MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

15 motoro 2024 poky Ne 253

IIpo Jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JiKapCbKHX 3aco0iB (MegMUHUX
iMmyHO0Oio/T0TiYHMX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsigky [nep)kaBHOI peecTpalii (mepepeecTpallii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAUSThH ITATOrO MiANYHKTY 12 nyHkTy 4 Ilo/oXKeHHSI PO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBep/pKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nst 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 110 TIOfaHi Ha [lep)KaBHY  peeCcTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TPOBeAeHUX
Jlep>KaBHUM  TiINPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOpPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jep>KaBHOI peectpaljii (mepepeecTtpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM mikapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rigHO 3
Jogatkom 1.

2. TlepepeecTpyBaTy Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JIiKapchbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
JloJjaTKoM 2.



2

3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
JiKapcbKuX 3aco6iB (MeJUUHUX iMyHOOiI0OTiYHKX MpernapariB) 3riZjHO 3 J0JaTKOM 4.

5. dapmarieBTiuHoMy ympaeaiHHIO (Tapacy JISCKOBCbKOMY) 3abe3reunTH
OTIPU/TFOJJHEHHSI 1[bOTO Haka3dy Ha odiliiiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

KoHTpOJIb 3a BUKOHAHHSM I[hOT'0 HaKa3y 3a/IuIIato 3a co00k0.

Ilepmmu 3acTynHuK MiHicTpa Cepriu 1YBPOB



Joparox 1

10 Haka3y MiHicTepcTBa 0Xx0poHH
3p0poB’s Ykpainu «IIpo gepxaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAMYHHUX IMyHOOi0/TOriUHMX
npenapariB) Ta BHeCeHHsI 3MiH 0
peecTpaniiHuX MaTepiaxiB»

Bizx 15 moToro 2024 poky Ne 253

IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEJVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby YMakoBsKa) nocBi04eHHs
1. | AKIMBA Kpanni o4Hi, po3unH 1 [JenbTa LBeliuapis BANKAHPAPMA- Bonrapis peecTpauis Ha 5 pokis 3a He UA/20358/01/01
Mmr/mn; no 5 mny Megiken PA3IPAL AL MepioAnyHICTb MOJAHHS PErynsipHO peuyenmom nionsieae
hnakoHi-KpanesibHuLj, MpomoyLUH3 OHOBJIHOBAHOTO 3BITY 3 6e3neku,
no 1 chnakoHy- Al BifNOBIAHO 0 MopsAAKY 34iNCHEHHS
KpanenbHuui y thapmakoHarnsgy, 3aTsepikeHoro
KapTOHHI KopooLii Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pefaxui
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamMu, 3a3Ha4eHnMmn y
NepiofNYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neKu.
2. | TNO®TPUHIA NOPOLLOK A5t po3unHy | AJIKANOIL AL | Pecny6nika BWMYCK Cepil: Pecny6nika peecTpauis Ha 5 pokis 3a He UA/20359/01/01
ONns iH'ekuid, no 1 mr Ckon’e MiBHiYHa ANKANOIQ AL Ckore, MiBHiYHa MepiognyHICTb NOfAHHA PerynsipHo peuyenmom niosnsieae
NOPOLLKY A1 PO3YUHY MakefoHis Pecny6nika MiBHiuHa MakepgoHis/ OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
ONs iH'eKUin y MakefoHis Yexis/ BiANoBigHO A0 Mopsaaky 34iCHEHHS
CKNAAHOMY D1aKOHi 3 BUPOBHNLTBO, Bonrapis thapmakoHarnsgy, 3aTBepAxeHoro
ryMOBOIO NPO6KOI Ta nepBuHHE NakyBaHHS, Haka3oM MiHicTepcTBa OXOPOHM
KPWLLIEYKOHO, LLIO BTOPVHHE NaKyBaHHS; 340pO0B’A YkpaiHu Big 27 rpyaHs 2006
BigKpuBaeTbes. KoxHa KOHTPO/b AKOCTI poky Ne 898, 3apeecTpoBaHoro B
KapTOHHa Kopobka (B3HAYEHHSA BUAVMUX MinicTepcTBi tocTuLii YKpainm 29 ciuHa
MICTUTb OAWH h/1aKoH 4yacTok): 2007 poky 3a Ne 73/13340 (y pegaku,i
AN 0HOPa30BOBOr0 OHkomef, Haka3sy MiHicTepcTBa OXOPOHU
BUKOPUCTAHHSA MaHypakTypiHr a.c., 30pOB'A YKpaiHu Bif 26 BepecHs




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Yexis
BTOPWHHE MaKyBaHHS:
e
PAPMACBIOTIKANC
N, Bonrapis
BTOPVHHE MaKyBaHHS:
Csyc ®apwma a.c.,
Yexisa
KOHTPO/b AKOCTI
(XIMiYHWIA/Pi3NYHMIA):
KyiHTa-AHaniTika
C.p.o., Yexis
KOHTPO/b SIKOCTI
(XIMiYHWIA/cPi3NYHKIA):
CiHTOH c.p.0., Yexis
KOHTPO/b SIKOCTI
(mikpobionoriuHui, 3
TECTOM Ha
CTEPUSIBHICTD),
(mikpobionoriyHnii 6e3
TEcTy Ha
CTEPUIbHICTL)):
AiiTecT nnoc, c.p.o.,
Yexis

2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HaYeHUMn y
nepioguyHOCTI NOJaHHS PerynspHux
3BITiB 3 6e3neku.

rNO®TPUHIA

MOPOLLOK A/151 PO34KHY
A8 iH'ekui, no 3,5 mr
MOPOLLKY [/151 PO3YNHY
ONs iH'eKUin y
CKNsIHOMY hnakoHi 3
rymMOBOIO Npo6KOIo Ta
KPULLIEYKOIO, LU0
BigkpmBaeTbcA. KoxHa
KapTOHHa Kopobka
MICTUTb OAMH hakoH
119 0JHOPa30BOBOr0
BUKOPUCTaHHS

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BUNYyCK cepil:
AJIKANOI ALl Ckor'e,
Pecny6nika lMiBHiYHa
MakefoHis
BVMPOGHMLTBO,
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS;
KOHTPO/b SKOCTI
(BM3HAYEHHSA BUAVMUX
4acTokK):
OHkomep,
MaHypakTypiHr a.c.,
Yexis
BTOPUHHE NaKyBaHHS:
e
®APMACBIOTIKANC
Ntp, Bonrapis
BTOPWHHE MaKyBaHHS:
Csyc ®apma a.c.,
Yexis
KOHTPO/b SIKOCTI
(XIMiYHWIA/cPi3nYHKIA):
KyiHTa-AHaniTika

Pecny6nika
MiBHiYHaA
MakegoHis/
Yexisa/
Bonrapis

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA PErynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
37,0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOpPOHU
340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMN y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/20359/01/02




Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
c.p.o., Yexia
KOHTPO/b SIKOCTI
(XiMiYHWiA/di3nyHNiA):
CiHTOH c.p.0., Yexis
KOHTPO/b SIKOCTI
(mikpo6ionoriyHuii, 3
TECTOM Ha
CTEepPWIbHICTb),
(mikpo6ionoriyHuii 6e3
TECcTy Ha
CTepU/bHICTb)):
AiiTecT nntoc, c.p.o.,
Yexis
4. | AMAMETUHAEH | nopowok (cy6cTaHuis) TOB YkpaiHa BMPOGHMLTBO IHAjs peecTpauif Ha 5 pokis - He UA/20360/01/01
Y MANEAT Y Milkax "TepHodhapm" MPOMIKHOr0 NPOAYKTY: nionsizae
nonieTuneHoBmX AKTIHOC ®APMA
noTpiliHKX, B MPIBAT NIMITEL,
TPLOXLIAPOBOMY IHais
Q/TIOMIHIEBOMY MILLIKY, BMPOBHULTBO
NOMiLLIEHNX B [OvumetuHaeny
nonieTnneHoBuii mManeary:
KOHTeliHep ans AMIKOP
dhapmaLeBTUYHOrO PAPMALIEYTIKANC
3aCTOCyBaHHA MPIBAT NIMITEL,
IHAis
5. | KOKAPBOKCU PO3YUH ANS iH'EKLi, TOB "®K YkpaiHa MpAT “Nekxim — YkpaiHa peecTpauif Ha 5 pokis 3a He UA/20361/01/01
NA3A-BIOTEK 50 mr/2 mn; no 2 mn B "BIOTEK" Xapkis” MepiognyHICTb NOJAHHA perynspHo peyenmom niosnsieae
amnynax, no 5 amnyn OHOB/IIOBAHOTO 3BITY 3 6e3neku,
y 6nictepi,no 1 abo no BiANoOBIAHO A0 Mopsaaky 34iCHEHHS
2 6nictepn y nauui 3 thapmakoHarnagy, 3aTBepaKeHoro
KapTOoHY Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i cCTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
6. | KOPCABAN TabneTku, BKpUTI MicTpan AHrniA Brpo6HMLTBO roToBOI Yuni peecTpauis Ha 5 pokis 3a He UA/20362/01/01
nNiBKOBOIO Kenitan nikapcbKoi chopmu, MepiognyHICTb NOA4AHHS PerynsipHo peyenmom nionsieae
060/10HKO0, 10 24 MeHemKMeHT nepBuHHa Ta OHOBJIIOBAHOTO 3BITY 3 6e3neku,
Mr/26 Mr, no 7 kancyn NimiTen BTOPVHHA YnakoBkKa, BiANoBigHO A0 Mopsaaky 34iNCHEeHHS
y 6nicTepi; no 4 KOHTPOb cepil, hapmakoHarnagy, 3aTBepaxeHoro
6/1iCTepn Y KAPTOHHIW BMNYCK cepil: Haka3zoM MiHiCTepCTBa OXOPOHU




Ne Hassa ®opma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nadui aéo no 14 CiHTOH Yuni N1aa, 340pO0B’A YkpaiHuu Big 27 rpyaHs 2006
Kancyn y énicrepi; no Yuni poky Ne 898, 3apeecTpoBaHoro B
2 6nicTepn y KaTOHHii MinicTepcTBi tocTuLii YKpainm 29 ciuHa
navui 2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku.
7. | KOPCABAN TabneTku, BKPUTI MicTpan AHrnis BUpO6HULTBO roTOBOT Yuni peecTpauist Ha 5 pokis 3a He UA/20362/01/02
NNiBKOBOKO Kenitan nikapcbkoi chopmu, MepiognyHICTb NOAHHS PErYAsiPHO peyenmom nidnsieae
060710HKOI0, 49 Mr/51 MeHemKMeHT nepBuHHa Ta OHOB/IIOBAHOTO 3BITY 3 6e3neku,
Mr, M0 7 Kancyny NimiTen BTOPVHHA yNakoBkKa, BiANOBIAHO A0 MopsaaKy 34iACHEHHS
6nicTepi; no 4 KOHTPO/b cepii, hapmakoHarnsgy, 3aTBepiXeHoro
6nicTepy y KapTOHHIl BWMYCK Cepil: Haka3oM MiHicTepcTBa OXOpPOHU
nadui aéo no 14 CiHTOH Yuni N1aa, 37,0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
Kancyn y énictepi; no Yuni poky Ne 898, 3apeecTpoBaHOro B
2 6nicTepn y KaTOHHIl MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs
nauui 2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOpPOHM
340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neKku.
8. | KOPCABAN TabneTku, BKpUTI Mictpan AHrnis Brpo6HMLTBO roToBOI Ynni peecTpauif Ha 5 pokis 3a He UA/20362/01/03
NNiBKOBOKO Kenitan nikapcbKoi chopmu, MepiognyHICTb NOJAHHA perynspHo peyenmom niosnsieae
060n0HKot0, Mo 97 MeHempKMeHT nepBuHHa Ta OHOB/IIOBAHOTO 3BITY 3 6e3neku,
mr/103 mr; no 7 Nimiteq BTOPVHHA ynakoBKa, BiANoOBIAHO A0 Mopsaaky 34iCHEHHS
Kancyn y énictepi; no KOHTPO/Ib Cepil, thapmakoHarnsgy, 3aTBepAkeHoro
4 6nictepn y BUNYyCK cepil: Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI nayui abo CiHTOH Yuni NTaa, 340pO0B’A YKpaiHu Big, 27 rpyaHs 2006
no 14 kancyny Yuni poky Ne 898, 3apeecTpoBaHoro B
6nictepi; no 2 MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa
6nicTepy y KaToHHii 2007 poky 3a Ne 73/13340 (y pegakui
nauuj Haka3y MiHicTepcTBa OXOPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i cCTpOKamu, 3a3HaYeHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku.
9. | MAKCIBPEH® Tabnetku no 250 mr TOB YkpaiHa TOB "ACTPADAPM" YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20363/01/01
no 10 TabneTok y "ACTPA®APM MepiognyHICTb NOA4AHHS PerynsipHo peyenmom nionsieae

6nictepi, no 2
6nicTepy B KOpoo6Li 3
KapTOHY

OHOBJIIOBAHOrO 3BITY 3 6e3nekwu,
BiANoBigHO A0 Mopsaaky 34iNCHEeHHS
thapmakoHarnsgy, 3aTBepAXXeHOro

Haka3zoM MiHiCTepCTBa OXOPOHU




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

340pO0B’A YkpaiHuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpOKamu, 3a3HaYeHUMn y
nepiognyHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku.

10.

®EHIMAKC

Kpanni opanbHi, 1
mr/mn, no 20 mny
donakoHi, no 1
hnakoHy B nauwi

TOB
"TepHodhapm"

YKpaiHa

TOB "TepHodapm"

YKpaiHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA PErynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
37,0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOpPOHM
340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3Ha4eHUMN y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neKku.

6e3
peyenma

nionsieae

UA/20364/01/01

HauvanbHHUK

dapmMaleBTHUHOr0 yNpaB/liHHSA

Tapac JISICKOBCHhKHUH




ITEPEJIIK
INEPEPEECTPOBAHUX JITKAPCBKHMX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOEBIB YKPAIHU

Joparok 2
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Big 15 moToro 2024 poky Ne 253

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoskKa) MocBi0O4Y€HHs1
1. | BITA®EPOH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa MepepeecTpauis Ha 5 pokis 3a He UA/17246/01/03
pekTanbHi no 1 000 «BAJIAPTIH BMPOGHMYA peyenmom nionszae
000 MO; no 10 DAPMA» KOMMaHis OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
CynosnTopiis B "IHTepchapmbioTek MeAMYHOro 3acToCcyBaHHA NikapcbKoro 3acoby
KOHTYpHilA " B posginax "lNpotunokasaHHs", "B3aemogisa 3
YapyHKOBI HLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUau
ynakosLi; no 1 B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHA",
KOHTYpHilA "3paTtHICTb BNIMBATU Ha LIBUAKICTb peakLil
YapyHKOBIl yMakoBLi npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWKMK
B KapTOHHI kopobui MexaHisMamun" (yToUHeHHs iHchopmaLli)
"Mo6iyHi peakuii™ BiANOBIAHO A0 iHopMmaLi 3
6e3neku, aka 3a3HayeHa B martepianax
peecTpauiiHoro AoCbe Ta PO3LLUMPEHO
TEKCTOBY YacTUHY Ha3BM
thapmakoTepaneBTUYHOI rpynu 3rigHo 3
MiXXHapoaHUM knacudpikatopom BOO3 6e3
3MiHu kogy ATX y po3gini
"®hapmakoTepaneBTuyHa rpyna. Kog ATX".
MepiognyHICTbL NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, Bi4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
2. | BITA®EPOH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa MepepeecTpauis Ha 5 pokiB 3a He UA/17246/01/04
pexTasbHi no no 3 «BAJIAPTIH BMPOGHMYA peyenmom nionsizae
000 000 MO, no 10 DPAPMA» KOMNaHis OHoB/1eHO iHhOpMAaLLito B IHCTPYKUIT Ans
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
CynosunTopiie B "IHTepchapmbioTek MeZMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby
KOHTYPHil " B po3ginax "MpoTunokasaHHa", "B3aemogis 3
YapyHKOBIi HLUIMMKN NikapcbKMKU 3acob6amMu Ta iHLWi BUAn
ynakosui; no 1 B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
KOHTYPHil "3paTHICTb BNAMBATU Ha LWBUAKICTb peakLil
YapyHKOBI ynakoBLi npy KepyBaHHi aBTOTPAHCNOPTOM ab60 iHLWMK
B KAQpPTOHHI kopo6Li MexaHisMamu'" (YTOYHEHHs iHdhopmaLii)
"Mo6iyHi peakuii” BiANOBIAHO A0 iHopMaLi 3
6e3neku, ska 3a3HayeHa B Marepianax
peecTpauiiHoro J0CbE Ta PO3LLUMPEHO
TEKCTOBY 4aCTWHY Ha3BW
hapmakoTepaneBTUYHOT rpynu 3rigHo 3
MiXXHapoaHuUM knacudikatopom BOO3 6e3
3MiHK kogy ATX y po3gini
"®GapmMakoTepanesTuyHa rpyna. Kog ATX".
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnaay,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0pP0B’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
3. | BITA®EPOH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa MepepeecTpauin Ha 5 pokis 3a He UA/17246/01/01
pekTanbHi no 250 «BAJIAPTIH BMPOGHMYA peyenmom nionsizae
000 MO; no 10 DPAPMA» KOMMaHis OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
CynosnTopiis B "IHTepcthapmbioTek MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
KOHTYPHIl " B po3ginax "lMNpoTunokasaHHsa", "B3aemogis 3
YapyHKOBI HLIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUan
ynakosLi; no 1 B3aemogijit", "Ocob/MBOCTi 3acTOCyBaHHSA",
KOHTYPHIl "3paTtHICTb BI/IMBATU Ha LIBMAKICTb peakLil

YapyHKOBIl1 yrMakoBL
B KapPTOHHIi Kopo6Lyi

npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWKMK
MexaHisMamun" (yToUHeHHs iHchopmaLlii)
"Mo6iyHi peakuii" BiANOBIAHO A0 iHopMaLi 3
6e3neku, aka 3a3HadeHa B Martepianax
peecTpauiiHoro AOoCbe Ta PO3LLUMPEHO
TEKCTOBY YacTUHY Ha3BM
thapmakoTepaneBTUYHOI rpynu 3rigHo 3
MiXHapoaHUM knacugiikatopom BOO3 6e3
3MiHu kogy ATX y po3gini
"@apmakoTepanesTnyHa rpyna. Kog ATX".
MepiognyHICTb NoAaHHA PerynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

BITA®EPOH®

cynosuTopii
pekTanbHi no 500
000 MO; no 10
CynosunTopiie B
KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIll yrnakoBLi
B KQpPTOHHI kopo6Li

TOB
«BAJTAPTIH
DAPMA»

Ykpaina

TOB "HaykoBo-
BMPOGHMYA
KOMNaHis
"IHTepchapmbioTek

YkpaiHa

MepepeecTpauis Ha 5 pokiB

OHOBNEHO iH(hopmaLLito B IHCTPYKLIT An1s
MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
B po3ginax "lpoTvnokasaHHsA", "B3aemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3paTtHiCTb BN/IMBATU Ha LIBUAKICTb peakuil
npu KepyBaHHi aBTOTPaHCNOPTOM a60 iHWMMK
MexaHisMamu'" (YTOUYHEHHSs iHdhopmaLii)
"Mo6iyHi peakuii BiANOBIAHO A0 iHOpMaL,i 3
6e3neku, aka 3a3HayeHa B Martepianax
peecTpavLinHOro AOCbe Ta PO3LLUMPEHO
TEKCTOBY YaCTWHY Ha3BW
thapmakoTepaneBTUYHOI rpynu 3rigHo 3
MiXHapogHuUMm knacudikaropom BOO3 6e3
3MiHu kogy ATX y po3gini
"®apmakoTepanesTnyHa rpyna. Kog ATX".
MepioAnyYHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3aiicHeHHA hapMakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6esneku.

3a
peyernmom

He
nionsieae

UA/17246/01/02

EBEPO/NIMYC-
BICTA

Tabnetkn no 2,5 mr,
no 5 tabnetok y
6nictepi; no 6
6nictepiB y
KapTOHHIA KopooLi

Mictpan
Kenitan
MeHempkmeH
T NlimiTeq,

AHrnisA

nepBuHHe,
BTOPVHHE
naxyBaHHs,
KOHTPO/b AKOCTI,
BMNYCK cepil:
CiHTOH XicnaHisi,

Icnanis/
Yuni

nepepeecTpalis Ha HEO6MEXeHNI TepMiH

OHoBeHO iHhopMaLiito B IHCTPYKLUi Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
B po3ginax "®apmMakoTepanesTuyHa rpyna.
Kog ATX " (yTO4HeHHs), "®apmakonioriyHi

3a
peyenmom

He
nionsieae

UA/17149/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
C. N1, IcnaHis BNacTMBOCTI", "B3aemogisi 3 iHWnMun
BMPOBHULTBO, nikapcbknmu 3acobamu Ta iHLWi BUAN
nepBUHHE, B3aemogijit", "Ocob6/MBOCTi 3aCTOCYyBaHHS",
BTOPUHHE "Mo6iuHi peakuii” BiANOBIAHO A0 iHchopmawi
nakyBaHHs: pechepeHTHOro nikapcbkoro 3acoby
CiHTOH Ynni (ADIHITOP, Tabnetkn no 2,5 mr, 5 mr, 10 mr),
Nraa., Yuni a TakoX OHOBJ/IEHO iHhopMaLito B po3gini
"Mo6iuHI peakwyi" IHCTPYKUIT ANS MeAUYHOro
3aCTOCYBaHHSA LWOA0 BaX/IMBOCTI 3BiTYBaHHS
Npo NoGiyHi peakuii.
MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, Bif4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
6. | EBEPOJIIMYC- Tabnetkn no 5 mr, MicTpan AHrnis nepBuHHE, Icnanis/ nepepeecTpauisi Ha HEOBMEXEHW TEPMIH 3a He UA/17149/01/02
BICTA no 5 TabneTtok y Kenitan BTOPUHHE Ynni peyenmom nionsizae
6nictepi; no 6 MeHepKmeH nakyBaHHs, OHOBNEHO iH(hopMaLLito B IHCTPYKLIT An1s
6nictepis y T Nlimiteq, KOHTPO/Ib SKOCTI, MeZMNYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
KapTOHHIA Kopoo6Li BWMYCK Cepil: B po3ginax "®apmMakoTepaneBTuyHa rpyna.
CiHTOH XicnaHis, Kog ATX " (YTOUHEHHS), "®apMaKonorivHi
C. /1., Icnanis BnacTmsocTi", "B3aemogis 3 iHWnmu
BMPOGHMLITBO, nikapcbkMKn 3acobamu Ta iHLWi BUan
nepBrHHE, B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHS",
BTOPUHHE "Mo6iuHi peakuii” BiANOBIAHO A0 iHchopmavii
nakyBaHHs: pechepeHTHOro fikapcbkoro 3acoby
CiHTOH Yuni (APIHITOP, Tabnetkn no 2,5 mr, 5 mr, 10 mr),
Ntpa., Yuni

a TakoX OHOBJ/IEHO iHhopMaLiito B po3gini
"Mo6iuHi peakyi" IHCTPYKUiT ANS MeAUYHOro
3aCTOCyBaHHS LLOAO BXK/IMBOCTI 3BITYBaHHS

npo NoGiyHi peakuii.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarnsay,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea

OXOPOHW 34,0PO0B’SA YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy

MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3siTiB 3
6e3neku.
7. | EBEPOJIIMYC- Tabnetku no 10 mr, Mictpan AHrnis nepBrHHE, IcnaHis/ nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/17149/01/03
BICTA no 5 TabneTtok y Kenitan BTOPUHHE Ynni peyenmom nionsizae
6nictepi; no 6 MeHemkmeH nakyBaHHs1, OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
6nictepiB y T NimiTeq, KOHTPO/1b SIKOCTI, MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
KapTOHHI/ KopoobLi BWMYCK Cepil: B po3ginax "®apmakotepanesTuyHa rpyna.
CiHTOH XicnaHis, Kog ATX " (yTOUHEHHS), "®apmakosioriyHi
C. N1, IcnaHia BNacTmBOCTI", "B3aemogis 3 iHWMun
BMPOGHMLITBO, nikapcbkMmn 3acobamu Ta iHLWi BUan
nepBUHHE, B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
BTOPUHHE "Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaL,i
nakyBaHHS: pedhepeHTHOrO /ikapcbKoro 3acoby
CiHTOH Yuni (A®IHITOP, Tabnetku no 2,5 wmr, 5 mr, 10 mr),
Ntpa., Yuni a TakoXX OHOBJIEHO iHGhOpMAaLio B po3Aini
"Mo6iuHI peakyi" IHCTPYKUIT 4NA MeAUYHOro
3aCTOCyBaHHS LLIOAO0 BaXK/IMBOCTI 3BITYBaHHSA
npo nobiyHi peaxuir.
MepioAnyYHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
8. | EKCTPAKT NOpPOLLOK AT Ykpaina €spomes, C.A. IcnaHis nepepeecTpawis Ha HeobMeXeHuii TepMiH - He UA/17563/01/01
PO3TOPOMMLUI (cybeTaHuis) y "papmak” nionsieae
nNAMUCTOl MiLLIKax NoagiiHMX
CyXun nonieTuIeHoBmx
ans
hapMaLeBTUYHOIO
3acToCcyBaHHsA
9., | ENIKOUMH® TabneTkn, BKpUTI MNAT YkpaiHa NAT YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/17361/01/01
NNiBKOBOIO "KviBmegnp "KniBmegnpenapa peyenmom nidnsieae
060n0HkKot0, No 100 enapar” T OHOBNEHO iHhopmaLito B IHCTPYKLIT A1A

mr, no 10 TabneTok
B GriicTepi, no 3
6nictepu B nayuj

MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y po3ginax "B3aemogisi 3 iHWMMK JliKapCbKUMM
3aco6amu Ta iHLWi BUAn B3aemogiii",
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iYHI

peakuii” BignoBigHO 40 OHOBNEHOT iHChopmaui
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3 6e3neku Ail4ol peyoBMHY, a TakoX y po3aini
"Mo6iyHi peakuii” 040 BaX/IMBOCTI
3BiTYBaHHA NPO MOGIYHI peakw;i.
MepiognyHICTb NOAaHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 3,0P0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3siTiB 3
6e3neku.
10. | IHAANAMIA NOpPOLLOK Yemo IcnaHis KIMIKA IcnaHis nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/17785/01/01
(cybcTaHuis) y |6epika, C.A. CIHTETIKA, C.A. nionsizae
noABiNHMX
nonieTMneHoBux
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs
11. | IHO3SUHY NOpPOLLOK ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha HeobMeXxeHnii TepMiH - He UA/17740/01/01
NMPAHOBEKC (cybcTaHuis) y 3 0bMexeHot nionsizae
nosieTuIeHoBMX 06MEXEHO BiANOBIA&/IbHICTIO
MiLLKax Anas Bignosigasib "®APMXIM"
hapmMaueBTUYHOIO HiCTIO
3acTocyBaHHs "®APMXIM"
12. | NEBOMEHTO/N | nnacrtiBuj a6o TOB "TK Ykpaina BAC® CE HimeyuunHa nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/17811/01/01
TBEpAa Maca "ABPOPA" nionsizae
(cybcTaHuist) nakeTtn
nonieTuIeHosi 3
nnacTusLAMKU abo
mMeTasieBi 6apabaHu
3 TBEPAOI0 Macot
ans
chapmaLeBTU4YHOro
3acToCyBaHHsA
13. | COUPT po3unH Ana AT Ykpaina AT «Jly6HUapm» YkpaiHa nepepeecTpais Ha HeoGMeXeHuii TepMiH 3a He UA/17228/01/01
ETWUNOBUIA 30BHILUHLOTO «Jly6Hndpap peyenmom nionsizae
70% 3actocyBaHHa 70 %, | M», YKpaiHa MepioAnYHICTL NOAaHHA perynsipHo

no 100 mny
hiakoHax CKISHUX;
noln, no5n,nol0
Ny KaHicTpax
nosiMepHUx

OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, Bi4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea

OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHOro B
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepioguMyHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
14. | XYMIPA® PO3YUH AJ151 iH'EKLLNA, E66BI LLiseiiuapi BUPOGHULTBO HimeyunHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/16818/01/01
20 mr/0,2 mn; no 0,2 | Biodhapmach A nikapcbKoro peyenmom nionsizae
M1 PO3YMHY Y 1oTikan3 3acoby, NepBuHHE OHoB/EHO iHdhopMaLito y po3ginax
nonepegHsL0 m6X nakyBaHHs: "B3aemopis 3 iHWMMK NiKapcbknmu 3acobamm
HanoBHeEHOMY BetTtep ®apwma- Ta iHWi BUAW B3aemogiin", "OcobamBocCTi
04HOA030BOMY ®epTiryHr MM6X i 3acTocyBaHHs", "INo6i4HI peakuii" iHCTpYKLi
wnpuyi, no 1 Ko. KI, HimeyunHa 0151 MeMYHOro 3aCToCyBaHHA NikapcbKoro
wnpuuy pasom 3 1 BTOPUHHE 3acoby BifNoOBIAHO [0 MaTepiasnis
CepBeTKoIo, nakyBaHHS: peecTpauiiHoro AOCbe.
npocsikHyTot 70 % BetTep ®apma- MepioAnYHICTb NOAAHHS PerynspHO
i3onponinosum ®epTiryHr FM6X i OHOB/IHOBAHOrIO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
cnupTom (B Ko. KI', HimeuunHa Mopsaky 3aiicHeHHs hapMakoHarasay,
namiHoBaHoOMy TECTyBaHHS: 3aTBEPAKEHOr0 HakasoM MiHicTepcTea
nonieTuieHom E668i [loiiuneHs, OXOPOHW 340POB'A YKpaiHu Bif, 27 rpygHs
nanepi), BMiLLyOTb Y v6X i Ko. KT, 2006 poky Ne 898, 3apeecTpoBaHOro B
KOHTYPHY YapyHKOBY HimeyunHa MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007
ynakoBky; no 2 BWMYCK Cepil: poky 3a Ne 73/13340 (y pefakuii Hakasy
wnpuum (y E66BI MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
KOHTYPHIl BioTekHonoaxi 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
YapyHKOBIli ynakoBLj vm6X, HimeuyunHa 3rigHO 3i CTPOKaMK, 3a3HaYeHUMN Y
3 1 cepBeTKO nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
KOXEH) Y KapTOHHil 6e3neku.
Kopobui
15. | XYMIPA® PO34UH A1 iH'EKLIN, E66BI LLiBeiiuapi BMPOGHMLTBO HimeuunHa nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/16818/01/02
40 mr/0,4 mn; no 0,4 | Biodhapmach A nikapcbKoro peuyenmom nionsieae
MJ/T PO3YUMHY Y 1oTiKan3 3acoby, nepBuHHe OHOB/EHO iHGhopMmaLito y po3ginax
nonepeaHL0 6X nakyBaHHs: "B3aemogis 3 iHWMMM flikapCbkMMm 3acobamu
HanoBHEHOMY BetTtep ®apma- Ta iHWi BUAY B3aemogiit", "OcobnmBocCTi
0/}HOL030BOMY ®epTiryHr MM6X i 3actocyBaHHs", "lNo6iYHI peakuii" iHCTpyKLi
wnpuyi; no 1 Ko. KI, HimeyunHa 0151 MeMYHOro 3aCTOCyBaHHA NikapCbKoro
Lwnpuuy pasom 3 1 BTOpPUHHE 3acoby BiANOBIAHO A0 MaTepianis
CepBETKOIO, nakyBaHHs: peecTpauiiHoro JOCbeE.

npocskHyTo 70 %
i3onponinosum
cnupTom (B
namiHoBaHoMy
nonieTuieHom
nanepi), BMiLLeHi y
KOHTYPHY YapyHKOBY
ynakoBsKy; no 2

wnpuup (y

Bettep ®apma-
PepTiryHr TM6X i
Ko. KI', HimeuunHa
TeCcTyBaHHS:
E668i [oiiuneHs
v6X i Ko. KT,
HimeuunHa
BMNYCK cepil:
E66BI

MepioAnYHICTL NOAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aiicHeHHs dhapmMakoHarisay,
3aTBepAKeHOro Hakasom MiHictepcTea
OXOPOHY 340p0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KOHTYPHIl BioTekHonogxi 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
YapyHKOBIll yrnakoBLi 'm6X, HimeuyunHa 3rifHO 3i CTpOKaMu, 3a3HaYeHnMn y
3 1 cepBeTKOO nepiognMyYHOCTI NoAaHHsA perynsipHux 3siTiB 3
KOXEH) Yy KapTOHHiIl 6e3neku.
Kopoo6Ui
16. | UWMKNOXEH nak gns Hirtis MPOPAPM ManbTta CEPPA MAMIEC, IcnaHis nepepeecTtpadist Ha 5 pokis bes nidnsieae UA/17436/01/01
nikyBanbHuin 80 mr/r A C.A. peyenma
no 3 r nakyy IHTEepHeLUHN OHoB/EeHO iHhopmaLito y po3aini "Mo6iyHi
thnakoHi, no 1 TpeanHr peakuii" iIHCTpyKLUii 4158 MeguyuHoro
chnakoHy B Niviten 3acTocyBaHHS Nikapcbkoro 3acoby BifnoBigHO
KapTOHHIA KOpooLi [,0 OHOBJIEHOI iHGhopMaLii Woao 6e3neku
3aCTOCYBaHHSA fjil0401 PeYOBMHU Ta 3BITYBaHHSA
npo NoGiyHi peakuil.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
17. | ONEPIO TabneTkn, BKpUTI Hosapric LLIseliyapi BMPOBHULTBO, ITanis/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16691/01/01
NNiBKOBOIO Papmva A KOHTPOJ1b SIKOCTI, Cinranyp/ peyenmom niosnsieae
060/10HKO10, M0 50 Cepsice3 Al nepBrHHe Ta LLiBeiiuapis OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans

Mr, no 14 tTabnetok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI/ KopoobLi

BTOPUHHE
nakyBaHHs, BUMYCK
cepil:
HosapTic ®apma
C.n.A,, Itanisa
BMPOBHULTBO,
KOHTPO/Ib SIKOCTI:
Hosapric
CiHranyp
dapmacbioTUKas
MaHyekTypiHr
Mre. N14,,
Cinranyp
BMPOGHMLITBO,
KOHTPO/b SKOCTI:
HosapTic ®apma
LTeliH AT,
LLiseiiuapis

MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
y po3sginax "®apmakosioriyHi BNacTMBocTi",
"MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK

nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin”, "Ocob/MBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo

rogyBaHHs rpygat”, "Cnocib 3actocyBaHHA Ta

[031" (BHECEHi YTOUHEHHS), "MNo6iuHI peakuii”

BIANOBIAHO A0 iHGhopMALLil CTOCOBHO 6e3neku,

sika 3a3HaYeHa B MaTepianax peectpauiiHoro

[0CbE.

MepioanyHICTb NoAaHHA PerynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 3[0POB'A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esnekn
18. | ONEPIO TabneTkn, BKpUTI Hosapric LLiseliyapi BMPOBHULTBO, ITania/ MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH 3a He UA/16691/01/02
NNiBKOBOO dapma A KOHTPO/Ib SKOCTI, Cinranyp/ peyenmom nionsizae
060/10HKOI0 N0100 Cepsice3 Al nepBrHHe Ta LLiBeiiuapis OHOBNEHO iH(hopMaLLito B IHCTPYKLIT An1s
mr, no 14 TabneTok BTOPUHHE MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y 6nicTepi; no 2 abo nakyBaHHs, BUNYyCK y po3ginax "®apmakonoriyHi BnacTmBocTi”,
4 6nictepu B cepit: "MpoTunokasaHHA", "B3aemopis 3 iHWKMMK
KapTOHHI KOpooLi HosapTic ®apma niKkapcbknmy 3acobamu Ta iHWi BUAN
C.n.A,, Itanisa B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
BMPOBHULTBO, "3acTocyBaHHSA y nepiog BariTHOCTi abo
KOHTPO/Ib SIKOCTI: rofyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
HoBaprTic [03n" (BHECEeHi yTOUYHeHHS), "MNo6iuHi peakuii™
CiHranyp BiANOBIAHO A0 iHGhopMAaLLiT CTOCOBHO 6e3neku,
dapmacbioTrKas sika 3a3HayYeHa B MaTepianiax peectpauiiHoro
MaHyheKTypiHr [OCbE.
Mre. N14,, MepioAnYHICTb NOAAHHSA PerynspHO
CiHranyp OHOBJIIOBAHOrO 3BiTY 3 6€3neku, BigNOBIAHO A0
BMPOGHMLITBO, Mopsaky 34iicHeHHs hapMakoHarisay,
KOHTPO/b SKOCTI: 3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
HosaprTic ®apma OXOPOHW 340POB'A YKpaiHu Bif, 27 rpygHs
LLTeiH AT, 2006 poky Ne 898, 3apeecTpoBaHoro B
LLiBeiiuapis MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i cTpoKamu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3nekn
19. | FONEPIO TabneTku, BKpUTI HosaprTic LLiseiiuapi BMPOGHMLITBO, ITanis/ MepepeecTpauis Ha Heo6MeXeHU TepMiH 3a He UA/16691/01/03
NNiBKOBOIO Papma A KOHTPO/1b SIKOCTI, Cinranyp/ peyenmom niosnsieae
060/10HKO10, N0 200 Cepsice3 Al nepBrHHe Ta LLiBeiiuapis OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans

Mr, no 14 tTabnetok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI/ KopoobLi

BTOPUHHE
nakyBaHHs, BUMYCK
cepil:
HosapTic ®apma
C.n.A,, Itanisa
BMPOBHULTBO,
KOHTPO/Ib SIKOCTI:
Hosapric
CiHranyp
PapmacboTnKaU
MaHyekTypiHr
Mre. N14,,
Cinranyp

MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
y po3sginax "®apmakosioriyHi BNacTmBocTi",
"MpoTmnokasaHHA", "B3aemopis 3 iHWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpygat”, "Cnocib 3actocyBaHHA Ta
[031" (BHECEHi YTOUYHEHHS), "MNo6iuHI peakuii™
BIANOBIAHO A0 iHGhopMALLii CTOCOBHO 6e3neku,
sika 3a3HaYeHa B MaTepianax peectpauiiHoro
[0CbE.
MepiognyHICTb NoAAaHHA PerynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BMPOGHMLITBO, Mopsaky 3aiicHeHHs hapMakoHarisay,
KOHTPO/b AKOCTI: 3aTBEPAKEHOro Haka3oM MiHicTepcTea
HosaprTic ®apma OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
LTeiH AT, 2006 poky Ne 898, 3apeecTpoBaHoro B
LLiBeiiuapis MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esnekn
HauvanbHuk

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JISICKOBCHKUH




TIEPEJIIK
JIIKAPCBKMX 3ACOFBIB (MEJMYHUX IMYHORBIOJ/IOTTYHMUX ITPEITAPATIB), IIIOJ1I0 AKX BYJ/I1 BHECEHI
3MIHU 10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSITHCSA 1O JEPJKABHOI'O PEECTPY JIIKAPCBKMX
3ACOBIB YKPAIHU

Hoparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»
Bij 15 moToro 2024 poky Ne 253

Ne Hassa dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
1. | ABALUEN cycneHsis gns CaHodi dpaHuis BUPOOHMLTBO KaHnapga/ BHECEHHS 3MiH 40 peecTpayiiHnx maTtepiaiis: 3a He UA/19493/01/01
nonio iH'ekyin no 0.5 mn (1 MacTep NPOMIXHOr0 NPOAYKTY PpaHuia/ 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom | nidssieae
BAKUVHA nosa), no 1 Bulk Tdap, YropLmHa HallMeHyBaHHs Ta/abo agpecy Micus
KOMBIHOBA nonepegHL0 BUPOOHMLTBO NPOBaKEHHS AiS/IbHOCTI BUpOBGHUMKa/imnopTepa
HA AnA 3anoBHeHOMyY KIHLLeBOro NPOAYKTY roTOBOrO JlikapCbKOro 3acoby, BK/IUakum
MPO®INTAKT wnpuyy (no 0,5 mn Bulk Tdap-IPV OinbHULI BUNYCKy cepii abo MicLle npoBeAeHHs
KN (1 po3a) cycneHsii BaKLVHWN, KOHTPO/Tb KOHTPOJIO SIKOCTI. (Zis/IbHICTb, 3a 5Ky Bignosigae
NPABLA, ONs iH'eKUii) 3 2 AKOCTI, TECTYBaHHS Ha BMPOGHMWK/IMNOpPTEp, BK/IOUAOUM BUMYCK Cepilf).
BNDTEPII, OKpeMnUmMu ronkamu cTabifbHICTb! 3MiHa Ha3BM Ta agpecu BUPOBHNYOT AiNIbHULL B
KALLUTIOKY B CTaHAapTHO- CaHodpi Nactep M. ByganewT, o BignoBigae 3a BTOPMHHE
(AUENKONAP | ekcnoprTHii NimiTen, KaHaga nakyBaHHS Ta BUNYCK cepiil. 3MiHN BHECEHO B
HUIA ynakoBLyj, ska MapKyBaHHS Ta IHCTPYKLO A8 MeANYHOro 3acTOCyBaHHSA
KOMMOHEHT | micTuTbCA B nakyBaHHS LUNPULLB, NiKapCcbKoro 3acoby LWoA0 HallMeHyBaHHS Ta
)TA KapTOHHI kopobuji 3 BUWMYCK CepiiA, MiCLLe3HaXOKEHHSI BUPOOHMKA 3 BiANOBIAHUMY
noniomien IHCTpYKUieto Ana KOHTPO/Ib AKOCTI: 3MiHamMW Y TEKCTi MapKyBaHHS yrNakoBKM
TY MegN4YHOro CaHodpi MNactep, nNiKapcbKoro 3acoby. TepMiH BBeAEHHS 3MiH
(IHAKTUBOB | 3acTocyBaHHS ®paHuis NPOTArom 6 MicsLiB MicNs 3aTBEPIXKEHHS.
AHA) 3anoBHeHHs Tdap-IPV
(AAcCorPBOB BaKUMHW Y LUNpUUM,
AHA, 3I MapKyBaHHSA Ta
SMEHLUEHN nakyBaHHS LUNPULLB,
M BMICTOM BUNYCK Cepii,
AHTUIEHIB) KOHTPO/Ib SIKOCTI:
CaHodpi Mactep,
dpaHuis
BTOPWHHE MakKyBaHHS,
BUMYyCK cepili:
CaHochi-ABeHTic 3pT.,
YropwmHa
2. | AABATPA®® | kancynu Actennac Higepnangn | Actennac Ipnang Ko. Ipnangis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a - UA/9687/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NPOJIOHroBaHoI Aji dapma nTp, 3miHu | TMny - 3miHn WwWoao peyenmom
no 1 mr; no 10 tOpon B.B. 6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
Kancyny énictepi; BeefeHHs abo 3MiHU [0 y3araslbHeHNX faHnx
no 5 6nictepiB y npo cuctemy thapmakoHarnsigy (BBeAeHHs
anomiHieBOMY y3arasibHeHUX JaHux Npo cucTemy
naketi; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
antoMiHieBOMY BigNoBiAa/IbHOI 32 3[jACHEHHSI
nakeTy B KapPTOHHIl chapmakoHarnsgy; KOHTaKTHoi ocobm 3
nauu chapmakoHarnsay 3asBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKkTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBI4a1bHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
Bipcta Onbra BacunisHa. NMponoHoBaHa
pepakuisi: BoiiTeHko AHTOH eoprilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
Bif4noBigaIbHOI 3a papMakoHarnsg B YKpaiHi.

3. | ADBBATPA®® | kancynu Actennac Higepnangn | Actennac Ipnang Ko. Ipnangis BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a - UA/9687/01/04
NPOJIOHroBaHoI Aji Papma nTp, 3miHu | TMny - 3MiHK WwWoao peyenmom
no 3 mr; no 10 tOpon B.B. 6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.

Kancyny énicrepi; BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnx
no 5 6nictepiB y npo cuctemy chapmakoHarnsgy (BBefeHHs
anomiHieBOMY y3arasibHeHUX JaHux Npo cucTemy
naketi; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
antoMiHieBOMy BigNoBiAa/IbHOI 3a 3[jACHEHHSI
nakeTy B KapPTOHHIl thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
navu,i thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
BiANOBigasIbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6M 3asiBHUKA, Bi4NOBigaIbHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis:
Bipcta Onbra BacunisHa. MponoHoBaHa
pefaxuisi: BoliteHko AHTOH leoprilioBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
Bi4noBiganbHOI 3a papMakoHarnsg B YKpaiHi.
4. | AOBATPA®® | kancynu Actennac Higepnangn | Actennac Ipnang Ko. Ipnangis BHECEHHS 3MiH [0 peecTpauliiiHux MmaTepiasis: 3a - UA/9687/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NPOJIOHroBaHoI Aji dapma nTp, 3miHu | TMny - 3miHn WwWoao peyenmom
no 5 mr; no 10 tOpon B.B. 6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
Kancyny énictepi; BeefeHHs abo 3MiHU [0 y3araslbHeHNX faHnx
no 5 6nictepiB y npo cuctemy thapmakoHarnsigy (BBeAeHHs
anomiHieBOMY y3arasibHeHUX JaHux Npo cucTemy
naketi; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
antoMiHieBOMY BigNoBiAa/IbHOI 32 3[jACHEHHSI
nakeTy B KapPTOHHIl chapmakoHarnsgy; KOHTaKTHoi ocobm 3
nauu chapmakoHarnsay 3asBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKkTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBI4a1bHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
Bipcta Onbra BacunisHa. NMponoHoBaHa
pepakuisi: BoiiTeHko AHTOH eoprilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
Bif4noBigaIbHOI 3a papMakoHarnsg B YKpaiHi.

5. | ADBATPA®® | kancynu Actennac Higepnangn | Actennac Ipnang Ko. Ipnangis BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a - UA/9687/01/01
NPOJIOHroBaHoI Aji Papma nTp, 3miHu | TMny - 3MiHK WwWoao peyenmom
no 0,5 mr; no 10 tOpon B.B. 6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.

Kancyny énicrepi; BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnx
no 5 6nictepiB y npo cuctemy chapmakoHarnsgy (BBefeHHs
anomiHieBOMY y3arasibHeHUX JaHux Npo cucTemy
naketi; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
antoMiHieBOMy BigNoBiAa/IbHOI 3a 3[jACHEHHSI
nakeTy B KapPTOHHIl thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
navu,i thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
BiANOBigasIbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6M 3asiBHUKA, Bi4NOBigaIbHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis:
Bipcta Onbra BacunisHa. MponoHoBaHa
pefaxuisi: BoliteHko AHTOH leoprilioBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
Bi4noBiganbHOI 3a papMakoHarnsg B YKpaiHi.
6. | AKCETUH® Tab1eTkn, BKPUTI Megokemi Kinp Megokemi 1T/ (3aBog Kinp BHECEHHS 3MiH [0 peecTpauliiiHux MmaTepiasis: 3a He UA/8714/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NNiBKOBOIO nTa C) 3miHu | TMny - 3miHn WwWoao peyenmom | nionsizae
060/10HKO, 250 wMr; 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy
no 10 TabneTtok y (iHWi 3MiHW) - 3MiHK BHECEHO A0 TEKCTY
cTpuni, no 1 ctpuny MapKyBaHHS NEePBUHHOT YNakoBKN iKapCbKOro
B KAPTOHHili 3aco6y B n. 3. kHOMEP CEPI IIKAPCbKOIO
Kopob6ui; no 10 3ACOBY», n. 4. «AATA 3AKIHUEHHA
Tabnetok y 6nictepi TEPMIHY NPUOATHOCTI», n. 6. «IHWE>» Ta go
no 1 6nictepy B TEKCTY MapKyBaHHS BTOPUHHOT yNakoBKuM B M. 8.
KapTOHHiiA Kopo6Lli «JATA 3AKIHYEHHA TEPMIHY
MPNAATHOCTI», n. 12. <cHOMEP
PEECTPALLIVHOIO MOCBIAYEHHSA», n. 13.
«HOMEP CEPII JIKAPCbKOIO 3ACOBY», n.
17. «IHWE>». TepMiH BBEAEHHSA 3MiH MPOTAromM 6
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3miHa Ha3By NiKapCbKoro
3acoby, a came fofaBaHHA 3HakKy "®" y 3B'A3KY 3
peecTpauieto TOproBoi Mapku. 3aTBepKEHO:
AKCETWH. 3anponoHoBaHo: AKCETUH®
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS.
7. | AKCETUH® TabneTku, BKPUTI Megnokemi Kinp Mepokemi T/ (3aBog, Kinp BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a He UA/8714/02/02
NNiBKOBOIO nTa C) 3MiHu | TUNYy - 3MiHK Woao peyenmom | nidssieae
o6onoHkot, 500 wr; 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
no 10 TabneTok y (iHLWi 3MiHW) - 3MiHM BHECEHO [0 TEKCTY
cTpuni, no 1 ctpuny MapKyBaHHS NePBUHHOT YNakoBKW NiKkapCbKoro
B KapTOHHili 3acoby B n. 3. kHOMEP CEPII IKAPCbLKOIO
Kopo6ui; no 10 3ACOBY», n. 4. «AATA 3AKIHUEHHA
Tabnetok y 6nictepi TEPMIHY NMPUAATHOCTI», n. 6. «IHWE» Ta fo
no 1 6nictepy B TEeKCTY MapKyBaHHs1 BTOPMHHOI YNakoBku B Nn. 8.
KapTOHHIA KopooLi «[ATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 12. <cHOMEP
PEECTPALIIMHOIO MOCBIAYEHHS», n. 13.
«HOMEP CEPII IKAPCbKOIO 3ACOBY», n.
17. «IHWE». TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. 3MiHa Ha3BU
nikapcbKoro 3acoby - 3MiHa Ha3Bu NiKapcbKoro
3acoby, a came f0ofaBaHHA 3Haky "®" y 3B'A3Ky 3
peecTpaLjieto TOpProBoi Mapku. 3aTBepAXeHO:
AKCETWH. 3anponoHosaHo: AKCETVIH®
TepmiH BBeAlEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
8. | AKTEMPA® PO3YUH AN1s1 iH'EKLNA, TOB «Pou Ykpaina Bupo6bHMuTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/13909/02/01
162 mr/0,9 mn; 4 Ykpaina» Hepo3chacoBaHo| LLiseiiuapis 3MmiHu | TNy - 3MiHKn 3 AkocTi. AdI. peyenmom
nonepegHb0 NpoAyKLUii, NepBrHHE CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
HanoBHEHMUX nakyBaHHs, BMNpobyBaHb/nepioay 36epiraHHA abo ymoB

wnpuua (KoxeH

BMNPOOYBaHHA Ha

36epiraHHa A®I (3a BigcyTHOCTI Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
o6’emom 1 mn) y CTEPUSIBHICTb Ta 3aTBEPKEHOMY [10CbE cepTudikara
KapTOHHI Kopobuji 3 bakTepiasibHi BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
MapKyBaHHAM EeHA0TOKCUHN: BeTTep BK/IHOYA€E Mepiof, MOBTOPHOrO BUMNPOOYBaHHS)
YKPaiHCbKO dapma-depTuryHr (nepios, noBTOPHOro BUNpobyBaHHA/Nepios
MOBOW; 4 v6X i Ko KT, 36epiraHHs) - 36iNblUEHHS ab0 BBEAEHHS
nonepegHL0 HimeuunHa; nepiogy NOBTOPHOrO BUNPoGyBaHHsA/nepiogy
HanoBHEHNX BunpobyBaHHs Ha 36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCAIIKEHb Y
wnpuua (KoxeH CTepWIbHICTb Ta peasibHOMY Yaci - 36iNbLUEHHA TEPMiHY
o6’emom 1 mn) y 6akTepiasibHi 36epiraHHA Ailo4oi peyoBMHM 38 yMOBU
KapTOHHI Kopo6uji 3 EeHJOTOKCUHK: BeTTep 36epiraHHsa npu < -50°C 3aTtBepgxeHo: 30
MapKyBaHHAM Papma-PepTUryHr MicsaLiB; 3anponoHoBaHo: 42 micsui
aHrnincbKoto, m6X i Ko KT,
hpaHLy3bKOo Ta HimeuunHa; Bettep
apabCcbko MoBaMm dapma-PepTuryHr
3i CTUKEpOM m6X i Ko KT,
YKPaiHCbKOI MOBOO HimeuuunHa;
BunpobyBaHHs
KOHTPO/II0 AKOCTI (Kpim
BUMPOOYBaHHA Ha
CTepUbHICTb Ta
6akTepiasibHi
©HA0TOKCUHK): PoLu
®apma Arl',
HimeuunHa; BToprHHe
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPO/II0 AKOCTI (Kpim
BUMPOOYBaHHA Ha
CTepUbHICTb Ta
6akTepiasibHi
€HA0TOKCUHM), BUMYCK
cepii: ®.XopdpmaHH-
Na Pow NtA,
LLIBeliLapist
9. | APOMA3VH TabneTku, BKPUTI Mdpaiizep CLA Mdpaiizep ITania C.p.n. ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/4769/01/01
LlyKpOBOIO IHK. 3MiHM | TUny - 3MiHK Wwoao peyenmom

060/10HKOI0, Mo 25
Mmr, no 15 Tabnetok
y 6aicTepi; no 2
6nictepu B
KapTOHHI kopobuyj;
no 20 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHI Kopoo6Li

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/IHOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3MiHu 4o y3ararbHeHNxX
[aHvX Npo cuctemy hapmakoHarnsgy 3asiBHuka

10.

ACKOLIVH®
MAKC

TabneTku wmnyui, no
10 a6o no 20
LIMNy4nx TabneTok y
noninponineHoBii
Ty6i, no 1 Ty6i y
KapTOHHI KOopoo6Li

TOB
«FNEAPAP
M NTO»

YkpaiHa

KYCYM XENTXKEP
nBT NT4,

IHais

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHM | Tuny - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpONb roToBOro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo foNyCTUMUX MEX rOTOBOrO

NiKapcbKoro 3acoby (BUIyYeHHSI HE3HAYHOTO

nokasHuka (Hanpviknag 3actapisnioro NokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikais
6apBHYKIB YN CMAKOBMX A06ABOK)) BUNYYEHHS
nokasHuka "lgeHTudikauis. bapBHUK AHHATO

(meTog Y®-cnekTpodoTomeTpisa)" i3
cneuudikaLii npy BUNYCKy Ta BiAMNoBIgHO 3

MeTOoZIB KOHTPO/0 AKOCTi 13, JaHuii noka3HuK

€ He3HaYHMM Ta He BMMBAE Ha AKICTb KiHLEBOro
npoaykTy. KoHTponb igeHTudikauii 6apeHuka

NPOBOANTLCA Ha BXiAHOMY KOHTPO/i CUPOBUHMU,

BignosiaHo oo Bumor HBIM. 3MiHa BHOCUTLCSA 3

METOH ONTMMI3aLji NpoLecy BUpPO6HMLTBA Ta

KOHTpO/H0 AKOCTi 13, Lo He BnMBae Ha
ed)eKTUBHICTb, AKICTb Ta 6e3neky /13

6e3
peyenma

UA/18993/01/01

11.

ATOPBACTA
TUH KPKA

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 60
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPO6HMUTBO "in bulk",
nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
n0.4., Hoso mecTo,
CoBEeHis; KOHTPO/b
cepii: KPKA, a.4.,
Hoso mecTo,
CnoseHis; Keminab
4.0.0., CnoseHis

CnoBeHisa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” WoA0 BaXXMBOCTI
3BiTYyBaHHA NPO NOGIYHI peakwyii.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLKEHHS. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). OHOB/IEHHA TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby, a caMme YTOUHEHO
iHcbopmaLito Npo gaTy 3akiHYeHHsT TEPMiHY
NPUAATHOCTI Ta KOHKPETMU30BaHO iHhopmaLito
00 lorotuny. BeegeHHst 3MiH NpoTsArom 6-u
MicALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3aCTOCyBaHHSA
reHepuYHUX/TiIGpPUAHNMX/6I0NOAIGHMX NiKAPCHKNX
3ac06iB nicna BHECEHHA TiET camol 3MiHN Ha
pedhepeHTHMII npenapaT (3MiHa He NoTpebye
HafaHHS XXOAHWX HOBMX AOAATKOBUX AaHMWX).

3a
peyerimom

He
niosnsicae

UA/14301/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3MiHN BHECEHO A0 IHCTPYKLUIi 415 MEeAUYHOT0
3aCTOCyBaHHSA NikapcbKkoro 3acoby y po3ain
"B3aemogis 3 iHWKMKU NikapcbkuMu 3acobamu Ta
iHWIi BMAW B3aemogijit" 3rigHo 3 iHhopMaLlieto
LLO0A0 MELUYHOrO 3aCTOCYyBaHHS peddepeHTHOro
nikapcbkoro 3acoby (NINPVMAP, Tabnetku,
BKPWTi MNiBKOBOK 060/10HKOK no 10 mr, 20 mr,
40 wmr). BBeeHHs1 3MiH NpOTAromM 6-Tu MicsLiB
nicns satBepkeHHs. 3MiHu | Tuny - 3MiHu LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuYHUX/TiGPUAHMX/6IoNOAIGHMX NiKAPCbKUX
3ac06iB NicNs BHECEHHS TiET camoi 3MiHU Ha
pedhepeHTHWIN MpenapaT (3MiHa He noTpebye
HajaHHS XXOAHWUX HOBUX AOAATKOBMX JaHUX).
3MiHVN BHECEHO [0 IHCTPYKLUii 415 MeAUYHOTo
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
"papmakonoriyHi BnactusocTi”, "Bzaemogis 3
HLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"Mo6iyHI peakui™ 3rigHo 3 iHhopmaLieto Wwoao
MeAMYHOro 3acTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (JTIMPUMAP, TabneTku,
BKPUTi MNiBKOBOK 060/10HKOK no 10 mr, 20 mr,
40 ~r). BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHK WoAo
6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NiKapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviitHuii nepiog, abo sk pesynsTart
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BIAMOBIAHO A0 NnaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (iHWi 3MiHM). 3MiHN BHECEHO A0 IHCTPYKL,ii
O719 MeANYHOI0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin "MNo6iyHi peakuyji" BignoBigHO A0
OHOB/IEHOI iHdhopMaLiii 3 6e3nekn gitoyoi
peyoBMHW. BBEAEHHA 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepIKEHHS

12. | ATOPBACTA | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPO6HMLTBO "in bulk", CnoseHis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/14301/01/06
TUH KPKA NAiBKOBOO Hoso mecTo nepBUHHe Ta 3MiHM | TUny - 3MiHK Woao peyenmom | nionsizae
060/10HKO10, 1Mo 80 BTOPVHHE NakKyBaHHS, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy

mr, no 10 TabneTok KOHTPO/b cepii Ta (iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLIT Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

y 6nictepi; no 3 abo
no 9 6nictepis y
KapTOHHiiA Kopo6Li

Bunyck cepii: KPKA,
4.4., Hoso mecTo,
CnOBEHIS; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis; Keminab
0.0.0., CnoBeHisi

MeAMYHOro 3acCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” Woa0 BaXMBOCTI
3BiTYBaHHA NPO MOGIYHI peakwyii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEePKEHHSA. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW). OHOBNEHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby, a came YTOUHEHO
iHchopmauito Npo faty 3akiHYeHHS TePMiHY
npuaaTHOCTI Ta KOHKPEeTM30BaHO iHchopmalito
o0 florotuny. BeegeHHs 3MiH NpoTArom 6-tu
MicAUiB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnyHOro
3aCTOCyBaHHSA
reHepuYHUX/TiIGPUAHMX/6I0NOAIGHMX NiKAPCHKNX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHW Ha
pedhepeHTHMIT NpenapaT (3MiHa He NoTpebye
HaJaHHS XOAHWNX HOBUX AOAATKOBMX [AHUX).
3MiHN BHECEHO A0 IHCTPYKLU|ii 415 MEeAUYHOTO
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ain
"B3aemogis 3 iHWKMKU NikapcbkuMm 3acobamu Ta
iHLWI BMAW B3aemogijit" 3rigHo 3 iHhopMaLlieto
00 MELMYHOrO 3aCTOCYyBaHHS peddepeHTHOro
nikapcbkoro 3acoby (JIINPUMAP, Tabnetku,
BKPWTi MNiBKOBOK 060/10HKOK no 10 mr, 20 mr,
40 wmr). BBeieHHs1 3MiH NpPOTAroM 6-Tu MicsLiB
nicns satBepkeHHs. 3MiHu | Tuny - 3MiHu LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHUN Y KOPOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuYHUX/TiGPUAHMX/6IoNOAIGHMX NiKAPCbKUX
3ac06iB NicNs BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHWIT MpenapaT (3MiHa He noTpebye
HajaHHS XXOAHWUX HOBUX AOAATKOBMX JaHUX).
3MiHN BHECEHO [0 IHCTPYKLUi 415 MeAUYHOTo
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3zim
"apmakonoriyHi BnactusocTi”, "Bzaemogis 3
HLIMMKM NikapcbKMKU 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"Mo6iyHI peakui™ 3rigHo 3 iHhopmaLieto Wwoao
MeAMYHOro 3acTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (JTIMPUMAP, TabneTku,
BKPUTi MNiBKOBOK 060/10HKOK no 10 mr, 20 mr,
40 ~r). BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu WoAao
6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NiKapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk pesynsTart
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (iHWi 3MiHM). 3MiHN BHECEHO A0 IHCTPYKL,ii
O719 MeANYHOI0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin "MNo6iyvHi peakuyji" BianoBigHO A0
OHOB/IEHOI iHdhopMaLiii 3 6e3nekn gitoyoi
peyoBMHW. BBEAEHHA 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHs

13.

ATOPBACTA
TUH KPKA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, no 30
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHI KOopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPO6HMUTBO "in bulk",
nepBUHHEe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b cepii Ta
BMnyck cepii: KPKA,
4.4., Hoso mecTo,
CnoBEHiS; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis; Keminab
n.0.0., CnoBeHisi

CnoBeHisa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHW | TUny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” WoA0 BaXXMBOCTI
3BiTyBaHHA NPO MOGIYHI peakwyii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MmiHW). OHOBNEHHS TEKCTY MapKyBaHHS
yNaKkoBKM MiKapCbKoro 3acoby, a came YTOUHEHO
iHcbopmaLito Npo gaTy 3akiHYeHHST TEPMiHY
npuaaTHOCTI Ta KOHKPEeTM30BaHO iHchopmaLito
oo forotuny. BeegeHHs 3MiH NpoTsArom 6-u
MicALiB MicnsA 3aTBEpKEHHS. 3MiHu | Tvny -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHSA
reHepuYHUX/TiIGPMAHMX/6I0NOAIGHMX NiKAPCHKNX
3aco6iB nicns BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHMI1 NpenapaT (3MiHa He NoTpebye
HaJaHH$! XXOAHWNX HOBUX AOAATKOBMX [AHUX).
3MiHN BHECEHO A0 IHCTPYKLIii 415 MEeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWYMKU nikapcbknuMu 3acobamu 1a
iHWWI BMAW B3aemogijit" 3rigHo 3 iHhopMalLlieto
00 MELAMYHOrO 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (NINPVMAP, Tabnetku,

3a
peyernmom

He
nionsieae

UA/14301/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BKPWTi MNiBKOBOK 060/10HKOK no 10 mr, 20 mr,
40 wmr). BBeieHHs1 3MiH NpPOTAroM 6-Tu MicsLiB
nicns satBepkeHHs. 3MiHu | Tuny - 3MiHu LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHUN Y KOPOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuYHUX/TiGPUAHMX/6IoNOAIGHMX NiKAPCbKUX
3ac06iB nicns BHECEHHS TiET camoi 3MiHU Ha
pedhepeHTHWIN NpenapaT (3MiHa He noTpebye
HajaHHS XXOAHWNX HOBUX AOAATKOBMX JaHUX).
3MiHN BHECEHO [0 IHCTPYKLUi 415 MeAUYHOTo
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3aim
"apmakonoriyHi BnactusocTi”, "Bzaemogis 3
HLIMMKM NikapcbKMKU 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iyHI peakui™ 3rigHo 3 iHhopmaLieto Wwoao
MeAMYHOro 3acTOCYBaHHA pethepeHTHOro
nikapcbkoro 3acoby (JTIMPUMAP, TabneTku,
BKPUTi MNiBKOBOK 060/10HKOK no 10 mr, 20 mr,
40 ~r). BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK WoAo
6e3nekun/edekTBHOCTI Ta thapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NiKapCcbKoro
3ac00y, TeKCTIi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo ik pesynsTart
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NnaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (iHWi 3MiHM). 3MiHN BHECEHO A0 IHCTPYKL,i
O719 MeAUYHOI0o 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin "MNo6iyHi peakuyji" BignoBigHO A0
OHOB/IEHOT iHdopMalLii 3 6e3nekn gitoyoi
peyoBMHW. BBEAEHHA 3MiH MPOTAroM 6-Tu
MicsAILiB Micns 3aTBepPAKEHHs

14.

ATPOMNIHY
CYNb®AT

Kpanni oyHi, 10
mr/mn; no 5 mn abo
10 mn y dhnakoHi; no
1 donakoHy B
KOMM/IEKTI 3
KpULLIKOO-
KpanenbHULE B
Kopoo6Li

TOBAPUCT
BO 3
OBMEXXEH
olo
BIAMOBIAA
NIBHICTIO
«KOPFMOPA
s
«3[J0POB'S

»

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SKOCTI,
BUMNYCK Cepil:
ToBapucTBO 3
06MexeHo
BiANOBIA&NBHICTIO
"[ocnigHnii 3aBog
"THU/C", YKpaiHa
BCi cTagii

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3wmiHa 3aaBHwuka /13 (MIBI) (BnacHuka
peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): [fitoua pegaxuis:
ToBapncTBO 3 06MEXEHOI0 BiAMOoBIfa/IbHICTIO
«®dapmMaLeBTUYHa KOMNaHis «340poB'a»,
Ykpaina
MNMponoHoBaHa pepakuis: TOBAPUCTBO 3
OBMEXXEHOIO BIAMOBIAA/IBHICTHO
«KOPIMNOPALIA «30POB'A», YKpaiHa

3a
peyermom

UA/5461/01/01
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Peecmpayitina npoyedypa

Ymosu

Peknam

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas

Bionycky

yBaHHS*

nocsBi0OYeHHs

3acoby

BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,

BUMYCK Cepil:

ToBapucTBO 3

06MexeHot

BiANOBIANLHICTIO
"®APMEKC Irpy1i",
YKpaiHa

YKpaiHa

3aTBEePKEHHSA. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHEeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAa/TbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BKKOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pepakuisi: LeBueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemu
dhapmakoHarnsgy
BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:

6e3

He
nionseae

UA/12087/01/01

15.

BIPPEH®

Kancynu no 250 mr;
no 10 kancyny
6nictepi;no 1, 2
abo 6 6nictepis B
KapTOHHIM nayui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

3MiHM | TURY - 3MiHK 3 akocTi. A®Il. KoHTponb

A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomiKHOro

npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (He3HauHi 3MiHW y

3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -

He3HauHi 3mMiHn y 3aTBEp)KEHNX MEeTOoAaX
BMNpoGyBaHHSA AD| heHibyTy 3a NOKa3HUKOM
“CynpoBigHi fOMILLKMA" a came: 3MiHa KiSIbKiCTb
iHXeKUil pO34YMHHMKA Ta BUNPO6OBYBAHOIO

PO34MHY; BHECEHHS 3MiH CTOCOBHO

HEeBPaxoBYBaHOro MiHiMyMy; 3MiHu | Tuny -
3MiHM 3 SIKOCTi. [0TOBWMI NiKapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBKy roTOBOro NikapCcbKoro
3aco6y (3MiHa KinbKOCTi OANHMLL (Hanpukiag
Tabs1eTok, amny TOLW0) B yNakoBLi:) - 3miHa
no3a fjanasoHoM 3aTBEepPXEHNX PO3MipiB
yMakoBKW - BBEAEHHS [0AATKOBOro po3mipy

ynakoBku: no 10 kancyn y 6nictepi no 6

peyenma

6nicTepiB B KAPTOHHIl NayLi 3 BigNOBigAHAMU

3MiHamu A0 po3giny “Ynakoska” MKA 13. 3MiHu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BHECEHO B iHCTPYKLIito A1 MEAUYHOro
3aCTOCyBaHHSA NikapcbKkoro 3acoby y po3ain
"Ynakoska" (3mMiHa po3Mipy ynakoBkMm).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEPKEHHS; 3MiHN | TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHV BHECEHO B TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNaKOBOK,
a came y n. "IHLWE" KoHkpeTH30BaHO
iHhopMaUito LLoA0 TeXHIYHOT iHhopmauii Ta
N0roTUMy 3asaBHUKa. BBeAeHHS 3MiH NpoTAarom 6-
TN MicsLiB Nicns 3aTBeppKeHHS
16. | B/IEOHKO niodpinizat gns Mini Benuka BeHyc Pemegic IHAjs BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/0890/01/01
PO3UUHY ON151 iH'EKLLIA Xenckepe BpuTaHis Nimiten 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peyenmom
no 15 Ofi; 1 donakoH Nimiteq HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
3 niogpinizaTom y (BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
KapTOHHIA KOopooLi aapecy 3asiBHYKa (BnacHMKa peecTpauiiHoro
nocsigyeHHs). BeegeHHs 3MiH npoTsarom 6-1u
MicsILiB Micnsi 3aTBepPApKEHHSI
17. | BOHAB/IACT | KOHUeHTpaT ans ToBapuncTBO Ykpaina PAPMATEH CA Ipeuis BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a - UA/19287/01/01
po3UnHYy AN 3 3MiHa 3asBHuKa /13 (MIBI) (BnacHuka peyenmom
iHdpysin, 1 mr/mn; no 06MexeHo peecTpauiiHoro Nnoceig4eHHs) (3rigHo Hakasy
6 MmNy chnakoHi; no Bignosigab MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
1 donakoHy B HiCTIO NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS.
KapTOHHIN navui «BYCT
DPAPMA»
18. | BOHAB/ACT | TabneTku, BKpUTI ToBapucTBO Ykpaina PAPMATEH CA Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/19287/02/01
NNiBKOBOIO 3 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
060/10HKOH 10 50 06MEXEHO peecTpauinHoOro NocBig4YeHHs) (3rigHO Hakasy
Mr, no 7 TabneTok y Bignosigab MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
6nictepi; no 4 HiCcTI0 NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.
6nictepn B «BYCT
KapTOHHIM navui OAPMA»
19. | BPUMOTEH Kpanni o4Hi, po3unH, | dapmacene ABCTpIsi BVMPOGHWK, SKWiA AscTpisi/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 3a - UA/18396/01/01
2wmMr/mn; no5mny KT Bignosigae 3a BUMNyck HimeyunHa 3MiHM | Tuny - 3MiHK 3 AKoCTi. FoTOBWMIA peyenmom
hnakoHi 3 IHTepHeLHN cepii: nikapcbkwii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
KpanesbHuULEro Ta BeteniraHra dapmacenekt ab0 BBeAEeHHS A0AATKOBOT fiNTbHUL
KpuLukoto, no 1 abo m6X IHTEepHeLLHN BMPOGHULITBA AJ151 YACTUHM abo BCbOro
3, abo 6 chnakoHis B BeteniraHrs Mv6X, BMPOBGHMYOro NPoLeCy roToOBOrO /1iKapCbKoro
KapTOHHI KopooLi ABCTpIs 3ac006y (AiNbHWLA 415 BTOPUHHOTO NaKyBaHHS)
BMPOGHMLTBO [ofaBaHHSA anbTeHATUBHOT BUPOOHWUYOI AiNbHUL

rOTOBOrO NPOAYKTY,
nepBUHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI,
OKpiM 6ios10rivyHnx

BTOPWHHOrO nakyBaHHs: KBi3ga
dapmagucTpubblowH M6X (Awayeplutpacce 2,
Neononbacpopd, 2333, AscTpis) / Kwizda
Pharmadistribution GmbH (Achauerstrasse 2,
Leopoldsdorf, 2333, Austria). BBeieHHs 3MiH




30

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

20.

BE3NKAP™

TECTiB Ta TeCTy Ha
CTEepPW/IbHICTb:
Nomadpapm M'v6X,
HimeuunHa
BMPOGHMYA AiNbHULSA
3i cTepunisauii
NepBUHHOT YNakoBKu:
CiHepxi Xenckeap
Papeb6epr Mm6X,
HimeuunHa
KOHTpakTHa
nab6opartopis 3
KOHTPO/IIO 3a
6ionoriyHnMu TecTamu
Ta TecTy Ha
CTEPUSIBbHICTb:
BioYem /labop chrop
6ionogxille ey,
yemile AHaniTiK
'm6X, HimeuyunHa
anbTepHaTuBHa
BMPOGHMYA AiNbHULSA
BTOPUHHOTIO
nakyBaHHs:
KBizga
dapmMagncTpUbbIOLLH
'm6X, ABCTpis

NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS

TabneTku, BKPUTI
NiBKOBOIO
0060/10HKOH0, No 5 Mr,
no 10 TabneTok y
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHIA KopooLi

AcTtennac
Papma
tOpon B.B.

HigepnaHgu

Actennac ®apma
Opon B.B.

HigepnaHngu

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHuX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BiANOBigaIbHOI 3a
thapmakoHarnsag B Ykpaini. [itova pegakuis:
Bipcta Onbra BacunisHa. MNponoHosaHa

3a
peyenmom

UA/3763/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

pepakuisi: BoiteHko AHTOH lMeoprilioBuy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYMKA,
BiANOBIAa/1bHOI 3a hapmakoHariag B YKpaiHi.

21.

BE3NKAP™

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, Mo 10
Mr, no 10 Tabnetok
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHIA KopooLi

AcTtennac
Papma
tOpon B.B.

HigepnaHgu

Actennac ®apma
Opon B.B.

HigepnaHgu

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoOBigaIbHOI 3a
thapMmakoHarnsag B YkpaiHi. [itova pegakuis:
Bipcta Onbra BacunisHa. MNponoHosaHa
pepakuisi: BoiteHko AHTOH lMeoprilioBuy. 3miHa
KOHTaKTHUX A@HWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIgaU1bHOI 3a hapmakoHariag B YKpaiHi.

3a
peyenmom

UA/3763/01/02

22,

BE3OMHI

TabneTkn 3
MoaundikoBaHUM
BUBINIbHEHHSIM, 6
mr/0,4 mr; no 10
TabneTtok y 6nictepi;
no 1 a6o no 3
6nictepu B
KapTOHHI ynakoBLi

AcTtennac
Papma
tOpon B.B.

Higepnanan

ABapa
PapmacbloTikas
TekHOMo4XMUC IHK.,
CLA ( BUpOGHMLTBO
bulk ); Actennac
Papwma Opon b.B.,
HigepnaHan
(NepBUHHE | BTOPUHHE
nakyBaHHs!, KOHTPO/1b
SAKOCTI, BUNYCK cepir)

CLUA/
HigepnaHan

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTv Ta/abo TepMiHiB NofgaHHs
perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku
nNiKapcbkunx 3acobiB - 3MiHa 4acToTV Ta TEPMIHIB
NoAaHHA PerysisipHO OHOBJIIOBAHOTO 3BITY 3
6e3neku
[itoua pepaxuis:

YacToTa nogaHHsa perysispHo OHOBJ/1IOBAHOIO
3BiTYy 3 6e3nekun 3 poku
KiHueBa gata Ans BKIOYEHHSA gaHux Ao PO3b —
01.07.2018p.

Jarta nogaHHsa — 29.09.2018 p.
lMponoHoBaHa pegakuis:

YacToTa nogaHHsa perysispHo OHOBJ/1IOBAHOIO
3BiTYy 3 6e3nekun 5 pokis
KiHueBa gata Ans BKIOUYEHHS gaHux Ao PO3b —
01.07.2026 p.

[Jata nogaHHs - 29.09.2026 p.
PekomeHA0BaHO A0 3aTBEPAKEHHS BifNoBigHO

3a
peyenmom

UA/14359/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[0 NepioANYHOCTI NOAAHHS PerynsipHo
OHOB/IOBaHUX 3BITIB 3 6e3MNeKn NiKapCbKnx
3acobis y EC.
23. | BEKTUBIKC KOHLeHTpaT Ans AMIKEH HigepnaHgu MapkyBaHHS, HigepnaHgu BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a - UA/10806/01/01
pO34mnHy Ansa €spona b.B. BTOPMHHE MaKyBaHHA / 3MiHuM | TUNY - 3MiHK 3 AkocTi. APL. KOHTposib peyenmom
iHcpysin, 20 mr/mn no Ta BUNycCK cepil: CLWA A®l. 3miHa y meTogax BunpobysaHHs A®| abo
5 MmNy dpnakoHi; no AmMaxeH €spona B.B., BMXigHOro marepiany/npomixHOro
1 dhnakoHy B Higepnanay; NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KapTOHHI KOopoo6Li Brpo6HMUTBO, npoueci BupobHuutea APl (He3HauHi 3MiHW y
NepBUHHE MaKyBaHHS: 3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) -
AMIKEH He3HauHi 3MiHW B 3aTBEpAXXEHOMY METOoS|
MaHydbekuypiHr BunpobysaHHA APl ansa onTumisawi
Nimiteq, CLWA 3aTBEPA)KEHOr0 METOAY BU3HAYEHHA
Mikponnasmu (QPCR-based), goaasaHHs
hepMeHTaTVBHOI 06pO6KM 3pa3ka Ta
aBTOMaTM30BaHOI eKCcTpakL,i
[e30KkcMprnboHykeiHoBol kucnotu (AHK),
YA0CKOHa/1EHOrO Ha OCHOBI pekoMeHaauil
noctavyasibH1Ka, a TakoX 3aMiHa 061aHEHHS
gPCR, sike 6inbLue He NigTPUMYETbCA
nocTa4yasibHUKOM
24. | BIFrOP 6anb3am ans TOB Ykpaina MpAT "Bionik" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 He UA/8099/01/01
nepopasibHOro "YkpaiHcbka 3MiHu | TUnYy - 3MiHK 3 AKkocTi. CepTudikat peuenma — | nidsisicae
3aCcTOCyBaHHA, Nno thapmauesT BignosigHocTi/l E-cepTudikar BignosigHoOCTI rno 100 mn,
200 mn y dprnakoHax; nyHa €Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu, 200 mi1.
no 200 mn, 250 mn KoMnaHisa" noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y 3a
a6o 500 mny BiANOBIAHICTL A0 MoHorpadii APY abo peyenmom
nnswkax; no 100 mn €Bponeiicbkoi thapmakonei, abo iHLwOoi — o 250
y 6aHkax HauioHasbHOT chapmakonei gepxasun €C (iHLui M, no 500
3MiHW) - BHECEHHS 3MiH [0 MaTepiasisB mn

peecTpauiiiHoro gocke 13 Birop, 6anib3am ans
nepopasibHOro 3acToCyBaHHs, a came
OHOBJ/IEHHS crevumdikaLii BXifHOro KOHTPO/I0 Ha
JNlenexu KopeHeBuLLa BifnoBigHO A0 MOHorpadii
[OdY. Ak HacnifoK NpMBEAEHHS Y BIANOBIAHICTb
[0 moHorpadpii ®Y Ha3Bum nikapcbKoi
POC/INMHHOT CUPOBUHU. 3aTBEPKEHO:
KopeHesuwa nenexu (Rhizomata Calami)
3anponoHoBaHo: Jlenexu kopeHesuLa (Acorus
calamus rhizomata). 3mMiHV BHeceHi B iHCTPYKL;i0
0151 MeNYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "Cknag" woao npuBefeHHs
Ha3BM JiKapCbKOT POC/IMHHOT CUPOBUHY (Nenexu
KOpEeHeBMLLa) Y BiANOBIAHICTb A0 MOHOrpadii
[dY. BignosifHi 3MiHN BHECEHI Y TEKCT
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby.
3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HauioHasbHOT hapmakonei gepxasn €C (iHLi
3MiHW) - BHECEHHSA 3MiH [0 MaTepiasiB
peecTpaduiiHoro gocke 13 Birop, 6anb3am ans
nepopanbHOro 3acTOCyBaHHS, a came
OHOBJIEHHSA crnevumdikaLii BXifHOro KOHTPO/Io Ha
nikapcbKy pocnuHy Kpomny naxy4oro niogm
BigNoBigHO A0 MoHorpadii APY. Ak Hacnigok
npuBeaeHHs Yy BiANOBIAHICTb 40 MOHOrpadii
[dY Ha3BM NikapcbKoi POCAMHHOT CPOBUHW.
3aTtBepmkeHo: MNnoau kpony naxy4oro (Fructus
anethi graveolentis) - 3anponoHoOBaHoO:
Kpony naxy4oro nnogu (Anethi graveolentis
fructus). 3mMiHV BHeCeHi B iHCTPYKL,it0 4N1s
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3gain "Cknag" WWoao npuBedeHHs Ha3Bu
NiKapcbKoi POCMHHOI CUPOBUHM (Kpony
naxy4oro nsoau) y BifnoBiAHICTb A0 MOHorpadii
[dY. BignoBifHi 3MiHN BHECEHI Yy TEKCT
MapKyBaHHS YNakoBKy NikapcbKoro 3acoby.

25.

BIAEIH

Kancysm mM'siki no
100 wmkr (4000 MO)
no 10 kancyn y
6nictepi; no 3 abo 6
6nicTepiB y nauui

AT
"KUIBCBKW
"
BITAMIHHU
1 3ABOA"

Ykpaina

AT “KI/ITBCbKI(JI/I
BITAMIHH1N
3ABO"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis:
3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/IE-cepTudpikat signosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiANoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMPOGHMKA - MOAAaHHSA OHOB/IEHOTO cepTudiikata
BiAnoBiaHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-292 - Rev 02 (3atBepmxeHo: R1-CEP
2007-292 - Rev 01) ans Adl
Xonekanbumndepony Bif Bxe 3aTBepKeHoro
BMpO6HUMKa Fermenta Biotech Limited, IHgis.
3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/IE-cepTudpikat signosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkil hapmakonei: ans

3a
peyermom

UA/18050/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Adl; gns BUXigHOro
MaTepiany/peareHTy/NpoMKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif YXe 3aTBEPLKEHOrO
BMPOGHMKA - MOAAHHS OHOB/IEHOTO cepTudiikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-292 - Rev 03 gns A®l
Xonekanbumnepony Bif, BXe 3aTBepKeHoro
BMpO6HUMKa Fermenta Biotech Limited, IHgis.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOBYBaHHS) - He3HayHa 3MiHa y MeTogax
BMNPOGYBaHHSA 3a NokasHUkoM «KinbkicHe
BU3HAYEHHA. Xonekanbundeposn.» nos'asaHa i3
3amiHol cTaHgapTHoro 3paska EP CRS
Xonekanbundepon gns npuaaTHOCTI cucTeMU
(micTuTb gomilky A) Ha cTaHZapTHWIA 3pa3ok EP
CRS Xonekanbuudepony AoMiwky A
(BignosigHo MoHorpadii EP Ha cybcTaHL,jio
xonekasibumdepony).

26.

BIAEIH

Kancysnm m'ski no
12,5 mkr (500 MO);
no 10 kancyny
6nictepi; no 3 a6o 6
6nicTepis y nauui

AT
"KNIBCbKW
"
BITAMIHHM
" 3ABOA"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMDKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif YXe 3aTBEPKEHOrO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudlikara
BignoBigHOCTI EBponelickkili hapmakonei Ne R1-
CEP 2007-292 - Rev 02 (3aTBepaxeHo: R1-CEP
2007-292 - Rev 01) ansa Adl
Xonekanbumnepony Bif, BXe 3aTBepKeHoro
BMpo6HUKa Fermenta Biotech Limited, IHajs.
3MiHn | TUnYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
[NofgaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa

3a
peyenmom

UA/18050/01/01
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Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

yBaHHS*

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUWKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiAnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2007-292 - Rev 03 gns A®|
XonekanbuUntheposny Bif BXe 3aTBEPKEHOr0
BMpo6HUMKa Fermenta Biotech Limited, IHgis.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOGYBaHHS) - He3Ha4YHa 3MiHa y MeTofax
BMNPO6YBaHHA 3a NOKa3HUKOM «KifnbKicHe
BMU3HAYEHHA. XonekanbLundepon.» nos'asaHa i3
3aMiHOK cTaHJapTHoro 3paska EP CRS
Xonekanbundepon 418 NpuaaTHOCTI cucTemu
(MicTUTb foMiLLKY A) Ha CTaHAAPTHWIA 3pasok EP
CRS Xonekanbuucepony AOMILLKY A
(BignoBigHO MoHorpadii EP Ha cybcTaHLji
Xonekasibumdepony).

3a

UA/18050/01/02

27.

BIOEIH

Kancysm mM'siki no 25
MKr (1000 MO); no
10 kancyny
6nicTepi; no 3 abo 6
6nictepis y navui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

YKpaiHa

AT "KWTBCBKUI
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWI cepTUQIKaT Bif yXe 3aTBepXEHOro
BMPOBHMKA - NOJaHHA OHOB/IEHOro cepTudpikata
BiAgnosigHOCTI €Bponeickbkil thapmakonei Ne R1-
CEP 2007-292 - Rev 02 (3atBepmxeHo: R1-CEP
2007-292 - Rev 01) gna Adl
Xonekanbunheposny Bif BXe 3aTBEPKEHOr0
BMpO6HMKa Fermenta Biotech Limited, IHgis.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat

BignosigHocTi/l E-cepTudikar BignosigHOCTI

peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[ONOMDKHOT pevyoBrHU (cepTudikat
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEHWI cepTUdIKaT Bif yXe 3aTBEpXEHOro
BMPOGHMKA - NOJaHHA OHOB/IEHOro cepTudpikara
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 2007-292 - Rev 03 gnis Adl
Xonekanbumndepony Bif, Bxe 3aTBepKeHoro
BMpO6HUKa Fermenta Biotech Limited, IHgis.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHSA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOO6YBaHHS) - He3HaYHa 3MiHa Yy meTofax
BMNPOGYBaHHSA 3a nokasHukoMm «KinbkicHe
BU3HauYeHHA. Xonekanbundeposn.» nos'a3aHa i3
3amiHo cTaHgapTHoro 3paska EP CRS
Xonekanbunepon 418 NpuaaTHOCTI cucTemmu
(micTuTb foMmilLKy A) Ha cTaHAapPTHWIA 3pa3ok EP
CRS Xonekanbuucepony oMmillky A
(BignoBigHO MoHorpadii Ed Ha cybcTaHL;jio
Xonekasibumdepony).

28.

BINNATE 1000
MO

MOPOLLIOK Ta
PO3YMHHVIK A5
PO3UUHY ON151 iH'EKLLIA
no 100 MO/mn;
KapToHHa Kopobka
Nel: no 1 cpnakoHy 3
NOPOLLKOM A5
NpUroTyBaHHs
PO34UHY ONs1 iH'eKLi
(1000 MO).
KapToHHa Kopobka
Ne2: no 1 cpnakoHy 3
PO34YMHHMKOM (BOAA
ons iv'ekuin 30,1 %
nonicop6arom 80)
no 10 mn pasom 3

OkTadhapma
dapmaLesT
nka
MpogaykTioHe
rec. m.6.X.

ABCTpIs

Bupo6HMK,
BiANOBiAa/IbHWIA 32 in
bulk BUpo6HULTBO,
NepBUHHY YNaKoBKY,
KOHTPO/b AKOCTI,
BK/IHOHAKOUM BidyaslbHY
iHCMeKLito nopoLuKy
NS po34nHy Ans
iH'eKLi, BisyanbHy
IHCMEKLi0 PO3YMHHMKA
Ta BTOPVHHE
nakyBaHHs1,
MapKyBaHHs1, BUNYCK
cepil Ans KiHLeBOro
npoAyKTy (NOpoLUOK
L4NS PO34nHY Ans

AscTpis/
HimeuunHa/
LLBeuis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
YTOUYHEHHS HaNMUCaHHA YNakoBKWN B HaKasi
MO3 YkpaiHu Ne 1246 Big 18.07.2022 B
npoueci BHECEHHS 3MiH (3MiHW | Tuny - 3MiHKW 3
AKocCTi. MeaguyHi npucTpoi. 3miHa NpucTpoiB 41
BMMIpIOBaHHA 031 ab0 BBEAEHHS NiKapCbKoro
3aco06y (iHWi 3MiHK). 3MiHK J0 kKoMnaekTauii
KOPO60K Ta OHOBJIEHHSI KOMMOHEHTIB Habopy
[ONS BHYTPILUHbOBEHHOIO BBEEHHS 3
BiANOBIAHUMY 3MiHaMu o0 PeecTpauiiiHoro
noceigueHHsl, MKA, IHCTpyKUii 418 MeanvHoro
3aCTOCyBaHHA Ta TeKCTy MapKyBaHHs. Po3gain
«Bung, po3mip Ta KOMNAEKTHICTb YNaKOBKMN»
PeecTpauiiHoro noceig4yeHHs Ha nikapcbkuii
3aci6. TepmiH BBe,eHHS 3MiH - NPOTArom 6
MicALiB MicnA 3aTBepXeHHs). Pepakuis B

KOMM/IEKTOM AN iH eKUii Ta Hakasi - KapToHHa kopo6ka Ne 1: no 1 donakoHy
BHYTPILLHLOBEHHOTO PO3UNHHNIK): 3 MOPOLLKOM A/15 NPUrOTyBaHHA PO3UMHY AN
BBE/lEHHs, 2 OkTadapma iH'ekuii (1000 MO). KapToHHa kopobka Ne 2: no

3a
peyermom

UA/17518/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NpoCoYeHi CNMpToM dapmaueBTMKa 1 donakoHy 3 po34MHHUKOM (BOZa A5 iH'EKLN 3
TamnoHu. Komnnekr MpoaykTioHcrec. 0,1 % nonicop6aTom 80) no 10 My KapTOHHIi
ons M.6.X., ABCTpIS; KOPOO6LIi pa3oM 3 KOMMIEKTOM A1 PO3YNHEHHS
BHYTPILLHLOBEHHOTO Bnpo6HuK, Ta BHYTPILUHbOBEHHOIO BBEAEHHSA. KoMniekT
BBE/EHHS BiNOBifaIbHWIA 32 NS PO34YMHEHHS Ta BHYTPILLHLOBEHHOTO
cknafaetbes 3: 1 Bi3yasIbHy iHCMEKL;t0 BBE[IEHHSA CKNafjaeTbes 3: 1 wnpuy,
LunpuL, PO3UMHHYIKA, 0fiHOpa30BuiA, 1 KOMMNEKT An1A nepeHocy (1
ofHopasosuid, 1 BTOPVHHE NaKyBaHHSA ABYXKiHLUeBa ronka, 1 dinbTpyBanbHa ronka), 1
KOMMNNEKT Ans Ta MapKyBaHHSA KOMNNEKT ANs iHdy3ili (Forka-meTerni), 2
nepeHeceHHs, 1 KiHLIeBOro NpoayKTy NPOCOYEHi CMMPTOM TaMmnoHWU. KapToHHa
KOMMNAEKT Ansa ( nopoLuky ons Kopobka Ne 1 Ta kapToHHa Kopobka Ne 2
iHdy3iil. KapToHHa PO3UMHY AN15 iH EKLiA 06’€4HYI0THCS MK CO60I0 MNAaCTUKOBOKO
Kopobka Nel Ta Ta PO3YMHHUKA): nniskoto. BipHa pegaxuisi - KapToHHa KopoGka
KapTOHHa Kopobka Oxtathapma [leccay Nel: no 1 pnakoHy 3 NOPOLLUKOM ANs
Ne2 06’eHyIOTbCA M6X, HimeyunHa; NPUroTyBaHHsA PO3uuHy AN iH'ekuili (1000
MiX CO60H0 Brpo6HMK, MO). KapToHHa Kopo6ka Ne2: no 1 chniakoHy 3
nnacTMKOBOKO BiANOBigaIbHUIA 32 in PO3UMHHMKOM (Boga Ans iH’ekuiii 3 0,1 %
NNiBKOO. bulk Bupo6HULTBO, nonicop6arom 80) no 10 mn pa3om 3
NepBUHHY YNakoBKy Ta KOMMNJ/IEKTOM /151 BHYTPiLWUHbOBEHHOTO
KOHTPO/b AKOCTI BBe/leHHSA, 2 NPOCOYEHi CNMPTOM TaMMOHW.
PO3UNHHYIKA: Komnnekt Ans BHYTPilLUHLOBEHHOTO
OxTtacapma AB, BBeleHHA cKnapgaeTbcea 3: 1 wnpuy
Lseuis oAHOpPa30oBUii, 1 KOMMIEKT ANA
nepeHeceHHs1, 1 KoMnNneKT Ans iHdy3ii.
KapToHHa kopoGka Nel Ta KapTOHHa KOpOGKa
Ne2 06’eHYIOTbCA MidXX COGOI0 NM/1AaCTUKOBOIO
nniBKoto.
29. | BIIATE 500 MOPOLLIOK Ta OkTadapma ABCTpIs Brpo6HMK, AscTpisi/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/17518/01/01
MO PO3YMHHKK AN dapmaneBT BiNOBIgaNbHWIA 3a in Himeuunna/ YTOUHEHHS HanucaHHs YNakoBKW B Hakasi peyenmom
PO3UnHY ANS iH'EKLINA nKa bulk Bupo6HMLTBO, LLisewjs MO3 Ykpainu Ne 1246 Big 18.07.2022 B
no 100 MO/mn; MpogaykTioHc NepBUHHY YNaKoBKY, npoueci BHECEHHA 3MiH (3MiHW | TUny - 3MiHKW 3
KapToHHa kopobka rec. Mm.6.X. KOHTPO/1b SIKOCTI, AKOCTi. MeZnyHi npucTpoi. 3MiHa NpucTpoiB ANs

Nel: no 1 conakoHy 3
MOPOLLKOM N1
NpUroTyBaHHs
PO34UMHY NS iH €Kil
(500 MO). KapToHHa
Kopo6ka Ne2: no 1
donakoHy 3
PO34MHHKKOM (BOAA
ons iH'ekuin 30,1 %
nonicop6arom 80)
no 5 mn pasom 3
KOMMNIeKTOM NSt
BHYTPILLHbOBEHHOIO
BBe/EHHS, 2
NPOCOYEHi CIMPTOM
TamnoHun. Komnaekr

BK/IOYAIOUM Bi3yasibHY
iHCMeKwjto nopoLuky
NS pO34nHy Ans
iH'eKLi, BisyanbHy
iHCMEeKLjt0 PO3YMHHKKA
Ta BTOPUHHE
nakyBaHHs1,
MapKyBaHHSs1, BUMYCK
cepii gns KiHLeBoro
npoayKTy (MOPOLLIOK
NS po34nHy Ans
iH eKUili Ta
PO3YNHHNK):
OkTadapma
dapmaueBTrKa
MpoaykTioHcrec.

BMMIpIOBaHHA 4,031 ab0o BBELEHHS NiKapCbKoro
3aco06y (iHwWi 3MiHK). 3MiHK J0 KoMnaekTauii
KOpPOOOK Ta OHOB/IEHHSA KOMMOHEHTIB Habopy

015 BHYTPILLHBOBEHHOIO BBEAEHHS 3
BiANOBiAHUMY 3MiHaMu Ao PeecTpaujiiiHoro
noceigueHHs, MKA, IHCTpyKUiT 415 MeanyHoro
3acTocyBaHHA Ta TeKCTy MapkyBaHHs. Po3gin
«Bug, po3mip Ta KOMMIEKTHICTb YNakoBKW»
PeecTpadiiHoro noceig4eHHst Ha nikapcbKuii
3aci6. TepMiH BBeAEHHS 3MiH - NPOTAroM 6
MicsALiB MicnA 3aTBepXeHHs). Pepakuis B

Hakasi - KapToHHa kopobka Ne 1: no 1 dpnakoHy

3 MOPOLLKOM A715 NPUTOTYBaHHA PO3YMHY ANA
iH’exuili (500 MO). KapToHHa kopobka Ne 2: no 1
(hakoHy 3 po34MHHUKOM (BoZa A/1s iH'EKUIN 3
0,1 % nonicop6aTom 80) N0 5 M1y KAPTOHHIM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
ans M.6.X., ABCTpIS; KOpPOO6Li pa3oM 3 KOMMIEKTOM /151 PO3YMHEHHS
BHYTPILLHLOBEHHOTO B1po6HWK, Ta BHYTPILUHbOBEHHOrO BBEAEHHSA. KoMniekT
BBE[EHHsA BiANOBifa/IbHWIA 32 [N PO3YNHEHHSA Ta BHYTPILLHbOBEHHOIO
cknafjaetbes 3: 1 Bi3yaUlbHy iHCNEKLto BBEJEHHA CknafaeTbea 3: 1 wnpuy,
LunpuL, PO3YMHHYIKa, 0fiHOpa3oBuiA, 1 KOMMNeKT A1 nepeHocy (1
ofHopasoBuid, 1 BTOPVHHE NaKyBaHHsA ABYXKiHUeBa ronka, 1 chinbTpyBasnbHa rosnka), 1
KOMM/IEKT Ans Ta MapKyBaHHS KOMMIEKT ANS IHY3il {Forka-MeFerm), 2
nepeHeceHHs, 1 KiHLLeBOro NpoAaykTy NPOCOYEeHi CMMPTOM TaMmnoHWU. KapToHHa
KOMMNNEKT Ans ( nopoLuky ans Kopobka Ne 1 Ta KapTOHHa Kopobka Ne 2
iHcpysii. KapToHHa PO34UHY A1 iH KL 06’€4HYI0THCS MK CO60K0 M1ACTUKOBOD
Kopobka Nel Ta Ta PO34YMHHUKA): nniskoto. BipHa peaakuisa - KapToHHa KOpo6Gka
KapTOHHa Kopobka OkTachapma feccay Nel: no 1 conakoHy 3 NOpoLIKOM Ansa
Ne2 06’eHylOTbCA v6X, HimeuunHa; NPUroTyBaHHA PO34nNHY Ans iH’ekuii (500
MiX co60t0 Bnpo6HMK, MO). KapToHHa Kopo6ka Ne2: no 1 cpnakoHy 3
Nnn1acTMKOBOIO BiANOBIgaNbHWIA 3a in PO34MHHMKOM (Boga ANA iH’eKLiii 3 0,1 %
NAiBKO0. bulk BUpo6HMLTBO, nonicop6arom 80) no 5 mn pasom 3
NepBUHHY YNakoBKy Ta KOMMNJ/IEKTOM /11 BHYTPilUHbOBEHHOTO
KOHTPO/Ib AKOCTI BBe/leHHSA, 2 NPOCOYEHi CNMPTOM TaMMOHU.
PO3YMHHYIKA: KomnnekTt Ans BHYTPiLWHbLOBEHHOTO
OkTathapma AB, BBefleHHA cKnapaeTbcea 3: 1 wnpuy
LWsewis ofHOpa3oBuiA, 1 KOMNIEKT Ans
nepeHeceHHs, 1 KOMNNEKT AN iHysii.
KapToHHa kopo6ka Nel Ta KapTOHHa KOpOGKa
Ne2 06’eHYIOTBCSA MiDXK COGOI0 N/1AaCTUKOBOIO
nniBKOI.
30. | BIHMNOLUETU Tabnetkn no 5 mr, TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/1272/02/01
H no 10 TabneTtok y BO 3 BMPOBGHULTBA, 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka peyenmom
6nictepi; no 3 OBMEXXEH KOHTPO/Ib SIKOCTI, peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
6nicTepn B KOPOOL oK BMNYCK cepil: MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
BIANOBIOA ToBapucTBO 3 NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS;
JIBHICTHO 06MEXeHOo 3miHu | TMny - 3MiHK WwWoao
«KOPIMOPA BIANOBIA&/ILHICTIO 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy.
LA "[locnigHwin 3asof BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
«300POB’A "THLIC", Ykpaina npo cuctemy thapmakoHarnsgy (BBefeHHs

»

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SKOCTI,
BMNYCK cepil:
ToBapucTBo 3
0bMexeHoto
BIANOBIA&/ILHICTIO
"®APMEKC Irpyn",
YKpaiHa
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SKOCTI,
BMNYCK cepil:
ToBapuCTBO 3

y3arasibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobu,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0Co6M,
BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnag. ditova pegakuis: LeBueHko
OneHa IropisHa. [ponoHoBaHa pegakuis:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
0bMexeHoto MaHosa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX
BiNOBIAaIbHICTIO [aHnX ynoBHOBaXeHOT 0CO6Y 3asiBHYKA,
"®apmMaLeBTnyHa BiANOBIAa/IbHOI 3a hapmakoHarnag.
KoMMaHis "3gopos'a”, 3MiHa HoMepa mMacTep-haiina cuctemu
YKpaiHa hapmakoHarnsgy
31. | BIHNOLUETUN KOHLeHTpaT Ans TOBAPUCT YkpaiHa KOHTPO/Ib SKOCTI, YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a - UA/1272/01/01
H pPO34nHYy AN BO 3 BMNYCK cepil: 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
iHdysilA, 5 mr/mn no OBMEXEH ToBapucTBo 3 peecTpauiniHOro Nnoceig4YeHHs) (3rigHo Hakasy
2 mn B amnyni; no 5 (e]}0) obMexeHot MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHSA
amnyn y nauui 3 BIANOBIOA BIANOBIA&/IbHICTIO 3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPKEHHS.
KapTOHy; Mo 2 M/ B NbHICTHIO "[locnigHwin 3asof 3MmiHu | Tvny - 3miHn woao
amnyni; no 5 amnyn «KOPTOPA "THUC", YkpaiHa 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
y 6nicTepi; no 1 LA BCi cTagii BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
6nictepy B nayui 3 «300POB'A BMPOGHMLITBA, npo cuctemy thapmakoHarnsgy (BBefeHHs
KapToHy » KOHTPO/b SKOCTI, y3ara/ibHeHUX JaHnx nNpo cucTemy
BMNYCK cepil: hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
ToBapucTBO 3 BiANOBIAA/IbHOI 32 3AiICHEHHSA
0bMexeHot hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
BIANOBIA&/ILHICTIO hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
"®apmMaLeBTnyHa thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
KoMnaHis "31opoB'a”, BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
Ykpaina BiANOBIAa/bHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHoi 0cobu
3a8BHWKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: LeByeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-thaiina cuctemm
chapmakoHarisgy.
32. | BO/IbTAPEH | emynbrens gns XaneoH KX LBeliuapis XaneoH KX C.a.p.n. LBeliLapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 nionsieae UA/1811/01/01
EMYNbIreEnb 30BHILLUHBLOIO CAP/ 3MiHK | TUNy - AOMIHICTpaTMBHI 3MiHW. 3MiHa peyenma

3acTocyBaHHsA 1 %;
no20r,abono50r,
a6o no 75r, abo no
100 ry Ty6i, mo 1
Ty6i B KQPTOHHIlA
Kopoo6Li

HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA
(BnacHvka peecTpauiiHoro noceigyeHHs). 3miHa
Ha3BW 3asBHMKa 3 TCK KoHcblomep Xesckep
CAP/, Weeiiyapis Ha XaneoH KX CAP/I,
LLIseiiuapisi. 3miHa afpecy BUPOGHUKA He
nepegb6avyaeTbCcs. TepMiH BBEAEHHS 3MiH
NPOTArom 6 MicsLiB MicNs 3aTBEPXKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micusa
NPOBaKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO Nikapcbkoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOPTEp, BK/IOUAOUM BUMYCK CEpilf).
3miHa Ha3BM Ta afpecu BUPOOHMKaA rOTOBOro
nikapcbKoro 3acooby.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO Y TEKCT
MapKyBaHHA BTOPUHHOT ynakosku n.17 IHLWE Tta
nepBuHHOT ynakoeku n.6 IHLLE.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS
33. | TAPOACUN | cycneHsis ans Mepk Wapni | Lseliuapisa [nsa wnpwuis: CLUA/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/13451/01/01
GARDASIL® iH'ekuiii, 1 a6o 10 Ooym |IAEA BUPOBHULTBO HigepnaHaun 3MiHu | TUNYy - 3MiHK Woao peyenmom
BAKUWHA dnakoHis (no 0,5 mn m6X Hepo3dgacoBaHo! / 6e3nekn/edpeKkTBHOCTI Ta hapmakoHariagy.
nPOTU (1 po3a)) y roTOBOI NPOAYKLUT, ITanisa BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
BIPYCY KapTOHHI kopobLyj; KOHTPO/1b SIKOCTI, npo cuctemy hapMakoHarnsgy (BBefeHHs
NAMNIIOMU 1 a6o 6 nonepefHbLO NepBUHHE NakyBaHHA, y3araJibHeHUX AaHux Npo cuctemy
noanHn HanoBHEHNX BTOPUHHE NaKyBaHHA: thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
(TniB 6, 11, wnpuyis (no 0,5 mn Mepk Wapn i Joym BiANOBIAA/IbHOI 32 3AiiCHEHHS
16, 18) (1 posa)) y nNnc, CWA hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KBAAPUBAN | kommnnekTi3 1 KOHTPO/Ib SKOCTI, thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
EHTHA TOJIKOK Y KOHTYPHil BTOPUHHE NaKyBaHHS, hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
PEKOMBIHA KOMIpKOBIi1 ynakoBLi [,03BiNT HA BUMYCK BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
HTHA B KQpPTOHHI kopobuj cepii: BiAMOBIAa/TbHOI 3a 34iiCHEHHSA hapMakoHarnsay

Mepk Wapn i Joym
B.B., HigepnaHngm
[nsa cdnakoHis:
BUPOGHULTBO
Hepo3dghacoBaHo!
roTOBOI NPOAYKLUT,
KOHTPO/Ib AKOCTI,
NnepBUHHE NakyBaHHS,
BTOPUHHE MaKyBaHHA:
MateoH Itania C.n.A.,
ITanisa
BVMPOGHMLTBO
Hepo3dghacoBaHOT
roToBOI NPOAYKLUT,
KOHTPO/b SKOCTI,
nepBUHHE NaKyBaHHSA:
Bakctep
dapmacbloTikan
ContowHc JIUIC, CLUA
BVMPOGHMLTBO
Hepo3dacoBaHoi
roToBOI NpoAyKLii,
KOHTPO/Ib SIKOCTI,

(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigabHOI 3a
thapMmakoHarnsag B YkpaiHi. [itova pegakuis:
Elena Andriutsa. MponoHoBaHa pegakuis: Anna
Klymenko. 3MiHa KOHTaKTHWUX AaHVX KOHTaKTHOI
0cobu 3as1BHUKA, BIAMNOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaini. 3miHa
MicL,e3HaxXoMKeHHs MacTep-doaiina cuctemm
thapmakoHarnsgy. 3miHa MicLs 34ilCHEeHHSI
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NepBUHHE MaKyBaHHS,
BTOPWHHE MakKyBaHHS:
Mepk Wapn i Joym
NNC, CWA
KOHTPO/b AKOCTI,
BTOPUHHE NaKyBaHHS,
[03BiN Ha BUNYCK
cepit:
Mepk Wapn i Joym
5.B., Hingepnanamn
34. | TEP3YMA® niodpinizat ana CenntpioH Pecny6nika | 3AT dapmaleBTUYHWIA YropwmHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/18100/01/01
KOHLEeHTpaty ans Xenskeap Kopes 3asog ElIC, Pecny6nika 3MiHun Il TUny - 3MiHK Woao peyenmom
pO3uuHy ons Ko., NiTa,. YropwmHa (KOHTposb Kopes 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
iHcpysiiA, no 150 wmr; SIKOCTi, BTOPUHHE BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
1 donaxoH (3 nakyBaHHs); BMAAui peecTpaviiHoro noceigYeHHs,
niodpinizatom) 3 CE/INTPIOH IHk., BK/ItOYatouu MnaH ynpasniHHA py3nkamu
6e36apBHOro ckna, Pecny6nika Kopes (3acTocyBaHHs 3MiH(M), siKi(a) BUMaratoTb(€)
3aKynopeHuii (B1po6HMLTBO in-bulk, NoA&asTbLIOr0 06rPYHTYBaHHS HOBUMM
npo6koto Ta nepBUHHE NnakKyBaHHS [04aTKOBUM A@aHMK, Lo MatloTb HagasaTucs
KOBMAYKOM TuMy Ta 36epiraHHs, KOMNETEHTHUM OpraHoM, OCKi/TbK/ BUMaraeTbCcs
"flip-off's kopobLi BTOPVHHE NaKyBaHHS, CYTTEBA OL|iHKA KOMMETEHTHUM OpraHoMm)
KOHTPO/b AKOCTI, 3asBHMKOM HalaHO OHOBMEHWI NiaH
TecTyBaHHA nNpu ynpasniHHA pu3nkammn Bepcis 5.0. 3MiHn
BUMYCKY Cepii, BUNYCK BHECEHO A0 yYacTuH: Il «Cneymdikadis 3
cepii); CE/TTPIOH 6e3nekn», V «3axoau 3 MiHimizauii pusukis», VI
IHK., Pecny6nika «Pe3tome nnaHy ynpasniHHA pusnkamus, VI
Kopes (KoHTponb «[lofatkv» y 3B'3Ky 3 OHOBMIEHHAM iHdhopMaLlii
AKOCTi, TECTYBaHHSA wofo gocnimpkerHa CT-P6 Ta BuganeHHam
npw BUNYycKy cepii) OeAKNX BaX/TMBUX iAeHTU(IKOBaHNX PU3NKIB,
BaK/IMBMX MOTEHLNHNX PU3MKIB Ta BifCYyTHHOI
iHdbopmallii.
35. | TEP3YMA® niogpinizat gna CenntpioH Pecny6nika nikapcbkuii 3aci6: YropuvHa/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a - UA/18100/01/02
KOHLeHTpary ans Xenskeap Kopes KOHTPO/Ib SIKOCTI, Pecny6nika 3MiHu Il TUny - 3MiHK Woao peyenmom
PO34nHY AnA Ko., NTg, BTOPWHHE MaKyBaHHS: Kopes 6e3nekn/ehekTMBHOCTI Ta hapMakoHarnaay.

iHcpysiiA, no 440 wmr;
1 donakoH (3
niodpinizaTom) 3
6e36apBHOro ckna,
3aKynopeHuii
npo6koto Ta
KOBMAYKOM TuMy
"flip-off" Ta no 20 mn
PO34MHHYKA
(bakTepiocTaTnyHa
BOAa ANs iH'ekuiin 20
MA, WO MICTUTb
1,1% 6eH31noBoro
cnupTy (K

3AT dapmaueBTUYHNI
3asog ElIC,
YropLyHa; nikapcbkuii
3aci6: BUPOGHULITBO in
bulk, nepsuHHe
nakyBaHHA Ta
36epiraHHs, BTOPUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTi, TECTYBaHHSA
npw BUNYycKy cepii,
BWMYCK Cepil;
PO3YMHHWK:
BUPO6HMLTBO in bulk,
nepBrHHE NakyBaHHSA

BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
BMAAYi peecTpaviiHoro noceigveHHs,
BK/t0Yaouu MnaH ynpasniHHA pusvikamu
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
NoAasTbLIOro 06rpYHTYBaHHS HOBUMM
[0AAaTKOBUM JaHuMu, WO MatoTb HaJasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHoMm)
3asBHMKOM HalaHO OHOBMEHWI NiaH
ynpasiHHA pusmkamun Bepcis 5.0.
3MiHV BHeceHo A0 YacTuH: || «Cneymdikayis 3
6e3nekn», V «3axoau 3 MiHimizauii pusukis», VI
«Pe3tome nnaHy ynpasniHHA pusukamus, VI
«[lofatkv» y 3B’A3Ky 3 OHOBMIEHHAM iHd)opMaLlii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
aHTUMIKPOGHWA Ta 36epiraHHs, wogo gocnigpkeHHs CT-P6 Ta BugasieHHsam
KOHCepBaHT) Ta BTOPVHHE NakKyBaHHS, OeAKNX BaX/TMBUX i4eHTUIKOBaHNX PU3NKIB,
BOAY ANA iH'EKLi) ¥ TeCTyBaHHs npu BaXK/IMBUX NOTEHLiHNX PU3MKIB Ta BifCYTHLOI
dnakoHi 3 BUMYCKy cepil, iHchopmawii.
6e36apBHOro ckna, TeCTyBaHHS
3aKynopeHuii cTabinbHoCTI:
npo6koto Ta CENNTPIOH IHk.,
KOBMaYKoM Tuny Pecny6nika Kopes;
"flip-off'; no 1 nikapcbkuii 3aci6:
dhnakoHy 3 KOHTPO/Ib SIKOCTI,
niocpinizatom Ta 1 TeCTyBaHHs npu
hnakoHy 3 BUMYCKY Cepii;
PO3UYNHHVKOM Y PO3YNHHWK:
Kopoobui TeCTyBaHHS
cTabinbHoCTI,
TecTyBaHHA npu
BMNYCKY cepil:
CEJINTPIOH IHk.,
Pecny6nika Kopesi
36. | TPABArH necapii no 500 wmr; CninbHe Ykpaina CnifnbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/2166/01/01
no 5 necapiis y YKparHCbKO- icnaHcbke 3MiHM | TUny - 3MiHK Wwoao peyenmom
CTpuni; No 2 cTpunm icnaHcbke nignpyeMCTBO 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
y nauyLi 3 KapToHy nignpuemMcTs "Cnepko YkpaiHa", (iHWi 3MiHW).
0 "Cnepko Ykpaina OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKu
YkpaiHa" (MOBHWIA LYKN nikapcbKoro 3acoby, 30kpema BUTyHeHHS
BMPOBHULTBA, BUMYCK iHchopMawii, 3a3HaYeHOI POCilicbKor MOBOHO.
cepii; KOHTPO/b TepmiH BBeAEHHS 3MiH MPOTAroM 6 Micauis nicns
SIKOCTI) 3aTBEpPAKEHHS.
37. | AANAUVH cynosutopii Mdcpaiizep CLIA Papmavis i AngxoH CLIA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a - UA/11124/01/01
BariHasibHi no 100 IHK. Komnani /INC 3MiHK | TUNY - 3MiHK Woao peyenmom
Mr; Mo 3 cynosuTopii 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
y NamiHoBaHil BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnxX
onb3i (cTpuni); no npo cuctemy oapMakoHarnsay (BBeAeHHs
1 cTpuny y y3ara/ibHeHUX JaHnx Npo cucTemy
KapTOHHIA Kopoo6Li hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) - 3mMiHu 40 y3araibHeHNxX
[aHvX Npo cuctemy hapmakoHarnsgy 3asiBHuka
38. | AE3NOPATA | cupon, 0,5 mr/mn; ToBapucTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 - UA/10913/02/01
AVH no 50 mn y cpnakoHi; 3 BMPOGHMLITBA, 3MiHK | TUNy - 3MiHK 3 AKocTi. FoToBWMi peyenma
no 1 dpsiakoHy 06MEXEHO KOHTPO/Ib SIKOCTI, nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pasoM 3 J03YHUuM Bignosigaib BWMYCK Cepii: KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa
LINPULOM-NINETKO HiCTIO ToBapucTBO 3 nocravasnbHUka nakyBasibHUX MaTepianis abo
B KOpOO6Li 3 KapToHy; | "dapmauesT 06MexeHo KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [JOCHE)
nyHa BiANOBIAA/IbHICTIO (3amiHa abo gogaBaHHs NocTavyasibHUKA).
no 100 mny KOMNaHis "®apmaueBTUyHa CynyTHA 3MiHa
chnakoHi; no 1 "3p0pos'a” KoMnaHis "310pos'a”, - 3MiHM 3 sIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
chiakoHy pasom 3 YkpaiHa; BCi cTagii CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
[03Yy04nM BMPOGHULTBA, 3MiHa chopmun abo po3Mipy KOHTelHepa un
LUNPULLOM-NINETKO KOHTPO/Ib SIKOCTI: 3aKynoproBasibHOro 3acoby (NepBUHHOI
B KOPOOGLi 3 KapTOHY ToBapucTBoO 3 yMakoBKW) (HECTEPW/IbHI NiKapchbki 3acobm).
0bMeXxeHoto BBegeHHs1 HOBOTO BUPOGHMKa NaKyBasIbHOro
BiANOBIA&NLHICTIO MaTtepiany (kpuwku) TOB «CTatyc», YKpaiHa,
"XapkiBcbke [10[aTKOBOrO [0 3aTBEPI)KEHNX BUPOOHNKIB.
hapmaueBTUyHe Binbynuce He3HauHi 3MiHM rabapuTHUX PO3MIpiB
nignpYeEMCTBO nepBuHHOI ynakoBku (Kpuwwku @ 28). AkicHuii Ta
"340poB's Hapoay", KiNlbKiCHWIA CKk1af nakyBaslbHOro MaTepiasty He
YKpaiHa 3MiHUANCS.
39. | AEKBAAON Tabnetkn ons AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 6e3 - UA/14989/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKW BITAMIHHWIA 3MiHN | TURY - 3MiHK 3 skocTi. CepTudikar peyenma
M'ATHUM CMakoM, Mo " 3ABO4" BignosigHocTI/IE-cepTudpikat signosigHoCTi
6 Tabnetok y BITAMIHHU €Bponeiicbkin thapmakonei/moHorpadii.
6nicTepi; no 3 abo 5  3ABOA" MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikata

6nicTepis y nayui 3
KapToHYy

BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Big, y)xe 3aTBEPAKEHOTO
BMPOGHUKa. [logaHHs OHOBNEHOro cepTudikata
BiAnoBiaHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2019-026 - Rev 01 (3atBepmxeHo: RO-CEP
2019-026 - Rev 00) ansa A®| geksaniHito
X/TOpUAY Bif, BXe 3aTBEp)KEHOr0 BUPOOHUKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
Icnanis. 3MiHn | TURYy - 3MiHK 3 SKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI €BpONenchkii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo
OHOBJIEHOrO cepTudiKaTa BigNoBigHOCTI abo
BWNYYEHHS cepTudikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudikar
BiAnNoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBIEHWIT cepTUdpikat Bif, y)Ke 3aTBEPAKEHOIO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BMPOGHMKa. [logaHHs OHOBEHOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2019-026 - Rev 02 gns A®| geksaiiHito
X/TOpUAY Bifl BXe 3aTBEPL)KEHOr0 BUPOOHMKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
Icnanis.

40.

[NEKBALON

Tabnetkn ans
PO3CMOKTYBaHHS 3
JIMMOHHVM CMakKoM,
no 6 TabneTtok y
6nictepi; no 3 a6o 5
6nicTepiB y nauui 3
KapToHYy

AT
"KUIBCbKW
"
BITAMIHHM
1 3ABOA"

YKpaiHa

AT "KWTBCBKUI
BITAMIHHU
3ABOS"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHuM | TUNY - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EeHMI cepTUQIKaT Bif yXe 3aTBepXEHOro
BMpO6HUKa. MNMofaHHs OHOB/IEHOIO cepTudikaTa
BiAgnosigHOCTI €Bponelickkilt thapmakonei Ne RO-
CEP 2019-026 - Rev 01 (3atBepmxeHo: RO-CEP
2019-026 - Rev 00) ans A®I gexsaniHito
Xnopuay Bif BXe 3aTBEPAKEHOTO BUPOOHMKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
IcnaHisi. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/l E-cepTudikat
BiAMOBIAHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. MogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTuddikat
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOBEHWI cepTUQIKaT Bif YXe 3aTBEpXEHOro
BMpO6HUKa. MNMofaHHs OHOB/IEHOIO cepTudikaTa
BiAgnosigHoOCTI €Bponeickkilt thapmakonei Ne RO-
CEP 2019-026 - Rev 02 gnsi A®| gekBasniHito
X/TOpUAY Bif, BXe 3aTBEp)KEHOr0 BUPOOHUKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
IcnaHis.

6e3
peyenma

UA/16837/01/01

41.

DEKBAJLON

Tabnetkn ans
PO3CMOKTYBaHHS 3
M&a/IMHOBMM CMaKoM,
no 6 TabneTok y
6nicTepi; no 3 abo 5

AT
"KNIBCbKW
"
BITAMIHHM
1 3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii.
[MofgaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa

6e3
peuyenma

UA/16838/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nicTepiB y nauui 3
KapTOHY

BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUKa. [ogaHHA OHOBIEHOro cepTudikaTa
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne RO-
CEP 2019-026 - Rev 01 (3aTBepaxeHo: RO-CEP
2019-026 - Rev 00) ansa A®| geksaniHito
X/TOpUAY Bifl BXe 3aTBEpL)KEHOr0 BUPOOHMKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
Icnanis. 3MiHn | TURY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponelichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUKa. [ogaHHA OHOBIEHOro cepTudikaTa
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne RO-
CEP 2019-026 - Rev 02 gnsa A®| geksaniHito
Xnopuay Bif BXe 3aTBEPAKEHOTO BUPOOHMKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
Icnamis.

42,

NEKBAZON

Tabnetkn ons
PO3CMOKTYBaHHS 3
KOKOCOBWM CMaKoM,
no 6 TabneTok y
6nicTepi; no 3 abo 5
6nicTepis y nayui 3
KapToHY

AT
"KUIBCBKW
"
BITAMIHHMU
1 3ABOA"

YkpaiHa

AT “KI/ITBCbKI(JI/I
BITAMIHH1N
3ABO"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHN | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat signosigHocCTi
€Bponeiicbkiin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Big, y)xe 3aTBEPAKEHOTO
BMPOGHUKa. [ogaHHs OHOBEHOro cepTudikata
BiAgnoBiaHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2019-026 - Rev 01 (3atBepmxeHo: RO-CEP

6e3
peyenma

UA/16839/01/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

43.

JIEKCA-

2019-026 - Rev 00) ansa A®| geksaniHito
X/T0pUAY Bif, BXe 3aTBep)KEHOr0 BUPOOHMKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
Icnanis. 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI €BpOneiickkili
hapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikarta BiAnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBGHNLTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudpikar
BiANoBigHOCTI E€Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif YXe 3aTBEPLKEHOIO
BMPOGHMKa. [logaHHs OHOBMEHOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2019-026 - Rev 02 gns A®| geksasiiHito
X/TOpUAY Bifl BXe 3aTBEPL)KEHOr0 BUPOOHMKA
Laboratorios Espinos Y Bofill S.A. (LEBSA),
Icnanis.

300POB’A

rpanHynu ans
OpasIbHOrO PO3YMHY,
25mr/2,5r,n025r
y nakeTi; no 10 abo
no 30 naketiB y
KOpo6Li 3 KapTOHY

TOBAPUCT
BO 3
OBMEXXEH
[e]}0)
BIANOBIOA
NbHICTHO
«KOPIMNOPA
LA
«3[0POB’A

»

YKpaiHa

ToBapucTBO 3
06MexeHot
BiANOBIAANBHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiniHOro Nnoceig4YeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
NPOTArom 6-Tv MiCAILB MicNs 3aTBEPOKEHHS;
3MiHu | TMNY - 3MiHK Wo[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
thapmakoHarnag [itoya pegakuis: LLieByeHko
OneHa IropisHa MponoHoBaHa pefakLis:
MaHnoBa OneHa MukonaiBHa 3miHa KOHTaKTHUX
[aHnX yNoBHOBaXEHOT 0CO6W 3asiBHIMKA,
BiANoBiAabHOI 3a hapmakoHarnsg 3miHa

HoMepa MacTep-thaina cuctemm

3a
peyenmom

UA/16777/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
dhapmakoHarnsgy
44. | OEKCUN PO34UH ONS iH KLl [DKIBOXAP IHais CTEPWN-AXXEH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/17601/01/01
50 mr/2 mn; no 2 mn A DAPMA NIAV® CANEHCIN3 3MiHM | TRy - 3MiHK 3 AKocTi. FoToBWMIA peyenmom
B amnyni; no 5 MPAVBIT (m nTAa nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
amnys y KOHTYpPHii NIMITEL po3Mipy cepil (BKItOYaoUK dianasoH po3mipy
YapyHKOBIl cepii) roToBOro Nikapcbkoro 3acoby (36i1bLeHHs
ynakosLi; no 1 80 10 pasiB NOPIBHSHO i3 3aTBEPKEHNM
KOHTYPHili po3Mipom) - 36inbLUEHHS po3Mipy cepii 13 3
YapyHKOBIli ynakoBLj 50,0 n (23255 amnyn) go 185,0 n1 (88095
Y KapTOHHIi amnyn); 3minm Il Trny - 3miHu 3 gkocTi. AdI.
ynakoBLi Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOrO/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®I|, abo 3miHa BUpobHMKa (BK/IKOYaKouK, e
HeobXiAHO, MiCLe NPOBEAEHHS KOHTPO/IO SIKOCTI)
A®I| (3a BigcyTHOCTI cepTudpikaTa BifnoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHS HOBOTO BUPOGHMKa AdI 3
HagaHHAM MacTep-chaiina Ha Adl) - BBeAeHHS
HOBOro BMpPO6HUKa A®| aekckeTonpodeHy
TpomeTamony BEC CHEMICALS PVT. LTD.,
IHAiA Ha 3amiHy 3aTBEpPAXEHOr0 BUPOGHMKa
Emcure Pharmaceuticals Limited, IHAis
45. | AEHINIM NOPOLLIOK ANs AHaHTa Benuka Csicc MNepeHTepanc IHAis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/15339/01/01
PO34UHY ON5 iH'EKLLA Megikeap BpuTaHis 14, IHAis; AHaHTa TexHiyHa nomwuska (3rigHo Hakasy MO3 Big peyenmom
no 1000 mr 1 nra. Megikeap Nimiten, 23.07.2015 Ne 460). BunpaBneHo TexHi4Hy
h/1aKOH 3 MOPOLLKOM IHAis NOMW/IKY B 3ar0fI0BKY iHCTPYKLT 415 MeanyHOro
y KopobLji 3 KapTOHY 3aCTOCYyBaHHSA fikapcbkoro 3acoby:
3arsepaxeHo: HCTPYKLIA, 3anponoHoBaHo:
IHCTPYKLIA
3a3HaueHe BUMNpaB/ieHHA BignNoBigae
marepiasiam peecTpauiiHoro 10Che.
46. | QEPKACT® PO34MH ANs iHdysil TOB "tOpis- Ykpaina TOB "HOpis-dapm” Ykpaina BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 3a - UA/15632/01/01
no 100 mn B nAsWwLi; Papm"” 3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikat peyenmom

no 1 naawui y nayui

BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiickkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHs cepTudikara
BiANOBIAHOCTI €BpoNeNichbkili dhapmakonei: ans
A®I; nnsa BUXigHoro
marepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BiANOBIAHOCTI €Bponelicbkilt thapmakonei) -
HoBwi1 cepTuchikat Big HOBOro BUPOGHMKa
(3amiHa abo [LONOBHEHHS)
noAaHHA HOBOro cepTudikara BiANOBIAHOCTI
€Bponevicbkii hapmakonei Ne R1-CEP 1998-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

010 - Rev 06 ans gitouoi peyoBuHu Theophylline
monohydrate Big HoBoro Bupo6bHuka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH,
HimeyunHa (4ONOBHEHHS).

47.

AONKNO®EHA
K €EBPO

TabneTku, BKPUTI
060/10HKOH,
KVLLKOBOPO34MHHI N0
50 wmr; no 10
TabneTtok y 6nicrepi;
no 1, aéo no 2, abo
no 10 6nictepis y
KOpo6Li 3 KapTOHY

"HOHIK
PapmacbioT
nkasn
Nab6opaTtopi3

(BipgineHHs
hipmn " Ox.
B. Kemikans
eHf
PapmacbioT
nkans fitg.")

IHais

FOHiK dapmacbioTuKan
Nab6opaTtopis
(BioaineHHs dipMu
"Ix. B. Kemikans eHpg,
PapmacboTrKan3

nTa.)

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHK | TUNYy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
thapmakoHarnsag.

[itoyva pegakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CaiTnaHa
MuxainiBHa. 3MiHa KOHTAKTHUX AaHWX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicL,e3HaxXoMKeHHs MacTep-doaiina cuctemm
thapmakoHarnagy Ta iioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOT AiSiNIbHOCTI 3
dapmakoHarnsgy

3a
peyenmom

UA/3939/03/01

48.

AIANEHEM
1000

NOPOLLIOK A/1si
PO3UMHY NS iH'EKLR
no 1000 mr 1
(p/1aKOH 3 MOPOLLKOM
Y KapTOHHIl kopoobLi

Ckali ®apma
B3-TOB

O6'eHaHI
ApabCbki
Emipatu

Bpykc CrepicaiieHc
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3miHa agpecw 3asBHVKa (BNacHuKa
peecTpauiiHoro Noceig4eHHs). BBeeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHEeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
dhapmakoHarnagy B YkpaiHi, SKLi0 BOHa

3a
peyenmom

UA/18862/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/IIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHYKa, BiANOBIAaIbHOI 3a
thapmakoHarnag. [itova pegakuis: Jokrop
xelimoH [koH ComaH / Dr. Jaimon John
Soman. NponoHoBaHa pefakuis: JokTop
AndpoHce xo6iH / Dr. Alphonse Jobin. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXeHOi 0cobm
3asBHMKa, BIANOBIAA/IbHOI 3a (hapmakoHarnsag.

49.

JOKCULIVIKNI
H-TEBA

TabneTkun no 100 mr
no 10 tabneTtok y
6nictepi; no 1
6nictepy B KOpo6Lyi

TOB «TeBa
YkpaiHa»

YKpaiHa

Mepkne MM6X,
HimeuunHa
Brpo6HMuTBO
Hepo3dacoBaHoi
npoaykuii Ta A03BiN Ha
BUMYCK cepii; Mepkne
Mm6X, HimeuwunHa
MepBuHHaA Ta
BTOPWHHA YNaKkoBka,
KOHTpO/b cepii

HimeyunHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOrO abo OHOB/IEHOTO cepTudiikaTa
BIANOBIAHOCTI @60 BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOBEHWI cepTUQIKaT Bif YXe 3aTBepXEHOro
BMPOOHUKA NOAAHHSA OHOBIEHOTO cepTudiikaTy
BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 1997-115-Rev 07 Big, BXe 3aTBEPAKEHOIO
BMpobHuka Hovione PharmaScience Limited
Ait04OT PEYOBVHN AOKCULMKIIHY MOHOrigpaTt
(3aTBepaxeHo: R1-CEP 1997-115-Rev 06;
3anponoHoBaHo: R1-CEP 1997-115-Rev 07).

3a
peyenmom

UA/3033/02/01

50.

AOP3ITIM®

OYHi Kpansi, po3ynH;
no 5 mn y pnaxoHi
nonieTuneHosomy 3
KpanenbHuLe Ta
KOHTPOJ1EM NEPLLOro
po3KpUTTS; no 1
dhnakoHy y nauui 3
KapToHYy

AT
"KNIBCbKW
"
BITAMIHHWN
 3ABOA"

Ykpaina

AT "KMIBCbKUI
BITAMIHHWIA
3ABO/[", YkpaiHa
(BMPOGHMLTBO 3
npogykuii in bulk
«Padapm C.A.»,
Ipeuis)

Ykpaina

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BK/ItOYaoUK gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36i1bLIeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoM) BBEAEHHS 404ATKOBOro po3mipy cepii
'N3 3atBepmkeHo: 20,0 i1, 150,0 n
3anponoHosaHo: 20,0 n, 150,0 n, 450,0 n

3a
peyerimom

UA/16271/01/01

51.

JIOP3ITIM®

OYHi Kpansi, po34nH
in bulk: no 100 a6o
200 chnakoHiB y
KapTOHHI KOpOOL;

AT
"KUIBCBKW
"
BITAMIHHMN
1 3ABOA"

YkpaiHa

PA®APM C.A.

Ipeuis

BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis:
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
po3Mipy cepii (BK/ItOYaoUK gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36inbLIeHHSs
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pPO3MipoM) BBEAEHHS A0AATKOBOro po3mipy cepii

UA/16270/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
'N3 3aTtBepmkeHo: 20,0 i1, 150,0 n
3anponoHosaHo: 20,0 n, 150,0 n, 450,0 n
52. | AOUET KOHLeHTpaT Ans Mini Benuka BeHnyc Pemegic IHAisA BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/0670/01/01
pO3uuHy ons Xenckepe BpuTaHis Niviteq 3MiHM | TRy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
iHdpysiit, 40 mr/mn, NimiTen HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
no 0,5 mn (BnacHvKa peecTpauiiHoro noceigYeHHs). 3miHa
npenapary y afipecy 3asBHUKa (B/1acHVKa peecTpauitHoro
donakoHi i no 1,5 mn nocBif4eHHs). BBeAeHHSA 3MiH NpOTArom 6-1u
PO3UNHHYKKA (PO3UNH MiCALIB MiCNSA 3aTBEPLKEHHS
eTaHony 13 %) y
doNakoHi,
ynakoBaHux y
KapTOHHY KOPOOKY;
no 2 mMn npenapary
y thnakoHi i no 6 mn
PO3YMHHYMKA (PO3YNH
eTaHony 13 %)y
donakoHi,
ynakoBaHux y
KapTOHHY KOPOOKY;
no 3 mn npenapary
y doniakoHi i no 9 mn
PO34MHHYKA (PO3YNH
eTaHony 13 %)y
dhnakoHi,
ynakoBaHux y
KapTOHHY KOpOOKy
53. | EKBEMECTA TabneTku, BKPUTI ToBapucTBO Ykpaina Pemepgika NiTg, Kinp BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a - UA/19570/01/01
H-BICTA AC NNiBKOBOIO 3 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
060/10HKO10, M0 25 06MEXEHO peecTpauinHoOro NocBig4YeHHs) (3rigHO Hakasy
mr; no 10 TabneTok Bignosiganb MO3 Big 23.07.2015 Ne 460). BBeeHHA 3MiH
y 6nicTepi; no 3 HiCTtO NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPAKEHHS.
6nictepu B nauuj 3 «BYCT
KapTOHY OAPMA»
54. | ENEBIT® TabneTkn, BKPUTI Baliep LLIseliyapis [paxeHodapm HimeyunHa BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 6e3 - UA/9996/01/01
MPOHATA/Ib | nniBKOBOK KoHcbomep Anotekep Mwownb 3MiHW | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTposb peyenma
060/10HKOIO; Kep Al rM6X A®l. 3miHa y MmeTofax BunpobysaHHs A®| abo
no 10 TabneTtok y BMXIAHOrO MaTepiany/npomixkKHOro
6nictepi; no 3 abo NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
10 6nicTepiB y npoteci BUpobHuLTea AP| (He3HaUHI 3MiHW Y
KapTOHHI kKOpooLyj; 3aTBEPKEHNX MeTodax BUNPOOYBaHHS)
no 20 TabneTok y OHoBneHHsAs ASMF ansa A®l Mapraxeup (y
6nictepi; no 5 BUINAAI MapraHuo cynbhaTy MoHorigpary) Big,
6nictepiB y BMpo6HMKa Dr. Paul Lohmann 3B'3Ky 3i 3MiHOO
KapTOHHIA Kopoo6Li Ph.Eur. moHorpadii 3 10.7 go 10.8 - CC
20221641.
55. | ENIEBIT® TabneTkn, BKpUTI Baliep LLIBeliyapis [paxeHodapm HimeyunHa BHECEHHS 3MiH A0 peecTpauiiHux maTepiaiis: 6e3 - UA/9996/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MNPOHATA/Ib | nniBkoBOO KoHcblomep AnoTekep lMowib 3Mminu | TMnYy - 3miHu 3 sKocTi. APl. KoHTponb peyenma
060/10HKOI0; Mo 10 Kep Al v6X A®l. 3miHa y napameTpax cneuudikadii Ta/abo
Tabnetok y 6nictepi; AONYCTUMUX MEX, BUSHAYEHMX Y crieumdikaLisax
no 3 a6o 10 Ha A®l, abo BMXigHWIA/NPOMIKHWIA
6nictepiB y NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCH Y
KapTOHHiiA Kopobuj; npoteci Bupo6HuuTBa AdD| (3BYy)KEHHSA
no 20 TabneTok y [ONYCTUMUX MEX, BU3HAYEHUX y cneumdikawii)
6nictepi; no 5 3MiHa y napameTpax crneundikawii - 3By)XEeHHs
6nictepis y [0NYyCTUMMX MEX, BU3HaUeHnX y cneuudikawii
KapTOHHI KopooLi A®I| migb (y Burnsagi migi cynoscpaty 6e3so4HOr0),
a came 3MEHLLEHHS 3HaYEHHS CBUHLIIO 3 MakC.
80 ppm fo makc 5 ppm y crneumdikanii APl migb
y 3B'A3Ky 3 OHOBMeHHAM ASMF migi cynbdary
BMpo6HuUTBa Dr. Paul Lohmann yepes 3miHy
MoHorpadii Migi cynbaTy. 3MiHu | TURY - 3MiHK
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA A®l abo BuXigHOro
marepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHK y 3aTBEpPXEHNX MeToax
BMNPO6YBaHHA) He3HauHi 3MiHW Y 3aTBEpKEHNX
MeTodax BunpobysaHHsA Adl, wo
BMKOPWCTOBYIOTHCS B NPOLLECi BUPOOHULTBA,
BMKOpucTaHHa metogy ICP - OES ans
BU3HAYEHHSA CBMHLIO Ta 3aU1i3a 3amiCTb MeToAy
AAS \y 3B'A3Ky 3 OHOBNeHHsIM ASMF cynbdarty
Migi
56. | ENENICO MOPOLLIOK Mdpaiizep CWA BVMPOGHMLTBO CLUA/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/14379/01/01
niochinizoBaHuin aAns Eiiy.Ci.Mi. (chopmyna, acenTnyHe Ipnangis/ 3MiHu | TUNy - 3MiHKU Woao peyenmom
pO34nHYy AN KopnopeiiL HanoBHEHHS, 13painb 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
iHdpysiin no 200 OJ, H niodpinizauis),

1 cpnakoH 3
MOPOLLKOM Y
KapTOHHI kopobuyj;
1 cpnakoH 3
MOPOLLKOM Y
KapTOHHIA KopooLi

nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
MapKyBaHHSs1, BUNYCK
cepii: ®apmauis i
AngxoH Komnani /INC,
CLUA; KOHTpONb SKOCTI
npy BUMyCKy Ta
[OCNiKEHHS
CTabiNbHOCTI:
Mdpaiizep IpnaHais
dapmacbloTikasnc,
IpnaHgis; KOHTponb
AKOCTI NP BUMNYCKY Ta
[OCNiKEHHS
CTabiNbHOCTI:
Mpotanikc N14.,
13painb

BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHuX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3MiHu o y3arasibHEHUX
[JaHux Npo cuctemy chapmakoHarnsgy 3asaBHuUKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
57. | EHBPEN® PO34YUH ANS iH'EKLN, Mdpaiizep CLWA KOHTPO/Ib SKOCTI Ipnangis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a - UA/16786/01/01
50 mr/mn; 4 Eiiu.Ci.Mi. nikapcbKoro 3acoby B | benbris 3MiHu | TUNY - 3MiHK Woa0 peyenmom
nonepenHL0 Kopnopeiiw nonepegHL0 6e3nekn/edeKTUBHOCTI Ta hapmakoHariagy.
HanoBHEHI LWNPULK H HanoBHEHWX LUNPULAX: BBegeHHs abo 3MiHM [0 y3arasibHEeHNX AaHux
no 0,5 mn (25 mr) npo cuctemy hapmakoHarnsgy (BBefeHHs
a6o no 1 mn (50 mr), Mdpaiizep Ipnens y3arasibHeHVX AaHnx Npo cuctemy
abo 4 nonepeAHbLO dapmaceyTukasc, chapmakoHarnsgy, 3miHa yrnosHOBaxXeHoi ocobu,
HanoBHEHI PyYKK Mo Ipnangis BiANOBIAA/IbHOI 32 3AiAiCHEHHS
1 mn (50 mr), 4 BVMPOGHNLTBO hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
TamrnoHu 3i CNMPTOM nikapcbKoro 3acoby B thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
y NNacTUKOBOMY nonepeaHLo dhapmakoHarnsgy B YkpaiHi, AKL0 BoHa
KOHTeliHepi; HanoOBHEHUX LLNPULAXx, BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
NaacTKOBUiA KOHTPO/Ib SKOCTI BiAMOBIAa/TbHOI 3a 34iiCHEHHA hapMakoHarnsay
KOHTEliHep y nikapcbKoro 3acoby B (BKKOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
KapTOHHI Kopoo6Lli nonepegHL0 PO3MiLLEHHI MacTep-haiina cuctemu
HanoBHEHMX LUNPULAX, chapmakoHarnsgy) 3miHn fo ysarasibHeHNX
KpiMm TecTy "bioaHani3 [aHux Npo cuctemy dpapmakoHarnsgy 3asBHuKa
anonTo3y"; cknajaHHA
i TecTyBaHHsA
nonepeaHLo
HanOBHEHWX PYYOK;
MapKyBaHHs,
BTOPWHHE MakKyBaHHS,
BWMYCK Cepii roToBOro
nikapcbkoro 3acoby:
Mcpaiizep
MeHtochekuypuHr
Benbria HB, Benbris
58. | ECMA- PO3YUH ANS1 iH'EKLLINA, Ecnapma HimeuyunHa BMNYCK cepil: HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/4179/02/02
NINOH® 25 Mr/mn no 24 mn B m6X Ecnapma Mv6X, 3MiHu | TMNy - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom
IH'EKLL. 600 amnyni; no 5 amnyn HimeuunHa nikapcbknii 3aci6. KOHTponb rotoBoro
Y KapTOHHIli kopobLi BUPOGHULTBO nikapcbKoro 3acoby. 3miHa y meTofax
Hepo3dhacoBaHOro BMNPOOGYBaHHSI TOTOBOrO MiKapCbKOro 3acoby

NpoAyKTY, NEPBUHHE
NnakyBaHHS, BTOPUHHE
nakyBaHHs1, KOHTPO/1b
SIKOCTI:
3ircopig XamenbH
'm6X, HimeuunHa

(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPOB6YBaHHSA) HesHauHi 3MiHM 40 npolenypu
BM3HAYEHHS igeHTUIKaLii Ta BMICTY KUC0TH
TioKTOBOI MeTogom BEPX, a came KonoHka
LiChrosorb RP18, 7um, 250x4mm 3aMiHIETbCA
Ha LiChrosorb RP18, 5pm, 250x4mm. 3minu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. KoOHTpOo/ib roTOBOro NiKapcbkoro 3acoby.
3miHa y MeToAax BUNpo6yBaHHs rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS)
HesHauHi 3mMiHM 40 npoueaypu BU3HAYEHHS
Lomilok meTogom BEPX, a came KonoHka
LiChrosorb RP18, 7um, 250x4mm 3aMiHIETbCA
Ha LiChrosorb RP18, 5um, 250x4mm.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
59. | ETAM3WUNAT | po3unH Ans iH'ekuiit TOBAPUCT YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a - UA/5470/01/01
12,5%,n02mvMn B BO 3 BMNYCK cepil: 3miHa 3asBHuKa /13 (MIBI) (BnacHuka peyenmom
amnyni; no 10 OBMEXEH ToBapucTBo 3 peecTpauiiHoro NocBigyYeHHs1) (3rigHo Hakasy
amnyn y nadui; no 2 (e]}6} 06MEXeHOo MO3 Big 23.07.2015 Ne 460): ditoua pegaxuis:
M1 B amnyni; no 10 BIANOBIOA BiANOBIA&/IbHICTIO ToBapuCTBO 3 0OMEXEHO BifNOBIAANBHICTIO
amnyn y énictepi; no NBbHICTIO "[ocnigHwii 3aBog, «®dapmaLeBTUYHa KoMnaHis «340poB’a»,
1 6nictepy y nayui 3 | «KOPIMOPA "THUC", YkpaiHa YkpaiHa. lNponoHoBaHa pefakuis:
KapTOHY; No 2 MN B uiA BCi cTagii TOBAPVCTBO 3 OBMEXXEHOKO
amnyni; no 5 amnyn «300POB'A BMPOGHMLITBA, BIANOBIAANIBHICTHO «KOPMOPALIA
y 6nicTepi; no 2 » KOHTPO/Ib SIKOCTI, «3[10POB’A», YkpaiHa BeefeHHs 3MiH
6nictepun y nauui 3 BMNYCK cepil: NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPOXKEHHS.
KapToHYy ToBapucTBO 3 3MmiHu | TUny - 3MiHn Wwoao
0bMexeHo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BiANOBIA&/IbHICTIO BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
"®apmMaLeBTNyYHa npo cuctemy thapmakoHarnsgy (BBefeHHs
KoMMaHis "310pos'a”, y3arasibHeHuUX gaHux npo cuctemy
YKpaiHa thapMakoHarnagy, 3amiHa yrnoBHOBaXeHO! ocobu,
BCi cTagii BiNOBIAabHOIT 3a 3[iiCHEHHS
BUPOGHMLITBA, thapmakoHarnsgy; KOHTaKTHoi ocobm 3
KOHTPO/b AKOCTI: chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
AKLjiOHepHe hapmakoHarnsay B YkpaiHi, K0 BOHa
TOBapUCTBO BiAMIHHA BiJ YNOBHOBaXeEHOi 0Co6M,
"Tanuucpapm”, BiANOBIAabHOI 3a 3AiiCHEHHSA hapMakoHarnsay
Ykpaina (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHYKa, BiANOBIAaIbHOT 3a
thapmakoHarnag. [itoya pegakuis: LLieBueHko
OneHa IropisHa. MponoHoBaHa pejakuis:
MaHoBa OnexHa MukonaisHa. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6W 3asiBHIKA,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa HoMepa MacTep-ghaiina cuctemu
chapmakoHarnisgy.
60. | ETCET® TabneTku, BKPUTI TOB Ykpaina TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/9658/01/02
o60n0oHkKoto, no 20 "TNEQPAP 3MiHM | TUny - 3MiHK Wwoao peyenmom | nionsi2ae
Mmr, no 14 TabneTok MmaTa”

y 6nicTepi; no 2, abo
no 4, a6o no 6
6nictepiB y
KapTOHHI ynakoBLi

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKIil XapakTepuCTuLi NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOro 3acTOCYBaHHs
reHepuYHUX/riopuaHNx/6ionoaibHMX NiKapcbkux
3ac06iB Micns BHECEHHS TiET camoi 3MiHU Ha
pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye
Ha/jaHHS XXOAHWUX HOBUX AOAATKOBMX JaHUX).
3MiHN BHECEHO A0 IHCTPYKLUii 415 MEeAUYHOTO
3aCcTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
"apmakonoriyHi BnactusocTi”, "Bzaemogis 3
iHLUMMK NikapCbKMKM 3acob6amMu Ta iHLWi BUan
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "34atHicTs BNaMBaTu Ha
LBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MexaHi3mamu',
"Cnoci6 3acTocyBaHHsA Ta gosu", "Aitn",
"Mepepo3yBaHHs", "MobiyHi peakuyii” 3rigHo 3
iHbopmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOrOo likapcbkoro 3acoby (Jlinpumap®,
TabneTku, BKpUTI NNiBKOBOIO 060/10HKO0, Mo 10
Mr, o 20 mr, no 40 mr, no 80 wmr). BBeAeHHs
3MiH NPOTAroM 6-Tu micsiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTVBHOCTI Ta thapMmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NiKapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKL,i Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo ik pesynsTart
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NnaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (3MiHy y3rof)keHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoMm). 3MiHW BHECEHO [0
HCTPYKLi ANA MeAMYHOro 3acToCyBaHHA
nikapceKoro 3acoby y po3ginun "OcobnnsocTi
3actocyBaHHs", "lNo6iyHI peakyii" BiANOBIAHO A0
OHOBNEHOT iHhopMmaL,i 3 6e3neku aitoyol
PEYOBUHM.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEePKEHHSA. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'3aHb Ta yMOB
BMAAui peecTpaviliHoro nocBigYeHHs,
BK/IIOYAK0UM MNnaH ynpasniHHS pusukamm
(3acTocyBaHHSI TEKCTY, SIKWIA NOTOKEHNT 3
KOMNETEeHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOBJIEHWIA 3rigHO 3 BUMOTraMu o
CraHfapTn3oBaHoro opmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) nnaH ynpasniHHS pusmkammn
Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH | «3arasibHa
iHhopmauis», Il «Cneundikauis 3 6esnekn», V
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

61.

ETCET®

«3axoay 3 MiHiMizauii pusukie», VI «Pestome
nnaHy ynpassiHHA pusnkamu» Ta VIl «Jogatku»
Yy 3B'AA3KY 3 OHOB/IEHHAM iHhopMma,ii 3 6e3neku
pedhepeHTHOro Nikapcbkoro 3acoby.
Pestome nnaHy ynpaBniHHA pu3nkamn Bepcis 2.0
popaetbea. 3MiHn | Tuny - 3MiHK WoAao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVY BHECEHO A0 IHCTPYKUIT Ans
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3ain "Mo6iyHi peakuyji” WoA0 BaXIMBOCTI
3BiTyBaHHSA Npo NobiyHi peakuii. BBeeHHsA 3MiH
npoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS.

TabneTku, BKPUTI
060/10HKO0, MO 40
mr, no 14 Tabnetok
y 6nicTepi; no 2, abo
no 4, abo no 6
6nictepis y
KapTOHHI ynakoBL,i

TOB
"TNEQPAP
M aTa"

YKpaiHa

TOB "KYCYM ®APM"

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHKU Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeZMNYHOro 3aCTOCYBaHHS
reHepuYHUX/TiBpPUAHMX/6iIoNOAIGHMX NiKAPCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedrepeHTHUIA NpenapaT (3mMiHa He NoTpebye
HajaHHS XXOAHWNX HOBUX AOAATKOBUX JaHUX).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3aiu
"®apmakonoriyHi BractmeocTi”, "B3aemogis 3
IHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaaro”, "3aatHicTb BNMBaT Ha
LIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMY MexaHisMamm”,
"Cnoci6 3acTocyBaHHA Ta gosu", "Aitun",
"Mepeno3yBaHHsa", "Mo6GIYHI peakuii™ 3rigHo 3
iHchopMmalLieto 100 MeAUYHOT0 3aCTOCYBaHHS
pedhepeHTHOro ikapcbkoro 3acoby (Jlinpumap®,
TabneTkn, BKPUTI NNIBKOBOIO 060/10HKOK, Mo 10
mr, no 20 mr, no 40 mr, no 80 mr). BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepKeHHs. 3MiHu | Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NiKapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
OLIiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX

3a
peyenmom

He
nionsieae

UA/9658/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHO [0 MiaHy NejiaTpUyHNX JOCAIAKEHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom). 3MiHV BHECEHO 0
IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu "OcobnmnsocTi
3actocyBaHHs", "lNo6ivHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku gitoyol
PeyoBUHM.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta yMOB
BMAAYi peecTpaviiHoro nocBig4YeHHs,
BK/ItOYaroumn MNnaH ynpasniHHS pusukamm
(3acTocyBaHHA TEKCTY, AKWIA NOTOMXEHN 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HafaHo
OHOBJIEHWIA 3rigHO 3 BUMOramu fo
CTtaHgapTnsosaHoro hopmary
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) nnaH ynpasniHHS pusmkamun
Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH | «3arasibHa
iHbopmauis», Il «Cneundikauis 3 6e3nekn», V
«3axoay 3 MiHimi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusnkamu» Ta VIl «[JoaaTkus»
y 3B'A13Ky 3 OHOBJIEHHSIM iHchopMaLii 3 6e3neku
pedhepeHTHOrO NiKapCbKOro 3acoby.
Pestome nnaHy ynpasniHHA pusnkamu sepcis 2.0
nofaetbes. 3MiHn | Trny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii" WoA0 BXANBOCTI
3BiTyBaHHA Npo nobiyHi peakuii. BBegeHHs 3MiH
NpOTSArom 6-Tv MicsLiB Micns 3aTBEPAXEHHS.

62.

ETCET®

TabneTtkn, BKPUTI
060/10HKO10, Mo 80
Mr, no 14 TabneTok
y 6nicTepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHI ynakosLii

TOB
"TNEQPAP
MnaTa”

Ykpaina

TOB "KYCYM ®APM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL, NiKapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepuYHUX/TiIGPMAHMX/6I0NOAIGHMX NiKAPCHKNX
3ac06iB nicna BHECEHHSA TiET camol 3MiHN Ha
pedhepeHTHMII NpenapaT (3MiHa He NoTpebye
HaJaHH$! XXOAHWNX HOBMX AOAATKOBMX flaHUX).

3a
peyermom

He
nionsieae

UA/9658/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3MiHN BHECEHO A0 IHCTPYKLUIi 415 MEeAUYHOT0
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
"®apmakonoriyHi BnactmseocTi”, "B3aemogisa 3
IHLIMMKM nikapcbkMKM 3aco6amMu Ta iHLWi BUan
B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHsA",
"3acTocyBaHHs y nepiof BariTHocTi abo
roflyBaHHs rpyaar”, "3aatHicTe BNavBaTu Ha
LWIBUAKICTb peakuii npyu kepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MexaHi3mamun',
"Cnoci6 3acTtocyBaHHs Ta go3un”, "fOitn",
"MepeposyBaHHsa", "Mo6IYHI peakuii™ 3rigHo 3
iHhopmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Jlinpumap®,
TabneTku, BKpUTI NNiBKOBO 060/10HKO0, No 10
Mmr, no 20 mr, no 40 mr, no 80 wmr). BBeAeHHs
3MiH NPOTAroM 6-Tu micsyiB nicns
3aTBEePKEHHSA. 3MiHN | TMny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAXeHb
(PIP) (3mMiHy y3rokeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHU BHECEHO [0
IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu "OcobnnBocTi
3acTocyBaHHsA", "Mo6iuHi peakuii" BiANOBIAHO A0
OHOB/IEHOI iHdhopMaLiii 3 6e3nekn gitoyoi
PeyvoBUHM.

BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta yMOB
BuAauvi peecTpauiliHoro noceig4eHHs,
BK/IIOYar0oumn MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHA TEKCTY, AKWIA NOTOMKEHN 3
KOMMETEHTHUM opraHom). 3asBHUKOM HafaHo
OHOBJIEHWIA 3rigHO 3 BUMOramm Ao
CraHgapTn3oBaHoro copmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in




Hasga

58

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

63.

ETCET®

TOB

integrated format) nnaH ynpaeniHHS pu3vkamu
Bepcis 2.0.
3MiHM BHECEHO [0 YacTvH | «3arasibHa
iHchopmauis», Il «Cneyndikauis 3 6esnekn», V
«3axoau 3 MiHiMi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusvkamu» Ta VIl «JoaaTkn»
y 3B'AA3Ky 3 OHOBJ/IEHHSIM iHchopMmaLi 3 6e3neku
pechepeHTHOro nikapcbkoro 3acoby.
Pestome nnaHy ynpaBniHHA pu3ukamu Bepcis 2.0
popaetbes. 3MiHm | Tuny - 3MiHK WoAao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW). 3MiHVM BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” Woa0 BaXMBOCTI
3BiTyBaHHA NPo NobiyHi peakuii. BBeAeHHA 3MiH
NpOTSArom 6-Tv MicsILiB MicAsi 3aTBEPAKEHHS.

nocsBi0OYeHHs

TabneTku, BKPUTI
060/10HKO0, Mo 10
mr, no 14 TabneTtok
y 6nicTepi; no 2, abo
no 4, a6o no 6
6nictepiB y
KapTOHHI ynakoBLi

"TNEAGAP
M nTA"

YKpaiHa

TOB "KYCYM ®APM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKIil XapakTepuCTuLi NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS
reHepuYHUX/riopuaHNx/6ionoaibHMX NiKapcbkux
3ac06iB nicns BHECEHHS TiET camoi 3MiHU Ha
pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye
Ha/JaHHS XOAHWUX HOBUX AOAATKOBMX JaHUX).
3MiHN BHECEHO A0 IHCTPYKLUii 415 MEeAUYHOTO
3aCcTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
"apmakonoriyHi BnactusocTi”, "Bzaemogis 3
HLIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTb BNaMBaTu Ha
LIBWAKICTb peakLii Npy KepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MexaHi3mamu',
"Cnoci6 3acTocyBaHHsa Ta gosu", "Aitn",
"Mepepno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
iHbopmaLieto WoA0 MeanyHOro 3acTocyBaHHS
pedhepeHTHOrO likapcbkoro 3acoby (Jlinpumap®,
TabneTkv, BKpUTI NNiBKOBOIO 060/10HKO0, Mo 10
Mmr, o 20 mr, no 40 mr, no 80 mr). BBeAeHHs
3MiH NPOTAroM 6-TW micsLiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi

perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3neku

3a
peyenmom

He
nionseae

UA/9658/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby B

nicnapeecTpavjiiiHuii nepiog, abo ik pesynsTart
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX

BIAMOBIAHO A0 NnaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (3MiHy y3rof)keHo 3 KOMNEeTEHTHUM

YNOBHOB&XXEHUM OpraHoMm). 3MiHW BHECEHO [0
HCTPYKLi ANA MeAMYHOro 3acToCyBaHHA

nikapceKoro 3acoby y po3ginun "OcobnmnsocTi

3actocyBaHHs", "lNo6iyHI peakyii" BiANOBIAHO A0

OHOB/EHOT iHhopMmaL,i 3 6e3neku aitoyol
PEYOBUHM.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEePKEHHSA. 3MiHN | TMny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'3aHb Ta yMOB
BMAAui peecTpaviliHoro nocBig4YeHHs,
BK/IIOYAK0UM MNnaH ynpasniHHS pusukamm
(3acTocyBaHHSI TEKCTY, SIKWIA NOTOKEHNI 3
KOMNETEeHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOBJIEHWIA 3rigHO 3 BUMOTraMu o
CraHfapTn3oBaHoro opmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format) nnaH ynpasniHHS pusmkammn
Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH | «3arasibHa
iHchopmavis», Il «Cneyndikauis 3 6esnekn», V
«3axoay 3 MiHiMizauii pusukie», VI «Pestome
nnady ynpassiHHA pusnkamu» 1a VIl «Jogatku»
Yy 3B'AA3KY 3 OHOB/IEHHAM iHhopMmal,ii 3 6e3neku
pedhepeHTHOro Nikapcbkoro 3acoby.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.0
popaetbesa. 3MiHn | TUny - 3MiHK LWoAo
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVY BHECEHO A0 IHCTPYKUIT Ans
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3ain "Mo6iyHi peakuyji” WoA0 BaXIMBOCTI
3BiTyBaHHS Npo NobiyHi peakLuii. BBeeHHA 3MiH
nNpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.

64. | EY®INIH po3uunH ANns iHekyii, | TOB "HOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/14278/01/01
20 mr/mn no 5 mn Papm” 3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat peyenmom
ab6o 10 mn B amnyni; BignosigHocTi/l E-cepTudikar BignosigHoOCTI
no 5 amnyny €Bponeiicbkiii hapmakonei/MmoHorpadii.
KOHTYPHili MofaHHA HOBOro abo OHOB/IEHOTO cepTudiikaTa

YapyHKOBIli BIANOBIAHOCTI 260 BUNYyYEHHS cepTudikara
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
ynakoBLij; no 2

BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
HoBwii cepTudikar Bif, HOBOrO BUPO6HUKA
(3amiHa abo AONOBHEHHS) - NOAAHHS HOBOTO
cepTucpikaTa BignoBigHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1998-010 - Rev 06 gns
nitoyoi pevouHu Theophylline monohydrate Big
HOBOro BMpo6Huka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH,
HimeyunHa (4ONOBHEHHS).

KOHTYPHI YapyHKOBI
yNakoBKM y nayui

65. | EY®INIH- po3unH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/0869/01/01
300POB'A 20 mr/mn; no 5 mn B BO 3 0bMexeHot 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
amnyni; no 10 OBMEXEH BIANOBIA&/ILHICTIO peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
amnyn y KapTOHHIl oK "®apmMaveBTnyHa MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
Kopob6Li; no 5 mn B BIANOBIOA KomnaHis "3gopos'a” NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMAKEHHS;

amnyni; no 5 amnyn NBbHICTIO
y 6nicTepi; no 1 abo «KOPIMOPA
no 2 6nictepu B LA
KapTOHHIA KOopoo6Li «300POB'A

»

3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasilbHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0cobu 3as1BHUKA, BIAMNOBIAA/ILHOT 38
thapmakoHarnsag ditova pegakuis: LLeBueHko
OneHa IropiBHa MponoHoBaHa pefakLis:
MaHosa OneHa MukonaisHa 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XXEHOI 0C06u 3asBHMKa,
BiANOBIAa/IbLHOI 3a chapmakoHarnsg 3miHa
Homepa MacTep-thaiina cuctemm
dpapmakoHarnsgy

66. | 3ABEOOC® niodpinizar ana Mdpaiizep CLIA KopaeH ®apma flaTiHa ITania
pO34mnHy Ansa IHK C.n.A.
iHcpysi no 5 mr; 1
chnakoH 3
niocpinizatom B
KapTOHHI Kopoo6Lli

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a - UA/9322/01/01
3MiHu | TUny - 3MiHK Woao peyenmom
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) 3mMiHv o y3arasibHEHUX
[aHuxX nNpo cuctemy capmakoHarnsgy 3asaBHuka
67. | 3UBOKC PO3unH aNs iHdysil, NeANIEP CLWA ®peseHiyc Kabi Hopre Hopseris BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/1969/02/01
2 mr/mn; no 300 mn IHK. AC 3miHu | TMny - 3MiHK WwWoao peyenmom
B cucTeMmi s 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
BHYTPILLHbOBEHHOIO BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
BBefEHHs; no 1 npo cuctemy thapmakoHarnsgy (BBefeHHs
cUCTEMIi B ynakoBLj 3 y3arasibHeHUX JaHux Npo cucTemy
naMiHOBaHoi thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
donbru; no 100 mn BigNoBiAa/IbHOI 3a 3[jACHEHHSI
B CUCTeMi Ans thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
BHYTPILLIHbOBEHHOIO thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
BBEflEHHs; no 1 thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
CUCTEMI B ynakoBL,i 3 BiMiHHa Bif, yNOBHOBaXKEHOT 0Co6M,
namiHoBaHol BiANOBigasIbHOI 3a 34jCHEHHST hapMakoHarnsay
donbrm (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarniagy) 3MiHn 40 y3aralbHEHNX
[AaHuX Npo cuctemy dapmakoHarnsgy 3asasHuka
68. | 30/IEBICTA PO34uH ANs iHgysil ToBapuncTBO Ykpaina ANTAH IcnaHis BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a - UA/18800/01/01
5 mr/100 mn; 3 PAPMACBHIOTIKANSG, 3MiHa 3asBHuKa /13 (MIBI) (BnacHuka peyenmom
no 100 mn B 06MexeHo C.A. peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
KOHTEliHepi B Bignosigab MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
3axXMCHOMY MakeTi B HiCTIO NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS.
KapTOHHI Kopoo6Li «BYCT
DPAPMA»
69. | IBYMMPO®EH- | Tabnetku, BKPUTI TOB «TeBa Ykpaina Mepkne MM6X, HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/19900/01/02
TEBA ®OPTE | nniBkoBOO YkpaiHa» HimeuyunHa 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBWMIA peyenmom
060/10HKOo0, 400 Mmr; (Brpo6HuuTBO nikapcbknii 3aci6. KOHTpoNb roToBOro
no 10 TabneTok y Hepo3dhacoBaHOT nikapcbkoro 3acoby. 3miHa napameTpis

6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

npoaykuii; MeperHHa
Ta BTOpPVHHA
yMnakoBKa, KOHTPO/1b
cepii, [O3BiN Ha
BUMNyCK cepii);
TpaHcdapm JloricTik
v6X, HimeuyunHa
(BTOpVHHA ynakoBka)

cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (BU1y4eHHS1 HE3HAYHOTo
nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y CMaKOBMX 406GABOK)) - BUTYYEHHS
BMNPOOYBaHHA A5 iAeHTUdikauii 6apBHuKa
TUTaHy giokengy ansa M3, 3rigHo BUMOT KepiBHOI
HacTaHoBn EMEA/CHMP/QWP/396951/2006.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
OHoBreHHS cneundikadii Ha BUNycK Ta
NPOTAroM TEpPMiHy NpuAaTHOCTI Big, Bepcii PS-
100010-06-J01 go PS-100010-11-J01.
BunpaBneHHs Ha3Bn METOAMKM ifeHTudikaw,i
|16ynpocheHy D-02920501 3 Y®-Bug (UV-Vis) Ha
Y®-BEPX (UV-HPLC). BHeceHHs pefakuiiHnx
3MiH go posginy 3.2.P.5.1 Cneuundpikauii y
3B’A3KY 3i 3MIHOI HyMepaLii NPUMITOK 415
MOKa3HWKIB MiKpOBIO/IOriYHOT YACTOTH Yepes
BUYYEHHSA ifeHTudikaLii TuTaHy giokcuay.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPKEHHS
70. | IHFANINT-H cnpeii AN poToBOi TOB YkpaiHa TOB "Mikpodchapm" YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 6e3 - UA/0938/01/01
NOPOXHUHM no 30 1 "Mikpochapm 3MiHuM | TUNY - AAMIHICTPaTVBHI 3MiHW. peuyenma
y 6anoHi; no 1 " BunyueHHst BUPO6HMYOI AinbHUL (BKIHOYAK0UM
6as10Hy 3 AinbHuui Ana A®l, npomixxHOro npoaykTy abo
posnuaBayem Ta roTOBOrO NiKapCbKOro 3acoby, AiNbHULi Ans
3aXVCHUM NpoBefEHHS NaKyBaHHs, BUPOOHNKa,
KOBMAYKoM y mauuii 3 BiANOBIAA/ILHOIO 3a BMMYCK Cepiii, Micue
KapToHYy npoBeAeHHsA KOHTPOIo cepii) abo
nocTavasnibHvKa BUXIAHOrO MaTepiasny, peareHTy
ab0 [ONOMIXHOT pevyoBUHU (SKLLO 3a3HaYeHo y
[ocbe)- BunyyeHHs BupobHuka APl Ctpentouns
PO3unHHMI - BAT Ip6iTcbkuin X493, Pocis
71. | IHTAMICT PO34UH ANS iH'EKLN, TOB "lOpis- Ykpaina TOB "HOpia-®apm” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/14062/01/01
100 mr/mn; no 3 Mn dapm” TexHiyHa nomunka (3rigHo Hakasy MO3 Big peyenmom
B ammny”ni 3 TEMHOro 23.07.2015 Ne 460)BunpaBneHo TEXHIUHY
ckna; no 5 amnyn B NOMWJIKY Y PO34iNi iIHCTPYKLi ANA MegUuyHOro
KOHTYPHiIli 3aCcTOCyBaHHSA NikapcbKoro 3acoby
YapyHKOBIli "®apmakonorivyHi B1acTUBOCTI.
ynakosLi; no 2 dapmakogmHamika" Ta KopoTKilii XxapakTepucTui
KOHTYpPHi YapyHKOBI 0N MeAUYHOI0 3aCTOCYBaHHS NikapCbKoro
yMakoBKM B mauLi 3acoby y po3gini 5.1. "®apmakognHamiyHi
B/1ACTMBOCTI", @ CamMe C/I0BO «HaBiTb» 3aMiHEHO
Ha «HasIBHICTb». 3a3Ha4yeHe BUMpPaB/IeHHS
BifnoBigae marepiasiaM peecTpaLiiiHoro A0CheE.
72. | IHOITA TabneTku, BKPUTI Mdpaiizep CLA BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/14080/01/02
NNiBKOBOIO Eiiu. Ci. Ni. BTOPUHHE Ta Yexis 3MiHu 1l TUnYy - 3MiHK Woao peyenmom nionseae
060/10HKO0, MO 5 Mr; | Kopnopeiiw NepBrHHE NaKyBaHHS, 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
no 14 Tabnetok y H TecTyBaHHSA nNpu 3MiHV y KOPOTKili XapakTepuCTuL NiKapCbKoro

6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIA Kopoo6Li

BUMYCKY cepii,
TecTyBaHHA npu
LOCNIMKEHHI
CTabiNbHOCTI, BUMYCK
cepit:
Mcpaiizep
MeHtochekuypuHr
Joiiuneng M'm6X,

3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU
[aHUMK Ta faHumy 3 hapmakoHarnsgy - 3MiHm
BHECEHO [0 IHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainis
"Oco6/11MBOCTI 3acTocyBaHHSA", "Cnoci6
3acTocyBaHHs Ta Ao3un”, "MobivHi peakuii”
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HimeuunHa BiAMNOBIAHO A0 MarepianiB peecTpauiiHoro
TecTyBaHHSA nNpu [0CbE.
[OCNIIKEHHI BeegeHHs 3MiH npoTarom 9 micAuis nicns
CTabisIbHOCTI: 3aTBEPIKEHHS
KBiHTa-AHaniTvka
C.p.o., Yexis
73. | IHOITA TabneTku, BKPUTI Mdpaiizep CWA BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/14080/01/01
NNiBKOBOIO Eidu. Ci. Ni. BTOPVHHE Ta Yexis 3MiHu 1l TUNYy - 3MiHK Woao peyenmom | nidssieae
o6onoHKoto, no 1 mr; | Kopnopeiiw nepBrHHE NakyBaHHS, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 14 tabneTok y H TecTyBaHHsA npu 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
6nicTepi; no 2 abo BMNYCKY cepil, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 4 6nictepu B TEeCTyBaHHs npu MeJMNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
KapTOHHIA KOopoo6Li [OCNiMKEHHI LaHUMU 3 SIKOCTi, AOKNIHIYHUMU, KNIHIYHUMIN
CTabiNbHOCTI, BUMYCK [aHUMU Ta faHuMK 3 hapmakoHarnsgy - 3miHu
cepii: BHECEHO [0 iIHCTPYKL,i 415 MegnyHoro
Mdpaiizep 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
MeHtodekUypuHr "Oco611BOCTI 3acTocyBaHHA", "Cnoci6
[Joinuneng rméX, 3acTocyBaHHs Ta Ao3n", "MobiuHi peakwji"
HimeuunHa BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
TecTyBaHHA npu [0CbE.
LOCHiIKEHHI BeegeHHs 3MiH npoTarom 9 micsAuis nicns
cTabifIbHOCTI: 3aTBEPIKEHHS
KBiHTa-AHaniTka
C.p.o., Yexis
74. | IHCYBIT® cycneHsisa gns BITAN HimeuunHa BiokoH Baionomknke IHgjia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/14836/01/01
30/70 iH'ekuili, 100 MO/mn, dapma Nimiten, IHpia YkpaiHa 3MiHu | TUnYy - 3MiHK 3 aKocTi. A®Il. KOoHTposb peyenmom
no3mny 6X AT «Dapmak», A®l. 3miHa y meTogax BunpobysaHHs A®| abo
KapTpuaxi, no 5 Ykpaina BUXiZAHOro MaTepiany/npomikHOro

KapTpuoxis y
6nictepi, no 1
6nictepy y nauuj; no
10 mn y dhnakoHi, no
1 donakoHy y nauuj

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeTogax BUNpobyBaHHA (BKIOYAOUM 3aMiHy
abo fonoBHeHHs)) APl abo
BUXIAHOTO/NPOMIXXHOr0 NPoAyKTy) 3MiHa
nepef6ayae NpuBeAeHH METOANKN BU3HAYEHHS
LMHKY Y BIAMNOBIAHICTb A0 MOHOrpadii Ha AdI
€Bponelicbkoi hapmakonei, BUIyYeHHs
nocunaHHsa Ha ATOMHO-a6cop6LiiHWiA
cnekTpomeTp contrAA 300 ans yHidikauii
METOAMK KOHTPO/IO Ta 3aUTy4YEeHHS 0 KOHTPO/II0
pi3HMX Npunagis. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y metogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BUNpobyBaHb
(Brntovaroun 3amiHy abo [OMOBHEHHS)) 3MiHa
nepef6ayae NpuBeAeHH METOAVKN BU3HAYEHHS
LMHKY Y BiANOBIAHICTb A0 MOHOrpadiii Ha A®I Ta
npenaparu iHcyniHy €Bponeicbkoi hapmakonei,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BW/TyYEHHS NOCUIaHHA Ha ATOMHO-
abcop6builiHnii cnekTpomeTp contrAA 300 ans
YHichikauii METOANK KOHTPOJIIO Ta 3as1yYeHHs [0
KOHTPOJIH Pi3HUX Npuaagis.

75.

IHCYBIT®
HNP

cycneHsis gns
iH'ekyjn, 100 MO/Mn
no3mny
KapTpuaxi, no 5
KapTpuaXiB y
6nictepi, no 1
6nicTepy y nauui; no
10 mn 'y donakoHi, no
1 donakoHy y nauui

BITAN
Papma
6X

HimeyunHa

BiokoH Baiionomxuke
Nimvitea, IHaja
AT «dapmak»,
YKpaiHa

IHais/
Ykpaina

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3Minn | TURY - 3miHn 3 sKocTi. APl. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHs AD| abo
BUXIAHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeTofax BUNpo6yBaHHA (BKIOYAKOUYM 3aMiHy
abo fonoBHeHHs)) Adl abo
BMXi4HOro/MpoMiKHOro npoAykTy) 3miHa
nepef6ayae NpUBeAEHHS METOAVKN BU3HAYEHHS
LMHKY Y BiANOBIAHICTb A0 MOHorpadii Ha Ad|
€Bponelicbkoi hapmMakonei, BUIyYeHHs
nocunaHHsa Ha ATOMHO-a6cop6LifiHWiA
cnektpomeTp contrAA 300 ans yHidpikawi
METOAVK KOHTPO/TIO Ta 3a/1yYeHHs [0 KOHTPOSO
pi3HMX Npunagis. 3MiHu | TUNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOIO NiKapCbKOro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb
(BKNtOYAKOUM 3aMiHy @60 [OMOBHEHHS)) 3MiHa
nepef6ayae NpUBeAEHHS METOAVKN BU3HAYEHHS
LMHKY Y BiANOBIAHICTb A0 MOHOrpadii Ha A®| Ta
npenaparu iHcyniHy €Bponeiicbkoi chapmakoner,
BW/TyYEHHS NOCUaHHA Ha ATOMHO-
abcopbuiriHnii cnektpomeTp contrAA 300 ans
YHichikauil MeToAMK KOHTPOJIIO Ta 3a/TlyYeHHs [0
KOHTPOJIHO Pi3HUX Npuaasis.

3a
peyenmom

UA/14838/01/01

76.

IHCYBIT®H

PO34uH NS iH'EKLA
no 100 MO/mn;
no3mny
KapTpuaxi; no 5
KapTpuaxis y
6nictepi; no 1
6nictepy y nauuj; no
10 mn y dpnakoHi; no
1 chnakoHy y nauui

BITAN
Papma
6X

HimeyunHa

BiokoH Baionomknke
Nimiteg, IHAja
AT «Papmak»,
Ykpaina

IHgis/
YKpaiHa

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TUnNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXi4HOro martepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWi 3MiHK y
MeTofax BUNpoGyBaHHS (BKIOUAKOUM 3aMiHy
ab6o gonoBHeHHs) A®Il abo
BUXIAHOrO/NPOMIXHOr0O NPoAyKTy) 3MiHa
nepegbayae nprBefeHHs METOANKN BUSHAUYEHHS
LMHKY Y BIAMNOBIAHICTb A0 MOHOrpadii Ha AdI
€Bponelicbkoi hapMakonei, BUNyYEHHS
nocunaHHsa Ha ATOMHO-a6¢copoLiiHWiA
cnekTpomeTp contrAA 300 ans yHidikauji
METOAMK KOHTPO/IO Ta 3aUTyYEeHHS 1O KOHTPO/II0
pi3HUX npunagis. 3MiHu | Tuny - 3MiHK 3 SKOCTI.

3a
peyerimom

UA/14837/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

["oTOBWMIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /likapCbKOro 3acoby
(iHWi 3miHW y MeTogax BUNpobyBaHb
(BKKOYatOUM 3aMiHy ab0 [JONOBHEHHS)) 3MiHa
nepegbayae nprBefeHHs METOANKN BUSHAYEHHS
LMHKY Y BiANOBIAHICTb A0 MOHOrpadiii Ha Ad| Ta
npenaparu iHcyniHy €Bponeiicbkoi chapmakoneri,
BW/TyYEHHS MOCUIAaHHA Ha ATOMHO-
abcop6buiriHnin cnekTpomeTp contrAA 300 ans
YHithikauil MeToAMK KOHTPO/IO Ta 3a/ly4eHHs [0
KOHTPOJIIO Pi3HWX Npuiagis.

77.

IPUHOTEKAH
ME[AK

KOHLeHTpaT ans
NpUroTyBaHHs
pO3UnHy Ans
iHdpysin, 20 mr/mn;
no 2 mn (40 mr), a6o
no 5 mn (100 mr),
a6o no 15 mn (300
Mr) Y CKNsTHOMY
dnakoHi; no 1
dh1akoHy B navui

Mepak
esenbliad
T dotop
K/iHiLe
Lnevuiansnp
enapaTte
M6X

HimeuunHa

Brpo6HWK, Lo
Bignosigae 3a
MapKyBaHHS
NepBUHHOT YNakoBKu,
BTOPWHHE MakKyBaHHS,
HaHEeCeHHs 3axX1CHOT
nAiBkM (ONUioHaIbHO),
KOHTPO/b/BUNPO6GYBaH
HS cepii Ta 3a BUMycK
cepii:

Mepak esenbladt
dorop KniHiwe
Lneuianenpenapare
M6X, HimeuunHa
Brpo6HWK, LWo
BignoBsigae 3a
BUPOGHULTBO
nikapcbkoro 3acoby,
NepBUHHE MakKyBaHHS,
MapKyBaHHS
NepBUHHOT YNaKoBKK,
BTOPWHHE MaKyBaHHS,
KOHTPO/b/BMNPO6GYBaH
HS cepil:
OHkoTek ®apma
MpopakwH MéX,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHuM | TUNY - AAMIHICTPaTVBHI 3MiHW.
BunyueHHst BUPO6HMYOI AinbHUL (BKIHOYAK0UM
AinbHuui Ana A®l, npomixxHOro npoaykTy abo
roTOBOrO NiKapCbKOro 3acoby, AiNbHULi Ans
NpOBefEHHs NakyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMMYCK Cepiii, Micue
npoBeAeHHsA KOHTPOIo cepii) abo
nocTavasnibHvKa BUXIAHOrO MaTepiasny, peareHTy
ab0 [ONOMIXHOT pevyoBUHU (SKLLO 3a3HaYeHo y
[0CbE). BunyyeHHa BUPOGHUYOI AiNbHUL
roTOBOrO Jlikapcbkoro 3acoby Mega-IKC-IMpecc
'M6X, HimeuurHa BMpOGHWKa, Lo BiANOBIAAE 3a
MapKyBaHHS Ta BTOPUHHE MakKyBaHHHS,
HaHeCceHHs1 3axXMcHOT nniBkv (ONLioHaNbHO).
3a/IMWAETLCA albTepHATUBHUIA BUPOBHMK
Megak NesenbliadT ctop KiHiwe
LLneujanbnpenapate M6X, HimeuuunHa.

3a
peyenmom

UA/11702/01/01

78.

KAHAELWMN H

Tabnetkn 16 mr/12,5
Mmr no 10 TabneTok y
6nicTepi; no 1 abo
no 3, aéo no 10
6nictepis y
KapTOHHI KopooLi

OPrAHOCMU
H
NAVOCAEH
Cu3 (E®
3ETI)

OAE

EBepTomKeH flaiich
CaeHcus fimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku
NiKapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peyenmom

He
nionseae

UA/12313/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCNIKEHb, NPOBEAEHNX
BiZANOBIAHO [0 MiaHy nejiaTpUyHNX JOCAIAKEHb
(PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpraHom).
3MiHM BHeCeHi 0 IHCTPYKLiT 4718 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6iuHI peaku,ii”
o0 6e3neku 3acTOCyBaHHSA Ail040i PEHOBUHMN.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPAXKEHHS

79.

KAHAELMN
HD

Tabnetku, 32 mr/25
mr, no 10 TabneTok
y 6nicTepi, no 1, no
3, no 10 6nicTepiB B
Kopoobui

OPrAHOCW
H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepTomKeH Maiich
CaeHcus JlimiTep

IHais

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHKU Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
3aCcTOCYyBaHHS NMikapCbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NiaHy negiaTpUyHNX JOCAIAKEHb
(PIP) (3MiHy y3rogkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHM BHECeHI A0 IHCTPYKLIT 418 MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainy
"Oco6nmBocCTi 3acTocyBaHHA", "MobiuHi peakuii”
LoA0 6e3nekn 3acToCyBaHHS AitoH0I PEHOBUHMN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPMAXKEHHS

3a
peyenmom

He
nionsieae

UA/12282/01/01

80.

KAPBOIMNA

KOHL,eHTpaT ans
PO34nHY AnA
iHcpysiin, 10 mr/mn;
no 5 mn, a6o no 15
mn, abo no 45 mn,
abo no 60 mny
dnakoHi; no 1
dhnakoHy B
KapTOHHIA Kopoo6Li

AkKopfa,
Xenckea
MNoncka Cn.
3.0.0.

MonbLla

Brpo6HMLUTBO
roTOBOrO /liKapCbKOro
3acoby, nepBuHHE Ta
BTOPUHHE NaKyBaHHS,

KOHTPO/b AKOCTI cepii:

IHTac
dapmacbioTikans
Nimiteq, IHaisa

BTOpVHHE NaKyBaHHs:

AKKopfA, Xernckea
Nimiteqn, Benuka
BpuTaHis
Brpo6HMLUTBO
roTOBOrO /liKapCbKOro
3acoby, nepBuHHE Ta
BTOPUHHE NaKyBaHHS,

IHgis/
Benuka
BpuTaHis/
Manbta/
YropwmHa/
Monbla

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHM | Tuny - 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJII0 SAKOCTi FOTOBOTO N1iKapCbKOro
3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, LLLO
BiANOBIAAaE 3a BBE3EHHA Ta/abo BMNYyCK cepil) -
He BK/IHOYa0uM KOHTPO/L/BUNPOBYBaHHSA cepil -
[0[aBaHHA AibHUL, WO BiANOBILAE 3a BUMYCK
cepii Akkoppg, Xenckea MNoncka Cn.3 0.0. Cknag
ImMnopTepa Byn. Jlytomepcka 50, Ma6’aHiye, 95-
200, MNonbwa/Accord Healthcare Polska Sp.
z.0.0. Magazyn Importera ul. Lutomierska 50,
Pabianice, 95-200, Poland. 3miHn BHeceHo B
IHCTPYKLiO 4719 MeNYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gisin "BUpo6HuK",

3a
peyerimom

He
niosnsicae

UA/13716/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTPO/Ib SIKOCTI cepii
(anbTepHaTUBHWIA
BUPOBHUK):
IHTac
dapmacbioTikans
Nimiten, IHAia
KoHTpornb sikocTi cepii:
Papmagokc Xesnckea
nra., Mansta
dapmasanig /174,
Mikpo6ionoriyHa
na6oparopis,
YropuwmHa
BignosiganbHuii 3a
BUMYCK Cepil:
AKKopf Xesnckea
NimiTen, Benvika
BpuTtaHis
BignosiganbHuii 3a
BUNYCK cepil:
AKKopfa Xersickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MNonbLua

"Micue3HaxomkeHHs BUpobHMKa Ta agpeca
MiCLiAA NPOBaKEHHS Or0 AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBOK. BBefeHHSA 3MiH MPOTAroM 6-Tu
MicAILiB Micns 3aTBepIKEHHS

81.

KAPBOMNAT
NH-TEBA

KOHLeHTpaT ans
pO34nHy Ans
iHdpy3iA, 10 mr/mn;
no 5 mn, 15 mn, 45
M1 a6o 60 mny
dnakoHi, no 1
h1akoHy B KOPOOL

TOB «TeBa
YkpaiHa»

YKpaiHa

BVMPOGHMLTBO
Hepo3acosaHoro
NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
naxkyBaHHs1, KOHTPO/Ib
cepii, f03BIN Ha
BUMYCK Cepil:
$apmaxewmi b.B.,
HigepnaHngu;
KOHTpOsb cepii: M/1IBA
XpBarcka f4.0.0.,
Xopsaris

HigepnaHngu
/

Xopsaris

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHM | Tuny - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO NiKApCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOGYBaHHSA B
npoueci BUpo6HULTBA) - BUAIEHHS
HecyTTEBOro BUNPOOYBaHHA 30BHILLHIV BUTIA4
AN BHYTPILIHBLOrO KOHTPO/IO, Nepes,
CTepu/bLHO inbTpavieto nig yac
BMIOTOB/IEHHA po3unHy KapbonnaTtuH-Tesa,
KOHLEHTpAaT A8 PO34uHy ANs iHdysii, 10 mr/imn;
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO NiKApCbKOro 3acoby
(BMNyYEHHS1 HECYTTEBOTO BUNPOGYBaHHSA B
npoueci BUpobHULTBA) - BUAIEHHSA
HecyTTEBOrO BUNPOOYBaHHS KinbKicHe
BU3HAYEHHS A1 BHYTPILUHLOrO KOHTPOIO,
nepeg ctepusbHO inbTpauieto nig vac
BWIOTOB/IEHHSA po3unHy KapbonnaTtuH-Tesa,

3a
peyenmom

UA/14502/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHLEHTpAaT A718 pO34uHy ANns iHdysii, 10 mr/mn.
Takox, BHECEHHS pefakLiiHnX 3MiH A1
npuBefeHHs hopmarty BiAMNoBiAHMX PO3LiniB
peecTpauiiHoro Aocke A0 WwabnoHy po3ainis
nocbe Teva. 3MiCT po3inis 3annwaeTbcs 6e3
3MiH
82. | KBEPLUETWH rpaHysm, 0,04 r/lr My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 6e3 - UA/0119/01/01
nolraono2ry akuioHepHe TOBapuCTBO "HayKoBo- 3MiHM | Tuny - 3MiHK 3 AKoCTi. FoTOBWMIA peyenma
naketax; no 1 r abo TOBapUCTBO BMPOGHNUNIA LLEHTP nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHK
no 2 r y nakeTi; no "HaykoBo- "BopLuariBCcbkuii BMNPOGYyBaHb abo AOMYCTUMUX MEX,
20 nakeTiB y nauui 3 BMPOGHUYMIA XiMiKo- BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
KapTOHYy LEeHTP thapmaueBTUYHUI BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
"Bopuyariscb 3aBofg" (BUTyYEHHS HECYTTEBOIO BUNPOOYBaHHS B
KWiA Ximiko- npoueci BUpo6HULTBA) BUTYYEHHSI HECYTTEBOIO
thapmauesT BMNpobyBaHHA B NPOLECi BUPOGHMLTBA 3a
NYHWIA NokasHMKOM «Po3nagaHHs» 3 MeTO0
3aBoa" npvBefleHHs y BiANOBIAHICTb A0 BUMOr AdY.
83. | KNIBAC® TabneTkun, BKpUTI TOB Ykpaina BMPOGHMLITBO, Ipeuis BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a - UA/19917/01/01
nntoc NNiBKOBOIO "ACIHO nakyBaHHs1, KOHTPO/1b 3MiHM | TUNYy - 3MiHK 3 AkocTi. CepTudikar peyenmom
060/10HKOH0 1O 10 YKPAIHA" SAKOCTi Ta BUNYCK cepii BignosigHocTI/TE-cepTudpikat BignosigHoCTi
mr/10 mr, no 10 nikapcbKoro 3acoby €Bponeiicbkiin hapmakonei/moHorpadii.
Tabnetok y 6nictepi, ENNEH MoaaHHA HOBOro abo OHOB/IEHOTO cepTudiikata
no 3 6nictepu y PAPMACBHKOTIKAN Bi4NOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
KapTOHHIM nayui KO., IHK, I'peuis BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®l; ana sBuxigHoro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTY, LLO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHU (cepTudikat
BignoBigHOCTI E€Bponeiickbkilt hapmakoner) -
OHoBeHWiT cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMPOGHMKa. MogaHHA OHOB/IEHOrO cepTudikaTa
BignoBiaHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2015-188 - Rev 02 (3atBepmxeHo: R1-CEP
2015-188 - Rev 01) ans A®| posyBactaTuHy
KauibLLito Bif, BXe 3aTBEPKEHOro BUPOGHMKa
MSN LABORATORIES PRIVATE LIMITED,
IHAjS.
84. | KNIBAC® TabneTku, BKPUTI TOB Ykpaina BMPOGHULITBO, Ipeuis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a - UA/19917/01/02
nnac NNiBKOBOIO "ACIHO nakyBaHHs1, KOHTPO/1b 3MiHK | TUny - 3MiHK 3 sikocTi. CepTudikat peyenmom
060/10HKO0 No 20 YKPAIHA" SAAKOCTi Ta BUNYCK cepil BignosigHocTI/lE-cepTudpikat signosigHocCTi

mr/10 mr, no 10
TabneTtok y 6nicrepi,
no 3 6nictepn y
KapTOHHI nauj

nikapcbKoro 3acoby
ENMEH
OAPMACBIOTIKAN
KO., IHK, I'peuis

€Bponeiicbkiii hapmakonei/moHorpadii.

MogaHHA HOBOrO abo OHOB/IEHOTO cepTuguikaTa

BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNchbkiit thapmakonei: ans

Adl; gns BUXigHOro

mMaTtepiany/peareHTy/NpoMiKHOro NPoAyKTy, Lo

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans

[0MOMIDKHOI peyoBMHM (cepTudikaT




69

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPXEHOr0
BMPO6HUKa. [ogaHHA OHOBEHOro cepTudikaTa
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2015-188 - Rev 02 (3aTBepaxeHo: R1-CEP

2015-188 - Rev 01) gnsa A®| posysBacTatuHy

KanbLiito Bif BXe 3aTBEPAKEHOr0 BUPOOHUKA

MSN LABORATORIES PRIVATE LIMITED,

IHAiS.

85.

KNIBAC®
nnoc

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0 NO 40
mr/10 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHIM navui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

BMPOGHMLITBO,
nakyBaHHs!, KOHTPO/Tb
AKOCTI Ta BUNYycK cepii

nikapcbKoro 3acoby
ENMEH
PAPMACBHIOTIKAN
KO., IHK, I'peuis

Ipeuis

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHuM | TUNY - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOBEHWMI cepTUdIKaT Bif yXe 3aTBepIXEHOro
BMpOo6HUKa. MNMofaHHs OHOBIEHOIO cepTudikaTa
BiAgnosigHOCTI €Bponeickkilt thapmakonei Ne R1-
CEP 2015-188 - Rev 02 (3atBepmxeHo: R1-CEP
2015-188 - Rev 01) ans A®| posyBactaTuHy
KasbLiito Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
MSN LABORATORIES PRIVATE LIMITED,
IHAiA.

3a
peyenmom

UA/19917/01/03

86.

KONICTUH-
BICTA

MOPOLLIOK A/1A
PO34UHY A5 iH'EKLLA
abo iHransyjn no
1000000 MO; no 10
hnakoHiB y
KapTOHHIA Kopoo6Li

MicTtpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

BMPOGHMLITBO rOTOBOT
nikapcbKoi dhopmu,
nepBunHHa Ta
BTOPWHHA YNaKkoBkKa,
KOHTPO/b Ta BUMYCK
cepil:
ANb®ACIFTMA C.MN.A,,
ITanis
Bvpo6HMLTBO roToBOI
nikapcbKoi hopmu,
nepBunHHa Ta
BTOPUHHA YNaKoBkKa,
KOHTPO/b, BK/THOYAKOUM
aHani3 igeHTudikauii
(Tect A), cnopigHeHnx
peyoBuH i npodinto
cknagy nonimikCuHiB
Ta BUNYCK cepii:
ANTAH

ITanis/
IcnaHia

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOJII0 AKOCTi FOTOBOTO N1iKapCbKOro
3acoby (3amiHa abo foaaBaHHA AiNbHUL, Ha
AKili 34iiCHIOETLCSA KOHTPO/1b/BUNPOGYBaHHS
cepil) - foaasaHHsA BUpo6HMKa ALTAN
PHARMACEUTICALS, S.A., Spain, sk
KOHTPONbHOrO cawTy Ans igeHTudikalii/aHanisy
npodinto cknagy noniMikCUHIB Ta CNopigHEeHUX
PEeYOBUH SIK Y TOTOBOMY NPOAYKTI, Tak i B API.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKeHHSs; 3MiHW | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTposib rOTOBOroO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO
nNiKapcbKoro 3acoby (A0NOBHEHHA cneuudikauit
HOBWM MOKa3HWMKOM 3 BiANOBIAHUM METOAOM

3a
peyerimom

UA/18734/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

OAPMACBHIOTIKANG,
C.A., IcnaHis

BMNPO6YBaHHS) - 3MiHa napameTpy crneumdikaw,i
3a nokasHukoM «lpodinb cknagy», a came
[ofaBaHHA HOBOro napameTpa cneuudikawii
«Cyma» E1- CMSi (i=4,6,8): 11.5-29.0% Ha
MOMEHT BMNYCKy Ta Ha TEPMiH NMPUAATHOCTI;
3MiHu Il TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCA No3a
3aTBEPAKEHNMUN JONYCTUMUMU MEXAMU
cneumdikaiit)- 3MiHa WoA0 PO3LLUMPEHHS
BEPXHbOI MeXi Ta HWXHbOI MEXi 3a NOKa3HUKOM
«[poginb cknagy»

87.

KONICTUH-
BICTA

MOPOLLIOK A/1A
PO34YUHY A5 iH'EKLLA
abo iHransyjn no
2000000 MO, no 10
b1aKoHIB y
KapTOHHIA Kopoo6Li

MicTtpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

Brpo6HMLUTBO roToBOi
nikapcbKoi hopmu,
nepBMHHA Ta
BTOPWHHA YNakoBka,
KOHTPO/Ib, BK/tOYA0UN
aHani3 igeHTudikavii
(Tect A), cnopigHeHnx
peyvoBuH i Npodinto
cknagy nonimMiKCuHiB
Ta BUNycCK cepil:
ANTAH
®APMACBIOTIKANS,
C.A., IcnaHis

IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOJIIO SAKOCTi FOTOBOTO NiKaPChKOro
3aco0by (3amiHa abo foaaBaHHA AiNbHUL, Ha
AKil 34iACHIOETLCSA KOHTPO/1b/BUNPOGYBaHHS
cepil) - AoaasaHHsA BUpo6bHMka ALTAN
PHARMACEUTICALS, S.A., Spain, siK
KOHTPONbHOrO canTy Ans igeHTudikadii/aHanisy
npodointo cknagy NoniMiKCUHIB Ta CnopigHeHNX
PEYOBUH SIK Y rOTOBOMY NPOAYKTI, Tak i B API
(ans po3yeaHHsA 2000000 MO) BBegeHHS 3MiHN
NpoTArom 6- T MiCALIB MiC/1A 3aTBEPLKEHHS;
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo foNyCTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHH: cneuudikauii
HOBMM MOKa3HUKOM 3 BiNOBIAHNUM METOAOM
BUNPOBYBaHHSA) - 3MiHa NapameTpy cneuudikauii
3a nokasHukKoM «[podinb cknagy», a came
[04aBaHHA HOBOro napameTpa cneuudikawii
«Cyma» E1- CMSi (i=4,6,8): 11.5-29.0% Ha
MOMEHT BUMYCKY Ta Ha TepPMiH npugaTHocTi (415
[o3yBaHHsA 2000000 MO); 3minu | Trny - 3MiHKW 3
skocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOrO /liKapCbKOro 3acoby
(36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - 115 TOproBoi ynakoBKu
(nigTBEPAXKYETLCA AaHMMKN peasibHOro vacy) -
36i/IbLUEHHS TEPMIHY NPUAATHOCTI NiKapCbKoro

3aco6y 3 2 pokiB A0 3 pokiB (4718 A03yBaHHSA

3a
peyernmom

He
nionsieae

UA/18734/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

2000000 MO). 3miHV BHECEHO B iHCTPYKLiO AnA
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3zin "TepmiH npugaTHOCTI".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBepMKEHHS; 3MiHM Il Tuny - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX FOTOBOIO
nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCA nosa
3aTBEPAKEHNMMN JONYCTUMUMUN MEXAMU
cneuudikadiii) - 3MiHa napameTpiB cneuudikauii
'N3 3a nokasHukom «Mpodinb cknagy», a came
PO3LUNPEHHS BEPXHBOI Ta HDKHLOT MeXi (815
[o03yBaHHsA 2000000 MO)

88.

KONICTUH-
BICTA

MOPOLLIOK A/1A
PO34YUHY A5 iH'EKLLA
abo iHransyjn no
1000000 MO, no 10
b1aKoHIB y
KapTOHHIA Kopoo6Li

MicTtpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

BMPOGHMLITBO rOTOBOT
nikapcbKoi hopmu,
nepBMHHA Ta
BTOPWHHA YNakoBka,
KOHTPO/b Ta BUMYCK
cepii: AIb®ACITMA
C.M.A., lTanis;
Brpo6HMLTBO roToBOI
nikapcbKoi hopmu,
nepBuHHa Ta
BTOPVHHA YMakKoBKa,
KOHTPO/b, BK/OYA0UN
aHani3 igeHTudikayi
(Tect A), cnopigHeHnx
peyoBUH i Npoqisito
cknagy nonimMmikCuHiB
Ta BUNycK cepil:
ANTAH
PAPMACBIOTIKANS,
C.A., Icnanis

ITanis/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOJIIO SAKOCTi FOTOBOTO NiKaPChKOro
3aco0by (3amiHa abo foaaBaHHA AiNbHUL, Ha
AKil 34iACHIOETLCSA KOHTPO/1b/BUNPOGYBaHHS
cepil) - AoaasaHHsA BUpo6bHMka ALTAN
PHARMACEUTICALS, S.A., Spain, siK
KOHTPONbHOrO canTy Ans igeHTudikadii/aHanisy
npodointo cknagy NoniMiKCUHIB Ta CnopigHeHNX
PEYOBUH SIK Y rOTOBOMY NPOAYKTI, Tak i B API
(ans po3yeaHHsA 2000000 MO) BBegeHHS 3MiHN
NpoTArom 6- T MiCALIB MiC/1A 3aTBEPLKEHHS;
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo foNyCTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHH: cneuudikauii
HOBMM MOKa3HUKOM 3 BiNOBIAHNUM METOAOM
BUNPOBYBaHHSA) - 3MiHa NapameTpy cneuudikauii
3a nokasHukKoM «[podinb cknagy», a came
[04aBaHHA HOBOro napameTpa cneuudikawii
«Cyma» E1- CMSi (i=4,6,8): 11.5-29.0% Ha
MOMEHT BUMYCKY Ta Ha TepPMiH npugaTHocTi (415
[o3yBaHHsA 2000000 MO); 3minu | Trny - 3MiHKW 3
skocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOrO /liKapCbKOro 3acoby
(36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - 115 TOproBoi ynakoBKu
(nigTBEPAXKYETLCA AaHMMKN peasibHOro vacy) -
36i/IbLUEHHS TEPMIHY NPUAATHOCTI NiKapCbKoro

3aco6y 3 2 pokiB A0 3 pokiB (4718 A03yBaHHSA

3a
peyernmom

He
nionsieae

UA/18734/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

2000000 MO). 3miHV BHECEHO B iHCTPYKLiO AnA
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3zin "TepmiH npugaTHOCTI".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBepMKEHHS; 3MiHM Il Tuny - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX FOTOBOIO
nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCA nosa
3aTBEPAKEHNMMN JONYCTUMUMUN MEXAMU
cneuudikadiii) - 3MiHa napameTpiB cneuudikauii
'N3 3a nokasHukom «Mpodinb cknagy», a came
PO3LUNPEHHS BEPXHBOI Ta HDKHLOT MeXi (815
[o03yBaHHsA 2000000 MO)

89.

KCAPENTO®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 20
mr, Ne 28 (14x2); Ne
100 (10x10): no 10,
abo no 14 TabneTok
y 6nicTepi; no 2, abo
10 6nicTepiB y
KapTOHHII nayi

Baiep Al

HimeyunHa

Banep Al

HimeuyunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHN | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponeiickkin hapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXiAHICTIO MPYBEAEHHS Y
BigNOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeicbkoi thapmakonei, abo iHLWOoi
HaLjioHanbHOT dhapmakonei gepxasu E€C (3miHa
y crneundikaLisx, nos'asaHa 3i 3MiHamu B Y,
abo €sponeiicbkin hapmakonei, abo iHLWi
HaujioHasnbHIl chapmakonei gepxasu €C) -
[opaBaHHsa po3ainis €EP ansa TecTiB
Mikpo6iosioriyHoi yactoTn y po3gini 3.2.P.5.6.;
3MiHN | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat signosigHoCTi
€Bponeiickkin hapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXiAHICTIO MPYBEAEHHS Y
BigNOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi thapmakonei, abo iHLwOoi
HaujioHasbHOT dhapmakonei gepxasu €C (3miHa
y crneundikaLisx, nos'asaHa 3i 3MiHamu B Y,
abo €sponeiicbkin hapmakonei, abo iHLWi
HaujioHasnbHIl chapmakonei gepxasu €C) -
[onoBHeHHs po3ziny 3.2.P.5.6. yTO4HIOYO0
iHchopmauieto LWoa0 BigNOBIAHOCTI BUMOram
€Bp. ®apwm. Ta iHhopMaLjElo WOoA0 KOMEPLAHNX
cepili npy BUGOPI NOKA3HUKIB SAKOCTi A/1sA
cneumdikauii; 3MiHu | TURy - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpoONechkili
thapmakonei/moHorpadii. 3mMiHu, NoB'a3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
hapmakonei, ab0 iHLIOi HaLioHa/IbHOI

3a
peyernmom

UA/9201/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'a3aHa 3i 3MmiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLLii
HaujioHasbHIl thapmakonei gepxasun €C) -
Pepakuiiini 3miHn y po3gini 3.2.P.5.6. 3a
nokasHuKkamm «30BHiLLHIA BUTNSA» Ta
«MapkyBaHHsi TabNeTkn»; 3MiHW | TUny - 3MiHK 3
AKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHuW, NoB'A3aHi 3
HeOo6XifHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo EBponeiicbkoi
chapmakonei, abo iHLIOI HaLioHa/TbHOI
thapmakonei fgepxasu €C (3miHa y
cneyudikalisix, nos'asaxa 3i 3miHamu B Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHil hapmakonei gepxasu €C) -
3MiHM y cneumdikayii MNN13 3a NOka3HUMKOM
«CynpoBigHi AOMILLKM»; 3MiHK | TURY - 3MiHK 3
aKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHuK, NOB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo EBponeiicbkoi
thapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei fgepxasu €C (3MiHa y
cneuudikaisix, nos'asaxa 3i 3amiHamu B ®Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HavjioHanbHil hapmakonei gepxasu €C) -
3MiHM y cneumdikayii MNN13 3a NOka3HUKOM
«KinbKicHe BU3HAUEHHS», a came: 3MiHa
O4VHWLb BMMIPOBaHHS 3 Mr/TabneTky Ha «%»;
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHas1bHOT hapmakonei gepxasun €C (3miHa
y creumdikalisix, nos'asaHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUiA
HauioHanbHil hapmakonei gepxasn €C) -
BBoAMTbLCS BUNPOGYBaHHS Ta KpuTepii
NPUIAHATHOCTI LWOAO0 ifeHTUdiKauii
«lgeHTndikauis A» Ta «lgeHTudpikauis B» ans
KOHTpOosto skocTi [N13; 3miHW | Tuny - 3miHK 3
saKkocTi. A®I. (iHwi 3miHW) - PefakuiiiHi npaBku o
po3ginis 3.2.P.5.1., 3.2.P.5.2. Ta 3.2.P.5.6.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

LLOZI0 OHOBJIEHHSI JOKYMEHTY 10 HOBOTO
chopmarty Ta NoCMNaHHS Ha HOMepW BepCiii
peecTpaLiiHoro AoKyMeHTy; 3MiHu | Tuny -

3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkol
hapmakonei, abo iHLIOI HaLioHa/TbHOI
thapmakonei gepxasu EC (3miHa 'y
crneundikalisx, nos'asaHa 3i 3MiHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLLii
HaujioHasbHIl thapmakonei gepxasu €C) -
Bunyyvatotbca tectu TWX ta BIKC ana
nokasHuka «laeHtudikavis» 3 KOHTPONHO AKOCTI
N3; 3miHn | TMNy - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nNikapcbKoro 3acoby (iHwi 3MiHK) - 3MiHa MoBU
BuKNageHHs MKA /13 3 pociiicbkoi Ha yKpaiHCbKY

90.

KCAPE/ITO®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 15
Mmr, Ne 14 (14x1); Ne
42 (14x3): no 14
Tabnetok y 6nictepi,
no 1, aéo no 3
6nictepu B
KapTOHHIM navui

Baiiep Al

HimeyunHa

Baiiep Al

HimeuyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHW | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasbHOT thapmakonei gepxasun €C (3miHa
y creumdikalisix, nos'asaHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUii
HavjioHasbHIN thapmakonei gepxasun €C) -
[opaBaHHsa po3ginis €O ans TecTiB
Mikpo6iosoriyHoi yactoTu y po3gini 3.2.P.5.6.;
3MiHW | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasbHOT hapmakonei gepxasu €C (3miHa
y creumdikalisix, nos'asaHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUii
HavjioHasbHIN thapmakonei gepxasun €C) -
[JlonoBHeHHs po3giny 3.2.P.5.6. yTo4H0OIO4O00
iHbopmaLieto WoA0 BiANOBIAHOCTI BUMOram
€Bp. ®apm. Ta iHhopmaLj€elo WOoA0 KOMEPLIHNX
cepili Npy BUGOPI NOKA3HUKIB SAKOCTi 415
cneuunadikauii; 3MiHu | TUNY - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat

3a
peyenmom

UA/9201/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BiAMOBIAHOCTI €BpONechbkii
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JPY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B PY,
abo €ponelicbkiin hapmakonei, abo iHLLiA
HauioHanbHil hapmakonei gepxasn €C) -
Pepakuiini 3miHun y po3gini 3.2.P.5.6. 3a
nokKasHukamm «30BHIiLLUHIA BUTNSa» Ta
«MapkyBaHHS TabneTkv»; 3MiHn | Tuny - 3miHn 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponechkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLIOI HaLioHa/TbHOI
thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'asaHa 3i 3aMiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLLii
HaujioHasbHIl chapmakonei gepxasu €C) -
3MiHM y cneumdikadii 13 3a Noka3HUKOM
«CynpoBigHi AOMILLKW»; 3MiHK | TURy - 3MiHK 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLIOI HaLioHa/TbHOI
thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'a3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLLii
HaujioHasbHIl thapmakonei gepxasu €C) -
3MiHM y cneumdikadii 13 3a Noka3HUKOM
«KinbKicHe BU3HaUYeHHsI», a came: 3MmiHa
O4VHWLb BMMIPOBaHHS 3 Mr/TabneTky Ha «%»;
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneuudikauisix, nos'sasaHa 3i 3miHamu B Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HavjioHanbHil hapmakonei gepxasu €C) -
BBoAMTbCS BUNPOGYBaHHS Ta KpuTepii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NPUIAHATHOCTI LWOAO igeHTUdikauii
«loeHTudikauis A» Ta «lgeHTudikauis B» ans
KOHTpOonto akocTi [N13; 3miHu | Tuny - 3miHK 3
akocTi. A®I. (iHwi 3miHW) - PefakuiiiHi npaBku 4o
po3ginis 3.2.P.5.1., 3.2.P.5.2. Ta 3.2.P.5.6.
LLIOA0 OHOBJ/IEHHSA AOKYMEHTY 10 HOBOIO
dhopmaTy Ta NocunaHHsa Ha HoMepw Bep il
peecTpauiiHoro AokyMeHTy; 3MiHu | Tuny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUiA
HauioHanbHii hapmakonei gepxasn €C) -
Bunyuvatotbea Tectn TWX Ta BIKC gna
nokasHuka «laeHTudikavis» 3 KOHTPOO AKOCTI
N3; 3miHk | TNy - 3MiHKW 3 IKOCTi. FOTOBMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa MOBU
BUKnageHHss MK N13 3 pocilicbkoi Ha ykpaiHCbKy

91.

KCUNOCMPE
i

cnpeii Ha3asTbHUIA,
0,5 mr/mn;

no 10 mn y cpnakoHi
3 HAcoCcoMm
[,03aTopoM i3
po3nuaoBayem; no
1 donakoHy B navi

TOB
"APTEPIYM
nTo”

YKpaiHa

MAT"Tanuudhapm”

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTudiikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOBEHWI cepTUQIKaT Bif YXe 3aTBEpXEHOro
BUPOBHMKA - NOJaHHA OHOB/IEHOro cepTudpikata
BiAgnosigHOCTI €Bponelickkil thapmakonei Ne R1-
CEP 2017-054 - Rev 00 (3atBepmxeHo: RO-CEP
2017-054 - Rev 00) 4ns fito4ot0 pevyoBuHU
KCUIOMEeTas0iHy riapox/10puay Big,
3aTBEPKEHOr0 BUPOGHUKA
PRZEDSIEBIORSTWO INNOWACYJNO
WDROZENIOWE IPOCHEM SP. Z.0.0,
MonbLa, ki 3MiHUB Ha3BYy Ha
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A,, MNonbla

6e3
peyenma

UA/19065/01/01




77

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
92. | KCUOCNPE | cnpeli Ha3anbHWiA, TOB YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 6e3 - UA/19065/01/02
n 1,0 mr/mn; "APTEPIYM 3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peuyenma
no 10 mn y cpnakoHi nTar BignosigHocTi/l E-cepTudikar BignosigHoOCTI
3 HacocoMm €Bponeiicbkiit hapmakonei/MmoHorpadii.
[03aTopoM i3 MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
posnuasayem; no BIANOBIAHOCTI @60 BUNyYeHHs cepTudikara
1 donakoHy B navi BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoOMiKHOTO NPOAYKTY, LU0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOBEHWI cepTUdIKaT Bif YXe 3aTBEpXEHOro
BMPOGHMKA - NOJaHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 2017-054 - Rev 00 (3atBepmxeHo: RO-CEP
2017-054 - Rev 00) 4ns fjto4ot0 pevyoBuHU
KCunomMeTasoniHy rigpoxnopuay sig
3aTBEPKEHOr0 BUPOGHUKA
PRZEDSIEBIORSTWO INNOWACYJNO
WDROZENIOWE IPOCHEM SP. Z.0.0,
MonbLya, Skunidi 3MiHUB Ha3BYy Ha
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A,, lMonblua.
93. | KCODNY3A® | Tabnetku, BKpUTI TOB «Pouww YkpaiHa BWMYCK Cepii roToBOro LLiBenuapis/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/18056/01/01
NNiBKOBOIO YkpaiHa» NiKapcbKoro 3acoby: cuwA/ 3MiHK |l TNy - 3MiHK Woao peyennmom | nions2ae
o60n0oHkKoto, no 20 ®.XothdpmaHH-/15 PoLu AnoHis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

Mr; no 2 abo no 4
Tabnetkn y énictepi,
no 1 6nictepy y
KapTOHHIM navui

Nta, Weeiiuapis
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BK/THOHAIOUM
BUNPOBYBaHHSA
KOHTPO/IO SKOCTi B
npoteci BUpobHMLTBA:
Wapn MekexuHr
Cepsices, /1/1C, CLLA
BVMPOGHMLTBO
niKapcbkoro 3acoby,
BK/IO4A0UM KOHTPO/b
B npoveci
BMPOBGHULTBA,
BMNPOBYBaHHSA
KOHTPOI0 AKOCTi Npn
BUNYCKy Ta
CTabifIbHOCTi:
LLioHori ®apma Ko.,
nta. Cetcy MNnaHT,
AnoHis

3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS Y 3B'AA3KY i3 HOBUMMU
LAHUMU 3 SIKOCTi, AOKNIHIYHUMU, KNIHIYHUMIN
AaHuMK Ta faHumuy 3 hapmakoHarnsgy - 3MiHm
BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnacTneocTi”,
"MpoTunoka3aHHs", "B3aemogdist 3 iHLIMMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpyaar”, "3gatHicTe BNivBaTu Ha
LWBMUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU MexaHi3mamun',
"Cnoci6 3acTocyBaHHS Ta 403K,
"Mepepno3yBaHHA", "Mo6IYHI peakuii” BigNoBigHO
[0 marepianis peecTpauiiHoro fOCbe.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHS; 3MiHW Il TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BUNPOOYBaHHSA 3MiHM y TepaneBTUYHNX NOKa3aHHAX
KOHTPOI0 AKOCTi Npn (oofaBaHHSA HOBOrO TepaneBTUYHOIO NOKa3aHHSA
BUMNYCKY Ta ab0 3miHa y 3aTBEPKEHOMY NOKa3aHHi) - 3MiHn
cTabinbHocTi (3a BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
BUK/IOYEHHAM 3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
MiKpobiosoriyHol "MokasaHHs" (3MiHa 3aTBEPKEHOrO NOKa3aHHS.
yncToTn): BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
®. XodhdmaHH-/1a 3aTBepKeHHS; 3MiHu Il Tuny - 3MiHK Woao
Pow N1g, Wseiiyapis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BUMNPOOYBaHHSA 3MiHM y TepaneBTUYHNX NOKa3aHHAX
KOHTPO/I0 AKOCTi Npn (oofaBaHHSA HOBOrO TepaneBTUYHOIO NOKa3aHHSA
BUMNYCKY Ta ab0 3miHa y 3aTBEPKEHOMY NOKa3aHHi) - 3MiHW
cTabinbHOCTI (TiNbkn BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
Mikpo6ionoriyHa 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
yncToTa): "®apmakonoriyHi BnactusocTi”, "Moka3aHHs"
®.XobcpmaHH-/15 Powu (mopaHo nokasaHHA Ta OHOB/IEHA iHdhOpMAaLLis:
NTa, Wseiiuapis "IMOoCTKOHTaKTHa npodisiakTuKa rpuny B oci6
Bikom Bif, 12 pokis. Mpenapat Kcodhny3a® cnig
3aCTOCOBYBATU BifNOBIAHO A0 OILiHNX
pekomeHaaLiii."), ik Hacnigok, fo po3giny
"Cnoci6 3acTocyBaHHA Ta 4031". BBefeHHs 3MiH
NpoTSArom 6-Tv MicsLiB Micns 3aTBePAKEHHSI
94. | KCO®D/TY3A® | Tabnetku, BKpUTI TOB «Pou Ykpaina BMNYCK cepii roToBOro LLiBeiuapis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/18056/01/02
NNiBKOBOIO YkpaiHa» NiKapcbkoro 3acooy: CuwA/ 3MiHK |l TUny - 3MiHM Woao peyenmom nionseae
o6orsoHkKoto, no 40 ®.XohcpmaHH-/15 PoLu AnoHis 6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy.

Mmr; no 1 a6o no 2
Tabnetkn y énictepi,
no 1 6nictepy y
KapTOHHIN nayui

NTa, Wseiiuapis
nepBUHHE Ta
BTOPWHHE MaKyBaHHS,
BK/THOHAI0UM
BMNPOBYBaHHSA
KOHTPOJIO AKOCTi B
npoueci BupobHuuTBa:
LWapn MekemkuHr
Cepsices, /I1C, CLLA
BUPOGHULTBO
nikapcbkoro 3acooy,
BK/TIOYAI0UN KOHTPO/1b
B NpoLeCi
BMPOGHMLITBA,
BMNpPOOYBaHHSA
KOHTPOI0 SKOCTi Npn
BUMYCKY Ta
CTabiNbHOCTI:
LioHori ®apma Ko.,
n1a. Cetcy MNnaHT,
AnoHis
BUNPOBYBaHHSA
KOHTPOJI0 SIKOCTi Npu

3MiHM Y KOPOTKIil XapakTepuCTuLi NiKapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMU
AaHVMKU Ta AaHuMK 3 dpapmakoHarnsagy - 3mMiHu
BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BractneocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHLWMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaaro”, "3aatHicTb BNMBaT Ha
LIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMY MexaHisMamm”,
"Cnoci6 3acTocyBaHHsA Ta f03u",
"MepeposysaHHs", "MNo6iyHI peakuii” BIANOBIAHO
[0 matepianiB peecTpauiiHoro JoChe.
BBefeHHs 3MiH NpoTAroM 6-Tu MicsauiB nicns
3atBep/XeHHs; 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHM y TepaneBTUYHNX NOKa3aHHSX
(oofaBaHHA HOBOTO TEpaNeBTUYHOIO NoKa3aHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BUMYCKY Ta ab0o 3miHa y 3aTBEpXEHOMY NOKa3aHHi) - 3MiHn
cTabinbHOCTI (3a BHECEHO A0 [HCTPYKLii ANna MeguyHoro
BUK/TIIOYEHHSIM 3acToCcyBaHHSA MikapcbKoro 3acoby A0 po3giny
MikpobiosioriyHol "MokasaHHs" (3MiHa 3aTBEPAXEHOr0 MOKa3aHHS.
4YUCTOTK), NEPBUHHE BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
Ta BTOPUHHE 3aTBepKeHHs; 3MiHu Il Tuny - 3MiHu Woao
nakyBaHHs1, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BK/TIOYAI0YN KOHTPO/Ib 3MiHM y TepaneBTUYHNX NOKa3aHHAX
B npoveci (mopaBaHHA HOBOTO TEpaNeBTUYHOIO NoKa3aHHSA
BMPOGHULITBA, BUMYCK ab0o 3miHa y 3aTBEpXEHOMY NOKa3aHHi) - 3MiHn
cepii roToBoro BHECEHO A0 IHCTPYKLii ANna MeguyHoro
nikapcbkoro 3acoby: 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
®. XohchbmaHH-/15 "®apmakonorivHi BnactmsocTi”, "lMoka3aHHSA"
Pow Nt Weeiiyapis (mopaHo nokasaHHA Ta OHOB/EHa iHGhopMaLList:
BMNpobyBaHHA "lMocTKOHTaKTHa npodinakTuka rpuny B ocié
KOHTPOJI0 SIKOCTi Npu BikoMm Big 12 pokiB. MNpenapat Kcodhry3a® cnig
BUNYyCKY Ta 3aCcTOCOBYBATU BiANOBIAHO A0 OiLiHNX
cTabinbHOCTI (TiNbKK pekoMeHaaLjin."), Kk Hacnifok, Ao po3giny
Mikpob6ionoriyHa "Cnoci6 3acTocyBaHHS Ta f03u". BBeeHHs 3MiH
ynucToTa): NPOTArom 6-Tv MiCALIB MicNa 3aTBepPIKEHHS
®.XothpmaHH-/15 PoLu
Nta, Weeiiuapis
95. | IAKO3AM® TabneTkn, BKPUTI TOB YkpaiHa Brpo6HMUTBO, Ipeuis BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a He UA/18538/01/02
NAiBKOBOO "ACIHO nepBUHHe Ta 3MiHW | TUny - 3MiHK Wwoao peyenmom | nionsizae
060/10HKO0, 1Mo 100 YKPAIHA"

mr; no 14 TabneTok
y 6nicTepi; no 4
6nictepn y
KapTOHHIM nayuivi

BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii nikapcbkoro
3acoby: hxeHedapm
CA, peuist; KoHTposnb
cepii:
KoEnCiEc N14.,
pevis

6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepuYHUX/TiIGPMAHNX/6I0NOAIGHMX NiKAPCHKNX
3ac06iB nicna BHECEHHSA TiET camol 3MiHN Ha
pedhepeHTHMI1 NpenapaT (3MiHa He NoTpebye
HafaHHS XXOAHWUX HOBMX AOAATKOBUX AaHWX).
3MiHN BHECEHO A0 IHCTPYKLIii 415 MEeAUYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y posginu:
"®apmakonoriyHi BnactmsocTi”, "B3aemogisa 3
iHLIMMKM nikapcbkMKU 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpyaar”, "3gatHicTe BNivBaTu Ha
LWBMUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU MexaHi3mamun',
"Cnoci6 3acTocyBaHHS Ta 403K,
"Mepepno3yBaHHA", "Mo6IYHI peakuii” BigNoBigHO
[0 iHdhopMaLii LWOA0 MeANYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (BIMMAT,
TabneTkun, BKPUTI NNiBKOBOKO 060IOHKOL0)
BBefeHHs1 3MiH NpOTArom 6-T1 MicALIB 3 Aatn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3aTBEPAKEHHS.
96. | IAKO3AM® TabneTku, BKPUTI TOB Ykpaina Bupo6HuuTBO, Ipeuis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/18538/01/01
NNiBKOBOIO "ACIHO nepBuHHE Ta 3MiHK | TUNY - 3MiHN Woao peyenmom nionseae
o6osoHkKoto, no 50 YKPAIHA" BTOPUHHE NaKyBaHHS, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
Mmr; no 14 TabneTok KOHTPONb Ta BUMYCK 3MiHM Y KOPOTKIil XapakTepuCTuLi NiKapcbKoro
y 6nicTepi; no 4 cepii nikapcbkoro 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
6nictepu y 3acoby: xeHedapm MeZMNYHOro 3aCTOCYBaHHS
KapTOHHII nayui CA, Ipeuist; KoHTposb reHepuYHUX/riopuaHNx/6ionoaibHNX NiKapcbkux
cepit: 3aco6iB nicns BHECEHHS TiET caMol 3MiHM Ha
KioEnCiEc N14., pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye
Mpeuis Ha/JaHHS XOAHWNX HOBUX AOAATKOBMX JaHUX).
3MiHN BHECEHO A0 IHCTPYKLUii 415 MEeAUYHOTO
3aCcTOCyBaHHS NiKapCbKOro 3acoby y po3gainu:
"apmakonoriyHi BnactusocTi”, "Bzaemogis 3
HLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTb BNaMBaTu Ha
LIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM abo iHLIMMU MexaHi3mamu',
"Cnocib 3acTocyBaHHs Ta fosun",
"Mepeno3yBaHHa", "No6iyHI peakuii” BiANOBIAHO
0,0 iHdhopMaLiT LLoA0 MeANYHOro 3aCTOCYBaHHSA
pedyepeHTHOrO Jlikapcbkoro 3acoby (BIMMAT,
TabneTku, BKpUTI NNIBKOBOK 060/TOHKOIO)
BBeneHHs 3MiH NpoTAroM 6-Tu MicALUiB 3 Aatu
3aTBEPKEHHS.
97. | NEBOUUH-H PO34uH NS iHdy3ilA, TOB Ykpaina Hepo3dacoBaHuii peuisi/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a He UA/12842/01/01
500 mr/100 mn; no «®APMACE NPOAYKT, NEePBUHHA Ykpaina 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoToBUIA peyenmom | nions2ae
100 mn a6o no 150 N» ynakoBka, BTOPMHHA nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa

M1y doiakoHi; no 1
dhnakoHy B nauui 3
KapToHy; no 100 mn
a6o 150 mny
donakoHi; no 10
h1akoHiB y kopobLyi

ynakoBKa, KOHTPO/Ib:
BIOCEP C.A.
MAPEHTEPAN
COMowHC
IHOACTPI, Mpeuis
KoHTpoOsib, BUNYyCK
cepit:
TOB "®APMACEJT",
Ykpaina

iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, L0
BiANOBIAAE 3a BBE3EHHA Ta/abo BMNycK cepil) -
Bkitovatoun KOHTPOIL/BUNPOBYBaHHSA cepii.
3miHa micus BUpobHuLTBa BUPOGHMKa TOB
“©APMACEJT", YKkpaiHa BifnosiganbHOro 3a
KOHTPO/b, BUNYCK cepii. 3MiHN BHECEHO 0
IHCTPYKLi 4159 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3gin
"Micue3HaxokeHHs BUPO6HMKa Ta agpeca
MiCLiA NMPOBa)KEHHS Oro AisnbHOCTI" 3
BiANOBIAHMMU 3MiHAMW B TEKCTI MapKyBaHHsA
ynakoBKW fikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS.
3MiHY | TNy - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUIT Ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MeAMYHOro 3acCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "OcobnmMBoCTi 3aCTOCyBaHHA"
(BvnpasneHo rpamaTtuyHi Ta opcorpadiyHi
NMOMWJ/IKW), & TakoxX y po3ain "Mo6iyHi peakwyii"
LLOZI0 B&X/IMBOCTI 3BiTYyBaHHSA NPo NOGiYHi
peakuii. BBeAeHHS 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu WoAao
6e3nekn/edreKTMBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW). OHOBNEHHA TEKCTY MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby, a came BUyYeHO
BUKNAAEHHS TEKCTY MapKyBaHHS POCICbKOI0
MOBOH, YTOYHEHO iH(hopMaLito Woao
peecTpaLiiHOro NocBig4YeHHs, KOHKPETU30BaHO
iH(hopMaLito Wwoao norotuny. BeegeHHs 3MiH
NpoTArom 6-T1 MiCALIB NicNa 3aTBEPIKEHHS

98.

NEMTPALA

KOHLieHTpaT ans
pO34nHy Ans
iHcpysii no 12 mr/1,2
ma; Ne 1: mo 1,2 mn
y thnakoHi; no 1
dnakoHy y
KapTOHHIA KOpooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

BTopvHHe nakyBaHHS,
MapKyBaHHS,
36epiraHHa M3 Ta
BWMNYCK Cepil:
FOPOEWMIAR HOKEW
NIMITEA, BETMKA
BPUTAHIA; BTopuHHE
nakyBaHHs1,
MapKyBaHHs,
36epiraHHa MM13 Ta
BMNYCK cepil:
[hxensalim IpnaHg
Nimiten, lpnaHais;
BUpo6HULTBO (fill-
finish/nepeuHHe
nakyBaHHS1) KOHTPO/Ib
AKOCTI (B npoueci
BMPOGHMLITBA,
KOHTpOnb AkocTi N3,
BK/THOHAI0UM
TeCcTyBaHHA AN
OLLiHKV CTEPW/IbHOCTI i
BMICTY
MiKpoopraHi3mis),
TecTu Ha
CTabiNbHICTb):
BepiHrep IHrenbxanv
dapma 'm6X i Ko. KT,
HimeuuunHa;
TeCcTyBaHHA AnA
OLLiHKV CTEPW/IbHOCTI i
BMICTY
MiKpoOpraHismis

BEJIMKA
BPUTAHIA/
Ipnangis/
HimeyunHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTpoNb roToBOro
nikapcbKkoro 3acoby. 3MiHa y meTogax

BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHUX MeTohax
BMNpoGyBaHHA) HesHauHa 3miHa y
3aTBEPAKEHNX METOAAX KOHTPOJO AKOCTI, @
came- OHOBJ/IEHHSI KPUTEPIiB NPUAHATHOCTI
cucTeMu 4Ns BU3HAYEHHS akTUBHOCTI 3a

[10MOMOrOL0 KOMM/IEMEHT-0MOCEePEAKOBAHOIO

KniTuHHoro nisucy (CMCL), Lo BUKOHYETbCA ANA
KOHTposto /13, BHACNiAOK 3MiHM onepauiiHoi
cucteMu Komn'totepa. Takox, BHECEHHS
pefakuinHux 3miH: go p.3.2.P.5.2 (kputepii
NPUAHATHOCTI-BUNPaBUTK TUNorpadiyHy

NOMUJIKY Y 3HAYEHHI «KoeiLiEHT BU3HAUYEHHS

KpUBUKX CTaHAapTy Ta 3paska» 3 297 Ha 20,97

AN NpMBeAEHHS Y BiAMNOBIAHICTb A0 KpUTEpIiB

NPUAHATHOCTI AN1S LbOro X meToay B p.3.2.5.4.2;
OHOBJ/IEHHS Nnorotuny komnawii CaHodi B
pokymeHTauii CMC. 3Mminn | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunNpobyeaHHA APl abo BMXigHOro
Marepiany/npoMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW y 3aTBEPMXEHUX MeTogax
BMNpo6yBaHHA) HesHauHa 3miHa y
3aTBEPAKEHNX METOAAX KOHTPOJIO SKOCTI, @
came- OHOBJ/IEHHSI KpUTEPIiB NPUAHATHOCTI
cucTeMu 4Ns BU3HAYEHHS akTUBHOCTI 3a
[10MOMOrOL0 KOMM/IEMEHT-0MOCEePEAKOBAHOIO
KiTuHHOro nisuncy (CMCL), Lo BUKOHYETbCA ANA

3a
peyenmom

UA/17376/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
(anbTepHaTMBHA KOHTposito A®I, BHACNIAOK 3MiHM onepawiinHoi
nab6opartopisi): Ec Oxi c/UCTeMU KOMM'KTepa.
Ec IHCTUTYT ®peseHiyc
rm6X, HimeyunHa
99. | NONEAIYM® Kancynu Teepai no 2 CaHpo3 CnoseHisa BUPO6HMLTBO in bulk, HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 6e3 nionsieae UA/9738/01/01
MTr; M0 6 Kancyny dapmachbHoTi nakyBaHHs, BUMYCK Monbwa/ 3MiHY | TRy - AAMIHICTPaTMBHI 3MiHU. 3MiHa peyenma
6nictepi; no 1 Kans g.a. cepii: PymyHis HalilmeHyBaHHs Ta/abo agpecy Micus
6nictepy B Cantotac ®apma NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
KapTOHHI kopoo6Lyj; 'M6X, HimeuyunHa rOTOBOrO NiKapCbKOro 3acoby, BKIUa4n
no 10 kancyn y nakyBaHHs, BUNYyCK AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
6nictepi; no 1 cepit: KOHTPOJO SIKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnosigae
6nictepy B Nek C.A., Monbwa BMPOGHMK/IMNIOPTEP, BK/IKOYAKOYM BUMYCK Cepili) -
KapTOHHIA KOopoo6Li BMPOGHMLITBO 3a 3MiHa Ha3BM BUPOOHUKA, BiANOBIAA/ILHOIO 3a
MOBHUM LK/IOM: NOBHWIA BUPOGHNUMI LKA /13. TepmiH BBEAEHHS
CaHnpos C.P.J1., 3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPAKEHHS
PymyHis
100. | NIOPUHAEH® | ma3b no 15ry Ty6i; TOB Ykpaina $apmsasog Enbha Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a - UA/1718/01/01
C no 1 Ty6i y Kopobui «BAYLL AT. 3MiHV | TUNY - AAMIHICTPaTWBHI 3MiHW. peyenmom
XENC» BunyyeHHst BUPOGHMYOI AinbHULi (BKIHOYAKUM
AinbHuui ansa A®l, npomixxHOro NnpoAaykTy abo
rOTOBOrO /1iKapCbKOro 3acoby, AiNbHULI Ans
NpoBefeHHA NakyBaHHS, BUPOGHMKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOo cepii) abo
noctadasibH1Ka BUXiAHOTO MaTepiasy, peareHTy
a60 4ONOMDKHOT PevOBUHU (SIKLLLO 3a3HAYEHO Y
[0CbE). BunyyeHHs BUPOGHWYOT AinbHULI ANs
A®| chnymeTasoHy niBasiaty BUPO6HMLITBA
Newchem B 3B'i3Ky 3 BUPOOHNUOIO
HeobXigHICTI0. BBEAEHHS 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb ADI (iHWi 3MiHW).
BupaneHHs 3anucis y cneundikauii A®I wopao
nepioAnMYHOCTI MIKPOGIONOTIYHMX AOCTIMKEHD
BMPOOHUKOM rOTOBOI NPOAYKLI NPU OTPUMaHHI
naptii A®l, Wwo BBaXaeTbCcsa NUTaHHAM GMP.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHS
101. | MATHEMAKC | TabneTku, BKpuUTI TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 6e3 - UA/15597/01/01
-340POB™A NNiBKOBOIO BO 3 06MexeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenma
060/10HKOt0, No 10 OBMEXEH BiANOBIA&LHICTIO peecTpauiiHoro nocBifg4YeHHs) (3rigHo Hakasy
TabneTtok y 6nicrepi; (e]}6} "hapmMavueBTNYHa MQO3 Big 23.07.2015 Ne 460) BBeaeHHs 3MiH
no 3 a6o 6 6nictepis | BIAMNOBIOA KoMnaHis "3gopos'a” NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPOKEHHS;
Y KOpO6Lj 3 KApTOHY NbHICTHKO 3MiHu | TUnNy - 3MiHK Woao
«KOPIOPA 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
uiA BBeaeHHs1 abo 3MiHU [0 y3arasibHeHWX AaHnx
«30POB’A npo cuctemy gpapMakoHarnsay (BBeAeHHs

»

y3araJ/ibHeHuX faHux rnpo CUCTemy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeEHOI
0cobu 3asBHUKA, BiAMNOBIAA/ILHOT 38
thapmakoHarnsag ditova pegakuis: LLeBueHko
Onena IropisHa MpornoHoBaHa pefakLis:
MaHosa OneHa MukonaisHa 3MiHa KOHTaKTHUX
[AaHVX yNoBHOBaXXEeHOI 0Co6u 3asBHIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag 3miHa
Homepa MacTep-thaiina cuctemm
dhapmakoHarnsay

102.

MArHIKOP

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, hopTe,
no 150 wmr; no 10
Tabnetok y 6nictepi;
no 3 a6o 10
6nicTepiB y naui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

YkpaiHa

AT "KMIBCbKUI

BITAMIHHNN
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHuM | TUNY - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWI cepTUQIKaT Bif yXe 3aTBepXEHOro
BMpOo6HUKa. MNMofaHHsA OHOBIEHOrO cepTudikaTa
BiAnoBigHOCTI €Bponelickkil thapmakonei Ne R2-
CEP 1993-007-Rev 05 (3aTBepgxeHo: R2-CEP
1993-007-Rev 04) ans A®I kucnotu
aueTuncaniynioBoi Big 3aTBEPAKEHOr0O
BMpo6Huka Novacyl, ®paHuis. 3miHum | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BiANOBIAHOCTI EBPONENChHKIN
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo
OHOBJIEHOrO cepTudiKaTa BigNoBigHOCTI abo
BWNYYEHHS cepTudikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudikar
BiAnNoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBIEHWIT cepTUdpikat Bif, y)Ke 3aTBEPAKEHOIO

bes
peyenma —
30
mab/1emok.
3a
peuyenmom —
100
mab/1Iemox.

UA/11211/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMKa. [logaHHs OHOBEHOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R2-
CEP 1993-007-Rev 06 gna A®| kucnotu
aueTuncaniyuioBoil Bif, 3aTBEPAKEHOIO
BMpo6HUKa Novacyl, ®PpaHuis.

103.

MATHIKOP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 75
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
10 6nicTepiB y navui

AT
"KUIBCBKW
"
BITAMIHHMU
1 3ABOA"

Ykpaina

AT “KI/ITBCbKI(JI/I
BITAMIHH1N
3ABO"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis:
3MiHN | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat signosigHoCTi
€Bponeiicbkin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMPOGHUKa. [logaHHs OHOBEHOro cepTudikata
BiAnoBiaHOCTI EBponeiickkili hapmakonei Ne R2-
CEP 1993-007-Rev 05 (3aTBepgxeHo: R2-CEP
1993-007-Rev 04) ana Ad®l kucnotu
aueTuncaniuunoBoi Bif, 3aTBEPAKEHOIO
BMpo6Huka Novacyl, ®paHuis. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/Ty4YEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ans fONOMIXHOT pevoBnHN (cepTudikar
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOG6HUMKa. [ogaHHA OHOBEHOro cepTudikara
BiAgnoBigHOCTI EBponelickkili hapmakonei Ne R2-
CEP 1993-007-Rev 06 gna A®l kucnotun
aueTuncaniynioBoi Big 3aTBEPAKEHOr0O
BMpo6HUKa Novacyl, ®paHuijsi.

Ne 30 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/11211/01/01

104.

MEAOLMMNPU
H

TabneTkn, BKPUTI
NAiBKOBOO
06010HKO0, M0 500
Mmr no 10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

Mepgokemi
nTa

Kinp

BMPOBHMLTBO 3a
NOBHUM LMK/IOM:
Megokemi ITA (3aBog,
AZ), Kinp;
BVMPOGHMLTBO
roTOBOrO /liKapCbKOro
3acoby, nepBuHHE Ta
BTOPUHHE NaKyBaHHS:

Kinp/
B'eTHam

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHn | TURYy - 3MiHM 3 akocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; nnsa BMXigHOro

3a
peyenmom

UA/6922/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Mepokemi (Pa IcT) Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
NTA - Opan ®aciniri, BMKOPUCTOBYIOTLCA Y BUPOOGHMUTBI A®I; ana
B'eTHam [0NOMDXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelicbkin hapmakonei) -
HoBuii cepTudpikat Bif, HOBOro BUPOGHUKA
(3amiHa abo [ONOBHEHHS) - NOJaHHS HOBOTO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei Ne R1-CEP 2010-099 - Rev 01 ans
aitoyoi peyvosuHu Ciprofloxacin Hydrochloride
Bif HOBOro BMpo6HuKa Zhejiang Guobang
Pharmaceutical Co., Ltd. Kutaii (ZonoBHeHHs [0
BXeE 3aTBepKeHnX BUpoOHukiB: Aarti Drugs
Limited , IHgis; Neuland Laboratories Limited,
IHAiA)
105. | MEHAKTPA® | po3u4uH 4ns iH'ekuii, CaHodi CLA BTOPVHHE NaKyBaHHS, YropwwHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/17509/01/01
I no 1 posi (0,5 mn)y MacTep IHk. BUWMYCK CepiA: Kanaga/ 3MiHM | TUMy - AAMiHICTPaTWBHI 3MiHU. 3MiHa peyenmom | nionsizae
MENACTRA® | dnakoHi, no 1 a6o CaHochi-ABeHTic 3pT., Cnony4eHi HalilMeHyBaHHs Ta/abo agpecy Micus
BAKUVHA no 5 cpnakoHiB y YropLmHa LWratn NpOBa)KEHHS AiS/IbHOCTI BUpOBOHUKa/imnopTepa
MEHIHITOKOK | kapTOHHili Kopobui 3 KOHTPO/Ib SKOCTI in (CWwA) rOTOBOrO JliKkapCbKOro 3acofy, BK/IYatoum
OBA MapKyBaHHAM ViVO Mpu BUMNYCKY: OinbHWLI BUNYCKy cepii abo MicLle npoBefeHHs
MONICAXAP YKpPaiHCbKOK CaHodpi Nactep KOHTPO/O SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
NOHA MOBOI0; Nimitea, KaHaga BMPOGHMK/IMNOpPTEp, BK/IKOYAKUM BUMYCK Cepild) -
CEPOIryn no1a6ono5 BMPOBHULTBO, 3MiHa Ha3BY Ta agpecy BUPOOHWYOT AiNbHULL B
A,C,YTAW- | cdhnakoHiBy HanoBHEHHS, M. Byganewr, wo Bignosigae 3a BTOPUHHE
135 KapTOHHI Kopo6uji 3 KOHTPO/Ib SKOCTI, nakyBaHHS Ta BUMNYyCK cepiil. 3MiHN BHECEHO B
KOH''OrOBA MapKyBaHHAM nepBUHHE NakyBaHHA, IHCTPYKUiO AN MeanyYHOro 3acTocyBaHHs
HA iHO3EeMHOK MOBOK MapKyBaHHs, NiKapcbKoro 3acoby LWOA0 HalMeHyBaHHS Ta
OVNOTEPIAH Ta yKkpaiHOMOBHUM BMNpPOOYBaHHSA MiCLie3HaxX0MKEHHSI BUPOOHMKA 3 BiANOBIAHUMY
nm CTMKEPOM Ha cTabinbHoCTi, 3MiHaMW Y TEKCTi MapKyBaHHS1 yNakoBKu
AHATOKCWH | KapTOHHIi kopobui BTOPVHHE NaKyBaHHsA nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
oM (ctaHpapTHO- Ta BUMYCK cepiit: npoTArom 6 micsiB nicns 3aTBepAKeHHS
eKcrnopTHa CaHocdpi Mactep IHK.,
ynakoBka); no 1 abo Cnonyueni Wtatn
no 5 dakoHis B (CWwA)
CcTaHfapTHO-
€KCMOPTHIN
yMakoBLi, sika
MICTUTBLCA B
KapTOHHI KOpo6L;i 3
iHCTpyKUi€eto aAns
MeANYHOro
3aCTOCYBaHHS
106. | METACMPEN | cnpeii HazanbHWiA, TOB Ykpaina TOB "Mikpochapm” Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a He UA/19139/01/01
® [030BaHwuit, 50 "BAJNTAPTIH 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenmom | nidssieae
MKr/go3y no 10 r (60 PAPMA" Has3BW JlikapCbKOro 3acoby. BHeceHo woao

[03) abo 18 r (140

£03) y
nosiieTunsieHoBomy

Hai3BU NiKAPCHKOTO 3aco0y. 3aTBepAKEHO:
METACTIPEW. 3anpornoHosaHo:
METACNPEV®. 3minu | Tvny - 3MiHun woao




86

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
dh1akoHi 3 Hacocom- 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
[o3aTopom Ta (iHWi 3MiHW). BHECEHO B TEKCT MapKyBaHHs
HacafKoto- ynakoBKW NiKkapcbKoro 3acoby, a came BHECEHHS
pO3nuoBayYeM i3 iHchopMmawii LWoAo noka3aHHA Ta 3aCTOCYBaHHS
3aXUCHUM nNiKapcbkoro 3acooy.
KoBnmaykom, no 1
chnakoHy B
KapTOHHIN nayui
107. | METOTAB Tabnetku no 10 mr; Mepak HimeuyunHa Bupo6HuK, Wwo HimeyunHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasis: 3a He UA/11318/01/03
no 10 TabneTok y lesenbwad Bignosigae 3a 3MiHM | TRy - 3MiHK 3 AKkocTi. [oToBWMiA peyenmom | nionsizae
6nictepi, no 1 a6o 3 T dotop MapKyBaHHs nikapcbkuii 3aci6. CTabinbHiCTb. 3MmiHa y
6nictepu 3 K/iHiLe NepPBUHHOT YNaKoBKM, TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHA
antoMiHieBoi coonbru | LWneuiansnp BTOPUHHE NaKyBaHHS, rOTOBOrO Jlikapcbkoro 3acoby (3MiHa B yMoBax
i MIBX/MBAX-nNiBku enapare KOHTPO/b/BMNPO6GYBaH 36epiraHHs roToBOro Jlikapcbkoro 3acoby abo
B nauu,i M6X HS cepii Ta 3a BUMycK nicns PO3YNHEHHA/BIHOBNEHHS) - 3MiHV B
cepii: ymoBax 36epiraHHs 13 3aTBepgxeHo: YMOBU
Mepak esenbladt 3BEPIFAHHSA 36epirat npy Temneparypi He
dorop KniHiwe BuLLe 25 °C y HeAoCTYNHOMY A1 fiTeld MicLi.
LLineujiansnpenapare 3anponoHosaHo: YMOBW 3BEPIFAHHA
M6X, HimeuunHa 36epirati npu Temnepatypi He BuLe 25 °C.
Brpo6HWK, Lo 36epirati B OpuriHasIbHIN ynakoBLi AN 3aXncTy
BignoBigae 3a BiZ Aji cBiTNa, 36epiratn y HefOCTYNHOMY A71S
BMPOOHULITBO rOTOBOI [iTeli MicLyi. BHECEHO B iHCTPYKLi0 Ans
[,030BaHOi hopmu, MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
nepBUHHe Ta po3ain "YMoBu 36epiraHHsa" 3 BigMnoBigHMU
BTOPWHHE MakKyBaHHS, 3MiHaMK B TEKCTi MapKyBaHHSA ynakoBoOK; 3MiHu |
MapKyBaHHs TMNy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuMii
NepBUHHOT YMakoBKX, 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
KOHTPO/b/BUNPO6GYBaH npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
HA cepil: NiKapCbKOro 3aco6y (3MeHLIEHHS TEPMIHY
Ekcenna M'v6X eHg, npuaaTHOCTI FOTOBOrO MiKapPCbKOro 3acoby) -
Ko. KI, HimeyunHa [1nsi TOPro.oi yNakoBKU - 3MEHLLEHHS TePMiHY
npuaaTHOCTI Nikapcbkoro 3acoby 3 5 pokis Ao 3
pokiB (a9 o3yBaHHA 7,5 mr Ta 10 mr). TepmiH
npugatHocTi MN3 gna posysaHHa 2,5 Mr
3a/MwaeTbca 6e3 3MiH (3 pokun). 3aTBepaXeHO:
TepmiH npugaTtHocTi: Ans fo3yBaHHs 2,5 mr — 3
poku. na no3yBaHHa 7,5 mr i 10 mMr — 5 pokis.
3anponoHoBaHo: TepMiH NPUAATHOCTI. 3 POKK.
BHECEHO B iHCTPYKLIito A1 MEeAUYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby y po3ain
"TepMiH npugatHocTi". BBeAEHHS 3MiH NPOTArom
6-TV MiCALIB MiC/1A 3aTBEPIKEHHS - He
peKoMeHA0BaHO [0 3aTBEPKEHHS, OCKINbKN
3MiHW BNAVBAKOTb Ha SKicTb J13
108. | METOTAB Tabnetku no 2,5 wr; Mepak HimeyunHa Brpo6HWK, Lo HimeyunHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a He UA/11318/01/01
no 10 tabnetok y e3enbliad Bignosigae 3a 3MiHM | TNy - 3MiHK 3 AKoCTi. FoTOBWMIA peuyenmom | nidssieae
6nicTepi, no 3 abo T dotop MapKyBaHHsi nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

no 10 6nictepis 3
a/IOMIHIEBOT hOsbIN
i MBX/MBAX-nniBku
B nauuj

KiHiLe
Lneviansnp
enapaTte
M6X

NepBUHHOT YNakoBKu,

BTOPUHHE NaKyBaHHSA,

KOHTpONb/BUNPOGYBaH

HS1 cepii Ta 3a BUMycK
cepit:

Mepak Mesenbwadt
dorop KniHiwe
LLineujansnpenapare
M6X, HimeuunHa;
Brpo6HWK, Lo
Bignosigae 3a
BMPOGHMLITBO rOTOBOT
[030BaHoi chopmu,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
MapKyBaHHs
NepBUHHOT YNaKoBKu,
KOHTpONb/BUNPOGYBaH
Hs cepii: Ekcenna
'M6X eHf Ko. K,
HimeuunHa

TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro 3acoby (3miHa B yMoBax
36epiraHHsa roToBOrO JlikapCcbkoro 3acoby abo
nicns pPO3YNHEHHA/BIGHOBIEHHS) - 3MiHV B
ymoBax 36epiraHHs 13 3atsepaxeHo: YMOBU
3BEPIFTAHHA 36epiratv npy Temneparypi He
BuLLe 25 °C y HeAoCTyNHOMY A5 fiTeld MicLi.
3anponoHosaHo: YMOBW 36EPITAHHA
36epirati npy Temnepatypi He Bulle 25 °C.
36epirati B OpUriHa/TbHIA yNakoBLi A1 3aXMCTy
Bif Aii cBiTNa, 36epiratn y HegoCTyNnHOMY Ans
AiTeli MicLi. BHECEHO B iHCTPYKL0 Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "YMoBu 36epiraHHsa" 3 BignoBigHMY
3MiHaMu B TEKCTi MapkyBaHHs YNakoBoK; 3MiHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKWii
3aci6. CtabinbHiCcTb. 3MiHa y TepMiHax
npugaTHocTi abo ymosax 36epiraHHsi roToBOro
NiKapCbKOro 3acoby (3MeHLIEeHHS TEPMIHY
NpVAATHOCTI FOTOBOTO J1iKaPCLKOTro 3acoby) -
[ina TOproeoi ynakoBKu - 3MEHLIEHHSA TEPMiHY
npuaaTHOCTI Nikapcbkoro 3acoby 3 5 pokis Ao 3
poKiB (419 fo3yBaHHA 7,5 Mr Ta 10 Mmr). TepMmiH
npugatHocTi [N13 gns gosysBaHHa 2,5 mr
3amwaeTbca 6e3 3MiH (3 pokum). 3aTBepaAXEHO:
TepmiH npugatHocTi: Ans fo3yBaHHA 2,5 Mr — 3
poku. Ana gosyBaHHs 7,5 mr i 10 mr — 5 pokis.
3anponoHosaHo: TepMiH NPUAATHOCTI. 3 POKK.
BHECEHO B iHCTPYKLIito 418 MeAUYHOro
3aCTOCYBaHHA NikapCbKoro 3acoby y po3ain
"TepMiH NpuaaTHoCT"

109.

METOTAB

Tabnetkun no 7,5 mr;
no 10 TabneTtok y
6nictepi, no 1 a6o 3
6nictepun 3
antoMiHieBoi onbrm
i IBX/MBAX-nniBku
B nauuj

Mepak
e3enbad
T dhrop
KniHiwe
LWneujansnp
enapare
M6X

HimeyunHa

Bupo6HuK, Lo
Bignosigae 3a
MapKyBaHHs
NepBUHHOT YNaKoBKU,
BTOPUHHE NaKyBaHHS,
KOHTPO/b/BMNPOGYBaH
HS cepil Ta 3a BUNycK
cepii:

Mepak lesenbwadt
dorop KNiHiwe
LLineuianbnpenapare
M6X, HimeuunHa
Bupo6HuK, Lo
Bignosigae 3a
BMPOGHMLITBO rOTOBOT
[030BaHol hopmu,
nepBUHHE Ta

HimeuyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCcbkoro 3acoby (3mMiHa B yMoBax
36epiraHHs roTOBOrO NlikapCbKoro 3acoby abo
nicnsa po34YNHEHHA/BILHOB/IEHHS) - 3MiHU B
ymoBax 36epiraHHs '13 3ateepgxeHo: YMOBU
3BEPITAHHSA 36epiratv npyn Temneparypi He
Buwe 25 °C y HefloCTyrnHoOMY Ans fAiTeld micu,.
3anponoHoBaHo: YMOBW 36EPIFAHHA
36epiraTi Npy Temnepatypi He Buule 25 °C.
36epirati B opuriHasIbHii ynakoBLi AN 3axXucTy
Bif Aji cBiTNa, 36epiratnm y HefoOCTYyNHOMY A71S
AiTeid MicLj. BHECEHO B iHCTPYKLjt0 Ans
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gin "YmMoBu 36epiraHHsa" 3 BignoBigHUMK

3a
peyenmom

He
nionseae

UA/11318/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BTOPWHHE MaKyBaHHS, 3MiHaMK B TEKCTi MapKyBaHHS ynakoBoK; 3MiHu |
MapKyBaHHs TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
NepBUHHOT YNaKoBKMy, 3aci6. CtabinbHiCTb. 3MiHa y TepmiHax
KOHTPO/b/BMNPOGYBaH npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
HS1 cepil: NiKapcbKoro 3acoby (3MeHLUEHHS TePMiHY
Ekcenna 'm6X eHg NpWAATHOCTI FOTOBOTO JiKAPCLKOTroO 3acoby) -
Ko. KI', HimeuunHa [lns TOproBoi ynakoBKuM - 3MEHLLUEHHS TEPMiHY
npuaaTHoOCTI NikapcbKoro 3acoby 3 5 pokiB Ao 3
pokiB (g9 fo3ysaHHA 7,5 mr Ta 10 mr). TepmiH
npugatHocTi [N13 gns go3yBaHHa 2,5 Mr
3amwaeTbes 6e3 3MiH (3 poku). 3aTBepKeHo:
TepmiH npuaaTHocTi: Ans fo3yBaHHA 2,5 mr — 3
poku. [ina nosyeaHHsa 7,5 Mr i 10 mMr — 5 pokiB.
3anponoHoBaHo: TepMiH NpUAaTHOCTI. 3 POKK.
BHECEHO B iHCTPYKLiO 4718 MEANYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ain
"TepmiH npugartHocTi". BBeAEHHS 3MiH NPOTAroM
6-TV MiCALIB NiCNA 3aTBEPLYKEHHS - HE
peKoOMeHA0BaHO [0 3aTBEPKEHHS, OCKI/TbKN
3MiHW BNAVBaKOTbL Ha SKIiCTb J13
110. | MINIICTAH cnpeli 4na poToBOi Mini Benvka ACIMIER Xenc IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 6e3 - UA/19835/02/01
DAPUHIO MOPOXHUHK, 1,5 Xenckepe BpuTaHis MpogakTc NimiTen 3MiHY | TUMy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenma
mr/mn (0,15 %), no NimiTeq HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
25 mn 'y donakoHi 3 (BnacHvKa peecTpauiiHoro noceigYeHHs). 3miHa
Hebynaiizepom; no 1 afpecy 3asiBHVKa (BacHWKa peecTpauiiHoro
donakoHy y nocBif4eHHs). BBeAeHHSA 3MiH NpOTArom 6-1u
KapTOHHI Kopoo6Li MicsILLiB NiCNs 3aTBEPAKEHHS.
111. | MINICTAH cnpeii AN poToBOi Mini Benuka AIRCIMIER Xenc IHAis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 - UA/19835/02/02
DAPUHIO NOPOXHUHW, 3 Mr/MA Xenckepe BpuTaHis MpopakTc NMimiTen 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenma
POPTE (0,3 %), no 25 mny Nimiten HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
dhnakoHi 3 (BnacHviKa peecTpauiiiHoro noceigYeHHs). 3miHa
Hebynaiizepom; no 1 ajipecy 3asBHUKa (B/1acHMKa peecTpaviiiHoro
hnakoHy y nocsigyeHHs). BeegeHHs 3MiH npoTsarom 6-Tu
KapPTOHHI KOpo6Lj MicsUiB MicNsa 3aTBepKEHHSA
112. | M-M- NOpPOLLOK AN Mepk Wapn i | LLBeiiyapis B1po6HMK BakLuHM in CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a - UA/14950/01/01
PBAKCIMPO® | cycneHsii gns Ooym IAEA bulk Ta nepBrHHe HigepnaHgn 3MiHK | TNy - 3MiHK Woa0 peyenmom
BAKUWHA iH'exuili, 1 dpnakoH 3 v6X nakyBaHHs: 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
ana nopotukom (1 gosa) Mepk Wapn i Joym BeefeHHs abo 3MiHU [0 y3araslbHeHNX faHnx
MPO®DINAKT Ta 1 conakoH 3 NNC, CWA npo cuctemy papMakoHarnsigy (BBeAeHHs
KN KOPY, PO34MHHKKOM (BOAA BToprHHE nakyBaHHs, y3arasibHeHuUX gaHux npo cuctemy
EMIAEMIMHO | ans iv'ekuiii) no 0,7 BUMYCK Cepii BakLMHN thapmakoHarnagy, 3miHa ynosHoOBaXKeHoi ocobu,
ro MJTY KapTOHHIl Ta PO3YMHHMKA: BigMNoBiAa/IbHOI 32 3[iACHEHHSI
NAPOTUTY Kopoo6Li; 1 dhnakoH 3 Mepk Wapn i Joym hapmakoHarnsgy; KOHTakTHoOT ocobm 3
TA nopotukom (1 fosa) B.B., Higepnangu chapmakoHarnsay 3asaBHUKa A1 34iACHEHHS
KPACHYXU Ta 1 nonepeaHsL0 hapmakoHarnsigy B YKpaiHi, K0 BOHa
XNBA HanoBHEHWIA WNpwUL, BiAMIHHA Bif YNOBHOBaXeHOi 0co6H,

3 PO3YMHHUKOM
(BoAa A1s iH'eKLiN)

BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BK/IKOYAKUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 0,7 mn B pO3MiLLEeHHI MacTep-ghaiina cuctemu
KOMMNMEKTI 3 ABOMA hapmakoHarnsagy). 3MiHa KOHTaKTHUX JAaHnX
rosikaMu y KapTOHHIlA YNOBHOBaXEHOI 0CO6M 3as1BHYIKA,
Kopo6ui; 10 BiANOBIAa/IbHOI 3a thapmakoHarnag. 3miHa
dhnakoHiB 3 KOHTaKTHOI 0CcO6M 3asiBHUKA, BiANOBIAAILHOI 32
nopotukom ta 10 thapmakoHarnag B Ykpaini. [itouya pegaxuis:
h/1aKoHIB 3 Elena Andriutsa.
PO34MHHKKOM (BOAA MponoHoBaHa pepgakuis: Anna Klymenko. 3miHa
Ans iH’ekuid) no 0,7 KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
MJ1 B OKpPEMMX BiANOBIAa/IbHOI 3a hapMakoHarag B YKpaii.
KapTOHHMX KOpOGKax 3MiHa micLe3HaxomkeHHA MacTep-taiina
cuctemu chapmakoHarnagy. 3MiHa Micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
113. | MOBEKC® TabneTkn, BKPUTI Mosi Xenc LLsenuapis Casa Xenckea /174, IHpis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: - - UA/9818/01/01
KOM®OPT o60oHkoto; in bulk: 6X IHAis YropuHa 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
no 1000 TabneTok y Megiton nikapcbkuii 3aci6. KOHTpOb roToBOro
NoABINHMX dapmacstoTikan N114,., nikapcbkoro 3acoby. 3miHa y meTogax
nonieTNeHoBUxX YropuyHa BUMNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
nakeTtax (BUNyYEHHSI METOAY BUNPOOYBaHHS, SKLLO BXe
3aTBEPMKEHNI aNbTepPHATUBHUI MeToA)
BunyyeHHs meTody BUNPOOYBaHHS LLIAXOM
abcopbuiiiHoi cnekTpod)oToMeTpii B
iHthbpauepBoHiIin 06nacTi Ana napameTpy
«lgeHTudikayis» rnko3amiHy cybgarty, 3a
HasABHOCTI iHLLOro 3aTBEepAKEHOro
aflbTepHaTUBHOIO MeToay (pigMHHA
xpomatorpadis). 3miHu | Trny - 3MiHK 3 SKOCTI.
[OTOBWIA NNikapcbkmii 3aci6. KOHTposib roTOBOro
nikapcbKoro 3acoby. 3MiHa y metogax
BMNPO6YBaHHSA rOTOBOrO /likapCbKOro 3acoby
(BNyYEHHSI METOAY BUNPOOYBaHHS, SKLLO BXe
3aTBEPMKEHWNI aNbTepPHATUBHUI MeToA)
BunyyeHHs meTody BUNPOOYBaHHS LUIAXOM
abcopbuiiiHoi cnekTpod)oToMeTpii B
iHthbpauepBoHiIin 06nacTi Ana napameTpy
«laeHTudikalis» XoHAPOITUHY cynbgaT HaTpito,
3a HasiBHOCTI iHLLOr0O 3aTBEpPAXEHOro
anbTepHaTuBHoro metogy (CP-meton).
114. | MOBEKC® TabneTku, BKPUTI Mosi Xernc LLiBefiuapis CaBa Xenckea Jitg, IHais/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 - UA/9817/01/01
KOM®OPT 060/10HKOI0; X IHais YropwmHa 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoToBUIA peuenma
no 30 TabneTok y MegiTton nikapcbkuii 3aci6. KOHTpob roToBOro
nnsawui; no 1 dapmacstoTikan N114,., nikapcbKoro 3acoby. 3MiHa y meTofax
NAALWLI Y KAPTOHHIi YropwmHa BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby

ynakoBLyj;

no 60 TabneTok y
nnswuyi; no 1 aéo no
2 NAALWKN B

(BnyYeHHs1 MeToAy BUNPOOYBaHHS, SKLLO BXe
3aTBEPMKEHNI aNlbTepHATUBHUIA MeTOA)
BunyyeHHs meTody BUNPOBYBaHHS LLUIAXOM
abcopbuiiiHoi cnekTpod)oToMeTpii B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20

3acoby yrnakoska) nocsioYeHHs1
KapTOHHI ynakoBLi; iHthpauepBoHiIii 06nacTi 4na napameTpy
no 120 TabneTok y «lpeHTudpikauis» rawkosamiHy cynbgary, 3a
naswuyi; no 1 HasABHOCTI iHLLOrO 3aTBEpAKEHOro
NAAWUI B KAPTOHHIMN anbTepHaTUBHOIO MeToay (piAMHHA
ynakoBLi xpomatorpadist). 3MiHu | Tuny - 3miHM 3 SAKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(BUNTYYEHHS MEeTOAY BUNPOOYBaHHS, SKLLO BXe
3aTBEPMKEHWNIA aNbTepHATUBHUI MeToA)
BunyyeHHs MmeTody BUNPOBYBaHHSA LLUIAXOM
abcop6bujiitHoi cnekTpodhoToMeTpii B
iHthpauepBoHiIii 06nacTi Ana napameTpy
«lgeHTudikauis» XoHAPOITUHY CyNbgiaTt HaTpito,
3a HasIBHOCTI iHLIOro 3aTBepAXXEeHOro
a/ibTepHaTBHOro metoay (Cd-meton).

115. | MOJIHYNIPA Kancynu no 200 mr, Mepk Wapni | Lseliuapis MaTeoH Cnony4eHi BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais: 3a - UA/19184/01/01
BIP/ no 40 kancyny Joym IOEA dapmacbioTikans IHk., LWratn 3MiHM | TUny - 3MiHK Wwoao peyenmom
MOLNUPIRA NAALWL 6X Cnonyueni LWWtatn Amepukun/ 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

VIR Awmepukun; Mepk Lapn KaHapa BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
i floym NINC, npo cuctemy thapmakoHarnsgy (BBefeHHS
CnonyyeHi LUtaTtn y3ara/ibHeHUX JaHnx nNpo cucTemy
Awmepukun; Mepk Lapn hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
i loym NINC, BiANOBIAA/IbHOI 32 3AiICHEHHSA
CnonyyeHi LUtaTtn chapmakoHarnsgy; KOHTaKTHoi ocobm 3
Amepukun; Mepk LLapn chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
i Joym NN1C, hapmakoHarnsigy B YKpaiHi, K0 BOHa
Cnonyueni LWWtatn BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
Amepukun; MCL BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
IHTEepHewwHn M'mbeX (BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
(Pinis MyepTo-Piko) po3MilLeHHi MacTep-ghaiina cuctemu
TOB, Cnony4eHi hapmakoHarnsagy) - 3MiHa KOHTakTHUX JaHuX
Ltatn Amepuku; YNOBHOB&XEHOT 0COOM 3as1BHMKA,
MateoH IHK., KaHaaa; BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MNareoH IHK., KaHaga; KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBI4aNbHOI 3a
LWapn MekemxiHr thapmakoHarnag B Ykpaini. [itoya pegaxuis:
Cepsicec, JI1C, Elena Andriutsa.
Cnonyueni Wratn MponoHoBaHa pefakuis: Anna Klymenko. 3miHa
Amepuku KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarniag B YKpaiHi.
3MiHa MicLe3HaxomKeHHs1 MacTep-haiina
cuctemu chapmakoHarnagy. 3MiHa Mmicus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
116. | MOHOCAH® Tabnetku no 20 mr, MPO.ME/A.L], Yecbka BMPOBGHMLTBO 3a Yecbka BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiaiis: 3a - UA/4257/01/01
no 10 TabneTok y C Mparaa.c. | Pecny6nika NOBHVM LMK/TOM: Pecny6nika/ 3MiHM | Tuny - 3MiHK 3 AKkocTi. FoToBWMiA peyenmom
6nictepi; no 3 MPO.MEA.LIC Mpara Cnosaubka nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
6nictepu B a.c., Yecbka Pecny6nika pe4oBuH (iHLWi 3MiHW) NpUBEAEHHS po3giny
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nepBuHHE Ta
BTOPUHHE MaKyBaHHA,
KOHTpONb AkocTi: XBM
$apwma c.p.o.,
Cnosaubka
Pecny6nika; nepBuHHe
Ta BTOPVHHE
nakyBaHHs:
KOO®PAPMA c.p.o.,
Yecbka Pecny6nika;
KOHTpOnb fkocTi: AJIC
Yecbka Pecny6nika,
c.p.o., Yecbka
Pecny6nika

3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudiikaT BignoBigHOCTI EBpoONenchbkili
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JPY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUii
HauioHanbHil chapmakonei gepxasu €C)
npuBefeHHs cneuudikauii 4ONOMiKHOT
PeyoBMHM MarHito cteapar 3a NoKasH1KOM
«KWpHI KNCNOTW» Y BIANOBIAHICTb A0
MoHorpadii Ph.Eur. * 3miHu | Tvny - 3miHn 3
aKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo EBponeiicbkoi
chapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei gepxasu €C (3miHa y
cneyudikalisix, nos'asaHa 3i 3miHamu B Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C)
BUYYEHHS MOKa3HVKa «Baxkki meTanin» 3i
cneumdikauii 4OMOMKHOI PeYOBMHW LLe0/1031
MiKPOKPUCTaNivyHoI, BigNoBigHO A0 MOHOrpadii
Ph.Eur. Ta maTtepianis BUpobHuka. 3mMiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkol
thapmakonei, abo iHLIOI HaLioHa/TbHOI
thapmakonei gepxasu EC (3miHa 'y
crneundikalisx, nos'asaHa 3i 3MiHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLLii
HaujioHasbHIl chapmakonei gepxasu €C)
npuBefeHHs cneuudikauii 4oNoMiKHOT
PEYOBMHM MarHito cTeapar 3a NokasHNKOM
«Baxki MeTanu» y BignoBigHICTb A0 MOHorpadii
Ph.Eur. 3miHu | TUny - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €BpoONenchkii
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3

HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li Pecny6nika; 3.2.P.4. KOHTpO/b AOMNOMIXHUX PEYOBUH Y
BMPOBHULTBO, BignosigHicTb popmary CTD. 3miHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MoHorpadii 4PY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUiA
HauioHasbHin thapmakonei aepxasu EC)
[OMNOBHEHHA creumdikalii 4oNoMiXHOT
PeyYOoBMHM LieN1to103a MiKpoKpUcTaniyHa
nokasHukom «laeHtudikauis» (2.2.24),
BiANOBIAHO A0 MoHorpadii Ph.Eur. 3MiHn | Tuny
- 3MiHK 3 AkocTi. CepTudpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOo6XifHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo EBponeiicbkoi
chapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei gepxasu €C (3miHa y
cneyudikalisix, nos'asaxa 3i 3miHamu B Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C)
BUYYEHHS MOKa3HVKa «Baxki meTanin» 3i
cneuudikayii JONOMDKHOT pEYOBMHM NAKTO3M
MOHorigpar, BignosigHo Ao moHorpadii Ph.Eur
Ta MaTepianis BUPOBHYKa.

117.

MOHOCAH®

TabneTkn no 40 mr,
no 10 tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

NMPO.MEA.LL
C lMpara a.c.

Yecbka
Pecny6nika

BMPOGHMLITBO 3a
NOBHUM LK/IOM:
MPO.MEA.LC Mpara
a.c., Yecbka
Pecnyb6nika;
BMPOGHMLITBO,
nepBuHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPONb AKOCTi: XBM
®apma c.p.o.,
Cnosaubka
Pecny6nika; nepBnHHe
Ta BTOPUHHE
naxkyBaHHs:
KOO®APMA c.p.o.,
Yecbka Pecny6nika;
KOHTpONb sikocTi: AJIC
Yecbka Pecny6rika,
C.p.0., Yecbka
Pecny6nika

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHM | Tuny - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPONb AONOMIKHMX
peyoBuH (iHLWi 3MiHW) NpUBEAEHHS po3giny
3.2.P.4. KOHTpO/ib JONOMIXXHUX PEYOBUH Y
BignosigHicTb dhopmaty CTD. 3minu | TRy -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHun, NoB'a3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei gepxasu EC (3miHa 'y
crneundikalisx, nos'asaHa 3i 3MiHamu B 1dY,
abo €sponeiickkin hapmakonei, abo iHLWil
HaujioHasbHIl chapmakonei gepxasu €C)
npuBefeHHs cneuudikaulii 4ONOMiKHOT
PEYOoBMHM MarHito cTeapar 3a NokasH1KOM
«KUpHi KNCNOTW» Yy BIAMOBIAHICTb [0
MoHorpadii Ph.Eur. ¢« 3miHu | Tuny - 3miHu 3
akocTi. CepTudikar BignosigHocTi/TE-
cepTuduikaT BignoBigHOCTI EBpoNenchbkili
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0

3a
peyenmom

UA/4257/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

MoHorpadii 4PY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUiA
HauioHanbHil chapmakonei gepxasu €C)
BU/TYYEHHS NnokasHvka «Baxkki metann» 3i
cneumaikaLii 4ONOMDKHOI peHOBUHW LENoo3un
MiKPOKPUCTaUsTiYHOI, BIANOBIAHO A0 MOHOrpadii
Ph.Eur. Ta maTtepianis BupobHuka. 3miHu | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOo6XifHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo EBponeiicbkoi
chapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei fepxasu €C (3MiHa y
cneyudikalisix, nos'asaxa 3i 3miHamu B Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C)
npusefeHHs cneuudikauii 4oNoMiXHOT
PEeyOoBMHM MarHito cteapar 3a NoKa3HNKOM
«Baxkki MeTanim» y BiAnoBigHICTb A0 MOHOrpadii
Ph.Eur. 3MiHu | TURY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiANoOBIgHOCTI EBponechkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLIOI HaLioHa/TbHOI
thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'a3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLLii
HaujioHasnbHIli hapmakonei gepxasu €C)
[OMNOBHEHHSA cneumdikaLii 4oNoMiKHOT
pPeyoBUHM Liento103a MikpokpucTaniyHa
nokasHukom «laeHtudikayis» (2.2.24),
BignoBigHO A0 MoHorpadii Ph.Eur. 3miHun | Tuny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/TE-
cepTudiikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JPY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLUii
HauioHasbHi dhapmakonei aepxasu €C)




94

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BU/TYYEHHS NnokasHvka «Baxkki metann» 3i
crneundikavii LONOMiXHOT pe4OBUHY N1TaKTo3u
MOHorigpar, BignosigHo fo MoHorpadii Ph.Eur
Ta martepiasiB BUpo6HMKa.
118. | MOTUNIFAC Kancysim M siki no MakHin AHrniA Bupo6HuuTBO, PpaHuin/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 6e3 - UA/16873/01/01
120 wr; no 10 Mpopaxtc KOHTPO/1b FOTOBOIO HimeyunHa 3MiHK | TRy - 3MiHK 3 sikocTi. CepTuddikat peyenma
Kancyn y énictepi; Nimiteq NpoAyKTY, BUMYCK BignosigHocTi/l E-cepTudikar BignosigHOCTI
no 2 aéo no 4 cepii: KataneHt €Bponeiicbkili hapmakonei/MoHorpadii.
6nictepn B dpaHce BeHaiim CA, MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
KapTOHHI ynakoBL,i ®paHuis; MNepBuHHE BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
Ta BTOPVHHE BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
naxkyBaHHs: Adl; gns BUXigHOTO
KaraneHT MxepmaHi Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
WopHaopd M6X, BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
HimeuunHa [onomikHoi peyosuHu (FE-cepTudikar
BiAMOBIAHOCTI €Bponeiickkili hapmakonei ans
Adl/BnxigHOro MaTepiany/peareHTy/npomMiKHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHOBReHWi cepTudikaT Bif, BXe 3aTBEPAKEHOr0
BMpo6HUKa. MogaHHsA oHoBneHoro ME-
cepTudikarta BignNoBigHOCTI EBPONENChKii
hapmakonei Ne R1-CEP 2003-172-Rev 03
(3aTBepmkeHo: R1-CEP 2003-172-Rev 02) ans
[onomkHOT peyoBmHK Gelatin Big,
3aTBepaxeHoro BmpobHuka GELITA DO BRASIL
LTDA.
119. | MYKANTUH no 30 TabneTok y TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiaiis: 6e3 - UA/5779/01/01
6aHui abo BO 3 BMPOGHMLITBA, 3MiHa 3aaBHuKa J13 (MIBIT) (BnacHuka peyenma
KOHTeliHepi; no 1 OBMEXEH KOHTPOJIb SIKOCTI, peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
6aHLj abo (]}0) BWMYCK Cepil: MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
KOHTelHepy y nauui BIANOBIOA ToBapucTBO 3 NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS.
3 KapTOHy; NbHICTHO 06MeXeHo 3MiHu | TUny - 3MiHK Woao
no 10 TabneTok y «KOPIMOPA BiANOBIAANbHICTIO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KOHTYPHUX LA "[ocnigHnii 3aBog BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
6e34apyHKOBUX «3[0POB’A THUNC", YkpaiHa npo cuctemy thapmakoHarnsgy (BBefeHHs
ynakoBkax; » BCi cTagii y3araJlbHeHNX AaHux npo cucrtemy
no 30 Tabnetok y BUPOGHMLITBA, chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
6aHkKax abo KOHTPOJIb SIKOCTI, BiANOBIAA/IbHOI 32 3AiiCHEHHS
KOHTeliHepax; BWMYCK Cepil: hapmakoHarnsgy; KOHTakTHOT 0cobm 3
no 10 Tabnetok y ToBapucTeo 3 chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
6nictepax; 06MeXeHo hapmakoHarnsay B YkpaiHi, K0 BOHa
no 10 TabneTok y BiANOBIAANbHICTIO BiAMIHHA Bif YNOBHOBaXeHOi 0Co6M,
6nicTepi; no 1, abo "®GapmMaueBTNYHa BiAMOBIfa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay
no 3, aéo no 10 KoMnaHis "3g0pos'a”, (BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
6nicTepis B nauuj 3 Ykpaina pO3MilLeHHi MacTep-ghaiina cuctemu
KapToHy BCi cTagii hapmakoHarnsgy).
(ans BMpo6HUKIB BMPOBGHULTBA, 3MiHa yNnoBHOBaXXEHOI 0CO6YM 3asiBHUKA,

ToBapucTso 3

KOHTPO/Ib SIKOCTI,

BiANOBIAa/IbHOI 3a papmakoHariag. firoya
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
obmexeHo BWMYCK Cepii: pegpakuist: LeBueHko OneHa IropiBHa.
BiANOBIAA/TLHICTIO ToBapucTBO 3 MponoHoBaHa pepakuis: MaHoBa OneHa
"PapmaueBTMyHa 06MmeXeHo MukonaiBHa. 3MiHa KOHTaKTHUX SaHWX
KomnaHis "3gopos'a” BiANOBIAA/IbHICTIO YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
Ta ToBapucTBO 3 "®APMEKC I'Pyn", BignoBigabHOI 3a hapmakoHarnsg.
obmexeHoro Ykpaina 3MiHa Homepa macTep-aiina cuctemm
BiANOBIAA/TBHICTIO thapmakoHarnsgy.
«[locnigHnii 3aBog,
«HLC»)
no 30 TabneTok y
KOHTeliHepax
(ansa BMpo6HMKa
ToBapucTso 3
06MeXeHOI0
BiANOBIAA/LHICTIO
"®APMEKC I'PYI1")
120. | MYKANTUH Tabnetku no 50 mr, TOBAPUCT Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais: - - UA/11488/01/01
in bulk: no 1000 BO 3 BMPOBGHULTBA, 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka
TabneTok y naketax OBMEXXEH KOHTPO/Ib SIKOCTI, peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
nonieTuNeHoBux; in oK BMNYCK cepil: MO3 Big 23.07.2015 Ne 460). BBefieHHS 3MiH
bulk: no 9000 a6o BIAMOBIOA ToBapucTBoO 3 NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS.
no 15000 TabneTok JIBHICTHO 06MEXeHOo 3miHu | TMny - 3MiHK WwWoao
Y KOHTelHepax «KOPIMOPA BIANOBIA&/ILHICTIO 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy.
LA "MlocnigHwin 3aBog, " BeeaeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
«300POB’A THUNC", YkpaiHa npo cuctemy thapmakoHarnsgy (BBefeHHs
» BCi cTagil y3arasibHeHUX JaHnx Npo cucTemy
BMPOGHMLITBA, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
KOHTPO/Ib SIKOCTI, BigNoBiAa/IbHOI 3a 3MjACHEHHSI
BMNYCK cepil: hapMakoHarnagy; KOHTakTHoi ocobu 3
ToBapucTBO 3 thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
obMexeHoto thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BIANOBIA&/ILHICTIO BiMiHHa Bif, yNOBHOBaXKEHOT 0Co6M,
"®apmMaveBTnyHa BiANOBIAAUIbHOI 3a 3A4iICHEHHSA (hapMmakoHarnsgy
KoMnaHis "31opoB'a”, (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Ykpaina pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnsay).
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag. Jiroya
pegakuist: LLleBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
3MiHa HoMepa MacTep-haiina cuctemu
hapmakoHarnsgy.
121. | HA30- cnpeii HasasTbHUIA, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 - UA/12989/01/01
CMPEN 3 0,5 mr/mn no 15 mn BO 3 06MmeXeHo 3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat peuyenma
EKCTPAKTO y donakoHi 3i ckna 3 OBMEXEH BiANOBiAANBLHICTIO

BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
M ANOE K/1anaHoM-HacoCcoM, (e]}0) "®apmaueBTUYHa €Bponeiicbkiit hapmakonei/MmoHorpadii.
HasasIbHOo BIAMOBIOA KoMnaHis "3gopos'a”, MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
HacafKoto- NBbHICTHO YKpaiHa Bi4NOBIAHOCTI ab0 BUYYEHHS cepTudiikaTa
po3nunoBayem Ta «KOPTIOPA (Bci cTapgji BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
3aXUCHUM uiA BMPOGHULTBA, A®I; onsa BUXigHOro
KoBMmaykom; no 1 «300POB'A KOHTPO/Ib SIKOCTI, marepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0
chakoHy y Kopobu; » BMMYCK cepii) BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
no 20 mMn y donakoHi ToBapucTBO 3 [LOMOMDKHOT peyoBUHU (cepTudikaT
noniMmepHomy 3 06MmexXeHo BignoBigHOCTI EBponeiickbkiit hapmakoner) -
K/1anaHoM-HacoCcoM, BiANOBIAABLHICTIO HoBwii cepTudikar Bif, HOBOrO BUPO6HUKA
Ha3a/IbHO "GapmMaueBTUYHa (3amiHa abo [LOMOBHEHHS)
HacafKoto- KoMnaHis "310pos'a”, NnoAaHHA HOBOro cepTudikara BiANOBIAHOCTI
po3nunoBayem Ta YkpaiHa €Bponelicbkin hapmakonei Ne R1-CEP 2008-
3aXUCHUM (Bci cTapgji 324 - Rev 03 gns Aitoyoi pevoBuHU
KoBMmaykom; no 1 BMPOGHMLTBA, OKpPIM Oxymetazoline hydrochloride Big HoBoro
dh1akoHy y Kopobui KOHTPOJII0 SIKOCTi Ta BMpo6Huka CTX LIFESCIENCES PVT. LIMITED
BUMYCKy cepii) (DONOBHEHHS). AK HACNiAOK, 3MiHW B
cneumgikaLii Ta MeTogax KOHTPOo 3a
MOKa3HUKOM «3a/INLLIKOBA KifIbKICTb OpraHiyHmnX
PO34MHHKKIB» 3rigHo npeacTasneHoro CEP
122. | HANNIBY®IH PO3YUNH NS iH'EKLN, PycaH IHAisA PycaH ®apma /114 IHAisA BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/9424/01/01
IH'EKLII 10 10 mr/mnnolmne dapma NlTg 3miHu | TMny - 3MiHK WwWoao peyenmom
Mmr amnyni; no 10 6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
amnyn y KapTOHHIl BeeaeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
ynakoBLi npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0Co6M,
BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnisgy) 3miHa yNnoBHOBaXXEHOT 0cobun
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[Oitoua pepakuin: Mr. Nilesh Belokar.
MponoHoBaHa pepakuis: Dr. Harikesh Dubey.
3MiHa KOHTaKTHMX JaHuX YNOBHOBAaXEHOT 0CobYu
3asBHVKa, BigNoBigasbHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxomkeHHs MacTep-arina
cuctemn dpapmakoHarnsgy Ta moro Homepa.
3MiHa MicLsa 3AiICHEHHSI OCHOBHOT Aisi/IbHOCTI 3
dpapmakoHarnsgy
123. | HANIBY®IH PO34UH NS iH'EKLN, PycaH IHais PycaH ®apma 114 IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a - UA/9424/01/02
IH'EKLII 20 20 mr/mn, no 1 mn B dapwma /114 3MiHu | TUnNy - 3MiHK Woao peyenmom
Mr amnyni, no 5 amnyn 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Y KapTOHHIi
ynakoBLi

BBegeHHs abo 3MiHM [0 y3arasilbHEHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHuX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) 3MiHa ynoBHOBaXXeHOI 0co6u
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag.
[itoya pepakuis: Mr. Nilesh Belokar.
MponoHoBaHa pepakuisi: Dr. Harikesh Dubey.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomkeHHs: MacTep-haiina
cuctemu dhapmakoHarnsgy Ta moro Homepa.
3MiHa MicLA 34iNCHEHHSA OCHOBHOT AiANIbHOCTI 3
dapmakoHarnsgy

124.

HEOMIUWH
nnoc

MOPOLLOK HaLUKipHWIA
no 10 r y KoHTeliHepi
abo y chnakoHi; mo 1
KOHTeliHepy abo
dnakoHy y KopobLi 3
KapToHYy

TOBAPUCT
BO 3
OBMEXEH
[e],0)
BIAMOBIOA
NBHICTHO
«KOPIOPA
LA
«3[0POB’A

»

YKpaiHa

ToBapucTBO 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaveBTUyHa

KomnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHa 3asBHuKa f13 (MIBI) (BnacHuka
peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS;
3miHu | TMny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
hapMakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKeHOT 0co6M,
BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAA/IbHOT 3a
thapmakoHarnag. ditova pegakuis: LeBueHko
OneHa IropieHa. NMponoHoBaHa pegakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CO6Y 3asiBHYKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsga.

6e3
peuyenma

UA/17830/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3MiHa HoMepa mMacTep-haiina cuctemu
dhapmakoHarnsgy
125. | HEOCMACTW | po3yuH Ans iH'ekwuii; MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/18292/01/01
ne no 2 M1 B amnyrni; "®apmauesT "®apmaueBTuyHa 3Mminu | TUnYy - 3miHu 3 aKocTi. A®l. KoHTponb peyenmom
no 5 amnyny nyHa chipma ipma "OapHuus" A®I. 3miHa y napameTpax cneuudikadii Ta/abo
KOHTYPHIl "AapHnus" AOMNYCTUMUX MEX, BUSHAYEHMX Y crieumdikanisx
YapyHKOBIli Ha A®l, abo BMXigHWIA/NPOMIKHWIA

ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBku B nauLli

NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea APl (40NOBHEHHS
cneuudikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHVM MEeTOLO0M BMNPOGYBaHHS)
Creuudpikauito A1 BXiAHOrO KOHTPOSIIO Ha Aitody
peyoBuHy PeHniBEpUHIl0O 6POMIJ 3a NOKA3HUKOM
«lpeHTudpikauis», [onoBHEHO igeHTUdikauiero C
Ta D 3 BiANOBIAHMM METOA0M BUNPOGYBaHHSA Ta
BHECEHO YTOYHEHHS, BiANOBIAHO 40 BUMOT
BUPOGHUKA. 3MiHU | TUNy - 3MiHK 3 AKoCTi. API.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauiin Ta/abo AONYCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS Yy npoueci BupobHuytBa Ad|
(BVNYYEHHSI HE3HAYHOTO MOKa3HMKa SIKOCTI
(Hanpvknag BUIyYEHHS 3acTapisioro nokasHuka))
BunyueHHsi nokasHuka «Baxki meTanm» 3i
cneuunadikaLii AN BXiAHOro KOHTPO/IO Ha Aitoyy
peyoBuHy PeHniBepuHito 6pomia, BigNOBIAHO A0
Bumor HactaHoBu ICH Guideline «Q3D
Elemental impurities» Ta Risk Assessment on
elemental impurities Big Bupo6Huka R L Fine
Chem PVT LTD, IHgis. 3miHu | Tuny - 3MiHun 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa y napameTpax
cneumdikauiii Ta/abo 4ONyCTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha Adl, abo
BUXiHWUA/NPOMIKHWIA NpoAYKT/pearexT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(iHwWi 3miHW) CynyTHS 3MiHa- 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax BUNPO6YyBaHHS
A®| abo BMXigHOro Matepiany/npPoMiXXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHuLTBa AP| (HE3HAUHI 3MiHW Y
3aTBEPMAXEHNX MeTogax BunpobysaHHs) [o
marepianiB peecTpauiiHoro JOCbE A0 BXiAHOrO
KOHTPO/II0 Ha Ajtovy pevoBUHY PeHniBepuHio
6poMig BHOCATLCA HE3HAYHI 3MiHN 3a
NOKa3HUKOM «PO34YMHHICTb» - iHhopMmaLis Wwoao
PO34YMHHOCTI NepeHeceHo [0 po3ainy npo
3arasibHi BaCTUBOCTI, OCKi/IbKW BiH Ma€e
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

pekomeHAaLiiHWIA XxapakTep BignosigHo o AdY
1.4 «MoHorpadisi» Ta 3a NoKasHUKOM
«Mikpob6ionoriyHa YncToTa» BHECEHO MOCWUIAHHSA
Ha fjtoye BrgaHHa €, 6e3 3MiHM HOpMyBaHHS
Ta METOAMKM KOHTPOO SKOCTi. 3MiHu | Tuny -
3MiHn 3 aKocTi. A®l. KonTponb AP, 3miHa y
mMeTogax BUNpobyBaHHs APl abo BMXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN Y 3aTBEpPKEHNX MEeTOoAaX
BUNPO6YBaHHSA) [0 METOAUKN KOHTPOSIIO AKOCTI
NS BXiAHOTO KOHTPOJO Ha Aito4y PeYOBUHY
deHniBepuHilo 6pomia 3a NOKa3HUKOM
«CynpoBifHi AOMILLK/» BHOCATLCSA HE3HAYHI
pepakuiiiHi npaBkM Ta YTOUHEHHS, BiANOBIAHO A0
pekomeHAaLiin Ta ctunictukm AdY. 3miHn | Tuny
- 3MiHu 3 sKocTi. APl BUpobHULTBO (iHLLUI 3MiHK)
HapaHHsa oHoneHoi Bepcii DMF O-
009(08/2022)- IHS (August, 2022) Ha 3amiHy
DMF 0O-009(08/2012)R2) (August, 2012), sk
Hacnifok BHOCUTLCA HOBA BUPOGHMYA AiIbHULSA
A®| deHniBepuHito 6pomig BupobHuka R L Fine
Chem PVT LTD, IHgis, Ha fogatok Ao
3aTBEPMKEHOT AiNIbHULL LibOro X camoro
3aTBepAKEHOro BUPOGHUKa. Mpu Lpomy
TEXHOJOTYHMI NpoLec BUPOBHULTBA, BUXIAHI
mMarepianu Ta NpoMikHi npoaykTn APl 3anumweHo
6e3 3MiH. 3miHu | Trny - 3miHK 3 aKocTi. ADI.
KoHTpornb A®I. 3miHa y napameTpax
cneumdgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEeHNX Y cneundikauisix Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytea Ad|
(iHwWi 3miHW) CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y meTogax
BunNpobyeaHHA APl abo BMXigHOTO
Marepiany/npoMiXXHOrO NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(iHWi 3MiHM y MeTogax BUNpobyBaHHSA
(BrNtOYarOuM 3aMiHy abo fonoBHeHHs) APl abo
BUXiQHOro/NpoMiXXHOro NpoAykTy) o maTepianis
peecTpaujiiHoro gocke Ao posginis 3.2.5.4.1 Ta
3.2.5.4.2 pns BXiAHOrO KOHTPOJIO Ha Aitovy
peyoBuHy ®eHNiBEPUHIO 6POMIZ 3a NOKA3HUKOM
«3a/IMLLKOBI PO3YMHHUKIN» BHECEHO peaakLiliHi
npaBkK Ta yTOYHEHHS BifMoBigHO A0 MaTepianis
BMPOGHMKaA Ta pekoMeHaauili AdY Ta BHeCeHo
YTOYHEHHS LLI0A0 TEPMiIHY NpuAaTHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMNPO6GOBYBAHOIO PO34uHY, BigMOBIAHO fO
pesynbTaTiB BasligaLii aHaniTUYHNUX METOANK.
126. | HEOCMACTW | TabneTtku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/18292/02/01
ne NAiBKOBOO "®apmauesT "®apmaueBTuyHa 3Mminu | TUnYy - 3miHu 3 aKocTi. A®l. KoHTponb peyenmom
060/10HKO10; 1Mo 10 nyHa chipma ipma "OapHuus" A®I. 3miHa y napameTpax cneuudikadii Ta/abo
Tabnetok y 6nictepi; "MapHuusa” AOMNYCTUMUX MEX, BUSHAYEHMX Y crieumdikanisx

no 1 6nictepy B
nauui

Ha A®l, abo BMXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea APl (40NOBHEHHS
cneuudikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHVM MEeTOLO0M BMNPOGYBaHHS)
Cneuudpikauis Ans BXiAHOro KOHTPO/IO Ha Aitouy
peuoBuHy lMiTodeHOHy rigpoxnopuay 3a
MoKasHWKOM «laeHTudikauis» npusefeHHs y
BiANOBIAHICTb A0 BMMOr BUPOOHUKA, & came
[IOMOBHEHA fAKICHa peakLis Ha xnopuam 3
BiANOBIAHMM METOA0M BUNPOOYBaHHSA. 3MiHN |
TMny - 3MiHK 3 aKocTi. A®l. BUpo6bHMUTBO (iHLUi
3MiHn) HagaHHs oHoBneHoi Bepcii DMF O-
008(02/2021)-IHS (26.02.2021) Ha 3amiHy DMF
0-008(08/2012)R2) (August, 2012), Ak Hacnigok
BHOCUTbCS HOBa BUPOOHMYA AinbHULSA AD|
MitodpeHoHy rigpoxnopug BupobHrka R L Fine
Chem PVT LTD, IHgis, Ha gogaTok fo
3aTBEPMAKEHOT AiNbHNUL LibOro X camoro
3aTBEPAXEHOr0 BUPOGHUKA. TeXHONOrYHUIA
npouec BUpOOHNLTBA, BUXigHI MaTepiasn Ta
NPOMiXKHI NpoaykTn A®| 3anuiieHo 6e3 3miH.
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®Il. KOHTposb
A®I|. 3miHa y napameTpax cneuudikauii Ta/abo
OOMNYCTUMUX MEX, BUSHAYEHMX y crieumdikalisx
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®| (iHwi 3mMiHKM) CynyTHA
3MiHa- 3MiHU 3 AKOCTi. A®L. KoHTposnb AdI.
3MiHa y meTogax BunpobysaHHsa APl abo
BMXigHOro marepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNpoGyBaHHS (BKIHOHYAKUN 3aMiHy
abo fonoBHeHHs)) APl abo
BUXiQHOro/NnpOMiXXKHOTO NPoAyKTy) [lo MaTepianis
peecTpaujiiHoro gocke Ao po3ginis 3.2.5.4.1 Ta
3.2.S.4.2 0 BXIAHOTO KOHTPOSIO Ha Ajtouy
peyoBuHy [MiToheHOHyY rigpoxnopug BHOCATLCA
3MiHU 3a nokasHukamu «CynbgdartHa 301a» 1a
«3aNLLKOBI PO3UYNHHWKMY - MTPUBELEHO [0
mMarepianis BUPO6GHMKa, 3 ypaxyBaHHSAM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

pe3ynbTaTiB Basligalii aHaliTM4HUX METOAVIK.
3MiHu | TUnNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneumdikauiii Ta/abo
[ONYCTUMKX MEX, BUSHAYEHMX y crieumdikalisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
NpoAYKT/peareHT, W0 BUKOPUCTOBYHOTHLCS Y
npoueci BupobHuutea A®I (iHwi 3miHKM) CynyTHA
3MiHa- 3MiHU 3 AKOCTi. A®I. KoHTposnb AdI.
3MiHa y meTodax BunpobysaHHsa APl abo
BMXifHOro Marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci BupobHuuTBa AP (iHWi 3MiHK Y
MeToAax BUNpoGyBaHHS (BKIHOHAKUN 3aMiHy
a6o fonoBHeHHs)) A®I abo
BUXiQHOro/NpoOMiXXKHOro NPoAykTy) [lo MaTepianis
peecTpaujiiHoro gocke Ao po3ginis 3.2.5.4.1 Ta
3.2.S.4.2 10 BXiAHOIO KOHTPOSIO Ha fjtouy
peyoBuHy lMiToheHOHyY rigpoxnopua BHOCATLCA
3MiHM 3a nokasHnkam «CynpoBigHi LOMILLKW», SKi
npuBeAeHo 40 matepiasiB BUPOOHUKA, 3riHO
3arasibHoi cTatTi «Cy6cTaHuis gns
hapmaLeBTMYHOrO 3acTocyBaHHs» Ta ICH Q3A
(R2), 3 ypaxyBaHHAM pe3y/bTaTiB Banigauii
aHaniTMYHUX MeToauK. 3MiHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA creumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHUM METOA0M BUNPOOYBaHHS)
Cneuumdpikanito 4018 BXiHOTO KOHTPOJIO Ha Aitovy
peyoBuHy dPeHniBepuHito 6pomig 3a NoKasHNKOM
«lgeHTudikayis», gonoBHeHo igeHTudikaujieto C
Ta D 3 BigNoBiAHUM METOA0M BUNPOBYBaHHSA Ta
BHECEHO YTOYHEHHS, BiAMNOBIAHO A0 BUMOT
BMPOGHMKA.
3MiHu | TUnY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[OMNYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
NpoAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHK)
CynyTHSA 3MiHa - 3MiHK 3 AkocTi. APl KoHTposib
A®l. 3miHa y meTofdax BunpobysaHHsA A®| abo
BMXifHOro Marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl (HesHauHi 3MiHW y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBEPAKEHNX MeToAaxX BUNPO6YBaHHS)

[o matepianiB peecTpauiiiHoro focke o
posginis 3.2.5.4.1 1a 3.2.5.4.2 [0 BXigHOro
KOHTPO/II0 Ha Ajitovy pevyoBuHy OeHniBepuHito
6pOMif, BHOCATLCA HE3HAYHI 38 NOKA3HMKOM
«Mikpob6iosnoriyHa YncToTa» BHECEHO MOCWUIAHHSA
Ha fjtoye BugaHHa €, 6e3 3MiHUM HOpMyBaHHS
Ta METOAMKM KOHTPOO SKOCTi. 3MiHu | Tuny -
3MiHn 3 aKocTi. A®l. BUpo6HMLUTBO (iHLLI 3MiHW)
HapaHHsA oHoBneHoi Bepcii DMF O-
009(08/2022)- IHS (August, 2022) Ha 3aMiHy
DMF 0-009(08/2012)R2) (August, 2012), Ak
HacnifoK BHOCUTLCA HOBA BMPOGHMYA AifTbHULS
A®| deHniBepuHito 6pomia BUpobHuka R L Fine
Chem PVT LTD, IHgisl, Ha fogatok Ao
3aTBEPAKEHOT AiNbHNL LbOro X camoro
3aTBepAKeHoro BUpobHuka. Mpu ubomy
TEXHO/OTIYHWIA NpoLec BUPOGHULTBA, BUXIAHI
mMarepianu Ta NpoMikHi npoayktn A®| 3anumweHo
6e3 3MiH. 3MiHu | T1ny - 3MiHK 3 AKocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA y Npoueci BUpobHuuTBa Ad|
(iHWi 3MiHW) .

CynyTHS 3MiHa- 3MiHuK 3 AKOCTi. A®Il. KOHTposb
A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXiAHOro MaTepiany/npomikHOro
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea AP (iHWi 3MiHK Y
MeTofax BUNpo6yBaHHSA (BKIOYAOYM 3aMiHy
abo fonoBHeHHs)) APl abo
BVXifHOro/MpomMixHoro npoaykTty)[o martepianis
peecTpadujiiHoro gocke Ao po3ginis 3.2.5.4.1 Ta
3.2.S.4.2 ansa BXiAHOTO KOHTPOJIIO Ha Ajtouy
peyoBuHy PeHniBepUHIlo 6POMIJ 3a MOKa3HUKOM
«3a/IMLLKOBI PO3YMHHUKIN» BHECEHO pefaKLiliHi
npaBkn Ta yTOYHEHHS BiAMNOBIAHO A0 MaTepianis
BMPO6HMKaA Ta pekoMeHgauii dY Ta BHeceHo
YTOYHEHHS LWOAO0 TEPMiHY NpuAaTHOCTI
BMNPOGOBYBAHOrO PO34KHY, BIAMOBIAHO A0
pe3ynbTaTiB Banigauii aHaniTMYHUX METOANK

127.

HEOTAKCEN

KOHL,eHTpaT ans
pO3UnHy Ans
iHdpysin, 6 mr/mn no
5 mn (30 mr), abo no
16,67 mn (100 wmr),

Mini
Xenckepe
Nimiteq

Benvka
BpuTtaHis

BeHyc Pemegic
Nimviteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3miHa agpecw 3asBHVKa (BNacHvKa

3a
peyenmom

UA/0926/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
a6o no 25 mn (150 peecTpauiiHoro NoceigYeHHs). BBefeHHs 3MiH
mr), abo no 35 mn NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPKEHHS.
(210 wr), abo no
41,7 mn (250 mr) y
chnakoHi; no 1
hnakoHy B
KapPTOHHI KOpoOL;
128. | HIMOAMMIH TabneTku, BKPUTI My6niuHe Ykpaina My6niuHe akuioHepHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/1230/01/01
NAiBKOBOO aKujioHepHe TOBapuCcTBO "HayKoBo- 3MiHM | TRy - 3MiHK 3 AKocTi. FoToBMIA peyenmom
o6oroHkoto, no 30 TOBapuCTBO BMPOGHUUNIA LLEHTP nikapcbknii 3aci6. Onuc Ta cknag (iHLWi 3MiHW).
mr; no 10 TabneTok "HaykoBo- "BopLuariBcbKuii BunyueHHs y po3ginax "3.2.P.1 Onwuc i cknag,
y 6nicTepi; no 3 abo BMPOBHNYMIA XimiKo- nikapcbkoro 3acoby" Ta "3.2.P.4 KoHTponb
5 6nicTepis B mauui 3 LEeHTp dhapmaLeBTUUHNI [LOMOMDKHMX PEYOBUH" HaliMEHYBaHHS Mapkn
KapTOHY "BopLuariscb 3asofg" [,0MOMDKHOT peYOBMHM M/1IBKOBOTO MOKPUTTSA
KWiA XiMiko- "Aquarius Prederred HSP BPP314069 Yellow"
thapmaueBT Ta BYKOPWCTaHHA 3arasibHoi Ha3sw "lniBkoBe
NYHWIA nokpuTTA ", y 3B'A3KY YHidiKaLii ohopmneHHs
3aBog" P. MeToay KOHTpOAto akocTi 13 3anuwmnncs
6e3 3MiH. Cknag naiBKOBOro MoKpUTTS
3anuwaetbes 6e3 3MiH. 3MiHn | Tuny - 3MiHn
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). 3MiHa y 3B'A3Ky
YTOUYHEHHS BUKaAEeHHS po3ainy "Aoaarkosa
iHchopmauis. Al-1. Ynakoska" MKA. OHOBNeHHSA
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBKM flikapcbKoro 3acoby, a came
BWJ/TyYEHHS1 iHchopmaL,ii, 3a3Ha4eHOT pOCiliCbKO0
MOBOIO, Ta HE3HaYHI pefakuiiHi npaBku.
BBefeHHs 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPKEHHS.
129. | HI®PYPO3UA- | cycneHsis opasibHa, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a - UA/12707/02/01
340POB'A 200 mr/5 mn, no 50 BO 3 06MeXeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuyenmom
M1y dh1aKoHi OBMEXEH BiANOBIAA/TLbHICTIO peecTpauinHoOro NocBig4YeHHs) (3rigHO Hakasy
nosimepHomy, no 1 oK "®GapmMaueBTNYHa MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
donakoHy 3 MipHOH BIANOBIOA KoMnaHisa "3g0pos'a” NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPOKEHHS;
JIOXKKOI0 Yy KopobL,i 3 NBbHICTIO 3miHu | TUny - 3MiHn Wwoao
KapToHy; no 100 mn «KOPINOPA 6e3nekn/ehekTMBHOCTI Ta hapMakoHarnaay.
y thnakoHi LA BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnxX
nonimepHomy a6o 3i | «340POB’A

ckna; no 1 dpnakony
3 MipHOHO /1I0XXKOI0 Y
KOpo6Li 3 KApTOHY

»

npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAabHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BK/IHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHYKa, BiANOBIAaIbHOT 3a
thapmakoHarnag [itoya pegakuis: LLieByeHko
OneHa IropiBHa MponoHoBaHa pefakuis:
MaHnosa OneHa MukonaiBHa 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXXEHOT 0CO6W 3asiBHYKA,
BiANoBiAa/IbHOI 3a hapmakoHarnsg 3miHa
Homepa MacTep-thaiina cuctemm
dhapmakoHarnsgy

130.

HOBAIPA
€BPO

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 25
mr; no 1 a6o no 4
TabneTkun, BKPUTHX
N/iBKOBOIO
060/10HKOI0, Y
6nictepi, no 1
6nictepy y
KapTOHHIA Kopoo6Li

"HOHIK
PapmacbioT
nKan
Nab6opaTtopi3
(BipgineHHs
hipmn " Ox.
B. Kemikans
eHf
®apmacbioT
nkans fita.")

IHais

FOHiK dapmacboTuKan
Nab6opaTtopi3
(BioaineHHs dipMu
"Ix. B. Kemikans eHpg,
PapmacboTrKan3

nTa.)

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx nNpo cucTemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
thapmakoHarnsag.

[itoyva pegakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MuxainiBHa. 3MiHa KOHTAKTHUX AaHNX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxoMKeHHs macTep-doaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
dapmakoHarnsgy

3a
peyenmom

UA/8707/01/01

131.

HOBAIPA
€BPO

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 50
mr; no 1 TabneTuj,

"HOHIK
PapmacbioT
nkas
Nab6opaTtopi3

IHais

FOHiK dapmacbioTuKan
Nab6opaTtopis
(BipaineHHs chipmu
"Ix. B. Kemikans eHpg,

IHais

BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis:
3MiHK | TUNY - 3MiHN Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHEeHNX AaHux

BKPUTUX M/1IBKOBOKO PapmacboThKan3 npo cuctemy thapmakoHarnsgy (BBefeHHs
060/10HKOI0, Y (BipfineHHs nra.t) y3araJlbHeHNX gaHux npo cucrtemy
6nictepi, no 1 ipmn "x. hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
6nictepy y B. Kemikans BiANOBIAA/IbHOI 32 3AiiCHEHHS
KapTOHHiiA Kopo6Lli eHp chapmakoHarnsgy; KOHTaKTHoi ocobm 3

abo no 4 TabneTku, dapmacbioT hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
BKPUTMX NAIBKOBOK nkans Jitg.") dpapmakoHarnsay B YKpaiHi, KLU0 BOHa

3a
peyenmom

UA/8707/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
060/10HKOI0, Y BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
6nicTepi; no 1 a6o 2 BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
6nictepu B (BK/IIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KapTOHHI KOpooLi pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHYKa, BiANOBIAaIbHOI 3a
thapmakoHarnsag.
[itoyva pegakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CaiTnaHa
MuxainiBHa. 3MiHa KOHTAKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxoMKeHHs macTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iliCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
132. | HOBATPA TabneTku, BKPUTI "HOHIK IHais FOHiK PapmacbioTuKan IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais: 3a - UA/8707/01/03
€BPO NNiBKOBOIO PapmacbioT Nab6opaTtopi3 3MiHK | TUNY - 3MiHK Woao peyenmom
o060s10HKot0, Mo 100 nkan (BioaineHHs dipMu 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
mr; no 1 TabneTuj, Nab6opaTtopi3 "Ix. B. Kemikans eHpg, BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
BKPUTWX M/1IBKOBOKO " PapmacboTUKan3 npo cuctemy thapmakoHarnsgy (BBefeHHS
060/10HKOI0, Y (BipgineHHs nrp) y3arasibHeHVX AaHuX Npo cucTemy
6nictepi, no 1 hipmn " Ox. hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
6nictepy y B. Kemikans BiANOBIAA/IbHOI 32 3AiICHEHHSA
KapTOHHIA KopooLi eHf hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
abo no 4 TabneTku, dapmacbioT hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
BKPUTMX NIBKOBOIO nkans fitg.") hapmakoHarnsigy B YKpaiHi, K0 BOHa
060/10HKOI0, Y BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
6nictepi; no 1 a6o 2 BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
6nictepu B (BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KapTOHHIA KopooLi po3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
thapmakoHarnsag.
[itoyva pegakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MuxainiBHa. 3MiHa KOHTAKTHUX AaHWX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicL,e3HaxoMKeHHs macTep-doaiina cuctemm
thapmakoHarnagy Ta iioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOT AiSiNIbHOCTI 3
dapmakoHarnsgy
133. | HOPMOBEH TabneTku, BKPUTI AT Ykpaina AT "KUIBCbKNIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 nionsieae UA/19787/01/01
1000 NNiBKOBOIO "KUIBCbKW BITAMIHHWA 3MiHK | TUny - 3MiHK 3 AKoCTi. FoTOBWMIA peyenma
060/10HKO Mo 1000 " 3ABOL" nikapcbkuii 3aci6. Cuctema
mr, no 10 TabneTok BITAMIHHW KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa
y 6aicTepi, no 3 abo 1 3ABOA" pPO3Mipy yNnakoBK/ roTOBOrO MiKapCbKOro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6 6nicTepiB y navuji

(3MiHa KinlbkoCTi oAMHMLB (Hanpukias TabneTok,
amnys TOLLO) B ynakosLi:) - 3MiHa nosa
Aiana3soHoM 3aTBePPKEHNX PO3MIpPIB YNaKOBKK.
BBefeHHA foaatkoBoil ynakoBku ans /13
HopmoseH 1000 no 10 TabneTok y 6nictepi; no 6
6nicTepis y nauyLi 419 3pyYHOCTI BUKOPUCTAHHSA
naujieHTamu. 3mMiHW BHECEHO B iHCTPYKLito A1
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gin "Ynakoeka" (BBefieHHs1 04aTKOBOrO
nakysaHHs). BBefieHHsA 3MiH NpoTArom 6-mm
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHY BHECEHO B
TEKCT MapKyBaHHS yNakoBKW NikapCbKoro
3acoby, a came BUKNageHHs iHdopmawi
YKPaiHCBKOIO Ta aHr/inCbKO MOBamu
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS

134.

OKTArAM

PO34uH NS iHdy3il,
50 mr/mn; no 50 mn,
a6o no 100 mn, abo
no 200 mMn y nAswLj;
no 1 nnawuiy
KapTOHHI KOopoo6Li

OkTadapma
dapmaLesT
nka
MpogaykTioHc
rec. m.6.X.

ABCTpIs

OkTadapma
dapmaueBTrKa
MpopykTioHcrec.
M.6.X., ABCTpiS;

Bnpo6HuK,

BiANoBigaIbHUIA 3a
BMPOGHMLITBO 3a
NOBHUM LWK/IOM, 3a
BUK/TIOYEHHAM
BTOPUHHOI YNaKOBKMN:
OKTA®APMA AB,
LLsewjs; BUpO6HMK,
BignoBigasbHMi 3a
BMPOBHMLTBO 3a
MOBHWM LMK/IOM, 38
BUK/IOYEHHAM
BMPOGHMLITBA PO3UNHY
in-bulk, BTOpYHHOI
yNaKkoBKM.
AnbTepHaTuBHO,
BVMPOGHMLTBO
KIHLLeBOro NpoAyKTy 3
in-bulk po3unny,
BMPOGIEHOro Ha

AscTpisi/
PpaHuin/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'3aHb Ta yMOB
BMAAui peecTpaviiHoro noceig4YeHHs,
BK/IKOYAK0UM MNnaH ynpasniHHS pusukamm
(3acTocyBaHHSI TEKCTY, SIKWIA NOTOMKEHNI 3
KOMNETEHTHUM OpraHom) 3asiBHYKOM OHOB/IEHO
nnaH ynpasniHHSA py3ukammn Nikapcbkoro 3acoby.
3MiHM BHeCeHi A0 YacTuH: | «3arasibHa
iHbopMauis», Il «CneundikaLin 3 6e3nekn», VI
«Pestome nnaHy ynpas/iHHA pu3nkamu» 3rigHo 3
Bumoramm Ao CtaHgapT3oBaHoro chopmary
MYP (Rev.2 accompanying GVP , Module V
Rev.2, Human Medicines Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format) y 38 s3ky
3 OHOBJIEHHAM (POPMY/TI0BaHb, TEPMIHIB Ta
[0AaBaHHAM KnacTepiB rinepyyTIMBOCTI Nig, vac
nepepeecTpadii nikapcbKoro 3acoby B
pedoepeHTHili kpaiHi. Pestome MYP Bepcis 12.0
[opaetbes. TepmiH BBEAEHHSA 3MiH 6 MicALIB He
peKoMeHAYETLCA, OCKibkM MYP Mae 6yTn
BNPOBaXEHNI oApasy nicns 3aTBepKeHHS.

OkTadapma 3miHu | TMny - 3MiHK WwWoao
dapmaueBTuka 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy
MpopykTioHcrec. (iHLWi 3MiHW) 3MiHVM BHECEHO A0 IHCTPYKLIT ANns
M.6.X., ABCTpisi: MeZMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
Oxtadhapma, PpaHLis; [0 po3ginis "®apmakonoriyHi BnactnsocTi”
AsnbTepHaTnBHA (yTOouHeHHst iHchbopmauii), "OcobamsocTi

3a
peyenmom

He
nionsieae

UA/13905/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHUWYa AinsHKa
AN BTOPUHHOTO
nakyBaHHs:
OkTacdapma [Jeccay
m6X, HimeuunHa;
Bupo6HMK,
BignoBigasibHWI 3a
BUMPOOYBaHHA Ha
anoMmiHIn (LofaTkoBo
0,0 BUPO6HUKaA
Oktathapma AB,
Lsewis): OkTadapma
MpogaykTioHcrecenwa
T doitunaHg mM.6.X.,
HimeuunHa

3acTocyBaHHs", "TepMmiH npugaTHocTi"
(BCTaHOB/IEHI 3HAYEHHS NMOKA3HUKIB He
3MiHIOIOTLCS), "YMOBW 36epiraHHA" (BCTaHOB/EHI
3HaYEHHS NOKA3HWUKIB HEe 3MIHIOTLCS).
3MiHM 10 po3ainie MKA «36epiraHHa» Ta
«TepMiH NpUAATHOCTI».
3arBepaKeHo:
36epiraHHs:
36epiratn npu TemnepaTtypi Big 2 go 25°C.
He 3amopoxysaTtun. 36epirati y HeJoCTyNHOMY
ansa piteid micu,.
3axvwaTy Big cBiTNa.

Yepes MOX/MBICTb bakTepiasibHOI KOHTamiHaL,iT
Oy b-AKy KiNbKICTb 3a/MLLKY npenapary
noTPi6HO yTWNi3yBaTu.

TepMmiH NpuaaTHOCTI:

2 POKU.

He BuKopucTOBYBaTM MIiCASA 3aKiHYEHHA TEPMIHY
npuaaTHOCTI.
3anponoHoBaHo:
36epiraHHs:
36epiratu npu TemnepaTtypi Big 2 go 25°C.
He 3amopoxysaTtun. 36epirati y HeOCTyNHOMY
Ans piteid micu,.
3axuwatu Big cBiTna.

Uepes MOX/MBICTb bakTepiasibHOI KOHTaMiHaLiT
6y Ab-SIKy KiNbKIiCTb 3a/IMLLKY nNpenapary
noTpi6HO yTuni3yBaTtu.

YM0oBU 36epiraHHs nicnis nepLioro BiAKPUTTS
nikapcbKoro 3acoby AvB. y po3aini «TepMiH
npuaaTHoOCTI».

TepMiH NpuaaTHocTi:

2 poku.

He BukopucTOBYBaTM MiC/IA 3aKiHYEHHS TEPMiHY
npuaaTHoCTI.

Micns nepLioro BigKpUTTS Nikapcbkuii 3acié cnig
BUKOPUCTaTN HEramnHo.

TepMiH BBEEHHS 3MiH - NPOTArOM 6 MicALiB
nicns 3aTBepAKeHHs.

135.

OKTEHICENT

po34nH no 50 mny
donakoHi 3
po3nuaBayem; no
1 donakoHy B
KapTOHHI kopobuyj;
no 50 mn y cpnakoHi
3 BariHa/IbHUM
annikaropom; no 1
h1akoHy B

LLtonbke i
Maiip TM6X

HimeuunHa

LLivonbke i Maiip F'm6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOBJ/IEHOTO cepTudlikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
mMarepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0

6e3
peyenma

UA/4056/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KapTOHHI kopo6uyj;
no 250 mn a6o 1000
M1y hnakoHax; no
250 mn 'y chnakoHi 3
po3nuoBayveM.

BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEPAKEHOr0
BMpo6HUKa - MogaHHA HOBOroO cepTudikaTa
BifNoBigHOCTI €Bponelickkilii hapmakonei RO-
CEP 2021-489-Rev 00 gnia Adl 2-
heHOoKcieTaHOoN Bif BXe 3aTBepAXeHOro
BUpo6HMKa BASF SE, Germany 3aTBepaXeHo:
ASMF BASF SE, Federal Republic of Germany
3anponoHoBaHo: RO-CEP 2021-489-Rev 00
BASF SE, Germany. 3minu | Tuny - 3miHu 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHM B MpoLeci
BUpo6HMLTBA AD| (He3HauYHa 3MiHa y npoLeci
BMPOGHMUTBA ADI) - He3HauHa 3miHa y npoLeci
BMPO6HMLTBA AD| OKTEHIZIHY Avrigpoxnopuay
BMpo6HuKa Sterling Pharma Solutions Ltd.,
United Kingdom, a came 3atBepmaxeHa
npoueaypa NoBTOPHOI 06po6ku (re-processing)
6yna 3aMiHeHa Ha HOBY MpoLieAypy NOBTOPHOI
06pO6KY, SKa CKIafaeTbCs i3 NOBTOPEHHS
KIHLLeBOro etany pyTMHHOrO BUPOOHMLTBA
(npomuBaHHSA DMF Ta aueToHoMm). 3MiHu | Tuny -
3MiHn 3 axkocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoueci BMpo6HuuTea Ad| (HeHayHa 3MiHa y
npoteci Bupo6HuuTBa Adl) - HesHayHa 3MiHa y
npovueci BupobHuLTBa APl OKTEHIAIHY
avrigpoxnopugy Bupo6Hukom Sterling Pharma
Solutions Ltd., United Kingdom nonsrae y
[ofaBaHHi oAaTKOBOro npoMmBaHHsa DMF i
aLeToOHOM 3 METO0 YAOCKOHA/IEHHS
BMPOGHMLTBA, TakoX By BHECEHHI pefaKLiiiHi
3MiHU Ta BiAKOPUroBaHWiA TemnepaTypHuii
JianasoH Ha pi3HWX NoToKax 06nagHaHHA. 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Yy npoueci
BMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby,
BK/THOHAI0UN MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOGHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoveci
BUPOGHMLTBA) - He3HauyHa 3miHa y npoueci
BMPOOHULITBA HEPO3(DacoBaHOrO NPOAYKTY, a
came 3miHa eTany NpOMUBaHHSA
Hepo3ghacoBaHOro NPOAYKTY Nicna AoAaBaHHA
HaTpIlo IOKOHATY Nif, Yac BUPO6HMLTBA
roTOBOrO JliKapcbKoro 3acoby. Etan npomunsaHHs
nicnsa gogasaHHA HATPIKO INIOKOHATY 3MIHIOETLCSA
TakVM YYMHOM, W06 A8 NPOMUBAHHS MOXHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6yn10 BUKOPUCTOBYBATU abo ounLeHy Bogy, abo
PO34MH HATPIO FiAPOKCUAY.
136. | ONNIME/1b emynbcia gns BakcTep Benbrisa BXiHW KOHTPO/b, Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/17380/01/01
N7E iHcpysin no 1000 mn C.A. KOHTPO/1b MPOMiXXHOIO 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. peyenmom

y TpYKaMepHoMy
naacTKoBOMy
nakeTi B 3aXWCHiil
060/10HUj, Wo
MiCTUTb MOrAvHaY
KVCHIO; MO 6 MakeTiB
Y KapTOHHIli kopobLyi;
no 1500 mny
TpyKaMmepHoMy
nnacTvKoBOMY
nakeTi B 3aXMCHIi
060/10HLj, Wo
MICTUTb MOr/IMHaY
KUCHIO; MO 4 nakeTn
Y KapTOHHIli kopoobLi;
no 2000 mny
TpUKaMepHoMy
nnacTvKoBOMY
nakeTi B 3aXMCHiit
060/10HUj, WO
MICTUTb MOr/IMHaY
KWUCHIO; M0 4 nakeTu
Y KapTOHHIl kopoobLi

NpoAYKTY,
BMPOGHMLITBO,
nakyBaHHS!, KOHTPO b
AKOCTI Ta BUMYCK cepii:
Bakctep C.A.

BunyyeHHs1 BUPOOGHMYOT AiNibHULL (BK/IHOYAOUN
AinbHuui ana A®Il, npomixHoro npoaykTy abo
roTOBOrO JlikapCbKOro 3acoby, AiNbHUL Ans
NpoBefeHHsA NakyBaHHS, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
npoBefeHHS KOHTPOJIKO cepii) abo
noctavanbHuKa BUXiLHOTO MaTepiany, peareHTy
a60 4ONOMIKHOT PevoBUHU (SKLLO 3a3HAYEHO Y
[0CbE) - BunyyeHHs BUpo6HWMKa Ajtoyoi
peyoBuHM Lysine acetate Ajinomoto Co., Inc.
Kawasaki plant; 3miHu | Tuny - 3miHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiAMNOBIAHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/Ty4YEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; Ans fONOMIXHOT pevoBnHN (cepTudpikar
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOGHMKA - MNMogaHHA OHOBMEHOrO cepTudikata
BignoBigHOCTI EBponelickkili hapmakonei Ne R1-
CEP 2014-056 - Rev 00 (3aTBepaxeHo: RO-CEP
2014-056 - Rev 00) gns gjtoyoi pevosuHmn Valine
BiJl BXe 3aTBepXeHoro BupobHuka Shanghai
Ajinomoto Amino Acid Co., Ltd., China; 3miHn |
TMny - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOGHMKA - MNoJaHHA OHOBMEHOrO cepTudikata
BignoBigHOCTI EBponelickkili hapmakonei Ne R1-
CEP 2012-052-Rev 01 (3aTBepmxeHo: R1-CEP
2012-052-Rev 00) ansa fito4oi peyoBuHM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa
3acoby yrnakoska)

Peknam Homep
Bionycky yBaHHs* | peecmpayiliHo20
nocsioYyeHHs1

Leucine Bif, BXe 3aTBEP)KEHOr0 BUPOOHMKA
Shanghai Ajinomoto Amino Acid Co., Ltd.,
China; 3miHn | TNy - 3MiHK 3 SIKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiAMNOBIgHOCTI EBponechkili
hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/yYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
BunyueHHs cepTudikartis (3a HassBHOCTI
MyNbTUNAIETHOrO cepTudikara Ha martepian) -
BunyueHHsi cepTudpikaTty BigNOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 1996-097-
Rev 07) ana gitoyoi peyosuHu Threonine
BMpO6HMKa Ajinomoto Health And Nutrition North
America, Inc., USA (3apeecTpoBaHo
anbTepHatusHuii CEP R1-CEP 2014-204-Rev
01 gaHoro BUPO6HUKa); 3MiHW | Tumy - 3MiHK 3
AKocTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha KA 34iIACHIOETLCS
KOHTPO/b/BUNPOBYBaHHSA cepii) - 3miHa
BMPOGHMKA BiAMNOBiAaNbHOIO 3a BUNPOGYBaHHSA
cepii 3 bakctep C.A., benbria Ha APKMHOMOTO
Xenc eHg HyTpiwH Hopc Amepuka IHk., CLUA
0151 NPOMDDKHOrO MPoAyKTy (CyMill amiHOKUCNOT),
BMPOGHMLTBA AIKUHOMOTO Xenc eHg, HyTpilH
Hopc Amepwka IHk., CLUA; 3miHu | Tuny - 3miHn 3
AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX pevyoBUH. 3MiHa y MeTogax
BUMPOOYBaHHS AOMOMiIXKHOI PEUOBUHN
(BNYyYeHHs1 MeToAy BUNPOBYBaHHS, AKLLO
anbTepHaTUBHUI METOZ BUNPOOYBaHHS BXe
3aTBEPAXEHO) - 3MiHAa y MeTogax BUNpobyBaHHs
0151 [ONOMDKHOI peyoBuHM Sodium oleate
(Bpo6HMLTBa KOMNaHii Lipoid), a came
BUyYEHHS in house mMeToAy NosyM’ siHOT
choTomeTpil, TaK K HasABHWI anbTepHaTUBHUIA
MeTop[, aTOMHO-€eMiciliHa cnekTpomeTpis 2.2.22
EP
BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 He UA/5416/01/01

3MiHM | Tuny - AAMiHICTpaTMBHI 3MiHW. 3MiHa peyenma nions2ae

137. | OTPUBIH 3 cnpeii HasaslbHUiA, XaneoH KX LLiBeiiapis XaneoH KX C.a.p.n. LLiBeiiuapis
MEHTOJ/IOM Ao3osanuii 0,1 % no CAPN
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

TA
EBKANINTO
M

10mny
noniMmepHoMy
dnakoHi 3
posnunoBayem; no
1 chnakoHy B
KapTOHHiiA Kopo6Li

HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BnacHvKa peecTpauiiHoro noceigyeHHs). 3miHa
Ha3BW 3asBHUKa 3 TCK KoHcblomep Xesckep
CAP/, Weeiiyapis Ha XaneoH KX CAP/I,
LLiBeiiuapis. TepmiH BBELLEHHSI 3MiH NPOTAroM 6
MicAUiB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPOBaKEHHS OisANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro
3aco0y, BKI0YAKUM AibHUL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
(misnbHiCTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/IOYAUM BUMYCK CEpiid).
3MiHa Ha3BK Ta agpecy BUPOGHUKA FOTOBOrO
nikapcbkoro 3acoby. TepmiH BBEAEHHSA 3MiH
NpoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.

138.

NMAMIAON

PO3YUH ANS iH'EKLIIA
no 300 mr/mn, no 50
mn a6o no 100 mn
PO34UMHY Y (hr1akoHi;
no 1 dnakoHy y
KapTOHHIA KOpooLi

"HOHIK
PapmacbioT
nkasn
Nab6opaTtopi3

(BipgineHHs
hipmn " Ox.
B. Kemikans
eHf
®apmacbioT
nkans fitg.")

IHais

"FOHiK
dapmacbioTUKas
Na6opatopiz"
(BipaineHHs chipmu
"Ix. B. Kemikans eHg
PapmacboTrKan3
NTa.")

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx nNpo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHoi 0cobu
3asBHVIKa, BiANoBiAaNbHOI 3a thapmakoHarnsg,
[itoua pegakuyis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: Benikosa CaiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLe3HaxoMKeHHs macTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/15509/01/01

139.

NAMIZON

PO34UMH NS iH'EKLNA
no 370 mr/mn; no 50
mn abo no 100 mn
PO3UMHY Y (hr1akoHi;
no 1 cpnakoHy y
KapTOHHI Kopoo6Lli

"FOHiK
®apmacbioT
nkan
NabopaTtopis

(BigAineHHs

IHAjA

"FOHiK
dapmMacboTUKa
Na6opatopis"
(BipaineHHs chipmu
"Ix. B. Kemikans eHpg,
PapmacboTrKan3

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy

3a
peyenmom

UA/15509/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhipmm "x.
B. Kemikans
eHp
dapmacsioT
nkans fta.")

nrtp."), Haisa

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsg.
[itoya pepakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuisi: BenikoBa CeiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.

140.

NAHTO30/

TabneTkn, BKPUTI
KVLLKOBOPO34MNHHOIO
060/10HKO10, 10 40
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
2, abo 3 6nictepu B
KOpo6Li 3 KapTOHY

"HOHiK
dapmacbkioT
nKkan
NabopaTtopi3

(BipfineHHs
ipmun
"Ox.B.

Kemikan3
eHf
dapmacboT
nkans fta.")

IHais

FOHik ®apmacbloTukan
JNlabopaTopis
(BipaineHHs chipmu
"Ix. B. Kemikans eHg
PapmacboTrKan3
")

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Woao
6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
BeeaeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0Co6M,
BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsg.

[itoua pepakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuis: benikoBa CeiTnaHa
MwuxaliniBHa. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MicLie3HaxopKeHHs macTep-chaiina cuctemu
hapmakoHarnsigy Ta noro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

3a
peyernmom

UA/11508/01/01

141.

NEProBEPIC

MOPOLLOK Ta

Apec

LLiseiuapis

Mepk CepoHo C.A,,

LLIBeiiuapis

BHECEHHS 3MiH [0 peecTpauliiiHux MmaTepiasis:

3a

UA/10624/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
® PO3YUHHWIK A5 TpengiHr BIAAINEHHS Y M. 3Mminu | TMnYy - 3miHu 3 sKocTi. APl. KoHTponb peyenmom
pO34nHY oNs C.A. O60HH A®l. 3miHa y napameTpax cneuudikadii Ta/abo
iH'eKUl; AONYCTUMUX MEX, BUSHAYEHMX Y crieumdikaLisax
1 a6o 3 chnakoHu 3 Ha A®l, abo BMXigHWIA/NPOMIKHWIA
MOPOLLKOM Y NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
KomnnekTi 3 1 abo 3 npoveci BupobHuutea APl (40NOBHEHHSA
donakoHamu 3 1 Mn cneundikauii HOBYM MOKa3HWKOM SKOCTi Ta
po3uMHHKKa (BOAa BiANOBiAHVM MEeTO4O0M BMNPO6YBaHHS)
AN iH'eKUin) y [lonoBHeHHA cneuudikaLii NPOTArom TepMiHy
KOHTYPHIl 36epiraHHsa 4719 A4ilo4oi peYOBUHM NIIOTPOMUHY
YapyHKOBIli anba (r-hLH) HoBrM nokasHukom sikocti TYMC
ynakosL; no 1 Ta BiAgNoBiAHNM METOAOM BUNPOGYBAaHHS.
KOHTYPHIl 3Mminu | TUnYy - 3miHu 3 sKocTi. APl. KoHTponb
YapyHKOBIli yrnakoBLi A®I. 3miHa y napameTpax cneuudikadii Ta/abo
B KOpOO6LYj; A0MNYCTUMUX MEX, BUSHAUYEHMX Y crieumdikaLisax
5 chnakoHis 3 Ha A®l, abo BMXigHWIA/NPOMIKHWIA
MOPOLLKOM Y NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
KOMMekTi 3 5 npoueci BupobHuuTea AP (iHWi 3MiHK)
donakoHamu 3 1 Mn BunyueHHs 3i cneuudikauii npy BUMYCKy Aito4oi
po3uMHHKKa (BOAa peyoBuHM NtOTponuHy anbga (r-hLH) koHTponto
ANs iH'eKUin) y 3a nokasHukom “Mikonnasmva’”.
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B KOpobui
142. | NEPUHAOMNP | TabneTtku, BKpUTI TOB «TeBa Ykpaina AT dapmaueBTUYHNI YropLmHa BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3a - UA/14919/01/01
UN-TEBA NAiBKOBOO YkpaiHa» 3aBof TeBa 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
060/10HKOM0, M0 2,5 nikapcbkuii 3aci6. KOHTpOb roToBOro
mr no 30 TabneTok y nikapcbKoro 3acoby. 3miHa y meTogax
KOHTeliHepi; no 1 BMNPO6YBaHHSA rOTOBOrO /likapCbKOro 3acoby
KOHTEliHepy B (iHWi 3miHM y MeTofax BUNpobyBaHb
Kopoo6Li (Bkntovaroun 3aMiHy abo [OMOBHEHHS)) 3amiHa
BMNPOGYBaHHSA BU3HAYEHHS OLHOPIAHOCTI
[030BaHVX OAMHNL METOLOM NPSAMOro
BM3HAYEHHS HA OAHOPIAHICTb A030BaHNX
OfMHULb PO3PaxyHKOBO-BaroBMM METOZOM.
BBefeHHs 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPKEHHS
143. | NEPUHAOMNP | TabneTtku, BKpUTI TOB «TeBa Ykpaina AT dapmaueBTUUHNI YropwmHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a - UA/14919/01/02
NN-TEBA NNiBKOBOIO YkpaiHa» 3aBog, TeBa 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoToBUIA peyenmom

060/10HKOI0, M0 5 Mr
no 30 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy B
KopooLi

nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BunpobyBaHb
(BkNtOUAKOUN 3aMiHy abo [OMOBHEHHS)) 3amiHa
BUNPOGYBAHHSA BU3HAYEHHS O4HOPILHOCTI
[,030BaHVX OAVHWLb METOL0M NPSIMOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BU3HAYEHHSA Ha OAHOPIAHICTb J030BaHNX
OfVHULb PO3PaxyHKOBO-BaroBMM METOA0M.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aTBEPAKEHHSA
144. | NEPUHAONP | TabneTku, BKPUTI TOB «TeBa Ykpaina AT dapmaneBTUYHNI YropwmHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a - UA/14919/01/03
NN-TEBA NNiBKOBOIO Ykpaina» 3aBof TeBa 3MiHu | TMNy - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom
o6ooHkKoto, no 10 nikapcbknii 3aci6. KOHTponb rotoBoro
mr no 30 TabneTok y nikapcbKoro 3acoby. 3miHa y meTofax
KOHTeliHepi; no 1 BMNPOOGYBaHHSI TOTOBOrO MiKApCbKOro 3acoby
KOHTeliHepy B (iHWi 3miHW y MeTogax BUNpobyBaHb
Kopoobui (BK/THOYAKOUM 3aMiHy ab0 [ONOBHEHHS)) 3amiHa
BMNPOGYBaHHA BU3HAYEHHS OLHOPIAHOCTI
[030BaHVX OAVHNLE METOLOM NPSAMOro
BU3HAYEHHA Ha OAHOPIAHICTb J030BAHNX
OAVHWLb PO3paxyHKOBO-BaroBUM METOAOM.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAXKEHHS
145. | NIPUOOKCH po3uunH ans iH'ekuii, | TOBAPUCT YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a - UA/8736/01/01
HY 50 mr/mn, no 1 mn B BO 3 0bMexeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
riAPOXNOPU | amnyni; no 10 OBMEXEH BiANOBIA&/IbHICTIO peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
Aa- amnyn y KapTOHHiIl [e]}0) "PapmaueBTUyHa MO3 Big 23.07.2015 Ne 460) BBeaeHHs 3MiH
340POB'A Kopoo6ui 3 BIAMOBIOA KoMnaHisa "3gopos'a” NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS;
neperopogkamu; no NbHICTIO 3MiHu | TUny - 3MiHK Woao
1 mn B amnyni; no 5 «KOPIMOPA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
amnyn y 6nictepi; no uiA BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
2 6nictepn B «300POB'A npo cuctemy papmMakoHarnsy (BBeAeHHs
KapTOHHI kopobLyj; » y3araJlbHeHNX AaHux npo cucrtemy
no 1 mn B amnyni; chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
no 10 amnyny BiANOBIAA/IbHOI 32 3AiiCHEHHS
6nicTepi; no 1 hapmMakoHarnagy; KOHTakTHoOi ocobu 3
6nictepy B chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
KapTOHHIA Kopoo6Li hapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOi 0Co6M,
BiAMOBIfa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38
hapmakoHarnsg Litoua pegakuis: LLeBueHko
OneHa IropisHa MponoHoBaHa pepakuis:
MaHnosa OneHa MukonaisHa 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XeHOI 0C06 3asBHIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag 3miHa
Homepa MacTep-thaiina cuctemm
dpapmakoHarnsay
146. | NAATU®DIIIH | po3umH Ans iH'eKuii, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/7976/01/01
-340POB'A 2mr/manolmns BO 3 06MmexXeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
amnyni; no 5 amnyn OBMEXEH BiANOBIAA/TbHICTIO pPeeCcTpauinHoro NocBig4YeHHs) (3rigHo Hakasy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
y 6nicTepi; no 2 (e]}0) "®apmaueBTUYHa MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3miH
6nictepu B BIANOBIOA KoMnaHisa "3g0pos'a” NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPOXKEHHS;
KapTOHHiiA Kopo6Lj; NbHICTIO 3MmiHu | TUny - 3MiHn Wwoao
no 1 mn B amnyrni; «KOPTIOPA 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 10 amnyny uiA BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
6nictepi; no 1 «3[10POB'A npo cuctemy thapmakoHarnsgy (BBefeHHs
6nictepy B » y3ara/ibHeHUX JaHnx nNpo cucTemy
KapTOHHI kopobuyj; thapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHO! ocobu,
no 1 mn B amnyni; BiANOBIabHOI 3a 3[iiCHEHHS
no 10 amnyny hapmakoHarnsgy; KOHTakTHOT 0cobm 3
KapTOHHI Kopobui 3 hapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
neperopogkamu thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAa/bHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
thapmakoHarnag [itoya pegakuis: LLieByeHko
OneHa IropisHa MponoHoBaHa pefakuis:
MaHosa OneHa MukonaiBHa 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0CO6VW 3asiBHIKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg 3miHa
HoMepa MacTep-ghaiina cuctemu
dhapmakoHarnsgy
147. | MOCAKOHA3 | cycneHsisi opa/ibHa, TOB «TeBa Ykpaina BMPOBHMLTBO 3a Ipeuis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/19116/01/01
ON-TEBA 40 mr/mn; no 105 mn YkpaiHa» NOBHVM LMK/TOM: 3MiHY Il Tuny - 3MiHK 3 AkocTi. ADI. (iHLWi 3MiHN) - peyenmom
cycneHsii opanbHOT Padhapm C.A., Ipeuis; OHOBJ/IEHHSI MacTep-chaiina Ha A®| MNocakoHazon
y thnakoHax; no 1 BTOpPVHHA ynakoBKa, amopdpHuii Bupo6bHukom MSN LABORATORIES
hnakoHy pasom 3 KOHTPO/b cepii Ta PRIVATE LIMITED 3 Bepcii PKa/AP-EU/02/16-
MipHOIO JTOXXEYKOIO Y [L,03Bi/T HA BUMYCK 19 & PKa/RP-EU/02/16-19 po Bepcii PKa/AP-
KapTOHHIA KOopoo6Li cepii: xeHedapm EU/03/02-22 & PKa/RP-EU/03/02-22
CA, 'peuisi; KOHTPO/b
cepii: KAKC NTA4,
peuist
148. | NPEFABA/NIH | kancynu TBepgi no TOBAPUCT YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a - UA/16783/01/02
-3H 150 wmr, no 10 BO 3 0bMexeHo 3MiHa 3aaBHuKa J13 (MIBIT) (BnacHuka peyenmom
Kancyn TBepavx y OBMEXEH BiANOBIA&/IbHICTIO peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
6nicTepi; no 2, 3, 6 (e]}0) "XapkiBCcbke MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHSA
6nicTepiB y kopobu,i BIANOBIOA hapmaueBTUyHe 3MiH NPOTArom 6 MiCAILiB MicNs 3aTBEPOKEHHS.
3 KapTOHY NbHICTHO nigNpPUEMCTBO 3MiHu | TUny - 3MiHK Woao
«KOPIMOPA "3p0p0oB'A Hapoay" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
LA BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
«3[0POB’A npo cuctemy hapmMmakoHarnsy (BBeAeHHs

»

y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobm 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHIKa, BigNoBigasibHOI 3a hapMakoHarnsag.
[itoya pepakuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pepakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX faHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cuctemm
hapmakoHarnsgy.

149.

MPErABANIH
-3H

Kancynv Teepai no

75 wmr, no 10 kancyn
TBEPAMX Y BnicTepi;
no 2, 3, 6 6nicrepis
Y KOPO6Lj 3 KApTOHY

TOBAPUCT
BO 3
OBMEXXEH
[e]0)
BIANOBIOA
NbHICTHO
«KOPIMOPA
LA
«30POB’A

»

YkpaiHa

ToBapucTBO 3
06MexeHot
BiANOBIAANBHICTIO
"XapkiBCcbke
hapmaLeBTUyHE
nignpYeEMCTBO
"3p0p0oB'A Hapoay"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiniHOro NocBig4YeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHSA
3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx Npo cucTemy
thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHoi 0cobu
3asBHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
[itoua pepakuis: LeByeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-thaiina cuctemm
chapmakoHarisgy.

3a
peyenmom

UA/16783/01/01

150.

NMPEAN3NH®

Tabnetkn
NPOMIOHIOBaHOT Aji,
BKPWTi NNiBKOBOIO
060/10HKO10, Nno 35
mr; no 10 TabneTok

BAT
"TefeoH
PixTep"

YropLmHa

BAT "l'egeoH Pixtep”,
YropLumHa (Bunyck
cepii); TOB "legeoH
PixTep Monba",
Monbwa (KOHTpoNb

YropwmHa/
MonbLua/
PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuit 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOBYBaHHSA rOTOBOrO MikapCbKoro 3acoby

3a
peyenmom

UA/11298/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
y 6nicTepi; no 6 AKOCTI, 03BN HA (He3HauHa 3MiHa y 3aTBEpMAKEHUX MeTofax
6nictepiB y BMNYCK cepil; BMNPOGYBaHHS) - KoperyBaHHs onucy
KapTOHHiiA Kopo6Li BVMPOGHNLTBO NPUroTyBaHHA CTaHAapPTHOrO PO3UNHY
Hepo3dacoBaHoro aHaniTnyHoro metogy «KinbkKicHe BU3HAUYEHHS»
npoAayKTy, NepBuHHA (TpumeTasuguHy aurigpoxnopugy) (metog,
yrnakoBKa, BTOPUHHa BEPX) (3aTBEpAKEHO: po3BefeHHs - 1:5 mn,
ynakoska); legeoH 3anponoHoOBaHo: po3BefeHHs - 1:50 mn) B
PixTep PymyHia A.T., po3gaini 3.2.P.5.2 peecTtpauiiiHoro gocbe; 3MiHu |
PymyHis (KOHTpONb TUNy - 3MiHW 3 IKOCTi. FTOTOBWIA NikapcbKuii
AKOCTI, 03BN HA 3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
BUMYCK cepii; 3MiHa y MeTofax BUNpobyBaHHA roTOBOr0
BUPOBHMLTBO nikapcbKoro 3acoby (He3HayHa 3miHa y
Hepo3dacoBaHoro 3aTBEPAKEHNX METOAAX BUNPOBYBaHHSA) - y
NPOAyKTY, NepBMHHa po3gaini 3.2.P.5.2 peecTpauiiiHoro gocbe 3a
yrnakoBKa, BTOPUHHa nokasHukoM «MikpobionoriyHa unctota»
ynakoBska) OHOBJ/IEHO ONMUC MEeTOAY Npoueaypu
BMNPO6YBaHHSA BifMnoBigHO A0 3arasibHOT
MoHorpadii €sp. ®. 2.6.121a2.6.13 1Ay
BIANOBIAHOCTI A0 3BITY 3 Banigauii
Mikpo6ionoriyHoro MeToay:
CCMB-MODUX/HT022-MMVR-19-01
151. | NPOCMNAH® TabneTku Wwmnydi no Exrenbrappg, HimeuunHa BMPOGHUK in bulk, HimeuyunHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 6e3 - UA/12942/01/01
DOPTE 65 Mr no 1 tabnetui ApuHaiMiTT nepBrHHe Ta 3MiHu | TMNY - 3MiHK 3 sIKOCTi. ToTOBUIA peuyenma
TABJIETKN y calle; no 2 cawe enb 'M6X & BTOPUHHE NaKyBaHHSA: nikapcbkuii 3aci6. KOHTponb rotToBOro
wnnydi Bi4, cnosyyeHi B Ko.KI FEPMEC ®APMA nikapcbkoro 3acoby. 3miHa napameTpis
KALUIHO nepdgopoBaHuii 'M6X, HimeuyuunHa,; cneuudikaLiin Ta/abo foNyCTUMUX MEX rOTOBOrO

cTpun; no 5 a6o 10
CTPUNIB y KAPTOHHIl
Kopoobui

BVPOGHMK
BignoBigasibHWi 3a
BMNYCK cepil:
EHrensrapg
ApuHaiimitTens M6X
& Ko. KI, HimeuunHa

NiKapcbKoro 3acoby (40NOBHEHHSA abo 3amiHa
nokasHuka cneuudikauii 3a pesynbTatamm
pocnimpkeHb 3 6e3neky abo AKOCTI (38 BUHATKOM
nikapcbkux 3aco6iB 6i010rYHOro/iMyHONOTYHOrO
NoxXokeHHs1)) BHeceHHs 3miH go p. 3.2.P.5
KoHTporb /13, a came- BK/IHOYEHO iHGhOpMaLLito
npo BMNpobyBaHHA Nipoi3nANHOBUX
ankanoigis; y p.3.2.P.5.1 cneuundikauito
npeacTaBneHo y TabnnyHiii oopmi Ta HagaHo
nocunaHHsA Ha aHaniTUYHI MeToau; y posginax
3.2.P.5.5 Ta 3.2.P.5.6 BKk/IOYEHO iHhopmaLiito
npo ICH Q3D Ta OLiHKY pU3KKY HITPO3aMiHy.
3minu [l Tuny - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®I (iHwi 3MiHM) OHOBNEHO mogynb 3.2.S, a
came: -00 p.3.2.S.2.1 gogaHo aetanbHy
iHchopMmawito Wwofo eTanis BUPO6HULTBA Ta
BUMPOOYBaHHA Ail040i PEYOBUHU, 30Kpema,
YTOYHEHO, LU0 KOMMNaHis Martin Bauer Takox
BiANOBIAAE 3a 3pi3aHHA INCTA N/IOLWA; KOMMaHisA
«®iTonab»-BMnpobyBanbHa naboparopis 415
npoBeAeHHs cneundivyHmnx BUNpobyBaHb
POCNMHHOTO Npenapary; -BuUnpaBieHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

NOKa3HMKa KOHTPOJIHO B NPOLECi BUPOBHMLTBA
«KOHLLeHTpAaLlist eTaHo1y» A1 CUPOBUHU B
p.3.2.5.2.4, B TOIh Yac sIK MeXi BMiCTy eTaHosy B
npoueci BupobHuutea (HMT 0,5%) B ekcTpakTi
3aNMWalnTbCA HE3MIHHUMY; -y p.3.2.S.2.4
nocuneHo mexi cneundikauii 3a NoKasHUKOM
«CYXWiA 3aINLLIOK»; -BUMPOOYBaHHSA
niponisuaNHOBUX asKasoifiB BKIOYEHO [0 p.
3.2.5.2.1, p. 3.2.5.3.2 Ta p. 3.2.S.5; -OHOB/1EHO
MeTOoJ BM3HAYEHHS adhnaToKCuHiB, p. 3.2.S.2.1,
p.3.2.5.3.2,p.3.2.S4.2T1ap. 3.2.54.3; -
BK/IHOYEHO HOBI fjaHi Wwoao cTabinbHocTi ICH go
p.3.2.S.7, Wwo nigTBEpPAXKYIOTb TEPMIH
NPUAATHOCTI CyXOro ekCcTpakTy NMcTa nawwa 24
MicsiLi; -BHECEHHSA pefakLUiiHNX 3MiH

152.

PAHITUAVH
€BPO

TabneTku, BKPUTI
NiBKOBOIO
060/10HKO0, 1Mo 150
Mr no 10 TabneTok y
cTpuni; no 2 abo 5,
a6o 10 cTpunis y
KOpOO6Li 3 KapTOHY

"FOHiK
®apmacbioT
nKasn
NabopaTtopis

(BipgineHHs
dhipmm "x.
B. Kemikan3
eHp
dapmacbioT
nkans fta.")

IHais

FOHiK ®apmacbloTuKas
Nab6opaTtopi3
(BigaineHHs dipmu
"Ix. B. Kemikans eHpg,
dPapmacboTrKan3
nrp)

IHais

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNy - 3MiHKX Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuxX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0cobu 3as1BHUKA, BIAMNOBIAA/ILHOT 38
hapmakoHarnsg.

[itoua pegakuyis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: Benikosa CaiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLe3HaxoMKeHHs macTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsgy

3a
peyenmom

UA/4335/01/01

153.

PAHITUAVH
€BPO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 1Mo 300
Mr no 10 TabneTtok y
cTpuni; no 2 abo 5
CTpuniB y kopobui 3

"FOHiK
®apmacbioT
nkan
NabopaTtopis

(BigAineHHs

IHAjA

FOHiK dPapmacbioTukas
Nab6opaTtopi3
(BiggineHHs dipmm
"IK. B. Kemikan3 eHg
PapmacboTrKan3
Nt

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy

3a
peyenmom

UA/4335/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapToHy

dhipmm "x.
B. Kemikans
eHp
dapmacsioT
nkans fta.")

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeEHOI
0cobu 3asBHUKA, BiAMNOBIAA/ILHOT 38
thapmakoHarnag.

[itoua pegakuyis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLIe3Hax0KeHHsi MacTep-caiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsay

154.

PESICTONI®

Kpanni opasibHi no
20 mn a6o no 50 mn
y thnakoHi 3
npo6bkoto-
KpanenbHuLeto, no 1
hnakoHy y nauui

NAT
"Tanuudpap
e

YKpaiHa

MAT "Fanuudcpapm”

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
YTOUHEHHSA YMOB Bignycky B Haka3si MO3
Ykpainu Ne 149 Big 29.01.2024 B npoueci

BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHM 3 AKOCTI.

FoTOBMIA NikapcbKuii 3aci6. 3miHK y

BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bkroyarun

AianasoH po3Mipy cepii) roToBOro JlikapcbKoro

3acoby (36inbleHHsA Ao 10 pasiB NOpiBHAHO i3

3aTBEPKEHUM PO3MIPOM) YHidpikaLis cnocoby
BCTaHOBJ/IEHHSI TEOPETUYHOr0 PO3MIpY cepii Ans
06'eMy napTii 1000 n 3aTBEPAKEHO:

TeopeTu4yHuii posmip cepii /13: —He 6Ginbie 19
801 ynakoBok 1o 50 M1 i He Ginblwe 49 261

ynakoBoK no 20 ms1 3anpornoHoBaHo:

TeopeTu4yHuii posmip cepii /13: —He 6Ginblie 20
000 ynakoBok o 50 ms1 i He 6inbwe 50 000

ynakoBok rno 20 mn) Ta B Haka3ax Ne 673 Big,

22.04.2022, Ne 2036 Big 10.11.2022, Ne 1593

Big 07.09.2023. PepfakLis B Hakasax - 3a
pevuentom. BipHa pegakuis - 6e3 peuenTa.

bes
peuyenma

UA/13789/01/01

155.

PECUIAP

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKoOt0, No 1,5
mr; no 50 TabneTok
B GnicTepi; no 2
6nictepa B
KapTOHHI Kopoo6Lli

AT "Apamep,
dapma”

MonbLla

AT "Apameg ®apma”

Monbla

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat signosigHoCTi
€Bponeiickkin hapmakonei/MoHorpadii. 3miHn,
noB's3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
Bi4NOBIAHICTL A0 MOHOrpadii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHLwoi

6e3
peyenma

nionsieae

UA/18471/01/01




Hasga

3asaBHUK

120

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

156.

PECMIBEPOH

Tabnetkn

HaujioHasbHOT dhapmakonei gepxasu €C (3miHa
y cneyudikauii HechapmakoneiHoro A®| ans
npuBefeHHs y BIANOBIAHICTL A0 BUMOr AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HauioHasbHOT hapmakonei gepxasu €C) -
[LlonomixxHa pevoBuHa/BUXiAHWIA MaTepian ans
BMpo6HMLTBa AP - 3MiHa HAa3BM JOMNOMIXHOT
PEYOBUHU-A/TIOMIHIO MarHito cunikat Ha MarHito
antoMomeTacunikar, Tun A, 3rigHo BUMOT
MoHorpadii €Bponeiicbkoi Papmakonei. 3miHu
BHECEHO B iHCTPYKLIito 418 MeAUYHOro
3aCTOCYBaHHA NikapCbKoro 3acoby y po3ain
«Cxknagy» (4ONOMDKHI pe4oBWHW) 3 BiANOBILHMM
3MiHaMU Y TeKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. BeeAeHHsA 3MiH NpPOTArom
6-TW MicALIB Nic/is 3aTBEPKEHHS

nocsBi0OYeHHs

157.

POCEMIJ®

Cy6niHrBaUIbHI; NO
10 TabneTtoky
6nictepi, no 1 a6o 3
6nictepu B
KapTOHHIA KOpooLi

TabneTtku, Wo

Nannemaxp,
Papma Al

TOB

LLiBeiiapis

BpycueTTiHi c.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS

y3ara/ibHeHUX JaHnx nNpo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a
thapmakoHarnsag.

[Oitoua pepakuis: Dr. Yan Xu. MNponoHoBaHa
pegakuisi: Mr. Francesco Ventura. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOi 0cobm

3asBHYKa, BigNoBigaibHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxomkeHHs MacTep-arina
cuctemu chapmakoHarnagy. 3MiHa Micuga
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsgy

6e3
peyenmom

UA/17298/01/01

oaT

AVCNepryTbes B
POTOBIi NOPOXXHUHI,
no 4 wr; no 10
Tabnetok y 6nictepi;

«FNEQPAP
M NTO»

no 2 abo 6 6nictepis

YKpaiHa

KYCYM XENTXKEP
nBT NT4,

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
TeXHi4yHa nomwuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). TexHiuHy noMuaky
BUMNPaB/IEHO B IHCTPYKLIT 415 MEANYHOrO
3acToCyBaHHA NikapcbKoro 3acoby y po3gini

"Jlikapcbka dopma” (0CHOBHI ¢hi3nKo-XiMiYHi

3a
peyenmom

UA/19151/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Y KapTOHHIi B/1AaCTMBOCTI). 3a3HayeHe BUNpaB/IEHHS
ynakoBLi BiANOBIgAa€e MaTepianam peecTpaLiiiHoro A0ChE.

158. | POTATEK PO34nH OpasibHUI Mepk Wapni | Lseliuapisa BMPOGHMLITBO, CLUA/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/18589/01/01

BAKUWHA no ofHin Josi (2 mn) Joym IAEA nepBUHHe Ta HigepnaHgu 3MiHM | TRy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom

anda y nonepesHL0 v6X BTOPWHHE MakKyBaHHS, HaliMeHyBaHHs Ta/abo agpecu micus

MPODINTAKT 3anoBHEHI Ty6i, B KOHTPO/Ib SIKOCTi: Mepk NPOBaYKEHHS AisS/IbHOCTI BUPOOHUKA

KN 3axXVICHOMY MakeTi; Wapn i foym NIC, (BKtOYatoun, 3a HeobXigHOCTI, Micue

POTABIPYCH | no 1 nonepefHs0 CLUA; NpoBeEeHHS KOHTPO/O AKOCTI), abo BNacHuka

Ol IHOEKLLI, | 3anosHeHiii Ty6i B [03Bi/N Ha BUMNYCK macTep-caiina Ha A®l, a6o nocTadasibH1Ka

XWUBA, KapTOHHIA KopooLi cepii: Mepk Wapn i Adl/BuxigHoro matepiasy/peareHTy/MpOMiXHOro

NEPOPANbH Joym B.B., NPOAYKTY, L0 3aCTOCOBYOTHLCS Y BUPOOHULTBI

A, Higepnangu A®DI (AKLLO 3a3HAYEHO Y [AOCbE Ha NiKapCbKuii

NEHTABANE 3acib) 3a BigCcyTHOCTI cepTudpikaTa BignoBigHOCTI

HTHA | €Bponeiicbkili hapmakonei y 3aTBepaxeHoMy

ROTATEQ™ [ocbe, abo BUPOGHVIKA HOBOI [OMOMKHOI

ROTAVIRUS PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA

VACCINE, Ha3BW noctavanibHUka Ty6 4518 NepBUHHOIO

LIVE, ORAL, nakyBaHHs rOTOBOr0 NpoAykTy 3 Lameplast

PENTAVALE S.p.A. Ha Lameplast S.r.l. Agpeca 3a/mwaeTbea

NT HEe3MiHHO. 3MiHK | TUny - 3MiHK 3 AIKOCTI.

[oToBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPO6HMLITBA
roTOBOrO NiKapcbKoro 3acoby, BKIoYaun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOGHMLITBI FOTOBOTO /liKApCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA).
BBefeHHs1 aflbTepHATUBHOIT LWBUAKOCTI NiHil
HanoBHEHHSA (aNlbTepHaTMBHI NapameTpu
HanoBHEHHSA Ta TemMnepaTypy 3anatoBaHHS).
3arBepmkeHo: 180 Ty6/xB 3 TemnepaTyporo
3anatoBaHHsa 195 °C. 3anponoHoBaHo: 180
Ty6/XB 3 TemnepaTypoto 3anatoBaHHs 195 °C
a60 200 Ty6/xB 3 TEMNepaTypor 3analBaHHs
210 °C (10 °C). 3miHu | TNy - 3MiHK 3 SKOCTI.
FoTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa PO3Mmipy cepii (BkroHarun
AianasoH po3Mipy cepii) roToBOro slikapcbKoro
3acoby (MacwiTab ansa nikapcbKoro 3acoby
6i0/10r4YHOr0/iIMyHOMOTYHOTO MOXOAKEHHS
36iNbLUMBCA/3MEHLINBCS 6€3 3MiHV BUPOOGHWNYOrO
npouecy (Hanpvknag aAy6aBaHHs NiHil)).
BBefeHHs 3MiHHOro po3mipy cepii gns Final
Formulated Bulk 3 MiHiManbHUM po3mMipom cepii
200 n Ta MakcManbHUm 235 1. 3MiHu | Tuny -
3MiHu 3 aKocTi. [oTOBMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3MiHW BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikaulisix, nig 4ac BUpoOHMLTBA rOTOBOr0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nikapcbKoro 3acoby (AofaBaHHs HOBOro MeToAy
BUNPOOYBaHHA Ta AONYCTUMUX MEX).
[logaBaHHA KPUTUYHKUX NapamMeTpiB NpoLecis
(Critical Process Parameters, CPPs) chinbTpadii
Ta 3MilLlyBaHHS B IKOCTi BUNPOo6yBaHb B NpoLeci
BMPOGHULITBA TOTOBOTO NMPOAYKTY.
159. | CEBIKAP TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeuyunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/17662/01/01
HCT NNiBKOBOIO Pecny6nika 6X 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom | nidssieae
o6onoHkot, 20 mr/5 HalilmeHyBaHHs Ta/abo agpecy Micua
mr/12,5 wr; no 14 NpoBaKEHHS AiSNIbHOCTI BUPObHUKa/iMnopTepa
Tabnetok y 6nictepi; roTOBOrO NiKapCbKOro 3acoby, BKIYauu
no 2 6nictepa y AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KapTOHHIM navui KOHTPOJTO SIKOCTI. (AISNbHICTb, 3a Ky BignoBifae
BMPOGHUWK/iMNOpPTEpP, BK/IOUAKUM BUMYCK Cepili)
AAMiHICTpaTBHa 3MiHa agpecy BUpobHMKa
Bi4MNOBIAHO A0 OHOBMEHOI NiLEH3IT Ha
BMpo6HULTBO Ta GMP cepTtucpikaty. BeefeHHs
3MiH NPOTAroM 6-TW micsLiB nicns
3aTBEPMAKEHHS.
160. | CEBIKAP TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a He UA/17662/01/02
HCT NAiBKOBOO Pecny6nika 6X 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom | nionsi2ae
o060s10HKoM, 40 HalilMeHyBaHHs Ta/abo agpecy Micus
Mr/10 mr/12,5 mr; no NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
14 TabneTok y rOTOBOrO NiKApCbKOro 3acoby, BKIUaUm
6nictepi; no 2 AinbHUUI BUNYCKy cepii abo MicLie NpoBeAeHHs
6nictepay KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
KapTOHHI nayui BMPOGHMWK/iMNOpPTEpP, BKKOYAKOYM BUMYCK Cepili)
AgfMiHicTpaTMBHa 3MiHa agpecy BUpoGHMKa
Bi4NOBIAHO 4O OHOBNEHOI NiLEH3IT Ha
BMPO6HMLTBO Ta GMP cepTtudiikaty. BeeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
161. | CEHAQEKCWU | Ta6netku no 70 wr, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 6e3 - UA/5692/01/01
H-340POB'AA | no 10 Tabnetoky BO 3 06MexeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenma
6nictepi; no 10 OBMEXEH BIANOBIAA/ILHICTIO peecTpauiiHoro NocBigYeHHs) (3rigHo Hakasy
TabneTtok y 6nicrepi, (e]}6} "hapmMaueBTNyHa MQO3 Big 23.07.2015 Ne 460) BBeaeHHs 3MiH
no 1 a6o no 2 a6o BIAMOBIOA KoMnaHis "3gopos'a” NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPOKEHHS;
no 10 6nicTepis y NbHICTHKO 3MiHu | TUnNy - 3MiHK Woao
KapTOHHI KOpOOL; «KOPIOPA 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
uiA BBeaeHHs1 abo 3MiHU [0 y3arasibHeHUX AaHnxX
«30POB’A npo cuctemy papMakoHarnsay (BBeAeHHs

»

y3arasibHeHVX faHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiNOBIAANbHOI 3a 3[iiCHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHA BifJ YNOBHOBaXXEHOI 0co6HU,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
0cobu 3as1BHUKA, BiAMNOBIAA/ILHOT 38
thapmakoHarnsag ditova pegakuis: LLeBueHko
Onena IropisHa MponoHoBaHa pefakLis:
MaHosa Onexa MukonaisHa 3MiHa KOHTaKTHUX
[aHVX yNoBHOBaXeHOI 0Co6u 3asBHIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg 3miHa
Homepa MacTep-thaiina cuctemm
dhapmakoHarnsay
162. | CUNIBOP kancynm no 70 wmr, TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 6e3 - UA/5114/02/02
DOPTE no 10 kancyn y BO 3 BMPOBOHULTBA, 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuyenma
6nicTepi; no 2 abo 4 OBMEXEH KOHTPO/Ib SIKOCTI, peecTpauiniHOro NocBig4YeHHs) (3rigHo Hakasy
6nictepu y (e]}0) BUMYCK Cepil: MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
KapTOHHIA KOopooLi BIANOBIOA ToBapucTBO 3 NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPOKEHHS.
NBbHICTHO 06MeXeHo 3MiHu | TMNY - 3MiHK Woa0
«KOPTOPA BiANOBIAANLHICTIO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
uiA "®apmaueBTUyHa BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
«300POB'A KoMnaHis "310pos'a”, npo cuctemy thapmakoHarnsgy (BBefeHHS
» YKpaiHa y3arasibHeHuUX AaHux npo cuctemy
BCi cTagii hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BMPOGHMLITBA, BiANOBIAA/IbHOI 32 3AiICHEHHSA
KOHTPO/b AKOCTI, chapmakoHarnsgy; KOHTaKTHoi ocobm 3
BUMYCK cepii: chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
ToBapucTBO 3 thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
06MEXeHOo BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BIANOBIA&/ILHICTIO BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
"®APMEKC IPYy", (BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
YkpaiHa po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy).3MiHa ynoBHOBaXXeHOT 0cobu
3a8BHMKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: LeByeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-thaiina cuctemm
chapmakoHarisgy.
163. | CMHEKO/A Kpanni opasibHi gns XaneoH KX LBeliuapis BMPOGHULITBO 3a LBeliLapis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 6e3 He UA/5260/02/01
aitei, 5 mr/mn no 20 CAPN NOBHUM LMK/TOM: 3MiHM | TRy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom | nionsi2ae
MY dpriakoHi 3 XaneoH KX C.a.p.n., HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
KpanesibHULEHo i LLiseiiuapis (BNacHvKa peecTpauiiHoro NocBigYeHHs) -
KPWLLIKOIO; Mo 1 3miHa Ha3Bu 3asBHUKa 3 TCK KoHcblomep
dhnakoHy y Xenckep CAPJ, LWeeiiyapia Ha XaneoH KX
KapTOHHIA Kopoo6Li CAPJ1, WBeiiuapisi. TepMiH BBELEHHS 3MiH
npoTArom 6 micsiliB nicns 3aTBEpAKEHHS; 3MiHN




124

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

| TNy - AOMiHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKeHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /iKapPCbKOro 3acoby, BKIoYaun
AOinbHWUI BUNYCKy cepii abo Micue npoBefeHHs
KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a Ky Bignosifae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKYM BUMYCK Cepild) -
3MiHa Ha3BK Ta agpecy BUPOGHUKA FOTOBOrO
nikapcbKoro 3acoby. 3MiHN BHECEHO B
IHCTPYKLi0 415 MeAMYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3ainu "BupobHukK” Ta
"MicuesHaxokeHH BUPOGHMKa Ta agpeca
MiCLAl MPOBaKEHHS NOro AisnbHOCTI" 3
BiANOBIAHMMUN 3MiHAMW B TEKCTi MapKyBaHHsA
ynakoBok. TepMiH BBeJeHHS 3MiH NPOTArom 6
MicAUIB MicnsA 3aTBEpKEHHS; 3MiHu | TNy -
3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun) - 3MiHM BHECEHO
Yy TEKCT MapKyBaHHA BTOPUHHOT ynakoBku n.17
IHLWE Ta nepBuHHOI ynakosku n.6 IHLWE. TepMiH
BBE/EHHS 3MiH NpoTAroM 6 micauis nicns

3aTBEPAKEHHSA
164. | cuPoON BIA cuporn; no 100 mn [Op. Taiicc HimeuyunHa [Op. Taiicc HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 6e3 - UA/15367/01/01
KALUTHO AP. abo no 250 mn y HaTypsapeH HatypsapeH M'm6X 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenma
TAIACCA 3 dhnakoHi; no 1 6X nikapcbkuii 3aci6. Cuctema
EKCTPAKTO dhNakoHy 3 MipHUM KOHTeliHep/3aKynopoBasibHUii 3aci6. 3MiHa
M NNOLWA CTakaH4nMKom y 6yApb-AKOT YacTVHN MaTepiany nepBUHHOI
KapTOHHIA KopooLi YMaKoBKU, L0 He KOHTAKTYE 3 FOTOBUM

NiKapcbkUm 3ac060M (Hanpuknag, Konip
KPULLIEYOK 3 KOHTPO/IEM NEPLLOro BifKPUTTS,
KOMip KOJOBUX Kinewb Ha amnynax, KoHTeliHepa
0N ronok (pisHi Buay nnactmacu) (3MiHa, sKa
He BM/IMBA€E Ha KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby) — BBeAEHHS
anbTepPHATUBHOIO €KBIB/IEHTHOTO
romonosnimepy noainponineHy 6e3 BMicTy
hranatis (Repsol HPPO8G) ans mipHoro
CTakaHuuKa Bif, BXe 3aTBEPAXXEHOr0
noctavasibHuka Remy&Geiser GmbH.
3aTBeppkeHo: noninponineH (PP), Hanpuknag,
EXXON MOBIL PP 1013 HI NATUR,;
3anponoHoBaHo: noninponinen (PP),
Hanpuknag, EXXON MOBIL PP 1013 HlI
NATUR, Repsol HPP0O8G. BHeceHHs
pefakuinHux npasok go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3aci6, LWoao
MipHOTrO CTakaHumKa.
3MiHn | TMNY - 3MiHK 3 SKOCTi. MegunuHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
npucTpoi. 3miHa NPUCTPOIB A4S BUMIPIOBaHHS
1031 ab0 BBEAEHHSA Nikapcbkoro 3acoby
(nofaBaHHs abo 3amiHa NPUCTPOLO, AKWIA He €
HEeBif'€MHOI0 YACTUHOO NEPBUHHOT YMakoBKK) -
MpucTpiid, Sknit mae CE-MapKyBaHHs
— fofaBaHHA 40aTKOBOro noctavanbHuKa
August Pohli GmbH & Co., KG gns
noAinponisIeHOBOro MipHOro CTakaHuuka,
BUrOTOBJIEHOrO 3 TOr0 CaMOro NOTOYHOrO
matepiany (EXXON MOBIL PP 1013 H1
NATUR), ane 3 iHw1m mapkyBaHHam CE.
165. | CONYyBITH niodpinizat gns PpeseHiyc HimeuunHa MapKyBaHHS, Lsevjis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/17609/01/01
pO3uuHy ons Kabi nakyBaHHs1, KOHTPO/Tb Kutaii 3MiHN | TURY - 3MiHK 3 skocTi. CepTudikar peyenmom
iHcpysiit; no 1 [oiunang, AKOCTI, BUNYCK cepil: BignosigHocTI/IE-cepTudpikat signosigHoCTi
hnakoHy 3 6X PpeseHiyc Kabi AB, €Bponeiicbkiin thapmakonei/moHorpadii.
niodgpinizatom, no 10 Lsewijs; MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikata
hNakoHiB y BMPOBHULTBO, BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
KapTOHHI Kopoo6Li MapKyBaHHS, BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans

nakyBaHHs: ®peseHiyc
Kab6i CCrL, Kutait

A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWT cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMPOGHMKa - MNoJaHHsA OHOB/EHOrO cepTudikata
BiAgnoBiaHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2004-110-Rev 05 (3atBepaxeHo: R1-CEP
2004-110-Rev 04) ansa gito4oi peyoBUHM
Nicotinamide Big BXxe 3aTBEpAXEHOro
BMPOGHUKA, SIKUIA 3MiHMB Ha3By 3 LONZA
GUANGZHOU NANSHA LTD, China Ha LONZA
GUANGZHOU PHARMACEUTICAL LTD, China;
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOGHMKA - MNoJaHHA OHOBMEHOrO cepTudikata
BignoBigHOCTI EBponelickkili hapmakonei Ne R1-
CEP 2002-254 - Rev 03 (3aTBepaxeHo: R1-CEP
2002-254 - Rev 02) ans Ait040i pe4yoBUHM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

Sodium ascorbate Big, BXe 3aTBepAKEHOro
BUpobHMKa DSM Nutritional Products (UK) Ltd.;
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei/MoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[0NOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUWKA - MNMoJaHHA OHOBMEHOrO cepTudikata
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2002-254 - Rev 04 gns Aitoyoi pe4oBuHU
Sodium ascorbate Bif BXe 3aTBEPAKEHOIO
BMpo6HMKa DSM Nutritional Products (UK) Ltd.;
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI @60 BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOBEHWI cepTUdIKaT Bif YXe 3aTBEpXEHOro
BUPOGHMKa - [MoAaHHA OHOBMEHOTO cepTudikaTta
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 1998-140 - Rev 04 (3atBepmxeHo: R1-CEP
1998-140 - Rev 03) Ans Aito4oi pevoBUHU
Cyanocobalamin Big BXe 3aTBepKEHOr0
BMpoGHMKa Sanofi Chimie, France; 3miHn | Tuny
- 3MiHK 3 AkocTi. CepTudpikat BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWNYYEHHSA cepTudikarta BianoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBGHNLTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudikar
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -

OHOB/IEHMIA cepTUQIKAT Bif Y)Ke 3aTBEPIKEHOrO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BMPOGHMKa - MNoJaHHsA OHOBIEHOrO cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1998-140-Rev 05 ans gito4oi peyoBuHU
Cyanocobalamin Big, BXe 3aTBepAXeHOro
BMPOGHMKA, SIK HACNIAOK 3MiHA Ha3BW BNacHMKa
CEP Ta B1po6Huyoi ginbHuui 3 Sanofi Chimie,
France Ha Euroapi France, France; 3miHn | Tuny
- 3MiHK 3 AkocTi. CepTudpikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWNYYEHHSA cepTudikarta BianoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBHNLTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudpikar
BiANoBigHOCTI EBponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif YXe 3aTBEPLKEHOrO
BMPOGHMKa - MNoJaHHsA OHOBIEHOrO cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2001-405 - Rev 03 (3atBepaxeHo: R1-CEP
2001-405 - Rev 02) ans gjtoyoi pevosuHm Biotin
Bifl BXE 3aTBEpMAXeHUX BUPO6HUKIB DSM
Nutritional Products FRANCE SAS, France Ta
DSM Nutritional Products Ltd., Switzerland;
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoOMiKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEHWI cepTUdIKaT Bif yXe 3aTBEpXEHOro
BUPOGHMKa - [MoAaHHA OHOBMEHOTO cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 2001-405 - Rev 04 ans gjto40i peqyoBuHU
Biotin Big, BXe 3aTBEpKEHNX BUPOGHMKIB DSM
Nutritional Products FRANCE SAS, France Ta
DSM Nutritional Products Ltd., Switzerland;
3MiHu | TUnNYy - 3MiHK 3 AKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudlikaTa
BIANOBIAHOCTI 260 BUNYyYEHHs cepTudikara
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEeHWI cepTUdIKaT Bif Y)Xe 3aTBEpXEHOro
BUPOGHMKa - [MoAaHHA OHOBMEHOTO cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 1996-045-Rev 04 (3atBepgxeHo: R1-CEP
1996-045-Rev 03) ans onsa Aivoyoi peyoBuHU
Folic acid hydrate Big Bxe 3aTBepAXeHOro
BMpo6HMKa DSM Nutritional Products Ltd.,
Switzerland; 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiAMOBIAHOCTI €BpONeNnchkii
hapmakonei/MoHorpadii. MogaHHs HoBOro a6o
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/yYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHWLTBI
A®I; onsa fONOMIXHOT pevoBuHY (cepTudikat
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEeHWI cepTUdIKaT Bif Y)Xe 3aTBEpXEHOro
BMPOOGHWMKa - MogaHHA OHOBNEHOTO cepTudikaTy
BignoBigHocTi €Bponelicbkoi hapmakonei Ne
R1-CEP 1999-057-Rev 05 (3atBepmkeHo: CEP
R1-CEP 1999-057-Rev 04) gnsa ans gitoyoi
peyosuHM Thiamine nitrate Bif 3aTBEpXEHOrO
BMpo6HMka DSM Nutritional Products GmbH;
3MiHu | TUnNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHMX y crieumdikaLisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
NpoAYKT/peareHT, W0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumaikaLii HOBYUM NOKa3HUKOM AKOCTI Ta
BiAANOBIAHWM METOL0M BUNPOBYBaHHSA) -
[lonoBHeHHs crneumdikaliin Ansa girounx
peyoBUH: BiOTWH, LiaHoKo6anamiH, choniesa
KMcnoTa, HikoTUHamig, NipUAOKCUHY
rigpoxnopug, pubochnasiHy HaTpito dpocdart,
HaTpito ackopbaTy, HaTpito NaHToTeHaT, TiamiHy
HITpaT HOBMM MOKa3HWKOM SIKOCTi «BbakTepiasibHi
€HIOTOKCUHM» (EP 2.6.14); 3miHu | Trny - 3miHK
3 AkocCTi. A®I. (iHLWi 3MiHW) - BHECEHHSA 3MiH B S-
YyacTuHy MoAyns 3 ANs Aitoyoi pevyoBUHN HATPItO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
naHToTeHart
166. | cony- NOPOLLOK Ta Mdpaiizep CLA BMPOBHULTBO, Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/2047/01/02
MEAPON PO3UMHHUK ANA IHK. nakyBaHHs, KOHTPO/b 3MmiHu | TUny - 3miHn Wwogo peyenmom
PO34UHY ONS iH'EKLi AKOCTI, BUMNYCK Cepii: 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 125 mr/2 mn; 1 Mcpaiizep BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
dnakoH Tuny Act-O- MeHtodek4ypuHr npo cuctemy oapMakoHarnsay (BBeAEeHHs
Vial (ABOEMHiCHWIA Benbria HB, benbris y3arasibHeHVX AaHuX Npo cucTemy
donakoH) 3 KOHTPO/b SIKOCTI Npu thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
NMOpPOLLKOM Ta BMNYCKy Ta nig, yac BiANOBIAA/IbHOI 32 3AiICHEHHSA
PO34YMHHKKOM (BOAA cTabinbHOCTI: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Ans iH'ekuiid) no 2 EcxiEc /lab CalimoH hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
M/1Y KapTOHHIl CA, beneris hapmakoHarnsigy B YKpaiHi, K0 BOHa
Kopoo6Li BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiiCHEHHA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) 3miHv 0 y3ararbHeHUxX
[aHvX Npo cuctemy hapmakoHarnsgy 3asiBHuka
167. | cony- NMOPOLLOK Ta Mdpaiizep CLA BMPOGHMLITBO, Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/2047/01/03
MEAPON PO3YMHHUK AN8 IHK. nakyBaHHs, KOHTPONb 3MiHu | TUnNy - 3MiHK Woao peyenmom
PO34nHyY ANS iH'eKLii AKOCTI, BUMNYCK Cepil: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 1000 mr; 1 Mdcpaiizep BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
ch/1aKoH 3 NOPOLLKOM MeHtodhekuypuHr npo cuctemy chapmakoHarnsay (BBefeHHs
Ta 1 cpnakoH 3 Benbria HB, benbris y3araJlbHeHNX AaHux npo cucrtemy
PO3YMHHKKOM (CnnpT KOHTPO/b SKOCTi Npy chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
6eH3nnoBuii (9 BUNYCKy Ta nig yac BiANOBIAA/IbHOI 32 3AiAiCHEHHS
mr/mn), Boga ans cTabinbHOCTI: hapmMakoHarnagy; KOHTakTHoOi ocobu 3
iH'ekyjin) no 15,6 mn EcxiEc /lab CaiimoH hapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS
Y KapTOHHIli kopobLi CA, beneris hapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOi 0Co6M,
BiAMOBIAa/IbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) 3miHv 0 y3arasibHeHUxX
[aHuX nNpo cuctemy chapmakoHarnsgy 3asaBHuka
168. | cony- NMOPOLLOK Ta Mdpaiizep CLIA BMPOGHULTBO, Benbris BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 3a - UA/2047/01/04
MEAPON PO3UYMHHUK AN8 IHK. nakyBaHHs, KOHTPONb 3MiHW | TNy - 3MiHK Woa0 peyenmom

PO3UMHY AN5 iH'EKLI
no 500 mr; 1 chnakoH
3 nopowkom Ta 1
dnakoH 3
PO3YMHHKKOM (CnnpT
6eH3nnoBuii (9
mr/mn), Boga ans
iH'eKUin) no 7,8 mny
KapTOHHIA Kopoo6Li

AKOCTI, BUNYCK cepil:
Mdparizep
MeHtodhekuypuHr
Benbrist HB, Benbris
KOHTPO/Ib SKOCTi Npn
BUNYCKY Ta Mg, yac
cTabinbHOCTI:
EcxiEc /lab CaiimoH
CA, benbris

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHuX Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3
hapMakoHarnsay 3asiBHVKa 415 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BifAMiHHa Bif, YNOBHOBaXeHOi 0CO6M,
BifNOBiga/IbHOI 3a 34iICHEHHST dhapMakoHarnsay
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnagy) 3MiHu 40 y3aralbHeHNX
[AaHuX Npo cuctemy dhapmakoHarnsgy 3asaBHuka
169. | cony- NOPOLLOK Ta Mdpaiizep CLA BMPOBHULTBO, Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a - UA/2047/01/01
MEAPON PO3UYMHHUK ANa IHK. nakyBaHHs, KOHTPO/b 3MmiHu | TUny - 3miHn Wwogo peyenmom
PO34UHY ONS iH'EKLi AKOCTI, BUMNYCK Cepii: 6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy.
no 40 mr/mn; 1 Mcpaiizep BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
dnakoH Tuny Act-O- MeHtodekUypuHr npo cuctemy gpapMakoHarnsgy (BBe4EeHHs
Vial (ABOEMHiCHWIA Benbria HB, benbris y3arasibHeHVX AaHuX Npo cucTemy
donakoH) 3 KOHTPO/b SIKOCTI Npu hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
NOpoLLKOM Ta BMNYCKy Ta nig, yac BiANOBIAA/IbHOI 32 3AiICHEHHS
PO34YMHHMKOM (BOAA cTabinbHOCTI: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Ans iH'ekuiid) no 1 EcxiEc /lab CalimoH hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
M/1Y KapTOHHIl CA, beneris hapmakoHarnsigy B YKpaiHi, K0 BOHa
Kopoo6Li BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnagy) 3MiHv 40 y3ararbHEeHUxX
[aHvX Npo cuctemy hapmakoHarnsgy 3asiBHuka
170. | COMATYNIH PO34UH NS iH'EKLN INCEH ®paHuin INCEH ®APMA PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/13432/01/01
AYTOXE/b NPOJIOHroBaHOro ®APMA BIOTEK 3MiHu | TUny - 3MiHK Woao peyenmom
120 MI’ BMBINIbHEHHS, 120 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
mr/wnpuy; no 1 (iHWi 3mMiHWM) OHOBJ/IEHHA TEKCTY MapKyBaHHS
nonepeaHLo yNakoBKM NikapCbKoro 3acoby, a came:
HanoBHEHOMY HaHeCeHHs! TEXHIYHOro HoMepa MakeTa Ha
Lnpuuy ans BTOPVHHY YNakoBKy — NakeTViK, y AKuUii BKNageHo
0[IHOPa30BOro nonepeaHbO HANOBHEHWIA LLUNPWLL; YTOUHEHHS
BUKOPUCTaHHA iHchopmauii WoA0 oroTuny 3asiBHMKa Ha
MicTkicTio 0,5 mn 3 BTOPWHHI ynakosui y n. 17. "IHLWE".
aBToMaTnyo BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aXMCHOI0 3aTBEPMKEHHS
cuctemMoto, 1 ronkoto
(1,2x20 mm) B
3axvMCHOMY
KOBMauky, y
6araToLlapoBomMy
nakeTuky B
KapPTOHHI KOpoOL
171. | COMATYNIH PO3UMH ANA iH'eKL INCEH PpaHLis INCEH ®APMA ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a - UA/13432/01/02
AYTOXE/b NPOJIOHIOBaHOIoO SAPMA BIOTEK 3MiHn | TMNY - 3MiHK WoA[0 peyenmom
60 MI BUBI/IbHEHHSA, 60 6e3nekn/ecdheKTUBHOCTI Ta hapMmakoHarnsgy

mr/wnpuu; no 1
nonepeaHL0
HanoBHEHOMY
wnpudy Ans
0/1HOPa30B0ro

(iHLWi 3MiHM) OHOBMEHHSA TEKCTY MapKyBaHHS
YNaKoBKM JliKapCbKOro 3acoby, a came:
HaHEeCeHHs TEXHIYHOro HoMepa MakeTa Ha
BTOPVHHY YNakoBKy — NakeTVK, Y AKUii BKNageHo
nonepeAHb0 HANOBHEHWIA LUMPULL; YTOYHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BUKOPUCTaHHS iHchopma,ii Wo40 NoroTuny 3asBHMKA Ha
MicTkicTio 0,5 mn 3 BTOPUHHI ynakoBui y n. 17. "IHLE".
aBTOMaTUYHOIO BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aXMCHOIO 3aTBEPAKEHHSA
cuctemMoto, 1 ronkoto
(1,2x20 mm) B
3aXMCHOMY
KOBMauky, y
6araTolapoBomy
nakeTuky B
KapTOHHI Kopoo6Lli
172. | COMATYNIH PO34nH NS iH'eKLN INCEH ®paHuis INCEH ®APMA ®paHuisa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/13432/01/03
AYTOXE/b NPOSIOHrOBaHOro PAPMA BIOTEK 3miHu | TMny - 3MiHK WwWoao peyenmom
90 MI BUBINIbHEHHSA, 90 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy
mr/wnpuuy; no 1 (iHwWi 3MiHM) OHOBEHHS TEKCTY MapKyBaHHS
nonepeaHL0 yNaKkoBKM NliKapCbKOro 3acoby, a came:
HanoBHEHOMY HaHeCeHHs TEeXHIYHOro HoMepa MakeTa Ha
Lwnpuuy ans BTOPVHHY YNakoBKY — NakeTyK, Y AKUii BKNageHo
0ZiHOPa30BOro nonepeAHbO HaNOBHEHWIA LLMPWLL; YTOYHEHHS
BUKOPUCTaHHS iHchopmalLii WoA0 NoroTuny 3asBHMKA Ha
micTkicTio 0,5 mn 3 BTOPWHHIN ynakosui y n. 17. "IHLWE".
aBTOMaTUYHOI BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aXMCHOI0 3aTBEPIKEHHS
CMCTEMOIO, 1 ro/IKoto
(1,2x20 mm) B
3aXMCHOMY
KoBMauky, y
6araToLlapoBomMy
nakeTuky B
KapTOHHI Kopoo6Li
173. | CNA3ro Tabnetku; no 10 AHaHTa Benuvka dnamiHro IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: Ne 10 — 6e3 - UA/4544/01/01
Tabnetok y 6nictepi, Megikeap BpuTaHis dapmacbloTukanc 3MiHu | TUNY - 3MiHK Woao peyenma;
no 1 a6o no 10 nra. nra. 6e3nekn/edekTBHOCTI Ta thapmakoHarnagy Ne 100 — 3a
6nicTepiB y kopobu,i (iHWi 3MiHW). 3MiHY BHECEHO B TEKCT peyenmom
MapKyBaHHS NePBUHHOT YNakoBKW NiKapCbKoro
3acoby y n. 6. "IHWE" woao gofasaHHA
iH(hopMaLLiT CTOCOBHO TEXHIYHOT iHdhopMaLii Ta
NoroTuny KOMNaHii.
TepmiH BBefEHHS NpoTArom 3 micsuis nicns
3aTBEPAKEHHS.
174. | CTAMAPUN MOPOLLIOK Ta CaHodi PpaHLis NOBHUIA LIMKN PpaHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a He UA/16354/01/01
BAKUWHA PO3YMHHWK ANsi MacTep BMPOGHULTBA, YropwumHa 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom | niossieae
Aana cycneHsii ansa 3anoBHEHHS, HalilMeHyBaHHs Ta/abo agpecy Micus
NMPO®INTAKT iH'eKUili, He MeHLe niocpinizauisn, NpoBaPKEHHSA AiSNIbHOCTI BUpOBOHUKa/imnopTepa
MKW XXOBTOI | Hix 1000 MO/ao3a nepBrHHE Ta rOTOBOrO JiKapCbKOro 3acoby, BK/IUa4m
NMNXOMAHKWM | -no 1 posiy BTOPVHHE NakKyBaHHS, AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHs
(PKUBA dnakoHi Ta KOHTPO/Ib SIKOCTI, KOHTPOJIO SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
ATEHYWOBA | po3uuHHUK (HaTpito BMNYCK Cepil; BMPOGHMK/IMIOpTEpP, BKIKOYAKYN BUMYCK CEpIl)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HA) xsiopug, Boja ans NOBHWIA LMK 3MiHa Ha3BM Ta agpecy BUPOBHNYOT AiNIbHULI B
iH'ekuiid) no 0,5 mny BMPOGHULTBA, M. ByganewT, o Bignosigae 3a BTOPUHHE

nonepegHL0
3anoBHeHOMY
Lwnpuuy 3
NPUKPINIEHO0
ro/ikoto; no 1
donakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
Lwnpuuy 3
MPUKPINIEHOO
rO/IKOK0 B KPTOHHIi
Kopoo6L;

no 1 donakoHy 3
nopowkom Ta 1
nonepegHL0
3anoBHeHOMY
Lwnpuuy 3
NPUKPINIEHO0
rOMIKOK B
cTaHfapTHO-
EKCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobuj 3
iHCTpyKUi€eto Ans
MeANYHOro
3aCTOCYBaHHS;

-no 1 posiy
chnakoHi Ta
PO3UYMHHVIK (HaTPitO
xnopwg, soga ans
iH'ekuiid) no 0,5 mny
nonepegHL0
3anoBHeHOMY
LINpULY 3 OJHIE
abo asoma
OKPeMMMU rofikamu;
no 1 cpnakony 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 31 abo 2
OKPeMVMY roikaMu
y 6nicTtepi B
KapTOHHiii KopobLi;

nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SIKOCTi Ta
BUMYCK cepil
PO3YMHHYIKA:
CaHodi MNactep,
®paHuisa
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil;
BTOPWHHE MakKyBaHHS,
BUMYCK cepil
PO3YMHHYIKA:
CaHodpi MNacrep,
®paHuisa
BTOPWHHE MaKyBaHHS,
BMNYCK cepil:
CaHodi-AseHTic 3pT.,
YropuwmHa

nakyBaHHS Ta BUNYCK cepild.
3MiHM BHECEHO B IHCTPYKLiIO 415 MeAUYHOT0
3aCTOCYBaHHSA NiKapcbKoro 3acoby oo
HaliMeHyBaHHS Ta MiCLLe3HaX04KEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi
MapKyBaHHS1 YNakoBKy/ Nikapcbkoro 3acoby
TepMmiH BBeLlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPMAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
-no 1 posiy
chnakoHi Ta

PO3UYMHHVIK (HaTPitO
xnopwg, soga ans
iH'ekuiid) no 0,5 mny
nonepegHL0
3anoBHeHOMY
LINpULY 3 OJHIE
abo asoma
OKPeMMMU rofikamu;
no 1 cpnakony 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 31 abo 2
OKpPeMVMY roikamMu
y 6nicTepi B
cTaHgapTHO-
€KCMOPTHIN
ynakoBLi, fiKka
MiCTUTbCA Y
KapTOHHI kopo6uji 3
IHCTpYKUieo ans
MeNYHOro
3aCTOCyBaHHS.
MapkyBaHHs
YKparHCbKOt0
MOBOIO.

-no 1l posiy
nakoHi Ta
PO3YMHHVIK (HaTPito
xnopva, soga ans
iH'ekwii) no 0,5 mny
nonepeaHL0
3anoBHeHOMY
Lwnpuuy 3
MPUKPINIEHOO
ro/ikoto; no 1
donakoHy 3
nopowkom Ta 1
nonepeaHLo
3anoBHEHOMY
Lnpuy 3
NPUKPINIEHOI0
TO/IKOK0 B KAPTOHHii
KOpOoO6Li 3i CTKEpOM
YKpaiHCbKOI
MOBOIO;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
-no 1 posiy
chnakoHi Ta
PO3UYMHHVIK (HaTPitO
xnopwg, soga ans
iH'ekuiid) no 0,5 mny
nonepegHL0
3anoBHeHOMY
LINpULY 3 OJHIE
abo asoma
OKPeMMMU rofikamu;
no 1 cpnakony 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 31 abo 2
OKpPeMVMY roikamMu
y 6nicTepi B
KapTOHHI Kopo6Li 3i
CTVIKepOM
YKPaiHCbLKO0 MOBOH
175. | CYNIb®OKAM | po3uunH ans iH'ekujin, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/7392/01/01
®OKAIH- 100 mr/mn, no 2 mMn "®apmaueBT "®GapmMavueBTNYHa 3MiHM | TURY - 3MiHK 3 akocTi. A®l. KoHTponb peyenmom
OAPHULUSA B amnyni; no 5 nyHa chipma ipma "OapHuus" A®I. 3miHa y napameTpax cneuudikadii Ta/abo
amnyn y KOHTYpHIi "fapHuua" LONYCTUMMX MEX, BU3HAUYEHUX Y creumgikaLisx
YapyHKOBIli Ha A®l, abo BMXigHWIA/NPOMIKHWIA
ynakosLij; no 2 NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
KOHTYPHIi YapyHKOBI npoueci BupobHuutea APl (40NOBHEHHS
YMakoBKM B MayLi cneuudikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS).
[JlonosHeHHs cneumdikauii A®| DL-
cynbhokamopHa KucoTa HOBUM NMOKa3HUKOM
AKOCTi «BakTepianbHi eHAOTOKCUHM» 3
HOPMYBaHHSIM «MeHLLe 0,8 MO/Mr» Ta
BiANOBIAHMM METOA0M BMNPOGYBaHHSA. 3MiHu |
TMny - 3MiHK 3 AkocTi. ADL. KoHTposb APl 3miHa
y napameTpax cneumdikauii Ta/abo gonyctmmmx
MeX, BU3Ha4YeHunx y crneumdikayisx Ha Adl, abo
BUXiHWUA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHs creumdikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAOM BUNPOGYBAHHS).
[lonoBHeHHs crneuudikayii APl HosokaiHy
OCHOBa@ HOBVIM MOKa3HWKOM SIKOCTi
«BakTepiasibHi €HJO0TOKCHHW» 3 HOPMYBaHHAM
«MeHwe 0,8 MO/mr» Ta BignoBigHNM METOA0M
BMNPOGYBaHHS.
176. | CYTEHT Kancynu no 12,5 wr; Mdpaiizep CLWA Mdpaiizep ITanis C. p. ITania BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a - UA/7785/01/01
no 7 kancyny IHK. n. 3MiHK | TUny - 3MiHKM Woao peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepi; no 4
6nictepn y
KapTOHHiiA Kopo6Li

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnX nNpo cucTemy
thapMakoHarnagy, 3amiHa yrnoBHOBaXeHOo! ocobu,
BiANOBIabHOI 3a 3[iICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXEHOi 0cO6M,
BiANOBIAa/bHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsagy) - 3MiHu 4o y3ararbHeHNxX
[aHvX Npo cuctemy hapmakoHarnsgy 3asiBHuka

177.

CYTEHT

Kancynu no 25 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHIA Kopoo6Li

Mdpaiizep
IHK.

CLWA

Mdpaiizep ITanisa C. p.
n.

ITanis

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNy - 3MiHKX Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuxX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3MiHu o y3arasibHEHUX
[aHuX Npo cuctemy chapmakoHarnsgy 3asaBHuKa

3a
peyenmom

UA/7785/01/02

178.

CYTEHT

Kancynu no 50 wr;
no 7 kancyny
6nictepi; no 4
6nictepu y
KapTOHHIA Kopoo6Li

Mdpaiizep
IHK.

CLWA

Mdpaiizep ITanis C. p.
n.

ITanis

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekun/edekTVBHOCTI Ta hapMmakoHariagy.
BeeaeHHs abo 3MiHU [0 y3arasibHeHX AaHnx
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX JaHnx npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAabHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0coom 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSN
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BigMiHHa Bif, yNOBHOBaXKEHOT 0co6M,
BiA4NOBiga/IbHOI 3a 34jCHEHHST hapMakoHarnsay
(BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsay) - 3MiHu 40 y3araibHeHNX

3a
peyerimom

UA/7785/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[AaHuX Npo cuctemy dhapmMakoHarnsgy 3asaBHuka
179. | CYTEHT Kancynu no 37,5 wr; Mdpaiizep CLA Mdpaiizep ITanis C. p. ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/7785/01/04
no 7 kancyny IHK. n. 3MiHK | TUNY - 3MiHN Woao peyenmom
6nictepi; no 4 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepn y BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
KapTOHHI KOopoo6Li npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux nNpo cucTemy
thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiiCHEHHA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsagy) - 3mMiHu 4o y3ararbHeHNx
[aHvX Npo cuctemy hapmakoHarnsgy 3asiBHuka
180. | TAHTYM NbOASHUKM 3 AsieHge ITanisa BignosiganbHuii 3a LLBenuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 - UA/3920/03/01
BEPOE® M'ATHUM CMakoMm Mo Kimike BUPOBHULTBO $paHuin/ 3MiHu | TUNy - 3MiHK Woao peuyenma
3 wmr, no 10 PiyHiTe Hepo3chacoBaHo| ITanisa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
NbOASHUKIB Y CTiKy AHXeNiHi nNpoAyKLUii, NepByHHE BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
um 6nicTepi; no 2 dpaHyecko Ta BTOPVHHE npo cuctemy hapmMmakoHarnsy (BBeAeHHs
a60 3 cTikn umn AK.P.A.®. nakysaHHs: [l AT, y3arasibHeHuX AaHux npo cuctemy
6nictepu B C.n.A. LLiBeiiuapis; thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
KapTOHHIN nayui BignosiganbHuii 3a BiANOBIAA/IbHOI 32 3AiAiCHEHHS
noBHWIA unkn: MN'EP hapmMakoHarnagy; KOHTakTHoOi ocobu 3
PABEP MEAIKAMAH hapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS
NMPOAKOKCbHOH, hapmakoHarnsay B YkpaiHi, K0 BOHa
PpaHuis; BiAMIHHA Bif YNOBHOBaXeHOi 0Co6M,
BignosiganbHuii 3a BiAMOBIAa/IbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
BTOPVHHE NaKyBaHHS, (BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU y
KOHTPO/b AKOCTi Ta pO3MilLeHHi MacTep-ghaiina cuctemu
BMNYCK cepil: thapmakoHarnsgy) - 3MiHa KOHTaKkTHOI 0co6u
AsieHpe Kimike PiyHiTe 3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsg B
AHXeniHi ®paHyecko YkpaiHi. [itoua pegakuis: Fopinuk Aptem
AKP.A®. CnA., Bonogumnposuny. MNponoHoBaHa peakuis:
ITanis; Xinbko €BreHia OnekcaHapiBHa. 3MiHa
BignosiganbHuii 3a KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHIKa,
nepBrHHe Ta BiAnoBiga/IbHOT 32 hapmakoHarnsag B Ykpaii
BTOPWHHE MaKyBaHHS:
M'EP ®ABP
MEZIKAMAH
NPOAKOKCBHOH,
PpaHuis
181. | TANTIKOM® Kpansi O4Hi; CaHTeH AT PiHNAHAIA Brpo6HMLTBO, PpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/15538/01/01
no 0,3 mMn 'y T6uKy- nepBrHHe Ta PiHNAHAiA 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom

KpanesnbHuj; no 10

BTOPWHHE NakKyBaHHA,

HaliMeHyBaHHs Ta/abo agpecu micus
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
THobuKiB- KOHTPO/Ib SIKOCTI: NPOBaKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
KpanenbHULpb y Na6opartyap tOHiTep, roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
naketi; no 3 nakeTtu PpaHuina AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
Y KapTOHHIli kopobLi Brpo6HMK, KOHTPOJO SKOCTI. (AisIbHICTb, 3a Ky BiAnoBigae
BiANoBigabHUiA 3a BMPOGHUK/IMMNOPTEp, HE BK/IOYAKYM BUMYCK
BMNYCK cepil: cepiii) 3miHa agpecu BUpobHuka M3
CaHTeH AT, ®iHnaHais BiANOBIAA/IbHOIO 3a BUPOGHMLTBO, NEPBUHHE Ta
BTOPVHHE NakKyBaHHSA, KOHTPO/Ib SKOCTI.
Bupo6Huya finbHuus Ta yci BUpobHuMyi onepadii
3aIMLWATLCA HE3MIHHUMMU.
182. | TA®DDA® CyCneHsisi opasibHa, AT Ykpaina AJNIKANOIQ AL Cxorm'e Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 nionsieae UA/17749/01/01
ANA QITEN 100 mr/5 mn; no 100 "Papmak” MiBHiuHA 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka peyenma
My donakoHi, no 1 MakepoHis peecTpauiiHoro Nnoceig4eHHs) (3rigHo Hakasy

dNakoHy 3 MipHUM
LUNpULOM Y
KapTOHHIA KOpoo6Li

MO3 Bif 23.07.2015 Ne 460) 3miHV BHECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby, a came foAaHo po3ainm
"3asaBHUK", "MicLe3HaxomKeHHs 3asBHMKA" 3
BIANOBIAHUMY 3MiHAMUW B TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPKEHHS;
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx Npo cucTemy
thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHVKa, BiANOBIAaIbHOI 3a
thapmakoHarnag. [itova pegakuis: Ace
Kuzmanovski, MD. NponoHoBaHa pefakuis:
Kopzepo MNanvHa AHgpiiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXEHOT 0CO6W 3asiBHIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
MicLe3HaxoMKeHHs macTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dhapmakoHarnagy; 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. 3MiHa Ha3BU
nikapcbKoro 3acoby - 3MiHM BHECEHO LLOA0
Has3BW NlikapcbKoro 3acoby 3aTBepaKeHo:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BnokMAKC ans giteit 3anponoHoBaHo:
Tahda® ana fAiteli BBefeHHS 3MiH NpoTArom 6-
TV MicsiLiB nicns 3aTBepkeHHs; 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) - OHOBJIEHHS
TEKCTY MapKyBaHHS ynaKkoBKW NiKapCbKoro
3acoby, a came [04aHO Ha3By [il0HOT pe4OBUHU
YKpalHCbKOI MOBOH, YTOYHEHO iHhopmaLito
LOA0 TEPMiHY NPUAATHOCTI, YMOB 36epiraHHs,
HOMepY peecTpauiiHoro NoCBigYeHHs Ta cepil
NikapcbKoro 3acoby, KOHKPeTN30BaHO
iHchopmauiito wonao norotuny. BeegeHHs 3miH
NpoTSArom 6-Tv MicsLiB Micns 3aTBepPAKEHHSI
183. | TEMOMEZAAK | kancynu no 5 wmr, no Mepak HimeuyunHa BUPOGHUK, LLIO HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/13562/01/01
5 a6o 20 kancyny lesenbwady Bignosigae 3a ITanisa 3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat peyenmom
dhnakoHi, no 1 T dhrop BTOPUHHY YMaKoBKY, BignosigHocTi/l E-cepTudikar BignosigHOCTI
donakoHy B nauuj KniHiwe KOHTPO/b/BMNPO6YBaH €Bponeiicbkili hapmakonei/MoHorpadii.
LWneujansnp HS cepii, 403BIN Ha MoaaHHa HoBOro abo OHOBNEHOrO cepTuddikaTa
enapaTte BMMYCK cepii: Megak BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
M6X lesenbliadt drop BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
KniHiwe A®I; onsa ByxigHOro
LLineujansnpenapare Marepiany/peareHTy/npoMiKHOT0 MPOAYKTY, L0
M6X, HimeuunHa; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
BignoBigaTb 3a [LOMOMDKHOI peyoBuHM (cepTudikaT
BVMPOGHMLTBO BiANOBiAHOCTI EBponeiickbki hapmakonei) -
Hepo3dghacoBaHOT HoBuii cepTudikat Bif, BXe 3aTBEPAXEHOr0
nNpoAyKLUil, NEPBUHHY BMPOBHUKA - NOfgaHHA HOBOro cepTudikara
yMaKoBKY, BignoBigHoCTi EBponelickkili hapmakonei Ne RO-
KOHTPO/b/BUNPO6GYBaH CEP 2020-426 - Rev 00 gns Aitoyoi peyoBuHU
HS cepii: XaynT ®apma Temozolomide Big, BXe 3aTBEpAKEHOrO
Awmaper 'méX, BMpo6Huka WAVELENGTH ENTERPRISES
HimeuunHa,; LTD. (3amiHa ASMF).
Hepchapma C.p.J1.,
ITania
184. | TEMOMEAAK | kancynu no 20 wr, Mepak HimeuyunHa BUPOGHUK, L0 HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/13562/01/02
no 5 a6o 20 kancyn lesenbwady Bignosigae 3a ITanisa 3MiHn | TURYy - 3MiHM 3 akocTi. CepTudikat peyenmom
y thnakoHi, no 1 T dotop BTOPWHHY yNaKoBKY, BignosigHocTI/TE-cepTudpikar signosigHocCTi
donakoHy B nauuj KniHiwe KOHTPONb/BMNPOGYBaH €Bponeiicbkili hapmakonei/MoHorpadii.
Lneujansnp HS cepii, 403BIN Ha MoaaHHA HoBOro abo OHOBIEHOrO cepTudiikaTa
enapare BMNycK cepii: Mepak BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
M6X lesenbliadt drop BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
KniHiwe A®I; onsa ByXxigHOro
LWneuianbnpenapare mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
M6X, HimeuunHa; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
BignoBigalTb 3a [LOMOMDKHOT peyoBuHM (cepTudikaT
BMPOGHMLTBO BiANoOBiAHOCTI EBponeiickbkiit hapmakonei) -
Hepo3dhacoBaHOT HoBuii cepTudpikat Bif BXe 3aTBEPAKEHOr0
npoAayKuUil, NEPBUHHY BMPOGHUKA - NOJaHHA HOBOro cepTudikara
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Hepchapma C.p.J1.,

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
yMaKoBKY, BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne RO-
KOHTPOb/BMNPO6YBaH CEP 2020-426 - Rev 00 gns Aitoyoi pe4oBuHU
HA cepii: XaynT ®apma Temozolomide Big, BXe 3aTBepAKEHOrO
Awmaper 'm6X, BMpo6Huka WAVELENGTH ENTERPRISES
HimeuunHa,; LTD. (3amiHa ASMF).
Hepchapma C.p.J1.,
ITania
185. | TEMOMELAK | kancynu no 250 mr, Mepak HimeuyunHa BUPOGHUK, LLIO HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/13562/01/06
no 5 kancyny lesenbwady Bignosigae 3a ITanisa 3MiHn | TUnYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
dhnakoHi, no 1 T dhrop BTOPUHHY YMaKoBKY, BignosigHocTi/l E-cepTudikar BignosigHOCTI
donakoHy B nauuj KniHiwe KOHTPO/b/BMNPO6GYBaH €Bponeiicbkili hapmakonei/MoHorpadii.
LWneujansnp HS cepii, 403BIN Ha MoaaHHA HoBOro abo OHOBNEHOrO cepTuddikaTa
enapaTte BMMYCK cepii: Megak BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
M6X [esenbliadt drop BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
KniHiwe A®I; onsa ByxigHOro
LLineujiansbnpenapare Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
M6X, HimeuunHa; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ans
BignoBigaTb 3a LOMOMDKHOT peyoBuHM (cepTudikaT
BMPOGHMLTBO BiANOBiAHOCTI EBponeiickbkii hapmakonei) -
Hepo3dghacoBaHOT HoBuii cepTudpikat Bif BXe 3aTBEPAXEHOr0
nNpoAyKLUil, NEPBUHHY BMPOBHUKA - NOfgaHHA HOBOro cepTudikara
yMaKoBKY, BignosigHoCTi EBponelickkilt hapmakonei Ne RO-
KOHTPO/b/BMNPO6YBaH CEP 2020-426 - Rev 00 gns Aitoyoi pe4oBuHN
HS cepii: XaynT ®apma Temozolomide Big, BXe 3aTBEpAKEHOrO
Awmaper 'm6X, BMpo6Huka WAVELENGTH ENTERPRISES
HimeuunHa,; LTD. (3amiHa ASMF).
Hepchapma C.p.J1.,
ITania
186. | TEMOMEAAK | kancynu no 180 mr, Mepak HimeuyunHa BUPOGHUK, LLIO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a - UA/13562/01/05
no 5 kancyny lesenbwady Bignosigae 3a ITanisa 3MiHn | TURYy - 3MiHM 3 akocTi. CepTudikaT peyenmom
chnakoHi, no 1 T dotop BTOPWHHY yNaKoBKY, BignosigHocTI/TE-cepTudpikar BignosigHocCTi
dhnakoHy B nauuj KniHiwe KOHTPONL/BMNPOGYBaH €Bponeiicbkili hapmakonei/MoHorpadii.
Lneujansnp HS cepii, 403BIN Ha MoaaHHA HoBOro abo OHOBIEHOrO cepTudiikaTa
enapare BMNycK cepii: Mepak BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
M6X [esensliadt drop BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
KniHiwe A®I; onsa ByXxigHOro
LWneuianbnpenapare mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
M6X, HimeuunHa; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
BignoBigalTb 3a LOMOMDKHOT peyoBuHM (cepTudikaT
BMPOGHMLTBO BiANOBiAHOCTI EBponeiickbkiit hapmakonei) -
Hepo3dghacoBaHO! HoBuii cepTudpikat Bif, BXe 3aTBEPAKEHOr0
NpoAyKLUil, NEPBUHHY BMPOBHUKA - NOfgaHHA HOBOro cepTudikara
yNakoBKYy, BignoBigHOCTI EBponelickkili hapmakonei Ne RO-
KOHTPONb/BMNPO6GYBaH CEP 2020-426 - Rev 00 gns Aitoyoi pe4oBuHN
HS cepii: XaynT ®apma Temozolomide Big, BXe 3aTBEpAKEHOro
Awmaper 'm6X, BMpo6HMka WAVELENGTH ENTERPRISES
HimeuunHa,; LTD. (3amiHa ASMF).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
ITania
187. | TEMOMELAK | kancynu no 140 mr, Mepak HimeuyunHa BUPOGHUK, LLIO HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/13562/01/04
no 5 kancyny lesenbwady Bignosigae 3a ITanisa 3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat peyenmom
dhnakoHi, no 1 T dhrop BTOPUHHY YMaKoBKY, BignosigHocTi/l E-cepTudikat BignosigHOCTI
donakoHy B nauuj KniHiwe KOHTPO/b/BMNPO6YBaH €Bponeiicbkili hapmakonei/MoHorpadii.
LWneujansnp HS cepii, 403BiN Ha MoaaHHa HoBOro abo OHOBNEHOrO cepTuddikaTa
enapaTte BMMYCK cepii: Megak BiAMOBIAHOCTI @60 BUNy4YeHHs cepTudikata
M6X lesenbliadt drop BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
KniHiwe A®I; onsa ByxigHOro
LLineujiansbnpenapare Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
M6X, HimeuunHa; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ans
BignoBigaTb 3a [LOMOMDKHOT peyoBuHM (cepTudikaT
BVMPOGHMLTBO BiANOBiAHOCTI EBponeiickbki hapmakonei) -
Hepo3dgacoBaHoT HoBuii cepTudpikat Bif, BXe 3aTBEPAXEHOr0
nNpoAyKLUil, NEPBUHHY BMPOBHUKA - NOfgaHHA HOBOro cepTudikara
yMaKoBKY, BignoBigHoCTi EBponelickkili hapmakonei Ne RO-
KOHTPO/b/BMNPO6YBaH CEP 2020-426 - Rev 00 gns Aitoyoi peyoBuHN
HS cepii: XaynT ®apma Temozolomide Big, BXe 3aTBEPAKEHOrO
Awmaper 'm6X, BMpo6Huka WAVELENGTH ENTERPRISES
HimeuunHa,; LTD. (3amiHa ASMF).
Hepchapma C.p.J1.,
ITania
188. | TEMOMEOAK | kancynu no 100 mr, Mepak HimeuyunHa BUPOGHUK, L0 HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a - UA/13562/01/03
no 5 a6o 20 kancyn lesenbwady Bignosigae 3a ITanisa 3MiHn | TURYy - 3MiHM 3 akocTi. CepTuddikat peyenmom
y thnakoHi, no 1 T dotop BTOPWHHY yNakKoBKY, BignosigHocTI/TE-cepTudpikat BignosigHocCTi
dhnakoHy B nauuj KniHiwe KOHTPONL/BMNPOGYBaH €Bponeiicbkili hapmakonei/MoHorpadii.
Lneujansnp HS cepii, 403BIN Ha MoaaHHA HoBOro abo OHOBIEHOrO cepTudiikaTa
enapare BMNycK cepii: Mepak BiANOBIAHOCTI @60 BUMyYeHHs cepTudikata
M6X lesenbliadt drop BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
KniHiwe A®I; onsa ByXxigHOro
LWneuianbnpenapare mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
M6X, HimeuunHa; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
BignoBigalTb 3a LOMOMDKHOT peyoBuHK (cepTudikaT
BMPOGHMLTBO BiANoOBiAHOCTI EBponeiickbkiit hapmakonei) -
Hepo3dghacoBaHOT HoBuii cepTudpikat Bif BXe 3aTBEpAKEHOr0
NpoAyKLUil, NEPBUHHY BMPOBHUKA - NOfgaHHA HOBOro cepTudikara
yNakoBKYy, BignoBigHOCTI EBponelickkili hapmakonei Ne RO-
KOHTPONb/BMNPOGYBaH CEP 2020-426 - Rev 00 gns Aitoyoi peyoBuHN
HS cepii: XaynT ®apma Temozolomide Big, BXe 3aTBEpAKEHOro
Awmaper 'm6X, BMpo6HMka WAVELENGTH ENTERPRISES
HimeuunHa,; LTD. (3amiHa ASMF).
Hepchapma C.p.J1.,
ITanis
189. | TETPAMO/ Kancynu; no 6 NMPO®PAPM Manbta AT "I'piHgekc" Natsis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 - UA/13734/01/01
Kancyn y énictepax; A 3MiHn | TMNy - 3MiHK WoA[0 peuyenma
no 6 kancyny IHTepHeLHN 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepi, no 5 TpeianHr BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta yMOB
6nicTepiB y JNimiTeq B/JaYi peecTpauiiHoro NocBig4YeHHs,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI navi; no BK/tOYatouu MnaH ynpasniHHA py3nkamu
10 kancyn y (3acTocyBaHHA TEKCTY, AKWIA NOTOMKEHNI 3
6nictepi, no 3 KOMMETEHTHUM opraHom) 3asBHUKOM HagaHo
6nictepu y OHOBJ/IEHWIA [naH ynpaBniHHA pU3ukamm Bepcis
KapTOHHI navi; no 1.2 3MiHM BHeCeHO A0 YacTuH: Il «Cneyndpikauis
6 kancyny 6nictepi, 3 6e3neku», Il «MnaH 3 hapmakoHarnsagy», V"
no 5 6nictepiB y 3axoau 3 MmiHimizauii pusukis”, VI "Pestome
KapTOHHI nauui; no nnaHy ynpasniHHa pusnkamun”, VII «[Jogatkm» Ha
10 KapTOHHUX NavyokK OCHOBI OHOB/EHOI iH(hopMaLii 3 6e3neku Ajtounx
Y KapTOHHOMY peyoBMH nNapauetamon Ta ibynpodpeH. Pesiome
Kopobi MnaHy ynpaBniHHA pu3nkamu Bepcisa 1.1
[03€ETLCA.
190. | TUMOINOBY | niodhinizoBaHnii CaHodpi 6.B. | HigepnaHgu BVMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a He UA/15575/01/01
NIH® NOpPOLUOK AN Hepo3hacoBaHOro IpnaHgais 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHWU. 3MiHa peyenmom | niossieae
NPUroTyBaHHsA nNpoaykTy, A03BiN Ha HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
KOHLeHTpaTy Ans BUMYCK Cepil: (BnacHvka peecTpauiiHoro nocBig4eHHs) 3MiHa
pO34nHy Ans [bxeHszainm Ha3BW 3asBHUKa (BNacHUKa peecTpauiiHoro
iHdy3ili no 25 mr; Ne Moniknonanc CAC, nocBig4eHHs). Agpeca 3asBHUKA 3a/IMLLAETLCA
1: no 1 conakoHy B ®paHuia 6e3 3MiH. TepMiH BBEAEHHS 3MiH - NpOTArom 6
KapTOHHIA Kopoo6Li nepBrHHa Ta MiCALB NiCNa 3aTBEPLKEHHS.
BTOPVHHA YNaKoBKa,
[03BiN Ha BUNYCK
cepit:
[hxensaiim IpnaHg
NimiTea, lpnaHgis
191. | TUMOINIOBY | niochinizoBaHuii CaHodpi 6.B. | Higepnangn BUPOBHULTBO PpaHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3a - UA/15575/01/01
NIH® NOpPOLLOK AN Hepo3chacoBaHoro Ipnangis 3MiHM | TRy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
NpUroTyBaHHs NpoAYyKTY, A03BiN Ha HalimeHyBaHHs Ta/abo agpecu micus
KOHUEeHTpaTy Ans BMNYCK cepil: NPOBaKEHHS AisS/IbHOCTI BUPOOHUKA
pPO3uMHy oNs [bxeH3alim (BKKOUAOUM, 3a HEOOXiAHOCTI, Micue

iHcpysiii no 25 mr, Ne
1: no 1 donakoHy B
KapTOHHI Kopoo6Li

MoniknoHasnc CAC,
dpaHLis; nepBrHHA Ta
BTOPWHHA YNaKkoBkKa,
[03BiN Ha BUNYCK
cepii: [xeHzalim
Ipnang Nivites,
IpnaHgis

NPOBEefEeHHA KOHTPOSII0 SKOCTI), @60 BNacHWkKa
MacTep-chaiina Ha A®l, abo nocTayanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
A®I (SKLLO 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudiikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BUPOOHMKA HOBOI LONOMIXHOT
PEYOBMHM (AIKLLIO 3a3HAYEHO Y A0CHE) - 3MiHa
agpecy BUPO6HUYOI AiNbHML BiANOBIAALHOI 32
BMPOBHULTBO KpPOna4oi cuposaTkm Hypharm (la
Courjaillere site). BupobHuya AinbHULUSA Ta yCi
BVMPOGHMYI onepaLii 3a1MLwanTbC HE3MIHHUMMU.
TakoX BHECEHO peflakLiiiHi yTOYHEHHS B po3ini
3.2.5.2.1 Bupo6HvK(1) Ha3BK Ta agpecu
BMpOGHMKa Eurogentec Ta BUPOOHNUMX CPyHKLi
Sanofi-Pasteur.
3arBepaKeHo:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

192.

TUMOrnobey

Po3gin 3.2.5.2.1 Bupo6Huk(1):
Production of rabbit serum
Hypharm (la Courjaillere site)
La Corbiere 49450 Roussay France
Production of rabbit serum
Eurogentec 1, rue du carmel 6900 Marloie
Belgium
Controls Immunological, Quality Controls,
Animal Testing and Raw Material Testing:
Sanofi-Pasteur
3anponoHoBaHo:
Po3gin 3.2.5.2.1 BUpo6HuK(1):
Production of rabbit serum
Hypharm (la Courjaillere site)
3, La Corbiere-Roussay 49450 Sevremoine
France
Production of rabbit serum
Kaneka Eurogentec Marloie, Rue du Point du
jour 8
6900 Marche-en-Famenne Belgium
Controls
Chemical Raw Material Testing: Sanofi-Pasteur
3MiHK |l TNy - 3MiHK 3 KocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOrO/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A®I, abo 3miHa BUpobHMKa (BKIKOYaKOuK, e
HeobxigHO, MicLe NPOBEAEHHS KOHTPOIHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaxeHoMy
[ocbe)(3miHa B AD| 6i0/10rYHOr0 MOXOAKEHHS
ab0o BuUXigHOMY MaTepiani/peareHTi/npoMixXHOMY
NPOAYKT, L0 BUKOPUCTOBYHOTLCA A1
BMPOGHMLITBA 6i0/10rYHOr0/iMyHONOTIYHOIO
nikapcbKoro 3acoby ) - logasaHHA HOBOrO
BMPOGHMYOro MaiigaHumka ans BUpobHNLTBA
kponsuyoi cuposatkv Hypharm (Gosne site), Le
Germillan, 35140 Gosne, France

nocsBi0OYeHHs

NIHE

niocpinizoBaHnii
MOPOLLIOK A/1A
NpUroTyBaHHs
KOHLeHTpaty ans
PO34nHy Ans
iHcpysiii no 25 mr;Ne
1: no 1 conakoHy B
KapTOHHIA KopooLi

CaHodi b.B.

Higepnangu

BVMPOGHMLTBO
Hepo3dacoBaHoro
NpoAYyKTY, A03BiN Ha
BUMNYCK Cepil:
[bkeH3alim
MoniknoHasnc CAC,
®paHuisa
nepBuHHa Ta
BTOPVHHA YNakKoBKa,
[,03Bi/T Ha BUMYCK

PpaHuin/
IpnaHgis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MmiHu | TNy - 3MiHKW 3 AkocTi. ADI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOrO/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®I, abo 3miHa BUpobHUKa (BK/IKOYaKouK, e
HeobXiAHO, MiCLe NPOBEAEHHS KOHTPO/IO SIKOCTI)
A®| (3a BigcyTHOCTI cepTudpikaTa BiZnoBiAHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepAKeHOMY

focbe)(iHwi 3MiHn) [loAaBaHHs caiTy KOHTPOI0

3a
peyermom

UA/15575/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cepii: SKOCTi N7 TECTYBaHHS KPOBi AOHOPIB A0 Cknagy
[xeHzalim IpnaHg na6opartopii Unilians Biogroup. 3aTBepaxeHo:
Nimitea, lpnaxgis Serological testing of blood samples from
thymus donors Unilians Biogroup 26 avenue
Edouard Payen 690130 Ecully France
3anponoHoBaHo: Serological testing of blood
samples from thymus donors Unilians Biogroup
26 avenue Edouard Payen 690130 Ecully
France Unilians Biogroup 480 avenue David Ben
Gourion 69009 Lyon France
193. | TUMOINOBY | niochinizoBaHuii CaHodpi 6.B. | HigepnaHgn BUPOBHULTBO PpaHuin/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/15575/01/01
NIH® NOPOLUOK 4118 Hepo3dhacoBaHOro IpnaHgais 3MiHK | TUNY - 3MiHK Woao peyenmom
NPUroTyBaHHs NpoaykTy, A03BIN Ha 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
KOHLeHTpaty ans BUMYCK cepii: BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
pO34nHYy AN [hxeHsaim npo cuctemy thapmakoHarnsgy (BBefeHHs
iHcpysiii no 25 wmr; Ne MoniknoHanc CAC, y3arasibHeHVX AaHUX Npo cucTemy
1: no 1 conakoHy B dpaHLia; nepBuHHa Ta hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
KapTOHHI Kopoo6Li BTOPMHHA yNakoBKa, BiANOBIAA/IbHOI 32 3AiICHEHHSA
[03BiN Ha BUNYCK chapmakoHarnsgy; KOHTaKTHoi ocobm 3
cepii: [IxeH3ainm chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
Ipnang Nivites, thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
IpnaHgis BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/bHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0co6u
3asBHMKa, BIANOBIAA/IbHOI 3a hapmakoHarnsg, B
YkpaiHi. [itova pegakuis: Xogakiscbka TeTsHa
BauecnasiBHa. [ponoHoBaHa pefakuis:
Bapchonomeesa IBaHHa OnekcaHgpiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
3asBHVKa, BignoBiganbHOI 3a chapmakoHarnsag B
YkpaiHi
194. | TUMOINOBY | niochinizoBaHui CaHodpi b.B. | HigepnaHgn BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/15575/01/01
NIH® NOPOLLOK AN Hepo3chacoBaHOro IpnaHgais 3MiHu | TUny - 3MiHK Woao peyenmom
NpUroTyBaHHsA npoaykTy, A03BiN Ha 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
KOHUEHTpaTy Ans BMNYCK cepil: (iHWi 3miHW) YHidpikauia iHdhopmauii Wwoao
pO34nHy Ans LbxeHszainm IOroTUNY 3asiBHUKA Y TEKCTi MapKyBaHHS
iHchysiii no 25 mr; Ne MoniknoHanc CAC, ynakoBKU NikapcbKoro 3acoby. BBeAeHHs 3MiH
1: no 1 donakoHy B PpaHLisa; nepBuHHa Ta NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS.
KapTOHHIA Kopoo6Li BTOPWMHHA YNakoBKa,
[,03BiNT Ha BUMYCK
cepii: [hkeHzaiim
IpnaHg Nivites,
Ipnangis
195. | TOPACEMIA- | po3u4uH Ans iH'eKuji, ToBapucTBO Ykpaina NOBHUIA LMK Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/17884/01/01
DAPMEKC 5 mr/mn, no 4 mny 3 BMPOGHULITBA Ta 3MiHK | TUNy - 3MiHK 3 AKocTi. FoToBWMi peyenmom | nionszae
dnakoHi, no 5 06MEXEHO BMNYCK cepil: nikapcbkuii 3aci6. Cuctema




144

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
dh1aKkoHIB Yy Bignosigaib TOB "®APMEKC KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa
KOHTYPHili HiCTIO FPYIM", YkpaiHa pPO3Mipy ynakoBKv roTOBOrO NikapCbKoro 3acoby
YapyHKOBIi "®apmaveBT BCi cTagii uukny (BUNYYEHHS YNakoBKy NEBHOMO po3Mipy)
ynakosLii, no 1 nyHa BMPOGHMLITBA KPiM BWJTyYEHHS NaKyBaHHA - N0 4 M B amnysii; no 5
KOHTYPHili KOMNaHis BMNYCKY cepil: amnyn y KapTOHHI nayli 3 neperopogxkamu y
YapyHKOBIli ynakoBLi "3popos'a” ToBapucTBo 3 3B'AA3KY 3 BUPOOHMYOI HEObXIAHICTIO Ta
B KAPTOHHIV naui; 0bMexeHoto MapKeTVHrOBOK NONITUKOI 3asBHUKA.
no 4 mn B amny i, BiANOBIA&/IbHICTIO MapkyBaHHS1 yKpaiHCbKOI Ta POCilicbKoro
no 5 amnyny "®apmMaLeBTNYHa MoBaMu. 3MiHM BHECEHI B po3in "Ynakoska" B
6nictepi, no 1 KoMMaHis "310poB'a”, IHCTPYKLj0 4518 MeAMYHOro 3acTOCyBaHHS
6nictepy B YKpaiHa NiKapcbKOro 3acoby Yy 3B’s13Ky 3 BUTyYEHHSAM
KapTOHHI nauuj yMakoBKM NEBHOI0 PO3Mipy, SK HACNifOK -
BUJTYYEHHS TEKCTY MapKyBaHHA BifMnoBiAHOI
yNakoBKW flikapcbKoro 3acoby.
196. | TPA3BOIMPA® | po3uymH 4N iH'eKuiin "HOHiK IHAiA "FOHiK IHAiA BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/7388/01/01
® 60% 60 %; no 20 mn B dapmacbioT PapmacboTnKas 3miHu | TMny - 3MiHK WwWoao peyenmom
amnyni; no 5 amnyn nKkan Na6opatopis" 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
ynakoBaHi Ha nigHoc | Jlabopatopi3 (BipAaineHHs chipmu BBefeHHs abo 3MiHM [0 y3arasibHeHNX AaHnx
i3 Tepmokony; no 1 " "Ix. B. Kemikan3 eHg npo cuctemy chapmakoHarnsgy (BBefeHHs
nigHOCY Y KapTOHHIi (BipfineHHs dapmacboTukans y3araslbHeHNX AaHux npo cuctemy
Kopoo6Li dipmm "Ox. nrp) thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
B. Kemikans BigNoBiAa/bHOI 3a 3MjCHEHHSI
eHp thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
dapmacsioT thapmakoHarnsgy 3asBHUKa AN 34iCHEHHSA
vkans fita.") thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
BiA4NOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnisgy) 3mMiHa yNnoBHOBaXXEHOT 0cobun
3asBHUKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[itoyva pegakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MuxainiBHa. 3MiHa KOHTAKTHUX AaHWX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicL,e3HaxXoMKeHHs MacTep-doaiina cuctemm
thapmakoHarnagy Ta iioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOT AiSiNIbHOCTI 3
chapmakoHarisgy.
197. | TPA3OIPA® PO3YMH ANs iH'EKLNA "HOHIK IHais "FOHiK IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a - UA/7388/01/02
® 76% 76 %; no 20 mn B dapmacbsioT PapmacboTnKaU 3MmiHu | TUny - 3MiHn Wwoao peyenmom
amnyni; no 5 amnyn nKan Na6opatopiz" 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

ynakoBaHi Ha nigHoc
i3 Tepmokony; no 1
nigHOCY Y KapTOHHii
KopoobLi

Nab6opaTtopi3
(BipfineHHs
ipmn "x.

B. Kemikans

(BipAineHHs chipmu
"Ix. B. Kemikans eHg
dapmacboTrKan3

N

BBeaeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAa/IbHOI 33 3AiiCHEHHSA
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

198.

TPAXICAH

eHf
®apmacbioT
nkans fita.")

AJibneH

thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6M,
BiANOBIAabHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) 3MiHa ynoBHOBaXeHOI 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapMakoHarnsg,
[itoua pepakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MwuxaiiniBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLIe3HaxoKeHHsi MacTep-caiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.

199.

TPEHAKCA

Tabnetkn ans
CMOKTaHHs no 10
TabneTtok y 6nicrepi;
no 2 6nictepu B
KapTOHHIA KOopoo6Li

dapma Al

LLiBefiuapis

EHrensrapg
ApuHaiimitTens M6X
& Ko.KI, HimeuunHa;

BMPOGHWK, LLIO
Bignosigae 3a
BBE3EHHS, KOHTPO/Tb
Ta BUNycK cepil:
TOB "MIK-®PAPM",
Ykpaina

HimeuunHa/
YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTv Ta/abo TepMiHiB NogaHHs
perynsipHo OHOB/IHOBAHUX 3BITiB 3 6e3neku
nikapcbkunx 3acobis. 3miHa y YacToTi Ta
TepMmiHax nofaHHA perynspHoO OHOB/IIOBAHOIO
3BiTYy 3 6e3neku.

[itoua pepakuin: Yactota nogaHHs PO3b — 5
pokis; KiHueBa farta 15 BKIIOYEHHS JaHNX A0
PO3b6 - 01.01.2020 p.; Aata nogaHHA —
01.01.2025 p. NMponoHoBaHa pefakuis: Yactota
nogaxHa PO36 — 13 pokis; KiHueBa garta ans
BK/IOYEHHA aaHnx o PO3b — 01.01.2015 p.;
[ara nogaHHsa — 01.01.2028 p. PekomeHo0BaHO
[0 3aTBepKEHHS BiAMOBIAHO A0 NepiogNYHOCTI
nofaHHA perynsapHO OHOB/IOBAHMX 3BITIiB 3
6e3nekmn nikapcbkrx 3acobiB y €BpPONencbKkoMy
Cotosi.

6e3
peyenma

UA/6121/01/01

250

TabneTkn, BKPUTI

060/10HKO0, M0 250
Mr no 6 TabneTok y
cTpuni; No 2 cTpunn
B KApPTOHHIli Kopobu,i

Makneopc
PapmacbioT
nkasc
Nimiten

IHais

Makneoac
PapmacboTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpUAATHOCTI rOTOBOro NiKapcbKoro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETHCA faHUMW PEasTbHOrO Yacy)
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby 3 2 pokiB A0 3 pPOKiB. 3MiHU

BHECEHO B iHCTPYKLi A58 MEeANYHOro

3a
peyenmom

He
nionseae

UA/10181/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ain
"TepmiH npugartHocTi".
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aTBEPAKEHHSA
200. | TPEHAKCA TabneTku, BKPUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/10181/01/02
500 060/10HKOH0, M0 500 PapmacbioT PapmacboTHKanc 3MiHK | TUny - 3MiHK 3 AkocTi. FoToBWMIA peyenmom nionseae
Mr no 6 TabneTok y nkanc Nimiten nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
cTpuni; No 2 cTpunu NimiTen TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
B KQpPTOHHI kopobLj roTOBOrO /liKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NPUAATHOCTI FOTOBOTO /iKapCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETHCA faHUMW PEaUTbHOrO Yacy)
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby 3 2 pokiB A0 3 pPoKiB. 3MiHU
BHECEHO B iHCTPYKLIO 4719 MEANYHOIO
3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3ain
"TepmiH npuaaTHocTi".
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAXKEHHSA
201. | TPUBEPAM® | Tabnetku, BKpUTI ne PpaHuis BMPOBHULTBO, $paHuin/ BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a He UA/15517/01/01
10 Mr/5 Mris NNiBKOBOIO JNABOPATY KOHTPO/Ib SIKOCTI, IpnaHgais 3MiHK | TUNY - 3MiHK Woao peyenmom nionseae
MIT, o06010HKot0, no 10 AP CEPB'E€ nakyBaHHs1, BUMYCK 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
mr/5 mr/5 mr; no 30 cepii: labopaTtopii 3MiHa y KOpOTKili XxapakTepucTuL,i NikapCbKoro
Tabnetoky Ceps'e IHgacTpi, 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KOHTelHepi Ans dpaHLif; nakyBaHHs, MeAMYHOro 3acToCyBaHHA Ha NiacTasi
Tabnetok; no 1 abo Bunyck cepii: Ceps'e perynisipHoO OHOBJ/IKOBAHOTO 3BITY 3 6e3neku
no 3 KoOHTeHepn (Ipnangis) IHgacTpic niKapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
AN Tabnetok y NTa, IpnaHgisa 3acTocyBaHHS Nikapcbkoro 3acoby B
KOpo6Li 3 KapTOHY nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMifKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHUX AOCNifLKeHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVNM OpraHom) - 3MiHN BHECEHO A0
HCTPYKLT AN MeAMYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby Ao po3ainis "OcobnmnBoCTi
3actocyBaHHs", "lNo6iyHI peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku aitoyoi
peyoBMHM aTopBacTaTUHY 3rifHO 3
pekomeHgauismu PRAC
202. | TPUBEPAM® | Tabnetku, BKpUTI ne PpaHuin BMPOGHMLITBO, PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/15517/01/02
20 NNiBKOBOIO NNTABOPATY KOHTPO/Ib SIKOCTI, IpnaHgis 3MiHu | TUNy - 3MiHK Woao peyenmom nionseae
Mr/10Mr/10 060/10HKO10, Mo 20 AP CEPB'E€ nakyBaHHs1, BUMYCK 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
Mr mr/10 mr/10 mr; no

30 TabneTok y
KOHTeliHepi ans
Tabnetok; no 1 a6o
no 3 KoHTeliHepu

0ns TabneTok y

cepii: Jlabopartopii
Ceps'e IHpacTpi,
dpaHuis; nakyBaHHs,
Bunyck cepii: Ceps'e
(Ipnangis) IHgacTpic
Nta, lpnangis

3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOpOO6Li 3 KapTOHY nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NnaHy negiaTpUyHNX JOCAiAXKEHb
(PIP) (3mMiHy y3rokeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKLi 419 MeAUUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posainis "OcobmBocTi
3acTocyBaHHA", "No6iuHi peakuii" BiANOBIAHO A0
OHOB/IEHOT iHdopMaLiii 3 6e3nekn gitoyoi
peyoBMHM aTopBacTaTuHy 3rifHO 3
pekomeHgauismm PRAC
203. | TPBEPAM® | Tabnetku, BKpUTI ne ®paHuis BMPOGHMLITBO, PpaHuin/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/15515/01/01
20 Mr/10Mr/5 | nniBkoBOK NABOPATY KOHTPO/Ib SIKOCTI, IpnaHgis 3MiHW | TUny - 3MiHK Wwoao peyenmom | nionsizae
Mmr 060/10HKO10, 1Mo 20 AP CEPB'E€ nakyBaHHs1, BUMYCK 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
Mr/10 mr/5mr; no 30 cepii: labopaTtopii 3MiHa y KOpOTKiil XapaKTepnCcTULi Nikapcbkoro
Tabnetoky Ceps'e IHaacTpi, 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
KOHTelHepi aAns ®paHLif; nakyBaHHs, MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
Tabnetok; no 1 a6o BMNYCK cepii: Ceps'e perynspHO OHOBJ/IHOBAHOIO 3BITY 3 6e3neku
no 3 KoHTelHepu (Ipnangis) IHgacTpic nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neku
ons TabneTok y nta, lpnangis 3aCTOCYBaHHSA Nikapcbkoro 3acoby B
KOpo6Li 3 KapTOHY nicnspeecTpayiinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiaTpuyHUX AOCiLKeHb
(PIP) (3MiHy y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHW BHECEHO [0
HCTPYKLT ANS MeAMYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby Ao po3ginis "OcobnmnBoCTi
3actocyBaHHs", "lNo6iyHI peakyii” BiANOBIAHO A0
OHOB/EHOT iHhopMmaL,i 3 6e3neku Aitoyol
PeyYoBMHM aTopBaCcTaTUHY 3rifHO 3
pekomeHgauismm PRAC
204. | TPUBEPAM® | Tabnetku, BKpUTI ne PpaHuis BMPOBHULTBO, PpaHuin/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a He UA/15516/01/01
20 Mr/5 MrIs NNiBKOBOIO JNABOPATY KOHTPO/Ib SIKOCTI, IpnaHgais 3MiHK | TUNY - 3MiHK Woa0 peyenmom nionseae
mr 060/10HKO0, Mo 20 AP CEPB'E

mr/5 mr/5 mr; no 30
Tabnetok y
KOHTeliHepi ans
Tabnetok; no 1 abo
no 3 KoHTelHepu
Ansa TabneTok y
KOpo6Li 3 KapTOHY

nakyBaHHs, BUMYCK
cepii: labopaTtopii
Ceps'e IHgacTpi,
®paHLia; nakyBaHHs,
Bunyck cepii: Ceps'e
(Ipnangis) IngacTpic
Nta, Ipnangis

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuL, NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku
niKapcbKoro 3acoby, abo focnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rompKeHo 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby Ao po3ainis "OcobnmnBoCTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
OHOBJIEHOT iHdhopMaLii 3 6e3neku aitoyol
peyoBMHM aTopBacTaTuHY 3rifHO 3
pekomeHgauismu PRAC
205. | TPUBEPAM® | Tabnetku, BKpUTI ne ®paHuis BMPOGHMLITBO, ®paHuia/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/15516/01/02
40 NNiBKOBOIO NABOPATY KOHTPO/1b SIKOCTI, IpnaHgais 3MiHu | TUNy - 3MiHKU Woao peyenmom | nidssieae
Mr/10Mr/10 060/10HKO10, M0 40 AP CEPB'E€ nakyBaHHs, BUMYCK 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
Mr Mr/10 mr/10 mr; no cepii: Jlabopartopii 3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
30 Tabnetok y Ceps'e IHpacTpi, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
KOHTeliHepi ans ®paHLis; naKkyBaHHS, MeJMYHOro 3acTOCyBaHHS Ha nigcTasi
Tabnetok; no 1 abo BMnyck cepii: Ceps'e perynspHO OHOBJ/HOBAHOrO 3BIiTYy 3 6e3neku
no 3 KoHTelHepu (IpnaHgis) IHoacTpic nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
0ns TabneTok y Nta, lpnangis 3acTOCyBaHHS NMikapCcbkoro 3acoby B
KOpOO6Li 3 KapTOHY nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3miHy y3rogkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posgainis "OcobmBocTi
3acTocyBaHHsA", "Mo6iuHi peakuii" BiANOBIAHO A0
OHOB/IEHOT iHd)opMaLiii 3 6e3nekn gitoyoi
peyoBMHM aTopBacTaTuHy 3rifHO 3
pekomeHgauismm PRAC
206. | TPUKCEO iHranauisa nig, AcTpa3eHek Lsewis Brpo6HMUTBO, PpaHuin/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/20049/01/01
AEPOC®EPA | TUCKOM, CycneHsis, a Ab nepBrHHE NakyBaHHS, CLIA 3MiHu | TUNy - 3MiHKU Woao peyenmom
5/7,2/160 mkr; no 1 BTOPVHHE NaKyBaHHS, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy
KOHTelHepy nig KOHTPO/b AKOCTi Ta (iHLWi 3MiHKW) - 3MiHM BHECEHO [0 TEKCTY
TUCKOM Ha 120 BMNYCK cepil: MapKyBaHHS1 BTOPUHHOI YNakoBKY /iKapCbKOro
iHransyin B AcTpa3eHeka 3aco6y B n. 12. <HOMEP PEECTPAL|INHOIO
namiHoBaHoMy [toHkepk MpoaakLuH, MOCBIAYEHHSA», a TakoX BHECEHHSA
Mileyky 3 chonbru, PpaHuis; pefakuiiHMX NpaBoK 40 TEKCTY MapKyBaHHS
L0 MiCTUTb calle 3 AnbTepHaTMBHa NepBUHHOT Ta BTOPUHHOI YNakoBKX Y po34in
BOJIOronorivHavyem, OiNbHULA KOHTPOSO «|HLE»
no 1 miweuky B AKOCTI NpW BUNYCKY:
KapTOHHIA Kopoo6Li Minigj AisenonmexT,
nn, CWA
207. | ®API BEPOE | cnipeii Ans poToBoi CninbHe Ykpaina NOBHUIA LMK Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 - UA/16539/01/01
NOPOXHUHU 1,5 YKparHCbKO- BMPOGHULITBA, BUMYCK 3MiHu | TURY - 3MiHK 3 akocTi. CepTudikaT peyenma
Mr/mn icnaHcbke cepii; KOHTPOSIb AKOCTI: BignosigHocTI/lE-cepTucpikar BignosigHocCTi
no 30 mny nignpuemMcTs CnifnlbHe yKpaiHCbKo- €Bponeiicbkiii hapmakonei/MoHorpadii.
KOHTEliHepi 3 0 "CMEPKO icnaHcbke MofaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
KPWLLIKOKO B YKPAIHA" nigNPUEMCTBO Bi4MNOBIAHOCTI ab60 BUTyYEHHS cepTudiikaTa
KOMMNEKTI 3 "Cnepko YkpaiHa" BiANOBIAHOCTI EBponeiickkili hapmakonei: ans

NPUCTPOEM A5
PO3NUNIOBaHHA Y
nauui

A®Il; ona suxigHoro
MaTepiany/peareHTy/MpoMiKHOTO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHY (cepTuddikaT
BiAMOBIAHOCTI €BpoNelichbkili hapmakonei) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
OHOBEHWI cepTUdIKaT Bif YXe 3aTBEpIXEHOro

rigpoxnopua Bifg, BXxe 3aTBepXeHoro BupobHuka

BMPOGHMKA - NOJaHHA OHOB/IEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei RO-
CEP 2020-286-Rev 01 (3aTBepgxeHuit: RO-CEP
2020-286-Rev 00) ons A®l 6eH3maamiHy
riApOXN0pUA, Bif, BXXE 3aTBEPL)KEHOr0 BUPOOHMKA
Centaur Pharmaceuticals Private Limited, IHgis
BHACNiJOK OHOB/IEHHS MOHOrpagii € BHeceHO
3MiHV B METOAMKY BU3HAYEHHSA AOMILKM G 3 in
house GC Ha HPLC (2.2.29) coupled with mass
spectrometry (2.2.43), 6€3 3MiHW HOPMYBaHHS.
Takox 6ynM BHeCEeHi He3HauHi 3MiH1 B MeTOAN
BUMNPoOyBaHb 3a nokasHukamun “CynyTHi
OOMiLLKK”, “BTpaTta B Maci Npy BUCYLLYBaHHI",
“KinbkicHe BM3HaY€eHHS", “3a/INLLKOBI KiSIbKOCTi
OpraHi4YHNX po3unHHKKIB (MeTog A)”, “BmicT
OOMiWKM G”. 3MiHu | TUny - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiAMOBIAHOCTI €BpONechbkii
hapmakonei/MoHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTta BiAnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTudikat
BiNOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEHWI cepTUdIKaT Bif yXe 3aTBEpXEHOro
BMPOGHMKA - NOJaHHA OHOB/IEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei RO-
CEP 2020-286-Rev 02 ana A®l 6eH3ngamiHy

Centaur Pharmaceuticals Private Limited, IHgis
BHAC/NIAOK 3MiH B aApeci BUPOOHUKa.
MponoHoBaHa pefakuis
RO-CEP 2020-286-Rev 02
(BMPOGHMLTBO HaNIBNPOAYKTY)
KEDAR JANANI CHEMPLAST PVT. LTD.
T-42/43/44/45, M.1.D.C.

Tarapur, District Palghar
Boisar-401 506, Maharashtra, India
KEOAP I>KAHAHI XEMMNIACT NBT. NTA.
T-42/43/44/45, M.1.4.K.
Tapanyp, PaiioH Manrap
Bolicap-421 506, MaxapawTpa, IHajis
(BMPOBHMLTBO Ta KOHTPO/Ib, BUMYCK Cepil)
Centaur Pharmaceuticals Private Limited

Plot No.75, 76,&76/1,& 74 Chikhloli M.I.D.C.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Ambernath (West)

Thane-421 501, Maharashtra, India
LleHTayp ®apmacbloTikans MNpisart flimites
LinsHka Ne75, 76 i 76/1 i 74 Yixnoni M.I.A4.K.
AmbepHarT (3axia)

TeiH-421 501, MaxapawTpa, IHaisa

208.

®EHICTUN
FENb

renb 0,1%no30ry
Ty6i; no 1 Ty6i y
KapTOHHI KOopoo6Li

XaneoH KX
CAP/

LLiBefiuapis

XaneoH KX C.a.p.n.

LLiseiiuapis

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
Ha3BW 3asBHUKa 3 TCK KoHcblomep Xesckep
CAP/, Weeiiyapis Ha XaneoH KX CAP/I,
LLiBefiuapis. TepmiH BBEEHHS 3MiH NPOTArom 6
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
AIMiHICTPaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BKIYaK4M AiNbHNULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOTIO AKOCTI.
(misnbHICTb, 3a AKy BignNOBILaE
BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEpIlf).
3MiHa Ha3BM Ta agpecy BUPOGHUKA FOTOBOrO
nikapcbKoro 3acoby. 3MiHM BHECEHO B
IHCTPYKL0 A48 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
"Micue3HaxokeHHs BUPOBHMKa Ta agpeca
MiCLA NPOBaKEHHS MOro AisnbHOCTI" 3
BiANOBIAHMMY 3MiHAMYW B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEEHHA 3MiH NpOTArom 6
MicSILLiB NiCNS 3aTBEPAXKEHHS.
3miHu | TMny - 3MiHK WwWoao
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW). 3MiHVM BHECEHO Yy TEKCT
MapKyBaHHA BTOPUHHOT ynakosku n.17 IHLWE Ta
nepBuHHOT ynakoBku n.6 IHLLE. TepmiH
BBE/EHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/0894/01/01

209.

DEHCTYA

PO3YUH NSt iH'EKLA,
50 Mkr/mn no 2 mn B
amnyni; no 10
amny”n B KOHTYpHIl
ynakosLi; no 1
KOHTYPHIli yrnakoBLi
Y KapTOHHIli kopobLyi;
no 10 mn B amnyni;
no 5 amnyn B
KOHTYPHIli ynakoBsLi;
no 1 KOHTYpHIl

PycaH
Papma /114

IHais

PycaH ®apma 14

IHais

BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHEeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
dhapmakoHarnagy B YkpaiHi, SKLi0 BOHa

3a
peyenmom

UA/17919/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
ynakoBLj y BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
KapTOHHIA Kopoo6Li BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/IIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) 3MiHa ynoBHOBaXeH0i 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
[itoua pepakuis: Mr. Nilesh Belokar.
MponoHoBaHa pepakuin: Dr. Harikesh Dubey.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6u
3a8BHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsag.
3MiHa MicLe3HaxomkKeHHsA MacTep-haiina
cucteMu hapmakoHarnsgy Ta oro Homepa.
3MiHa Micus 34iiCHEHHS1 OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy.
210. | dITONIT Kancynu, no 10 TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 6e3 - UA/3650/02/03
®OPTE H Kancyn y énictepi; BO 3 BMPOGHMLITBA, 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenma
no 3 abo 6 6nictepis | OBMEXXEH KOHTPO/1b SIKOCTI, peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
Y KapTOHHIl kopoobLi oK BUMYCK Cepil: MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
(ansa BMpOGHMKa BIAMOBIOA ToBapucTBo 3 NpoTArom 6-Tn MiCALB NiCNs 3aTBEPMAKEHHS.
ToBapucTBO 3 NbHICTHIO 06MeXeHo 3MiHu | TUNYy - 3MiHK Woao
obmexeHoro «KOPIMOPA BiANOBIA&NBHICTIO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BiANOBiAA/IbHICTIO L4 "®OapmaueBTUYHa BBeaeHHs abo 3MiHU [0 y3arasibHeHNX faHnx
“GapmaueBTuyHa «3[00POB’A KoMnaHis "3g0pos'a”, npo cuctemy thapmakoHarnsgy (BBefeHHs
KoMnaHis » Ykpaina y3araJibHeHUX AaHux Npo cuctemy
“3popoB’s”, BCi cTagii thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
YkpaiHa), no 10 BMPOBGHULTBA, BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
Kancyny énictepi; KOHTPO/Ib SIKOCTI, hapMakoHarnaay; KOHTakTHoi ocobu 3
no 6 GnictepiB y BWMYCK Cepil: thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
KapTOHHIA Kopoo6Li ToBapucTBO 3 hapmakoHarnsgy B YkpaiHi, K0 BOHa
(ansa BMpo6HMKa 06MexeHo BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
ToBapucTBO 3 BiANOBIAA/IbHICTIO BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
06MEXEHO "®APMEKC IPYI", (BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
Bi4NOBIAA/IbHICTIO YkpaiHa po3MiLLeHHI MacTep-haiina cuctemm
“©OAPMEKC IPY1”, thapmakoHarnsgy).
YkpaiHa) 3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pegpakuist: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BiAnoBigabHOI 3a hapmakoHarnsg.
3MiHa Homepa MacTep-chaina cuctemm
chapmakoHarisgy.
211. | ®NTAMIH- Tabnetku no 50 mr, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 - UA/4615/01/01
340POB'A no 10 TabneTtok y BO 3 06MeXeHo 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuyenma
6nictepi; no 3 OBMEXEH BiANOBIA&/IbHICTIO peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
6nictepu B (e]}6} "®apmMaLeBTnyHa MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
KapTOHHI kopobuyj; BIAMNOBIOA KomnaHis "3gopos'a” npoTArom 6-T1 MicALIB NicNs 3aTBEPMKEHHS;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 30 TabneTok y NbHICTIO 3miHu | TMny - 3miHn WwWoao
KOHTeliHepi; no 1 «KOPINOPA 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy.
KOHTelHepy B LA BeefeHHs abo 3MiHU [0 y3araslbHeHNX faHnx
KapTOHHI KOpooLi «3[00POB'A npo cuctemy thapmakoHarnsigy (BBeAeHHs
» y3arasibHeHUX JaHux Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnsag Aitoya pegakuis: LLeByeHko
OneHa IropiBHa MponoHoBaHa pefakuis:
MaHosa OneHa MukonaisHa 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag, 3miHa
HomMepa macTep-thaiina cuctemu
dhapmakoHarnsgy
212. | ®NTYOKCETWU | Tabnetku, BKPUTI TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiais: 3a He UA/8591/01/01
H o60ooHKoto, no 20 BO 3 BMPOGHMLITBA, 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom | nionsizae
mr, no 10 TabneTok OBMEXEH KOHTPO/1b SIKOCTI, nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
B 6nicTepi; no 1 abo (e]}0) BUMNYCK Cepil: ab0 BBeAEHHA A0AATKOBOI AifIbHULL
no 2 6nictepa B BIAMNOBIOA ToBapucTBo 3 BMPOGHMLTBA A/15 YACTUHU abo BCbOro
nauui 3 KapToHy NBbHICTIO 06MeXeHo BMPOOHUYOro NpoLecy roToBOro NiKapcbKoro
«KOPIMOPA BiANOBIAA/LHICTIO 3acoby (AinbHULUA, Ha SKi NpoBOAATLCA By b-
L4 "[ocnigHnii 3aBog SKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
«3[00POB’A "THU/C", YKpaiHa Ccepiii, KOHTPOIO AKOCTi, NEPBUHHOTO Ta

»

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BUMYCK Cepil:
ToBapucTBO 3
06MexeHo
BiANOBIA&NBHICTIO
"®apmaueBTnyHa
KoMnaHis "3g0pos'a”,
Ykpaina
BCi cTagii
BMPOBGHULTBA,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
ToBapucTBO 3
06MeEXeHO

BTOPVHHOTO MaKyBaHHS, A1 HECTEPUSTbHUX
nikapcbkunx 3aco6is). CynyTHS 3MiHa- 3MiHM 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3ac06y (AinbHWLA 415 BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sKoCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AiNbHUL BUPOBGHMLTBA AN YACTUHN
ab0 BCbOro BUPOGHNYOTro NpoLLecy roToBoro
niKkapcbKoro 3acoby (ZinbHULA ANs NEPBUHHOIO
nakyBaHHs). BBegeHHs 004aTKOBOI fiTbHUL
BUPOOHMLTBA [0 3aTBEPMKEHNX AINbHULb:
ToBapuCTBO 3 0OMEXEHOI0 BifNOBIAANBHICTIO
"®APMEKC I'PYI", YkpaiHa. BBegeHHs 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHICTIO
"OAPMEKC I'PYI",
Ykpaina

NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOJIO SIKOCTi FOTOBOTO NMiKapCbKOro
3acoby (3amiHa abo foAaBaHHS BUPOOHMKa, L0
BiANOBIAAE 3a BBE3EHHA Ta/abo BMNyCK cepil) -
Bktouatouy KOHTPOb/BMNPOGYBaHHS cepii.
BBefieHHs1 f,04aTKOBOI AiNIbHUL BUPOOHULTBA,
LLIO BiZNOBIAAE 3@ KOHTPO/Ib SKOCTi, BUMYCK cepii
TOB “®APMEKC I'PYIN”, Ykpaina (YkpaiHa,
08301, Kuiscbka 0611., MmicTo Bopucnine, Bynmus
LLleBueHka, 6yamHok 100) ons nakyBaHHSA: no 10
Tabnetok B 6nictepi, no 1 abo no 2 6nictepa B
nauui 3 KapTOHY 3 MapkKyBaHHSIM YKpPaiHCbKO0
MOBO0. 3MiHN BHECEHI B p034inn "BUpobHuK" Ta
"MicLe3HaxomKeHHs BUpoOHMKa Ta agpeca
MicLis NPOBaKEHHS Oro AisiNbHOCTI" B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS Y
3B’513Ky 3 BBEZIEHHSIM [40AaTKOBOI BUPOOHUYOT
[iNbHULI Ta K HACNIAOK - BBEAEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby Ans
[04aTKOBOT BUPOOHMYOT AiNbHUL. BBeaeHHS
3MiH NPOTAroM 6-TW micsuiB nicns
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BktoYaroun
AianasoH po3Mipy cepii) roToBOro likapcbKoro
3acoby (iHLWi 3mMiHK). BBEAEHHSA 3MiH NpOTArom 6-
TV MicsLiB nicns 3aTBepkeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHSA
TEKCTY MapKyBaHHs1 BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby, a came BUTyYEHHS
iHchopMmalii, 3a3HaYeHOI PoCilicbKor MOBOHO.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

213.

DITYPA-5

PO3YUH ANS1 iH'EKLLINA,
50 mr/mn; no 5 mn
abo 10 mny
donakoHi no 1
chnakoHy B
KapTOHHIA KopooLi

Mini
Xenckepe
NimiTen

Benvka
BpuTtaHis

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHM | TRy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BnacHvika peecTpauiiHoro noceigyeHHs). 3miHa
agpecy 3asBHMKa (BNacHMKa peecTpauinHoro
noceigyeHHs). BBegeHHs 3MiH npoTsarom 6-tu
MicsILiB Micns 3aTBepIKEHHS

3a
peyenmom

UA/10633/01/01

214.

DOPTE3A

NbOASAHUKM MO 3 Mr
3i CMakoM JINMOHa,;
no 12 nboAsHWKIB Y
6nicTepi; no 1 a6o 2

Jenbta
Megiken
MpomMoyLuH3
Al

LLiBefuapis

BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BWMYCK Cepil:

Icnanis/
®paHuia/
LLiseiiuapis

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUNYCKY cepil

6e3
peyenma

nionsieae

UA/19283/01/01
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nepBUHHE Ta
BTOPWHHE MaKyBaHHS:
M'EP ®ABP
MEANKAMEHT
MPOJOAKLLH, ®paHuis
BMPOGHMLITBO,
nepBUHHE Ta
BTOPWHHE MaKyBaHHS:
OP. MEA.
AYOOEPMOP AT,
LLBeliLapis
KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
IHPAPMAJLE, C.11.,
Icnanis
KOHTPOJIb SIKOCTI:
NTABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis
KOHTPO/Ib SIKOCTI:
KIMOC, C./1., IcnaHis

BBefeHHA 104aTKOBOI AiNbHULI BiANOBiAabHOT
3a BUNyCK cepii, a came AofasaHHA BUPOOHMKa
IHPAPMAJE, C.J/1. K anbTePHATUBHOIO
BMPOGHMKA BigNOBIAa/IbHOIO 3a BUMNYCK cepil,
3MiHU BHECEHI B po3ainn "BUpo6HKK" Ta
"Micue3HaxomkeHHs BUpobHvKa Ta agpeca
MiCLii NPOBaPKEHHSA AOr0 Ais/IbHOCTI" B
IHCTPYKLO AN18 MeANYHOro 3acTOCyBaHHS
NiKapCbKoro 3acoby Y 3B'A3KYy 3 BBEAEHHAM
[04aTKOBOI Ai/TbHULL BUPOGHMLTBA, SIK HAC/iL0K
- BiANOBIAHI 3MiHN Y TEKCTi MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPOKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
a60 BBeieHHA 104aTKOBOI AiNbHULL
BMPOGHULTBA A1 YACTUHU abo BCbOro
BMPOGHNYOro NpOoLLeCcy roTOBOrO iKapCbKOro
3aco6y (AinbHULA AN NEPBUHHOTO NakKyBaHHS) -
BBefeHHs1 4oAaTkoBOl AiNbHULI BUPOOHULTBA
AN 4aCTVHW BUPOBGHMYOTO NpoLiecy roToBoro
nikapcbkoro 3acoby, a came fofaBaHHSA
BMpo6HMKa [ip. Mea. Aycdaepmop Al
BifiNOBIAA/IbHOTO 3a NePBUHHE MaKyBaHHS .
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBHMLTBA 18 YacTUHM abo BCbOro
BMPOGHNYOro NpOoLLeCcy roTOBOrO iKapCbKOro
3aco0by (4ibHUUA 4118 BTOPUHHOTMO NakyBaHHS)
BBefeHHs oAaTkoBOi AiNbHULI BUPOOHULTBA
NS 4aCTVHW BUPOBGHMYOTO NpoLiecy roToBoro
nikapcbkoro 3acoby, a came fofaBaHHSA
BMpo6HWKa [ip. Mea. Aycdaepmop Al
BifjNOBIAa/IbHOTO 38 BTOPVHHE MakyBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKn Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHW BHECEHI Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNakoBKW /liKapCbKoro
3aco0y W00 N0oroTmny 3asBHVKa. BeegeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns

3aTBEepAKEHHSA. 3MiHM Il TMny - 3MiHM 3 AKOCTI.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepu B nosic Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
KapTOHHIA Kopoo6Li PAPMALIEYTIKANI 3acoby (3amiHa abo AofaBaHHsA BUPOOHNMKA, L0
C.J1., IcnaHis BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMNYyCK cepil) -
BMPOGHMLITBO, He BK/IHOYa0uM KOHTPO/L/BUNPOBYBaHHSA cepi -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
3acoby (iHLWi 3miHn) BBeaeHHst goaaTkoBol
OinbHULI BUPOGHMLTBA 415 YaCTUHN
BMPOGHNYOro NpOoLLeCcy roTOBOrO iKapCbKOro
3acoby, a came goAaBaHHA BUpo6HuKa [p. Meg,.
Aydaepmop Al BignosigaibHoro 3a
BMPOGHMUTBO in-bulk. BBEAEHHS 3MiH NPOTArOM
6-T1 MicsAUIB NicNsA 3aTBEPKEHHS.
215. | ®OPTE3A NbOAAHUKN NO 3 Mr lenbTa LLsenuapis BMPOGHMLITBO, Icnanis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 nionsizae UA/19282/01/01
3i cMakom Megiken nepBUHHEe Ta ®paHuia/ 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
anesnbcuvHa Ta meay; MpomoyLiH3 BTOPVHHE NakKyBaHHS, LLiBeiiuapis nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
no 12 nboasHuKiB y Al BUMNYCK Cepil: iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
6nictepi; no 1 abo 2 nosic Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
6nictepu B PAPMALIEYTIKANI 3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, LLLO
KapTOHHI Kopoo6Li C.J1., IcnaHis BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMNYyCK cepil) -
BMPOGHMLITBO, He BK/It0OYa0uM KOHTPO/L/BUNPOBYBaHHSA cepil -

nepBUHHE Ta
BTOPWHHE MaKyBaHHS:
M'EP ®ABP
MEANKAMEHT
MPOJOAKLLH, ®paHuis
MpOBHULTBO,
nepBUHHE Ta
BTOPWHHE MaKyBaHHS:
OP. MEA.
AYOOEPMOP AT,
LLiseiuapis
KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
IHOPAPMAJLE, C.11.,
Icnanis
KOHTPOJIb SIKOCTi:
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis
KOHTPO/Ib SIKOCTI:
KIMOC, C./1., IcnaHis

BBefeHHA 104aTKOBOI AiNbHULI BiANOBiAaIbHOT
3a BMNyCK cepii, a came AofasBaHHA BUPOOHMKa
IHPAPMAJE, C.J/1. K anbTepHATUBHOIO
BMPOGHMKA BiANOBIAa/IbHOIO 3a BMMNYCK cepii,
3MiHU BHECEHI B po3ainv "BUpobHuK" Ta
"Micue3HaxomkeHHs BUpo6HrKa Ta agpeca
MiCLii NPOBaPKEHHS AOr0 Ais/IbHOCTI" B
IHCTPYKL0 A4715 MeANYHOro 3acTOCyBaHHS
NiKapCbKoro 3acoby y 3B'A3KYy 3 BBE,eHHAM
[0[aTKOBOT AiNbHUL BUPOBHULITBA, SIK HACMIA0K
- Bi4MNOBIZHI 3MiHN Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeieHHA 104AaTKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro iKkapCbKoro
3aco06y (4ibHULA AN1A NepBUHHOTO NakyBaHHS) -
BBefeHHs1 4oAaTkoBOi AiNbHULI BUPOOHNLTBA
[ANS YacTVHW BUPOBGHMYOTO NpoLiecy roToBoro
nikapcbkoro 3acoby, a came fofaBaHHSA
BMpo6HMKa [ip. Mea. Aycdaepmop Al
BifiNOBIAA/IbHOTO 3a NePBUHHE MaKyBaHHS .
BBefeHHs 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPMAKEHHS. 3MiHM | TMny - 3MiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BUPOGHMLTBI. 3aMiHa abo BBeLeHHS 004aTKOBOT
AiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro




156

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
3aco0by (4ibHUUA 4119 BTOPUHHOMO NakyBaHHS)
BBefeHHs1 4oAaTkoBOi AiNbHULI BUPOOHULTBA
NS 4aCTVHW BUPOBGHMYOTO NpoLiecy roToBoro
nikapcbkoro 3acoby, a came fofaBaHHSA
BMpo6HWKa [ip. Mea. Aycaepmop Al
BifjNOBIfA/IbHOTO 38 BTOPVHHE MaKyBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHW BHECEHI Y TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNakoBKW /liKapCbKOro
3aco0y LWoA0 N0roTuny 3asBHVKa. BeegeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEpMAKEHHS. 3MiHN Il TMny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
3acoby (iHLwi 3miHn) BBeaeHHst goaaTkoBoi
OinbHULI BUPOGHMLTBA 15 YaCTUHK
BMPOGHNYOro NpOoLLeCcy roTOBOrO iKapCbKOro
3acoby, a came goAaBaHHA BUpo6HuKa [p. Meg,.
Aydaepmop Al BignosigasibHoro 3a
BMPOGHMUTBO in-bulk. BBEAEHHS 3MiH NPOTArOM
6-T1 MicsAUIB NicNsA 3aTBEPKEHHS.

216.

DPENM®

Tabnetku no 5 wmr;
no 10 TabneTok y
6nictepi; no 3
6nicTepu B nayuj

AT
"®apmak”

Ykpaina

AT "®apmak”,
YKpaiHa
(BUPOGHULTBO 3
npogykuii in bulk
ipMmn-BUPOGHYMKa
PoHTic Xennac
Megikan eHg,
dapmacbloTikan
Mpopaktc C.A.,
Ipeuis)

Ykpaina

BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHNA AiSNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHWLI BUNYCKy cepii abo MicLle npoBefeHHs
KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNIOPTEp, He BK/IHOYAKUM BUMYCK
cepiid) 3miHa agpecu MicLA NPOBaXEHHS
AisnbHocTi BUpobHuka in bulk Rontis Hellas
Medical and Pharmaceutical Products S.A.,
Ipeuis, 6e3 3MiHM MicLA BUPOGHULTBA. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS
ynaKkoBKMW iKapCbKOro 3acoby, 30kpema
BU/TyYEHHS iH(DOPMaLii, 3a3HAa4Y€HOT POCICbKO
MOBOI0, T BHECEHHS HE3HAYHWX pefaKLinHuX
npaBoK MO TEKCTY. TepMiH BBELEHHS 3MiH -
NpOTArom 6 MicsiLiB MicNs 3aTBEPIKEHHS.

3a
peyermom

UA/16654/01/01

217.

PPENM®

Ta6neTkn no 10 wmr;

AT

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauliiiHux MmaTepiasis:

3a

UA/16654/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 10 TabneTok y "®apmak” YkpaiHa 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
6nictepi; no 3 (BUPOGHULTBO 3 HalilMeHyBaHHs Ta/abo agpecy Micus
6nicTepu B nayuj npogykuii in bulk NpoBafKeHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
hipMmn-BNPOGHYMKa rOTOBOrO JliKapCbKOro 3acofby, BK/IYakoum
PonTic Xennac AOinbHWUI BUNYCKy cepii abo Micue npoBefeHHs
Megikan eHg, KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae
dapmacbloTikan BMPOGHUK/IMNIOPTEP, He BK/IHOYAKOUM BUMYCK
Mpogaktc C.A., cepiii) 3miHa agpecu MicLsA NPoBaXeHHS
Ipeuis) LisinbHOCTI BUpo6bHMKa in bulk Rontis Hellas
Medical and Pharmaceutical Products S.A.,
[peuis, 6e3 3miHM Micus BUpo6HULTBA. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS
ynakoBKM NiKapCbKOro 3acoby, 3o0kpema
BU/TyYEHHS iH(DOpMaLii, 3a3Ha4YeHOT POCIiCbKO
MOBOI0, T BHECEHHS HE3HAYHMX pefaKLUiiHNX
npaBoK MO TEKCTY. TepMiH BBELEHHS 3MiH -
NPOTArom 6 MicsiLiB NMicNs 3aTBEPIXKEHHS.
218. | PPEMM® Tabnetku no 15 wmr; AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/16654/01/03
no 10 TabneTok y "®apmak” YkpaiHa 3MiHn | TUNY - AgMIHICTPaTMBHI 3MiHK. 3MiHa peyenmom
6nictepi; no 3 (BUPOGHMLTBO 3 HallMeHyBaHHs Ta/abo agpecy Micus
6nicTepu B nayuj npogykuii in bulk NpoBaf)KEHHNA AiSNIbHOCTI BUPOOHUKa/imnopTepa
ipMmn-BNPOGHYMKa rOTOBOrO JliKkapCbKOro 3acofy, BK/IYakoum
PonTic Xennac AOinbHWLI BUNYCKy cepii abo Micle npoBefeHHs
Megikan eHg, KOHTPO/O SIKOCTI. (QisS/IbHICTb, 3a 5Ky Bignosigae
dapmacbloTikan BMPOGHUK/IMNIOPTEp, He BK/IHOYAtUM BUMYCK
Mpopaktc C.A., cepiid) 3miHa agpecu MicLsA NPOBaXEHHS
Ipeuis) LisinbHOCTI BUpo6HMKa in bulk Rontis Hellas
Medical and Pharmaceutical Products S.A.,
Ipeuis, 6e3 3MiHM MicLA BUPOGHULTBA. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy
(iHwWi 3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS
ynaKkoBKM NiKapCbKOro 3acoby, 30kpema
BU/TyYEHHSA iH(DOPMAaLii, 3a3HAa4Y€HOT POCICHKO
MOBOI0, T BHECEHHS HE3HAYHWX pefaKLinHuX
npaBoK MO TEKCTy. TepMiH BBELEHHS 3MiH -
NPOTArom 6 MicsiLiB NMicNs 3aTBEPIKEHHS.
219. | PPEMM® Tabnetkun no 30 mr; AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis: 3a - UA/16654/01/04
no 10 TabneTok y "®papmak” Ykpaina 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

6nictepi; no 3
6nictepu B nayuj

(BMPOBHMLTBO 3
npogykuii in bulk
ipMmn-BUPOGHIMKa
PoHTic Xennac
Megikan eHg

HallMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHN AiSNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKkIoYaoun
AOinbHULI BUNYCKy cepii abo Micle npoBefeHHs
KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a Ky BignNoBigae
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dapmacbloTikan
Mpopaktc C.A.,

Ipeuis)

BMPOGHUK/IMNIOPTEP, He BK/IHOYAKOUM BUMYCK
cepiii) 3miHa agpecu MicLsA NPoOBaXeHHS
AisnbHocTi BUpobHuka in bulk Rontis Hellas
Medical and Pharmaceutical Products S.A.,
[peuis, 6e3 3miHM Micus BUpo6HULTBA. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edreKTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS
ynaKkoBKM NiKapCbKOro 3acoby, 3o0kpema
BU/TyYEHHS iH(DOpMaLii, 3a3Ha4YeHOT POCIiCbKO
MOBOI0, T BHECEHHS HE3HAYHMX pefaKLUiiHNX
npaBoK MO TEKCTy. TepMiH BBELEHHS 3MiH -
NpOTArom 6 MicsLiB MicNs 3aTBEPIXKEHHS.

220.

DPIDNO
KNISMA

PO3YNH pPeKTasTbHUIA,
21,4r1/9,4rB 118
MA, no 133 mny
dnakoHi 3
iHOYKLUiHOO
MemMbpaHoto,
HaKOHeYHVKOM Ta
KoBnaykom, no 1

donakoHy y
KapTOHHI ynakosLii

TOB
"TNELPAP
MATO"

Ykpaina

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y
NEePBUHHIN yNakoBL,i roOTOBOro NikapcbKoro
3acoby (SKiCHWI Ta KinbkicHUiA cknaa) - M'siki Ta
HecTepw/bHi pigki nikapcbki popmu - Ans
YHUKHEHHSA BUTOKY npenapaTy nig vac
TPaHCNOPTYBaHHSA, B MEPBUHHY YMaKOBKY
nikapcbKoro 3acoby 6y10 4oAaHO iHAYKUiAHY
MeMbpaHy, L0 € Pe3UCTEHTHOIO 40 BOAN,
BOJHWX T HEBOAHWX PO3YMHIB 3 BHECEHHAM
BiAMNOBIAHMX 3MiH A0 p. «YNaKoBKa». 3MiHN
BHECEHO B iHCTPYKLIito A1 MEAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby B po3aisn
"YnakoBka" (B NepBMHHY YNakoBKy NikapCbKoro
3aco6y A4oAaHo IHAYKLiHY MeEMGPaHy), SK
Hacnifok BHECEHO 3aCTEPEXEHHS B PO34iN
"Cnoci6 3acTocyBaHHs Ta A03u". BBefeHHs 3MiH
NpOTSArom 6-Tv MicsLiB Micns 3aTBepApKEHHs!

6e3
peyenma

nionsieae

UA/17753/01/01

221.

®TOPOKOPT
®

Masb, 1 mr/r; no 15 r
Masi B Ty6i; no 1
Ty6i B KQPTOHHIA
KopoobLi

BAT
"TefeoH
PixTep"

YropLmHa

BAT "lepeoH Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK |l TUny - 3MiHM Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
AaHVMU Ta fjaHumy 3 dpapmakoHarnsgy. 3miHu
BHECEHO B IHCTPYKLIit0 A58 MeANYHOro
3acToCyBaHHSA fikapcbKoro 3acoby Ao po3ainis
"Oco6mBoCTi 3acTocyBaHHA" Ta "MM0GIYHI
peakuii’. BBefeHHS 3MiH NPOTAroMm 6-Tu micAaLis
nicns 3aTBepKeHHs.

3a
peyenmom

He
nionseae

UA/7093/01/01

222.

X/1OPOMIPA

PO34MH A8 iH'EKLN,

TOBAPUCT

YKpaiHa

KOHTPOJ1b AKOCTI,

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnx maTepialis:

3a

UA/5290/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MIHY 20 mr/mn o 1 mn B BO 3 BWMYCK Cepii: 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peyenmom
FIAPOXNOPU | amnyni; no 5 amnyn OBMEXEH ToBapucTBO 3 peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
A y nayui 3 KapTOHy; oK 06MexeHo MO3 Big 23.07.2015 Ne 460). BBefieHHs 3MiH
no 1 mn B amnyrni; BIANOBIOA BiANOBIAA/IbHICTIO NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
no 5 amnyny NBbHICTHIO "[locnigHwii 3aBof 3MiHu | TUNYy - 3MiHK Woao
6nictepi; no 1 «KOPIMOPA "THLIC", Ykpaina 6e3nekn/edeKkTUBHOCTI Ta hapmakoHariagy.
6nictepy y nauui 3 LA BCi cTagii BBeaeHHs abo 3MiHU [0 y3arasibHeHNX faHnX
KapTOHY «3[0POB’A BMPOGHULTBA, npo cuctemy thapmakoHarnsgy (BBefeHHs
» KOHTPO/Ib SIKOCTI, y3arasibHeHNX AaHnx Npo cuctemy
BWMYCK Cepii: thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
ToBapucTBO 3 BiANOBIAA/IbHOI 32 3AiAiCHEHHS
06MexeHo hapmakoHarnsgy; KOHTakTHOT 0cobm 3
BiANOBIAA/IbHICTIO thapmakoHarnsgy 3asBHUKa AN5 34iACHEHHS
"®apmaueBTUyHa hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
KoMnaHis "310pos'a”, BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
YkpaiHa BiAMOBIAaUTbHOI 3a 34iiCHEHHSA hapMakoHarnsay
BCi cTagii (BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Y
BMPOGHMLITBA, po3MilLieHHi MacTep-chaiina cuctemm
KOHTPO/Ib SIKOCTI: thapmakoHarnsgy).
AKLjiOHepHe 3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
TOBapUCTBO BignoBigasibHOI 3a dhapmakoHarnag. Jitoya
"Tannudapm", pepakuist: LeBueHko OneHa IropiBHa.
YKpaiHa MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa HoMepa MacTep-ghaiina cuctemu
chapmakoHarnisgy.

223. | XNOPOMIPA PO3YUH ANS1 iH'EKLLINA, ToBapucTBO Ykpaina KOHTPO/1b SIKOCTI, Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/5290/01/01
MIHY 20 mr/mnno1lmne 3 BMNYCK cepil: 3MiHK | Tuny: 3MiHK 3 SKOCTIi. [OTOBMIA peyenmom
FIAPOXNMOPU | awvnyni, no 5 amnyn obMexeHo ToBapucTBo 3 nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
4 y nauyLi 3 KapToHy; Bignosigaib 06MeXeHo iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil

no 1 mn B amnyni, HiCTIO BiANOBIA&NBHICTIO Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
no 5 amnyny "®apmaveBT "[ocnigHnii 3aBog 3acoby (3amiHa abo AopaBaHHsA AinbHULI, Ha
6nictepi, no 1 nyHa "THLUC", Ykpaina SIKiA 3AOiAICHIOETLCSA KOHTPO/1b/BUNPOBYBAHHS
6nictepy y nauui 3 KOMMaHis BCi cTagii cepii) - BupobHuua HeobXigHICTb Ta
KapToHYy "3popos'a” BMPOGHMLITBA, MapKeTVHroBa AOUMbHICTb Y 3AiACHEHHI
KOHTPO/1b SIKOCTI, KOHTPOJIH0 SIKOCTi Ha JOAATKOBIN AiNbHULI
BMNYCK cepil: BUPOGHMLTBA AKLiOHEPHE TOBApMCTBO
ToBapucTBo 3 "Tannudpapm” (YkpaiHa, 79024, /lbBiBCbka 0611.,
06MeXeHo MicTo J1bBiB, By/IMLUA OnNpuULLKiBCbKa, 6YANHOK
BiANOBIA&NBHICTIO 6/8); 3MiHn | TUNY: 3MiHK 3 AKOCTIi. FoTOBWUIA
"®apmaueBTUYHa nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
KoMnaHis "3g0pos'a”, a60 BBeieHHA 104ATKOBOI AiNbHULL
YkpaiHa BMPOBGHMLTBA AN5 YacTUHU abo BCbOro
BCi cTagii BMPOBGHMYOro MpoL,ecy roToBOro JlikapcbKoro
BMPOBGHULTBA, 3aco6y (AinbHULSA, Ha SiKili NpoBOAATLCA By /ib-

KOHTPO/Ib SIKOCTI:

AKi BUPOGHMWUYI cTagii, 3a BUHATKOM BUNYCKY cepii,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
AKujoHepHe KOHTPOJIH0 SKOCTi Ta BTOPUHHOTO MakKyBaHHS AN1s
TOBapucTBO CTepU/IbHUX NiKapCbKnx 3acobis (BKIOYaUn
"Tannudapm", BMPOGIEHi acenTUYHUM MEeTOA0M), KpiM
Ykpaina nikapcbknx 3acobiB 6i0/10r4HOro/iMyHOMOTYHOrO
NOXOMKEHHST) - 3 METO HabiNbLL

paLjioHasIbHUM BUKOPUCTaHHS BUPOBHNYNX
NOTY>KHOCTEMN, 3 TOUKN 30py MapPKETUHIOBOI
OOUiNbHOCTI Ta 36i/bLUeHHs 06’eMy NpoayKLii,
BBOAMUTLCA A0AATKOBA AiNbHULA BUPOOHMLTBA
NS BCbOro BUPOOHNYOro LKy AKLiOHEepHe
ToBapuCTBO «lannucapm», YkpaiHa ans
nakyBaHHs: no 1 mn B amnyni, no 5 amnyny
6nicTepi, no 1 6nictepy y nayui 3 KAPTOHY
CynyTHS 3MiHa: 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkwii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
ab0 BBeAEHHS 40AATKOBOI AiNbHNL
BMPOBHMLTBA 415 YAaCTUHM abo BCbOro
BMPOOGHMYOro NPOoLLECY rOTOBOTO J1iKapCbKOro
3aco0y ([iNbHVLA AN BTOPUHHOTO NakyBaHHS) -
BBefieHHs1 0AaTKOBOI AiNbHULI BUPOGHULTBA
[O/151 BCbOro BUPOBHNYOT0 UMKy AKLiOHEpPHE
ToBapucTBO «lanmudapm», YkpaiHa ans
nakyBaHHs: no 1 mn B amnyni, no 5 amnyn y
6nictepi, No 1 6nicTepy y nayyi 3 kKApTOHY; 3MiHK
| Tiny: 3MiHK 3 SKOCTi. FOTOBUIA NiKAPCbKNi
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa po3mipy cepii
(BKNHOYAKOUN Aiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN)- Y 3B’A3KY 3
BVMPOGHNYOK HEOOXIAHICTIO BBEAEHHS
[,04aTKOBOro po3Mmipy cepii npenaparty ans
HOBOI AiNbHULI BUPOGHMLTBA AKLiOHEPHE
TOBapucTBo "lanmydapm”, Lo 3HaX0AMTbCA 3a
agpecoto: YkpaiHa, 79024, /lbBiBCcbka 0611.,
MicTo J1bBiB, BynMusa ONpuLLKIBCbKa, 6yANHOK
6/8,
3aTBEPIKEHO
40 n-40 000 amnyn
195 n-195 000 amnyn
425 n- 425 000 amnyn
3anponoHOBaHo
40 n -40 000 amnyn
195 n -195 000 amnyn
425 n - 425 000 amnyn
150 n - 150 000 amnyn
3MiHU | TUNy: 3MiHW 3 SIKOCTi. TOTOBUIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHWLTBI. 3MiHU Y
npoLeci BUPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco6y, BKYaUy NPOMIDKHWUIA NPOAYKT, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoveci
BUPOGHMLTBA) - He3HauHi 3MiHN y
3aTBEPAKEHOMY npoLeci BUPObHUUTBA ANA
HOBOI AiNbHULi BUPpOGHMLTBA AKLiOHEpHEe
ToBapucTBO "Tanimugpapm”, 06yMOB/EHI
TEXHIYHUMM XapakTepucTukamun obnagHaHHs.
[ns nponoHoBaHOT AiNbHUL 3MiHW Ha CcTagisx -
Mwuiika, cylika Ta cTepunizalis amnyn;-
HanoBHeHHsi amny/1 PO34MHOM i 3anar0BaHHs
amnyrn; - Tepmoo6bpo6ka amnyn i3 po3YnHOM; -
MakyBaHHs; 3MiHW | TUNYy: 3MiHK 3 AKocTi. ADI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA creumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHUM METOA0M BUNPOOYBaHHS)
- [lonoBHeHHs cneuudikadii gito4oi pevyoBuHU
HOBWM MOKa3HWKOM SIKOCTi «bakTepiasibHi
€HAO0TOKCUHWU» Ta BiANOBIAHUM METOA0M
BMNpo6YyBaHHSA 3rigHo BkasiBok APY 1 Bug.,
2001 p, wo npeg'sasns0Tbca Ao AP, aki
BUKOPVCTOBYHOTBLCS Y BUPOOHWULTBI CTEPUNIBHUX
NikapcbKux 3aco6iB, B IKUX BCTAHOB/IEHO
rPaHNYHWIA BMICT €HA0TOKCUHIB; 3MiHU | Tuny:
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX roTOBOrO /iKapCbKOro 3acoby (BU/TyYeHHs
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHuKa, Takoro sk 3anax ta cmak, abo
iaeHTndikauis 6apBHYIKIB UM CMaKOBUX
[06aBoK)) - BunyyeHHst nokasHnka «AHOMasibHa
TOKCUYHICTb» 3 METO/IB KOHTPOJIHO AKOCTI
roTOBOrO NlikapcbKoro 3acoby. 3rigHo 3
BuMoramu €9 (EF 8.0-8.5 PARENTERAL
PREPARATIONS, p.796); 3MiHu | Tuny: 3minun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fliKapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOBYBaHHS) - He3HayHa 3MiHa y meTogj
BUNPobyBaHHA «CynpoBifHi AOMILLKM», & came:
BUMNPAaB/IEHO TEXHIYHI MOMW/KN Ta BHECEHO
YTOYHEHHS

224. | UEPYKAN® Tabnetkun no 10 mr; TOB «TeBa Ykpaina M/1IBA XpBaTcka Xopsaris BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiais: 3a - UA/2297/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 50 TabneTok y YkpaiHa» 4.0.0. 3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikat peyenmom
chnakoHi; no 1 BignosigHocTI/TE-cepTudpikat BignosigHoCTi
h1akoHy y Kopoobui €Bponeiicbkiii hapmakonei/moHorpadii.
MoaaHHsa HOBOro abo OHOBNEHOTO cepTudiikaTa
BiANOBIAHOCTI a60 BUYyYEHHS cepTudikaTa
BiZiNOBIAHOCTI E€BpoNeNCchkii thapmakonei: ans
Adl; gns BUXigHOro
MaTepiany/peareHTy/NpoMiKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peyoBrHY (cepTuddikat
BiANoBigHOCTI E€Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKA - MOAAHHS OHOB/IEHOTO cepTudiikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2015-304 - Rev 00 (3atBepaxeHo: RO-CEP
2015-304 - Rev 01) gnsa A®| meToknonpamigy
rigpoxnopuay MoHorigpaTty Bif BXe
3aTBepaxeHoro BupobHuka ICROM S.p.A.
(Italy), sixmin 3miHMB Ha3By Ha ICROM S.R.L.
(Italy). BBefeHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmKeHHs.
225. | LE®IKAL NOpPOLUOK AN Kapgina IHais Kagina IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a - UA/11308/01/01
1000 pO34nHYy AN dapmacsioT PapmacboThKan3 3MmiHu | TUny - 3miHn Wwogo peyenmom
iH’exuiii, 1000 mr, 1 nkans Nimiten 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
hN1akoH 3 NOPOLLUKOM NimiTen (iHLWi 3MiHW) - 3MiHW BHECEHI Y TEKCT
Y KapTOHHIl Kopobui MapKyBaHHsi BTOPMHHOI YNakoBKW NiKapCbKOro
3acoby (n. 3. MEPENIK JOMOMDKHUX
PEYOBVIH). BBefeHHs 3MiH NpOTArom 6-1u
MicSILLiB NiCNS 3aTBEPAXKEHHS.
226. | LE®OTPUH NOpoLUOK AN AHaHTa Benuvka "BeHyc Pemegic IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a - UA/12006/01/01
PO34nHY ANs iH'eKuiin Megikeap BpuTtaHis Nimiteqn", IHajsa 3MmiHu | TUny - 3MiHn Wwoao peyenmom
nolr, 1 dnakoH 3 nra. AHaHTa Megikeap 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
NOpPOLLKOM B Nimites, IHgisa (iHWi 3MiHM) 3MiHVM BHECEHO B TEKCT MapKyBaHHs
KapTOHHI Kopoo6Li NMepBUHHOT YNakoBKM MikapcbKoro 3acoby y n. 6.
"IHWE" wopo fAofasaHHA iHhopmMaL,ii CTOCOBHO
TeXHiYHOI iHghopMaLLil Ta IOroTUNY 3asiBHUKA.
TepmiH BBefEHHS NpoTArom 3 micsuis nicns
3aTBEPAKEHHS.
227. | UE®TPUAKC | nopoliok ans AHaHTa Benvka Cgicc NepeHTepasc IHgis BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 3a - UA/17157/01/01
OH AHAHTA PO34UHY ON151 iH'EKLLA Megikeap BpuTaHis nra., IHais 3MiHY | TNy - 3MiHK Woa0 peyenmom
no 1r:1 chnakoH 3 nra. AHaHTa Megikeap 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy

NMOPOLLKOM B KOpPOOLi
(ans BUpOGHMKa
Csicc NepeHTepasic
Nt4., IHgis), 1

Nimitea, IHgjs

(iHWi 3MiHW) 3MiHN BHECEHO A0 TeKCTy
MapKyBaHHS! NikapcbKoro 3acoby: nepBuHHa
ynakoska n. 6. «IHLUE» - BHeceHHs iHgpopMaLii
CTOCOBHO TEXHIYHOI iHhopmauii Ta noroTmny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
h/1aKOH 3 MOPOLLUKOM 3adBHMKa, BTOPUHHA ynakoBka Nn. 17. «IHLWE» -
B KOpooLi, 20 BHECEHHS iH(hopMaLLii CTOCOBHO N10roTuny
h1aKkoHiIB 3 3agBHMKa. TepMiH BBEEHHS NPOTAromM 3 MicsLiB
NOPOLLKOM B KOpOObLi nicns 3aTBepMKEHHS.
(ansa BUpOGHMKa
AHaHTa Mepgikeap
NimiTeq, 1HAisA)
228. | ULE®TPUAKC | nopoluok ans AHaHTa Benuka Csicc NepeHTepasnc IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/17157/01/02
OH AHAHTA PO3UnHY ANS iH'EKLINA Megikeap BpuTtaHis nra., IHaia 3MmiHu | TUny - 3miHn Wwogo peyenmom
no 2 r: 1 conakoH 3 nrp. AHaHTa Mepgikeap 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
NOPOLLKOM B KOPOOLL Nimites, IHaia (iHWi 3MiHW) 3MiHVM BHECEHO [0 TeKCTY
(ans BMpo6HUka MapKyBaHHS /likapCbKOro 3acoby: NnepBMHHa
Csicc NepeHTepasnc ynakoBka M. 6. «IHLE» - BHeceHHs iHdhopmaii
nta., IHaig), 1 CTOCOBHO TEXHIYHOI iHbopMaLii Ta norotuny
h/1aKOH 3 MOPOLLKOM 3asBHVKa, BTOPMHHA ynakoska n. 17. «IHLWE» -
B Kopo6uj, 10 BHECEeHHS iHchopMaLii CTOCOBHO floroTuny
dhnakoHiB 3 3asBHVKa. TepMiH BBELeHHA NpoTAroM 3 micsuis
NMOPOLLKOM B KOpPOOLi nicns 3aTBEPAKEHHS.
(ansa BMpOGHMKa
AHaHTa Mepikeap
Nimite, 1HAis)
229. | UWHAPU3WNH | Tabnetku no 25 wmr, ToBapucTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a + UA/5292/01/01
"o3" no 50 TabneTok y 3 BMPOGHMLITBA, 3MiHM | Tuny - 3miHK 3 sikocTi. CepTuddikat peyenmom
6nictepi; no 50 06MexeHo KOHTPO/1b SIKOCTI, BignosigHocTI/TE-cepTudpikat BignosigHocCTi
Tabnetok y 6nictepi; | Bignosigans BMNYCK cepil: €Bponeiicbkili hapmakonei/MoHorpadii.
no 1 6nictepy y HiCTIO ToBapucTBO 3 MogaHHA HOBOro abo OHOB/IEHOTO cepTuglikaTa
nadui 3 KapToHy; Nno "®apmaueBT 0bMexeHo BiANOBIAHOCTI @60 BUMyYeHHs cepTudikata
10 Tabnetok y nyHa BiANOBIA&/IbHICTIO BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
6nicTepi; no 5 KOMMaHis "[locnigHwin 3aBof A®I; onsa ByXxigHOro
6nicTepiB y nauui 3 "3p0poB'a” "THLIC", YkpaiHa; mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo

KapToHy

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoto
BiANOBIA&/IbHICTIO
"®APMEKC Irpyn",
YKpaiHa;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoto
BiANOBIA&/IbHICTIO
"PapmaueBTnyHa

BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANoOBiAHOCTI EBponeiickbkiit hapmakonei) -
HoBuii cepTudpikat Bif, HOBOro BUPOGHUKA
(3amMiHa abo 4OMNOBHEHHS)
noJaHHa HOBOro cepTtudpikara BiAnoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2003-
150 - Rev 03 gns A®| umHapuW3vHy Big, HOBOrO
anbTepHaTUMBHOro Brpo6Huka FDC Limited,
IHAisA. 3MiHn | Tuny - 3MiHK 3 skocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMKX MEX,
BM3Ha4YeHux y cneyucpikauisix Ha Adl, abo
BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYOTbCS Yy npoueci BUpobHuytea Ad|
(4ONOBHEHHS cneumdikalii HOBUM NOKA3HUKOM
AKOCTI Ta BifnoBigHMM MeTOA40M BUNpPo6yBaHHS)
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KoMMaHis "310pos'a”,

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

230.

LUMHATPOMNNA

Kancynu Teepai, 400

TOBAPUCT

YKpaiHa

[OMNOBHEHHS creumdikalii Ta MeTogis BXigHOro
KOHTpON0 API UMHAPU3NHY NOKA3HUKOM
«P03Mip YacTok» 3rigHO AOKyMeHTaLil
BMPO6HUKIB AP 3 ypaxyBaHHAM BaXJ/IMBOCTI
nokKasHvka Ans SKocTi TBepAoil NikapCbKol
chopmu. 3minu | TUNy - AOMIHICTPaTUBHI 3MiHN.
BunyueHHs1 BUPO6HMYOI AinbHuLi (BKIHOYAKOUM
AinbHuuUi ana A®I, npoMixHoro npoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL Ans
NPOBefEeHHA NakKyBaHHs, BUPOOHMKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
npoBeAEeHHA KOHTPOo cepii) abo
noctadasibH1Ka BUXiAHOTO MaTepiasy, peareHTty
a60 [0NOMDKHOT PevOBUHU (SIKLLLO 3a3HAYEHO Y
[0CbE) BUMYYEHHS BUPOGHMKA AP| LmHapr3nHy
Kamud Drugs Pvt. Ltd., IHgis.

ne-
340POB'A

mr/25 mr no 10
Kancyn y énictepi;
no 3 abo no 6
6nicTepiB y kopobu,i

BO 3
OBMEXXEH
olo
BIAMOBIAA
NIBHICTIO
«KOPFMOPA
s
«3[J0POB'S

»

Ykpaina

ToBapucTBo 3
0bMexeHot
BIANOBIA&/ILHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

Ykpaina

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,

BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3wmiHa 3asBHwuka /13 (MIBI) (BnacHuka
peecTpauiiHoro NocBigYeHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): fitoua pegaxuis:
ToBapncTBO 3 06MEXEHOI0 BiAMOoBIfaIbHICTIO
«®dapmMaLeBTUYHa KoMnaHis «340poB'a»,
Ykpaina
MNMponoHoBaHa pepakuis: TOBAPUCTBO 3
OBMEXXEHOIO BIAMOBIAA/IBHICTHO
«KOPIMOPALIA «3[0POB'A», YKkpaiHa
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy

BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,

(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0cobu 3as1BHUKA, BIAMNOBIAA/ILHOT 38
hapmakoHarnag. [ivova pegakuis: LLieByeHko
OneHa IropiBHa.

MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX

3a
peyernmom

UA/3918/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemu
chapmakoHarnsgy.

231.

LUNTAPABIH

PO34nH NS iH'eKLi,
100 mr/mn; no 1 mn
abo no 10 mny
dnakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

Mini
Xernckepe
NimiTeq

Benvka
BpuTaHis

BeHnyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis:
3MiHM | TUMy - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA
(BnacHuKa peecTpauiiniHOro noceig4eHHs). 3miHa
afpecy 3asiBHVKa (BnacHWKa peecTpauiiHoro
nocBif4eHHs). BBeAeHHSA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPLKEHHS

3a
peyermom

UA/0674/01/01

232.

233.

LTUKONIH-
3[10POB'A

PO34UH ANs iH ek,
1000 mr/4 mn, no 4
M/1 B amnyni; no 5
amnyn y 6nictepi; no
1 a6o 2 6nictepn y
KOpoO6Lii 3 KapTOHY

TOBAPUCT
BO 3
OBMEXEH
[e];0)
BIAMOBIOA
NBHICTHO
«KOPTOPA
LA
«3[0POB’A

»

YKpaiHa

ToBapucTBo 3
0bMexeHo
BifNOBIAA/IbHICTIO
"®apmayeBTnyHa

KomnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHa 3asBHuKa /13 (MIBI) (BnacHuka
peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHY | TNy - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
BeeaeHHs abo 3MiHU [0 y3arasibHeHX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX JaHunx npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSR
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6MU,
BiA4NOBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay
(BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
BignoBigasnbHOI 3a hapmakoHarnag. Jiroya
pegaxuisi: LlesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHosa OnexHa
MukonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasIbHOT 3a hapmakoHarnsag. 3miHa
Homepa MacTep-thaiina cuctemm
hapmakoHarnsgy.

3a
peyenmom

UA/16711/01/02

LUTUKONIH-
3/10POB Al

PO3UMH ANA iH EKL,
500 mr/4 mn, no 4
M/1 B amnyni; no 5
amnyn y 6nictepi; no

1 abo 2 6rictepn y

TOBAPUCT
BO 3
OBMEXEH
fe]le
BIAMNOBIAA

Ykpaina

ToBapucTBo 3
0bMexeHo
BiANOBIA&/IbHICTIO
"®apmMaLeBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Bif 23.07.2015 Ne 460). BBefieHHs 3MiH
NpoTSArom 6-T MicSILiB Mic/si 3aTBEPAKEHHS.

3a
peyenmom

UA/16711/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOpOO6Li 3 KapTOHY

NBHICTHO
«KOPTOPA
LA
«30POB’A

»

3miHu | TMny - 3miHn WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX faHnx
npo cuctemy thapmakoHarnsay (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigasnbHOI 3a hapmakoHarnsag. Jiroya
pepaxuis: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cuctemm
hapmakoHarnsgy.

234.

LNTO3AP®

niocpinizat ana
PO34UMHY NS iH'EKLR
no 1000 wr; 1
dhnakoH 3
nioghinizatom y
KapTOHHIA KopooLi

Mdpaiizep
IHK, CLLA

CLIA

KopaeH ®apma flaTiHa
C.n.A.

ITanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx Npo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) - 3mMiHu 4o y3ararbHeHNxX
[AaHvx nNpo cuctemy hapmakoHarnsgy 3asBHuka

3a
peyenmom

UA/4840/01/01

235.

LNTO3AP®

niodpinizat ana
PO34UMHY ANs iH'EKLR
no 100 mr 1 donakoH
3 niocpinizatom Ta 1

amnyna 3

Mdpaiizep
IHK

CLIA

BMPOBHULTBO,
nepBUHHE NakyBaHHS,
BTOPWHHE MaKyBaHHS,

KOHTPO/b SKOCTI,

BWMYCK Cepil,

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/4840/01/02




167

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
PO3YMHHKKOM (CnnpT BUMPOOYBaHHA Ha y3arasibHeHUX JaHnX nNpo cucTemy
6eH3nnoBwuiA, Boga CTabinbHicTb: KopaeH thapmMakoHarnagy, 3amiHa yrnoBHOBaXeHOoT ocobu,
AN iH'ekuild) no 5 dapma fatiHa C.n.A., BiANOBIabHOI 3a 3[iiCHEHHS
MJ1y KapTOHHIi ITanis; BUpobHULTBO, hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KOpo6Li nepBUHHE MakKyBaHHS chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
Ta KOHTPO/bHe thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BMNPOOYBaHHSA BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
PO3YMHHVMKA: BiANOBIAa/bHOI 3a 3AiiCHEHHSA hapMakoHarnsay
Anbtacirma C.n.A., (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
ITanisa pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsagy) - 3MiHu 4o y3ararbHeHNxX
[AaHvx nNpo cuctemy hapmakoHarnsgy 3asBHuka
236. | UATPADNIT NOpPOLUOK AN KaceH IcnaHis Brpo6HuK IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/13820/01/01
OpPa/ILHOIO PO3UNHY, Pekoppaari, Hepo3chacoBaHo| 3Mminn Il Tuny - 3MiHn 3 akocTi. A®L. (HLWi 3MiHW) peyenmom
no 15,08 r nopoLuky C.. NPOAYKLi: OHOBJIEHHSA po3giny 3.2.S Mogynio 3 ansa Adl
B nakerti-calue; Na6opaTopioc nikocynbpaty HaTpito BUpobHuLTBa Cambrex
no 2 naketv a6o 50 Canbaar, CA, IcnaHis; Profarmaco Milano S.r.l., Italy BignosigHo go
nakeTiB (ynakoBka KaceH Pekoppaari, ocTaHHbOI Bepcii ASMF HagaHoi BUPOGHMKOM
LN NiKyBaUIbHUX C.J1., IcnaHis; Litoyoi pevoBuHW. 3aTBepaxeHa Bepcia: Ed
3aknagis) y MepBuHHA Ta 01.00/2009 OHoBneHa Bepcis: MO006
KapTOHHIA KOpooLi BTOPWHHA YNaKoBkKa,
[103BiN Ha BUMNYCK
cepii: KaceH
Pekopgari, C.1.,
Icnanis

*y pa3i BHeCeHHs 3MiH 00 iHCmpyKYii npo medu4yHe 3acmocysaHHs

HauanbHuK

dapMaiLeBTUYHOr0 yIIpaB/IiHHA Tapac JIICKOBChKUI
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Joparox 4

/0 Haka3zy MiHicTepcTBa 0X0poHH

3/10pOB’st Ykpaiau «Ilpo Jiep>KaBHY
peecTpaniio  (mepepeecTpanii) JTiKapCbKHX
3aco0iB (MeguuHNX iMyHoGioToriunNx
npenapariB) Ta  BHeceHH 3MiH [0
peecTpaniHNX MaTepiatiB»

Bij 15 moToro 2024 poky Ne 253

JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /10 PEECTPAIIMHNX MATEPIAJIIB

no 10
Tabnetok y
6nictepi; no 1
abo 3
6nictepu B
KapTOHHIiA
KopoobLi

Ne Ha3ssa dopma 3assHUK KpaiHa Bupo6HuK Kpaina lliocmasa lMpoyedypa
n/n JNliKapcbKo20 BuUnycKy
3acoby
1. AOBATPA®® Kancynm Actennac HigepnaHaun Actennac Ipnangis 3acigaHHa HTP Ne 04 BigmoBuTM y 3arBepmXeHHi - 3MiHM | Tuny - 3MiHW WOA0
NPOIOHroBaHo dapma tOpon IpnaHg Ko. itg Bif 25.01.2024 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeefeHHss abo 3MiHM [0
T aiino 0,5 wmr; B.B. y3araJlbHEHUX fJaHux npo cuctemy apmakoHarnsgy (BBeAEHHs
no 1 mr; no 3 y3araJibHeHMX  AaHux npo  cucteMy  dpapmakoHarnsgy,  3miHa
Mr; o 5 Mr no YMNOBHOBaXEHOT ocobw, BiAnNoBigasIbHOT 3a 3AiliCHEHHS
10 kancyn y dhapmakoHarnsgy; KOHTaKTHOI ocobu 3 dhapmakoHarnisay 3asBHUKa A15
6nicTepi; no 5 3[jicHeHHs1 hapmakoHarnagy B YKpaiHi, SKWO BOHa BiAMIHHA Bif
6nicTepis y YNOBHOBaXXEHOI 0CO6M, BiAMNOBiAaIbHOI 3a 34ilicCHEHHA hapmakoHarnagy
IOMIHIEBOMY (BK/IOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN Y pPO3MiLLEHHI MacTep-taina
nakeTi; no 1 cuctemn chpapmakoHarnsgy) (B.1.8. (a) I1AHN) 3MiHa KOHTaKTHOI 0co6u
aIOMiIHIEBOMY 3asBHMKa, BignosiganbHOi 3a hapmakoHarnsag B Ykpaidi.  [iiova
nakeTy B pegjakuisi:  Bipcta Onbra BacuniBHa. [ponoHoBaHa  pefakuist:
KapTOHHIiA Bapb6aweBa Hartansa BitaniiBHa. 3MiHa KOHTaKTHUX [AaHWX KOHTaKTHOT
nauuj 0cobM 3asBHVKA, BIAMNOBIJasIbLHOI 3a (hapmakoHarnsag B YkpaiHi. He
pPEKOMEHA0BaHO [0 3aTBEePKEHHA Yy 3B'A3KY i3 HaAXOKEHHSM
OHOBJ/IEHOI iHChOpMaLii WOoAO0 3MiHM KOHTaKTHOI 0cobu 3asiBHKKa,
BiiNOBifa/IbHOT 3a 3fiiCHEHHS dhapmakoHarnsgy B YkpaiHi
2. BE3UKAP™ TabneTku, AcTtennac HigepnaHngu AcTtennac HigepnaHvgn 3acigaHHs HTP Ne 04 BiamoBuUTM y 3aTBepMXeHHi - 3MiHM | Tumy - 3MiHM WOAO
BKPUTI dapwma tOpon $apma HOpon Big 25.01.2024 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BsefeHHsi abo 3MiHWM [0
N1iBKOBOIO B.B. B.B. y3ara/lbHeHUX fAaHux npo cuctemy papmakoHarnsgy (BBefdeHHs
060/10HKOIO, y3ara/ibHeHUX  AaHux npo  cuctemy dpapmakoHarnsgy,  3miHa
no 5 wr, 10 wr; YNOBHOB&XEHOT ocobn, BignoBigabHOT 3a 3[iACHEHHS

hapmakoHarnagy; KOHTakTHOI 0cobu 3 thapmakoHarnsgy 3asBHUKa Ans
3[jiicHeHHsT chapmakoHarnsagy B YKpaiHi, SKWO BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cO6U, BigNOBiAaNbHOT 3a 34iiCHEHHA dhapMakoHarnsagy
(BK/HOYAOUM KOHTAKTHI AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-ghaiina
cuctemn cpapmakoHarnsgy) (B.1.8. (a) |1AHN) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BignosiganbHOI 3a hapmakoHarnag B Ykpaidi. [irova
pepakuis:  Bipcta Onbra BacuniBHa. [lpornoHoBaHa — pepakuis:
Bapbawesa Hatans BitaniiBHa. 3MiHa KOHTaKTHUX [aHUX KOHTaKTHOI
ocoby 3asBHUKA, BiANOBIJaNIbHOI 3a papMakoHarnsg B YkpaiHi. He
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pPEKOMEHA0BaHO [0 3aTBEepPKEHHA Yy 3B'A3KY i3 HaAXOKEHHSM
OHOBJIEHOT iH(bopMaLii LoA0 3MiHM  KOHTakTHOI 0CcOo6M  3asiBHUKA,
BiiNOBifa/IbHOT 3a 3fiiCHEHHS hapmakoHarnsay B YkpaiHi

HauanbHuUK
dapMaiLeBTUYHOr0 yIIpaB/IiHHA

Tapac JITCKOBCHhKUI




	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	НАКАЗ
	Додаток 1
	до наказу Міністерства охорони
	здоров’я України «Про державну реєстрацію (перереєстрацію) лікарських засобів (медичних імунобіологічних препаратів) та внесення змін до реєстраційних матеріалів»
	від 15 лютого 2024 року № 253
	ПЕРЕЛІК
	ЗАРЕЄСТРОВАНИХ ЛІКАРСЬКИХ ЗАСОБІВ (МЕДИЧНИХ ІМУНОБІОЛОГІЧНИХ ПРЕПАРАТІВ), ЯКІ ВНОСЯТЬСЯ ДО ДЕРЖАВНОГО РЕЄСТРУ ЛІКАРСЬКИХ ЗАСОБІВ УКРАЇНИ
	Додаток 2
	до наказу Міністерства охорони
	здоров’я України «Про державну реєстрацію (перереєстрацію) лікарських засобів (медичних імунобіологічних препаратів) та внесення змін до реєстраційних матеріалів»

	ПЕРЕЛІК
	Додаток 3
	до наказу Міністерства охорони
	здоров’я України «Про державну реєстрацію (перереєстрацію) лікарських засобів (медичних імунобіологічних препаратів) та внесення змін до реєстраційних матеріалів»
	ЛІКАРСЬКИХ ЗАСОБІВ (МЕДИЧНИХ ІМУНОБІОЛОГІЧНИХ ПРЕПАРАТІВ), ЩОДО ЯКИХ БУЛИ ВНЕСЕНІ ЗМІНИ ДО реєстраційних матеріалів, ЯКІ ВНОСЯТЬСЯ ДО ДЕРЖАВНОГО РЕЄСТРУ ЛІКАРСЬКИХ ЗАСОБІВ УКРАЇНИ
	Додаток 4
	до наказу Міністерства охорони
	здоров’я України «Про державну реєстрацію (перереєстрацію) лікарських засобів (медичних імунобіологічних препаратів) та внесення змін до реєстраційних матеріалів»



