS
MOBHVM LIMK/IOM);
TOB "Arpodhapm”,
YkpaiHa
(Bupo6HMLTBO,NaKky
BaHHSA, BUMYCK
cepiid); ToBapncTBO
3 06MEXEHOI0
BiANOBIAANLHICTIO
"Hartyp+", YkpaiHa
(KOHTpO/Ib Cepiit)
252. | MOHOMPOCT | kpan/i 04Hi, PO34uH, NABOPATYA PpaHuis EKCENBI3IOH ®paHuin BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasnis: 3MiHu | 3a UA/16308/01/01
® 50 mkr/mn, no 0,2 mn B P TEA TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenmom

0fIHOA030BOMY
KOHTeliHepi; no 5
0/IHOA,030BUX
KOHTeliHepiB,
3’€flHaHNX MiX CO6OI0
y CTpiuky (cTpun), y
caule; no 6 cawey
KapTOHHilA Kopoo6Li

nikapcbkoro 3acoby. 3miHa Ha3Bswu J13, a cave,
BHECEHHA 3Hayka ® f0 Ha3su J13: 3aTBEPAKEHO:
MoHonpocT; 3anponoHoBaHo: MoHoNpocT®. BBeaeHHA
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3miHu |l TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
ANA MeANYHOro 3acTOCYBaHHs
reHepuyYHNX/ribpuaHNxX/6ionodibHNX NiKapCbknx
3ac06iB Nicnsi BHECEHHS TiEl camMoi 3MiHM Ha
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

pedhepeHTHWIT Mpenapar (3MiHa, Ky HeobXigHO B
nofanbLIoMy 06rpyHTYBaTU HOBUMMW [OAATKOBUMM
AaHvMu (Hanpvkiag, nopiBHAHHICTb 6i0N0riYHNX
nikapcbkux npenaparis)). 3MiHM BHECEHI [0 iHCTPYKLT
[N MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po34inun "3acTocyBaHHS Y Nepiog, BariTHOCTI abo
rofyBaHHs rpyaar”, “ro6ivHi peakuii” BignosigHo fo
iHhopMaLii pedhepeHTHOro nikapcbKoro 3acoby
KCANTATAH®. 3miHu | Trny - 3miHW Wwoao
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHKW). 3MiHM BHECEHI [0 iHCTPYKLiT 4151 MeanyHoOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs
KOHTaKTHUX JaHVX NpeAcTaBHMKa 3asBHVKA. BBeaeHHA
3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHM BHECEHI A0
TEKCTY MapKyBaHHS ynakoBK/ NikapCbKoro 3acoby
(L1040 3a3HAYEHHS iHLLOT TEXHIYHOT iIHdhopmaLlii).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPKEHHS. 3MiHY | TUnYy - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHN). 3MiHU BHECEHI [0 TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby (o0 3a3HaYeHHs
OAMHULb BUMIPIOBAHHSA Y cuctemi Sl). BHeCeHHs 3MiH
[0 po3giny «MapkyBaHHs» MKSA 13: 3aTBepaKeHo:
MapkyBaHHsA. [JofaetbCcA. 3anpornoHoBaHo:
MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHsl. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs. 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKA (BK/TOYaoum, 3a
Heo6XiAHOCTI, MicLe NPOBEeAEHHSI KOHTPOIO SKOCTI),
abo BnacHuka mactep-goaiina Ha Adl, abo
nocrayanbHuka A®I/BuxigHoro
marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCSA Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
hapmMakonei y 3aTBepAKeHOMY A0ChLE, a60 BUPOOHMKA
HOBOI JOMOMDKHOI PEYOBMHM (SIKLLO 3a3HA4YEHO Y
[ocbe). 3MiHa Ha3BY BUPOOHMKa BUXIAHOTO MaTepiany,
a came peyoBuHN KapbokennbyTun hocdoHiym
6poMmig, Lo 3aCTOCOBYETLCA NpU BUPOOHULTBI ADI
naraHonpocTy y Bupo6Huka Chinoin Pharmaceutical
and Chemical Works Private Co. Ltd., Hungary —
3aTBepaxeHo: (UBICHEM Pharma Manufacturing kft.);
3anponoHoBaHo: (SONEAS Chemicals Ltd.). 3miHn |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKWit 3acib.
3MiHM Y BUpO6HMUTBI. 3MiHa po3mipy cepii
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

(BKIOMAKOUM fiana3oH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLweHHs ao 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MipOM). 3MiHA
po3wmipy cepii [N13 — 3atBepmxeHo: (100 n ta 300 n);
3anponoHosaHo: (100 s1; 300 n; 1000 ).
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y npoueci
BMPOBGHULTBA rOTOBOrO NiKapCbKoro 3acooby,
BK/TOYAI0UM MPOMIXKHUI MPOAYKT, WO 3aCTOCOBYETHCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6bHMLTBa). He3HauHi
3MiHM Y npoueci BUPOOHULTBA, NOB'A3aHi 3 A0AaHHAM
po3mipy cepii 1000 n 40 BXe iCHyloUMX PO3MIpiB cepil
100 n 1a 300 n1: 1) yTOYHEHHS WoA0 EMKOCTI ANs
PO3YMHEHHS NaTaHONPOCTY; 2) YTOYHEHHS W00
hinbTpytoyoi cTepunizauii; 3) yTOUHEHHS WoA0
OpeHyBaHHSA. 3MiHu | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHWLTBI. 3MiHU Y
npoveci BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby,
BK/THOH@I0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHM). 3MiHK y npoueci BupobHuyTea 13, a came,
3MiHa TpuBanocTi 36epiraHHs Hepo3dhacoBaHOro
BVXifHOro po3uunHy /13, Lo noB'A3aHa 3 A0AaHHAM
po3mipy cepii 1000 n1 40 BXe iCHyloUMX PO3MiIpiB cepil
100 n Ta 300 N. 3miHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOBGHMLTBI. 3MiHU Y
npoveci BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby,
BK/THOH@I0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (iHLi
3MiHM). 3MiHa Yacy nepemillyBaHHs PO3UVHIB, SAKi
BUKOPVCTOBYIOTHCS 47191 NPUTrOTyBaHHSA /13 3 MeTol0
BAOCKOHAJIEHHS TEXHOJIOTNYHOrO NPOLECy, WO
nos'si3aHa 3 foAaHHsAM po3mipy cepii 1000 11 oo Bxe
icHytoumx po3mipis cepii 100 1 Ta 300 1. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AOMyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cnevuugikalisx, nig yac
BMPOBGHMLTBA FOTOBOrO NiKApCbKOro 3acoby (iHLwi
3MiHM). 3MiHa YacToTK BUNPOGYyBaHHSA OAHOL030BMX
dhnakoHiB 3a NOKa3HMKOM Maca HanoBHEHHS,
BCTAHOB/IEHOI y creumdikalisx nig vyac BMpo6bHMLTBa
N3 (Ctagia V HanoBHeHHS | 3aKynoproBaHHS) -
3aTBEPMKEHO: (Maca HarnoBHEHHS NepeBipsaeTbLCA
npuHalimMi KOXHi 2 rogvHy Ha 30 0fHOA030BUX
KOHTEliHepiB); 3anponoHOBaHO: (Maca HanoBHEHHS
nepeBipAeTLCS KOXHY FOAYHY BNPOAOBX NepLunx 4
rOAVH HanOBHEHHS, a MOTIM KOXHI 2 roavHu Ha 25
01HOZ1030BUX KOHTeHepax). 3MiHu | Tuny - 3miHn 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHULTBI. 3MiHK BUNpobyBaHb abo AoNyCTUMMNX
MEX, BCTAHOB/IEHMX Y cneumdikalisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(nofaBaHHs HOBOTO MeTOAY BUNPOOYBaHHS Ta
ponyctummx mex). flogasaHHs BUNPOOyBaHHSA
LjinicHOCTI chinbTpa 3a AONOMOroH 3BOJIOKEHHS BOAOH
[0 iCHy04Oro BMNpobyBaHHSA 3a [0NOMOroH
3BOJIOXEHHSA po3unHoM B (Ctagis IV. MpurotyBaHHA
KIHLLEBOTrO BMXiZHOr0 Po34mnHy). 3MiHK | TURY - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL,
Ha SKil 3[jCHI0ETLCA KOHTPO/Ib/BUNPODBYBaHHSA cepil).
[lonaBaHHsA anbTepHaTMBHOI AiNbHUL
MiKpPOG6i0/10riYHOro BUNPOOYBaHHA KIHLEBOrO NPOAYKTY.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpyUAaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO NikapCbKOro 3acoby
(36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Micns nepLuoro pos3kpuTTS
(niaTBEPOXKYETHCA AAHUMW PeasibHOro Yacy).
36inbLIeHHs TepMiHy npugaTtHocTi /13 nicns nepLioro
BiAKPWTTA (calle), WO NiagTBEPMKYETLCA AaHUMN i3
BMBYEHHS CTabiNIbHOCTI B peaslbHOMY 4aci:
3aTBepmxeHo: (7 gHiB); 3anponoHosaHo: (10 gHis).
3miHu |l TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHM BUNPO6YBaHb a60
[0NyCTUMUX MEX, BCTAHOB/IEHMX Y crneumdikayisx, nig
Yyac BMpOOHULTBA FOTOBOrO /liKapCbKOro 3acoby
(pO3LWMpPEHHS 3aTBEPAKEHUX AONYCTUMUX MEX ANs
NOKA3HUKIB, SIKi MOXYTb MaTu iCTOTHWIA BN/IMB HA
3arasibHy SKiCTb FOTOBOrO /liKapCbKoro 3acoby).
Po3LmpeHHs Mex, BCTaHOB/IEHNX Y creuudikaisx,
[ONA Macy HanoBHEHHS B O4HOL030Bi h/1akoHW Mig, yac
BMpobHuuTBa 13 i3 0,27 r Ha gianasoH 0,25 -0,31r
(Ctagis V HanoBHEHHS | 3aKyNOpOBaHHS).

253.

MOHTEIEH

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO0, No 10 wmr;
no 10 TabneTok y
6nicTepi, no 3
6nictepu y Kopobui

leTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH [0
po3ainy «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXKAEHHLIM
TEKCTOM MapK1MpoBKW. OHOB/IEHHA TEKCTY MapKyBaHHS
YMakKoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
iH(bopMmauii WwoA0 3a3Ha4YeHHs OAUHULbL BUMIPIOBaHHSA
y cuctemi Sl. BBeieHHs 3MiH NPOTAromM 6-Tn MicsLiB
nicns 3aTBepmKeHHs

3a
peyerimom

UA/17104/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
254. | MYKANTUH® | Ttabnetku no 50 mr, no MAT YkpaiHa MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 6e3 UA/1982/02/01
10 TabneTok y "Tanuucpapm” TUMY - 3MiHU 3 KOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenma
cTpunax; no 10 CucTema KoHTelHep/3aKynoptoBasibHUA 3aci6. 3miHa
Tabnetok y cTpumi; no napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
3 cTpunu B navi; no NepBUHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
30 TabneTtok y (iHLWi 3MiHW); CynyTHA 3MiHa - 3MiHW 3 AKOCTI. [0TOBUIA
KOHTeliHepi; no 1 nikapcbknii 3aci6. Cuctema
KOHTeliHepy y nauui; KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y MeToax
no 10 TabneTtok y BMNPOGYBaHHSI NEPBMHHOI YNAKOBKM FOTOBOIO
6nictepax; no 10 nikapcbKoro 3acoby (iHwi 3MiHM y meToaax
Tabnetok y 6nictepi; BMNPO6YBaHb (BK/IOYalouM 3aMiHy abo fofasBaHHs))
no 3 6nictepu B nauui (B.11.r.3. (6) IB)— BHECEHHSA 3MiHM Yy peecTpauiiHe
pocke 13, a came oHOBAEHHA po3giny 3.2.P.7.
CuncTeMa KoHTeilHep/ 3aKynoptoBasibHi 3acobu, y
3B'A3Ky 3 BHECEHHSAM 3MiH A0 cneuudikauii Ha
KOHTEliHepy NIacTVKoBi, A0 po3ainy «OCHOBHI
po3Mipu» (MPOMOHYETHLCA 3aMiHUTK NOKA3HWK
«HoMiHaNbHa MICTKICTb» Ha NOKa3HWUK «[MOBHWIA
06’€M» Ta 3MIHUTK JONYCTUMI MeXi AaHOro nokasHuka
320£1,5 mn o 23,9+1,5 M; 3miHa fONYCTUMUX MEX M.
«BucoTa koHTeliHepa» 3 45+0,6 Mm A0 45+1 Mm);
3MiHV 40 po3ainy «30BHilWHIl BUrnag» (HagaHa 6inbLu
posmpeHa iHpopmauis)
255. | HA3IK® cnpeii HasaslbHUiA, Kaccenna-ven | HimeuunH Knoctepchpay HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/9132/01/01
po34uH; no 10 mny v6X & Ko. Kl a BepniH MTv6X TUNy - NOAaHHA OHoB/leHoro CepTudikary peyenma
dhonakoHi; no 1 BiAnoBigHOCTI EBponeiickkili hapmakonei R1-CEP
hnakoHy 3 HacagKow 2006-233-Rev 02 (nonepeaHs Bepcist R1-CEP 2006-
015 PO3NUIEHHA B 233-Rev 01) Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
KapTOHHI KopobLi; no BASF SE ana A®| gekcnaHTeHony
10 mn y chnakoHi; no 1
donakoHy pasom 3
thikcoBaHoO
Hacafkow Ans
po3nWeHHs B
KapTOHHI Kopoo6Li
256. | HAIBY®IH PO34MH NS iH'EKLIN, PycaH ®apma IHais PycaH ®apma /114 IHais BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/9424/01/01
IH'EKLI 10 10 mr/Mmnno 1 mns nrtp Tuny - 3MiHu Woao 6e3nekn/edpeKkTBHOCTI Ta peuyenmom
Mr amnyni; no 10 amnyn y hapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHSA TEKCTY
KapTOHHIN ynakoBuUi MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
BHECEHHSAM iHhopmMaLi LWoA0 3a3HauYeHHA OANHUL
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
«MapkyBaHHs» MK#A /13: 3aTBepaxeHo:
MAPKYBAHHA fopaeTben (aus. JogaTok 1)
3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBELEHHS
3MiH NPOTAroM 6 MicsLiB NiC/A 3aTBEPAKEHHS.
257. | HANBY®IH PO3YMH ANA H'EKLN, PycaH ®apma IHAjisA PycaH ®apma JiTa IHAiA BHECEHHS 3MiH 10 peecTpavyjiiiHnux maTtepianis: 3MiHu | 3a UA/9424/01/02
IH'EKLII 20 20 mr/Mnno 1 mn B Nitg My - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr amnyni; no 5 amnyn'y hapmakoHarnsgy (iHwi 3mMiHn) - OHOBIEHHS TEKCTY
KapTOHHIA ynakoBLi MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHUL
BVMIipIOBaHHSA y cuctemi Sl. BHeceHHs 3MmiH [0 po3giny
«MapkyBaHHs» MKA J13: 3aTBepaKeHo:
MAPKYBAHHSA fopaeTtbea (avs. flogatok 1)
3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY MapkyBaHHS. TepMiH BBEEHHS
3MiH NPOTAroM 6 MiCALIB MiC/S 3aTBEPKEHHS.
258. | HEBIBO/ON Tabnetkn no 5 mr no 7 CTALA HimeyunH CTALA HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/14970/01/01
CTALA® TabneTtok y 6nictepi; ApuHaiimitTTen a ApuHaiimitrens Al TMny - 3MiHa y napameTpax cneundikadii Ha AP, a peuenmom
no 4 6nictepu y b Al came 3MiHa diana3oHy BU3HaYeHHS BMICTY nannagitio B
KapTOHHIA Kopoo6Li A®I, 110 BUKOPUCTOBYETLCSA BUPOOHKOM Hetero Drugs
Limited, IHais: 3anponoHoBaHo: Palladium (Pd) - < 15
ppm
259. | HEBIBONON Tabnetkn no 5 mrno 7 CTALOA HimeyunH CTALOA HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/14970/01/01
CTALA® Tabnetok y 6nictepi; ApuHaiimiTTen a ApuHaiimiTrens Al TUMY - BBEAEHHA A0ATKOBOro BUPO6HMKa API peyenmom
no 4 6nictepn y b Al Heb6isonony rigpoxnopug Zhejiang Ausun
KapTOHHIA Kopoo6Li Pharmaceutical Co., Ltd. 3 HagaHHAM MalicTep-ghaiina
Ha A®I; 3anponoHoBaHo: MeTepo Aparc Jlimites
(Hetero Drugs Limited), IHgis; >XesiHr AycyH
dapmacstoTikan Ko., Itg. (Zhejiang Ausun
Pharmaceutical Co., Ltd.), Kutai
260. | HEBIBOMON Tabnetkn no 5 mr no 7 CTALA HimeuunH CTALA HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasis: 3MiHu | 3a UA/14970/01/01
CTALA® Tabnetok y 6nictepi; ApuHaiimiTTen a ApuHalimitrens Al UMy - 3MiHa y MeTofax BunpobysaHHs Adl, a came peuyenmom
no 4 6nictepu y b Al [OMNOBHEHHA aNbTepHaTUBHOI aHaNiTUYHOI npoLeaypu
KapTOHHI/ KopoobLi BM3HA4YeHHs BMICTY nasinagito B Adl, wo
BUKOPUCTOBYETbLCA BUPOOHUKOM /13 (9001269 Pd
Assay (AAS meToauka))
261. | HENPOMY/Ib | Ta6neTku, BKpWTI TOB «BAYL YkpaiHa I.J1. dapma 'm6X, ABCTpIs BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/5926/01/01
TUBIT nNiBKOBOIO XENC» ABCTpIg; TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6. peyenma
o60noHkoto, no 10 BMPOGHMK CucTema KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa

Tabnetok y 6nictepi;
no 2 6nictepu B
KOpo6L,i 3 KapTOHY

BignoBigabHWiA 3a

BUMYCK NPOAYKTY:

I.J1. dapma M'm6X,
ABcTpis

pO3Mipy ynakoBKv rOTOBOrO JlikapcbKoro 3acoby (3MiHa
KINbKOCTI oguHuupb (Hanpukniag Tabnetok, amnyn
TOLLLO) B yNakoBLi:) - 3MiHa y Aiana3oHi 3aTBEpAKEHNX
pO3MipiB ynakoBku. 3MiHa KiflbKOCTi TabneToK y
6nictepi, 6€3 3MiH NEPBMHHOIO NakyBas/IbHOIO
marepiany Ta 3 BifnoBiAHMMM 3MiHAMMW A0 p.YNakoBKa.
3MiHU BHECeHi B po3ain "YnakoBka" B iHCTPYKL,ito ANs
MeANYHOro 3acTocyBaHHA NikapcbKoro 3acoby (3miHa
KiNIbKOCTi TabNeToK y 6nicTepi), K HaciaokK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHA 4151 BigNOBIAHOI
ynakoBku (6nictepa). BBeeHHA 3MiH NPOTArom 6-1u
MicsLiB nicnsa 3aTBepAyKeHHs. 3MiHu | Tuny - 3MiHN
LoAao 6e3nekn/edyeKTUBHOCTI Ta papmakoHarnsagy
(iHWi 3miHW). OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii oo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HaYeHHs O4MHULL BUMIPIOBaHHSA Y cucTemi Sl.
3amiHa rpaciyHoro ohopmMIEHHS NePBUHHOI Ta
BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BiANoOBigHMMYK 3MiHamK 4o po3ginis MKA N3 (po3ain
«["pachuyeckoe ochopmeHne
ynakoBkn»(CoOoTBETCTBYET NpeAocTaB/IeHHOMY
rpacpuyeckoMy M306pakeHnI0 YNakoBKN) 3amiHEHO
po3ginom «MapkysaHHA»( BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs)). BBegeHHs 3MiH
NpPOTArom 6-Tu MicALiB Nic/1A 3aTBEPAKEHHS.

262.

HEWPOM/NAH
T

TabneTkn, BKPUTI
060/10HKOI0, M0 20
Tabnetok y 6nictepi;
no 1 a6o no 2
6nicTepy B KAPTOHHIi
Kopoobui

[Op. Binbmap
LLiBabe Mv6X i
Ko. Kl

HimeyunH
a

[Op. Binbmap LUBa6e
v6X i Ko. KI

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - 3amMiHa po3giny
«[pachiyHe 306paXkeHHs YNakoBKu» Ha po3fin
«MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MAPKYBAHHS#A 3rigHo 3aTBEpAXXEeHOro TeKCTy
MapKyBaHHS.
3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NikapCbKoro 3acoby LL0AO 3a3HaYeHHS OAUHULb
BMMIpIOBaHHs y cuctemi Sl

6e3
peyenma

UA/0414/01/01

263.

HEMPOTPON
NH-
MEKCUBEN

PO3YMH A8t iH'EKUIN 5
%, no 2 mn B amnyni;
no 5 amnyn y 6nictepi;
no 2 6nictepun B navi
3 KapTOHY

Pyn
"Benmegnpen
aparu”

Pecny6nik
a
Binopycb

Pyn
"Benmepgnpenaparun”

Pecny6nika
Binopycb

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu |
TUNY - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHsa AP| abo BUXigHOro
mMartepiany/npomikHOro NPoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa A®| (iHLwi
3MiHM Y MeTofax BUNpo6yBaHHS (BKIOYaKOUN 3aMiHy
ab0 A0onoBHeHHs) A®| abo BMXiZHOrO/MPOMIDXKHOTO
NPOAYKTY) - CYNyTHA 3MiHa: 3MiHU 3 AKOCTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikawiii
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisix Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPO6HMUTBA ADI (iHWi 3MiHKM) - 3MiHa y MeTogax
BUNpoGyBaHHSA ADI: - METO/ BU3HAYEHHS CYMYTHIX
[OOMILLIOK 3MiHEHO i3 3acTapinoro TLWX Ha 6inbLu
cyyacHuii metog BEPX, sk Hacnigok 3MmiHa
[onycTuMmx Mex cneyudikauii (3anponoHoBaHo:
«ConyTcTByloLMe npumeck: nobas efMHNYHas
npumeck — He 6onee 0,1 %, cymma npumecein — He
6onee 0,5 %»)

3a
peyenmom

UA/11143/01/01

264.

HEOrEMOJAE
3

pO34nH ANa iHdys3ilt
no 200 mn a6o no 400
M/ Y MAsILLKaxX

MpusatHe
akuioHepHe
TOBapUCTBO

"lHdpysia”

YkpaiHa

MpusatHe
akujioHepHe
TOBapuCTBO

"lHdpysia”

YkpaiHa

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3miHu |l
TUNY - BBEAEHHS HOBOI MSALLKN CK/IAHOT HOMiHa/IbHOKO
MiTKicTio 250 cm3 Bif HOBOro B1UpobHuKa TOB
«ManuHiBCbKMiA Ckno3aBoa», YKpaiHa, ska Mae
He3HauHi 3MiHM SKICHOTO Ta Ki/IbKiCHOTO cknagy ckna
Bifl 3aTBEPKEHNX NIALLOK CKNSHUX BUPOGHUKIB MPAT
«bio mep ckno», YkpaiHa Ta MpAT «KocToninbCbkuii
3aB0J, CK/10BMpPO6iB», YKpaiHa. HAK HACMiA0K BHECEHHSsI

3a
peyerimom

UA/11070/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHMX 3MiH y cneuudikaLilo Ha CKISHI NASLWKN
(JoNOBHEHHS iHhopMaLii LoA0 HOBOro BUPOOHUKA,
NO3HAYEHHS N/IALLIOK Ta MaUTHOHKA NAISLLIKK)

265.

HIKOPETTE®
31 CMAKOM
CBDKMX
DPYKTIB

rymMKa xXyBasibHa
nikyBasibHa no 2 mr,
no 15 rymok
XyBaslbHUX y 6nicTepi;
no 2 6nictepu B
KapTOHHI ynakosL,i

MakHin Ab

LBeuis

MakHin Ab

LBeuis

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu |
TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYaKun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuisi: ArHeluka Meityep- [aHH /
Agnieszka Majcher - Dann. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 32
thapmakoHarnag. 3MiHa Micus 34ilACHEHHSI OCHOBHOI
LisiNbHOCTI 3 thapmakoHarnagy. 3miHa
MiCLie3HaxoMKeHHs macTep-haiina

6e3
peyenma

UA/8921/01/01

266.

HIKOPETTE®
3l CMAKOM
CBDKMX
DPYKTIB

ryMKa xysasibHa
nikyBasnibHa no 4 mr,
no 15 rymok
XyBaslbHUX Yy 6nicTepi;
no 2 6nictepu B
KapTOHHIN ynakoBuUi

MakHin Ab

Lseuis

MakHin Ab

Lseuis

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisgy B YKpaiHi, SKLLO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuisi: ArHeluka Meityep- [aHH /
Agnieszka Majcher - Dann. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
thapmakoHarnag. 3miHa MicLs 34ilACHEHHSI OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MiCLLe3HaxX04KEHHS MacTep-thainna

6e3
peyenma

UA/8921/01/02

267.

HIMECYNIA

nopoLUoK (cybeTaHList)

MpuBatHe

YKpaiHa

AapTti fpars Jlimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHMX MmaTepianis: 3MiHu |

UA/13773/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y NoABIHNX NakeTax 3 akuioHepHe TMny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTI/IE-
nonieTuneny ans TOBapucTBO cepTudikaT BiAnNoBigHOCTI EBponeichkiii
hapMaLeBTUYHOIO “NekxiMm — hapmakonei/moHorpadii. NMogaHHa HoBoOro abo
3acTocyBaHHs Xapkis” OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo

BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeichkii
thapmakonei Ne R1-CEP 2002-046-Rev 06
(3aTBepmxeHo: R1-CEP 2002-046-Rev 05) ana gitoyoi
peyosuHn Nimesulide Bif BXxe 3aTBEpXEHOr0
BMpOoGHMKa Aarti Drugs Limited, sik Hacnigok 3miHa
anpecu BupobHuka APl 3atsepmkeHo: Plot. No. Ne-
198, M.I.D.C., Tarapur, Boisar, Tal. Palghar, Dist
THANE Mabharashtra, India JinsHka Ne N-198,
M.L.A.C., Tapanyp, Boiicap, Tan. Manrap, p-H TaHe,
MarapawuTpa, IHgis 3anponoHosaHo: Plot. No. N-198,
M.1.D.C., Tal. Palghar, District Thane, India -401 506
Tarapur, Maharashtra finsiHka Ne N-198, M.1.A.C.,
Tan. Nanrap, p-H TaHe, IHAif-401 506 Tapanyp,
MarapaluTpa -3mMiHu 3a p. «YnakoBka»: 3aTBepAKeHO:
B noggiliHnx naketax 3 NOieTUNEHY, siKi BMILLEHI Y
KapTOHHWI 6apabaH. Ha 6apabaH HaknewTb
eTukeTkn. 3anponoHoBaHo: B noagiiiHyx nakeTtax 3
nonieTuneny, siki BMiLeHi y nonietTuneHosuii abo
hibpoBwuii 6apabaH. Ha 6apabaH HaknewTb
€TUKETKY. - NPUBELEHHA METOAMKN KOHTPOO Ad| 3a
NOKa3HUKOM «3a/IMLLKOBI KiNIbKOCTi OpraHiyHnx
PO3YMHHWKIB» Y BifgNoBigHICTb A0 BUMor CEP. - 3miHa B
MPOEeKTi 3MiH 40 METOAIB KOHTPOJIIO AKOCTi cybCTaHL,i
B cchepi 3acTocyBaHHA AdI, a came: (3aTBepKEHO:
[ANs BUPOBGHMLTBA HECTEPUTBHUX NMiKAPCbKMX hopM;
3anponoHoBaHo: A1 dhapmaLeBTUYHOro
3acToCyBaHHs); 3MiHU | TUNY - 3MiHU 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
3MiHuW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb A0 MOHOrpadii PY abo €Bponencbkoi
hapmakonei, abo iHLIOi HaljoHaIbHOT hapmakonei
nepxasun €C (3MiHa y cnewudikalisx, nos'sasaHa 3i
3miHamu B [1PY, abo €sponelickkiin thapmakonei, abo
iHWWIN HauioHanbHI thapmakonei gepxasu EC)
CynyTHs 3MiHa
- 3miHu 3 AkocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BpPONEnchbKil
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakonei/MoHorpadii. 3mMiHuW, NoB'A3aHi 3
HEOB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY a6o €sponeiicbkoi hapmakonei, abo
iHLWOT HaljioHanbHOT chapmakonei aepxasu €C (iHLi
3MiHW) - NpUBEAEHHS cnevumdikauii Ta MeTosiB
KOHTponto A®I y BignoBiAHICTb A0 BUMOT MOHOrpadii
EP, 30kpema Buy4YeHHs nokasHuka «Baxki meTanu»,
Ta NpvBeAEeHHs MeTOAMKMN 3a NOKa3HUKOM «CynpoBiaHi
[OMILLKM» 0 BUMOT MoHorpadii EP.
268. | HOBATPA TabneTku, BKpUTI €BPO IHais MapkcaHc ®apma IHais BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/9740/01/02
100 nNiBKOBOIO NANGKEP ntp, TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
060/10HKOI0, N0 100 Mr MPANBIT thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
no 1, 2 abo 4 NIMITEL MapKyBaHHS! yakoBKU NikapcbKoro 3acoby 3
Tabnetkn y 6nictepi, BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
no 1 6nictepy B BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH NPOTAroM
KapTOHHI Kopobuj; no 6-Tn MicALIB NicNsA 3aTBepPKEHHS
4 TabneTkn y 6nictepi;
no 2 6nictepn y
KapPTOHHI KOpooLyi
269. | HOBAIPA 50 | Tabnetku, BKpUTI €BPO IHAjisA MapkcaHc ®apma IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/9740/01/03
NNiBKOBOIO NANGKEP NTp, TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
060/10HKOt0, N0 50 Mr MPAVBIT thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
nol, 2a6o4 NIMITEL MapKyBaHHS YNakoBKM JliKapCbKoro 3acoby 3
Tabnetkn y 6nictepi, BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHsS OAVHULb
no 1 6nictepy B BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
KapTOHHIlA Kopo6Li; no 6-TW MicsLiB NiCNsA 3aTBEPIKEHHS
4 TabneTkn y 6nictepi;
no 2 6nictepu y
KapTOHHI KOpo6Li
270. | HOBOMY/IbM | nmopoLuok Ans MEJA ®apma | HimeuunH BVPOGHMLTBO, HimeuyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4376/02/01
OHE iHransyjin no30BaHwui, 'M6X eHg Ko. a nakyBaHHs, IpnaHgais My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peuyenmom
HOBOJIAN3E | 200 mkr/go3y; no 2,18 KI KOHTPO/b cepii: thapmakoHarnagy (iHwi 3MiHu).
P® r nopowky (200 go3) y MEOA 3MiHM BHECEHI A0 IHCTPYKLi 415 MeguyHoro
KapTpuaxi; no 1 MeHbtodhekuepuHr 3aCTOCYBaHHSA MiKapCbKoro 3acoby LL0J0 KOHTAaKTHUX
KapTpuaxy B M6X, HimeyunHa; [aHVX 415 NOBIJOMIEHHS NPO BUHUKHEHHS NOBIYHMX
KOHTeliHepi; no 1 anbTepHaTuBHe peakuiii. 3minn Il Tuny - 3miHn Wwoao
KOHTEliHepy y MicLLe BTOPMHHOIO 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy. 3mMiHn y
KOMMAEKTi 3 nakyBaHHs: KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKkcTi
iHransATopom y Pow-Aenbta Mv6X, MapKyBaHHS Ta IHCTPYKU|ii A1 MeANYHOro
KapTOHHIA nayuj; no HimeuuunHa; 3acToCyBaHHSA y 3B'A3KY i3 HOBUMUW AAaHUMW 3 AKOCTI,
2,18 r nopotuky (200 BUMYCK Cepii: OOKNIHIYHUMU, KNIHIYHAMW JaHUMK Ta aHUMK 3
[03) y kKapTpuaxi; no 1 MEJA ®apma M'meX hapmakoHarnsgy. 3mMiHM BHECEHI 0 IHCTPYKLUii ans
KapTpuaXy B eHg Ko. KT, MeAMYHOro 3aCcToCyBaHHA MikapCbKoro 3acoby y
KOHTeliHepi; no 1 HimeuuunHa; po3ginu: "®apmakosnoriyHi BnactneocTi", "MokasaHHa"
KOHTEliHepy y anbTepHaTuBHe (yTouHeHHs iHchbopmaui), "MNpoTrnokasaHHsA",
KapTOHHI navi MicLLe BTOPMHHOTIO "B3aemogis 3 iHWMMM NiKapcbknumu 3acobamu Ta iHLi
nakyBaHHs, BUAM B3aeMogiii", "Oco6IMBOCTI 3aCTOCYBaHHA",

KOHTPO/Ib Cepil,

"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHs
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUWMYCK Cepii:
MakOepmoT
Na6opatopiz T/A
MaiinaH Oy6niH
PecnipeTopi,
IpnaHgis

rpyaato”, "Cnoci6 3actocyBaHHA Ta fo3un” (iHdopmauis
oo 6esnekn), "Oitn" (3aTBEpAXEHO: "He
3aCTOCOBYBaTU AiTAM BIKOM [0 5 pokiB";
3anponoHoBaHo: "He 3acTocoByBaTy AiTAM BiKOM [0 6
pokis"), "Mepeno3yBaHHs", "Mob6iuHI peakwii”
BiANOBIAHO A0 Marepianis peecTpauiiHoro JocCbe.

271.

HOPKONYT®

TabneTkn no 5 Mr no
10 TabneTok y
6nicTepi, no 2
6nicTepy y KapTOHHIl
ynakoBLi

BAT "TefeoH
PixTep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHWM BHECEHI 40
IHCTPYKUIT AN MEANYHOTO 3aCTOCYBaHHSA NMIKapCbKOro
3acoby Ao po3ginis:" MNpoTunokasaHHs", "B3aemogis 3
IHLWIMMKW nikapcbKMKW 3acobamMu Ta iHLWi B1am
B3aemogiit”, "Ocob6MBOCTi 3aCTOCyBaHHA" LLLOA0
6e3nekn 3acTocyBaHHs filo4oi peyoBuHW. BBegeHHs
3MiH NPOTAroM 3-x MicAUIB NiCNA 3aTBEPLKEHHS; 3MiHU
| TMny - 3miHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI A0
IHCTPYKUIT AN MEANYHOTO 3aCTOCYBaHHSA NMiKapCbKOro
3acoby Ao po3ginis:" MNpoTtunokasaHHs", "Oco6UBOCTI
3acTocyBaHHSA", "3acToCyBaHHS Y Nepiog, BarirTHOCTI
abo rogyBaHHSA rpyaar”, "Cnocié 3actocyBaHHsA Ta
[031" 1Woao 6e3neky 3acToCyBaHHS Ait0H0I PEHOBUHM.
BBefeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPKEHHS; 3MiHU | Tuny - 3MiHK Wwoao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) - 3MiHV BHECEHI A0 IHCTpYKLii A5 MeguyHoro
3aCTOCYBaHHS /ikapcbkoro 3acoby Ao po3giny
"B3aemopis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLLi
BMAM B3AEMOZjN" 040 6e3nekn 3acToCyBaHHS Aitouoi
peyoBuMHW. BBeAEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/7288/01/01

272.

OKCUKOPT

aepo3o0/b 415
3acTocyBaHHA Ha
LUKIpY, CycreHsisa no
(9,30 mr+3,10 mr)/r no
32251y
aepo30/1IbHOMY
6as1oHi; no 1 6as10Hy B
KapTOHHIA Kopoo6Li

TapXOMiHCbKK
n
thapmavreBTuy
HWIA 3aBOf,
"Monbgpa" AT

MonbLia

TapXxOMiHCbKNIA
hapmaLeBTUYHNI
3aBof, "Monbga" AT

MonbLa

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHS Y3ara/lbHEHUX AaHUX PO cUcTeMy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3pjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.
lNponoHoBaHa pefakuis: Edyta Samela. 3miHa

3a
peyenmom

UA/6469/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
BiANoBiAa/IbHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6YU
3asBHUKA, BiANOBIAA/IbHOI 32 hapMakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: YpeTiii Cepriid
IBaHOBUY. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOI 0Co6K
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
dhapmakoHarniag B YkpaiHi
273. | OKCO/IH- masb, 2,5 mr/r; no 10 r MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/6926/01/01
AAPHULUA y Ty6i; no 1 Ty6i B "®GapmauesTu "bapmaueBThyHa MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
nauui yHa hipma ipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu fo
"AapHnus” y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarfisgy) - 3miHa
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Typok B'suecnas
B'AvyecnasoBuy
274. | OKTAHIH ® MOPOLLIOK A1 PO3UUHY OkTadapma ABCTpis Oktadpapma fleccay | HimeuyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14330/01/03
1000 MO A8 iH'ekuin no 1000 dapmaueBTUK M6X , HimeuyunHa ABcTpisi/ TUNY - OHOB/IEHHA MacTep-gialisia Ha naasmy. peyenmom
MO; kapTOHHa a (BUPOGHWMK ®paHuin 3anponoHoBaHo: Plasma Master File Certificate Ne
Kopobka Ne 1: o 1 MpopaykTioHcre (anbTepHaTUBHUIA), EMEA/H/PMF/000008/05/11/015/G; 3miHu | Tvny -
donakoHy emHicTio 30 c. M.6.X. BignoBiga/IbHWIA 3a OHOBJ/IEHHS1 MacTep-haiina Ha nnasmy.
MJ1 3 MOPOLLKOM ANs BTOPUHHE 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34UHY OS5 iH EKLiA; nakyBaHHs); EMEA/H/PMF/000008/05/AU/016/G; 3MiHu | Tuny -
KapTOHHa Kopobka Ne OkTahapma OHOBJ/IEHHS1 MacTep-haiina Ha nnasmy.
2: no 1 donakoHy 3 $apmaueBTrKa 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34MHHMKOM (BOgA MpopaykTioHcrec EMEA/H/PMF/000008/05/11/017/G; 3miHu | Tvny -
ONs iv'ekyin, 10 mn) y M.6.X., ABCTpIst OHOBJIEHHS1 MacTep-haiina Ha nnasmy.
KapTOHHilA KopooLi (BUPOGHMK, 3anponoHoBaHo: Plasma Master File Certificate Ne

pa3oM 3 KOMMIEKTOM
[N PO3UMHEHHS Ta
BHYTPiLLHOBEHHOTO
BBEeAEHHs (1 wnpuy,
opHopasosuid, 1
KOMNNEeKT ans
nepexocy (1
[BYXKiHLeBa rosika, 1

BifNOBigaNbHWIA 3a
BUPOBHMLTBO 3a
NMOBHUM LMKIOM);

OkTadhapma,
®paHuia (BUPOOHUK,

BiANoOBigabHMI 3a
BMPOGHMLTBO 3a

MOBHUM LWK/IOM, 3a

EMEA/H/PMF/000008/05/AU/018/G; 3minn | Tuny -
OHOBJIEHHA MacTep-ghalina Ha nnasmy.
3anponoHoBaHo: Plasma Master File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G; 3minu | Tuny -
OHOBJIEHHA MacTep-ghalina Ha nnasmy.
3anponoHoBaHo: Plasma Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/G; 3miHn | Tuny -
OHOBJIEHHA MacTep-halina Ha nnasmy.

hinbTpoBasbHA BUK/IHOYEHHAM 3anponoHoBaHo: Plasma Master File Certificate Ne
ronka), 1 komnnekr BTOPWHHOT EMEA/H/PMF/000008/05/11/021/G; 3miHn | Tvny -
ONs iHdysili (ronka- yMaKoBKK) 3MiHM Y aHaNITUYHIA MeToaunLi 3 BU3HAYEeHHS BOAM B
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MeTenuk), 2 nioghinizoBaHnx NpoaykTax 3a Metogom Kapna
NPOCOYEHUX CNNPTOM ®diwepa, a came fofaBaHHA eTaniB nepemillyBaHHs
TamnoHu); kopobku Ne Ha opbiTanbHOMY Lwelikepi NpoTarom 30-Tv XBUIUH Ta
1T1aNe2 BiJCTOOBaHHS NPOTAroM 15-Tvi XBUAVH
06’€AHYI0TLCS MK
€060t N1acTUKOBOIO
N/1iBKOKO
275. | OKTAHIH © NOPOLLOK A/19 PO3UYNHY OkTathapma ABCTpIst Oktadapma [eccay HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14330/01/01
250 MO Ans iH'ekuin no 250 PapmaLeBTUK v6X , HimeuunHa AscTpisi/ TUMY - OHOB/IEHHA MacTep-dhaiina Ha nnasmy. peyenmom
MO; kapToHHa a (BUPOGHWMK PpaHuin 3anponoHoBaHo: Plasma Master File Certificate Ne
Kopobka Ne 1: o 1 MpopaykTioHcre (anbTepHaTUBHWUIA), EMEA/H/PMF/000008/05/11/015/G; 3miHu | Tvny -
onakoHy emHicTio 30 c. M.6.X. BignoBigasIbHMIA 3a OHOB/IEHHS MacTep-haiina Ha nnasmy.
MJ1 3 MOPOLLKOM AN BTOPWHHE 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34UHY A5 iH EKLiA; nakyBaHHs); EMEA/H/PMF/000008/05/AU/016/G; 3miHu | Tuny -
KapTOHHa kopobka Ne OkTaghapma OHOBJ/IEHHS MacTep-haiina Ha nnasmy.
2: no 1 donakoHy 3 dapmaueBTUKa 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34MHHMKOM (BO4A MpopaykTioHcrec EMEA/H/PMF/000008/05/11/017/G; 3miHwn | Tvny -
Ans iH'ekuii no 5 mn) y M.6.X., ABCTpis OHOBJ/IEHHSI MacTep-haiina Ha nnasmy.
KapTOHHIA KopoobLi (BUPOGHMK, 3anponoHoBaHo: Plasma Master File Certificate Ne
pa3om 3 KOMM/IEKTOM BiAnoBigabHUIA 3a EMEA/H/PMF/000008/05/AU/018/G; 3miHu | Tuny -
0N PO3YMHEHHS Ta BMPOGHMLTBO 3a OHOBJ/IEHHSI MacTep-haiina Ha nnasmy.
BHYTPILLUHbOBEHHOIO NOBHUM LMKNOM); 3anponoHoBaHo: Plasma Master File Certificate Ne
BBeAeHHs (1 wnpuy, Oktadhapma, EMEA/H/PMF/000008/05/11/019/G; 3miHu | Tvny -
opHopasosuid, 1 ®paHuia (BUPOOHUK, OHOBJ/IEHHS MacTep-haiina Ha nnasmy.
KOMMAEKT s BignoBigasbHWiA 3a 3anponoHoBaHo: Plasma Master File Certificate Ne
nepexocy (1 BUPOBHMLTBO 3a EMEA/H/PMF/000008/05/AU/020/G; 3miHu | Tuny -
[OBYyXKiHLeBa ronka, 1 NOBHUM LMK/IOM, 3@ OHOBJ/IEHHSI MacTep-haiina Ha nnasmy.
hinbTpoBasbHA BUK/IHOYEHHAM 3anponoHoBaHo: Plasma Master File Certificate Ne
ronka), 1 komnnekr BTOPUHHOI EMEA/H/PMF/000008/05/11/021/G; 3miHu | Tvny -
Ans iHdysin (ronka- yMakoBKM) 3MiHW Y aHaUTITUYHI METOAML 3 BU3HAYEHHS BOAM B
MeTenuk), 2 niocpinizoBaHMx NpPoAykTax 3a metogom Kapna
NPOCOYEHNX CNNPTOM ®diwepa, a came fofaBaHHA eTaniB nepemillyBaHHs
TamnoHu); kopobku Ne Ha opbiTanbHOMY Lwelikepi NpoTarom 30-Tv XBUIUH Ta
1T1aNe2 BiJICTOOB@HHSA NPOTArOM 15-T1 XBUUH
06'€AHYIOTHLCS MK
€060t N1acTUKOBOIO
MN/1iBKOO
276. | OKTAHIH @ MOPOLLOK A/19 PO3UNHY OkTadapma ABCTpis Okradapma eccay HimeuwunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14330/01/02
500 MO ONns iv'ekuin no 500 dapmaueBTUK m6X , HimeyunHa ABcTpisi/ TUNY - OHOB/IEHHA MacTep-gialisia Ha naasmy. peyenmom
MO; kapTOHHa a (BUPOGHWMK ®paHuin 3anponoHoBaHo: Plasma Master File Certificate Ne
Kopobka Ne 1: o 1 MpopaykTioHcre (anbTepHaTUBHUIA), EMEA/H/PMF/000008/05/11/015/G; 3miHu | Tvny -
donakoHy emHicTio 30 c. M.6.X. BignoBigasIbHWiA 3a OHOB/IEHHS1 MacTep-haiina Ha nnasmy.
MJ1 3 MOPOLLKOM ANs BTOPUHHE 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34MHY ANA iH'EKL;NA; nakyBaHHs); EMEA/H/PMF/000008/05/AU/016/G; 3MiHu | Tuny -
KapTOHHa Kopobka Ne OkTahapma OHOBJIEHHS1 MacTep-haiina Ha nnasmy.
2: no 1 donakoHy 3 $apmaueBTrKa 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34MHHMKOM (BO4A MpopaykTioHcrec EMEA/H/PMF/000008/05/11/017/G; 3miHn | Tvny -
ONs iH'ekuin no 5 M) y M.6.X., ABCTpIsi OHOBJ/IEHHS1 MacTep-haiiia Ha nnasmy.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI/ Kopoo6Li (BMPOGHMK, 3anponoHoBaHo: Plasma Master File Certificate No
pa3om 3 KOMIM/IEKTOM BiANoOBigabHUI 3a EMEA/H/PMF/000008/05/AU/018/G; 3MiHu | Tuny -
0N PO3YMHEHHS Ta BVMPOGHMLTBO 3a OHOBJ/IEHHS MacTep-haiina Ha nnasmy.
BHYTPILLHbOBEHHOIO MOBHVM LVK/IOM); 3anponoHoBaHo: Plasma Master File Certificate Ne
BBeAeHHs (1 wnpuy, OkTadhapma, EMEA/H/PMF/000008/05/11/019/G; 3miHu | Tvny -
opHopasosuid, 1 ®paHuia (BUPOOHUK, OHOB/IEHHS MacTep-haiina Ha nnasmy.
KOMMNEKT ANs BignoBiganbHWi1 3a 3anponoHoBaHo: Plasma Master File Certificate No
nepexocy (1 BUPOBHULTBO 3a EMEA/H/PMF/000008/05/AU/020/G; 3MiHu | Tuny -
[OBYyXKiHLeBa ronka, 1 NOBHUM LMK/IOM, 3@ OHOBJ/IEHHS MacTep-haiina Ha nnasmy.
hinbTpoBasIbHA BUIK/TIOYEHHAM 3anponoHoBaHo: Plasma Master File Certificate Ne
ronka), 1 komnnekr BTOPUHHOI EMEA/H/PMF/000008/05/11/021/G; 3miHu | Tvny -
ans iHdysin (ronka- yMakoBKM) 3MiHW Y aHaUTITUYHI METOAML 3 BUSHAYEHHS BOAM B
MeTenuk), 2 nioghinizoBaHnx NpoaykTax 3a Metogom Kapna
NPOCOYEHNX CNNPTOM ®diwepa, a came fofaBaHHA eTaniB nepemillyBaHHs
TamnoHu); kopobku Ne Ha opbiTanbHOMY Lwelikepi NpoTarom 30-Tv XBUIUH Ta
1T1aNe2 BiJCTOOBaHHS NPOTAroM 15-Tvi XBUAVH
06’€AHYIOTLCS MK
€060t N1acTUKOBOIO
N/1iBKOKO
277. | OKTEHICENT | po3uuH no 50 mny LLonbke i HimeuunH Ltonbke i Maiip HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 6e3 UA/4056/01/01
h1akoHi 3 Maiip TM6X a 6X TMNY - aAMiIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
posnuaoBayem; no 1 Ta/abo agpecy MicLsl NPOBAKEHHS AiS/IbHOCTI
(h/1aKOHY B KapTOHHiii BMpOBHUKa (BK/IKOYaKOUK, 38 HEOOXIAHOCTI, MicLe
Kopobui; no 50 mny NpOBeAEHHS KOHTPOJIO SKOCTI), a0 BlacHMKa Mactep-
donakoHi 3 thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHOro
BariHa/lbHUM marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
annikatopom; no 1 3aCTOCOBYHOTbCSA Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO
h/1aKoHY B KapTOHHii y [OCbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
Kopobui; no 250 mn cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
ab6o 1000 mny thapmakonei y 3aTBepXeHOMY [OCbE, ab0 BMPOGHMKaA
hnakoHax; no 250 y HOBOI JONOMIXXHOI PeYOBUHY (SIKLLO 3a3HaYeHo Y
donakoHi 3 [0CbE) - 3MiHA HaliMeHyBaHHs1 BUPO6HUKa AdI
posnuaosayemM OKTeHigiHy gurigpoxnopugy, 6e3 3amiHu micus
BMPO6HULITBA; 3anpornoHoBaHo: Sterling Pharma
Solutions Ltd., United Kingdom
278. | OMENPA30/ | kancynu no 20 mr, no Bigkpute Pecny6nik Bigkpute Pecny6nika BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/6928/01/01
10 kancyny akuioHepHe a akuioHepHe Binopycb TMNy - NnpuBefeHHs cneumdikayia /13 y BignoBigHicTb peuyenmom
6nictepax; no 3 TOBapUCTBO Binopycb TOBapUCTBO [0 MaTepiasiB peecTpaLiiiHoro AockE; 3MiHu | Tuny -
6nictepn y nauui 3 "BOPUCOBCHKM "BOPUCOBCLKUIA BBEAEHHS B cneundikauito /13 3 BignoBigHMM MeToaoM
KapTOHy 7 3aBof, 3aBOJ, MEANYHUX BUNPOOYBaHHA NoKasHMKa AKOCTI «laeHTudikaLis»;
MeUUYHUX npenaparis”, Lex 3MiHW | TUMY - BUNYYEHHS i3 3aTBEPLKEHOI
npenaparis” Ne4 crneunqikaulii He3HaYHMX NapameTpiB, a came:

«lpeHTudikauis» - KoibopoBa peakLis Ha TUTaHy
Aiokeng, i «BTpata B Maci npu BUCYLLYBaHHI» 3
BIAMOBIAHMMMN MeTOA4AMY BUNPOOYBaHHS Yy 3B'SI3KY i3
npyBeAeHHAM [0 akTyaslbHUX MaTepianis BUPOOHUKa;
3MiHU | TUNY - NpYBELEHHS METOAIB KOHTPOJIIO AKOCTI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
N3y BignoBigHicTb A0 MaTepianiB peecTpauiiHoro
[0Cbe
279. | OHOAHCETP | po3uvH ans iH'ekuiii, 2 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 3a UA/3803/02/01
OH mr/Mn no 2 mn abo 4 akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
M/1 B amnyni; no 5 TOBapucTBO TOBapuCTBO thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
amnyn B kaceTi; no 1 "HaykoBo- "HaykoBo- po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
KaceTi B nauui BUPOGHNUNI BMPOOHNYMIA LIEHTP MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOrO TEKCTY
LEeHTp "BopLyariBcbkuii MapKyBaHHSA ynakoBkn. OHOB/IEHHSA TEKCTY
"BopLuariBcbk XiMiKO- MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
Wi1 XimiKo- hapmaueBTUYHNIA BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
hapmaveBTny 3aBog" BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH NpoTArom
Hui 3aBog” 6-TV MicALiB NicNsA 3aTBEPAKEHHS
280. | OHEKNAMN3 TabneTku, BKpUTI Aypo6iHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14263/01/01
NAiBKOBOO Papma JITa Nimiten (FOHIT III) UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOH, MO 75 Mr; hapMakoHarnagy (iHwi 3MiHK) - OHOBNIEHHS TEKCTY
no 10 TabneTtok y MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
6nicTepi, no 3 BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
61icTepy B KApTOHHIl BUMIpIOBaHHs y cuctemi Sl. 3amiHa posginy
KopooLi «['padpiuHe 0hOpM/IEHHS YNaKoBKU» Ha
«MapkyBaHHs» B 3aTBepixeHnx MKA /13;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS
281. | OPMAKC Kancynu no 250 mr no CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11108/01/01
6 abo 10 kancyn y YKpaiHCbKO- icnaHcbke My - NoAaHHs oHoBrieHoro CepTudikaty peyenmom
naacTMKoBOMY icnaHcbke nigNpPUEMCTBO BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP
KOHTeliHepi; no 1 nignpYeEMCTBO "Cnepko YkpainHa" 2007-206-Rev 02 (nonepeaHs Bepcis R1-CEP 2007-
KOHTeliHepy B mauuj 3 "Cnepko 206-Rev 01) Bif BXe 3aTBEPAXEHOT0 BUPOOHUKA
KapToHy YkpaiHa" ERCROS S.A,, IcnaHis agna A®l A3UTpoMiumHy (y
hopwmi aurigpary)
282. | OPMAKC MOPOLLIOK ANt CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/11108/02/02
OpasIbHOT CycneHsil, YKpaiHCbKO- icnaHcbke TUNYy - NOAaHHA OHoB/IeHOro CepTudikarty peyernmom
200 wmr/5 mn; no 11,74 icnaHcbke nignpMeEMCTBO BiANOBIAHOCTI EBponeiickkin thapmakonei R1-CEP
I nopowky (ans 20 mn nignpyeMCcTBO "Cnepko YkpaiHa" 2007-206-Rev 02 (nonepeaHs Bepcis R1-CEP 2007-
(800 wmr) cycneHsii) "CMEPKO 206-Rev 01) Bif BXe 3aTBEPKEHOr0 BUPOOHUKA
a6o no 17,6 r nopoLuky YKPAIHA" ERCROS S.A., Icnanis g A®|I AsutpomiuuHy (y
(ansa 30 mn (1200 mr) chopwmi aurigparty)
cycneHsii) y
KOHTelHepi; no 1
KOHTeliHepy 3
[103YH0HOI0 JIOXKOKO Ta
[03Y04UM LINPULOM
283. | OPMAKC NopoLLUOK ANs CninbHe Ykpaina CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu | 3a UA/11108/02/01
Opa/IbHOT CycneHsil, YKpaiHCbKO- icnaHcbke TUMy - NOAAaHHA OHoB/ieHOro CepTudikarty peyernmom
100 mr/5 mn; no 11,34 icnaHcbke nignpMeMCTBO BiANOBIAHOCTI EBponeiickkilt hapmakonei R1-CEP
I nopowky (ans 20 mn nigNpPUEMCTBO "Cnepko YkpaiHa" 2007-206-Rev 02 (nonepepaHs Bepcia R1-CEP 2007-
(400 wmr) cycneHsii) y "CMEPKO 206-Rev 01) Bif BXe 3aTBEPAKEHOr0 BUPOBHUKA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTeliHepi; no 1 YKPAIHA" ERCROS S.A., IcnaHia gna A®| Autpomiuuny (y
KOHTeliHepy 3 hopmi aurigpaty)
[103YH0HOI0 JIOXKKOIKO Ta
[03YH0UMM LINPULOM Y
KapTOHHI nayui
284. | OPHIOA30/M- | po3uvH Ans iHdysii, 5 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/17007/01/01
AAPHMLA mr/mn; no 100 mny "®GapmauesTu "bapmaueBTnyHa MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
donakoHi, no 1 yHa hipma dipma" JapHuus" thapmakoHarnsgy. BeegeHHs abo 3miHu fo
donakoHy B mauuj "NapHuua" y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkioYakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarfisgy) - 3miHa
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Typok B'suecnas
B'ayecnaBoBuy
285. | ODEB® Kancynm m'siki no 100 Bepinrep HimeuunH MepBuHHE HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/16115/01/01
mr, no 10 kancyny IHrenbxanm a (6nictepn) Ta MRy - 3MiHW Y METOAaxX KOHTPO/IO B NPOLECi peyenmom
6nicTepi, no 6 IHTEpHeLHN BTOPUHHE BMPO6HULTBA AP| 4515 NPOMIDXHOIO NPOAYKTY
6nicTepiB Y KAPTOHHIl rM6X nakyBaHHs, eTaHcynboHaty BIBF 1120 (unmilled), a came
ynaxoBLi MapKyBaHHs, OHOBJ/IEHHA TecTy "BMNpobyBaHHS 3a/IMLLKOBUX

KOHTPO/b SKOCTI,
KOHTPO/Ib AKOCTi 3a
NOKa3HUKOM
MikpobiosioriyHa
yucToTa Ta BUNycK
cepii nikapcbkoro
3acoby: bepiHrep
IHrenbxaiim ®apma
v6X i Ko.KT,
HimeuuunHa;
Bupo6HuuTBO,
yrnakoBka Ta
KOHTPO/b SKOCTI (3a
BUK/TIIOYEHHAM
MiKpOGioorivyHol
4YMCTOTK) Kancyn
bulk (He
po3dhacoBaHoi
npoayKuiv):
KataneHt
HimeyunHa E6epbax

PO34MHHKKIB" (MEeTOZ ra3oBoi xpomarorpadisi ). Tuck y
KONOHL|i afanToBaHo A1 36iNbLUEHHS PiHULL MiX
TUCKOM Y BEPXHbOMY MPOCTOPI Ta TUCKOM KOJIOHKM Npu
KIHLEBIl TeMnepaTypi; 3mMiHW | TMNy - 3MiHK y MeToAax
KOHTPO/I0 B NpoLeci BupobHuuTea A®| gns gitoyor
PEYOBUHM HiHTEAAHIO, a came OHOBMIEHHST TECTY
"BunpobyBaHHA 3a/IMLLKOBUX PO3UMHHUKIB" (MeToq
rasosoi xpomarorpadisi ). TUCK y KOJIOHLi afanToBaHo
0151 36iNbLUEHHS Pi3HULI MiXX TMCKOM Yy BEPXHbOMY
NPOCTOpI Ta TUCKOM KOJIOHKU NPW KiHLEBIlA
Temneparypi; 3MiHu | TURY - 3MiHW Y MeTogax
KOHTPO/0 B Mpoueci BUpo6HuyTBa A®| A1 BUXigHOro
mMartepiany Xnopumig BIBF 1120, a came OHOB/EHHS
TecTy "BTpata macu npu BUCYLLYBaHHI" y po3ginax
"npoueaypa” Ta "ouiHKa" y 3B'A3KY 3 BUKOPUCTAHHAM
HOBOro 06n1agHaHHs; 3MiHK | TNy - He3Ha4Ha 3MiHa B
TecTi ldentity (IR) Ana akTUBHOT pEYOBUHW HiHTEAaHIO
040 36iNblUeHHs giana3oHy XxBWb Big "4000 go 600
cm-1" go "4000 po 400cm-1"
3MiHM | TUNY - HE3HaYHa 3MiHa B TECTYBaHHI Nanagito
(AAS) ansa fitoyoi pevyoBMHU HiHTeAAHI6 , a came 3MiHa




Ne
n/n

Hassa

dopma sunycky

3asBHUK

Kpaina

Bupo6Huk
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JNliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakoska)

3asiBHUKa

'M6X, HimeuunHa,;

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

286.

O®DEB®

Kancysm m siki no 150

BepiHrep

HimeyunH

AnbTepHaTUBHi
OinbHWU Ans
BTOPWHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JNboHepnakyHreH
yHA, oricTiwep
Cepsic e. K.,
HimeuyuunHa,;
Papm/lor dapma
NopyxicTik TM6X,
HimeuyuunHa,;
AnbTepHaTUBHI
nab6oparopii gns
npoBefeHHs
KOHTPO/IO AKOCTi (3a
BUK/TIOYEHHAM
Mikpo6ionoriyHoi
yncToTn): A eHg Em
LWrabrect FM6X,
HimeyunHa HysicaH
'm6X, HimeuunHa;
AnbTepHaTuBHa
nab6opartopis ans
npoBefeHHs
KOHTPO/O AKOCTI
Mikpo6ionoriyHoi
yuctotu: Crc
IHCTUTYT PpeseHiyc
'M6X, HimeyunHa
Nab6op N+C AT,
HimeyunHa

npo6oniAroToBKY y 3B'A3KY 3 BNPOBaAKEHHAM HOBOIO
o6nagHaHHA (Microwave equipment)

ynakoBLi

mr, no 10 kancyn y
6nicTepi, no 6
6nicTepiB y KAPTOHHiIl

IHrenbxanm
IHTEpHeLHN
M6X

a

MNepBuHHe
(6bnictepn) Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/Tb SKOCTi 3@
NOKa3HUKOM
MikpobiosoriyHa
yucToTa Ta BUNycK
cepii nikapcbkoro
3acoby: bepiHrep
IHrenbxaiim ®apma

m6X i Ko.KT,

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUMY - 3MiHW Y METOAaX KOHTPO/II0 B NPOLLECI
BMpO6HULTBA AP| 4515 NPOMIDKHOIO NMPOAYKTY
eTaHcynboHaTy BIBF 1120 (unmilled), a came
OHOBJ/IEHHS TecTy "BrnpobyBaHHsA 3a/IMLLKOBMX
PO3YMHHKKIB" (MeTOZA ra3oBoi xpomarorpadis ). Tuck y
KOMOHL afianTtoBaHo ANs 36iMbLUEHHS PISHALL MK
TMUCKOM Y BEPXHbOMY MPOCTOPi Ta TUCKOM KOJTOHKM Npwu
KIHLEBIl TeMnepaTypi; 3MiHW | TMNy - 3MiHK Y MeToAax
KOHTPOIO B npoLieci Bupo6HuLTBa APl ana girovoi
PEUYOBUHM HiHTEAAHIO, a came OHOBMIEHHST TECTY
"Bunpo6yBaHHA 3a/IMLLKOBUX PO3UYMHHUKIB" (MeToq
raszoBoi xpomartorpaqisi ). TUCK Y KOJIOHL afanTtoBaHo

3a
peyenmom

ANA 36iNbLUEHHS PI3HULL MK TUCKOM Y BEPXHbOMY

UA/16115/01/02




Ne

Hassa

dopma sunycky

3asBHUK

Kpaina
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n/n

JNliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o

287.

O®/TOKAIH-

Ma3b no 15 r abo no

MpAT

YKpaiHa

HimeyuunHa;
Bupo6HMLTBO,
ynakoBka Ta
KOHTPO/Ib SKOCTI (3a
BUK/IIOYEHHAM
Mikpo6ionoriyHol
4YnUCTOTH) Kancyn
bulk (He
po3dhacoBaHoil
npoaykuii):
KaTtaneHt
HimeuyunHa E6epbax
M6X, HimeuunHa;
AnbTepHaTUBHi
OinbHWU Ans
BTOPWHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LTeremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuuunHa;
Papm/lor dapma
NopyxicTik TM6X,
HimeuuunHa;
AnbTepHaTUBHI
nab6oparopii gns
npoBefeHHs
KOHTPO/IO AKOCTi (3a
BUK/TIOYEHHAM
Mikpo6ionoriyHoi
yncToTn): A eHg Em
LtabTect MM6X,
HimeyunHa HysicaH
'm6X, HimeuunHa;
AnbTepHaTuBHa
nab6opartopis ans
npoBefeHHs
KOHTPO/O AKOCTI
Mikpo6ionoriyHoi
yucrotu: Clrc
IHCTUTYT PpeseHiyc
'M6X, HimeuunHa
Nab6op N+C AT,
HimeuunHa

MPOCTOPI Ta TUCKOM KOJIOHKU NPW KiHLEBIl
Temneparypi; 3MiHu | Tuny - 3MiHK y MeToAax
KOHTPO/IO B NpoLieci BUPO6HMLUTBA AD| 415 BUXIAHOMO
matepiany Xnopumig BIBF 1120, a came OHOB/EHHS
TecTy "BTpara macu npu BuCyLlyBaHHI" y po3ginax
"npoueaypa” Ta "ouiHKa" y 3B'A3KY 3 BUKOPUCTAHHAM
HOBOro 061aAHaHHA; 3MiHK | TUNY - HE3HaYHa 3MiHa B
TecTi Identity (IR) 4151 aKTUBHOI peYOBUHU HiHTeaHI6
o0 36inbLweHHs diana3oHy xBub Big "4000 o 600
cm-1" go "4000 go 400cm-1"
3MiHM | TUNY - He3HaYHa 3MiHa B TECTYBaHHI nanagio
(AAS) ons gitovoi peyoBUHM HiHTeAaHI6 , a came 3MiHa
npo6oniAroToBKY Y 3B'A3KY 3 BNPOBaAKEHHAM HOBOIO
o6nagHaHHA (Microwave equipment)

nocsi04YeHHs

JAPHULA®

30 ry Ty6i; no 1 1y6iy

"®apmaLesTu

MpAT

"PapmaLieBTMYHA

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu |

3a

TMNY - 3MiHM Wwoao 6e3nekn/eddekTMBHOCTI Ta

peyenmom

UA/7088/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nadui; no 500 r a6o no
1000 r y 6aHkax

yHa dhipMa
"fNapHuua”

ipma "OapHuus”

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsagy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBigabHOT
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis: Typok B'auecnas
B'sayecnasoBuy

288.

O®/IOKCALIN
H-OAPHULA

TabneTku no 200 mr,
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nauli

MpAT
"®apmaveBTun
YyHa hipma
"fapHuua”

YKpaiHa

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu |
TMNYy - 3MiHW Woao0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx npo cuctemy apmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHUX PO cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0Co6U 3 thapmakoHarnsgy 3asasBHuKa A5
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkiYarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuin: Typok B'auecnas
B'auecnaBoBuy

3a
peyenmom

UA/1805/01/01

289.

NAPANEH®
TAM'AH

cupon; Nel: no 100 mn
y thnakoHi; no 1
chnakoHy y KapTOHHil
Kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

Ei. HatTepmaHH
eHg Caiii. F'm6X

HimeuunHa

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu |
TUNYy - NPUBELEHHS Y Bi4NOBIAHICTb [0 MOHOrpadii
«Sucrose liquid» €Bponelicbkoi hapmakonei
crneundikavii KOHTPOJIHO SKOCTI AONOMIKHOT PeYOBUHN
«caxapo3u po3ynH 67%>», y 3B’A3KY 3 HEAKTyasIbHICTIO
MoHorpadii PpaHLy3bKoi Papmakonei

be3s
peyenma

UA/10763/01/01

290.

NMAPALETAM
on

cvpon 120 mr/5 mn, no
90 mny 6aHui; no 1
6aHUji pa3om 3
[103yH040I0
CK/ISIHOYKOIO B mauLi

TOB "AKM
"®apmaueBTn
YHa habpuka”

YkpaiHa

TOB "OKI
"GapmaueBTuyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTelHep/3akynoptoBasibHWiA 3aci6. 3miHa y
NepPBUHHIN yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo AoAaBaHHA HOBOTO KOHTEliHepa) -
BunyyeHHA NepBUHHOI YNakoBKu, LLO He NPU3BOAUTL
[10 NOBHOTO BU/TYYEHHS MiKapCbKOro 3acoby 3 NeBHoO
cunoto ail abo y neBHilA nikapcbkili opMmi - 3MiHKW
BHOCSITbCA Y 3B'SA3KY i3 BU/TYYEHHSIM YMaKOBKM - GaHKK

6e3
peyenma

UA/11525/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

60 mMn, 3 BiANOBIAHUMM 3MiHAMMW B PO34iN «YNakoBKa»,
Ta SIK HacnNiJoK BUTYyYeHHS nokasHuka «O6’emM BMIiCTY
ynakoBKku» An1s 06’emy 60 My po3ginax
«Cneuudikauis», «MeToan KOHTPOO» 3aTBEpAKEHO:
YIMAKOBKA Mo 60 mn a6o no 90 mn y 6aHku,
3aKynopeHi kpuLikamu. KoxHy 6aHKy pasom 3
IHCTPYKLIEIO 4151 MeANYHOrO 3aCTOCyBaHHSA BK1aAaloTh
y nauky. [looaTtkoBoO BKafaloTb Y nayky [03yo4y
CK/ISIHOYKY.
3anponoHoBaHo: YMNAKOBKA Mo 90 mn y 6aHuj,
3aKynopeHili KpuLLKoto. KoxHy 6aHKy pa3om 3
IHCTPYKLEO ANA MeANYHOro 3acTocyBaHHs BKIagalTb
y nauky. [logaTtkoBo BKafaloTb Y nayky [03yHody
CKNSIHOUKY. 3MiHV BHECeHI B po3aia "YnakoBka" B
IHCTPYKL,il0 AN1S MeAMYHOro 3acTOCyBaHHS NikapCbKoro
3aco0y y 3B"A3KY 3 BUIYYEHHAM NEBHOT0 PO3Mipy
YNakoBKM, SIK HACNIAOK - BUTyYEHHS TEKCTY
MapKyBaHHS BifNOBifHOI ynakoBku. BBeAeHHs 3MiH
NpPOTSArom 6-Tu MicALiB Nic/1A 3aTBEPAKEHHS.

291.

NEKTONBAH
eL

cupon no 100 mny
donakoHi; no 1
donakoHy pasom 3
JIOXKOI0 [,03YBaSIbHOO
y nayui 3 kKapToHy

AT "®dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
TexHiyHa nomuska (3rigHo Hakaly MO3 Big 23.07.2015
Ne460) - BunpaBneHO TEXHIYHI MOMW/IKA B €1€KTPOHHIi

BepCii iHCTPYKLT A/19 MeAMYHOro 3aCTOCyBaHHsA
nikapcbKkoro 3acoby, Wwo 6ynu gonyleHi nig yac
nposefeHHA npoueaypu 3miHn (Haka3 MO3 Ne 1729
Big 30.07.2020 p.), a came byna 3aTBepmkeHa
IHCTPYKLiS 4719 MEAWYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby 6e3 BpaxyBaHHS nNpoueaypu nepepeectpaukii
(Haka3 MO3 Ne 778 Big 06.04.2020 p.) - npoueaypu
NPOXOANAM CneLiaslisoBaHy ekcnepTu3y napasaesibHo.
3a3HaueHe BUMpaB/IeHHA BiANoOBigae maTepianam
peecTpauiiHoro Aocbe

6e3
peyenma

UA/10675/01/01

292.

NEMETPEKC
EA-BICTA

MOPOLLIOK
niochinizoBaHuin ans
NpUroTyBaHHs
KOHLieHTpaty Ans
pO34uHy ANs iHgys3il
no 100 mr; no 100 mry
donakoHi; no 1
ch1akoHy 3 NOPOLUKOM
Y KapTOHHi Kopobuj

Mictpan
Kenitan
MeHeXMeHT
Nimiteq

AHrNIsA

Loxi |
PapmacbloTikauic,
Ntp., Bonrapis
(BTOpUHHE
nakyBaHHs
nikapcbkoro
3aco0y); oHkome[,
MaHyhaKTopiHr a.c.,
Yecbka Pecny6nika
(BUPOGHMLTBO Ta
nepBuHHE
nakyBaHHs
nikapcbkoro
3aco6y); CiHTOH
c.p.0., Yecbka
Pecny6nika

Bonrapisi/
Yecbka
Pecny6nika/
Icnanis

BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu |
TUNY - aAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHA AiS/IbHOCTI
BMpPOGHUKa (BK/THOYAKOUM, 32 HEOOXIAHOCTI, Micue
NpoBEeAEHHA KOHTPOJIIO SKOCTI), a60 BNacHWka Mactep-
chaiina Ha A®I, abo noctavanbHuka A®l/BuxigHoro
martepiany/peareHTy/MPOMIKHOIO NPOAYKTY, WO
3aCTOCOBYOTHCA Y BUPOOHULTBI A®I (SKLLO 3a3HAYEHO
y AOCbE Ha NikapCbkuii 3aci6) 3a BifACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponelicbkii
chapmakonei y 3aTBepAKeHoMy A0Cbe, a60 BUPOOHYMKA
HOBOI JONMOMiXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo Y
nocbe) - BnacHnk ASMF Laurus Labs Private Limited,
IHAisA 3MiHMB Ha3By Ha Laurus Labs Limited, IHgjs,
OCKifIbKM 3MiHWMacs hopmMa BNacHOCTi KOMNaHii 3
NpvBaTHOI Ha BiAKPUTE akLioHepHe TOBapUCTBO.

3a
peyenmom

UA/16247/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(KOHTPOSIb SKOCTI,
BignoBiganbHi 3a
BUMYCK cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(KOHTPOSIb SKOCTI,
BignoBigasbHi 3a
BUMYCK cepii)

MicueBnpoBamXeHHs OiS/IbHOCTI Ta BUPO6HUYI
onepadii He 3MIHWANCSA; 3MiHW | TUMY - 3MiHU 3 AKOCTI.
A®|. BUpobHuLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BMPOGHUKa (BKHOYatoun, ge HeobxigHo, Micue
npoBefieHHS KOHTPOs0 sikocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBpoONeiChKii
thapmakonei y 3aTBepKeHOMY [OCHE)
(3anponoHoBaHwWit BUPOGHWK HaNeXuTb A0 Tiei camoi
BMPOGHMWYOI rpynu NiANPUEMCTB, L0 1 3aTBEPIKEHWIA)
- BnacHuk ASMF Laurus Labs Limited, IHgis gogas
apyry ginbHuuto (Plot NO.18) Bupo6HULTBa A0 paHile
3aTBepxeHoi (Plot NO.21), iHWwa YacTuHa agpecu
3a/IMLLIAETHCA HE3MIHHOK. 3anpornoHoBaHWin Bupo6Huk
A®I € yacTuHolO Tiel camoi chapmaLeBTUYHOI rpynu,
LLLO | 3aTBEPMAKEHWNIA HA faHUA MOMEHT. TexHiuHi
YMOBM, BK/IHOHAK0UN KOHTPO/IbHI NpoLecu, MeToam
aHanisy BCix MaTepiasiB), CNOCi6 NPUroTyBaHHS
(BKNHOHAKOUM po3Mip NapTii) Ta AeTabHWIA WASAX
CUHTE3Y 3a/MWAa0TbCA HE3MIHHUMU; 3MiHK | TNy -
3MiHM 3 aKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOBYBaHb/Nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI Y
3aTBEpMAKEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonel, LWo BK/oYae nepiog,
NMOBTOPHOrO BMNPOBYBaHHS) (iHLi 3MiHW) - 3MEHLLIEHHSA
nepiogy NOBTOpHMX BUNpo6yBaHb A®I 3 36 micauiB Ao
24 wmicsauis. BnacHuk ASMF Laurus Labs Limited,
IHAisi, CKOPOTUB TEPMIH Nepiogy NOBTOPHMX
BMNpo6yBaHb A®I 3 36 micauiB go 24 micAuiB micns
OTpPVMaHHs HenepeabavyBaHX pesynbTaTis
pocnipkeHHs ctabinbHocTi Ad®l, Bupobnerux y 2014
Ta 2015 pp.

293.

NMEMETPEKC
EA-BICTA

NOPOLLIOK
niochinizoBaHuin ans
NPUroTyBaHHs
KOHL,eHTpaTy ans
pO3unHy ANns iHdysil
no 500 mr; no 500 mry
donakoHi; no 1
pNakoHy 3 MOPOLLKOM
Y KapTOHHiIli kopobui

Mictpan
Kenitan
MeHeXmeHT
NimiTen

AHrnia

i |
dapmacboTiKauIC,
Nr1a., bonrapis
(BTOpUHHE
nakyBaHHs
nikapcbKoro
3aco0by); oHKoMe[,
MaHypakTopiHr a.c.,
Yecbka Pecnyb6nika
(BUPOGHMLTBO Ta
nepBuHHe
nakyBaHHs
nikapcbKoro

Bonrapisi/
Yecbka
Pecny6nika/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu |
TMNY - aAMiIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsl NPOBaKEHHS AiS/IbHOCTI
BMpOBHUKa (BK/IKOYaKOUK, 38 HEOOXIAHOCTI, MicLe
NpoBefEeHHs KOHTPOJIO SKOCTi), abo BlacHUka mactep-
thaiina Ha A®I, abo noctavasnbHuka A®Il/BrxigHOro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCS Y BUPOOHNLTBI AD| (SKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBpoNeiiChKii
thapmMakonei y 3aTBepAKeHOMY A0ChE, ab0 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SIKLLO 3a3HaYeHo Y
nocbe) - BnacHnk ASMF Laurus Labs Private Limited,

3a
peyenmom

UA/16247/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aco6y); CiHTOH
C.p.0., Yecbka
Pecny6nika
(KOHTPOSIb SIKOCTI,
BignosiganbHi 3a
BUMYCK cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(KOHTPOSIb SKOCTI,
BignoBiganbHi 3a
BUMYCK cepii)

IHAis 3MiHMB Ha3By Ha Laurus Labs Limited, IHais,
OCKiNIbKM 3MiHMNaca popma BNacHOCTI KOMNaHii 3
NpUBAaTHOI Ha BigKpUTE akLioHepHe TOBapUCTBO.
MicueBnpoBamXeHHs OiS/IbHOCTI Ta BUPO6HUYI
onepadii He 3MIHWANCSA; 3MiHW | TUMY - 3MiHU 3 AKOCTI.
A®|. BUpobHuLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MpOMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCA Y BUPO6GHMYOMY npoueci A®l, abo
3MiHa BMPOGHUMKa (BKHOYatoun, ge HeobxigHo, Micue
npoBefeHHs KOHTPOs0 sikocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBpoONeiiChKii
thapmakonei y 3aTBepKeHOMY [OCHE)
(3anponoHoBaHwWit BUPOGHKK HaNeXuTb A0 Tiei camoi
BMPOGHMWYOI rpynu NiANPUEMCTB, L0 1 3aTBEPAKEHWIA)
- BnacHuk ASMF Laurus Labs Limited, IHgis gogas
apyry ginbHuuto (Plot NO.18) Bupo6HULTBa A0 paHile
3aTBepxeHoi (Plot NO.21), iHwa YacTuHa agpecu
3a/IMLLAETLCA HE3MIHHO. 3anpornoHoBaHWin Bupo6Huk
A®| € yacTuHolO Tiel camoi chapmaLeBTUYHOI rpynu,
LLLO | 3aTBEPMAKEHWIA HA faHUA MOMEHT. TexHiuHi
YMOBM, BK/IHOHAK0UN KOHTPO/IbHI NpoLecu, MeToam
aHanisy BCix MaTepiasiB), CNOCi6 NPUroTyBaHHS
(BKNHOHAKOUM po3Mip NapTii) Ta AeTabHWI WASAX
CUHTE3Y 3a/IMWAa0TbCA HE3MIHHUMU; 3MiHK | TNy -
3MiHM 3 sKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOBYBaHb/Nepiony 36epiraHHA abo
ymoB 36epiraHHsa A®I (3a BigcyTHOCTI Y
3aTBEpMAKEHOMY [JOCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei, LWo BK/oYae nepiog,
NMOBTOPHOrO BMNPOBYBaHHS) (iHLi 3MiHW) - 3MEHLLIEHHSA
nepiogy NOBTOpHMX BUNpo6yBaHb A®I 3 36 micauiB Ao
24 wmicsauis. BnacHuk ASMF Laurus Labs Limited,
IHAisi, CKOPOTUB TEPMIH Nepiogy NOBTOPHMX
BMNpo6yBaHb A®I 3 36 micauiB go 24 micAuiB micns
OTPVMaHHs Henepeab6avyBaHuX pesynbTaTis
pocnipkeHHs ctabinbHocTi A®l, Bupobnerux y 2014
Ta 2015 pp.

294,

NMEMETPEKC
EA-BICTA

NOPOLLIOK
niochinizoBaHuin ans
NPUroTyBaHHs
KOHL,eHTpaTy ans
pO3unHy ANns iHdysil
no 1000 wr; no 1000
Mr y chnakoHi; no 1
pNakoHy 3 MOPOLLKOM
Y KapTOHHiIli kopobui

Mictpan
Kenitan
MeHeXmeHT
NimiTen

AHrnia

i |
dapmacboTiKauC,
nr1a., bonrapis
(BTOpUHHE
nakyBaHHs
nikapcbKoro
3aco0by); oHKoMe[,
MaHypakTopiHr a.c.,
Yecbka Pecnyb6nika
(BUPOBHMLTBO Ta

Bonrapisi/
Yecbka
Pecny6nika/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TMMY - 3MiHK 3 AKOCTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPoAyKTy/peareHTy,
L0 BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci AdI,
abo 3miHa B1poGHYVKa (BKNoYaroun, ge HeobxigHo,
MicLe NpoBefeHHA KOHTPO AkocTi) AdI (3a
BiICYyTHOCTI cepTudpikaTa BignoBigHOCTI €EBponeiichkili
thapmakonei y 3aTBepKEHOMY [OCLE)
(3anponoHoBaHwWit BUPOOHKK HaNeXxuTb A0 Tiei camoi
BMPOGHMWYOI rpynu NiANPUEMCTB, L0 i1 3aTBEPAKEHWIA)

3a
peyenmom

UA/16247/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nepBuHHE - BnacHuk ASMF Laurus Labs Limited, IHgis gonas
nakyBaHHs apyry ginbHuuto (Plot NO.18) Bupo6HUMUTBA A0 paHiwe
nikapcbKoro 3arBepmxeHoi (Plot NO.21), iHwa YacTuHa agpecu
3aco6y); CiHToOH 3a/IMLLIAETLCA HE3MiIHHO. 3anpornoHoBaHWin Bupo6Huk
C.p.0., Yecbka A®I € yacTuHolO TiET camol hapmaLeBTUYHOI rpynu,
Pecny6nika LLLO | 3aTBEPMKEHNI HA fAaHUA MOMEHT. TeXHiuHi
(KOHTPO/b AKOCTI, YMOBW, BK/O4AK0UN KOHTPO/TbHI NpoLecn, MeToam
BignosiganbHi 3a aHani3y BCix MaTepianis), cnocié npurotyBaHHsA
BWMNYCK cepii); (BKNrOYarOUM po3mip napTii) Ta AeTalbHWI WAsX
CiHTOH XicnaHis, CMHTE3Y 3a/IULAaKTbCA HE3MIHHUMM
C.J1., IcnaHis
(KOHTPOSIb SIKOCTI,
BignoBigasbHi 3a
BUMYyCK cepii)
295. | MEMETPO niogpinizat gns FETEPO IHAjisa leTepo /1a63 IHAisA BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/17432/01/02
pO34uHy A8 iHdy3il NAB3 Nimitep MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
no 500 mr, 1 chnakoH 3 NIMITEL hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
niocpinisatom y MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
KapTOHHIA KopoobLi BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVNHUL
BMMIpIOBaHHA y cuctemi Sl. BBeAeHHs 3MiH NpOTArom
6-TV MicsLiB Nicns 3aTBEPAKEHHS
296. | MEMETPO niodpinisat ana FETEPO IHais leTepo /1a63 IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/17432/01/01
PO34nHy Ans iHdys3it NAB3 Nimiten TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 100 mr, 1 chiakoH 3 NIMITEL hapMakoHarnagy (iHwWi 3MiHW) - OHOBMIEHHS TEKCTY
niocpinizatom y MapKyBaHHS! yakoBKU NikapcbKoro 3acoby 3
KapTOHHilA KOpo6L BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
BMMIipIOBaHHSA y cuctemi Sl. BBeeHHs1 3MiH NpOTArom
6-TW MicsLIB NicNsa 3aTBepAXEHHS
297. | NEHTA/IIH- Tabnetku no 10 TOB "ACIHO YKpaiHa TOB "®apma Crapt" YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/2617/01/01
»C Tabnetok y 6nictepi; YKPAIHA" Tuny - nogaHHsa HoBoro CEP NeRO-CEP 2016-295-Rev | peyenmom

no 1 6nictepy B naudi
3 KapTOoHy; no 10
Tabnetok y 6nictepax

02 ansa A®l kogeiHy hocdaTy remirigpaTy Bif, HOBOro
BMpo6HUMKa Macfarlan Smith Limited, CnonyyeHe
KoponiBcTBO (ginbHUUs Annan) Ao BXe
3aTBepxeHoro Macfarlan Smith Limited, LoTnaHgais
(ainbHuus Edinburg). Ak Hacnigok BHECEHHSA 3MiH Y p.
«Cknag» MKA N13 Ha N3, a caMe YTOYHEHHA Ha3Bun
KoaeiHy dhocdhaTy HanisrigpaT i kpaiHu BUPOOHMKa
3anponoHoBaHa pefakuis kogeiny docdar3
Macfarlan Smith Limited, CnonyueHe Koponisctso3
KofeiHy dhocchaty remirigpaty - 8,18 mry
nepepaxyHky Ha 100 % pevoBuHy KoAeiHy dhocdaT —
8,0 mr; 3miHu | TMny - nogaHHsA HoBoro CEP NeR1-CEP
1997-118-Rev 09 ana A®| kogeiHy cocdarty
remirigpaty, CaHodi Ximi, ®paHujisa fo Bxe
3aTBEpAXEHOro BUpobHuka MakdapnaH Cwmit Jlimitep,
Cnony4yeHe KoponiBcTBO; 3MiHM | TUNY - cneyudikayiio
A®I kogeiny hochaty BupobHULTBa CaHodi Ximi,
dpaHuia JONOBHEHO MOCUAAHHAMU: - «ONnc», «pH»,




141

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
«CynpoBigHi Jomilwkn», «BTpata B Maci npu
BUCYLLYBaHHI», «Mikpob6ionoriyHa unctota» Ta
«KinbKicHe BU3HAYEHHSI» — IKOHTPO/Ib NapameTpy
3[iICHIOETLCS NPV NEPEKOHTPO/I Cy6CTaHLil; -
«lpeHTudikauis» - 200NycKaeTbCa NPOBOAUTY TeCT
MeTogom PamaHiBcbkoi cnektpomeTpii (EP 2.2.48).
Mpouenypa npoBeeHHs TecTy Ta Big6ip Npob onvcani
y BignosigHnx COIM
298. | MEPEKUCY pO34nH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/7655/01/01
BOAHIO 30BHIiLLUHLOrO $apmaueBTNy PapmaLeBTUYHA MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
PO34UNH 3% | 3acTocyBaHHs, BOAHUIA Ha thabpuika habpuka "Biona" hapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
3 %, no 40 mn, abo "Biona" MapKyBaHHS1 yNakoBOK Jlikapcbkoro 3acoby (n.17)
100 mn, abo no 200 LLIOAI0 HAHECEHHSI TOProBOi Mapku
MYy hnakoHax
CKNAHNX abo
nosnimMepHux; no 40
M, abo 100 mny
donakoHax CKASTHUX
abo nonimepHux; no 1
donakoHy B nauuj
299. | MIAPOH TabneTkn, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepiasliB: 3MiHu | 6e3 UA/9270/01/01
060n0Hkoto, no 500 PAPM" PAPM" MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
mr; no 10 TabneTok y thapmakoHarnsgy (iHwi 3MiHW1) - OHOB/IEHHS TEKCTY
6nictepi, no 1 abo no MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
2 6nictepu B BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHUL
KapTOHHIiA ynakoBL,i BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH NpOTArom
6-Tn MicsLIB NicNs 3aTBEPAKEHHS
300. | MIKONMAKC® Kpanni opasbHi 0,75 % | AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/1522/01/01
no 15 mn a6o 30 mny ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenma

chnakoHi; no 1
hnakoHy y nauyui 3
KapToHy

Ta/abo agpecy 3asiBHMKA (B/laCHMKA peecTpaviiiHoro
NoCBiYEHHS) - 3MiHa HaliMEHYBaHHS Ta agpecu
3asBHUKA (B1aCHMKa peeCTpaLiiiHOro NocBigYeHHs)
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHS; 3MiHU | TUny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NpPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
roTOBOrO J1iKapCbKOro 3acoby, BKIYaoUun AiNbHUL
BUMNYCKY cepii abo MicLie NpoBeAEHHS KOHTPO/TIO
AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOpTEp, BK/OYaUM BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHS Ta afpecn BUPO6HUKa, 6GE3 3MiHN
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB Nicns 3aTBEPKEHHS); 3MiHM | TNy - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) - BHeCeHHs 3MiH 40 po3giny
«MapkyBaHHs» MKA /13 3aTBepaKeHo:
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MAPKYBAHHSA Bignosigae HagaHoMy TeKCTy
MapKyBaHHs. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPIKEHOr0O TEKCTY MapkyBaHHs (BBeAeHHS 3MiH
NpPOTSArom 6-Tv MicsLiB Nic/1A 3aTBepPAKEHHS)
301. | NTA3BMOBEH | po3uuH ans iHdysili MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17779/01/01
® no 500 My dhnakoHi "®apmavesTu "apmaueBTnyHa TUMy - NOAAHHA OHOB/IEHOrO cepTudiikata peyenmom
yHa hipma chipma "OapHuus” BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
"OapHnus" 2008-105-Rev 01 ana gjtoyoi pevoBuHM Sodium
chloride Big BXe 3aTBEPAXEHOTO BUPOGHMKA KW
3MiHUB Ha3By (3aTBepmkeHo: AKZO NOBEL SALT
A/S, OaHis; 3anponoHoBaHo: DANSK SALT A/S,
[JaHis)
302. | NOBIAOH- nNiHimeHT 10% no 30 r My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/7317/01/01
nog y Ty6i; no 1 Ty6i y aKujioHepHe akujioHepHe UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
nadui 3 KapToHy TOBapuCTBO TOBapnCTBO hapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
"HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
BUPOGHNUNIA BUPOBHNYMIA LIEHTP MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOI0 TEKCTY
LEeHTp "BopLyariBCcbKuii MapKyBaHHS YNnakoBki. OHOB/IEHHSA TEKCTY
"BopLuariscbk XiMiKO- MapKyBaHHS1 yNakoBKU NikapcbKoro 3acoby 3
WA Ximiko- chapmaLeBTUYHNI BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
cthapmaueBTny 3aBog" BMMIipIOBaHHSA y cuctemi Sl. BBeeHHs1 3MiH NpOTArom
HWiA 3aBog” 6-TW MicsLiB Micnsa 3aTBepAXEHHS
303. | MPAJAKCA® | kancynu TBepgino 75 Bepinrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianisa: 3MiHu Il 3a UA/10626/01/01
mr, no 10 kancyn y IHrenbxanm a IHrenbxanm ®apma TUny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
6nicTepi; no 1 a6o 3, IHTepHeLwHN 'm6X i Ko. KI hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
abo 6 6nicTtepiB y M6X NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
KapTOHHI/ KopoobLi 07151 Me4MYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMY
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMW SaHUMKU Ta
AaHvMu 3 chapmakoHarnsagy - 3MiH1 BHECEHO A0
IHCTPYKUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gain "MNob6iyHi peakuji" Ta pegarosaHo
po3ain "B3aemogis 3 iHWyMKU nikapcbkvumMu 3acobamm
Ta iHWi BUAn B3aemogiii". BBeeHHS 3MiH NpoTArom 6
MicALiB Nic/1A 3aTBEPAKEHHS.
304. | NMPAJAKCA® | kancynu TBepai no Bepinrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux matepiasnis: 3MiHu || 3a UA/10626/01/02
110 wr, no 10 kancyn IHrenbxanm a IHrenbxanm ®apma Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
y 6nictepi; no 6 IHTepHeLLHN m6X i Ko. KI hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
6nicTepiB y KAPTOHHIN M6X NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
Kopo6Li AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMW 3 SAKOCTI, AOKNIHIYHUMU, KNIHIYHMW faHUMK Ta
AaHvMu 3 chapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gain "MNob6iyHi peakuji" Ta pegarosaHo
po3ain "B3aemopis 3 iHWMMKM NikapCbkumu 3acobamm
Ta iHWi BUAn B3aemogiii". BBeeHHS 3MiH NpoTArom 6
MicALiB Mic/1A 3aTBEPAKEHHS.
305. | MPAKCBANH | po3uuH ans BepiHrep HimeuyunH Brpo6HMLUTBO, HimeuyunHa/ BHECEHHS 3MiH 10 peecTpauliinHMxX maTepiasis: 3MiHu | 3a UA/15467/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
A® iH ekuili/iHdysii, 2,5 IHrenbxanm a nepBuHHE Ta Benbrisa My - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHuYoi |  peyenmom
r/50 mn, no 50 mn y IHTepHeLLHN BTOPWHHE OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMKHOIo
chnakoHi; no 2 M6X nakyBaHHs, npoaykTy abo roToBOro NikapCbKoro 3acoby, AiflbHUL
h1aKOHW Yy KapPTOHHIl KOHTPO/Ib SKOCTi Ta 0115 MPOBEAEHHS MakKyBaHHS, BUPOOHMKa,
Kopobui BMNYCK cepil: BiANOBIAa/IbLHOrO 3a BUNYCK CEpid, MicLie NPOBeAEeHHS
BepiHrep KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
IHrenbxanm ®apma mMarepiany, peareHTy abo AONOMiXHOI peYOBUHN
m6X i Ko.KI, (AKLLO 3a3HAYEHO Y [0CbE) - BunyyeHHs
HimeuumnHa; anbTepHaTMBHOI Nabopatopii SGS Institut Fresenius
AnbTepHaTuBHa GmbH, Germany A1 KOHTPoso SKocTi AdI

nab6opartopis ans
KOHTPO/HO SIKOCTI
NpoTArom
BUNPOGYBaHHSA
cTabinbHOCTI:
KBoniTi AccictaHc
CA, benbrisi

iaapyuunsymaby, a came fOCNIMKEHHS CTePUIbHOCTI Y
npoueci BUPOOHULITBA; 3MiHM | TUny - AAMIHICTpaTMBHI
3MiHW. BunyyeHHs BUPOBHUYOT AinbHULI (BKIOYaUM
LinbHUUi ans A®l, NnpoMiXXHOro NPoayKTy abo roToBoro
NikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHYKa, BiANoBiAabHOIO 3a BUMYCK
cepiid, MicLle NpoBeAEHHSI KOHTPOSIO cepii) abo
nocTavyanbHviKa BUXIAHOTO MaTepiasy, peareHTy abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y A0ChE) -
BunyyeHHs1 anbTepHaTMBHOT nabopartopii Labor L+S
AG, Germany Ans KOHTPosto sikocTi Ad|
idapyuusymaby, a came JOCHIMKEHHS CTEPUIBHOCTI Y
npoueci BUPOGHULTBA; 3MiHM | TUNY - AgMIHICTPaTUBHI
3MiHW. BunyueHHs BUPOOHUYOI AinbHULI (BKIOYa0UM
OinbHUUi ana A®l, npomikXHOro NpoAyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHULI ANs NPpoBefeHHS
nakyBaHHs, BUPOOHYKa, BiANoBiAaIbHOIO 3a BUMYCK
cepiid, MmicLie NpoBeAEeHHS KOHTPOSIO cepii) abo
noctavanbHUKa BUXiZHOro Martepiasny, peareHTy abo
[OMOMDKHOT PEYOBMHY (SIKLLO 3a3HAYEHO Y [0ChE) -
BWyYEHHS a/lbTepHaTUBHOI tabopaTtopii SGS Institut
Fresenius GmbH, Germany ansa koHTposto skocTi M3,
a came 719 KOHTPO/I0 TecTy «CTepUbHICTb»; 3MiHM |
TMNy - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT
OinbHUUI (BKNOYaoUY AinbHUL Ana AL, TpoMiKHOIo
NpoAyKTy abo roTOBOro NiKapCbKoro 3acoby, AinbHuULI
AN NPOBefeHHA NakyBaHHS, BUPOOHNMKa,
BiANOBIAA/IbLHOrO 3a BUNYCK CEpili, MicLie NPOBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI peHOBUHN
(AKLWO 3a3HAYEHO Y OCbE) - BUMTYYEHHS
anbTepHaTuBHOI nabopartopii Labor L+S AG, Germany
AN KOHTposto AkocTi 13, a came A58 KOHTPOO
TecTy «CTepUNbHICTb»; 3MiHW | TUNY - AQMIHICTPaTUBHI
3MiHW. BunyueHHs BMPOOHUYOI AinbHULI (BKIOYa0UM
OinbHUUi ana A®l, npomiXHOro NpoAyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHULI ANs NPpoBefeHHS
nakyBaHHs, BUPOOHYKa, BigNoBiAaIbHOIO 3a BUMYCK
cepiii, MicLie NPoBeAEHHs1 KOHTPO/O cepii) abo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nocTavanbHviKa BUXIGHOTO MaTepiasny, peareHTy abo
[0MNOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OCLE) -
BWyYEHHS anbTepHaTnBHOI nabopartopii BioReliance
Ltd, United Kingdom gnsa koHTporsto skocti A®I
ilapyunsymaby, a came BUNPoOyBaHHA 6aHKy KNIiTUH
Ta BMOGIpKOBE BipyCHe Ta Mikon/la3ma TeCTyBaHHS;
3MiHM | Tuny - 3MiHK 3 akocTi. A®l. BupobHMUTBO.
3MiHa BUPOOHUKA BUXiZHOro/MPOMIKHOIO
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPO6HUKa
(BKOYaOUKn, ae HeobxiaHO, MicLe NPOBEAEHHS
KOHTpOst0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPXEHOMY [10CbE)(3MIHM [0 3aX0fiB, NOB'A3aHUX
3 KOHTponieM Ad|, abo fodaBaHHA AiNbHUL, Ae
NPOBOAMUTLCS KOHTPOL/BUNPOGYBaHHS cepii) -
[opasaHHA anbTepHaTUBHOI nabopaTopii Quality
Assistance SA, Belgium gns koHTponto sikocti Ad|
idapyuusymaby npoTarom BUNpobyBaHHsA
cTabiNbHOCTI; 3MiHU | TUNY - 3MiHKM 3 SIKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPO/O SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gofasBaHHA AiNbHUL, Ha AKIA 34JiACHIOETECA
KOHTPO/b/BMNPOGYBaHHS cepii) - JoAaBaHHSA
anbTepHaTMBHOI nadoparopii Quality Assistance SA,
Belgium ans koHTponto sKocTi /13 npoTarom
BMNPOGYBaHHS CTabiNbHOCTI

306.

NMPEBEHTOP

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKO0, M0 10 Mr;
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi1
ynakosLi; no 3 abo no
9 KOHTYPHUX
YapyHKOBUX yMakoBOK
B nauui

MpAT
"®apmavesTu
yHa hipma
"fNapHuua”

YKpaiHa

MpAT
"apmaueBTyHa
chipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu go
y3arasibHeHVX filaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Typok B'auecnas
B'AuecnaBoBuny. PekoMeHAy0TLCA [0 3aTBEPIKEHHSA

3a
peyenmom

UA/17500/01/01

307.

NMPEBEHTOP

TabneTku, BKPUTI
N1iBKOBOO

MpAT
"®GapmaLesTu

YKpaiHa

MpAT
"PapmaLieBTyHA

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu |
TUMY - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta

3a
peyenmom

UA/17500/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
060510HKot0, No 20 mr; yHa dhipMa ipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 10 TabneTtok y "fNapHuua” y3araslbHeHUX AaHux nNpo cuctemy apmakoHarnsgy
KOHTYPHIli YapyHKOBIi1 (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
ynakoBLi; no 3 a6o no hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
9 KOHTYPHUX BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
YapyHKOBUX yMakoBOK KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
B nauuj 3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBigabHOT
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok B'auecnas
B'AuecnasoBuny. PekoMeHAy0TLCA [0 3aTBEPIKEHHSA
308. | MPIOPUKC™ niodpinizat ana nakcoCmitKn Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/13694/01/01
| PRIORIX™ PO34MHY ANs iH'eKuii 1 AliH EkcnopT BputaHis Bionoaxikans C.A. MRy - 3MiHM 3 aKocTi. A®l. Cuctema peuenmom
KOMBIHOBA MOHOZ,030BUI h/TaKOH Nimiteq KOHTeliHep/3akynopioBasibHUIA 3aci6. 3miHa y
HA (1 po3a) 3 6e3nocepeHili ynakoBui AP (skicHi Ta/abo KiNbKiCHi
BAKUVHA niocpinizatom y 3MiHM Ckagy) - BBELEHHS HOBOrO 3aKynopHBasIbHOIO
ansa KOMNJIEKTi 3 enemeHTy Bromobutyl rubber FM 457 ans koHTeliHepa
MPO®INAKT PO34MHHMKOM (BOgA 3 nonieTneHy BUCOKOI LWinbHocTi (HDPE) o6’emom 5
MKW KOPY, ANs iH'eKUii) y N, W0 BUKOPUCTOBYETLCA A/18 36epiraHHA MPOMDKHUX
ENIAEMIYHO | nonepeaHbo npoaykTiB measles bulk Ta mumps bulk
ro HanoBHEHOMY LUNPUL
NMAPOTUTY Ta ABOMa rosikamuv B
TA KapTOHHI Kopo6Lyj;
KPACHYXU 100 moHopo0308BKMX (1
[03a) h/1akoHiB 3
nioghinizatom y
KOMMNEKTi 3
pO34MHHMKOM (BOAA
Ans iH'eKuiii) B
amnynax Ne 100 B
oKpeMili ynakoBuj; 1
My/1bTUA,030BUM
donakoH (2 posn) 3
niocpinizatom y
KOMMEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) B amnyni;
no 100 wTykK priakoHis
Ta amnysn B oKpemmx
Kopobkax
309. | MPIOPUKC- niocphinisoBaHuii nakcoCmitKn Benvka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/16549/01/01
TETPA™ MOPOLLIOK A5t iH'EKLiA, AH ExkcnopT BpuTaHis Bionogxikan3 C.A. TUNYy - 3MiHK 3 gKocTi. A®l. Cuctema peuyenmom
KOMBIHOBA 1 chbs1akoH 3 NOPOLLKOM NimiTen KOHTelHep/3akynoptoBasibHWiA 3aci6. 3MiHa y
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

HA Yy KOMMNJIeKTi 3 6e3nocepeHili ynakoBui A®| (skicHi Ta/abo KiNbKiCHi

BAKUVHA PO34MHHMKOM (BOgA 3MiHM CK1agy) - BBELEHHS HOBOIO 3aKyNnopBasIbHOIO

Aana Ans iH'ekuin) no 0,5 enemeHTy Bromobutyl rubber FM 457 gns koHTeliHepa

MAPO®INAKT mn (1 posa) y 3 nonieTnneHy BMCOKOI LWinbHocTi (HDPE) o6’emom 5

KW KOPY, nonepegHL0 N, WO BUKOPUCTOBYETLCA A/19 36epiraHHA MPOMDKHUX

ENIAEMIYHO | HanoBHeHOMy LUNpuLi npoaykTtis measles bulk, mumps bulk and varicella

ro (y KomnnekTi 3 ABOMa bulk

MNAPOTUTY, ronkamm a6o 6e3

KPACHYXU ronok) abo y amnynax

TA BITPAHOI | y BakyymHiit

BICnn, CTEpUSIbHIli ynakoBLj;

XUBA no 1 BakyyMHii

ATEHYNOBA | cTepunbHili ynakosLy y

HA KapTOHHI kopobuj; 1

h/1aKOH 3 MOPOLLKOM Y
KOMMNIEeKTi 3
pO34MHHMKOM (BOAA
Ans iH'ekuin) no 0,5
mn (1 posa) y
nonepegHLo
HarnoBHEHOMY LUNPUL
(y KomMnniekTi 3 ABOMa
ronKkammu) y BakyyMHii
CTepUsIbHIli ynakoBLyj;
no 10 BakyyMHUX
CTEPUIbHUX YNakoBOK
Y KapTOHHiIl kopobu; 1
ch/1aKoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO34YMHHMKOM (BOAA
Ans iH’ekuiin) o 0,5
M (1 gosa) y
nonepeaHL0
HarnoBHEHOMY LNpuLi
Y BaKyyMHili
CTepPUsIbHIl ynakoBLyj;
no 1, 10, 20 a6o 50
BaKyyMHUX
CTepUIIbHUX YNaKkoBOK
Y KapTOHHIli kopobu; 1
ch/1akoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
M (1 gosa) B amnysi y
BaKyyMHill CTepUSbHIl
ynakosLi; no 1, 10 a6o
100 BaKyyMHUX
CTepWIbHUX YNakoBOK
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Y KapTOHHIli Kopobui

310.

PAHITUAVH-
JAPHULA

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKO0, MO 150 mr
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1 a6o 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLi

MpAT
"®apmavesTu
yHa hipma
"fNapHuua”

YKpaiHa

MpAT
"bapmaLeBTnyHa
chipma "OapHuus”

Benbris

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu go
y3arasibHeHVX filaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuin: Typok B'auecnas
B'AyecnasoBuy

3a
peyenmom

UA/4934/01/01

311.

PEMICN],

renb, 10 mr/rno 30 ry
Ty6i; no 1 Ty6i B nayw,

MpAT
"®apmavesTu
yHa chipma
"fapHuua”

YKpaiHa

MpAT
"dbapmaLieBThyHaA
ipma "fapHuus”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu |
TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnisgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A5
34iicHeHHs hapMakoHarisagy B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkiovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBAXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasoBuy

6e3
peyenma

UA/3980/01/01

312.

PEONONIrN
FOKIH

PO34uH N8 iHQy3il,
no 200 mn a6o no 400
My MASILLKAX

TOB "tOpis-
dapm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHA OANHULb
BMMIpIOBaHHs y cuctemi Sl. 3amiHa po3sginy
«["padhiuHe ohopMsIEHHS YNaKOBKMN» Ha po3fin
«MapkyBaHHs» Yy MKA J13; 3anponoHoBaHo:
MapKyBaHHs. 3rifiHO 3aTBEPA)KEHOIO TEKCTY
MapKyBaHHS. TepMiH BBE,EHHSA 3MiH NPOTAroM - 6
MicsILiB nicns 3aTBepoKEHHS

3a
peyenmom

UA/8337/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
313. | PENNIATAN KOHLeHTpaT Ans Larieep Ipnangis BignoBiganbHWi 3a Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15890/01/01
pO34UHy A5 iHGy3il, dapmacbioTika BMNYCK cepil: TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEHYBaHHSs! peuenmom
1 mr/mnno 3,5 mn N3 lpnagis Lanep Ta/abo agpecu 3asBHMKA (BNacHUKa peectpauiiHoro
KOHLeHTpaTy y Nimiten dapmacbloTikans NoCBiAYEHHS) - 3MiHA Ha3BMW Ta agpecu 3asBHUKa
dhnakoHi, no 1 Ipnangis Nimiteq,
oNakoHy B KAPTOHHIl
Kopobui
314. | PENNATAN KOHLeHTpaT ans LWaieep Ipnangis BiNOBigabHWIA 3a Ipnangis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/15890/01/01
PO34MHy a8 iHysild, dapmacbtoTika BMNYCK cepil: MRy - 3MiHKN WoA0 6e3nekn/edpeKkTBHOCTI Ta peyernmom
1 mr/mn, no 3,5 mn n3 IpnaHgis Laviep thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
KOHUEeHTpaTy y NimiTen dapmacboTikan3 MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
thnakoHi, no 1 IpnaHgisa Nimiteq, BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHULb
h/1aKoHY B KapTOHHii BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
Kopobui 6-TW MicALiB Nicna 3aTBEPKEHHS; 3MiHU | Tuny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BunyyeHHs 3
IHCTPYKLiT ANna MegMyHoro 3actocyBaHHs /13
HalilMeHyBaHHS Ta MiCLLe3HaXOKEHHS 3asBHUKA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS; 3MiHU | TNy - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYaoUn AiNbHUL
BWMYCKy Cepii abo MicLie NpoBeAEHHS KOHTPO/II0
AKOCTI. (AiS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepili) - 3MiHa
Ha3BM Ta agpecu BUpPobHMKa, 6e3 3MiHM MicLsa
BMPO6HULITBA 3aTBEPAKEHO. 3MiHV BHECEHO B
IHCTPYKL,it0 4151 MeANYHOrO 3aCTOCyBaHHSA LLOA0
HalilMeHyBaHHS Ta MicLie3Hax0o4KeHHs BUPOOHMKa 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTi MapKyBaHHS yrnaKkoBKU
nikapcbKoro 3acoby (BeefeHHs 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEPAKEHHS); 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta papmakoHarnsgy
(iHLWi 3MiHW) - BHECeHHs 3MiH [0 po3ainy
“MapkyBaHHs" MKA J13": 3aTtBepaKeHo: MapkupoBska.
punaraetca 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPXEHOr0 TEKCTY MapKyBaHHS; 3MiHuW | Tuny -
3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLi 3miHw) -
OHOB/EHHS BXe 3aTBEPKEHNX METO/IB KOHTPO/IO
SIKOCTi NliKapCbKOro 3acoby, a came — BUK/1afEeHHS
LepxaBHOK (YKpaiHCbKOK) MOBOK BCiX po34isnis
[OKYMEHTY BifNoBiAHO A0 BUMOT YMHHOIO
3aKoHOAaBCTBA YKpaiHu. BBefeHHS 3MiH npoTarom 6
MicsLiB MiCNsA 3aTBEPAKEHHS
315. | PUBOKCUH TabneTkn, BKPUTI MNAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4137/01/01
NNiBKOBOIO "Tanmudpapm” "KniBmegnpenapat"”, TMNy - 3MiHK 3 AKOCTI. [0TOBUIA JTiKAPCLKMIA 3aci6. peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

o60noHkoto, no 200
Mmr, no 10 TabneTok y
6nictepi, no 5
6nicTepiB y nayuij 3
KapToHy

Ykpaina; NMAT
"Tanuucpapm”,
YkpaiHa

3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy cepii
(BKKOYalOUM giana3oH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPXEHUM PO3MIPOM) - BBEAEHHS
[0AaTKOBOro PO3Mipy cepii roToBOro Nikapcbkoro
3acoby - 226,05 kr, Wo cTaHoBUTL 814 814 TabneTok
(3 gonyctumum BigxuneHHaMm Big 205,5 kr go 246,60 kr
abo 740 740 TabneTtok no 888 888 TabneTok).
KopekTHe 3a3HauyeHHs1 BXe 3aTBEPKEHOro po3Mipy
'N3. 3aTBEpaXeHo: Po3mip cepii ckiagae: Big,
MiHiManbHOro po3mipy 333 333 Tabnetok (90 kr) oo
MakcMMasnibHoro po3mipy 407 407 Tabnetok (110 kr).
3anponoHosaHo: 102,75 «r, wo ctaHoBuTbL 370 370
TabneTtok (3 LONyCTUMUM BIAXUNEHHAM Bif 92,475 kr
[0 113,025 kr a6o 333 333 Tabnetok Ao 407 407
TabneTtok). 226,05 kr, LWo cTaHoBUTL 814 814
TabneTok (3 LonycTMMUM BiaxuneHHam Big 205,5 kr o
246,60 kr ab6o 740 740 TabneTtok fo 888 888
TabneTok); 3miHu | Tuny - 3MiHW 3 AKOCTi. F0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHWLTBI (iHLUI 3MiHN) -
BHECEHHS 3MiH Ao p. 3.2.P.3.3. Onuc BUpo6bH1Yoro
npoLecy Ta KOHTPO/II0 NPoLEeCy, 30Kpema: - B po3gini
"Mopsfok hopMyBaHHS cepil roToBOI NPOAYKLT™
3a3HayveHo iHhopmaLlito LWoA0 TEOPETUYHOIO PO3Mipy
cepii; - yTOYHEHHS NepioANYHOCTI KOHTPOJTHO SKOCTI
BIAMMBKM 061aHaHHSA Bif, 3a/mwwikis A®| Ta Muno4oro
3aco6y BifNoBigHO 40 BUMOT AjH040i iHCTPYKLT Ta
3aTBEepAXeHOro rpadiky Bigbopy nNpo6; - yTOUHEHHS
onucy TEXHOMOTIYHUX onepaLiid BiANoBigHO A0 Ailounx
npoueayp Ha nignpuemMcTBi

316.

PUBOKCWH-
JAPHULA

PO34YUH A1 iH'EKLLN,
20 mr/mn, no 5 mn B
amnyni; no 5 amnyn'y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM y nauLii; no
10 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj;
N0 2 KOHTYpHI
YapyHKOBI YNakoBKN Y
nauui

MpAT
"®apmaueBTun
YyHa dpipma
"fapHuua”

YKpaiHa

MpAT
"®GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepiasis: 3MiHu |
TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX PO cucTemy
hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0Co6U 3 thapmakoHarnsgy 3asasBHuKa A5
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/TbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYaKun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aMmiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuin: Typok B'auecnas
B'auecnasoBuy

3a
peyenmom

UA/6209/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
317. | PMULMHOBA onis no 30 r abo no 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 6e3 UA/7354/01/01
onid r,aéono 100ry $apmaueBTNY dapmaLeBTUYHA TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peyenma
thnakoHax ; no 30 ry Ha thabpuika thabpvka "Biona" hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
chnakoHi; no 1 "Biona" MapKyBaHHS1 yNakoBOK Jlikapcbkoro 3acoby (n.17)
donakoHy y nayui LLIOS10 HAHEeCEHHSI TOProBoi Mapku
318. | PIHFEPA pO3unH aNs iHQysild; TOB YkpaiHa MAT "rannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18010/01/01
PO34NH no 200 mn Ta no 400 "APTEPIYM TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
MY NASLWKax nTar CT1abinbHICTb. 3MiHa Yy TepMiHax npugatHocTi abo
CKNsAHMX abo y ymoBax 36epiraHHs roToBOro NikapCbKoro 3acoby (iHLui
dhnakoHax 3MiHW) 36iNbLUEHHA TEPMiHY NPUAATHOCTI Ha niacTasi
OfiepXaHNX AaHnxX cTabinbHOCTI, OTPUMaHNX B
peanbHoMmy uaci 3aTBepgxeHo: TEPMIH
MPUOATHOCTI 1 pik 3anponoHoBaHo:
TEPMIH NPNOATHOCTI 2 poku BBeaeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/S 3aTBEPKEHHS.
319. | PIONAH CyCrneHsisi opasibHa, Takepa M'M6X HimeyunH Takepa 'm6X HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasnis: 3MiHu | 6e3 UA/11741/02/01
800 mr/10 mn no 10 a TUny - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peyenma
M/ B cawwe; no 10, abo CTabinbHICTb. 3MiHa Yy TepMiHax npugaTHocTi abo
no 20, a6o no 50 yMoBax 36epiraHHsi roTOBOrO /likapCbKoro 3acoby
calle B KapTOHHii (3MEHLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
Kopobu,i NiKapcbKoro 3acoby) - 151 TOProBoi ynakoBKu.
3MeHLUEeHHs TepMiHy npuaaTtHocTi 13 (rapMoHi3auieto
TepMiHy npugaTtHocTi ans /13 PionaH, cycneHsis
opasibHa, 800 mr/10 mn abo 1600 mr/10 mn i3
BHYTPILLHIMK NpoLeaypamu koMnaHii Takega MvbX,
HimeuumnHa). 3aTeepakeHo: 5 pokis
3anponoHoBaHo: 3 pokn. 3MiHN BHECEHO B iIHCTPYKLLiH0
AN MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
p. "TepmiH npuaaTHocTi".
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nic/is
3aTBEPAKEHHS.
320. | PIONAH CyCneHsisi opasibHa, Takega Mm6X HimeuunH Takega Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3MiHu | 6e3 UA/11741/02/02
1600 mr/10 mn no 10 a TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib. peyenma
M/ B calue; no 10, abo CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
no 20, a6o no 50 ymMoBax 36epiraHHsi rOTOBOrO MikapCbKoro 3acoby
calle B KapTOHHIi (3MEHLLEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
KopooLi nikapcbKoro 3acoby) - [ns ToproBoi ynakoBKu.
3MeHLLEeHHs TepMiHy npuaaTtHocTi 13 (rapMoHisatiieto
TepMiHy npugartHocTi ans /13 PionaH, cycneHsis
opasibHa, 800 mr/10 mn abo 1600 mr/10 mn i3
BHYTPILLHIMK Npoueaypamy komnaHii Takega MvbX,
HimeuyumHa). 3aTBepaxeHo: 5 pokis
3anponoHoBaHo: 3 Poku. 3MiHN BHECEHO B iHCTPYKLi0
0151 MEANYHOTO 3aCTOCYBaHHSA NMikapCbKOro 3acoby y
p. "TepmiH npuaaTHocTi".
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.
321. | PIONAH CyCneHsisi opasibHa, Takega 'mM6X HimeyunH Takega TM6X HimeuyunHa BHECEHHS 3MiH A0 peeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/11741/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
800 mr/10 mn, no 10 a TUMY - 3MiHW 3 SKOCTi. FOTOBUIA Nnikapcbkuid 3aci6. peyenma
M/ B calue; no 10, abo KOHTPO/Ib rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHWM) -
no 20, a6o no 50 OHOB/IEHHS BXE 3aTBEPAKEHNX METOZIB KOHTPO/IHO
calle B KapTOHHii AKOCTI NlikapcbKoro 3acoby, a came BUK/IaAEeHHS TEKCTY
Kopobui OepXXaBHOK MOBOHO 3riJHO Cy4aCcHUX BUMOT.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB nicns
3aTBEPAKEHHS
322. | PIONAH CyCneHsis opasibHa, Takepa M'm6X HimeuyunH Takepa M'm6X HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/11741/02/02
1600 mr/10 mn, no 10 a TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuit 3aci6. peyenma
mn B calue; no 10, abo KOHTpO/b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
no 20, a6o no 50 OHOB/IEHHS BXe 3aTBEPKEHNX METO/IB KOHTPO/IHO
calle B KapTOHHIi AKOCTI NikapcbKoro 3acoby, a came BUKIaAEeHHS TEKCTY
Kopoo6Li [lep>XaBHOI MOBOIO 3TiHO Cy4aCHVX BUMOT.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPIKEHHS
323. | POSAMET® Kpem 1% no 25ry AapaH- Xopsaris AapaH-TaneHcbkuii Xopsaris BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/7256/01/01
Ty6i; no 1 Ty6i y [aneHcbkuii Na6oparopiii g.4. TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
KapTOHHI KOpooLyi Nab6opaTtopiii thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
a.a. y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
KOHTaKTHUX [aHNUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI
0Cco6M 3as1BHMKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B
YkpaiHi
324. | PO3APT TabneTkun, BKpUTI TOB "TeBa YkpaiHa Axtasic T/ MauibTa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11647/01/01
NiBKOBOO Ykpaina" TUMY - 3MiHU 3 SKOCTI. FOTOBMIA Nikapcbkuii 3aci6. Onnuc |  peyenmom
060/10HKOI0, M0 5 Mr Ta cknag, (iHWi 3MiHN) - BHECEHHS pefaKLiiiHX 3MiH [0
no 10 TabneTtok y p. «Cknag» B 3aTBEpAKeHNX MeTogax KOHTPO/IH0
6nicTepi; no 3 abo 9 akocTi /13, a came B onuci Aito4oi peyoBmHU (6yno:
6nicTepiB y KOpooLi po3yBacTaTVH KaulbLiito, eKBIBA/IEHTHO pO3yBacTaTvHY;
CTas10: po3yBacTaTuH, Y BUINA4i po3yBacTaTuHy
KanbLiito) Ta 060/10HKM, 63 hakTUYHOT 3MiHM cknady
n3
325. | PO3APT TabneTkun, BKpUTI TOB "TeBa YkpaiHa Axtasic T/ MaunibTa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/11647/01/02
NiBKOBOO Ykpaina" TUMy - 3MiHU 3 SKOCTI. FOTOBMIA Nikapcbkuii 3aci6. Onuc |  peyenmom

060/10HKO0, No 10 Mr

Ta cknag (iHWi 3MiHK) - BHECEHHS peflakLiiHMX 3MiH 10
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 10 TabneTtok y p. «Cknaf» B 3aTBepMKeHXx MeTogax KOHTPO0
6nictepi; no 3 abo 9 AaKocTi /13, a came B onuci Aitoyoi peyoBuHu (6yno:
6nicTepis y KOpoobLi po3yBacTaTuH KasibLijto, EKBIBAU/IEHTHO PO3yBaCcTaTUHY;
CTas10: po3yBacTaTuH, y BUMALI po3yBacTaTuHy
KasibLito) Ta 060/10HKK, 6e3 hakTUYHOT 3MiHW cKknagy
n3
326. | PO3APT TabneTku, BKpUTI TOB "TeBa YkpaiHa AkTasic /1T, ManbTa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/11647/01/03
nNiBKOBOIO YkpaiHa" TUMY - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuid 3aci6. Onuc peuenmom
060/10HKOI0, N0 20 Mr Ta cknag, (iHwWi 3MiHW) - BHECEHHS pefakLuiiiH1X 3MiH J0
no 10 Tabnetok y p. «Cknag» B 3aTBepXeHnx MeTogax KOHTPOsI0
6nictepi; no 3 abo 9 saKocTi /13, a came B onuci Aitoyoi peyoBuHmn (6yno:
6nicTepis y KOpobui po3yBacTaTuH KasibLijto, EKBIBa/IEHTHO pO3yBacTaTuHY;
CTan0: po3yBacTaTuH, y BUIMALI po3yBacTaTuHy
KasibLito) Ta 060/10HKN, 6e3 hakTUYHOT 3MiHW cKknagy
n3
327. | PO3APT TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic /1T, ManbTa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/11647/01/04
NNiBKOBOIO Ykpaina" TUMY - 3MiHW 3 SIKOCTi. FOTOBUIA Nnikapcbkuid 3aci6. Onuc peyernmom
060/10HKOH0, M0 40 Mr Ta cknag, (iHwWi 3MiHW) - BHECEHHS pefakuiiHuX 3MiH 40
no 10 Tabnetok y p. «Cknag» B 3aTBEpPAXEHNX MeTofax KOHTPO/I0
6nicTepi; no 3 abo 9 akocTi J13, a came B onuci fito4oi peyosnHU (6yno:
6nicTepiB y kKopobui po3yBacTaTViH KaulbLiito, EKBIB/IEHTHO pO3yBacTaTVHY;
CTano: po3yBacTaTuH, y BUIMALI po3yBacTaTuHy
KausibLito) Ta 060/10HKK, 6e3 hakTUYHOT 3MiHW cKnaay
n3
328. | PO3YBACTA | Tabnetku, BKpUTI CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/12605/01/01
TUH nNiBKOBOIO dapmacbioTika PapmaueBTUyYHa TUMY - 3MiHW 3 SKOCTi. FTOTOBUIA Nikapcbkuii 3aci6. peyernmom
CAHAO3® 060/10HKOHD, M0 5 Mr, n3 a.o. KoMnaHisa g.4., KOHTponb AOMOMDKHUX peyoBMH. 3MiHa y MeTofax
no 7 Tabnetok y CnoBeHis BUNPOGYBAHHS LONOMIXHOI peYOBUHW (HE3HAYHI 3MiHU
6nicTepi; no 4 (BUPOBHMLTBO in y 3aTBEPKEHNX MeToAax BUnpobyBaHb) - He3HauHa
6nicTepn y KapTOHHI bulk, TecTyBaHHs, 3MiHa y MeTogi BunpobyBaHHsA "Loss on drying”
Kopo6ui; no 10 nakyBaHHs1, BUMYCK (BignosigHo Ao Bumor EP) Ans AonomikHOI peqoBUHU
Tabnetok y 6nictepi; cepii); Nek KPOXMasib KyKypyA3saHUi
no 3, 6 abo 10 PapmaLeBTUYHa
6nicTepiB y KAPTOHHIl KoMnaHisa 4.4.,
Kopobui CnoBeHis
(nakyBaHHs1, BAMYCK
cepii)
329. | PO3YBACTA TabneTkn, BKPUTI CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/12605/01/02
TUH NiBKOBOO dapmachioTika dapmaueBTUYHA TUMY - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
CAHAO3® 060/10HKO10, M0 10 Mmr, n3 a.o. KoMnaHisa 4.4., KOHTPO/Ib AONOMDKHUX peYOBUH. 3MiHa Y MeToAax

no 7 Tabnetok y
6nicTepi; no 4
6nicTepn y KapTOHHIl
Kopo6ui; no 10

CnoBeHis

(BMpPOGHMLTBO in
bulk, TecTyBaHHs,
nakyBaHHs1, BUMYCK

BMNPOBYBaHHA [OMOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHN
y 3aTBepIpKeHNX MeTodax BUNpobyBaHb) - He3HaYHa
3MiHa y MeTozji BUNpobyBaHHs "Loss on drying"
(BignosigHo fo BumMor EP) Ans 0onomipkHOT peyoBuHM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; cepii); Nek KpOXMasb KyKypyA3saHWi
no 3, 6 abo 10 dapmaueBTUyYHa
6nicTepiB y KAPTOHHIN KoMnaHisa 4.4.,
Kopobui CnoBeHis
(nakyBaHHs1, BUNYCK
cepii)
330. | PO3YBACTA | Tabnetku, BKpUTI CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/12605/01/03
TUH nNiBKOBOIO dapmacbioTika dapmaneBTUYHA TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuid 3aci6. peuenmom
CAHAO3® 060/10HKOI0, MO 20 Mr, n3 a.4a. KomnaHia g.4., KOHTponb AONOMKHUX peyoBuH. 3MiHa Y MeTogax
no 7 TabneTtok y CnoBeHis BMNPO6YBaHHA [OMOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHN
6nictepi; no 4 (BMPOGHMLTBO in y 3aTBEPKEHNX MeToAax BUNpPobyBaHb) - HE3Ha4YHa
6nicTepy y KapTOHHI bulk, TecTyBaHHs, 3MiHa y MmeTogi BunpobyBaHHs "Loss on drying”
Kopo6ui; no 10 nakyBaHHs1, BUMYCK (BignosigHo fo BuMor EP) ans AonomikKHOT peyoBUHU
TabneTtok y 6nictepi; cepii); ek KPOXMaslb KYKYpPYA3siHWiA
no 3, 6 abo 10 dapmaneBTUYHA
6nicTepiB y KAPTOHHIl KomnaHia g.4.,
Kopobui CnoBeHis
(nakyBaHHs1, BUMYCK
cepii)

331. | CAHOMEH cnpeii HasaslbHUiA, CaHpo3 CnoseHis Nek CnoseHisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15870/01/01
[030BaHuii, cycnensis | ®apmacbloTika dapmaneBTUYHA TUMY - BHECEHHS 3MiH A0 p.3.2.S.4.2 AHaNITUYHI peyenmom
50 mkr/go3y no 60 abo n3 a.g. KOMnNaHia 4. 4. npoueaypu, a came: po3pob/ieHa HoBa npoueaypa

120, a6o 140 po3y
KOHTelHepi; no 1
KOHTeliHepy y Kopo6Lyi

ONA 3a/IMLLKOBUX PO3UYMHHUKIB Y 3B'A3KY 3
NMOBTOPIOBAHHAM BUMAaKIB BUSB/IEHHS
HeigeHTUMIKOBaHNX 3a/IMLLKIB PO3UYNHHUKIB ANns AdI
Bif BUpO6GHMKa Aarti . BukoHaHo Bastigadiito
ONMTUMI30BAHOr0 MeTOoAy TecTyBaHHs. OTxe,
aHaniTM4Ha npoueaypa 6yna nepernsHyTa BignoBigHO
[0 BUCHOBKIB Bastigauil. 3MiHX He BNMBAIOTb Ha
pesynbTaTy abo crneundikaLito NpoayKTy. BHeceHHs
pefakuifiHUX NpaBoK A/151 TECTYBaHHS 3a/IULLIKOBUX
po3unHHKKIB (Mmethanol, ethanol, acetone, methylene
chloride, toluene) gns A®l Big Bupo6Huka Cipla:
po3ain "Solution for identification of ethyl acetate (Et-
Ac)": abpesiaTtypa STD 3miH0eTbCA Ha STM; po3gin
"Standard solution (STM)" : BuganieHo and mix y
peyeHHi "Close the vial immediately and mix", 3rigHo
3BiTY Banifauii nepemillyBaHHs He NOTPIGHO;
3anponoHoBaHo: Module 3.2.S.4.2 Analytical
Procedure Aarti New test method Different column is
used, optimized gradient temperature, inlet, detector
and gas phase sampler temperatures. Change in the
carrying gas, optimized time of shaking in headspace
vial, change of solvent to DMSO. New typical
chromatograms are added. Carrier gas: variability of
carrier gas (Helium) up to +/- 50%

System suitability test (SST): RSD (Astd., n=6) NMT
10.0%
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
332. | CENTIAIM MOPOLLIOK AJ151 PO3UMHY M.BioTek Benuka ACTPA/ CTEPITEK IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 3a UA/11484/01/01
Ans iH'ekuii no 500 mr NimiTen BpuTaHis MPABIT NIMITES, TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
1 chniakoH 3 NOPOLLKOM thapmakoHarnsay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
y nayui 3 KapToHy po3gainy «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepaKeHHs
333. | CEMNTINIM NMOPOLLOK A/19 PO3UNHY M.BioTek Benuka ACTPAN CTEPITEK IHAin BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3MiHu | 3a UA/11484/01/02
A8 iv'exuii no 1000 Nimiteq BpuTaHis MPAMBIT NIMITES, My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyernmom
Mr 1 doniakoH 3 thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
NOPOLLKOM Y navi 3 po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
KapTOHY MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepaKeHHs
334. | CEPTAKOHA | necapii no 300 mr, no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3miHu || 3a UA/13845/01/01
30/1- 1 necapito B 6nicTepi; "®APMEKC reyn TMMY - 3MiHKU 3 AKOCTi. A®l. Bupo6bHuLTBO. 3MiHa peuyenmom
DPAPMEKC no 1 6nictepy B reymn" BMPOGHMKa BUXIAHOrO/MPOMIKHOIO NPoAyKTYy/peareHTy,
KapTOHHI KOpooLyi LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMYOMY npoueci AdI,
abo 3miHa B1pOo6HYKa (BKIOUaKun, ae HeobxiaHo,
MicLie NpoBefeHHSA KOHTPOIO SKocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €BpoNeiichbkili
hapmakonei y 3aTBepyKeHOMY [0CbE)(BBEAEHHS
HOBOro BMPOGHMKa A®| 3 HafaHHAM MacTep-thaiina Ha
Adl) - BBEAEHHA 004aTKOBOrO BUPOGHMKa anis Adl
CeprakoHasony Hitpaty Glenmark Life Sciences
Limited, Ingia 3 HagaHHAM DMF Ha A®I. Ak Hacnifok
npuBeAeHHs cneundikayii Ta MeToAiB BUNPOGYBaHHS
A®| 3a NOKA3HUKOM "3asIMLLKOBI KiNIbKOCTi OpraHiyHnx
PO3UYMHHUKIB" [0 BUMOT BUPOGHUKIB CyOCTaHLT;
3anponoHoBaHo: Optimus Drugs Private Limited, IHAis
Glenmark Life Sciences Limited, IHgjs
335. | cupPonBIg cupon no 100 mn a6o [Op. Taiicc HimeuunH [Op. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHMx maTepianis: 3MiHu | 6e3 UA/15367/01/01
KALUMKO AP. no 250 mn y donakoHi; HatypBapeH a HatypBapeH M'm6X MRy - aganTayis BU3Ha4YeHHs ifeHTUYHOCTI Ans peyenma
TANCCA 3 no 1 cpnakoHy 3 v6X aKTVMBHOTO iHrpeflieHTa CyXoro eKCTpakTy 3 /ICTS
EKCTPAKTO MIPHUM CTakaH4YMKOM Y naowa metogom TLX Ao nepernsaHyToi MoHorpadii
M NHOLWA KapTOHHI/ KopoobLi DAC; 3anponoHoBaHo: n. laeHTudikayis TLX Ha

TpUTEPNEHOBI canoHiHW. Mae BignosigaTu. AHasI0r4yHO
DAC 2004 (MoHorpadisi «J/IncTa nnoLa»); 3Midu |




155

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TMny - 3MiHM 3 AKocTi. A®L. (iHLWi 3MiHW) — BHECEHHS
pepakuiiHnx 3miH go p. 3.2.S.5. CTaHAapTHi 3pasku
abo npenapatyu ( 3aTBepAXeHo: lvy leaf standardized
tincture CRS 3anponoHoBaHo: lvy leaf dry extract
HRS) Ta p. 3.2.S.6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 BHAcNifoK
aganTauii 40 KepiBHUX NPUHLUMNIB
336. | COJIEKC® Tabnetkn no 100 mr PiBodhapm CA | Lseliuapi Pisochapm CA LBeliuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14312/01/02
no 10 TabneTok y A TUMY - BHECEHHS 3MiH A0 MeToay BUNpobyBaHHs AD| peyenmom
6nicTepi; no 3 Awmicynbnpug, Big Bupo6Huka LEBSA, 30kpema: 3amiHa
6nicTepy y KapTOHHIl MeToAy BUNPOGYBaHHSA 3a NOKa3HMKOM "Po3mip
Kopobui yacTok". 3anponpoHoBaHo: PSD method (Malvern)
337. | CONMEKC® Tabnetku no 200 Mr PiBochapm CA | Lseiiuapi Pisothapm CA LLiBefiuapis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14312/01/03
no 10 TabneTok y A TUMY - BHECEHHS 3MiH A0 MeToay BUNpo6yBaHHsa Ad| peyenmom
6nictepi; no 3 Awmicynbnpug Big BupobHuka LEBSA, 30kpema: 3amiHa
6nicTepn y KapTOHHIl MeToAy BUNPOBYBaHHS 3a NoKasHWKOM "Po3Mip
KopoobUi yacTok". 3anponpoHosaHo: PSD method (Malvern)
338. | CO/IEKC® TabneTku, BKpUTI Pisochapm CA | Lseiiuapi PiBochapm CA LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | 3a UA/14312/01/01
nNiBKOBOIO A UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y peuyenmom
060/10HKOI0, N0 400 Mr mMeTofax BunpobysaHHs AP| abo BUXigHOro
no 10 Tabnetok y marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
6nictepi; no 3 BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa A®PI (iHLUi
6nicTepn y KapTOHHIl 3MiHM Y MeTofax BUNpo6yBaHHS (BKIOYaUN 3aMiHy
Kopobui abo gonoBHeHHs)) A®| abo BUXiAHOrO/MPOMIKHOTO
NPOAYKTY) - 3aMiHa MeTo4y po3nofiny 4acTok 3a
po3mipamu nopotuky (PSD meTopg), skuii
3aCTOCOBYETLCS BUPOGHNKOM LEBSA ansi KOHTpOnto
akocTi Ad®|
339. | COMA3UHA® | Tabnetku, BKpUTI deppep Icnanis deppep Icnanis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/3198/03/01
N1iBKOBOO IHTepHacioHan IHTepHacioHanb, MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO10, N0 500 b, C.A. C.A. thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
mr; no 5 TabneTtok y po3giny “MapkysaHHa" MKA /13: 3anponoHoBaHo:
6nicTepi; no 2 abo 4 3rigHo 3aTBEpPAKEHOr0 TEKCTY MapKyBaHHS.
6nictepy B KOpo6L;i 3 OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
KapToHy 3ac06y 3 BHECEHHAM iHthopMaL,ii LLoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBeaeHHsA 3MiH
NPOTSArom 6-Tv MicsILiB Micns 3aTBePAKEHHS
340. | CMEKTPINA NMOpoLLUOK ANA Megak HimeuunH | Mepak Mesenbliadt HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/17474/01/01
KOHUeHTpaTy ans lesenbwadt a dotop KAiHiwe MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
PO34UHY A5 iHGy3il, dotop KANiHiwe Lneuiansnpenapar thapmakoHarnsgy. BeegeHHs abo 3miHu fo
no 10 000 Of1; 1 a6o 5 | LWneuiansnpe e M6X, HimeyunHa y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
ch/1aKoHIB 3 MOPOLLKOM napare mM6X (BMPOBHWK, WO (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy

Y KapTOHHIli kopobLyi

Bignosigae 3a
MapKyBaHHs,
BTOPVHHE
nakyBaHHS Ta 3a
BMNYCK cepii);

hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,

Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bifl YNOBHOBaXeHOI 0c06M, BiANOBIAA/IbHOI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PeHTwwnep 3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
Biochapma CE, KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
HimeyunHa thaiina cuctemmn chapmakoHarnsagy) - 3mMmiHa KOHTakTHOT
(BMpPOGHYK, L0 0cobu ynoBHOBaXEHOT 0C06Y 3asBHMKa,
Bignosigae 3a BiANOBIAA/ILHOT 32 hapmakoHarnsg B Ykpaii.
BMPOOHULTBO MponoHoBaHa pegakuis: bBakyH AHHa OnekcaHapiBHa.
rOTOBOI NiKAPCbKOI 3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0co6u
¢opMu, NepBuUHHE YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
nakyBaHHs, hapmakoHarnsg B Ykpaini
BUNPOGYBaHHSA/KOHT
posib cepii)
341. | cynbniPng Kancynu Teepai no 50 TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasiB: 3mMiHa 3a UA/4832/01/01
Mr, no 12 kancyny YkpaiHa» OnepeiiwH3 MonaHg 3asBHMKa (BNacHvKa peecTpauiiiHoro nNocBig4eHHs) peyenmom
6nictepi; no 2 (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). 3miHa
6nicTepn y kopobui 3asBHVKa (BNacHWKa peecTpauiliHoro nocBigYeHHs).
3MiHu | TURY - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmMakoHarnsay (BkiYaK4u
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
hapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0Co6u
3as1BHVKA, BifgNoBigabHOI 3a hapMakoHarnsg.
342. | cynbniPng Kancynu TBepgi no TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHnx maTtepiasiB: 3mMiHa 3a UA/4832/01/02
100 wr, no 12 kancyn YkpaiHa» OnepeiiwH3 MonaHg 3asBHUKa (BNacHyKa peecTpauiiHoro nNocBig4eHHs) peyenmom

y 6nicTepi; no 2
6nictepn y kopobui

(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460). 3miHa
3as1BHMKa (BN1acHMKa peecTpaviiiHOro noceig4yeHHs).
3MiHu | TUNY - 3MiHKU Woa0 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Y3ara/lbHEHUX AaHUX NP0 cUcTeMy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3pjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLieHHi MacTep-
dhaiina cuctemu chapmakoHarasgy). 3miHa
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: Buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6U
3as1BHVKa, BignoBiganbHOI 3a dhapMakoHarnsag.
343. | CYMAMEA® Kancynu no 250 mr; no TeBa 13painb MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/2396/03/01
6 kancyn y 6nictepi; PapmaueBTika 4.0.0. TUMy - 3MiHa 3aTBEPMAXEHUX YMOB 36€epiraHHs roToBOro peyenmom
no 1 6nictepy y n lHpacTpis niKapcbKoro 3acoby Ha nigcTasi foCNimpKeHb 3i
KapTOHHI KOpooLyi nra. CTabinbHOCTI
3anponoHoBaHo: YM0oBU 36epiraHHs 36epiratu npu
Temnepartypi He BuLle 25 °C. 3MiHM BHECEHO B
IHCTPYKL,i0 41151 MeAMYHOro 3acToCyBaHHA y p. "YMOBM
36epiraHHa" 3 BigMNOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHs ynakoBKuW fikapcbkoro 3acoby. BeeaeHHs
3MiH NpOTAroM 6 MicALIB MiCNs 3aTBePKEHHS
344. | CYNPANEB pO34uH ANs iHQY3il, TOBAPWCTB YkpaiHa [JouipHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18110/01/01
500 mr/100 mn, no 100 03 nignpMEMCTBO TUny - 3MiHu Wwoao 6esnekn/edpekTUBHOCTI Ta peyenmom
MJTY KOHTEHepi 3 OBMEXEHO "papmaTpeing" thapmakoHariagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
nonisiHinxsaopuay, no 10] MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
1 KOHTelHepy B BIAMNOBIAAN BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
noslieTusIeHoBOMy bHICTHO BMMIPIOBaHHS y cuctemi Sl.
nakeTi B KAPTOHHIl "BIOJIA-
ynakosLi MEOPAPM"
345. | TANNITOH® Tabnetku no 6,25 wr; 3AT YropuwuHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasis: 3MiHu | 3a UA/0947/01/01
no 20 a6o 30 ®apmaueBTny dapmaLeBTUYHNMIA TUMY - BHECEHHS 3MiH 0 MaTepianiB peecTpaviinHoro peyenmom
Tabnetok y oNakoHi; HWi1 3aBOf, 3aBog ErIC [0CbE Ha nikapcbkuii 3aci6, a came 3MiHa
no 1 donakoHy B EFIC nepiogMYHOCTi MPOBEAEHHS BUMPOOYBaHHS 3a
KapTOHHI KopobLj; no NokKasHUKOM «MikpoG6ionoriyHa YACTOTa». Y 3B’A3Ky 3
7 TabneTok y 6nictepi; LM 3MiHW BHOCATLCA [0 METOZiB KOHTPOSIIO; 3MiHY |
no 2 a6o 4 6nictepn y TUMY - BHECEHHS 3MiH [0 MaTepiaiB peecTpaviinHoro
KapTOHHilA KOopooLi [OCbE Ha NikapcbKuii 3acib, a came BUTyUYEHHS
nokasHunka «TBepaicTb». Y 3B'A3KY 3 LM 3MiHU
BHOCHATbCS 10 METOZiB KOHTPO/IIO; 3MiHW | TNy -
BHECEHHS 3MiH [10 MaTepiasliB peecTpaviliHoro 4ocbe
Ha Nnikapcbkuii 3aci6, a came BUTyYEHHS NMOKa3HUKa
«Po3nagaHHs». Y 3B'A3KY 3 LM 3MiHW BHOCATLCSA A0
MEeTOAIB KOHTPOSIO; 3MiHU | TUMY - BHECEHHS 3MiH 40
marepianiB peecTpaLiiHoro Aocbe Ha NikapcbKuii
3aci6, a came: BUyYEHHS MOKa3HKKa «BUCOTa» B TeCTi
«Po3Mmipu». Y 3B'A3KY 3 LIMM 3MiHW BHOCATbLCS A0
MeTOZIB KOHTPO/IIO; 3MiHW | TUMNY - BHECEHHA 3MiH [0
mMarepianiB peecTpauiiHoro JOCbEe Ha Nikapcbkuii
3aci6 i3 3MiHOK KpUTEPIiB NPUAHATHOCTI 3a
NoKasHUKOM «CTUPaHHICTb». Y 3B'A3KY 3 LM 3MiHK
BHOCATBCS 10 METOZAIB KOHTPOSIIO
346. | TANNITOH® Tabnetku no 12,5 wr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/0947/01/02
no 20 a6o 30 PapmaueBTny PapmauleBTUUHMI TUMY - BHECEHHS 3MiH 10 MaTepianiB peecTpaLiinHoro peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TabneTok y priakoHi;
no 1 cpnakoHy B
KapTOHHI Kopo6Li; no
7 TabneTtok y 6nictepi;
no 2 a6o 4 6nictepu y
KapTOHHI KopoobLi

HWIA 3aBOf,
EriC

3aBof ElC

[0CbE Ha nikapcbkuii 3aci6, a came 3MiHa
nepiognYHOCTI NPOBELEHHSA BUNPOOYBaHHA 3a
nokasHukom «MikpobionoriyHa unctoTa». Y 38’A3Ky 3
LM 3MiHW BHOCATLCSA A0 METOZiB KOHTPOIIO; 3MiHu |
TUMY - BHECEHHS 3MiH [j0 MaTepianiB peecTpaviiiHoro
[OChE Ha NikapCbKunii 3acib, a came BUTyUYEHHS
nokasHuka «TBepicTb». Y 3B’A3KY 3 LM 3MiHM
BHOCSTbCS 10 METOZiB KOHTPO/IIO; 3MiHM | TNy -
BHECEHHS 3MiH 40 MaTepiasliB peecTpauiniHoro 4ocbe
Ha nikapcbKkuii 3acib, a came BUyYEHHS MOKa3HMKa
«Po3nagaHHsa». Y 3B'A3Ky 3 LM 3MiHW BHOCATLCA [0
MEeTOZIB KOHTPO/IIO; 3MiHW | TUMY - BHECEHHS 3MiH [0
mMarepianiB peecTpaLiiHoro JOCbe Ha Nikapcbkuii
3acib, a came: BUyYEHHS MOKa3HMKa «BUCOTa» B TECTI
«Po3mipu». Y 3B'A3Ky 3 MM 3MiH/ BHOCATLCS A0
MeTOZIB KOHTPO/IIO; 3MiHW | TUMY - BHECEHHS 3MiH [0
mMarepianiB peecTpaLiiHoro AoCbe Ha Nikapcbkuii
3aci6 i3 3MiHOO KpUTEPIiB NPUAHATHOCTI 3a
MOKa3HNKOM «CTUPaHHICTb». Y 3B'A3KY 3 LM 3MiHU
BHOCHATbCS 10 METOAIB KOHTPO/IO

347.

TANNITOH®

Tabnetkun no 25 mr, no
20 a6o 30 TabneTok y
dhonakoHi; no 1
bNakoHy B KAPTOHHIl
Kopo6ui; no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHIA Kopoo6Li

3AT
dapmaueBTny
HWi1 3aBOf,
EFIC

YropLmHa

3AT
dapmaneBTUYHNIA
3asof ElC

YroplmHa

BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu |
TUMY - BHECEHHS 3MiH 0 MaTepianiB peecTpaviinHoro
[0CbE Ha nikapcbkuii 3aci6, a came 3MiHa
nepiogMYHOCTi MPOBEAEHHA BUMPOOYBaHHS 3a
nokasHukoM «MikpobionoriyHa yicToTa». Y 3B'A3Ky 3
LM 3MiHW BHOCSATLCS O METOZIB KOHTPOO; 3MiHK |
TUMY - BHECEHHS 3MiH A0 MaTepianiB peecTpaviiHoro
[0CbE Ha Nikapcbkuii 3aci6, a came BUTyUYEHHS
nokasHuKa «TBepAiCTb». Y 3B'A13Ky 3 LM 3MiHM
BHOCATbCS A0 METOAIB KOHTPOSO; 3MiHU | Tvny -
BHECEHHS 3MiH [10 MaTepiasliB peecTpaviliHoro A4oCbe
Ha nikapcbkuii 3acib, a came BUyYEHHS MOKa3HMKa
«Po3nagaHHsA». Y 3B'A3Ky 3 LM 3MiHW BHOCATLCSA A0
MEeTOAIB KOHTPOJIO; 3MiHW | TUMY - BHECEHHA 3MiH 40
mMarepianiB peecTpaLiiHoro AoCbe Ha Nikapcbkuii
3aci6, a came: BUYyYeHHs NOoKa3HMKa «BUCOTa» B TECTI
«Po3mipu». Y 3B’A3KY 3 LM 3MiHU BHOCATbLCS A0
METOAIB KOHTPOSIO; 3MiHW | TUMY - BHECEHHS 3MiH 40
mMaTtepianiB peecTpauiiHoro 4OCbE Ha NikapCbKuii
3acib i3 3MiHO KpUTEpIiB NPUIAHATHOCTI 3a
NoKa3HUKOM «CTUPaHHICTb». Y 3B’S13KY 3 LM 3MiHK
BHOCATbCS [0 METOZAIB KOHTPO/IHO

3a
peyerimom

UA/0947/01/03

348.

TA®DP/IOTAH®
MYNbTI

Kpansi O4Hi, pO34nH,
no 15 mkr/mn, no 3 mn
y thnakoHi 3
[03aTopoM Ta

CaHTeH AT

PiHnaHais

CaHTeH AT,

PiHNAHAIA

(BUPOGHMK,
BignoBiganbHWiA 3a

PiHnaHpis/
ITanisa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnX Mpo cucTemy hapmakoHarnsagy

3a
peuyenmom

UA/18212/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KPVILLIKOIO 3 KOHTpONeM BUMYyCK cepii); (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
NnepLLOoro BigKpUTTA: Ty6intokc Papma hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
no 1 donakoHy y C.N.A,, ITanisa BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
naketi, no 1 nakeTy B (BMPOGHMK, KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
KapTOHHI kopobui Ne BiANoOBigabHUI 3a 3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHaA
1 BMPOGHMLITBO in- BiAMiHHa BiJ YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
bulk, nepBuHHy Ta 3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
BTOPVHHY YNaKoBKY, KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
BMNPOGYBaHHS tharina cuctemmn chapmakoHarnisgy) - 3miHa
00 AKOCTI) KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
BignoBigabHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOI
0C06M YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepfakuis: CaByeHKo MUTpo
CeprilioBuy. 3MiHa KOHTAKTHWUX AAHNX KOHTaKTHOI
0Cco6Y YNOBHOBaXXEHOT 0CO6VM 3asBHMKA,
BignoBigasIbHOI 3a dhapmMakoHarnsg B YkpaiHi. 3miHa
MicL,e3HaxoMKeHHs macTep-daiina cuctemm
hapmakoHarnsgy. 3miHa Micus 34iCHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy
349. | TEPA®NIO MOPOLLIOK ANt FCK LLiseiiuapi "CK KoHcblomep CLUA BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 6e3 UA/5436/01/01
Op&a/IbHOTO PO3YMHY 3i KoHcblomep a Xenc, IHK. TNy - NOAaHHS OHOB/IEHOTO cepTudikarty peyenma
CMakoM nicoBUX frif,; Xenckep C.A. BiAnoBigHOCTI EBponeiickkili hapmakonei R1-CEP
1 nakeT 3 NOPOLLKOM; 1996-039-Rev 04 Big BXe 3aTBEPAKEHOr0 BUPOGHMKA
10 nakeTiB 3 Mallinckrodt Inc, USA gijto4oi pe4oBuHY napaueTramor,
NOPOLLKOM Y B 3B’A3KY 3i 3MiHOIO Ha3BY BUpo6HUKa AdI, micue
KapTOHHI/ KopoobLi BMPOGHMLITBA He 3MiHMI0Ch (3anponoHoBaHo: R1-CEP
1996-039-Rev 04 SpecGx LLC, Raleigh
Pharmaceutical Plant 8801 Capital Boulevard United
States Am.-27616 Raleigh, North Carolina)
350. | TETPAUUKNI | ma3sb o4Ha, 1%; no 3 r mnn YkpaiHa TOB "Apnimep" Pecny6nika BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/17541/01/01
H abo no 10 r y Tybax; "TNEAEKC" BipmeHis TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peyenmom

no 1 Ty6i B KApPTOHHiIl
nauui

CuncTema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
pO3Mipy ynakoBKy roTOBOTO JlikapcbKoro 3acoby (3MiHa
macu/o6'emy BMICTy KOHTeliHepa 6araTo030B0Oro
NiKapCbKOro 3acoby A5 HenapeHTepabHOro
3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOTO
BVKOPUCTaHHS)) - BBEEHHS [,04aTKOBOI YNakoBKu
roTOBOrO Jlikapcbkoro 3acoby — no 10 ry Ty6i, 3
BiANOBIAHMMU 3MiHAMU y po3ginax:
«Cneuudikauis»(n. Macca cogepXmmoro ynakosku),
«MeToau KoHTposo»(N. Macca cofepXMmoro
ynakoBku, n. CTepubHOCTb), «YnakoBka» MKA 13. A
TaKoX 3MiHW BHECEHO B IHCTPYKLiO A1 MEANYHOro
3acTOCyBaHHSA y p. "YnakoBka" 3 BignoBigHMMmn
3MiHaMU Y TeKCTi MapKyBaHHS yNakoBKW NiKapCbKoro
3acoby
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
351. | TIBOPE/b pO34uH ANs iHdy3il TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | 3a UA/15067/01/01
no 100 My NAsALwLj; dapm” TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
no 1 naswuyi B nayui hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHS OANHULLL
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHA 3MiH J0 po3giny
“MapkyBaHHs" MKA /13; 3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpP)KEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHS
352. | TIOKTOH PO34MH ANA H'EKLN, ToBapucTso 3 YkpaiHa K.T. Pomchapm PymyHis BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3MiHu | 3a UA/17881/01/01
600 mr/24 mn; no 24 obmexeHoro KomnaHi C.P.J1. TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
M1y ¢pnakoHi, no 5 BiANOBiAa/IbHI hapMakoHarnagy - OHOB/IEHHA TEKCTY MapKyBaHHS
(h/1aKOHIB Y KapPTOHHIl cTio "POPC- yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM
nauuj PAPMA iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
ONCTPUBIO y cucteMi Sl. BBeieHHs 3MiH npoTarom 3-x MicsiuiB
LH" nicns 3aTBepKEHHS
353. | TOBPEKC® Kpanni ouHi, 0,3 %, no HoBapric LLIBeliyapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/11364/01/01
5 Mn 'y dnakoHi- dapma Al A TUNy - foAaBaHHA NocTaYaslbHUKIB KOMMOHEHTIB peyernmom
KpanenbHuui"gpon- KOHTelHep-3aKynoptoBaibHOro 3acoby: Nolato
TeliHep®"; no 1 Jaycare (bottle) Ta Moll Industries (plug, closure),
dhnakoHy-KpanenbHuL| Gerresheimer (closure), 6e3 3MiH nakyBa/IbHOrO
y KOpobLji 3 KapTOHY maTepiany; 3mMiHu | TMny - 3MiHa HaliMeHyBaHHS
noctavasibH1Ka KOMMOHeHTIB: 415 bottle, closure 3
Rexam Healthcare Ha BPRex Healthcare; gns closur,
dispensing plug 3 Rexam Healthcare Ha Nemera.
3MiHa HaliMeHyBaHHA nocTavasibHMKa rymmn gns bottle,
dispensing plug 3 Basell Ha LyondellBasell, 6e3 3miHn
KOMMOHEHTIB YNakoBKM Ta npoLiecax y BUPOGHULTBI
354. | TOXEO PO3YUH A1 iH'EKLN, CaHodi- HimeuunH CaHodpi-ABeHTic HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/14720/01/01
COJ/NIOCTAP 300 Og./mn; Ne 1, Ne ABeHTIC a [oiunang MmeX My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peuyenmom
3,Ne5:no1,5mny [Joliunang, hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
KapTpuaXi, rm6X nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOro

BMOHTOBaHOMY B
0/IHOPa30BY LUMPULL-
pyuky; mo 1, 3a6o 5
LUINPUL-PYYOK B
KapTOHHilA KOpo6L

nokasaHHs abo 3MiHa y 3aTBEPPKEHOMY NMOKa3aHHI) -
3MiHV BHECEHO A0 IHCTPYKUIT A4NS MefuyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Moka3aHHs", a TakoX, K HacNigokK, 40 po3ainis
"apmakosiorivyHi BnactmsocTi", "Cnoci6 3acTocyBaHHsA
Ta gosun”, "Oitn", "MNo6iyHi peakuii". HagaHo
oHoBJieHuii MYP, Bepcis 6.1, y 3B'A3Ky 3i 3MiHOW A0
nokasaHb [10 3aCTOCYBaHHS. [leTaslbHWii onuc cuctemn
ynpaBsAiHHA pU3viKammn y BUTIALi NaaHy ynpas/iHHA
pY3nKamMK, L0 HaAAHWIA 3asBHUKOM, MICTUTb PU3MK
NponopLiiHi 3axoau 3 MiHIMI3aLji pu3vkiB Ta
3pificHeHHs hapmakoHarnsgy. IHopmauis 3 6esneku,
LLI0 NpeAcTaB/ieHa B NPOeKTi IHCTPYKLUIT A1
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MeANYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
Bigobpaxkae 3axoau 3 MiHiMi3aUiT pu3vkis, Bignosigae
iHchopmawuii, BUKnageHii y nnani ynpasniHHA
pu3nkamu, HagaHoro 3asBHUKOM (BBefeHHs 3MiH
NPOTAroM 6-TW MicALB Nic/A 3aTBEPAKEHHS)
355. | TOPACEMIA- | TabneTkn no 5 mr no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/16245/02/01
AAPHNLA 10 TabneTok y "®apmauesTn "®GapmaueBTuyHa MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyernmom
KOHTYPHIli YapyHKOBIi yHa hipma ipma "OapHuus” hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
ynakosLi; no 3 "MapHuua" MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
KOHTYPHI YapyHKOBI BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
ynakoBKuM B naui BUMIpIOBaHHA y cuctemi Sl. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuiB nicns 3aTBepAkKeHHs
356. | TOPACEMIA- | Ta6netku no 10 mr no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16245/02/02
AAPHULUA 10 TabneToK y "®apmavesTu "dbapmaLieBThYHA UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIl yHa chipma ipma "fapHuus” hapMakoHarnagy (iHwi 3MiHK) - OHOBNIEHHS TEKCTY
ynakoBLi; no 3 a6o no "fapHuua” MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
10 KOHTYpHUX BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
YapyHKOBMX YNMakoBOK BMMIpIOBaHHs y cuctemi Sl. TepMiH BBEAEHHS 3MiH -
B mauui NpoTArom 6 micsuiB nicas 3aTBepaKeHHs
357. | TPUPTA3UNH- | po3unH Ans iH'ekuild, 2 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/3001/01/01
AAPHUUA mr/mn no 1 mn B "®dapmauesTu "®apmaueBTUYHa MMy - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn y yHa chipma hipma "OapHuus” hapmMakoHarnagy - 3MiHM BHECeHi B TEKCT MapKyBaHHS
KOHTYPHiIli YapyHKOBIi "OapHnus” yMNakoBKW NiKapCbKoro 3acoby 040 3a3HauYeHHs
ynakoBLi; no 2 O4VHWLb BMMIpOBaHHA y cuctemi Sl. BHeceHHs 3miH
KOHTYPHI YapyHKOBI 00 po3gainy “MapkyBaHHsA" MKA J13. 3anponoHoBaHo:
yNakoBKM B naui MAPKYBAHHSA. BignoBigHo A0 3aTBEPLKEHOTO TEKCTY
MapKyBaHHsl. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepaKeHHA
358. | YIbTPEKC kancynu no 300 mr no Pisochapm CA | Lseliyapis Pisochapm CA LLisefuapis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/14647/01/02
8 kancyn y 6nictepi; MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 2 6nictepu y hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
KapTOHHI KOpooLyi MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
BUMIPIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH 10 po3giny
«MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOro TEKCTY
MapKyBaHHS
359. | YIbTPEKC Kancynu no 150 mr no Pisochapm CA | LLseliyapis PiBochapm CA LLiBefuapis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/14647/01/01
8 kancyn y 6nictepi; MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom

no 2 6nictepu y
KapTOHHI/ KopoobLi

hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHUL
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 0 po3giny
«MapkyBaHHs» MKA J13; 3anponoHoBaHo:
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS
360. | YMAH NMOPOLLOK A/19 PO3UUHY KegnpioH ITanisa KegpioH C.n.A. ITania BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 3a UA/13092/01/01
KOMMNJIEKC Ans iHdysiii, no 500 C.n.A. TUNy - NoAaHHA OHOBJ/IEHOro cepTudiikara peyenmom
500 MOJ/20 MO y cbnakoHi Nel y BignosigHocTi €Bponeiickkili hapmakonei (CEP) Big
M/1/ UMAN KOMMEKTi 3 yxe 3aTBepmkeHoro BmpobHuka (OPOCRIN S.p.A.)
COMPLEX PO34MHHMKOM (BOgA 0151 OMOMIKHOI PEYOBUHU — renapuHy Hatpito.
500 1U/20 ML [ANA iH ekuiid) no 20 mn 3anponoHoBaHo: R1-CEP-2002-006-Rev 07; 3miHu |
y donakoHi Nel Ta TWMy - NOAAHHA OHOB/IEHOrO cepTudiikata
Habopom ans BignoBigHocTi EBponeiickkili hapmakonei (CEP) Big
PO3YMHEHHS | yxe 3atBepgkeHoro BupobHuka (OPOCRIN S.p.A))
BBE/EHHS Y KApPTOHHIl ANs AONOMDKHOT PEYOBUHM — renapuHy HaTtpito.
Kopoo6Li 3anponoHoBaHo: R1-CEP-2002-006-Rev 08
361. | YPCOCAH® kancynu no 250 mr, no | NMPO.MEA.LIC Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3636/01/01
10 kancyn y 6nictepi; Mpara a.c. Pecny6nik Yecbka Pecny6ika Pecny6nika/ TMny - NogaHHsA HoBoro E cepTudikaty gns peyenmom
no 1 a6o 5, a6o 10 a (nepBuHHE i HimeuyunHa [L0MOMDKHOT peyoBUHM - xxenatuHy - R1-CEP 2000-
6nicTepiB y KAPTOHHiIl BTOPUHHE 029-Rev 05 - Rousselot; 3miHu | TUNY - NogaHHSA
Kopobu,i nakyBaHHs); HoBoro 'E cepTudikaTy 4151 4ONOMIKHOI pEHOBUHM -
MPO.MEL.LC XenatuHy - R1-CEP 2010-043-Rev 00 - Rousselot;

Mpara a.c., Yecbka
Pecny6nika (BCi
cTagii BUpobHUUTBAa,
KOHTPO/Ib AKOCTi Ta
Bunyck cepii); CBYC
dPapma a.c., Uecbka
Pecny6nika
(nepBuHHE i
BTOPUHHE
nakyBaHHS); XeHHir
ApuHaiimiTTens
v6X i Ko.KT,
HimeuunHa
(BMPOGHNLTBO
NPOMDXHOIo
NPOAYKTY, KOHTPO/b
SIKOCTI)

3MiHuM | TUNY - nogaHHA HoBoro ME cepTudikaty ans
[L,0MOMIDKHOT peyoBUHM - XenatuHy - R1-CEP 2000-
045-Rev 04 - Tessenderlo Group N.V.; 3miHu | Tuny -
nogaHHsa Hosoro E cepTucikaTy A8 [ONOMDKHOI
peyoBuHYM - xxenatuHy - R1-CEP 2001-424-Rev 03 -
Gelita Group; 3miHu | TUNY - nogaHHA HoBoro MNE
cepTuddikaTy 4719 [OMNOMDKHOI PEYOBUHU - XENaTUHy -
R1-CEP 2003-261-Rev 01 - M/S India Gelatine and
Chemicals Ltd; 3miHu | TMnNYy - nogaHHA HoBoro MNE
cepTuddikaTy 4719 [OMNOMDKHOI PEYOBUHU - XENaTUHy -
R1-CEP 2008-137-Rev 01 - Gelita AG; 3miHu | Tuny -
nofaHHa oHosneHoro ME cepTudikaty ans
[OMOMDKHOT PEYOBUHY - XXeNnaTuHy Bif, BXe
3aTBepAxeHoro Bupo6Huka Nitta Gelatin India Ltd.
3anponoHoBaHo R1-CEP 2000-344-Rev 03; 3MiHu |
TUNy - NoAaHHA oHoeneHoro ME cepTudikaty ans
[OMNOMDKHOI PEYOBUHW - XenaTuHy Bif BXe
3aTBepaxeHoro Bupo6bHuka Geltech Co., Ltd.
3anponoHosaHo R1-CEP 2001-028-Rev 01;
3MiHK | TUNY - NogaHHsA oHoBneHoro IE cepTudikaty
[ANs AONOMIKHOT PEYOBWHY - XXenaTuHy Big, BxXe
3aTBepaxeHoro Bupo6Hvka Nitta Gelatin India Ltd.
3anponoHoBaHo R1-CEP 2005-217-Rev 02; 3MiHu |
TMNYy - BUNMyYeHHs TE cepTudikaTis ANns fONOMDKHOT
peyoBuHu xenatuHy: R1-CEP 2002-110-Rev 00 —-PB
Gelatins, R1-CEP 2003-172-Rev 00 — Gelita Group,
R1-CEP 2004-022-Rev 00- PB Leiner argentina S.A,,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(ui cepTudpikaTy 6ynm BUyYeHi BUPObHUKaMn TBEpPANX
XenatuHoBux kancyn); R1-CEP 2004-247-Rev 00 —
Nitta Gelatin Inc., R1-CEP 2004-320-Rev 00 — Nitta
Gelatin Inc., R1-CEP 2001-332-Rev 02 — Rousselot

362.

®DEMOCTOH
® KOHTI

TabneTtkn, BKPUTI
NNiBKOBOO
060710HKO0, 10 1 Mr/5
Mr; o 28 TabneTok y
6nictepi; no 1 a6o 2,
abo 3 6nictepu B
KapTOHHIA KopooLi

A660TT
Xenckea
Mpopaxtc B.B.

HigepnaH
an

ABGOTT

Bionogxikanc B.B.

HigepnaHan

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn go
y3arasibHeHVX filaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI flaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuyis: Thomas Nisslein, DVM, PhD /
Tomac Hiccnsiti, DVM, PhD. 3MiHa KOHTaKTHMUX AaHnX
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
thapmakoHarnag,

3a
peyenmom

UA/4837/01/01

363.

®EMOCTOH
® KOHTI MIHI

TabneTkn, BKpUTI
NNiBKOBOIO
o60noHkoto, no 0,5
mr/2,5 mr, no 28
Tabnetok y 6nictepi;
no 1 a6ono 3
61icTepy B KApTOHHIl
KopooLi

AGGOTT
Xenckea
Mpogaktc 6.B.

Higepnax
on

ABGOTT

Bionoaxikans b.B.

HigepnaHgn

BHECEHHS 3MiH 40 pPeeCTpauLiiHNX MmaTepiasiB: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Y3ara/lbHEHUX AaHUX NP0 cUcTeMy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3pjiicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
YNOBHOBaXeEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuyis: Thomas Nisslein, DVM, PhD /
Tomac Hiccnsiii, DVM, PhD. 3MiHa KOHTaKTHMX AaHnx
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnag,

3a
peyenmom

UA/13464/01/01

364.

DEPPYM JIEK

PO3YUH A1 iH'EKLLNA,
100 mr/2 mnno 2 Mn B
amnyni; no 5 amnyny
6nictepi; no 1

CaHpo3
PapmacbioTika
n3 a.a.

CnoseHis

Nek
PapmaLeBTUYHa
KoMnaHis g. 4.

CnoseHisa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby 3

3a
peyenmom

UA/9347/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepy y KapTOHHii BHECEHHSM iHthopMaLii LLoA0 3a3HaYeHHS OAUHULB
Kopobui; no 2 mn B BUMIpIOBaHHsA y cuctemi Sl. 3amiHa po3sgainy
amnyni; no 10 amnyn y «[padhiuHe 0hOpMIEHHS YNakoBKu» Ha
6nictepi; no 5 «MapkyBaHHs» B 3aTBepmxeHnx MKA N13.
6nicTepiB y KAPTOHHIl 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3
Kopoobui 3aTBEPKEHUM TEKCTOM MapKyBaHHS. TepMiH
BBEJEHHS 3MiH: MPOTAroM 6 MicAuUiB 3 gatu
3aTBEPAKEHHS
365. | ®/TYOPOYPA | po3uvH ans iH'ekuiii 50 Mictpan AHrnis Xaynt ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/15418/01/01
uun- BICTA mr/mn; no 5 mn a6o 10 Kenitan BonbparcxayseH MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
M1, abo 20 mn MeHeKMeHT 6X thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
PO34NHY A5 iH'EKUIN Y Niviten po3giny “MapkysaHHs” MKA 13”; 3anponoHoBaHo:
chnakoHax; no 1 MapkyBaHHS. 3rifiHO 3aTBEpAXKEHOro TEKCTY
chnakoHy y kopobui 3 MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
KapToHy YMakoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
iH(bopMmauii WoA0 3a3HaYeHHs OAUHULL BUMIPIOBaHHSA
y cuctemi Sl. BBeieHHSA 3MiH NPOTAromM 6-Tn MicsLiB
nicns 3aTBepmKeHHs
366. | ®OKCEPO® NopoLUOK NS ANIKANOIQ AL | Pecny6nik ANIKANOIL AL Pecny6nika BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/15271/02/01
opasibHOT cycneHsii, Ckon'e a NisHiyHa | Ckon'e, Pecny6bnika MiBHiuHa TUMYy - BBEEHHA [OAATKOBOrO rnokKasHuka peyenmom
40 mr/5 mn, 1 donakoH MakegoHist | MMiBHIYHA MakepgoHis MakegoHisi/ «igeHTuikauis» fo cneyundikauii Ha 4ONOMIKHY
3 MOPOLLKOM B (Bunyck cepii); IHais peuvoBUMHyY 3asi3a okcug xoBTuii Spectracol 818802,
KapTOHHilA KOpo6L AJIKANOIL AL LLIO BUKOPUCTOBYETLCSA SIK 6apBHUK A1 BUTOTOB/IEHHSA
Ckon'e, Pecny6nika ['N13; 3miHK | TUNY - BUAYYeHHS BUNPOOYBaHHSA Ha
MiBHiYHa Makef0oHisA MULLI'AK i3 cnewumdikayii Ha LOoNOMIXHY peyoBUHY
(BTOpUHHE 3asiza okcug, xoBTuii Spectracol 818802, wo
nakyBaHHs); J1toniH BUKOPWCTOBYETLCA SIK 6GAPBHUK A/151 BUTOTOB/IEHHS
NimiTes, IHAiA ['N3; 3MiHK | TUNY - BBE4EHHSA O4ATKOBOIO,
(B1pOGHULTBO aNbTepHaTMBHOrO NocTadasibHyKa MipHOro Lwnpuua
Hepo3dgacoBaHoOro DOCTOR PACK INDIA PVT LTD;
NPOAYKTY, NepBUHHE 3MiHu | TUNY - BBEAEHHS A0AATKOBOrO,
nakyBaHHs, anbTepPHaTMBHOIO NocTadasibHVKa MipHOro cTakaHuvKa
BTOPWHHE 3 no3Hadvkoto 27 mn Space Age Plastic Industries, siknii
nakyBaHHs1) BUKOPWCTOBYETLCA A151 AO3YBaHHA CyCneHsil
367. | POCDOPAN rpaHynu gns NMPO®APMA ManbTta NabiaHa Icnanis BHECEHHS 3MiH [0 peEECTpaLiiiHMXx maTepianis: 3MiHu | 3a UA/13238/01/01
OpasIbHOTO PO34nHY, 3 IHTepHeLuHn dapmacbloTikasc, TUMY - NOAAHHS OHOB/IEHOTO cepTudikara peyenmom
r/naket; no 8ry TperanHr C.JLYy. BiANoBigHOCTI EBponelickkili hapmakonei Ne R1-CEP
naketi; no 1 nakety y Niviten 2012-265-Rev 00 gns gitouoi peyoBuHn Fosfomycin
KapTOHHIM navw,i trometamol Big, BXe 3aTBeEpAKEHOro BUPOGHMKa
LABIANA PHARMACEUTICALS, S.L.U., IcnaHis
368. | XYMAJ/IOI® PO34NH A5 iH'EKLINA, Ninni ®paHc PpaHuin Eni Ninni eng, CLUA/ BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/4750/01/01
100 MO/mn; no 3 Mny KomnaHi, CLLA ®paHuis MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

CK/ISIHOMY KapTpuaXi;
no 5 kapTpugxis y
KapTOHHI nayui; no 3
M/1 Y CKNSiHOMY

(BUPOBHMLTBO 3a
MOBHVM LK/IOM);
Ninni ®paHc ,
PpaHuis

thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3giny MKA: MapkyBaHHs
HoBa pepgakuis. MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0
TEKCTY MapKyBaHHS. OHOBMEHHSI TEKCTY MapKyBaHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTpuaXi, (BMpPOGHMLTBO 3a YMakKoBKU /iKapCbKOro 3acoby 3 BHECEHHAM
BK1afeHOMY Y LUNpuL- MOBHUM LK/TOM) iHchopmaLii WoA0 3a3Ha4YeHHA OANHULb BUMIPIOBAHHS
pyuky KsikleH; no 5 y cuctemi Sl
LUMPULL-PYYOK Y
KapTOHHIA nayuj; no
10 mMn y cknstHomy
chnakoHi; no 1
(h/1aKOHY B KapTOHHiii
ynakoBLi
369. | XYMA/IOI® cycneHsis gns Eni Ninni HigepnaH Ninni ®paHc PpaHuin BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/8352/01/01
MIKC 25 nigLWwkipHoro HepepneHp, on TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
BBefeHHs, 100 B.B. hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MO/mn, no 3 mny MapKyBaHHS! yakoBKU NikapcbKoro 3acoby 3
CK/IIHOMY KapTpuaXi; BHECEHHSAM iH(hopMaLlii LL0A0 3a3HAYEHHS OANHULb
no 5 kapTpuaxis y BMMIpIOBaHHSA y cuctemi Sl
KapTOHHI ynakoBsLi;
no 3 Mny cknsgHomy
KapTpuaxi,
BK/1afeHOMY Yy LINpuL-
pyuky KsikleH; no 5
LnpuL-pyyok KeiklMeH
Y KapTOHHIlA ynakoBLj
370. | XYMAJ/IOI® cycneHsia ans Eni Ninni HigepnaH Ninni ®paHc PpaHLis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/8352/01/02
MIKC 50 nigLwKipHOro HepepneHp on TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
BBefeHHs, 100 B.B. hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MO/mn; no 3 mny MapKyBaHHS YNakoBKU NikapcbKoro 3acoby 3
CK/IAHOMY KapTpuaXi; BHECEHHAM iH(hopMmaLii LWoAO 3a3HaYeHHS OANHULb
no 5 kaptpuaxis y BMMIpIOBaHHA y cuctemi Sl
KapTOHHIl ynakoBsLyj;
no 3 Mny CKNAHOMY
KapTpuaxi,
BKMaAEHOMY Y LUNpUL-
pyuky KgiklleH; no 5
wnpuy-pyyok KeiklMeH
Y KapTOHHIi ynakoBLi
371. | LE®ENIM MOPOLLIOK A1 PO3UMHY M.BioTek Benuka ACTPA/ CTEPITEK IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/10108/01/01
Ans iH'exuii no 500 mr NimiTen BpuTaHis MPAMBIT NIMITES, TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
1 chnakoH 3 NOPOLLKOM hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
y nauui 3 kKapToHy MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHA OANHULb
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHA 3MiH [0 po3giny
«MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3aTBEpAXeHOro TekcTy
MapKyBaHHS. BBeieHHS 3MiH NpOTArom 6-Tu Micauis
nicns 3aTBepaKeHHs
372. | UE®ENIM NOPOLLOK A/19 PO3UYNHY M.BioTek Benuka ACTPAN CTEPITEK IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/10108/01/02
A8 iH'exui no 1000 NimiTen BpuTaHis MPABIT NIMITES, TMNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyernmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr 1 donakoH 3 thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
NOPOLLKOM Y nautii 3 MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KapToHy BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHUL
BVMIipIOBaHHSA y cuctemi Sl. BHeceHHs 3MmiH [0 po3giny
«MapkyBaHHa» MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHsl. BBeieHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepaKeHHs
373. | UE®PENIM NMOPOLLOK A/19 PO3UUHY Abpun IHAjisa Hekrap IHAisA BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis: 3MiHu | 3a UA/9913/01/01
Ans iH'ekuii no 500 dopmynenH3 Naiidpcaiicis TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS peyenmom
Mmr; 1 donakoH 3 Met. 14 NimiTea-tOHiT VI Ta/abo agpecun micLa NPOBaMXEHHS AisNIbHOCTI
NOPOLLKOM Y BMpPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
KapTOHHIA ynakoBL,i BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepili) - 3miHa Ha3BW Ta agpecy BUpo6Huka /13, 6e3
3MiHM MicLA BUPOBHULITBA; 3MiHV BHECEHO B
IHCTPYKL,t0 4719 MeANYHOro 3aCTOCyBaHHS L0A0
HaliMeHyBaHHS Ta MiCLie3Hax0pKeHHA BUPOOHYKa 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTI MapKyBaHHS yNakoBKU
nikapcbKkoro 3acoby (BeBefeHHs 3MiH NpOTSArom 6-11
MicsLIB MicNs 3aTBepAXEHHS)
374. | UE®PENIM MOPOLLOK A/19 PO3UNHY Abpun IHAjisA Hekrap IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/9913/01/02
A8 iH'exuii no 1000 dopmyneiiH3 NaiidpcaitHcis TMny - AGMIHICTpaTVBHI 3MiHW. 3MiHA HalMeHyBaHHs peyenmom
Mr; 1 donakoH 3 Met. 14 NimiTea-tOHiT VI Ta/abo agpecy MicLsi NPOBAKEHHS AiS/IbHOCTI
NOPOLLKOM Y BMpOBHUKa/iMNopTepa roToBOro /likapcbKoro 3acoby,
KapTOHHII ynakoBuUi BK/IHOYAOUN AiNIbHULI BUMYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiAANOBiAae BUPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiit) - 3MiHa Ha3BW Ta agpecu BMpoGHuka M3, 6e3
3MiHW MicLl BAPOGHMLTBA; 3MiHU BHECEHO B
IHCTPYKLit0 4719 MeANYHOro 3acTOCyBaHHS LWOA0
HaliMeHyBaHHS Ta MiCLe3HaxX0AKeHHs1 BUPOOHUKa 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTI MapKyBaHHS yrnaKkoBKU
nikapcbKoro 3acoby (BeBefeHHS 3MiH NpOTArom 6-1u
MicsILiB Mic/1s 3aTBepAKEHHS)
375. | LE®ENIM NOPOLLOK A/19 PO3UNHY BITA CAH Benukobp | Csicc MepeHTepanc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/15345/01/01
ANs iH ekujin no 1000 nTa nTaHis nra. TMny - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peyernmom

Mr 1 donakoH 3
NOpPOLLKOM Y KopobL,i 3
KapToHy

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEeHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHeHHs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3ilicHeHHs dhapmakoHarnsgy (Bkaovauu
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
dhapmakoHarnsg;
[itoua pepakuis - CaBueHko AmuTpo CepriioBuy.
MponoHoBaHa pegakuis - Mywkap Hagis
B'ayecnasiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
thapmakoHarnsg. 3miHa Homepa Ta
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
hapmakoHarnsgy. 3miHa Micus 3iliCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHariagy.
376. | LEDPTPIAKC NMOPOLLOK A/19 PO3UYUHY My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/4174/01/02
OH-BX®3 Ans iH'ekuii no 1000 akuioHepHe akuioHepHe TMny - 3MiHKM 3 AKkocTi. CepTudikaT BignosigHOCTI/IE- peuenmom
Mr, d/1aKoHU 3 TOBapuCTBO TOBapuCTBO cepTudikaT BiAgnoBigHOCTI €EBponenchkiii
nopotukom; 1 donakoH "HaykoBo- "HaykoBo- thapmakonei/MoHorpadii. NogaHHs HoBOro abo
3 MOPOLLUKOM B nauu; 1 BMPOGHUYNIA BUPOGHNYMNIA LEHTP OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab6o
h/1aKOH 3 MOPOLLKOM Y LeHTp "BopLuariscbkuii BUTyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
KOMMNAEKTI 3 "BopLuariscbk XiMiKO- cthapmakonei: ana A®l; ons BUxigHoro
PO34MHHMKOM (BO4A WiA Ximiko- hapmaueBTUYHNIA marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
Ans iH'ekuiid) no 5 mn thapmavreBTny 3aBog" BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
abo no 10 mn B Hui1 3aBoa” [0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI

amnyni B nayui 3
KapTOHHOM
neperopogkoto; 1
ch/1akoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO3YNHHNKOM
(nigokainy
rigpoxnopua, po3yvH
Ans iH'ekuid, 10 mr/mn)
no 3,5 mn B amnyni B
nauuj 3 KApTOHHO
neperopogKoo

€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bifl y)Ke 3aTBEep)KEHOro BUPOGHYKa - NOAaHHSA
OHOBJIEHOr0 cepTudikaTy BignoBiAHOCTI EBpONecbKOI
thapmakonei Ne R1-CEP 2006-017-Rev 03
(3atBepaxeHo: R1-CEP 2006-017-Rev 02) gns gitoyoi
peyoBuHu Ceftriaxone sodium Sterile Big,
3aTBepxeHoro Bupo6Huka Qilu Antibiotics
Pharmaceutical Co., Ltd.; 3miHn | Trny -
AOMiHICTpaTVBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
AinbHUUI (BKNOYatoun AinbHULi Ana APl npoMiKHOIo
NpoAyKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULI
AN NPOBefeHHA NakKyBaHHS, BUPOOHWMKA,
BiAANOBIAa/IbLHOrO 3a BUNYCK CEpIii, MicLie NpoBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
matepiasy, peareHTy abo AONOMiXHOI pe4yoBUHM
(KO 3a3HAYEHO Y OCbE)
CynyTHs 3miHa
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BUNYyYEHHSA HE3HAYHOTO NOKasHUKa SKOCTI (Hanpuknag
BW/IyYEHHS 3aCTapifioro NokasHuka));
BW/TyYEHHS1 BUPOOHMKA Aito4oi pevyoBmHN Sandoz
Industrial Products GmbH", HimeuunHa Ta ik Hacaigaok
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM B cneuudikadii A®| (BU1y4YeHO NOKasHMK
«3aNNLLKOBI Ki/IbKOCTI OpraHiyHUX PO3UUHHWUKIB» A5
[,aHoro BUPO6HMKa); 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBK/
niKapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwogo
3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
3MiHK 1o p. «MapkyBaHHsi» MKSA /13 (3aTBEpAXEHO:
«MapkyBaHHS. TEKCT MapKyBaHHs yNakoBKu
[OAAETLCA»; 3aNpPONoOHOBaHO: «MapKyBaHHS.
BianoBigHO [0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS
ynakoBKku»). BBeAeHHSA 3MiH NpoTarom 3-x Micauis
nicns 3aTBepMkeHHs; 3MiHu |l Tuny - 3MiHK 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6 (iHLWi 3MiHK) -
BHeceHHs 3MiH 0 MaTepiasliB peecTpav,iliHoro foche,
y 3B’3Ky 3 BBEEHHAM [04aTKOBOI YyNakoBKX A8
[o3yBaHHA 1000 mr: 1 doiakoH 3 NOPOLLKOM Y
KOMM/IEKTI 3 PO3YMHHMKOM (NigoKaiHy rigpoxiopua,
pO34uH ANs iH'ekuiid, 10 mr/mn) no 3,5 mn B amnyni B
nauj 3 KapTOHHOK NEePeropoAKo0; AOMNOBHEHHSA
po3gainiB focbe iHhOpMAaLLi€0 N0 PO3YNHHKKY Ta
BHECEHHS BiAnoBiAHUX 3MiH 0 p. «Cnevuudikayis» (40
cneuudikauii Ha M3 gogaeTbes cneyndikauis Ha
PO3YMHHKK), p. «CKnag», p. «YnakoBka», p.
«MeToAVKN KOHTPOJIH0». 3MiHWU BHECEHI B po34in
"YnakoBka" B iHCTPYKL,itO 4719 MEANYHOIO
3aCTOCyBaHHSA NiKapCbKoro 3acoby y 3B’A3KY 3
BBEEHHAM [04aTKOBOI YNakoBKW (419 [03yBaHHSA
1000 mr), ik HacNiAOK - 3aTBEPLKEHHS TEKCTY
MapKyBaHHS 4OAATKOBOT YNaKoBKM MiKapCbKoro
3acoby. BBefieHHs 3MiH NPOTArom 3-X MicsuiB nicns
3aTBEPKEHHS

377.

LLEE®TPIAKC
OH-BX®3

MOPOLLOK A4/151 PO3UUHY
Ans iH'ekuii no 500

Mr, hakoHn 3
NOpOLLKOM; 1 chiakoH
3 NOPOLLKOM B nauu; 1
h/1aKOH 3 MOPOLLKOM Y
KOMMNEKTi 3
pO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5 mn B
amnyni B nayuj 3
KapTOHHOIO
neperopoKoto

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLuariscbk
WA Ximiko-
thapmavneBTuy
HWiA 3aBoA”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOBHWNYMIA LIEeHTP
"BopLuariscbkuii
XimiKo-
hapmaueBTUYHNMIA
3aBof”

YKpaiHa

BHECEHHS 3MiH O peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpPONenchKiln
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI ab6o
BUTyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
cthapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bifl y)Ke 3aTBEep)KEHOro BUPOGHYMKa - NOAaHHSA
OHOBJIEHOr0 cepTudikaTy BignoBiAHOCTI EBpoNeicbKOI
thapmakonei Ne R1-CEP 2006-017-Rev 03
(3atBepmxeHo: R1-CEP 2006-017-Rev 02) ans gitoyoi

3a
peyenmom

UA/4174/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peyoBuHM Ceftriaxone sodium Sterile Big
3aTBepxeHoro Bupo6Hvka Qilu Antibiotics
Pharmaceutical Co., Ltd.; 3miHn | Trny -
AAMIHICTpaTUBHI 3MiHW. BuyyeHHs1 BUPOGHUYOT
OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMKHOIo
NpoAyKTy abo roTOBOro NiKapcbKoro 3acoby, AinbHuUI
AN NPOBefeHHA NakKyBaHHS, BUPOOHNMKA,
BiANOBIAA/IbLHOrO 3a BUNYCK CEPIid, MicLie NPOBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI peHOBUHN
(IKLLO 3a3HAYEHO Y 1OCbE)
CynyTHsA 3miHa
- 3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuugikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHUX Y cneundikauisx Ha Adl, abo
BVIXiZHWI/MPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BUNYyYEHHSA HE3HAYHOTO NOKasHMKa SKOCTI (Hanpuknag
BW/TyYEHHS 3aCTapifioro NokasHuka));
BW/TyYEHHS1 BUPOOHMKA Aito4oi peqyoBuHN Sandoz
Industrial Products GmbH", HimeuunHa Ta sik Hacnigok
3MiHM B cneuudikauii A®| (BU1y4YeHO NOKasHMK
«3aNNLLKOBI Ki/IbKOCTI OpraHivyHUX PO3UMHHWUKIB» A5
[,aHoro BUPO6HMKa); 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edpeKkTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBK/
niKapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwogo
3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
3MiHu 1o p. «MapkyBaHHsi» MKSA /13 (3aTBEpAXEHO:
«MapkyBaHHS. TEKCT MapKyBaHHs yNakoBKu
[OAAETLCA»; 3anpPONoHOBaHO: «MapKyBaHHS.
BianoBigHO [0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS
ynakoBku»). BBeAeHHSA 3MiH NpoTarom 3-x Micauis
nicns 3aTBepKeHHs;

378.

LEE®YPOKCH
M CAHA03®

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKO0, N0 250 mr
no 7 Tabnetok y
6nictepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

CaHpo3
dapmacbioTika
n3 a.a.

CnoseHis

MeHled dapma
mM6X, HimeuyunHa
(BMPOBHYK iH BasK,

KOHTPO/b Ccepil,

nakyBaHHs); CaHf03

m6X-TexOnc,
ABCTpis

HimeyunHa/
ABCTpis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUMY - BUNYYEHHA BUPOOHMNYOT AinbHULi Sandoz
Private Limited, India, sika Bignosigae 3a npoBefeHHs
1-0i cTaaii BUpOOHULTBA — CYLLUKN METOAOM
po3nuntoBaHHsA (Spray drying). Bupo6Hukom, Lo
BiANOBiAaE 3a Toin camuii Npouec BUPOOHNLTBA,
3anmwaetbes Aurobindo Pharma Limited, Telangana,
India. MponoHoBaHa pepakuis: Aurobindo Pharma
Limited, Telangana, India

3a
peyenmom

UA/5447/02/02

379.

LEE®YPOKCM
M CAHAO3®

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 500 Mr
no 7 Tabnetok y

CaHpo3
dapmacbtoTika
n3 a.p.

CnoBeHis

MeHLled Papma
'mM6X, HimeuunHa
(BMPOGHYK iH BasK,

KOHTpO/b cepii,

HimeyunHa/
ABCTpis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TUMY - BUYYEHHS BUPOBGHNYOI AinbHUL Sandoz
Private Limited, India, sika Bignosigae 3a npoBefeHHs
1-0i cTagjii BUpobHULTBA — CYLLKM METOA0M

3a
peyenmom

UA/5447/02/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 2 nakyBaHHs); CaHa03 po3nuntoBaHHsA (Spray drying). Bupo6Hukom, Lo
6nicTepy B KApTOHHii 'M6X-TexOnc, BiANOBiAae 3a Toil camuii Nnpouec BUPOBHNLTBA,
Kopoobui AscTpis 3anvwaeTtbea Aurobindo Pharma Limited, Telangana,
India. MponoHoBaHa pepakuisa: Aurobindo Pharma
Limited, Telangana, India
380. | LE®PYPOKCWU | nopoLloK /15 PO3UYUHY MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/2585/01/02
M-AAPHNLUA ONns iv'ekyiii no 0,75 T; "®GapmauesTu "apmaueBTnyHa MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
1 chnakoH 3 NOPOLLKOM yHa hipma ipma "OapHuus” hapMakoHarnsgy - BHECEHHS 3MiH 40 po3ainy
y nadui; 5 donakoHis 3 "AapHnus” “MapkyBaHHs" MKA N3.
MOPOLLKOM Y KOHTYPHIiA 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
YapyHKOBIli ynakoBLj; 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHi B
no 1 KOHTYpHIi TEKCT MapKyBaHHS YNakoBKM JTikapCbKOro 3acoby
YapyHKOBIli ynakoBLji y 00 3a3HaYeHHS OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
nauui Sl. BBeieHHs 3MiH NpPOTArom 6-T1 MicsLiB nicns
3aTBEPIKEHHS
381. | LE®PYPOKCHU | nopowlok ansi po3ymHy MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/2585/01/03
M-O0APHNLA ansain'ekuiino 1,5r;1 | "®apmauestn "dbapmaLieBThyHaA TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
oNakoH 3 MOPOLLUKOM Y yHa chipma ipma "fapHuus” hapMakoHarnsay - BHECEHHS 3MiH 40 po3ainy
naJui; 5 dpnakoHis 3 "OapHnus” “MapkyBaHHS" MKA N3.
MOPOLLKOM Y KOHTYPHil 3anponoHoeaHo: MAPKYBAHHA BignosigHo fo
YapyHKOBIl yNakoBLy; 3aTBEPAKEHOrO TEKCTY MapKyBaHHS. 3MiHW BHECEHI B
no 1 KOHTYPHIiA TEKCT MapKyBaHHS yMakoBKW NiKkapCbKoro 3acoby
YapyHKOBIli ynakoBLji y LLI0A0 3a3HaYEHHS OAMHULb BUMIPIOBAHHSA Y CUCTEMI
nauui Sl. BBeieHHs1 3MiH MPOTArom 6-T1 MicsLiB micns
3aTBEPAKEHHS
382. | UATIMAKC- PO34nH ANa iHdys3ilt MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/13737/02/01
AAPHUNLUA® 10 mr/mn; no 100 mny "®apmauesTu "apmaueBTnyHa MMy - 3MiHa Ha3BY BMPO6HMKa AP| LUTUKONIHY HATpIl0 peyenmom
donakoHi; no 1 yHa chipma chipma "OapHuus” 3 Suzhou Tianma Specialty Chemicals Co., Ltd., China
donakoHy y nauui "OapHnus” Ha Zenji Pharmaceuticals (Suzhou) Ltd., China, 6e3
3MiHV MiCLii BAPOGHMLITBA; 3anponoHOBaHo: Zeniji
Pharmaceuticals (Suzhou) Ltd., China
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
383. | LIAHOKOBA PO3YUH A1 iH'EKLLNA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | 3a UA/3471/01/01
NAMIH- 0,2 mr/mn, no 1 mn B "®apmavesTu "bapmaueBTnyHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
AAPHNUA amnyni; no 5 amnyn'y yHa dhipma ipma "OapHuus” hapmakoHarnsgy (iHwi 3MiHW) - 3MiHW BHECEHi B TEKCT
(BITAMIH KOHTYPHili YapyHKOBIi "OapHnus" MapKyBaHHS YNakoBKM NiKapcbKoro 3acoby oo
B12- ynakoBLi; no 2 3a3HavYeHHs OAVMHULL BUMIPIOBaHHSA y cuctemi Sl.
AAPHNUSA) KOHTYPHI YapyHKOBI BHeceHHs 3MiH A0 po3giny “MapkyBaHHsA" MKA /13.
ynakoBKU B naui 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPIKEHOr0 TEKCTY MapKyBaHHS. BBefeHHs 3MiH
NPOTSArom 6-Tv MicsILiB Micnsi 3aTBEPAKEHHS
384. | UIAHOKOBA PO34MH N5 iH'EKLIN, MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpaLliiiHix MmaTepianis: 3miHu | 3a UA/3471/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NAMIH- 0,5 mr/mn, no 1 mn B "®apmaueBTu "®apmavleBTUYHa MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
OAPHULSA amnyni; no 5 amnyn y yHa hipma ipma "OapHuus” hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHI B TEKCT
(BITAMIH KOHTYPHIli YapyHKOBIi1 "MapHuua" MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby LLoAo
B12- ynakoBLi; no 2 3a3HaYeHHs O4MHULL BUMIPIOBaHHSA Y cucTemi Sl.
OAPHULSA) KOHTYPHI YapyHKOBI BHeceHHs 3MiH f0 po3giny “MapkyBaHHs" MKA N3.
yNakoBKM B nauui 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. BBeeHHsA 3MiH
NPOTSArom 6-Tv MicsILiB Micns 3aTBEPAKEHHS
385. | HOHINAK® PO34NH A5 iH'EKLIN, "FOHik IHAjisa "FOHiK IHAisA BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/1481/01/01
240 mr/mn no 20 mn B dapmacboTuK dapmacbioTukan MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
amnyni, no 5 amnyn Ha an Na6oparopiz"” chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHSI
NOTKY, No 1 NOTKy B Na6opaTtopiz" (BiggineHHs cipmmn MepBVHHOT Ta BTOPVMHHOI YNakoBKW /likapCbKoro 3acoby
KapTOHHIA Kopo6uj; no (BiogineHHs "Ox. B. Kemikan3 3 BHECEHHSAM iH(hopMaLT LWOoA0 3a3HAYeHHSA OANHNLb
50 mn a6o 100 mny ipmn "Ox. B. eHf BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
thnakoHi, no 1 Kemikans eHg, dapmacbloThKan3 “MapkyBaHHs" MKA N13; 3aTBepaxeHo: MapkupoBka.
ch1akoHy B KOpOOGLL dapmacboTuK nrp.) 3anponoHoBaHo: MapkyBaHHSA. 3riiHO 3aTBEepAXEeHOro
an3 itg.") TEeKCTy MapKyBaHHS. BBeieHHA 3MiH NpoTArom 3-X
MiCALIB Micnsa 3aTBePKEHHS
386. | FOHINAK® PO34UH A5 iH'EKLLNA, "FOHiK IHais "HOHiK IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | 3a UA/9838/01/02
350 mr/mn no 20 mn B PapmacbloTUK PapmacboTuKan TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn Ha an Na6oparopiz" dhapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPKEHOI0
NOTKy; No 1 NoTky B Na6opaTtopiz" (BipLineHHs dipmun TEKCTY MapKyBaHHS (BHECEHHSI NO3HAY€Hb OAUHULb
KapTOHHIlA Kopo6Li; no (BipAineHHn "[x. B. Kemikan3 BMMIPIOBaHHS, 3 BUKOPUCTAHHAM MiTep /TaTUHCLKOro
50 mn a6o no 100 mn, ipmn "Ox. B. eHa andas.iTy); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs"
a6o no 200 mn, abo Kemikans eHp, dapmacboTuKan3 MKSA N13: 3aTBEpaXeHo: MapkupoBska.
no 500 My dpiakoHi, PapMacboTUK nra.) 3anponoHoBaHO: MapKyBaHHS. 3rigHO 3aTBEPKEHOTO
no 1 cpsiakoHy B an3 /itg.") TEKCTY MapKyBaHHS.
KopooLi BBeeHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBEPKEHHS
387. | FOHINAK® PO3YUH A1 iH'EKLN, "FOHik IHais "HOHiK IHais BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | - UA/9839/01/01
300 mr/mn in bulk: no dapmacboTUK dapmacboTuKan TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta
20 mn B amnysii, no an Nab6opaTopiz" thapmakoHarnsigy - OHOB/IEHHS BXE 3aTBEPAKEHOro
500 amnyn B NabopaTtopiz" (BipgineHHs dipmm TEKCTy MapKyBaHHS (BHECEHHS MO3HA4YeHb OAMHULb
KapTOHHIiA Kopobui, in (BioaineHHs "x. Bb. Kemikana BMMIPIOBaHHS, 3 BUKOPUCTAHHSM MliTep NaTUHCbLKOro
bulk: no 50 mny chipmm "Ox. B. eHf andas.iTy); BHECEHHSA 3MiH A0 po3ainy “MapkyBaHH:A"
chnakoHi, no 100 Kemikans eHg, PapmacbloTUKan3 MKSA N13; 3aTBEpAXEeHO: MapkmpoBka.
(h/1aKOHIB Y KapPTOHHIl PapMacbTUK nra.) 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEP)KEHOrO
KpooLi ans3 /itg.") TEKCTY MapKyBaHHs, WO J0AaETbCA. BBeAeHHS 3MiH
NpoTArom 3-x MICALIB MiC/1A 3aTBEPKEHHS
388. | HOHINAK® PO3YUH A1 iH'EKLLNA, "FOHiK IHais "HOHIK IHais BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | - UA/9839/01/02
350 mr/mn in bulk: no dapmacboTUK dapmacboTukan MYy - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta
20 mn B amny”ni, No an Nab6oparopiz" dhapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPAKEHOIO
500 amnyn B Nab6opaTtopiz" (BipZineHHs dipmmn TEKCTY MapKyBaHHS (BHECEHHSI NO3HAaYeHb OAUHULb
KapTOHHI Kopobui, in (BipgAineHHs "[x. B. Kemikan3 BMMIpIOBaHHS, 3 BUKOPUCTAHHAM MiTep STAaTUHCLKOro
bulk: no 50 mny chipmm "Ox. B. eHf andasiTy); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs"
donakoHi, no 100 Kemikan3s eHg, PapmacboTuKan3 MKSA N13: 3aTBepaXeHo: MapkupoBka.
(h/1aKOHIB Y KAPTOHHIM PapmacboTuK nra.") 3anponoHoBaHO: MapKyBaHHs. 3rigHO 3aTBEPAKEHOIO




172

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kpobuj ans3 /itg.") TEKCTy MapKyBaHHS, L0 J0AaETbCA. BBeAeHHS 3MiH
NpoTArom 3-X MicsLiB Nic/ia 3aTBEepIKEHHS

389. | OHINAK® PO3YNH A5 iH'EKLIN, "FOHik IHAjsa "FOHiK IHAisA BHECEHHS 3MiH [0 peecTpaLiinHMx maTepiasis: 3MiHu | 3a UA/9838/01/01
300 mr/mn no 20 mn B dapmacboTUK dapmacbioTukan MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
amnyni, no 5 amnyn Ha an Na6oparopiz"” chapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPKEHOIO
NOTKY, No 1 NOTKy B Na6opaTtopiz" (BiggineHHs cipmmn TEeKCTy MapKyBaHHS (BHECEHHS MO3HAYeHb OAMHULb
KapTOHHI Kopobuj; no (BiogineHHs "MK, B. Kemikan3a BVMIpPIOBaHHS, 3 BUKOPUCTAHHAM JliTep NaTUHCbKOIo
50 mn a6o 100 mn abo | dhipmun "Ox. B. eHf andasiTy); BHECEHHS 3MiH [0 po3ainy “MapkyBaHHSA"
200 mn y dpnakoHi, no Kemikans eHg, dapmacbloTkans MK$A N13; 3aTBepaxeHo: MapkupoBka.
1 dpnakoHy B KOpOOGL dapmacboTuK nrp.) 3anponoHoBaHo: MapKyBaHHA. 3rigHO 3aTBEPA)KEHOr0

an3 itg.") TEKCTY MapKyBaHHS.

BBefeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS

FeHepanbHUiA gUPEKTop

AunpekTopaTy chapMaueBTUUHOIO 3a6e3neUeHHs

OnekcaHgp KOMAPIOA
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