MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

17 micromnaza 2023 poky Ne 1979

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 ABaAsaTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpO
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
Hep>xaBHUM MiATIPUEMCTBOM  «[lep>KaBHUM eKCIepTHUM 1ieHTp 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.
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmarieBTHuHOMY yripaBmiHHIO (Tapacy JIsgCKoBCbKOMY) 3a0e3rneunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiiiHomy BebOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTpo/1b 32 BUKOHAHHSM I[bOT'0 HaKa3y IMOKJ/IACTH Ha MepIIOro 3acTyHUKA
Minictpa Cepris [IyopoBa.

MiHicTp BikTop JISAIIIKO



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

Moparok 1
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapcbKUX
3acobiB (MegMuHHX iMyHOOGioTOriUYHNX
npemnapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»

Big 17 mucronaja 2023 poky Ne 1979

Ne Hassa Popma sUMYyCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy | ysaHHS | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs
1. | IHTEP®EPOH PO34UH 3aMOPOXEHWIA AT Ykpaina AT Ykpaina peecTpaduis Ha 5 pokiB - He UA/20256/01/01
Allb®A-2B (cybeTaHuin) y hnakoHax "papmak” "papmak” nionsieae
noanHn CKNAHNX 3 TYMOBMMM
PEKOMBIHAHT | npo6kamu, siki 3aKpuTi
HWiA KpULLIKaMu aitoMiHIEBUMMU 3
NAacTMKOBMMY KOBNaykaMmm
ansa hapmauesTUYHOro
3acTocyBaHHs
2. | HABO®PEPOH® | cnpeit HazasnbHMiA 100 000 AT YkpaiHa AT YkpaiHa peecTpauist Ha 5 pokis 6e3 nidnsieae UA/20260/01/01
MO/mn, no 5 mn y pnakoHi 3 "papmak” "Ppapmak” MepioAnYHICTb NOAAHHSA PEryNsApHO peuyenma
CBITN103aXMCHOTO CKNa, KNl OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
YKyNOpeHo Hacocom- Mopsaaky 3AiiCHeHHA hapMakoHarnaay,
[03aTOpOM 3 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
posnuatoBaYemM Ha3aslbHOro 370pOB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
npu3HaveHHs, no 1 gonakoHy 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
y nauuj Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHK
34,0p0B'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3HavYeHUMK y NepioguyYHOCTi NoJaHHsA
perynisipHuxX 3BiTiB 3 6e3MeKu.
HauvanbHuK

dapmalreBTUYHOr0 YNpaB/IiHHSA

Tapac JIICKOBCHhKUN




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

JopaTok 2
/0 Haka3zy MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»
Bif 17 nucronapga 2023 poky Ne 1979

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA BionycKy yBaHHs | peecmpayiliHo20
3acoby yrnakoska) nocsioYyeHHs
1. | L-MAU Kpanni opasibHi, 5 CninbHe YkpaiHa CninbHe YkpaiHa MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 6e3 nionsizae UA/17438/01/01
mr/mn, no 20 mn B YKpaiHCbKO- YKpaiHCbKO- OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peyenma
KOHTeliHepi 3 icnaHcbke icnaHcbke MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby
npo6koto- niANpMEMCTBO niANpPMEMCTBO y po3ginax "®apmakonoriyHi BnactmsocTi”,
KpanesnsHuLelo, "Cnepko "Cnepko YkpaiHa", "MpoTunokasaHHs", "B3aemopis 3 iHLWMMKN
3aKpUTOMY KPULLIKOHO Ykpaina" Ykpaina niKkapcbknmu 3acobamu Ta iHLWi BUAn
i3 3aXMCTOM Big (MoBHwMIA uMKN B3aemogiit, "OcobamBOoCTi 3acToCyBaHHS",
aiteid; no 1 BUPOOHMLTBA, "3acTocyBaHHSA y nepiof BariTHoCTi abo
KOHTeliHepy y nauui BWNYCK Cepil; roflyBaHHs rpyaar”, "3gatHicTb BNavBaTu Ha
KoHTponb sikocTi) LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPaAHCMOPTOM abo iHLWMMK MexaHiamamu',
"Cnoci6b 3acTocyBaHHA Ta fo3un", "MoGiyHi
peakuii" BiANOBIAHO A0 iHGopMaLii
pedhepeHTHOro ikapcbkoro 3acoby (Xyzal, 0,5
mg/ml, oral solution)
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iiCHeHHs dhapMakoHarnsay,
3aTBEPXEHOr0 Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
2. | AIbNMAKC CycCneHsisi opasibHa TOB Ykpaina TOB Ykpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosisieae UA/17295/01/01
no 180 r y chnakoHi "TepHodhapm" "TepHodhapm" OHOB/EHO iHghopmaLito B IHCTpyKLii ans peyenma

nonimepHomy; no 1

MEeAMYHOIO 3aCTOCYBaHHS /1iKapCbKOro 3acoby
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
h1aKoHyY 3 JIOXKKOH0 y po3ginax "B3aemogis 3 iHWMMU fikapCbKuMn
MipHOI Yy navui 3 3aco6amMu Ta iHLWi BUAY B3aeMOLIIA",
KapTOHYy "Oco6MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS
y nepiof BariTHOCTi abo rogyBaHHsA rpyaa”
(yTouYHeHHs iHchopmalii), "Cnoci6
3acToCyBaHHSA Ta 031" (YTOYHEHHS
iHchbopmawii), "MepenosysaHHs", "MoGiYHI
peakuii” BignosigHO A0 iHdopMaLii
pedhepeHTHOrO Sikapcbkoro 3acoby MaBiCKoH
noABiliHOT Ail, cycneHsis opasibHa.
MepioanyHICTb NOAAHHA PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO A0
Mopsaky 34iicHeHHs hapMakoHarnagy,
3aTBEpAXEeHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PeryssipHUX 3BITIB 3
6e3neku.
3. | AEKCIBYIMNPO | nopoLuok AT YkpaiHa Xy6eli biokos KuTai nepepeecTpawisi Ha He0O6MEXeHW TePMiH - He UA/17529/01/01
®EH KpUCTastiuHuin "KNIBCbKWI XeiineH nidnsizae
(cybcTaHuis) y BITAMIHHWIA dapmacbloTrKan
noABiliHMx 3ABOS" Ko., NiTg.
nonieTnIeHoBmX
nakeTtax Ans
chapmaL,eBTUYHOro
3acTOCyBaHHs
4. | XXEHbLWUEHK | kopeHi (cybcTaHLuis) TOB "E/NIC- Ykpaina BUNYCK cepil: Narsis/ nepepeecTpauist Ha He0OMeXeHW TepMiH - He UA/17056/01/01
KOPEHI y naketax YKPAIHA" TOB "E/NMIC", KuTaii nionsieae
nonieTuIeHoBMX NatBis
BKafEHNX y 3aroTisng,
KOPOGKM 3 KapTOHY BUCYLLYBaHHS,
ans noApibHEHHS,
chapmaLeBTU4YHOro nakyBaHHS:
3acTocyBaHHs YaitHa Mexeko
KopnopeiiweH
TaHrry ®dektopi,
KnTaii
5. | S3OINIEB PO34MH NS iHdy3iiA, [LouipHe YKpaina [LouipHe Ykpaina nepepeecTpawisi Ha HeOOMEXEHUIA TEPMIH 3a He UA/12767/01/01
500 mr/100 mn, no nignpuUeEMCTBO nignpUeEMCTBO OHOB/IEHO iHhopMaLiito y po3ginax peyenmom | niosnsizae
100 mMn y KoHTeliHepi | "d®apmatpeis” "®apmaTpeig"” "Oco6/MBOCTi 3aCTOCYBaHHS", "34aTHICTb

3 NOBIHIIXI0PUAY;

BM/IMBATV Ha LWUBMAKICTb peakujii Npu KepyBaHHI
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
no 1 KoHTeliHepy B aBTOTPaHCMNOPTOM abo iHWMMK MexaHismamu',
nosieTuneHoBoMy "Mo6iYHI peakuil™ IHCTPYKLIT A1A MeANYHOro
nakeTi B KAPTOHHIl 3aCTOCyBaHHSA NiKapCbKoro 3acoby BifnoBigHO
ynakoBLi [0 iHdhopmaLii pechepeHTHOro NikapcbKoro
3acoby TaBaHiK®.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6€3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YKkpaiHn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakLii Haka3y
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBWTL:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
6. | MI3OMNPOCT Tabnetku, no 200 YaliHa Kutaiicbka | YaiiHa Pe3oyp3ec Kutaiicbka MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/16796/01/01
on MKr, no 3 abo no 4 Pe3oypsec HapogHa 3ixy HapogHa OHOB/IEHO iHGhOpMaLito B IHCTPYKUIT Ans peyenmom | niossi2ae
Tabnetkn y 6nictepi, 3ixy Pecny6nik dapmac’ioTikan Pecny6nika MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
no 1 6nictepy B dapmac’ioTika a Ko., NiTa. y po3ginax "®apmakosoriyHi B1actmsocTi",
nauuj 3 KapToHy n Ko., N4, "MpoTunokasaHHs", "B3aemogis 3 iHLWMMK

niKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTi abo
rofyBaHHs rpyat”, "30atHicTb BNMBaTn Ha
LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mepeno3yBaHHA", "Mo6Gi4HI peakuii™
BiANOBIAHO A0 iHopMaL,ii pechepeHTHOro
nikapcbkoro 3acoby (Cytotec® 200 mcg,
tablets)

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBEPXEHOr0 Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifgHO 3i CTPOKaMK, 3a3HaYEHVMU Y
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

nepiogMYHOCTI MOAaHHSA PErynspHuX 3BiTiB 3
6e3neku

MI®ENPUCT
OH

Tabnetkn no 200 mr
no 1 a6o 3 TabneTtku
y 6nicTepi; no 1
6nictepy B navui 3
KapToHY

Yaiina
Pe3oypsec
3ixy
dapmac’ioTika
n Ko., Nta.

KuTalicbka
HapopgHa
Pecny6nik
a

YaiiHa Pe3oypsec
3iky
dapmac’toTikan
Ko., JITa.

KuTalicbka
HapogHa
Pecny6nika

nepepeecTpauis Ha He0OMeXeHWi TepMiH
OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
B po3ginax "®apmMakosnoriyHi BnacTuBocTi",
"MpoTunokasaHHs", "B3aemopis 3 iHLWMMKN
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiin”, "OcobamBOoCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
roflyBaHHs rpyaar”, "3gatHicTb BNavBaTu Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPaAHCMOPTOM abo iHLWMMK MexaHiamamu',
"Cnoci6b 3acTocyBaHHA Ta fo3un", "MoGiyHi
peakuii” BiANOBIAHO A0 iHGopMaLii
pedrepeHTHOro fikapcbkoro 3acoby (Mifegyne
200 mg tablets).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiagHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBEPXEHOr0 Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsiecae

UA/16710/01/01

HANPOKCEH
-340POB'A

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 550
mr no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nictepun y Kopobu,i 3
KapTOHy

ToBapucTso 3
obmexeHoto
BiANOBiAaNbHI
CTIO
"®GapmaueBTu
YyHa KoMmnaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"@apmaueBTnyHa
KOMMaHis
"3p0pos'a"

YKpaiHa

nepepeecTpavjisi Ha HEOBMeXeHW TepMiH
OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ans
Me[MNYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
y po3aini "Mo6iyHi peakujii” WoA0 BaXIMBOCTI
3BiTyBaHHA NPo NOGiYHI peakLii.

MepioAnyHICTL NoAAHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepKeHoro Hakasom MiHictepcTsa
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big

3a
peyenmom

He
nionsieae

UA/17414/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBWTL:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
9. | HEBIAP® Tabnetkn no 5 mr, TOB YKkpaina NAT YkpaiHa nepepeecTpawisi Ha HeOOMEXEHUA TePMiH 3a He UA/17235/01/01
no 10 TabneTok y "APTEPIYM "KviBmegnpenapa OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans peyenmom | mniossi2ae
6nictepi, no 3 nTaor T", YKpaiHa MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
6nictepu B nauuj (BMPOGHMLTBO 3 y po3gini "Mo6iyHi peakujii” LWoA0 BaXXMBOCTI
npoaykuii in bulk 3BiTyBaHHSA NPO MOGIYHI peakw;i.
ipMU-BUPOGHMKA
AKTABIC NTA, MepioanyHICTb NOAAHHSA PErynsipHoO
ManbTa, dipmu- OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
BUPOGHMKA Mopsaky 34iiCHEHHs hapMakoHarnaay,
"BankaHapma- 3aTBEpPAKEHOro Haka3om MiHicTepcTea
OynHiua" AL, OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
Bonrapis, 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b AKOCTI, MinicTepcTBi tocTuLji YKpaiHu 29 ciuna 2007
BWMYCK cepil) poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[00P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
10. | HEBIBONON Tabnetkn no 5 mr; TOB YkpaiHa "BankaHdapma - Bonrapisi/ nepepeecTpaLisi Ha HEOOMEXEHWI TEPMIH. - He UA/17220/01/01
in bulk: no 10 kry "APTEPIYM OynHiga" AL, ManbTta MepioAnYHICTb MOAAHHS PEryspHO nidnsieae
noslieTuIeHoBoOMy nTa" Bonrapis OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaAHO A0
nakeTi AkTasic /114, Mopsaky 34iiCHEHHs hapMakoHarnaay,
ManbTa 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLji YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Haka3y
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
6e3neku.
11. | NTPOCTA3AH | kancynu 3 MicTpan AHrnis BUPOBHMLTBO, Icnanis/ nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17058/01/01
-BICTA mMoandikoBaHUM Kenitan nepBuHHE, HimeuunHa/ OHOB/IEHO iHhopMaLito y posginax peyenmom | nionsizae
BUBINIbHEHHSAM, MeHeKMeHT BTOPVHHE peuis "B3aemogis 3 iHWK1MKN NikapcbkrMu 3acobamm
TBepAi no 0,4 Mr no Nimiten nakyBaHHs, Ta iHWi BUAW B3aemogiji", "OcobnusocTi
10 kancyny KOHTPO/b SIKOCTI, 3acTocyBaHHs", "Mo6iYHI peakuii" iIHCTPYKL,i
6nictepi; no 3 BUMYyCK cepii: ON19 MeANYHOr0o 3aCTOCYBaHHS NikapCbKoro
6nictepn y CiHTOH XicnaHis, 3aco6by Loa0 6e3nekn 3acTocyBaHHs
KapPTOHHI KOpooLi C.J1., IcnaHis NiKapcbKoro 3acoby, a Tako)X BHECEHi He3HauHi
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BVMPOGHMLTBO, pefakuiiiHi npaBkn o posginis "Cknag”,
nepBuHHeE, "®apmakonoriyHi BnactnsocTi”,
BTOPVIHHE "3acTocyBaHHSA y nepiog BariTHOCTi abo
nakyBaHHs, roflyBaHHs rpyaar”, "3aatHicTe BNavBaTh Ha
KOHTPO/b AKOCTI: LIBUAKICTb peakuii npy kepyBaHHi
PotTeHzopt aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamu',
dapma 'm6X, "Cnoci6 3acTocyBaHHS Ta gosu", "Oitn",
HimeyunHa "Mepepno3yBaHHA".
BMPOGHMLTBO,
nepBuHHe, MepiognyHICTb NOAAHHS PerynsipHo
BTOPVHHE OHOBJ/IOBAHOrO 3BITY 3 6€3neku, BigNoBiAHO A0
nakyBaHHs, Mopsaky 34iicCHeHHs hapMakoHarnaay,
KOHTPO/1b SIKOCTI: 3aTBEPAKEHOro Haka3om MiHicTepcTea
damap A.B.E. OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
AHTy3a MnaHT, 2006 poky Ne 898, 3apeecTpoBaHoro B
Ipeuis MiHicTepcTBi tocTuLji YkpaiHn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxLii Hakazy
MiHicTepcTBa OXOPOHW 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBWTL:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
12. | YPCOAE30OK NOPOLLOK AT YkpaiHa [Lidhapma dpaHuic ITanis nepepeecTpawisi Ha HeOOMEXEHUA TePMiH - He UA/17486/01/01
CUXOJIEBA KpUCTasTiuHmin "KUIBCbKWI C.P.N. nionsizae
KNC/NOTA (cybeTaHuis) y BITAMIHHUIA
MIKPOHI3OB | naketax noABiltHWX 3ABOJ"
AHA nonieTMIeHoBUX
ans
hapMaLeBTUYHOIO
3acTOCyBaHHSA
HauanbHuK

dapmaneBTUYHOr0 yNnpaB/liHHSA

Tapac JIICKOBCHhKUN




Joparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»
Bif 17 nucronapa 2023 poky Ne 1979

IIEPEJIIK

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

3ACOBIB YKPATHA

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

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakosKa) nocsioYeHHs
1. | ADBATPA®® | kancynu Actennac | Higepnangn AcTtennac Ipnangis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu || 3a He UA/9687/01/01
NPOJIOHroBaHoI Al Papma IpnaHng Ko. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosnsizae
no 0,5 mr; no 10 tOpon B.B. nrth thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTuLi

Kancyny énictepi;
no 5 6nictepiB y
aloMiHieEBOMY
naketi; no 1
a/loMiHIEBOMY
nakeTy B KAPTOHHiIlA
nauui

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acTOCYBaHHSA y 3B’A3KY i3 HOBUMM
[aHnuMy 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMn Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
[HCTPYKUIi 419 MEAUYHOrO 3aCTOCyBaHHS NiKapcbKoro
3acoby A0 po3zinis "B3aemMogis 3 iHLWIMMKU NikapCbKMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs" Ta "Mo6iuHi peakuii” BignoBigHo 4o
marepianis peecTpaLuiiHoro gocke. BBefieHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/sA 3aTBEPAKEHHS. 3MiHu ||
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acTOCYBaHHSA y 3B'A3KY i3 HOBUMM
[aHnuMy 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMn Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
[HCTPYKUIii 419 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby [0 po3ainy "B3aeMopgis 3 iHWMMKW NiKapCbKUmm
3aco6amu Ta iHWi BUAKW B3aeMogiii" BignoBigHo Ao
marepianiB peecTpauiiHoro gocke. BBeieHHS 3MiH
NPOTArom 6-Tu MiCALIB Nicna 3aTBepakKeHHs. 3MiHu |l
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMU 3 AKOCTI, AOKMIHIYHUMK, KNIHIYHUMW AaHUMKU Ta
JaHumMu 3 chapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKLU|ii AN MEAMYHOr0 3aCTOCYBaHHS NikapcbKoro
3aco6y A0 po3ainy "®apMakonoriyHi BN1acTMBOCTI"
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHO A0 MaTepianiB peecTpauiiHoro fOChe.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

AOBATPA®®

Kancynu
NPOIOHroBaHoI Al
no 1 mr; no 10
Karncyn y énicrepi;
no 5 6nictepis y
antoMiHieBOMy
nakeTi; no 1
astoMiHieEBOMY
nakeTy B KAPTOHHIi
nauuj

AcTtennac
Papma
Opon B.B.

HigepnaHgu

AcTennac
IpnaHg Ko.
nTg

Ipnangis

BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu ||
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOoCyBaHHSA y 3B'A3KY i3 HOBUMM
OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHnuMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTpPYKLUIiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMK AiKapCbKnMu
3acob6amu Ta iHWi Buan B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA" Ta "MMo6iyHI peakuii” Big4NOBIgHO A0
mMartepianis peecTpauiiiHoro gocke. BBegeHHs 3mMiH
NPOTArom 6-T1 MicALIB Mic/1A 3aTBepKEHHS. 3MiHu ||
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAUYHOro 3acToCyBaHHSA y 3B'A3KY i3 HOBUMM
OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTpPYKUIiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby [0 po3giny "B3aeMogis 3 iHWMMK NiKapCbKUMm
3aco6amMu Ta iHLWi BuAM B3aEMOAiii" BignoBigHoO A0
marepianiB peecTpauiiHoro Aocke. BBefieHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/1sA 3aTBEPAKEHHS. 3MiHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3giny "®apMakonorivyHi BnactuBocTi"
BiANOBIAHO A0 MaTepiasniB peecTpauiliHoro fOChe.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsiecae

UA/9687/01/02

AOBATPA®®

Kancysnm
NPOIOHroBaHoI Al
no 5 mr; no 10
Kancyny énictepi;
no 5 6nictepiB y
atoMiHiEBOMY
naketi; no 1
a/loMiHIEBOMY
nakeTy B KAPTOHHiIlA
navui

Actennac
dapma
Opon B.B.

HigepnaHgn

Actennac
IpnaHg Ko.
nTg

Ipnangis

BHECEHHS 3MiH [0 peecTpaviitHux maTepianis: 3miHu ||
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMW, KNIHIYHUMW faHUMK Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKLUIiT 415 MEANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby a0 po3zinis "B3aemMogis 3 iHLWIMMK NikapCbKMu
3acobamu Ta iHwWi BUAK B3aemogiin”, "OcobamsocTi

3a
peyerimom

He
nionsieae

UA/9687/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHO 40
marepianiB peecTpauiiHoro gocke. BBefieHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu ||
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHumu 3 chapmakoHarnsagy - 3MiHy BHECEHO A0
IHCTPYKUIiT 415 MEANYHOro 3aCTOCYyBaHHS NiKapCbKOro
3acoby [0 po3ainy "B3aeMogis 3 iHWMMU NiKapCbKumu
3acob6amu Ta iHLWi B1AW B3aemogiid" BiANoBigHO A0
marepianiB peecTpauiiHoro gocke. BBeeHHs 3MiH
NPOTArom 6-Tu MicALiB Micna 3aTBepaKeHHs. 3MiHu |l
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeNYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
OaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 dhapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKUIiT N8 MEeANYHOro 3aCTOCYyBaHHSA NiKapCbKoro
3acoby Ao po3giny "®apmakonoriyHi BnactusBocTi”
BiZANOBIAHO A0 MaTepianiB peecTpauiiHoro focChe.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

AOBATrPA®®

Kancynu
NPOJIOHrOBaHOI fji
no 3 mr; no 10
Kancyny énictepi;
no 5 6nictepis y
anioMiHieBoMy
naketi; no 1
antoMiHieBOMy
nakeTy B KAPTOHHIl
nauui

AcTtennac
Papma
tOpon B.B.

HigepnaHan

AcTtennac
Ipnanpg Ko.
nTa,

Ipnangis

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 dhapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKUIiT 4NA MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
3aco6y 40 po3ginis "B3aeMogis 3 iHLWIMMY NiKapCbKUMuy
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs" Ta "lNo6iyHi peakuii” BiANOBIAHO A0
marepianiB peecTpauiiHoro gocke. BBeieHHs 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepakKeHHs. 3MiHu |l
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
JaHumMu 3 chapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKUIiT 4NA MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
3acoby fo po3giny "B3aemogis 3 iHWMMM flikapCbKuMum
3aco6amu Ta iHLWi BUAW B3aemogiii" BignoBigHo Ao
mMaTepianis peecTpauiiHoro gocke. BBeAeHHs 3MiH

3a
peyenmom

He
nionsieae

UA/9687/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPOTArom 6-T1 MicALIB MiC/1A 3aTBepKEHHS. 3MiHu ||
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTuui
NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMM
AaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHnMu 3 chapmakoHarnfgy - 3MiHu BHECeHO [0
IHCTpPYKLUIiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3giny "®apMakonorivyHi B1acTuBocCTi"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro foChe.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

AOBATPA®®

Kancynm
NPOJIOHroBaHoI Al
no 1 mr no 10
Karncyn y énicrepi;
no 5 6nictepis y
antoMiHieBoMy
nakeTi; no 1
atoMiHiEBOMY
nakeTy B KAPTOHHIi
nauuj

Actennac
dapma
Opon B.B.

HigepnaHgu

AcTennac
IpnaHg Ko.
nTg

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3ainy "Mo6ivHi peakuii” BignosigHO A0
OHOB/EHOT iHGhopMaLlii 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby. TepmiH BBEAEHHSA 3MiH MPOTSAroM
6 micAauiB nicnsa 3aTBepAXEHHS. 3MiHW | TUny - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3aCTOCYBaHHSA Ha MifCcTaBi perysisipHO OHOB/IIOBAHOIO
3BITYy 3 6e3nekn Nikapcbkoro 3acoby, abo foCiAKEHb
3 6e3nekun 3acTocyBaHHs NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOC/IDKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLiT A1 MeAMYHOro 3aCTOCyBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis "B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu Ta iHLWI BUAM B3aeEMOin" Ta
"Oco6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
pekomeHaauiii PRAC. TepMiH BBeEHHS 3MiH
npoTArom 6 micsAuiB nicnsa 3aTsepakKeHHs. 3MiHu I
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby A0 po3zinis "B3aemogis 3 iHLWIMMU NiKapCbKMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3actocyBaHHs" Ta "Mo6iuHi peakwji" BignoBigHoO 40
marepianiB peecTpauiiHoro Aocke. TEPMiIH BBEAEHHS
3MiH NpoTArom 6 MicsLiB NiCNsA 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/9687/01/02
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Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AOBATPA®®

Kancynu
NPOSIOHroBaHoI Al
no 5 mr no 10
Kancyn y énicrepi;
no 5 6nictepis y
antoMiHieBOMYy
nakeTi; no 1
altoMiHiEBOMY
nakeTy B KAPTOHHiIlA
nauuj

Actennac
dapma
Opon B.B.

HigepnaHgu

AcTennac
IpnaHg Ko.
Nt

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIi 415 MEAUYHOIO 3aCTOCYBaHHS NiKapcbKoro
3acoby Ao po3giny "Mo6iyHi peakuii” BignosigHO A0
OHOB/EHOT iHGhopMaLlii 3 6e3nekn 3acTOCyBaHHS
nikapcbkoro 3acoby. TepmiH BBEAEHHSA 3MiH MPOTSAroM
6 micAauiB nicnsa 3aTBepXeHHS. 3MiHW | TUny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3aCTOCYBaHHA Ha MifcTasi perysspHO OHOB/IIOBAHOIO
3BITY 3 6e3nekun Nikapcbkoro 3acoby, abo foCAiAKEHb
3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk pesynbTar OuiHKK
3BITY 3 JOC/IDKEHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy
negiatpuyHux gocnimpxkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis "Bzaemogis 3 iHWNMK
nikapcbkMKM 3acobamu Ta iHWi BUAKM B3aeMogiii" Ta
"Oco6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
pekomeHaauiii PRAC. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsAuiB nNicnsa 3aTBepakKeHHs. 3MiHu I
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMM
[aHnUMU 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMK Ta
JaHuMmu 3 chapmakoHarnsagy - 3MiH1 BHECEHO 0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3aco6y 40 po3ainis "B3aeMogis 3 iHLWIMMUK NiKapCbKUMU
3aco6amu Ta iHWi BUAW B3aemogiii", "OcobnusocTi
3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
marepianiB peecTpauiiHoro Aocke. TEPMiIH BBEAEHHS
3MiH NpOTArom 6 MicsLiB NicNsA 3aTBEPKEHHS

3a
peyenmom

He
nionsiecae

UA/9687/01/03

AOBATPA®®

Kancynm
NPOIOHroBaHoI Al
no 3 mr no 10
Karncyn y énicrepi;
no 5 6nictepis y
antoMiHieBOMy
nakeTi; no 1
astoMiHiEBOMY
nakeTy B KAPTOHHIi
nauuj

AcTtennac
Papma
Opon B.B.

HigepnaHgu

AcTennac
IpnaHg Ko.
nTg

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby fo po3ainy "Mo6ivHi peakuii” BignosigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby. TepmiH BBEAEHHSA 3MiH MPOTSAroM
6 micAuiB nicnsa 3aTBepAXEHHS. 3MiHW | TUny - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3aCTOCYBaHHS Ha MiacTasi perynsipHO OHOB/OBAHOIO

3a
peyenmom

He
nionsiecae

UA/9687/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3BITY 3 6e3nekun Nikapcbkoro 3acoby, abo foCAiAKEHb
3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk pesynbTar OuiHKK
3BITY 3 JOC/IDKEHb, MPOBEAEHUX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpxkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXKEHVM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby A0 po3ainis "Bzaemogis 3 iHWNMK
nikapcbkMKM 3acobamu Ta iHWi BUAKM B3aeMogiii" Ta
"Oco6nMBOCTI 3aCTOCyBaHHSA" BigNoBiAHO 40
pekomeHaauiii PRAC. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsAuiB nNicnsa 3aTBepakKeHHs. 3MiHu I
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHumu 3 chapmakoHarnsagy - 3MiHu BHECEHO A0
IHCTPYKUIi 415 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3aco6y A0 po3ainis "B3aeMogis 3 iHLWIMMUK NiKapCbKUMU
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnmsocTi
3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
marepianiB peecTpauiiHoro Aocke. TEPMiIH BBEAEHHS
3MiH NpOTArom 6 MicsLiB NicNsA 3aTBEPKEHHS

AOBATPA®®

Kancynu
NPOJIOHroBaHoI Al
no 0,5 mr no 10
Karncyn y énicrepi;
no 5 6nictepis y
antoMiHieBoMy
nakeTi; no 1
astoMiHiEBOMY
nakeTy B KAPTOHHIi
nauuj

Actennac
dapma
Opon B.B.

HigepnaHvgu

AcTennac
IpnaHg Ko.
nTg

Ipnangis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby fo po3ainy "Mo6iyHi peakuii” BignosigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby. TepmiH BBEAEHHSA 3MiH MPOTSAroM
6 micAauiB nicnsa 3aTBepAXeHHS. 3MiHW | TUny - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3aCTOCYBaHHSA Ha MifCcTaBi perysisipHO OHOBJ/IIOBAHOIO
3BITYy 3 6e3neku Nikapcbkoro 3acoby, abo foCAiAKEHb
3 6e3nekun 3acTocyBaHHsA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHKM
3BITY 3 JOC/iDKEHb, NPOBEAEHUX BiAMOBIAHO A0 NNaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
nNiKkapcbKoro 3acoby Ao po3ainis "B3aemopis 3 iHWMMK
nikapcbknmy 3acobamu Ta iHLWI BUAM B3aeMogin" Ta
"Ocob6nMBOCTI 3acTOCyBaHHS" BigNoBiAHO 40
pekomeHaauiii PRAC. TepMiH BBeEHHS 3MiH
npoTarom 6 micsuiB nicns 3atsepakeHHs. 3Minum I

3a
peyenmom

He
nionsiecae

UA/9687/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHuMmu 3 chapmakoHarnsagy - 3MiHu BHECEHO 0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3aco6y 40 po3ainis "B3aeMogis 3 iHLWIMMY NiKapCbKUMU
3acob6amu Ta iHWi BUAW B3aemogiii", "OcobnusocTi
3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
marepianiB peecTpauiiHoro Aocke. TEPMiIH BBEAEHHS
3MiH NpOTArom 6 MicsLiB NicNsA 3aTBEPKEHHS
9. | AQEHI3-TPIO | Tabnetku, BKpuUTI TOB HB® YkpaiHa BignosiganbH YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18176/01/01
NNiBKOBOKO "MIKPOXI nii 3a TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom | nidssizae
o060710HKOt0, No 160 M" BMPOGHMLITBO thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
mr/5 mr/12,5 mr, no Ta NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
10 TabneTok y KOHTpONb/BUN AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
6nicTepi; no 3 pobyBaHHS OHOB/IIOBAHOrO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
6nicTepu y nauui 3 cepii, abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
KapToHy; no 30 BK/lIOYa0Un 3acoby B nicnspeecTpauiliHuii nepios, abo sk
TabneTok y 6aHu; BUWMYCK Cepii: pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
no 1 6aHui y nauui 3 TOB HB® BIANOBIAHO A0 MNaHy negiatpuuHnx gocnimxers (PIP)
KapTOHY "MIKPOXIM", (3MiHY Y3rofXXeHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
YKpaiHa, 0opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
BignosiganbH MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby Ao
uii 3a BUMYyCK po3ziny "Mepefo3syBaHHA" WOA0 6e3nekn
cepii, He 3aCTOCYBaHHS fjil040i PeYOBUHN amIoaMNIH
BK/IHOYat0un BiANOBIAHO A0 pekomeHAauin PRAC. BBeageHHs 3MiH
KOHTPO/b/BUN NPOTAroM 6-TW MiCALIB NicNa 3aTBePIKEHHS
pobyBaHHS
cepii;
ropuanyHa
afpeca
BMPOGHMKA:
TOB HB®
"MIKPOXIM",
YKpaiHa
10. | AQEHI3-TPIO | Tabnetku, BKpUTI TOB HB® YkpaiHa BignosigansH YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18176/01/02
NNiBKOBOKO "MIKPOXI nin 3a TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom | nionsizae
060/10HKOI0, Mo 160 M BMPOGHMLITBO thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
mr/10 mr/12,5 wmr, no Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
10 TabneTok y KOHTPONb/BUM ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
6nicTepi; no 3 pobyBaHHS OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
6nictepu y nauui 3 cepil, a60 pocnifxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro
KapToHy; no 30 BK/IOYA0UN 3acoby B micnspeecTpaviliHvii nepiod, abo 5K
TabneTok y 6aHLui; BUNYCK cepil: pe3ynbTar OLUiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
no 1 6aHuji y nauui 3 TOB HB® BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
KapTOHY "MIKPOXIM", (3MiHY Y3roKeHo 3 KOMNETEHTHVM YNOBHOBAXXEHUM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YkpaiHa; opraHom) - 3MiHV BHECEHO A0 IHCTPYKUIiT Ans
BignosigansH MeAUYHOro 3acToCyBaHHA NiKapcbkoro 3acoby A0
nii 3a BUMyCK po3giny "Mepeno3syBaHHA" WoA0 6e3nekn
cepii, He 3aCTOCYBaHHS fjl040i PeYOBUHU amMI0AUMIH
BK/IIOYaA0UU BiANOBIAHO 0 pekomeHaaLin PRAC. BBeagHHS 3MiH
KOHTPONb/BUMN NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHSA
po6yBaHHS
cepit;
ropuanyHa
agpeca
BMpOGHUKa:
TOB HB®
"MIKPOXIM",
YKpaiHa
11. | ABUMEA® NOPOLLIOK ANA MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/7234/03/01
opasibHOT cycneHaii "KviBmegn "KviBmegnpen TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom | niossi2ae
no 200 mr/5 mn 1 penapat" apart" thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
01aKOH 3 MOPOLLKOM NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
(1200 wr 0N MeMYHOro 3acTOCyBaHHSA
asnTPoMILuHy) ons reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKAPCbKMX
30 mMn opanbHOI 3aco6iB Nic/1 BHECEHHSA TiET camoi 3MiHN Ha
cycneHsii pasom 3 pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
KaniopyBasibHUM XOLHUX HOBUX AOAATKOBUX AaHUX) 3MIHW BHECEHO [0
LINPULLOM Ta MipHOO IHCTPYKLiT A/19 Me4MYHOr0 3aCTOCYBaHHS JiKapCbKoro
JIOXEYUKOI0 B nauy; 1 3acoby y po3ginu: "B3aemogis 3 iHWMMU fiKapCbKuMm
h1aKoH 3 MOPOLLKOM 3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
(600 mr 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Ao3n"
as3nTpoMILVHY) ANns BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
15 mn opavibHOI 3acTocyBaHHA peepeHTHOro NikapcbKoro 3acoby
cycneHxsii pasom 3 (CYMAME/® ®OPTE, nopoLlok A/1si opasibHOI
KanibpyBasibHUM cycneHsii). BBegeHHs 3MiH NpoTarom 6-Tu micsuis
LUNPWLLOM Ta MipHOI0 nicnsa 3aTBepiKeHHs
JIOXEYKOK B nauLli
12. | AKTEMPA® KOHUEeHTpaT ans TOB YkpaiHa B1po6HMLTBO AnoHis/ BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/13909/01/01
pO34nHy AN «Pow Hepo3dhacoBa cuwA/ TMNYy - AGMIHICTPaTUBHI 3MiHW. BuayyeHHsA BUPO6HMYOT peyenmom
iHdpysin, 20 mr/mn; Ykpaina» HOT NpoAayKu,i, LLseiuapis AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
no 80 mr/4 mn abo nepBuHHE npoAykTy abo roToBOro /ikapCbKoro 3acoby, AiNbHUL
200 mr/10 mn a6o naxkyBaHHs: 0151 NPOBeeHHS NakyBaHHS, BUPOOHMKa,
400 mr/20 mn y Uyraii dapma BiANOBIAaIbHOrO 3a BMNYCK Cepiii, MicLie NpOBeAEeHHS
dnakoHi; no 1 a6o 4 MaHydekTypu KOHTPO/0 cepii) abo nocTavanbHyKa BUXigHOTO
nakoHn y Hr Ko. /iTa, martepiany, peareHTy abo AONOMDKHOT peYOBUHU
KapTOHHI kopobui 3 AnoHis (AKLLLO 3a3HaYeHO Y A0CbE) - AAMIHICTpPaTVBHA 3MiHa
MapKyBaHHAM Bnpo6HWLTBO BUJTyYEeHHS BUPOBHMKA BiANOBIAAIBHOMO 3a
YKPaiHCbKO MOBOO Hepo3dhacoBa Bunpo6oByBaHHSA KOHTPO/IO AkOCTi Pow dapma Arl,
ab0 3 MapKyBaHHAM HOT NpoAyKL,i HimeuunHa. 3anuwaeTbesa anbTepHaTUBHNI BUPOOHNK,
aHrnificbKolo, (ans ynakosku KOTPWi1 BUKOHYE Taky X (OYHKLitO, L0 W BUTYyYEHWIA:
hpaHLy3bKolo Ta no 400 mr/20 ®.XopchmaHH-/1s Pow fiTa, LBeiiuapis.
apabCcbko MoBaMm M), BBefeHHs 3MiH NpoTarom 6-T1 MicauiB nicnas
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3i CTUKepom BUMPOOYBaHHA 3aTBEPKEHHSA
YKPaiHCbKO0 MOBOO KOHTpO/II0
akocTi (gns
ynaKkoBku No
400 mr/20 mn):
[XeHeHTeK
IHK., CLLHA
BunpobyBaHH
1 KOHTPOSO
akocTi (gns
ynakoBkun No
400 mr/20 mn):
[xeHeHTek
IHk., CLLUA
BTopuHe
nakyBaHHS,
BMNPOOYBaHHSA
KOHTPO/I0
SKOCTI, BUNYCK
cepit:
®.XothdmaHH-
Na Pow N1p,
LLiBeiiuapis
13. | A/ITESNKAM PO3YUH NS iH'EKLN, MpvBaTHE YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/16968/01/01
® 10 mr/mn; no 1,5 mn aKuioHepH akuioHepHe My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom | nidsisizae
B amnyni, no 5 e TOBapuncTBo thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
amnyn y 6nictepi, no | ToBapucTs "Jlekxim- NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
1 6nicTepy B naui 0 "/lekxim- Xapkis" 0151 MeANYHOro 3acTOCyBaHHA Ha MiAcTasi perynsipHo
Xapkis" OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MNaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainum:
"Oco6numBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
L0401 PeYOBUHN.
14. | ANOTEHAWH | TabneTku no 5 mr/5 3AT YropuwyHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/11609/01/01
Mr, Mo 7 TabneTok y dapmaues dapmaueBTuy T™Mny - 3MiHW 3 AKOCTi. FOTOBWUIA Nikapcbkuii 3acib. peyernmom
6nicTepi; no 4 a6o 8 TUYHWIA HWi1 3aBO, KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
6nictepiB y 3aB0O[, ErIC MeToZax BMNPOOYyBaHHsS rOTOBOTO J1iKapCbKOro 3acoby
KapTOHHI ynakoBL; ErIC

no 10 Tabnetok y
6nicTepi; no 3 abo 9

(He3HayHa 3MiHa Yy 3aTBEPKEHNX METOAAX
BMNPOOYBaHHS) BHECEHHSI HE3HAYHUX peaakLiliHnX
3MiH B cneumdikauito /13 Ta MeToA KOHTPO/IKO 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nictepiB y nokasHukoMm «Onnc», a came po3fifeHHs NoKasHUKa

KapTOHHI ynakoBLi

«Onuc npenapary» Ha oKpeMi NokasHWkn «Onuc»,
«MapkyBaHHs», «Konip», «3anax», K 3aTBEPLKEHO B
KpaiHi 3asBHVKa/BupobHuka. bes 3amiHn Bumor
cneuudikayii. 3MiHn | TMNY - 3MiHK 3 SIKOCTI. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHMUX
MeTo4ax BUNPobyBaHHA) HE3HAUHI 3MiHW B
cneuudikauii Ta MeTogi KoHTposto 13 3a NokasHMKOM
«Mikpob6ionoriyHa uncrota» (Ph.Eur. 2.6.12, 2.6.13,
5.1.4.). be3 3MiHn BUMOr cneuudikauii. 3miHu | Tuny -
3MiHM 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPOBYBaHHSA) HE3HAYHI 3MiHY B crieuudikaLii Ta
MeToZAi KOHTPOosto /13 3a NOKa3HUKOM «PO3YNHEHHS»
(Ph.Eur 2.9.3, 2.9.40) 6e3 3MiHW HOPMyBaHHS Ta
MeToAy BUNPO6YBaHHA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHA) HE3HAYHI
3MiHM B cneuudikauii Ta MmeTogi koHTposto 13 3a
nokasHukom «BmicT Bogu» (Ph.Eur 2.5.12), 6e3 3MiHK
HOpPMYBaHHs. 3MiHu | TNy - 3MiHKM 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToJax BUNPOOYBaHHS) HE3HAYHI 3MiHU B
crneundikauii Ta MeTodi KOHTposto /13 3a NoKa3HUKOM
«OpHopigHicTb Macu» (Ph.Eur 2.9.5), 6e3 3miHn
HOpMyBaHHs. 3MiHu | TUny - 3MiHKM 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHs roTOBOr0o
NikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeToAax BUNPoOyBaHHA) HE3HAUHI 3MiHW B
crneundikauii Ta MeToai KOHTposto /13 3a NOKa3HMKOM
«CepegHsl maca» (Ph.Eur 2.9.5), 6e3 3miHu
HOpMyBaHHs. 3MiHu | TUny - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepPKEHNX
MeTo4ax BUNPobyBaHHA) HE3HAUHI 3MiHW B
cneuudikauii Ta MeTogi KoHTposto 13 3a NokasHMKoM
«CTupaHHicTb» (Ph.Eur 2.9.7), 63 3MiHM HOPMYBaHHS.
3MiHu | TMNY - 3MiHK 3 AKoCTi. FOTOBWIA NNiKapCbKWMii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aci6. KOHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapcbKoro
3acoby (He3HauyHa 3MiHa y 3aTBEPPKEHNX METOAAX
BMNPOGYBaHHS) HE3HAYHI 3MiHM B crieumdikavii Ta
MeTogi KoHTposo /13 3a noka3HukoM «CynpoBigHi
fomiwwkm» (Ph.Eur 2.2.29), 6e3 3MiH/ HOpMYyBaHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHNX METOAAX
BMNPO6YBaHHSA) HE3HAYHI 3MiHY B crieuudikaLii Ta
mMeTofi KOHTposto 13 3a nokasHMKoM «OAHOPIAHICTL
[030BaHVX oanHuLb» (Ph.Eur 2.2.29, 2.9.40), 6e3
3MiHW HOPMYBaHHS. 3MiHW | TURy - 3MiHW 3 SIKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHA) HE3HAYHI
3MiHM B cneuudikauii Ta MeTogi koHTposto 13 3a
nokasHukoM «KinbkicHe Bu3HaveHHs» (Ph.Eur. 2.2.29)
6e3 3MiHN HOpMyBaHHS. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpo6yBaHHs
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNpobyBaHHs) He3HauHI
3MiHU B cnewmdikauii Ta metoai KoHTponto M3 3a
nokasHukom «laeHtudikauia girounx pevosuH» (Ph.Eur
2.2.29, 2.2.27) 6€3 3MiHWN HOpPMyBaHHS. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
roToBOro fikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX METOAAX
BMNPOOGYBaHHA) HE3HAYHI 3MiHU B crieumdikavi Ta
MeTozi KOHTposto /13 3a nokasHMKOM «Po3mip
TabneTok», 6e3 3MiHY HOpMyBaHHSA. 3MiHuW | TUny -
ALMiHICTpaTMBHI 3MiHW. BUy4yeHHs BUPOGHWYOT
AinbHULI (BKAOYatoum AinbHudi ana A®l, npomikHoro
nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NS NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHU
(AKLLO 3a3HaYeHO Y [OCbE) BUTYYEHHS 3aTBEPAKEHOIO
BUPOGHMKA Ajil040T PeYOBVMHU aMIoaUMiHy, Lo
Bignosigae amnogunidy 6ecunaty Hetero Drugs
Limited, India. 3miHun | TNy - AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AinbHULL (BKTHUYAK0UM
AinbHuui Ana A®I, npoMixHoro npoAykTy abo rotosoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NiKapCbKOro 3acoby, AibHULI AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKaA, BifNOBiAaIbHOro 3a BUNYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOSIHO cepil) abo
nocTavasibHvKa BUXIAHOro MaTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [OCLE)
BUYYEHHS 3aTBEPKEHOr0 BUPO6HMKA Aito4oi
peyoBuHM Giconponony cymaparty Aurobindo Pharma
Limited, India
15. | ANIOTEHAWH | TtabneTku no 10 3AT YropuwuHa 3AT YropuwuHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/11609/01/02
Mr/10 mr, no 7 dapmaues dapmaueBTny TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
Tabnetok y 6nictepi; TUYHWIA HWI1 3aBOg, KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
no 4 a6o 8 6nictepis 3aB0[, ErIC MeTofax BMNPOOYyBaHHsSi rOTOBOTO J1iKapCbKOro 3acoby
Y KapTOHHiIl Eric (He3HayHa 3MiHa y 3aTBEpMXEHUX MeTogax

ynakosLi; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
Y KapTOHHiIl
ynakoBLi

BMNPOOGYBaHHS) BHECEHHSI HE3HAYHUX peAakLiliHmX
3MiH B crieuudikauito 13 Ta MeTOA KOHTPOAIO 3a
nokasHMKoM «OnMmnc», a came POo3AiNIeHHA NokasHyka
«Onuc npenapary» Ha oKpeMi NokasHWk1 «Onuc»,
«MapkyBaHHs», «Konip», «3anax», ik 3aTBEPAKEHO B
KpaiHi 3asBHVKa/BnpobHuka. bes 3amiHn Bumor
cneuudikayii. 3MiHn | TMNYy - 3MiHK 3 SIKOCTI. FOTOBWMIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHMNX
MeTo4ax BUNPobyBaHHS) HE3HAUHI 3MiHW B
cneuudikayii Ta MeTogi koHTposto /13 3a NokasHMKoM
«Mikpob6ionoriyHa unctota» (Ph.Eur. 2.6.12, 2.6.13,
5.1.4.). Be3 3miHn BUMOr cneuudikauii. 3miHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BMNPOBYBaHHSA) HE3HAYHI 3MiHY B crieuudikaLii Ta
MeToAi KOHTPosto /13 3a NOKa3HUKOM «PO3YNHEHHS»
(Ph.Eur 2.9.3, 2.9.40) 6e3 3MiHW HOPMyBaHHS Ta
MeToAy BUNPOo6YyBaHHA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
oToBMIA NiKapcbkuii 3aci6. KOHTponb rotosoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPoOyBaHHA) HE3HAYHI
3MiHM B cneuudikauil Ta MeTogi koHTposto 13 3a
nokasHukom «BmicT Bogu» (Ph.Eur 2.5.12), 6e3 3MiHK
HOpPMYyBaHHS. 3MiHu | Tuny - 3MiHK 3 AKOCTi. FoTOBUI
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKEeHNX
MeToAax BUNPOOYBaHHS) HE3HAYHI 3MiHU B
crneundikauii Ta MeTodi KoHTposto /13 3a NoKa3HUKOM
«OpgHopigHicTb Macu» (Ph.Eur 2.9.5), 6e3 3miHn
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

HOpMyBaHHs. 3MiHu | TUny - 3MiHKM 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa y MeTogax BMNpobyBaHHs rOTOBOr0O

NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
MeToAax BUNPoOyBaHHA) HE3HAUHI 3MiHW B
crneundikavii Ta meToai kKoHTposto /13 3a NOKa3HMKOM
«CepegHsl maca» (Ph.Eur 2.9.5), 6e3 3miHu

HOpMyBaHHs. 3MiHu | TUny - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro

nikapcbKoro 3acoby (He3HayHa 3MmiHa y 3aTBEpPKEHUX
MeTo4ax BUNpPobyBaHHA) HE3HAUHI 3MiHW B
cneuudikayii Ta MeTogi koHTposto 13 3a NokasHMKoM
«CTupaHHicTb» (Ph.Eur 2.9.7), 63 3MiHM HOPMYBaHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3acoby (He3HauyHa 3MiHa y 3aTBEPPKEHNX METOAAX
BMNPOGYBaHHS) HE3HAYHI 3MiHM B crieumdikavii Ta
MeTogi KoHTposo /13 3a nokasHukoM «CynpoBigHi
fomiwwkm» (Ph.Eur 2.2.29), 6e3 3MiH1 HOpMYyBaHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapPCbKWIA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX METOAAX
BMNPOBYBaHHSA) HE3HAYHI 3MiHW B crieuudikaLii Ta
mMeTofi KOHTposto 13 3a nokasHMKoM «OAHOPIAHICT
[030BaHVX oanHuup» (Ph.Eur 2.2.29, 2.9.40), 6e3
3MiHW HOPMYBaHHS. 3MiHW | TUNy - 3MiHW 3 SIKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNPOOYBaHHA) HE3HAYHI
3MiHM B cneuudikauii Ta MmeTogi koHTposto 13 3a
nokasHukoM «KinbkicHe Bu3HaveHHs» (Ph.Eur. 2.2.29)
6e3 3MiHN HopMyBaHHS. 3MiHK | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTohax BUNpobyBaHHs) He3HauHI
3MiHU B cneumdikauii Ta metoai KoHTponto M3 3a
nokasHukom «laeHtudikauia girounx pevosuH» (Ph.Eur

2.2.29, 2.2.27) 6€3 3MiHWN HOpPMyBaHHS. 3MiHu | Tuny -

3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposib
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOO6YBaHHSA) HE3HAYHI 3MiHM B crieumdikaLii Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeTozi KOHTposto /13 3a nokasHMKOM «Po3mip
TabneTok», 6e3 3MiHY HOpMyBaHHSA. 3MiHuW | TUny -
ALMiHICTpaTMBHI 3MiHN. BuyyeHHs BUPOGHWYOT
AinbHWLI (BKOYatoum AinbHuGi ans A®l, npomikHoro
nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
AN NpoBefeHHs NakyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHM
(AKLLO 3a3HaYeHO Y [OCbE) BUTYYEHHS 3aTBEPMKEHOIO
BUPOGHMKA Ajil040T PeYOBHN aMIoaUMiHY, Lo
Bignosigae amnogunidy 6éecunaty Hetero Drugs
Limited, India. 3miHun | TNy - AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AinbHUL (BKTHYaK0UM
AinbHUUi Ana A®Il, npoMixHoOro npoAykTy abo rotoBoro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKaA, BifNOBiAaIbHOro 3a BUNYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOSIHO cepil) abo
nocTavasibHvKa BUXIiAHOro MaTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [OCLE)
BUYYEHHS 3aTBEPKEHOr0 BUPO6HMKA Aito4oi
peyoBuHM Giconponony cymaparty Aurobindo Pharma
Limited, India

16.

ANOTEHAWH

Tabnetkv no 5 mr/10
Mr; Mo 7 TabneTok y
6nictepi; no 4 a6o 8
6nictepiB y
KapTOHHI ynakoBL;
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nictepiB y
KapTOHHI ynakoBLi

3AT
dapmaueB
TUYHWIA
3aB0[,
Eric

YropwmHa

3AT
PapmaueBTuy
HWI1 3aBOg,
Eric

YropLwmHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y

MeToAax BUNpo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BMNPOOYBaHHS) BHECEHHSI HE3HAUYHUX peAakLiliHmX
3MiH B cneumdikauito 13 Ta MeToan KOHTPOSIO 3a

nokasHMKoM «OnMunc», a came POo3AiNIeHHA NnokasHuka
«Onuvc npenapary» Ha oKpeMi nokasHukn «Onuc»,
«MapkyBaHHs», «Konip», «3anax», K 3aTBEPAKEHO B
KpaiHi 3asBHVKa/BupobHuka. bes 3amiHn Bumor
cneuudikayii. 3MiHn | TUNYy - 3MiHK 3 SIKOCTI. FOTOBWMIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPKEHNX

MeTo4ax BUNPOOYBaHHA) HE3HAUHI 3MiHW B

cneuudikayii Ta MeTogji koHTposto /13 3a NokasHMKOM

«Po3Mmip TabneTok», 6e3 3MiHU HOpMyBaHHSA. 3MiHN |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPobyBaHHA rOTOBOTO /liKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepipKeHX MeTogax
BMNpPOGYBaHHSA) HE3HAYHI 3MiHM B crieumdikavii Ta
MeToZi KOHTposo /13 3a nokasHUKOM «laeHTudikauis
Aitoymx pevoBuH» (Ph.Eur 2.2.29, 2.2.27) 6€3 3MiHK

3a
peyerimom

UA/11609/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

HOpMyBaHHs. 3MiHu | TUny - 3MiHKM 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa y MeTogax BMNpobyBaHHs rOTOBOr0O

NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
MeToAax BUNPoOyBaHHA) HE3HAUHI 3MiHW B
crneundikavii Ta meToai kKoHTposto /13 3a NOKa3HMKOM

«KinbkicHe BU3HaueHHs» (Ph.Eur. 2.2.29) 6e3 3MiHn

HOpMyBaHHs. 3MiHu | TUny - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro

nikapcbKoro 3acoby (He3HayHa 3MmiHa y 3aTBEpPKEHUX
MeTo4ax BUNpPobyBaHHA) HE3HAUHI 3MiHW B
cneuudikayii Ta MeTogi koHTposto 13 3a NokasHMKoM

«OpfHOPIAHICTb A030BaHMX oAvHULBL» (Ph.Eur 2.2.29,

2.9.40), 6e3 3MiHN HOpMYBaHHSA. 3MiHK | TUnNy - 3MiHK 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro

nikapcbKoro 3acoby. 3miHa y MeToax BUnpo6yBaHHs
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX MeToAax BUNpobyBaHHs) He3HauHI
3MiHU B cnewudikauii Ta metoai KoHTponto M3 3a

nokasHukom «CynposigHi fgomiwkm» (Ph.Eur 2.2.29),

6€3 3MiHN HOpMYyBaHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpPo6yBaHHSA
rOTOBOrO JiKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHSA) HE3HAUHI
3MiHM B cneuudikauii Ta meTodi koHTposio 13 3a
nokasHukoM «CTmpaHHicTb» (Ph.Eur 2.9.7), 6e3 3miHu

HOpMyBaHHs. 3MiHu | TUny - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro

nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepPKEHNX
MeTo4ax BUNPobyBaHHA) HE3HAUHI 3MiHW B

cneuudikayii Ta MeTogi koHTposnto 13 3a NokasHMKoM
«CepepgHsl maca» (Ph.Eur 2.9.5), 6e3 3MiHu

HOpPMYBaHHs. 3MiHu | Tuny - 3MiHKM 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro

NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepayKeHnX
MeToJax BUNPOOYBaHHS) HE3HAYHI 3MiHU B
crneundikauii Ta MeTodi KOHTposto /13 3a NoKa3HUKOM
«OpHopigHicTb Macu» (Ph.Eur 2.9.5), 6e3 3miHn

HOpMyBaHHs. 3MiHu | TUny - 3MiHKM 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHs rOTOBOro

NikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeToAax BUNPoOyBaHHA) HE3HAUHI 3MiHW B
crneundikauii Ta MeToai KOHTposo /13 3a NOKa3HWMKOM
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JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
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Kpaina
3asiBHUKa
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KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

«Bwmict Bogn» (Ph.Eur 2.5.12), 6€3 3MiH1 HOpMYyBaHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKOro
3aco0y (He3Ha4Ha 3MiHa y 3aTBepMXEeHNX MeTodax
BMNPOGYBaHHA) HE3HAYHI 3MiHM B crieumdikavi Ta
MeToAi KOHTposto /13 3a MOKa3HMKOM «PO34YMHEHHS»
(Ph.Eur 2.9.3) 6e3 3MiHM HOpMYyBaHHS Ta METOAY
BUNPOBYBaHHA. 3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MmeTofax BUNpobyBaHHSA roToBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepayKeHnX
MeToJax BUNPOOYBaHHS) HE3HAYHI 3MiHU B
crneundikauii Ta MeTodi KOHTposto /13 3a NoKa3HUKOM
«Mikpob6ionoriuHa unctota» (Ph.Eur. 2.6.12, 2.6.13,
5.1.4.). be3 3miHn BUMOr cneuudikauii. 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. BuyyeHHs1 BUPOGHMYOT
AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
npoAykTy abo roToBOro /ikapcbkoro 3acoby, AinbHULi
NS NpoBefieHHsA NakyBaHHA, BUPOOHNKa,
BiZJNOBIAANLHOMO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLLLO 3a3HaYEeHO Y OCbE) BUYHEHHS 3aTBEPIKEHOTO
BMPOGHMKa Ail040i peyoBrHY Giconponony dymapaty
Aurobindo Pharma Limited, India. 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHN. Buy4yeHHs BUPOGHWYOT
AinbHULI (BKAOYatoum AinbHudi ana A®l, npomikHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHU
(AKLLO 3a3HaYeHO Y [OCbE) BUTYYEHHS 3aTBEPAKEHOIO
BUPOGHMKA Ajil040T PeYOBHU aMIoamMiHY, Lo
Bignosigae amnogunidy 6ecunaty Hetero Drugs
Limited, India

17.

ANbBYBEH

PO34uH ANs iHgysil
10 %; no 50 mn, 100
My donakoHi; no 1
hnakoHy y nauui 3
KapTOHY

TOB
"BIO®AP
MA
MNIA3MA"

YKpaiHa

TOB
"BIOPAPMA
MNA3MA",
YKpaiHa
(BPOGHMLTBO
, NepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Tb
SAKOCTI, BUMYCK
cepii)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
AinbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
NpoAyKTY abo roTOBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpOBEeLieHHs NaKyBaHHs, BUPOOHNKA,
BiANOBIAa/ILHOrO 3a BMMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOIO
marepiany, peareHTy abo AONOMKHOI PeUYOBUNHM
(AKLLO 3a3HAYEHO Y AOCBE) - BunyyeHHss BUPO6HUYOI
AinbHUUI 3a agpecoto: YkpaiHa, 09100, Kuiscbka 0611.,
M. bina Lepksa, Byn. Kniscbka, 37, BignoBigasbHOI 3a

3a
peyenmom

UA/15875/01/01
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18.

ANbBYBEH

PO34uH ANs iHdys3il

TOB

KOHTPO/b AKOCTi A®| Ta roTOBOro MliKapcbKoro 3acoby;
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3MiHun,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (iHLWi 3MiHK) -
[JopasaHHA BUPOOHMYOT AiNbHULI BigNOBifa/IbHOT 3a
KOHTPO/Ib SKOCTi FOTOBOrO J1ikapCbKOro 3acoby.
3anponoHoBaHo: YkpaiHa, 09100, Kuiscbka 0611., M.
Bina Llepksa, Byn. Kuiscbka, 37-B.

CynyTHS 3MiHa
- 3MiHK 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOro/NpoMiKHOro NpoAyKTy/peareHTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNOYauu, ae HeobxigHo, micue
npoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBepyKeHOMY A0CLE)(iHLLi 3MiHW) -
[JopasaHHA BUPOOHMYOT AiNbHULI BigNOBifa/IbHOT 3a
KOHTpPO/b AkocTi AD|. 3anponoHoBaHo: YkpaiHa,
09100, KviBcbka 061., M. Bina Liepksa, By/1. KUiBCbKa,
37-B

20 % no 50 mn, 100
My donakoHi; no 1
dhnakoHy y nauuj 3
KapTOoHY

"BIODAP
MA
MNA3SMA"

Ykpaina

TOB
"BIOPAPMA
MAA3MA",
YkpaiHa
(BUPOGHMLTBO
, NepBMHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
SKOCTI, BUNYCK
cepiid)

YkpaiHa

- 3MiHu 3 gKocTi. A®l. Bupo6bHuLTBO. 3MiHa BUPOGHMKA

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu |
MYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HMNYOT
AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
npoaykTy abo roToBOro sikapcbKoro 3acoby, AinbHULi
NSl NpoBefieHHs NakyBaHHA, BUPOBHYKa,
BiANOBIA&1bHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLO 3a3HAYeHO Y AOCbE) - BunyyeHHs BUPOOHUYOI
AinbHUUI 3a agpecoto: YkpaiHa, 09100, Kuiscbka 0611.,
M. Bina Lepksa, By/n. KuiBcbka, 37, BignosigansHoi 3a
KOHTPO/b AKOCTi A®I Ta rOTOBOro NiKapcbKoro 3acooby;
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHU y BUPOGHULTBI. 3MiHa iIMnopTepa/3miHu,
LLIO CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHK) -
[opasaHHA BUPOOHUYOT AiNbHULI BigNOBiAaNbHOI 3a
KOHTPOb SIKOCTi FOTOBOTO J1iKapCbKOro 3acoby.
3anponoHoBaHo: YkpaiHa, 09100, KuiBcbka 0671., M.
Bina Liepksa, Byn. KuiBcbka, 37-B.

CynyTHS 3MiHa

BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoteci Adl, abo
3MiHa BUPO6HUKa (BK/TKOYatoum, fe HeobxigHo, micue

npoBeAeHHs KOHTPOSo AkocTi) APl (3a BigCyTHOCTI

3a
peyenmom

cepTudikaTa BignoBigHOCTi EBpONEChKiii

UA/15875/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakonei y 3aTBepXeHOMY A0ChE)(iHLLi 3MiHW) -
[opasaHHA BUPOOHUYOT AiNbHULI BigNOBigaNbHOI 3a
KOHTPO/b AKoCTi AD|. 3anponoHoBaHo: YkpaiHa,
09100, KniBcbka 0611, M. Bina Llepksa, Byn. Kunicbka,
37-B
19. | AMBPONITN cupon, 15 mr/5 mn; AT Bonrapis AT Bonrapis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 - UA/12426/01/01
H® no 100 mny "Cochapma "Codcpapma’, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib. peyenma
cksiHoMy abo " Bonrapis KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby (iHWi 3mMiHM)
nonietuneHtepedTa (BPOGHMLTBO OHOB/IEHHS BXE 3aTBEPKEHUX METO/IB KOHTPO/IHO
naTHoOMy O1aKoHi; Hepo3dacoBa AKOCTI NlikapcbKoro 3acoby, a came: BUKIaAeHHs
no 1 pnakoHy 3 HOI NpoAYKUiT, TEKCTY [lepXXaBHOI MOBOIO 3riHO Cy4aCHUX BUMOT.
MipHUM nepBuHHA Ta 3Mminu | TURY - 3miHk 3 sKocTi. CepTudikar
CTakaH4MKOM B BTOpPUHHA BignosigHocTi/l E-cepTudikar BignosigHoCTI
KapTOHHIN nauui ynakoBka); AT €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
"Cochapma’, HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
Bonrapis abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
(mo3Bin Ha €Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
BWMNYCK cepil) marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif} y)ke 3aTBepAXEHOro BUpo6HMka - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei: R1-CEP 2004-201-Rev 05
(3atBepaxeHo: R1-CEP 2004-201-Rev 04 ) gns A®l
am6poKcony rigpoxs1opuz, Bif, BXe 3aTBepAXeHoro
BMPOGHMKA KW 3MIHWB HaliMeHyBaHHS 3 SHILPA
MEDICARE LIMITED, India Ha SHILPA PHARMA
LIFESCIENCES LIMITED, India, 6€3 3miHu Micus
BMPOGHMLITBA
20. | AMILNN® niodpinizat ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/1036/01/04
PO3unHy ans iH'ekuin | "Knismegn "Kuismegnpen TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
no 1,0 r, pnakoHu 3 penapat” apart" 3MiHU Yy BUPOGHMUTBI (iHLUi 3MiHN) - OHOBNEHHS
niocpinizatom po3giny 3.2.P.3. MNpouec BUPOGHMLTBA (BUMYYEHHS 3
6/10K-CXEMM Ta ONWCY BUPOBHMYOTO nNpoLiecy
iHhopMmaLii WoAo caHiTapHOI NigroToBKK, akTyanisayis
onucy cTagii BUpOGHMYOro npoLiecy, 3amiHa py4Horo
TPaHCNOPTYBaHHS (h1akoHiB Ha aBTOMATN30BaHy
CMCTEMY TPaHCMOPTYBaHHSA 3 laMiHapHUM NOTOKOM
NoBITPSi; NPUBEAEHHS 6/10K-CXEMU Y BiAMOBIAHICTb A0
3aTBepAxeHux po3ginis 3.2.P.3.4. KoHTposb
KPUTUYHMX eTanis Ta NPOMKHOro NPOAYyKTY Ta po3ainy
3.2.P.3.3. Onuc Bnpo6HM4oro npouecy. BupobHunya
OiNbHULA Ta yci BUPOGHMYI onepavii 3a/mLaTbes
HEe3MiHHUMK
21. | AMILNN® niodpinizat ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a - UA/1036/01/03
pO34MHY ANs iH'ekuii | "KuiBmegn "Kuismegnpen ™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. peyenmom
no 0,5 r, qprakoHn 3 penapat” apat" 3MiHM Yy BUpo6HMUTBI (iHWi 3MiHW) - OHOBEHHS
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niodpinizatom

po3giny 3.2.P.3. MNpouec BUPO6HMLTBA (BUMYYEHHS 3
6/10K-CXEMU Ta ONWCY BUPOBHNYOTO NpoLiecy
iHbopMmaLii Woao caHiTapHOI NigroToBKK, akTyanisauis
onucy cTagiii BUpo6HMYOro npouecy, 3aMiHa py4yHoro
TPaHCNOPTYBaHHS (hNakoHiB Ha aBTOMATN30BaHy
CUCTEMY TPAHCMOPTYBaHHSA 3 SlaMiHapPHUM NOTOKOM
NoBITPSI; NPUBEAEHHS 6/10K-CXEMU Y BiAMOBIAHICTb A0
3aTBepxeHux po3sginis 3.2.P.3.4. KoHTposib
KPUTUYHMX eTanis Ta NPOMDKHOro NPoAyKTy Ta po3ainy
3.2.P.3.3. Onuc Bnpo6HM4oro npouecy. BupobHunya
OinbHULSA Ta yci BUPO6HMYI onepauii 3a/mLwaTbes
HEe3MiHHUMU

22,

AMNoAauniH-
DAPMAK

Tabnetkv no 5 wmr;
no 10 Tabnetok y
6nictepi; no 1 abo
no 2 6nictepu B
nauui 3 KapToHy

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX MmaTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KOHTeHep/3aKynopoBasibHWi 3aci6. 3MiHa
noctayasibHvKa nakyBasibHUX MaTepianis abo
KOMMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [JOCLE) (3amiHa
abo gofaBaHHA NoOCTaYasIbHUKA) - OHOB/IEHHS PO3Ainy
3.2.P.7 Cuctema KoHTeliHep/3akynoptoBasibHuii 3acib,
a came fofaBaHHA albTEPHATUBHOIO NocTavaibHUKa
nniBkn nonimepHoi Tpboxwwaposoi (PVC/PE/PVAC)
Perlen Packaging AG, LLiseiiuapisi; 3miHun | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby
(BUAYYEHHS HE3HAYHOrO NOoKa3HMKa (Hanpuknag,
3acTapifioro NokasHrika)) - OHOB/IEHHS po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynopioBasibHUiA 3aci6, a came
BWNYYEHHS 3i cneyudikavii Ha NAiBKy NoniMepHy
asowaposy (PVC/PVdAC) He3HaYHWX NOKa3HWKIB
«Martepian», «Po3mipu pynoHy», «LnpuHa nnisku».
Lli noka3Hukn He € KpUTWYHI Ans axkocTi M3 Ta B
GiNbLUil Mipi MalOTb 3HAYEHHS 4715 NPOBEAEHHS
TEXHOMOrIYHOro NpoLecy nakyBaHHA (hopMyBaHHS
6nicTepy) i BU3Ha4Yal0Tb 0CO6/IMBOCTI TEXHOMNOFYHOTO
06nagHaHHA Npu poboTi 3 faHNM MaTepianioM y
npoueci 6nictepyBaHHs; 3MiHW | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWi 3aci6. 3MiHa
napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
NMepPBVHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHuka)) - OHOB/IEHHA po3giny 3.2.P.7
CucTema KoHTelHep/ 3aKynoproBasibHUIA 3acib, a came
BWyYEHHS 3i cneyudikayii Ha NAiBKy NosiMepHy
Tpboxwaposy (PVC/PE/PVAC) He3HauHMX NOKa3HWKIB
«MaTtepiani», «Po3Mipy pynoHy», «LnprHa nnisku».

3a
peyenmom

UA/4556/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Lli noka3Hukn He € KpuTWYHI ANns akocTi 13 Ta B

GinbLUili Mipi MalOTb 3HAYEHHS 4719 NPOBEAEHHS
TEXHO/OMYHOro Npouecy nakyBaHHs (hopmyBaHHS
6nicTepy) i BU3Ha4ar0Tb 0COBGANBOCTI TEXHOMOTYHOrO
o6nagHaHHS Npyu po6oTi 3 AaHMM MaTepiasiom y
npoueci 6nictepyBaHHs; 3MiHW | TUMY - 3MiHK 3 AKOCTI.
[oToBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWKa (Hanpuknag
3acTapifioro NokasHvika)) - OHOBMIEHHA po3giny 3.2.P.7
CuncTemMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came: BUy4YeHHs 3 cneumadikaLii Ha onbry
a/lloMiHIEBY NlakoBaHy ApykoBaHy M. «Marepianu»,
«["pachiuHe 0hOpMIIEHHS, NPaBUIbHICTb HAHECEHHS
TeKCTy», «Po3Mipy pynoHy», «LupuHa donbru
APYyKOBaHOI», «loBepxHeBa WiNbHICTb hOoNbIv»,
«[lMoBepxHeBa LLi/TbHICTb (POIbI APYKOBAHOI»,
«Bu3HaueHHs HafiiHOCTi HaHeCEeHHS APyKapCbKnX
(hapb Ta 3axXMCHOro naky Ha chonbry (agresis
dhnekcorpadycbkoro Apyky)», «CTillKiCTb MOBEPXHEBOIO
wapy donbrn fo BUCOKOT TemnepaTypu
(TemMnepatypHuii TecT)», «CknetoBaHHs 3 MBX»;
«YnakoBka», «MapKyBaHHS», «YMOBU 36epiraHHs»,
«TepMiH 36epiraHHs», «BMpobHUK»; 3MiHK | TUny -
3MiHK 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(monoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
BiANOBIAHVM MEeTOLOM BUNPOGYBaHHS) - OHOBJ/IEHHSA
po3giny 3.2.P.7 Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3acib, a came JOMOBHEHHS
crneundikavii Ha NNiBky NoniMepHy ABOLLIAPOBY
(PVC/PVdC) nokasHukom «laeHTudikauis»; 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuugikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHMM MEeTOA0M BUNPOBOYBaAHHS) - OHOB/IEHHS
po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHWIA 3aci6, a came [ONOBHEHHS
cneuudikaLii Ha NNiBKY NOMIIMEPHY TPbOXLIAPOBY
(PVC/PE/PVdC) noka3Hukom «lgeHTudikayis»; 3miHm |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.

CucTeMa KOHTeiHep/3akynoptoBasibHUiA 3aci6. 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby
(nonoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM 3
BiAMNOBIAHMM METOA0M BMNPOOYBaHHS) - OHOB/IEHHS
po3giny 3.2.P.7 Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6, a came
[OMoBHEHHSA creumdikayii Ha donbry amtoMiHieBy
NlakoBaHy ApyKoBaHy NOKa3HWKOM «laeHTudikauis»;
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikalii Ta/abo AonycTUMmX
MeX NepBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro
3aco06y (iHWi 3MiHK) - OHOBMEHHSA po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynopioBa/ibHWiA 3aci6, a came
BHECEHHS 3MiH [0 cneuudikavii Ha NAiBKy NoniMepHy
asowaposy (PVC/PVdC) 3a n. «ToBLMHA NAIBKN»;
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUi 3acio.
3MiHa napameTpiB cneuudikauii Ta/abo JonycTUMmX
MeX NepBMHHOI yNakoBKM rOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - OHOBNEHHSA po3giny 3.2.P.7
CuncTemMa KoHTelHep/ 3aKynoploBa/ibHWiA 3acib, a came
BHECEHHS 3MiH A0 crieundikaii Ha NniBky noniMepHy
Tpboxwaposy (PVC/PE/PVAC) 3a n. «ToBwuHa
nAiBkM»; 3MiHW | TURy - 3MiHK 3 AKocTi. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3MiHW) - BHECEHHA 3MiH Ao po3giny 3.2.P.7
CuncTemMa KoHTelHep/ 3aKynoploBa/ibHWiA 3acib, a came
OHOBJEHHSA crieuudikaLii An1a oNbrv antoMiHieBOT
NakoBaHOI APYKOBaHO! 3@ NOKA3HNKOM «TOBLLMHA
NAiBKN»

23.

AMNoAuMNIH-
DAPMAK

Tabnetku no 10 wmr,
no 10 TabneTtok y
6nicTepi; no 1 abo
no 2 6nictepu B
nauj 3 KapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nocTavasibHuKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B AOCHE) (3aMiHa
abo fofaBaHHA NOCTa4YasIbHNKA) - OHOB/IEHHSA PO3Ainy
3.2.P.7 Cuctema koHTeliHep/3akKynoproBasibHWiA 3acib,
a came fofaBaHHA aflbTEPHATUBHOIO NocTavyasibHuKa
nniBkM nonimMmepHoi Tpboxwwaposoi (PVC/PE/PVAC)
Perlen Packaging AG, LLiseiiuapisi; 3miHu | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
NepPBVHHOT YNaKoBKW rOTOBOrO /likapCbKOro 3acoby

3a
peyenmom

UA/4556/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHuWka)) - OHOBIeHHA po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKkynoptoBasibHUiA 3aci6, a came

BWyYEHHS 3i cneyudikayii Ha NAiBKy NosiMepHy

asowwaposy (PVC/PVAC) He3HauHMX NOKa3HWKIB

«MaTtepian», «Po3mMipy pynoHy», «LLnpruHa nnisku».
Lli noka3Hukn He € KpUTWYHI ANns akocTi M3 Ta B
GiNbLUili Mipi MalOTb 3HAYEHHS 4719 NPOBEAEHHS
TEXHO/OrYHOr0 Npouecy nakyBaHHs (hopmyBaHHS
6nicTepy) i BU3Ha4ar0Tb 0COBGMANBOCTI TEXHOMOTYHOrO

o6nagHaHHs Npyu poboTi 3 AaHMM MaTepiasiom y
npoueci 6nictepyBaHHs; 3MiHW | TUMY - 3MiHK 3 AKOCTI.

[oToBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyugikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby

(BMNyYEeHHS HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapinioro NokasHvika)) - OHOB/IEHHA po3giny 3.2.P.7
CuncTemMa KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came

BW/IYYEHHS 3i cneumdikayii Ha nniBky noniMepHy
Tpboxwaposy (PVC/PE/PVAC) He3HauHWNX NOKa3HUKIiB

«Martepian», «Po3mipu pynoHy», «LnpuHa nnisku».
Lli noKa3HWKu He € KpUTUYHI Ansa aKocTi [N13 Ta B
GiNbLUI Mipi MalOTb 3HAYEHHS 415 NPOBEAEHHS

TEXHOMOrYHOro NpoLecy nakyBaHHA (hopMyBaHHS

6nicTepy) i BU3Ha4arTb 0COBGNNBOCTI TEXHOMOTIYHOrO

ob6nagHaHHA npu poboTi 3 faHNM MaTepiasiom y
npoueci 6nictepyBaHHs; 3MiHu | TUMY - 3MiHU 3 SKOCTI.

[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
nepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby

(BUAYYEHHSA HE3HAYHOrO NOoKa3HVKa (Hanpuknag,
3acTapifioro NokasHrika)) - OHOBMIEHHS po3giny 3.2.P.7

CuncTeMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a

came: BUyYeHHs 3 cneuudikauii Ha donbry
anloMiHIiEBY NlakoBaHy ApyKoBaHy M. «Marepianu»,

«[padpiuHe ohopmneHHs, NPaBUIbHICTb HAHECEHHS

TEKCTy», «P0o3Mipy pynoHy», «LLnpuHa donbrn

OpPYyKOBaHO1», «oBepxHeBa WiNbHICTb (hONbrv»,

«[MoBepxHeBa LWi/IbHICTb (oL APYKOBAHOI»,

«BU3HaAYEHHS HAAIAHOCTI HAHECEHHS APYKapCbKUX
thapb Ta 3axmMcHOro naky Ha donbry (agresis
onekcorpaddcbkoro Apyky)», «CTiliKicTb MOBEPXHEBOrO
Lwapy ¢onbru Ao BUCOKOI TeMnepaTypu
(TemnepatypHuii TecT)», «CknetoBaHHs 3 MBX»;
«YnakoBka», «MapKyBaHHs», «YMOBW 36epiraHHs»,
«TepMiH 36epiraHHs», «BMPOOHUK»; 3MiHK | Tuny -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3MiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHMM MEeTOA0M BUNPOOYBaHHS) - OHOB/IEHHS
po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHWIA 3aci6, a came [ONOBHEHHS
cneuudikaLii Ha NNiBKy NoniMepHy ABoLIapoBy
(PVC/PVdC) nokasHukom «laeHTudikauis»; 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
nepBUHHOT YNakoBKW rOTOBOrO /iKapCbKoro 3acoby
(nonoBHeHHSA cneuudikaLlii HOBUM NOKa3HUKOM 3
BiAMNOBIAHMM METOA0M BMNPOOYBaHHS) - OHOB/IEHHS
po3sginy 3.2.P.7 Cucrema KoHTeliHep/
3aKynoproBasIbHUIA 3aci6, a came JOMNOBHEHHSI
cneuudikauii Ha NAiBKY NOMIIMEPHY TPbOXLLIAPOBY
(PVC/PE/PVAC) nokasHukoMm «laeHTudikauis»; 3MiHu |
TMny - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(monoBHeHHs cneuudikallii HOBUM NMOKa3HUKOM 3
BiA4NOBiAHVM MeTOLO0M BMNPOGYBaHHS) - OHOBJ/IEHHSA
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3aKyrnoproBasibHWiA 3aci6, a came
[ONOBHEHHS cneumdikauii Ha donbry antomiHieBy
NakoBaHy [pyKkoBaHy MOKa3HWKOM «laeHTudpikauisy;
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MmiHa napameTpiB cneuudikauii Ta/abo fonycTUMmUxX
MeX NepBUHHOI YakoBKM rOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - OHOBNEHHS po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKkynoptoBasibHUiA 3aci6, a came
BHECEHHS 3MiH 40 cneuudikayii Ha NAiBKy NoMiMepHy
asowwaposy (PVC/PVAC) 3a n. «ToBLMHA NAIBKN»;
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikalii Ta/abo AonycTUMmX
MeX NepBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro
3aco06y (iHWi 3MiHK) - OHOBMEHHSA po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynoptoBa/bHWiA 3aci6, a came
BHECEHHS 3MiH [0 cneuudikayii Ha NAiBKy NoniMepHy
Tpboxwaposy (PVC/PE/PVAC) 3a n. «ToBwuHa
nAiBKW»; 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTeliHep/3aKynopoBaibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(iHLWIi 3MiHW) - BHECEHHS 3MiH o po3ainy 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynopioBa/ibHWiA 3aci6, a came
OHOBJ/IEHHS cneundikauii 4N onbrn antomiHieBoi
NaxkoBaHO! APYKOBaHOT 3a NOKa3HNKOM «TOBLLNHA
NiBKN»
24. | AMOPUN® Tabnetkn no 5 mr/25 KPKA, CnoBeHis BMPOBHULITBO CnoseHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/4903/02/01
HD mr; no 10 TabneTok a.4., Hoso "in bulk", TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
y 6nicTepi; no 3 abo MecTo nepBuHHE Ta KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
no 6, aéo no 9 BTOPVHHE 3miHa moBu BukiageHHA MKA 13 3 pocilicbkoi Ha
6nictepiB y nakyBaHHs, yKpaiHCbKy. BBeA€eHHS 3MiH MPOTAroM 6-Tv MicsLiB
KapTOHHI kopobLyj; KOHTPO/b Ta nicna 3aTBepmXeHHs. 3MiHN | Tuny - 3MiHK 3 AKOCTI.
no 7 tabnetok y BUWMYCK Cepii: [oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
6nicTepi; no 2 abo KPKA, a.4a., 3amiHa abo BBeEHHS [0AATKOBOI Ai/TbHULL
no 4, aéo no 8, abo HoBo mecTo, BUPOGHMLUTBA AN151 YaCTUHU abo BCbOro BUPOBHNYOro
no 12, a6o no 14 CnoseHis npoLecy rotToBOro Nikapcbkoro 3acoby (A4ibHULA, Ha
6nicTtepiB y BMPOGHMLITBO AKili NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
KapTOHHI KopooLli "in bulk" BUHATKOM BUMYCKY Cepiid, KOHTPOJIO AKOCTI,
KPKA, 4.4., NepBUHHOro Ta BTOPUHHOIO NakyBaHHA, 414
HoBso mecTo, HecTepW/IbHKX JliKkapCbknx 3aco6iB) - BBEAEHHS
CnoseHis [o4aTKoBOT AinbHUL BUpo6Huka KPKA, a.4., HoBo

MecTO 3a agpecoro HoBomeluka LecTa 22, LeHTepHe,
8310, CnoBeHis, Ak BiANOBiAaIbHOTO 3a BUPOGHMLTBO
«in bulk» ana roToBoro nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TU MIiCALIB MiCNA 3aTBEPIKEHHS.
3miHu | TUNY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTuddikara BigNoBiAHOCTI
€poneiicbkin thapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bif, y)X€ 3aTBep)KeHOro BUPOGHMKa - NOfaHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 2003-219 - Rev 06
(3aTBEepmxeHO: R1-CEP 2003-219 - Rev 05) ans Adl
paminpuny Bif BXe 3aTBepPAKEHOro BUPOOHMKa
NEULAND LABORATORIES LIMITED, IHgis. 3minu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BWIyYeHHs cepTudikaTa BignoBiAHOCTI EBpoNeNichKii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2003-026 - Rev 03
(3atBepmxeHo: R1-CEP 2003-026 - Rev 02) ana A®I
paminpuny Bif BXe 3aTBepAKEHOro BUPO6HMKa
ZHEJIANG HUAHAI PHARMACEUTICAL CO., LTD.,
Kutali. 3miHm | Tuny - 3miHn 3 sikocTi. CepTudpikart
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHni cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2003-219 - Rev 07 ana Adl
paminpuny Bif BXe 3aTBepAKEHOro BUPO6HMKa
NEULAND LABORATORIES LIMITED, IHgis.

25.

AMMOPUN®
HL

Tabnetku no 2,5
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 a6o no 6, abo
no 9 6nictepiB y
KapTOHHI kopobLyj;
no 7 Tabnetok y
6nicTepi; no 2 abo
no 4, a6o no 8, abo
no 12, abo no 14
6nictepiB y
KapTOHHI KopooLli

KPKA,
A.4a., Hoso
MecTo

CnoBeHis

BMPOGHMLITBO
"in bulk",
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis
BMPOGHMLITBO
"in bulk"
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby (iHWi 3mMiHM)
3miHa moBu BukiageHHA MKA 13 3 pocilicbkoi Ha
yKpaiHCbKy. BBeA€eHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicna 3aTBepmkeHHs. 3MiHN | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3amiHa abo BBefEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMUTBA AN15 YaCcTUHU abo BCbOro BUPOBHNYOro
npoLecy roToBOro /likapcbkoro 3acoby (AinbHuus, Ha
AKili NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHSATKOM BUMNYCKY CEpiil, KOHTPO/O AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepwWIbHUX JlikapCbkux 3aco6iB) BBEAEHHS
[o4aTKoBOT AinbHUL BUpo6Huka KPKA, a.4., HoBo
MecTO 3a agpecoo HoBomeluka Lecta 22, LeHTepHe,
8310, CnoBeHis, Ak BiANOBiAaIbHOTO 3a BUPOGHMLTBO
«in bulk» ana roToBoro nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TU MIiCALIB MiCNA 3aTBEPIXKEHHS.
3miHu | TUNY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcikat BignosigHOCTI

€sponelicbkiin hapmakonei/moHorpadii. NMogaHHA

3a
peyerimom

UA/4903/02/02
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPO6HUKa

KpaiHa

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI

Bionycky

yBaHHST*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

BMPOGHMLITBO

Himeyunna/

ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
Bif] y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2003-219 - Rev 06
(3aTBEepmxeHo: R1-CEP 2003-219 - Rev 05) ans Adl
paminpuny Bif BXe 3aTBEpPKEHOr0 BUPOOHMKa
NEULAND LABORATORIES LIMITED, IHgis. 3minu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2003-026 - Rev 03
(3aTBepaxeHo: R1-CEP 2003-026 - Rev 02) ansa A®|
paminpuny Bif BXe 3aTBepAKEHOro BUPO6HMKa
ZHEJIANG HUAHAI PHARMACEUTICAL CO., LTD.,
Kutali. 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHni cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
hapmakonei Ne R1-CEP 2003-219 - Rev 07 gna Adl
paminpuny Bif BXe 3aTBepAKEHOro BUPO6HMKa
NEULAND LABORATORIES LIMITED, IHgis
BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |

6e3
peyenma

UA/7802/01/01

ACHIPVH
KAPAIO®

26.

TabneTkn, BKPUTI
KMLLKOBOPO34NHHOIO
060/10HKO10, No 100
mr, no 14 TabneTok

Baiep
KoHcblome
p Kep Al

LLiseiuapis

"in bulk",
KOHTPO/1b

ITanis

Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro

SKOCTi: baviep

mMarepiany/npoMiKHOTO NPoAYKTy/peareHTy, Lo




36

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
y 6nicTtepi; no 2, no Al BVIKOPVCTOBYETbLCS y NpoLeci BUPO6HMLUTBA ADI (iHLUi
4 abo no 7 6nicTepis HimeuuunHa,; 3MiHM Y MeToAax BUNpobyBaHHA (BKNOHYaOUN 3aMiHy
B KapPTOHHIiA navui BMPOBHMLITBO abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
"in bulk", npoaykTy) 3miHa y MeTogax BunpobyBaHHs Ad|
KOHTpO/b KMCNOTK aueTnacaniuuioBol, a came JOMOBHEHHS
AKOCTI, anbTepHaTVBHUM METOLOM BUNPOGYBaHHS AN
nepBuHHE, BM3HAYEHHs cynbarty (BiANOBIgHO A0 MOHOrpadil
BTOPVHHE «Aspirin» USP). KpuTepiii NpUiAHATHOCTI He 3MiHUBCS.
nakyBaHHs Ta Pepakuiiini npaBku 6e3 3MiHW 3MiCTy MeTogy
BUWMYCK Cepii: BMNPOOYBaHHS, L0 NPOBOAATLCA 3rigHo USP 3a
Baiiep nokasHukamu «ldentity», «Appearance of solution
BitTepdensg, (Na2CO3-sol)», «Chloride», «Readily carbonizable
v6X, substances». [ns meTogy BUNpoOyBaHHS, L0
HimeuunHa,; npoBoauTbCA 3rigHo USP 3a nokasHukom «Free
BMPOGHMLITBO salicylic acid» fofaBaHHS NOSCHEHD LLIOAO MEX, SKi
"in-bulk", 3aCTOCOBYOTbCS /19 NPOBEAEHHS BUNPOGYBaHHS.
KOHTpO/b HaBoauTbcs foAaTKoBUiA Nepenik peareHTis, AKi
AkocTi: Bailep BVIKOPVCTOBYIOTbCA A1 NPOBEAEHHS BUNPOOYBaHHS i
Xenckep OMWC MiAroTOBKM peareHTiB, L0 BUKOPUCTOBYOTLCSA,
MaHyhakTypiH TECTOBOr0o PO34MHY Ta KOHTPO/IbHOTO PO3UUHY.
rC.p.J., 3apeecTpoBaHnii METOZ, 3a/IMLIAETLCA HE3MIHHUM.
ITanis; 3miHu | TMRY - 3miHk 3 sKocTi. CepTudikar
KOHTPO/1b BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
AKOCTI: €sponeiicbkili hapmakonei/mMoHorpadii. 3MiHu,
KyppeHTa noB's3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMOBIAHICTb
v6X i Ko. [0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
BTK, a60 iHWOI HaLioHanbHOT hapmakonei aepxasun €C
HimeuyunHa (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu B AdY,
abo Esponelicbkiin hapmakonei, abo iHLWii
HauioHanbHiln thapmakonei gepxasn €C) MpuBeaeHHA
cneuudikauii y BignoBigHICTb A0 MOHorpadil
Acetylsalicylic acid €sponelicbkoi hapmakonei:
BUJA/IEHHSA TECTY Ha BadkKKi METa/N A/151 KNCNOTH
aueTuicaniumnoBoi. 3MiHa B MeToAuLi BUNpobyBaHHs
«Loss of drying» BignoBigHO [0 OHOBJIEHHS
BiANOBigHOI MoHOrpadii Ph. Eur. PefakuiiiHi npaBku
6€3 3MiHM 3MICTy MeToAy BUNPObyBaHHS, L0
npoBoaATbCA 3rigHo Ph. Eur. BignosigHo fo
OHOBJIEHHA BifNoBigHOI MoHorpadii Ph. Eur. 3a
nokasHunkamm «ldentity (IR)», «ldentity (reaction with
sodium hydroxide)», «Particle size», «Appearance of
solution (ethanol)», «Impurities », «Sulphated ash»,
«Assay calculated on the dried substance», «Microbial
purity»
27. | ACnIPUH TabneTku, BKpUTI Baiep LLiseiuapis BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 - UA/7802/01/02
KAPAIO® KMLLUKOBOPO34YMHHOK | KoHCblome "in-bulk", Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y peyenma
060/10HKOH0, Mo 300 p Kep Al KOHTPO/1b MeTofax BunpobysaHHa APl abo BuxigHoro

Mr, No 14 TabneTok

SKOCTi: baviep

mMarepiany/npoMiKHOTO NPoAYKTy/peareHTy, Lo
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Ne Hassa ®opma surnycKy 3asBHUK Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
y 6nictepi, no 2 Al BVIKOPVCTOBYETbLCS y NpoLeci BUPO6HMLUTBA ADI (iHLUi
6nictepu B HimeuuunHa,; 3MiHM Y MeToAax BUNpobyBaHHA (BKNOHYaOUN 3aMiHy
KapPTOHHIN nayui nepBuHHe ab0 AonoBHEHHS) AdP| abo BMXiAHOTO/MPOMIXXHOrO
nakyBaHHs, npoaykTy) 3miHa y MeTogax BunpobyBaHHs Ad|
BTOPWHHE KMCNOTK aueTnacaniuuioBol, a came JOMOBHEHHS
nakyBaHHs Ta anbTepHaTVBHUM METOLOM BUNPOGYBaHHS AN
BUWMYCK Cepii: BM3HAYEHHs cynbarty (BiANOBIgHO A0 MOHOrpadil
Baiiep «Aspirin» USP). KpuTepiii NpUiAHATHOCTI He 3MiHUBCS.
Bittepdensg, PepakuiiiHi npaBku 6e3 3MiHM 3MiCTy MeToay
v6X, BMNPOOYBaHHS, L0 NPOBOAATLCA 3rigHo USP 3a
HimeuuunHa; nokasHukamu «ldentity», «Appearance of solution
KOHTpPO/b (Na2CO3-sol)», «Chloride», «Readily carbonizable
AKOCTI: substances». [ns meTogy BUNpoOyBaHHS, L0
KyppeHTta npoBoauTbCA 3rigHo USP 3a nokasHukom «Free
v6X i Ko. salicylic acid» fofaBaHHS NOSCHEHD LLIOAO MEX, SKi
BTK, 3aCTOCOBYOTbCS /19 NPOBEAEHHS BUNPOGYBaHHS.
HimeuyunHa HaBoanTbCcs foAaTKoBWI Nepenik peareHTiB, AKi
BUKOPWCTOBYIOTLCS A/151 NPOBEAEHHS BUNPODOYBaHHS i
OMWC MiAroTOBKM peareHTiB, L0 BUKOPUCTOBYOTLCSA,
TECTOBOr0o PO34MHY Ta KOHTPO/IbHOTO PO3UUHY.
3apeecTpoBaHmnii MeTO/, 3a/IMLLIAETLCS HE3MIHHUM.
3miHu | TMRY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu B AdY,
abo Esponelicbkiin hapmakonei, abo iHLWii
HauioHanbHiln thapmakonei gepxasn €C) MpuBeaeHHA
cneuudikauii y BignoBigHICTb A0 MOHorpadil
Acetylsalicylic acid €sponelicbkoi hapmakonei:
BUJA/IEHHSA TECTY Ha BadkKKi METa/N A/151 KNCNOTH
aueTuicaniumnoBoi. 3MiHa B MeToAuLi BUNpobyBaHHs
«Loss of drying» BignoBigHO [0 OHOBJIEHHS
BiANOBigHOI MoHOrpadii Ph. Eur. PefakuiiiHi npaBku
6€3 3MiHM 3MICTy MeToAy BUNPObyBaHHS, L0
npoBoaATbCA 3rigHo Ph. Eur. BignosigHo fo
OHOBJIEHHA BifNoBigHOI MoHorpadii Ph. Eur. 3a
nokasHunkamm «ldentity (IR)», «ldentity (reaction with
sodium hydroxide)», «Particle size», «Appearance of
solution (ethanol)», «Impurities», «Sulphated ash»,
«Assay calculated on the dried substance», «Microbial
purity»
28. | ATPAKCAH PO34mnH ANS iH'EKL My6niuHe My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a He UA/17834/01/01
100 mr/mn, no 5 mn aKujioHepH akuioHepHe TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom | niossi2ae
B amnynax; no5 e TOBapucTBo CTabinbHicTb. 3MiHa y TepMiHax npuaatHocTi abo
amMmnyn y kaceti; no 1 | ToBapucTB "HaykoBo- yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KaceTi B nauui o BMPOBHUYNIA (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
"HaykoBo- LEeHTp nikapcbKoro 3aco6y) - 151 ToproBoi ynakoBKu
BMPOGHUY "BopLuariBcbk (nigTBEPAXYETLCA AaHMMWN peasibHOro vacy).
WA LEHTP WA XiMiKo- 36inbLIeHHs TepMiHy npuaaTtHocTi [13: 3aTBepaxeHo:
"BopLuaris thapmaueBTny 2 poku.
CbKUii HWii 3aBoA” 3anponoHoBaHO: 3 POKK. 3MiHN BHECEHI B pO34in
XimikO- "TepMiH npuaaTHocCTi" B IHCTPYKLiO 415 MeANYHOro
thapmaues 3acTocyBaHHA NiKapcbKoro 3acoby.
TUYHWIA BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3asog” 3aTBEPA)KEHHA
29. | BEKCEPO cycneHsis gns nakcoCwmi Benvka nakcoCwmitKn ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/19683/01/01
BAKUVHA iH'eKUin o 1 gosi TKnanH BputaHis SIH BakymHm TUny - 3MiHu 3 skocTi. A®I. BupobHuuTtBo. 3MiHU B peyenmom
Aand (0,5 mn/po3sy); no 1 Excnopt C.P.N. npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
MPO®INTIAKT [o3i (0,5mn) y Nimiteq BMpO6HUMLTBa ADI) 36iNbLUEHHS Yacy
KN nonepegHL0 ynbTpaueHTpudyryBarHs (Ultra-CT) 3 408 + 5 xBUnvH
MEHIHITOKOK | HanoBHeHOMY 0,0 900 XBU/IMH Ta BBEAEHHA Yacy BUTPUMKM 4119
oBOI wnpuui; no 1 MPOMIXKHOTO MPOAYKTY (£ 72 roguHmn npm 2-8°C),
IHPEKLL, nonepegHL0 po3snogineHoro B noninponineHosux Ultra-CT
wo HanoBHEHOMY nAsLwWKax, oTpMMaHux nicnsa etany
BUKITNKAET LINpULY Y KOMNAEKTI KOHUeHTpau,i/giadinbTpauii y npoueci BUpobHULTBa
bCA 3 BOMa rofikamv B Aito40T peyoBrHN (BE3UKYNM 30BHILLHBOI MEMOpaHN
CEPOIryno nn1acTMKoBOMY (Outer Membrane Vesicles (OMV)), a Takox
0OB KOHTeliHepi; no 1 [ofasaHHs iHdopMaLii Npo Yyac BUTPUMKMN, OHOBJIEHHS
(BUrOTOBJIE | niacTMKOBOMY iHchopmawii Lwoao nopmcTocTi chinbTpa Ta
HA 3A KOHTElHepy y hepmMeHTaLiiHOT 31aTHOCTI A1 3aTBEPAYKEHOTO
PEKOMBIHA KapTOHHI KOpOOL; npouecy BUPOGHMLITBA Ail040T peyoBMHU Ha Suite A -
HTHORO AHK Building 40 of the Company’s Rosia site. 3MiHn | TUny -
TEXHONoOrie 3MiHM 3 aKocTi. A®l. BUpOBHULITBO. 3MiHU
10, BMNpo6yBaHb abo JOMYCTUMUX MEX Y NPOLLECI
AACOPBOBA BMPOGHMLUTBa ADI, L0 BCTAHOB/EHI y cnewudikalisx
HA) (iHWi 3mMiHM) 3MiHa cTpaTerii KOHTPO/II0 3a NPOLECOM
BMPOGHULITBA Aito4oi peyoBrHK Outer Membrane
Vesicles (OMV DS) ans BBefieHHs1 HOBOT
HOMEeHKIaTypu 3ac06iB KOHTPO/IO NpoLecy Ta
napameTpiB npouecy, nepernsg KpUTUYHOCTI,
BiANOBIAHO [0 HOBOIO MiAX0AY [0 OLHKM TEXHIYHOro
pW3MKy, BK/IIOYEHHS HOBUX NapamMeTpiB npoLecy Ans
cTagii 1 nigroToBKM iHOKyNATa, Ansa cragii
chepmeHTaLii Ta ANs cTagii cTepunizyoyoi dinbTpawi.
PepakuiiiHi npaBku fo posgainis 2.3.S.Manufacturer
OMV T1a 2.3.S. Stability OMV
30. | BENTOCATNIK Masb, no 30 ry Ty6i; Benyno, Xopsaris Benyno, nikn Xopsaris BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/10370/01/01
no 1 1y6i B nikn Ta Ta KocMeTuKa, TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peuenmom
KapTOHHI nayui KocMeTuKa a.a. cepTudpikaT BignoBigHOCTI EBponelichKii
, 8.4, thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHs cepTudikaTa BifgnoBiAHOCTI EBponelichkii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKEeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkil
hapmakonei Ne R2-CEP 1993-008 - Rev 06
(3aTBEepAXeHO: R2-CEP 1993-008 - Rev 05) gns Adl
CasTiLIoBOT KUCNOTY Bif, BXE 3aTBEPAKEHOIO
Brpo6HMka NOVACYL, France
31. | BEM®O/A PO3YUH ANS iH EKLiN BAT YroplmHa 360pKa pyyku YropwwmHa/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | 3a He UA/17528/01/01
B nonepegHs0 "T'epeoH ONS1 iH'EKUIN, dpaHuin/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosisi2ae
HanoBHEHiIl pyuui no PixTep" BTOPVHHA Benuvka thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
75 MO (5,5 ynaKoBKa, BputaHis NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Mkr)/0,125 mn; no [03BiN Ha AN MeAnyHOro 3acToCcyBaHHsA
0,125 M1 po3umHy BUNYCK cepil: reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKAPCbKMX
ONs iH'eKUin B BAT "TeneoH 3aco6iB Nic/1 BHECEHHSA TiET camoi 3MiHN Ha
CKNSTHOMY PixTep", pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
KapTpuaxi, 3 YropuyHa XOJHWX HOBMX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
ryMOBOIO MPO6KOt0- BMPOBHULITBO IHCTPYKUiT 4151 MEANYHOTO 3aCTOCYBaHHS NiKapCbKOro
NOpLUHEM | FyMOBUM Hepo3dacoBa 3acoby A0 po3ginis "®apmakosnoriyHi BnacTneocTi"
[OUCKOM 3 HOI NpoAYKUiT, (yTouHeHHs iHchopmauii), MokasaHHA (YTOUHEHHSA
QTIOMIHIEBUM nepBuHHa iHdhopmauii), "MpoTnnokasaHHsa", "Oco6AnBOCTI
KOBMa4KoM, ynakoBka 3acTocyBaHHsA", "34aTHiCTb BNMBATW Ha LIBUAKICTb
BMILLLEHOMY Y PYyUKY (kapTpuoxi); peaxuii Npy KkepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLUMU
019 BBEAEHHSA; No 1 KOHTPO/b MexaHismamun" (yTouHeHHs iHdopmauii), "Cnocio
abo 5, abo 10 SKOCTi 3a 3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaLii)
nonepeaHLo HacTynHUMM 3rifHO 3 iH(hopMaLEID LLOA0 MEANYHOrO 3aCTOCYBaHHS
HaMoOBHEHMUX PYYOK 3 NoKasHNKaMu: pecepeHTHOro nikapcbkoro 3acoby (Gonal-f, Serono
0fiHOPa30BMMHU Bacterial Europe Ldt). BBegeHHs 3MiH NpoTsArom 6-T MicsLiB
ronkamu (signosigHoO endotoxins, nicns 3aTBepKEHHS.
1 a6o 5 a6o 10) i Sterility; Visual
cepseTkamu, Appearance;
nNpocoYeHMun Visible
cnmpTom Particles; Sub-
(BignoBigHo 1 a6o 5 visible
a60 10) B KAPTOHHIl Particles:
Kopobui Pecichapm
MoH, ®paHuis
BMPOOHULITBO
Hepo3dacoBa
HOT NMpoAyKL,i;
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTpO/b

SIKOCTi 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

HacTynHUMM
NOKasHUKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible
Particles; Sub-
visible
Particles:
CiMi
dapmachbloTika
nc Niviteq,
Benuvka
BputaHis
BMPOGHMLITBO
Hepo3dhacoBa
HOI NpoAayKu,i,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b
SAKOCTi 3a
BCiMa
noKasHuKamm
cneumaikaui,
OKpiM
Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunsHocrTi
):

BAT "TeaeoH
PixTep",
YropwmHa

32.

BEM®OJIA

PO3YUH ANS iH EKLiN
B nonepeaHLo
HanoBHEHiIl pyuui no
150 MO (11
Mkr)/0,25 mn; no
0,25 M1 po3umHy
O3 iH'eKuii B
nonepeaHLo
HanoBHEHiIl pyyli B
CKNSHOMY

BAT
"lefeoH
PixTep"

YropLwmHa

360pKa pyyku
ONS1 iH'EKUIN,
BTOPMHHA
ynakoBka,
[03BiN Ha
BUNYCK cepil:
BAT "lepeoH
PixTep",
YropuimHa
BMPOBHMLITBO

YropwwmHa/
dpaHuin/
Benuka
BputaHis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnyHOro 3acToCcyBaHHsA
reHepUYHUX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOJHWX HOBMX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
IHCTPYKUIiT AN MEAMYHOIO 3aCTOCYBaHHS NiKapCbKoro

3a
peyerimom

He
nionsieae

UA/17528/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTpuaxi, 3 Hepo3dacosa 3acoby A0 po3ginis "®apmakosnoriyHi BNacTneocTi"
ryMOBO Npo6Koo HOI NpoAyKUiT, (yTouHeHHs iHchopmadii), MokasaHHA (YTOYHEHHSA
NOPLUHEM i TYMOBUM nepBuHHa iHchopmadii), "MpoTunokasaHHsa", "OcobAnBOCTI
[ANCKOM 3 ynakoska 3acTocyBaHHsA", "34aTHICTb BNMBATW Ha LIBUAKICTb
a/TIloOMIHIEBUM (kapTpuoxi); peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLIMMY
KOBMaYvkom, KOHTPO/1b MexaHismamun" (yTouHeHHs iHhopmadii), "Cnocio
BMILLEHOMY Y PYUKy SKOCTI 3a 3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaii)
AnA BBeAeHHs; no 1 HacTynHUMM 3rifHO 3 iH(hopMaLiEID LLOA0 MEANYHOrO 3aCTOCYBaHHS
abo 5, a6o 10 noKasH1Kamu: pedhepeHTHOro nikapcbkoro 3acoby (Gonal-f, Serono
nonepegHL0 Bacterial Europe Ldt). BBegeHHs 3miH NpoTsArom 6-Tv micsLis
HanoBHEHWUX PYYOK 3 endotoxins, nicns 3aTBepAKeHHs.
0ZiHOpa30B1UMU Sterility; Visual
ronikamu (BiZnoBigHO Appearance;
1 a6o 5 a6o 10) i Visible
cepBeTKamu, Particles; Sub-
NpoCoYeHNMHU visible
crnmpTom Particles:
(BignosigHo 1 a6o 5 Pecichapm
a60 10) B KapTOHHIl MoH, ®paHuis
KopoobLi BMPOGHMLITBO
Hepo3dacoBa
HOT MpoAyKL,i;
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTpO/b
AKOCTI 3a
HacTynHUMM
NOKasHUKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible
Particles; Sub-
visible
Particles:
CiMi
dapmachbloTika
nc Niviteq,
Benuvka
BputaHis
BMPOGHMLITBO
Hepo3dhacoBa
HOI NpoAayKu,i,
nepBuHHa
ynakoBka

(kapTpuaxi;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTPO/b
SAKOCTi 3a
BCiMa
noKasHuKamm
cneumaikaui,
OKpimM
Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunsHocrTi
):
BAT "TeaeoH
PixTep",
YropuwmHa
33. | BEM®O/A PO3YUH ANS iH EKLiN BAT YropumHa 360pKa pyyku YropwwmHa/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a He UA/17528/01/03
B nonepegHb0 "T'epeoH ONS1 iH'EKUIN, dpaHuin/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossi2ae
HanoBHEHiIl pyuui no PixTep" BTOPVHHA Benuvka thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
225 MO (16,5 ynaKoBKa, BputaHis NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Mkr)/0,375 mn; no [03BiN Ha AN MeAnyHOro 3acToCcyBaHHsA
0,375 M1 pO34nHY BUNYCK cepil: reHepUYHNX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX
ONs iH'eKUin B BAT "TeneoH 3aco6iB Nic/1 BHECEHHSA TiET camoi 3MiHN Ha
nonepegHL0 PixTep", pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
HanoBHEHIN pyuLi B YropuyHa XOJHWX HOBWX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
CKIAHOMY BMPOGHMLITBO IHCTPYKUiT 4NA MEeAMYHOro 3aCTOCYyBaHHS NiKapCbKoro
KapTpuaxi, 3 Hepo3dacoBa 3acoby [0 po3ginis "®apmakosnoriyHi BnacTneocTi"
ryMOBOIO MPOBKOK HOI NpoAYKUiT, (yTouHeHHs iHchopmauii), MokasaHHA (YTOYHEHHSA
NOPLUHEM i TYMOBUM nepBuHHa iHdhopmauii), "MpoTnnokasaHHs", "Oco6anBOCTI
[ANCKOM 3 ynakoBka 3acTocyBaHHA", "34aTHICTb BNMBATW Ha LIBUAKICTb
a/TlOMIHIEBUM (kapTpuoxi); peaxuii Npy KkepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLUMU
KOBMaYvkom, KOHTPO/1b MexaHismamun" (yTouHeHHs iHdopmauii), "Cnocio
BMIiLLEHOMY Y PYUKy SKOCTi 3a 3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaLii)
ONA BBeAeHHs; no 1 HacTynHUMM 3rifHO 3 iH(hopMaLEID LWOA0 MEANYHOrO 3aCTOCYBaHHS
abo 5, abo 10 nokasH1Kamm: pechepeHTHOro nikapcbkoro 3acoby (Gonal-f, Serono
nonepegHL0 Bacterial Europe Ldt). BBegeHHs 3MiH NpoTsArom 6-T MicsLiB
HanoBHEHWUX PYYOK 3 endotoxins, nicns 3aTBepKeHHs.
0ZHOpa30BUMM Sterility; Visual
ronikamu (BiZnoBigHO Appearance;
1 ab6o 5 a6o 10) i Visible
cepseTKamu, Particles; Sub-
NpocoYeHMHU visible
crnmpTom Particles:
(BignosigHo 1 a6o 5 Pecichapm
a60 10) B KapTOHHIl MoH, ®paHuis
KopoobLi BMPOOHULITBO

Hepo3sdhacoBa
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

HOT MpoAyKL,i;
nepBuHHa
ynakoBka

(kapTpuaxi);
KOHTpO/b
AKOCTI 3a

HacTynHUMM

NOKasHUKaMU:
Bacterial

endotoxins;

Sterility; Visual

Appearance;

Visible
Particles; Sub-
visible
Particles:
CiMi
dapmacbloTika
nc Niviteq,
Benuvka
Bputanis

BMPOGHMLITBO

Hepo3dhacoBa

HOI NpoAayKu,i,
nepBuHHa
ynakoBka

(kapTpuaxi);
KOHTPO/b
SAKOCTi 3a
BCiMa
noKasHKamm
cneumaikaui,
OKpiM
Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunsHocrTi
):
BAT "TeaeoH
PixTep",
YropuwmHa

He

UA/17528/01/04

34.

BEM®OJIA

PO3YUH ANS iH EKLiN
B nonepeaHLo
HanoBHEHiIl pyuui no

300 MO (22 mkr)/0,5

BAT
"lefeoH
PixTep"

YropLwmHa

360pKa pyyku
ONS1 iH'EKUIN,
BTOPMHHA

yNaKkoBkKa,

YropwwmHa/
PpaHuin/
Benuka
Bputanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKL,iT

3a
peyerimom

niosnsieae
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
ma; no 0,5 mn [03BiN Ha AN MeAnYHOro 3acToCyBaHHsA
PO3YUHY ANS1 iH'EKLLIA BUNYCK cepil: reHepuyYHUX/ribpuaHNX/6ionoibHNX NikapcbKnx
B nonepeaHbL0 BAT "TeneoH 3aco6iB nic/iA BHECEHHSA TiET camoi 3MiHWN Ha
HanoBHEHII pyyli B PixTep", pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
CKNAAHOMY YropuyHa XOAHWX HOBUX AOAATKOBMX faHNX) 3MiHWN BHECEHO [0
KapTpuaxi, 3 BMPOBHMLITBO IHCTPYKUiT N8 MEeANYHOro 3aCTOCYyBaHHSA NiKapCbKoro
ryMOBOIO Npo6Koto Hepo3dacosa 3acoby [0 po3ginis "®apmakosnoriyHi BNacTneocTi"
NOpPLUHEM i TyMOBUM HOI NpoAyKUiT, (yTouHeHHs iHchopmadii), MokasaHHA (YTOUHEHHSA
[LMCKOM 3 nepBuHHa iHchopmadii), "MpoTunokasaHHsa", "OcobAnBOCTI
aloOMiHIEBUM ynakoska 3acTocyBaHHsA", "34aTHICTb BNMBATW Ha LBUAKICTb
KOBMaYKoM, (kapTpuoxi); peakLiii Npy KepyBaHHi aBTOTPaHCMNOPTOM abo0 iHLIMMY
BMILLEHOMY Y PYUKy KOHTPO/b MexaHisMamun" (YTOUHeHHSs iHdopmawdlii), "Cnoci6
015 BBeAeHHs; no 1 SKOCTi 3a 3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaLii)
abo 5, a6o 10 HaCTynHUMK 3rigHO 3 iH(hopmMaLjieto LWOoA0 MEAUYHOIO 3aCTOCYBaHHS
nonepegHL0 noKasHVKamu: pedepeHTHOro nikapcbkoro 3acoby (Gonal-f, Serono
HanoBHEHUX PYYOK 3 Bacterial Europe Ldt). BBegeHHs 3miH NpoTsArom 6-Tv micsLis
0/lHOpa30B/MU endotoxins, nicns 3aTBepKEHHS.
ronkamu (BignosigHO Sterility; Visual
1 abo 5 abo 10) i Appearance;
cepBeTkamu, Visible
NpoCcoYeHNMH Particles; Sub-
cnupToM visible
(BignoBigHo 1 a6o 5 Particles:
a60 10) B KapTOHHii Pecichapm
Kopoo6Li MoH, ®paHuis
BMPOGHMLITBO
Hepo3dhacoBa
HOI MpoAyKL,i;
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTpO/b
AKOCTI 3a
HacTynHUMM
NOKasHUKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible
Particles; Sub-
visible
Particles:
CiMi
dapmacbloTika
nc Niviteq,
Benuvka

BputaHis




45

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMPOGHMLITBO
Hepo3dhacoBa
HOI NpoAayKu,i,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b
SAKOCTI 3a
BCiMa
noKasHKamm
cneumaikaui,
OKpiM
Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunsHocrTi
):
BAT "TeaeoH
PixTep",
YropuwmHa
35. | BEM®O/A PO3YUH ANS iH EKLiN BAT YroplmHa 360pKa pyyku YropwwmHa/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/17528/01/05
B nonepegHs0 "T'epeoH ONS1 iH'EKUIN, PpaHuin/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | mniossi2ae
HanoBHEHiIl pyuui no PixTep" BTOPVHHA Benuvka thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
450 MO (33 yMnaKoBKa, BputaHis NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
MKr)/0,75 mn; no [03BiN Ha AN MeAnyHOro 3acToCyBaHHsA
0,75 M1 po3UnHY BUNYCK cepil: reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKAPCbKMX
ONs iH'eKUin B BAT "TeneoH 3aco6iB Nic/1 BHECEHHSA TiET camoi 3MiHN Ha
nonepegHL0 PixTep", pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
HanoBHEHIN pyuLi B YropuyHa XOJHWX HOBWX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
CKIAHOMY BMPOGHMLITBO IHCTPYKUIiT 4NA MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
KapTpuaxi, 3 Hepo3dacoBa 3acoby A0 po3ginis "®apmakosnoriyHi BnacTneocTi"
ryMOBOIO MPO6KOK HOI NpoAYKUiT, (yTouHeHHs iHchopmauii), MokasaHHA (YTOUHEHHSA
NOPLUHEM i TYMOBUM nepBuMHHa iHdhopmauii), "MpoTnnokasaHHsa", "Ocob6AnBOCTI
[ANCKOM 3 ynakoBka 3acTocyBaHHA", "34aTHICTb BNMBATW Ha LIBUAKICTb
a/TlOMIHIEBUM (kapTpuoxi); peaxuii Npy kepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLUMU
KOBMaYvkom, KOHTPO/b MexaHismamun" (yTouHeHHs iHdopmauii), "Cnocio
BMIiLLEHOMY Y PYUKy SKOCTi 3a 3acTocyBaHHs Ta 4o3n" (YTOUYHEHHs iHdhopmaLii)
ONA BBeAeHHs; no 1 HacTynHUMM 3rifHO 3 iH(hopMaLEID LWOA0 MEANYHOMO 3aCTOCYBaHHS
abo 5, abo 10 nokasH1Kamm: pechepeHTHOro nikapcbkoro 3acoby (Gonal-f, Serono
nonepegHL0 Bacterial Europe Ldt). BBegeHHs 3MiH NpoTsArom 6-T MicsLiB
HanoBHEHWUX PYYOK 3 endotoxins, nicns 3aTBepKeHHs.
0ZHOpa30BUMM Sterility; Visual
ronikamu (BiZnoBigHO Appearance;
1 ab6o 5 a6o 10) i Visible

cepBeTKkamm,

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

NpoCcoYeHNMHU visible
crnmpTom Particles:
(BignosigHo 1 a6o 5 Pecichapm
a60 10) B KapTOHHIl MoH, ®paHuis
KopoobLi BMPOGHMLITBO
Hepo3dacoBa
HOT MpoAyKL,i;
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTpO/b
AKOCTI 3a
HacTynHUMM
NOKasHUKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible
Particles; Sub-
visible
Particles:
CiMi
dapmacbloTika
nc Niviteq,
Benuvka
BpuTanis
BMPOGHMLITBO
Hepo3dhacoBa
HOI NpoAayKu,i,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b
SAKOCTI 3a
BCiMa
noKasHKamm
cneumaikaui,
OKpiM
Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunsHocrTi

):
BAT "TeaeoH
PixTep",
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YropuwmHa
36. | BETATICTUH | Tabnetku no 8 wmr; TOB YKpaina BAB IHCcTUTYT HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/7806/01/01
-TEBA no 10 TabneTok y «TeBa lirienn Ta Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
6nictepi; no 3 YkpaiHa» 3abesneyeHHs cepTudikaT BignoBigHOCTI €Bponeiicbkil
6nictepn y AkocTi TM6X, hapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHI KopooLi HimeuyunHa OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
(kOHTpO/Ib BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
cepii (Tinbkn thapmakonei: ana A®l; gns suxigHoro
Mikpo6ionoriy marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
He BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
TecTyBaHHs)); [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
KataneHt €Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
xepmaHi Bif, y)Xe 3aTBepKeHOro BUpobHUKa - NoAaHHs
LLopHaopd OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
v6X, thapmakonei Ne R1-CEP 2006-316 - Rev 04
HimeuyunHa (3aTBEpaXeHO: R1-CEP 2006-316 - Rev 03) ans Ad®l
(BUPOGHMLTBO 6eTaricTuHy gurigpoxnopug Big BupobHuka OLON
Hepo3dacosa S.P.A,, ITanis.
HOI NpoAYKUiT,
KOHTPO/Ib
cepii (okpim
Mikpo6ionoriy
HOro
TeCcTyBaHHs));
Mepkne 'vbX,
HimeuunHa
(mosBin Ha
BUNYCK Cepil;
nepBuHHa Ta
BTOPMHHA
ynakoBka,
KOHTPO/Ib
cepii)
37. | BETATICTUH | Tabnetku no 16 wmr; TOB YkpaiHa BAB IHCTUTYT HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/7806/01/02
-TEBA no 10 TabneTtok y «TeBa lirieHn Ta TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
6nicTepi; no 3 YkpaiHa» 3abe3neyeHHst cepTudikaT BifnoBigHOCTI €BpONeENiChKil
6nictepn y AkocTi TM6X, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
KapTOHHI KOpoOL;j HimeuunHa OHOB/IEHOTO cepTudikaTa BignoBigHOCTI 260
(koHTpO/Ib BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
cepii (TiNbkn thapmakonei: gna A®l; ans BUXiAHOTO
MiKpoGionoriy MaTepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
He BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
TeCTyBaHHs)); [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
KatasieHT €Bponelicbkin dhapmakonei) - OHoBMeHWA cepTudikat
[xepmani Bif] y)Xe 3aTBEpL)KEHOr0 BUPOOHMKA - NOJaHHSA
LopHaopd OHOBJ/IEHOTO cepTudpikaTa BifgnoBigHOCTI €Bponeichkili
v6X, dhapmakonei Ne R1-CEP 2006-316 - Rev 04
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

HimeuunHa
(BUPOBHMLTBO
Hepo3dacoBa
HOI MpoAayKu,i,

KOHTpO/b
cepii (okpim
Mikpo6ionoriy
Horo
TecTyBaHHs));
Mepkne 'v6X,

HimeuunHa

(nossin Ha

BUWMYCK Cepii;

nepBuHHA Ta

BTOPMHHA

ynakoBka,

KOHTpO/b
cepii)

(3atBepaxeHo: R1-CEP 2006-316 - Rev 03) ana Adl
6eTaricTuHy aurigpoxnopus ig BupobHuka OLON
S.P.A,, ITanis.

38.

BETANOK

PO3YUH NS iH'EKLN,
1 mr/mnno 5 mnB

amnyni; no 5 amnyn
Y KapTOHHIli Kopoobui

AcTtpa3eH
eka Ab

LLiBeuis

CeHekci

®paHuisa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MmaTepianis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BMPOGHMKa (BK/TKO4akouM, 3a HEOOXIAHOCTI, MicLe
NpoBeeHHA KOHTPOJI0 SKOCTi), abo BacHMKa mactep-
thaiina Ha A®Il, abo noctavasnbHuka APl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAaYEeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
thapmakonei y 3aTBepaKeHoMy A0Cbe, ab0 BUPOOHMKA
HOBOI AONOMIKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - AOMiHICTpaTMBHA 3MiHa MOLUTOBOrO iHAEKCY
6e3 3MiHN haKTUYHOIO MiCLe3HaXO4KEeHHA BUPOBGHMKaA
Aitoyoi pevoBnHN AcTpa3eHeka Ab, y 3B'a3ky
3actocyBaHHs EMA npasuna Banigauii gaHvx, sike
nepefbayae BUKOPUCTaHHA reorpadiyHOro nowToBoro
iHOEeKcy. A TakoX 3a3HauyeHHs1 BUPOOHNYUNX CDYHKLi
BUPOOHMKa [il04H0T PEYOBUHY - METONPOI0NY TapTpar
B MKHA /13; 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHW.
BunyyeHHs BUPOBGHMYOT AinbHULI (BKTHOYAKOUM
AinbHUUi Ana A®l, npoMixXHOro npoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHYKa, BigNOBiAasIbHOTO 3a BUMYCK
cepiid, micue NpoBefeHHs KOHTPOsIO cepil) abo
nocravasibHMKa BUXigHOro martepiasny, peareHty abo
[0MOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BunyueHHsi BUpo6HMYoi AinbHuL Ipca Laboratories
Limited, India, ik BUpO6HYVKa Ai0HOI pEHOBUHM -
MeTOoNpo1oay TapTpar. 3amwaeTbes

3a
peyenmom

UA/2769/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

anbTepHaTUBHWI BUPOOHWK Ail04OT PEHOBUHH:
AstraZeneca AB

39.

BETAJIOK
30K

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, 3
YNOBiNIbHEHUM
BUBI/IbHEHHAM MO 25
Mr; no 14 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI KopooLli

AcTpa3eH
eka Ab

LLisewjs

Brpo6HMLTBO,
nakyBaHHs,
KOHTpO/b
AKOCTi Ta
BMNyCK cepil
roToBOro
NiKapcbKoro
3acoby:
AcTpa3eHeka
AB

Lseujis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBaKeHHs AisNIbHOCTI
BMPOGHMKa (BK/TKOYaoUM, 3a HEOBXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJ0 SIKOCTi), abo BacHMKa mactep-
thaiina Ha A®I, abo noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €EBpoNenchbkiii
dhapmaxonei y 3aTBepkeHoMy A0CbeE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
[ocbe) AgMiHICTpaTMBHAa 3MiHa NOLUTOBOTO iHAEKCY
6e3 3MiHN (haKTUYHOTO MiICLLe3HaXOKEHHS BUPOOHMKa
nitoyoi pevoBuHU AcTpa3eHeka AB, y 3B'A3Ky
3actocyBaHHs EMA npasuna sanigauii gaHvx, sike
nepefbayae BUKOPUCTaHHA reorpadiyHoro nowToBoro
iHOeKcy. A TakoX 3a3HauyeHHs1 BUPOOHNYUX (DYHKLLi
BMPOGHMKA Ai040T PEYOBVHY - METOMPOSIONY
cykumHaty B MKA N13. 3atBepmxeHo: Po3gin 3.2.5.2.1
Bupo6Huk(n): AstraZeneca AB Forskargatan 18 SE-
151 85 Sodertalje Sweden
MK$ N13: Bupo6Huk gitodoi pevoBuHu: AstraZeneca
AB, Sweden 3anponoHoBaHo: Po3gin 3.2.5.2.1
Bupo6Huk(n): AstraZeneca AB Forskargatan 18 151
36 Sodertalje Sweden MKSA /13: BUpo6HWK fitouoi
peyoBVHM: BUPOGHULITBO, NakyBaHHS, MapkyBaHHs Ta
BMNPOoBYyBaHHA Ailo4yoi peyoBuHW. Bunyck cepii gitouoi
peuvoBuHW. AstraZeneca AB, Sweden. 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuyyeHHs1 BUPOGHMYOT
AiNbHULI (BKAOYatoum AinbHULi ana A®l, npomikHoro
npoaykTy abo roToBOro ikapcbkoro 3acoby, AinbHULi
NSl NpoBefieHHs NakyBaHHA, BUPOBHYKa,
BiANOBIA&1bHOrO 3a BMNYCK Cepiil, MiCLie NpOBEAEHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYeHO Y A0CbE) BunyyeHHs BMpOGHUYOI
AinbHuui Ipca Laboratories Limited, India, sk
BMPOGHMKA [jit0H0T pe4oBUHY - METONPOoIoNy
CYKUMHATY. 3a/IMWAETLCS albTEPHATUBHUIA BUPOBHMK
Aitoyoi pevoBuHU: AstraZeneca AB.

3a
peyerimom

UA/3066/01/03

40.

BETA/IOK
30K

TabneTku, BKPUTI
NNiBKOBOKO
0060/10HKO10, 3
YNOBiNIbHEHUM
BUBINIbHEHHSM MO

AcTpa3eH
eka Ab

LLiBeuis

Bupo6bHnuTBO,
nakyBaHHs,
KOHTPO/b
AKOCTI Ta
BMNycK cepii

Lseuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicUs NPOBaKEHHS AISNbHOCTI
BMPOGHMKa (BKIKOYAKOUM, 38 HEOBXiAHOCTI, Micue
NpOoBefEHHSI KOHTPO/IIO SKOCTI), ab0 B/1acHWKa MacTep-

3a
peyenmom

UA/3066/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

100 wmr; no 30
TabneTok y h1akoHi;
no 1 conakoHy B
KapTOHHI KopooLi

roToBOro
niKapcbkoro
3acoby:
AcTpa3eHeka
AB

thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BifgnoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepAKeHOMY JOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOT PEYOBVHY (SIKLLIO 3a3HA4YEHO Y
[0cbe) AgMiHICTpaTMBHA 3MiHa NOLUTOBOrO IHAEKCY
6e3 3MiHN (haKTUYHOTO MiCLLe3HaXOKEHHA BUPOOHMKa
aitoyoi pevoBnHN AcTpa3eHeka AbB, y 3B'A3ky
3acTocyBaHHA EMA npasuna Banigauii faHux, sike
nepegbayae BUKOPUCTaHHSA reorpacivyHoro nowToBoro
iHOeKcy. A TakoX 3a3HauyeHHs] BUPOO6HNUUX QDYHKLi
BMPOGHMKa [it0H0T pe4oBUHY - METOMPOoIoNy
cykumHaty B MKA N13. 3atBepgxeHo: Po3gin 3.2.5.2.1
Bupo6Huk(n): AstraZeneca AB Forskargatan 18 SE-
151 85 Sodertalje Sweden
MK$A N13: Bupo6Huk Aitoyoi pevoBuHu: AstraZeneca
AB, Sweden 3anponoHoBaHo: Po3gin 3.2.5.2.1
Bupo6Huk(n): AstraZeneca AB Forskargatan 18 151
36 Sodertalje Sweden MKA /13: BUpo6HWK fitouoi
peyoBVHN: BUPOGHULITBO, NakKyBaHHS, MapKyBaHHs Ta
BMNPOBYBaHHSA Ail040i peyoBuHU. Bunyck cepii gitoyvor
peyoBuHU. AstraZeneca AB, Sweden. 3miHun | Tuny -
AZMiHICTpaTMBHI 3MiHN. BryyeHHS BUPOGHMYOT
OinbHUU] (BKIOYaoun AinbHUL Ana AP, NpoMibKHOTro
NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AislbHULL
NS NpOBefieHHs NaKyBaHHA, BUPOOHNKa,
BiANOBiAa/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIAHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHN
(AKLLLO 3a3HAYEHO Y A0CbE) BrnyyeHHs BUPOGHUYOI
AinbHuui Ipca Laboratories Limited, India, sk
BMPOGHMKA [iF0HO0T PEUOBUHY - METONPOI0NY
CyKUMHATY. 3anunwaeTbCs asibTePHATUBHU BUPOBHMK
Aitoyoi peyoBuHu: AstraZeneca AB.

41.

BETANOK
30K

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOI0O, 3
YMOBI/TbHEHNM
BUBI/IbHEHHAM M0 50
mr; no 30 TabneTok
y chnakoHi; no 1
hnakoHy B
KapTOHHI KOpo6Lii

AcTtpa3eH
eka Ab

LLiBeuis

Brpo6HMUTBO,
nakyBaHHs,
KOHTPO/b
AKOCTI Ta
BUMYCK cepii
roTOBOro
nikapcbkoro
3acoby:
AcTpa3eHeka
AB

LBeuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micusa NPOBamKeHHS AisIbHOCTI
BMPOGHMKa (BK/TKOYakouM, 3a HEOOXIAHOCTI, MicLe
NpoBeeHHA KOHTPOJI0 SKOCTi), abo BacHMKa mactep-
thaiina Ha A®Il, abo noctavasnbHuka APl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAaYEeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
chapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AONOMiXXHOI Pe4yOBMHU (SIKLLIO 3a3HAYEHO Y

3a
peyenmom

UA/3066/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[ocbe) AgMiHICTpaTMBHA 3MiHa NOLUTOBOTO iHAEKCY
6e3 3MiHN (haKTUYHOIO MiCLe3HaXO4XKEeHHA BUPOOHMKA
Aitoyoi pevoBnHN AcTpa3eHeka Ab, y 3B'A3ky
3actocyBaHHs EMA npasuna Banigauii gaHvx, sike
nepefbayae BUKOPUCTaHHA reorpadiyHOro nowToBoro
iHeKcy. A TakoX 3a3HauYeHHs BUPOOHUYMX CDYHKLI
BMPOGHMKA [iF0HO0T PEUOBUHY - METONPOI0NY
cykumHaty B MKA N13. 3aTBepmkeHo: Po3gin 3.2.S.2.1
Bupo6Huk(n): AstraZeneca AB Forskargatan 18 SE-
151 85 Sodertalje Sweden
MKSA N13: BUpOo6HWK fjto4oi peqyoBuHU: AstraZeneca
AB, Sweden 3anponoHosaHo: Po3gin 3.2.5.2.1
Brpo6Huk(n): AstraZeneca AB Forskargatan 18 151
36 Sodertalje Sweden MK#A /13: Bupo6Huk gitoyoi
peyoBuHU: BMPOGHULITBO, NakyBaHHS, MapKyBaHHS Ta
BMNpPOo6YBaHHSA Aito4oi peyoBuHU. Bunyck cepii gitouoi
peyoBuHU. AstraZeneca AB, Sweden. 3miHu | Tuny -
ALMiHICTpaTMBHI 3MiHW. BUy4yeHHs BUPOGHWYOT
AinbHULI (BKAOYatoum AinbHuGi ana A®l, npomikHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
AN NpoBefeHHs NakyBaHHS, BUPOOHUKA,
BiANOBIA&/ILHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHM
(AKLLL0 3a3HaYeHO Y AOCbE) BunyyeHHs BMpPOGHUYOI
AinbHuui Ipca Laboratories Limited, India, sik
BMPOGHMKA Ai04O0T PEYOBUHY - METOMPOSIONY
CYKUMHATY. 3annwaeTbCs a/ibTEPHATUBHU BUPOOHMK
Aitoyoi peyoBuHuU: AstraZeneca AB.

42,

BIOBEH

PO3unH ANs iHdysil
10 %; no 10 mn, 25
mn, 50 mn aéo 100
My NASwWLi abo
donakoHi; no 1
nnsawui abo
hnakoHy B navui 3
KapToHYy

TOB
"BIO®AP
MA
MNA3SMA"

YkpaiHa

TOB
"BIO®APMA
MIA3SMA",
YkpaiHa
(BMPOGHMLUTBO
, NepBMHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b
AKOCTI, BUNYCK
cepiid)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpomibKHOTro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
NS NpoBefieHHA NakyBaHHA, BUPOOHNKa,
BiANOBiA@/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXIgHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBUHU
(AKLWL0 3a3HaYeHO Y [OCbE) - BunyyeHHA BUPOGHUYOT
AiNbHULI 3a agpecoto; 3miHun | Tiny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOSII0 SAKOCTi FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHW) - [logaBaHHSA BUPOGHWYOT AiTbHUL
BiANOBIAA/ILHOT 38 KOHTPOSIb SIKOCTi FOTOBOr0O
nNikapcbKoro 3acooby.

CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl BupobHULTBO. 3MiHa BUPOBHUKA
BVIXiflHOro/MpoMiXXHOro NpoAyKTy/pearexTy, Lo

3a
peyerimom

UA/14526/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BVIKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYaouu, ae HeobxigHo, micue
NpoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBepyKeHOMY A0CLE)(iHLLi 3MiHW) -
[JopasaHHA BUPOOHMYOT AiNbHULI BigNOBifa/IbHOT 3a
KOHTPO/b SKOCTi AD|

43. | BIOKNOT A® | niogoinisat ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/16249/01/02
po3unHy ans iH'ekuin | "BIODAP "BIO®APMA TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT peyenmom
no 500 MO; 1 MA MNNIA3MA", AinbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
h1akoH 3 MNA3MA" YkpaiHa NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AiNbHULL
niogpinizatom y (BPOGHMLTBO AN NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,

KOMMJ/IEKTI 3 , NepBMHHE Ta BiANOBIAa/ILHOrO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
PO34MHHKKOM (BOAA BTOPVHHE KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOIO
Ans iH’ekujin) no 10 nakyBaHHs, marepiany, peareHTy abo AONOMDKHOI peYOBUHM
My donakoHi; no 1 BWNYCK Cepill; (AKLL0 3a3HaYeHOo Y A0CbE). BunyyeHHs BUpoOHUYOT
hnakoHy 3 KOHTPO/1b AinbHUUI 3a agpecoto: YkpaiHa, 09100, Kuiscbka 0611.,
niocpinizatom Ta no SKOCTI) M. Bina LiepkBa, Byn. Kuiscbka, 37, BignosiganbHoi 3a
1 chnakoHy 3 KOHTPO/Ib AKOCTi A®| Ta roTOBOrO /iKapCbKOro 3acoby.
PO3YMHHMKOM pa3oM 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWIA NikapcbKuii
i3 3acobamu gns 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu,
PO3YMHEHHS Ta LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
BBefeHHs (1 roTOBOrO JIiKapCbKOro 3acoby (iHLWi 3miHu). JoaaBaHHSA
dinbTp, 1 wnpuy, BMPOGHMYOI AiNbHML BIANOBIAA/IbHOI 3@ KOHTPO/b
0/IHOPa30BUiA 3 AKOCTi FOTOBOrO NikapCbKOro 3acoby. 3anponoHOBaHO:
TOJIKOK [/15 iH'EKLNA, YkpaiHa, 09100, Kuiscbka 061., M. bina Liepksa, Byn.
1 kpunbyarta KuiBcbka, 37-B. CynyTHs 3MiHa - 3MiHu 3 sKocTi. AdI.
iHdpysiiHa cuctema) Brpo6HMLTBO. 3MiHa BUPO6HUKa
y naui 3 KapToHy BUXiAHOro/NPOMKHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPO6HMUYOMY npoteci Adl, abo
3MiHa BMPO6HUKa (BK/TKOYatouu, fe HeobxigHo, micue
npoBeAeHHs KOHTPOso AkocTi) APl (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI €EBpoNenchbkiii
hapmakonei y 3aTBepAXeHOMY AOCLE)(iHLLi 3MiHW).
[opasaHHA BUPOOHUYOT AiNbHULI BigNOBiAaNbHOI 3a
KOHTPONb AKOCTi A®Il. 3anponoHOBaHO: YKpaiHa,
09100, KviBcbka 0611, M. Bina Llepksa, Byn. KuniBcbka,
37-B.

44, | BIOKNOT A® | niogoinisat gas TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a - UA/16249/01/03
po3uunHy ans iH'ekyin | "BIODAP "BIO®APMA TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT peyenmom
no 1000 MO, 1 MA MNA3MA", OinbHULI (BKAKOYaouM AinbHUL Ans AP, NpomibKHOTro
h1akoH 3 MNA3MA" YkpaiHa NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
niocpinizaTom y (BMPOGHMLUTBO [N NpoBeAEeHHS NakyBaHHS, BUPOOHUKa,

KOMMNNEKTi 3 , NepBUHHE Ta BiANOBiA@IbLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
PO34YMHHMKOM (BOAA BTOPVHHE KOHTPO/IO cepii) abo nocTayanbHyKa BUXigHOTO
Ons iH’ekujin) no 10 nakyBaHHs, marepiany, peareHTy abo AOMOMDKHOI peYOBUH
My p1akoHi; no 1 BUNYCK Cepiit; (AKLL0 3a3HaYeHOo Y A0CbE). BunyyeHHss BUPOGHMYOT
donakoHy 3 KOHTPO/ib AinbHuui 3a agpecoto: YkpaiHa, 09100, Kuiscbka 061.,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
niodpinizatom Ta no AKOCTI) M. bina Uepksa, Byn. KniBcbka, 37, BignoBifasbHOI 3a
1 donakoHy 3 KOHTPO/b AKOCTi A®I Ta roTOBOro NiKapcbKoro 3acooby.
PO3UYNHHUKOM pa3om 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
i3 3acobamu gns 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnNopTepa/3MiHu,
PO3YMHEHHA Ta LLIO CTOCYHOTbCA BUMYCKY cepii Ta KOHTPOO AKOCTI
BBefeHHs (1 rOTOBOrO /liKapCbKoro 3acoby (iHLWi 3miHun). logaBaHHA
GinbTp, 1 wnpuy, BMPOGHMYOI AiNbHNL BiANOBIAA/IbHOI 3@ KOHTPO/b
0iHOPa30BUiA 3 AKOCTi FOTOBOrO NiKapCbKOro 3aco6y. 3anponoHOBaHO:
TOMKOK AN iH'EKLINA, Ykpaina, 09100, Kviscbka 0611., M. bina Llepksa, Byn.
1 kpunbuarta KuiBcbka, 37-B. CynyTHs 3MiHa - 3MiHu 3 sKocTi. AdI.
iHdpysiiiHa cucTema) Brpo6HMLTBO. 3MiHa BUPOGHUKa
y nayui 3 KapToHYy BVIXiZHOro/NpoMiKHOro NpoAyKTy/peareHTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNOYauu, ae HeobxigHo, micue
npoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBeppkeHOMY A0Cbe)(iHLLi 3MiHW).
[JopasaHHA BUPOOHMYOT AiNbHULI BigNOBifa/IbHOT 3a
KOHTpPO/b AkocTi AD|. 3anponoHoBaHo: YkpaiHa,
09100, KviBcbka 061., M. Bina Liepksa, By/1. KUiBCbKa,
37-B.
45. | BIOK/MOT A® | niodpinizat gns TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu | 3a - UA/16249/01/01
po3uunHy ans iH'ekyin | "BIODAP "BIO®APMA MYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HMNYOT peuenmom
no 250 MO, 1 MA MNA3MA", AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
hnakoH 3 MNA3MA" YkpaiHa npoaykTy abo roToBOro sikapcbKoro 3acoby, AinbHULi
niocpinizatom y (BUPOGHMLTBO 0151 NPOBeieHHSA NakKyBaHHS, BUPOOHMKa,
KOMM/IEKTI 3 , NepBuHHe Ta BiANOBIA&1bHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
PO3YMHHKKOM (BOAA BTOpPUHHE KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
ONs iH’ekujin) no 5 nakyBaHHs, martepiany, peareHTy abo AONOMDKHOT peYOBUHU
My donakoHi; no 1 BWNYCK CepiiA; (AKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs BMpoOHUYOI
donakoHy 3 KOHTPO/Tb AinbHUUI 3a agpecoto: YkpaiHa, 09100, Kuiscbka 0611.,
niocpinizaTtom Ta no SAKOCTI) M. Bina Lepksa, By/n. KuiBcbka, 37, BignosigansHoi 3a
1 donakoHy 3 KOHTPO/b AKOCTi A®I Ta rOTOBOro NiKapcbKoro 3acooby.

PO3YMHHVKOM pa3om
i3 3acobamu ans
PO3YMHEHHS Ta
BBefeHHs (1
inbTP, 1 wnpu,

0o Hopa3oBwii 3
TO/IKOK0 AN15 iH'EKLLINA,
1 kpunbyaTa
iHdpysiHa cuctema)
y nauuj 3 KapToHy

3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHU y BUPOGHULTBI. 3MiHa iIMnopTepa/3miHu,
LLIO CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (iHwi 3miHun). [logaBaHHsA
BMPOBHUYOT AiNbHULI BiANOBIAaNbHOI 38 KOHTPO/b
SIKOCTi FOTOBOrO flikapCbKoro 3acoby. 3anponoHOBaHO:
Ykpaina, 09100, KniBcbka 0611., M. Bina Llepksa, Byn.
KuiBcbka, 37-B. CynyTHA 3MiHa - 3MiHUM 3 AKOCTi. ADL.
Brpo6HMLTBO. 3MiHa BUPO6HUKaA
BVIXiZLHOro/MpoMKHOro NpoAyKTy/peareHTy, Lo
BWKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, abo
3MiHa BMPOGHWMKa (BKOUauK, ge HeobxigHo, micue
npoBefeHHS KOHTPO/I0 AKkocTi) A®I (3a BigCYTHOCTI
cepTudpikaTa BignoBiaHOCTIi EBpONeiichkilt
hapmakonei y 3aTBepMKeHOMY A0ChE)(iHLLi 3MiHW).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
[JopasaHHsA BUPOOHMYOT AiNbHULI BigNOBigabHOT 3a
KOHTPONb AKOCTi A®Il. 3anponoHOBaHO: YKpaiHa,
09100, KviBcbka 0611, M. Bina Llepksa, Byn. Kniscbka,
37-B.
46. | BICENTON KOHUEeHTpaT ans dapmaues Monbwa BMPOOHULITBO MonbLia BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHa 3a - UA/3795/01/01
480 NPUroTyBaHHsA TUYHWIA 3a MOBHUM 3anBHuKa /13 (MIBIM) (BnacHuka peectpauiinHoro peyenmom
PO34unHy Ans 3aB0O[, LMK/TOM: nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
iHdpysin (80 Mr+16 «MONb®A BapLuaBchbkuii 460) TepmiH BBeJeHHS 3MiH - NPOTArom 6 MicsLiB
mr)/mn; no 5 mn B PMA» dhapmaueBTUy nicns saTBepikKeHHs
amnyni; no 5 amnyn C.A. HWI1 3aBO,
Y KOHTYpHIiA Monbdpa AT,
YapyHKOBIl MonbLia
ynakoBLj; no 2 BMPOGHMLITBO
KOHTYPHI YapyHKOBI 3a NMOBHUM
ynakoBkn B LKNIOM:
KapTOHHI KopooLli dapmaueBTny
HWI1 3aBOg,
«MNOJIb®APM
A» C.A,,
MonbLua
47. | BNOriP-3 PO34YUH OpPasTbHUIA, Benyno, Xopsaris BMPOOHUK Ipevis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 6e3 - UA/15359/02/01
0,5 mr/mn no 60 mn nikn T8 roToBOro Xopsaris TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
abo 120 mny KocMeTukKa nNiKapcbkoro thapmakoHarnagy. BeegeHHs abo 3miHu fo
donakoHi; no 1 , A-4. 3acooby, y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
ch/1aKkoHy pa3om 3 nepBuHHe, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
MipHOIO JTOXEUKOI0 BTOPWHHE dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi 0coou,
(Ha 2,5 mn abo 5 nakyBaHHs: BiANOBIAaNbHOI 3a 34iliCHEHHA thapmakoHarnaay;
MJ1) B KQPTOHHIlA DAMAP KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
nauuji AB.E., 3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
Ipeuis; BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
BignoBiganbHN 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
1 3a BTOPUHHE KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
nakyBaHHs, tharina cuctemun thapmakoHarnsgy) - 3miHa
BUNYCK cepil: YMOBHOBaXEHOI 0C06YM 3asBHWKA, BigNOBifabHOT 3a
Benyno, nikn hapmakoHarnsg.
Ta KOCMeTwKa, [Litova pegakuis: TeTaHna Aiixnep QypeTek / Tatjana
n0.4., Xopsaris Duretek MD., MSc. lNponoHoBaHa pefakuis: BiwHsA
Haxkiu / Visnja Nakic. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0COOU 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg
48. | BNOriP-3 TabneTku, Wo Benyno, XopsarTist Brpo6HMK Ipevis/ BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 6e3 - UA/15359/01/01
ONCNepryTbes B nikn Ta roTOBOrO Xopsaris TMny - 3MiHKM Woao0 6e3nekn/eddekTUBHOCTI Ta peyenma
POTOBI NOPOXHWHI, KocMeTukKa nNiKapcbkoro thapmakoHarnsgy. BeegeHHs abo 3miHv o
5 mr no 10 TabneTok , 4.4 3acoby, y3araslbHeHVX gaHux npo cuctemy papmakoHarnsgy
y 6nicTepi; no 1 abo nepBuHHE (BBEAEHHSA y3araslbHEHNX AAHUX MPO CUCTeMy
no 3 6nictepn y nakyBaHHs: dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0coou,
KapTOHHI navui xenedapm BiNOBIAANbLHOI 3a 3AjICHEHHS hapmakoHarnaay;
CA, Ipelis; KOHTaKTHOI 0cobu 3 dhapmakoHarnisgy 3assHuka gns
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BTopuHHe
nakyBaHHs,
BiANOBIA&/TbHM
1 3a BANYCK
cepii: benyno,
nikn Ta
KOCMeTUKa,
n0.4., Xopsaris

3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkyaoum
KOHTaKTHI fAaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(haiina cuctemu papmMmakoHarnsay) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. fitoua pegakuia: TetaHa Alixnep
[ypeTtek / Tatjana Duretek MD., MSc. NponoHoBaHa
pepakuis: Biwxa Hakiy / Visnja Nakic. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIA&/IbHOT 32 hapmakoHarnsg

49,

BPU/BSIHTO
BUA
3ENEHWIA

pO34nH ans
30BHILLUHLOTO
3aCTOCyBaHHS,
cnupTosmin 1 % no
15 mn y dpakoHax
CKNsHUX; no 20 MmNy
dhnakoHax CKASHUX;
no 20 mA 'y doriakoHi
CcknsiHomy , no 1
hN1akoHy B nayky 3
KapToHY

AT
"Nly6Hnha
pm”

YkpaiHa

AT
"Nly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
CurcTeMa KoHTeiHep/3aKynoptoBasibHUiA 3aci6. 3miHa
PO3Mipy ynakoBK/ roTOBOrO MiKapCbKOro 3acoby (3miHa
Macwu/o6'eMy BMICTy KOHTellHepa 6arato030B0ro
NikapcbKoro 3acoby Ansi HenapeHTepaibHOro
3acTocyBaHHS (a0 04HOL030BOr0, YaCTKOBOro
BUKOPUCTaHHSA)) - A0AaBaHHA JOAATKOBOro BMAY
ynakoBku, a came no 20 Mn 'y hnakoHax CKASHUX
3aKynopeHnx NpobKaMmn 3aKkynopoBasIbHUMM i
KpYLLIKaMK, LLIO HAarBUHYYIOTbLCA Y Nadykax abo 6e3
navok, 6e3 3MiH1 NepBMHHOTO NaKyBaIbHOro
marepiany, 3 BignoBigHMMN 3MiHAMM Y P. «YNaKoBKa».
3MiHM BHeCeHi B po3Ain "YnakoBka" B iHCTPYKLit0 Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
3B"A3KY 3 BBE[leHHAM [04aTKOBMX YMaKOBOK , K
HacnifloK - 3aTBEPAKEHHA TEKCTY MapKyBaHHS
[04aTKOBUX YNakoBOK Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 6-TU MICALLB MiCNA 3aTBEPAXKEHHS;
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3mMiHa
y MeTogax BunpobyBaHHSA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEepPKEHNX MEeTOoAAaX
BMNPOGYBaHHS) — BHECEHHS 3MiH B MeTOAML
BUMNPOOYBaHHS 06'EMY BMICTY dh/1akoHy (3MiHa
KiNIbKOCTi doNakoHiB)

6e3
peyenma

nionsieae

UA/6963/01/01

50.

BYMNPIHON

Tabnetku 3
MoguchikoBaHUM
BWBI/IbHEHHAM, N0
150 mr; no 30
TabneTok 3
MoaudpikoBaHUM
BUBI/IbHEHHAM Y
nnacTyKoBoMy
KOHTeliHepi, no 1
KOHTElHepy y
KapTOHHI Kopo6Lii

3AT
«®apmnira
»

JInToBCbka
Pecny6nika

KOHTPO/b
AKOCTi Ta
BiAnNoBigabHN
i1 3a BUNYCK
cepii:
BAJIKAHDAP
MA-
AYNHUUA AL
, Bonrapis
BMPOOHULITBO
NiKapcbKoro

Bonrapisi/
Cepbis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y
MeToAax BunpobyBaHHs A®Il abo BUXigHOro
mMaTepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTogax
BMNPOGYBaHHS)
3miHa BMpo6bHukom M3 meToay koHTposio B A®I ans
BU3HAYEHHS NOKa3HMKa «M-X/10p06EH30/Ha KUCoTax.

3a
peyenmom

UA/19228/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3acoby,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b
AKOCTI cepil:
dapmaueyTck
o-Xewmilicka
IHoycTpis
(®XI) 3apasne
AL, Cepbis
Jojatkosa
OinbHUUA 3
KOHTPO/0
AKOCTI:
r'E
$apmacboTika
n3 nta.,
Bonrapis
51. | BAJIEPIAHU TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 - UA/0265/02/02
EKCTPAKT 060/10HKOH Mo 20 "Tanuudpa "Tanuudgapm” MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKUIA 3aci6. peyenma
mr, no 10 TabneTok pm" KOHTpO/1b AONOMIDKHMX peYOBMH. 3MiHa NapaMeTpis
y 6nicTepi, no 5 cneuudikayii Ta/abo AoNyCTUMUX MEX A5
6nicTepis y nauui; [0NOMDKHOT peyqoBUHN (iHLWi 3MiHK). CynyTHS 3MiHa-
no 50 TabneTok y 3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
6nictepax [O0NOMDKHUX peyoBUH. 3MiHa Y MeToAax

BMNPOGYBaHHA AOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
MeToAax BUNpoGyBaHHS (BKH0Yatoum 3aMiHy abo
[ofaBaHHsA)) NpuBeAeHHs cneumdikauii Ta MeTosis
KOHTPO/I0 J0MOMiKHOI peyoBuHn PULIMHOBA O/1IA
40 BuMmor MoHorpadii E® «Castor oil, refined», gitoue
BUJAHHSA, a came 3MiHW BHOCATHLCS A0 MOKa3HWKIB:
«Onuc», «laeHTndikayis», «OnTuYHa ryctuHa,
«KncnotHe uncno», «igpokcunbHe YNCo»,
«epekncHe uncno», «Cknag XUpHUX KUCIOT»,
«Bopga», «MikpobionoriyHa yncToTa»; TakoX BBEAEHO
KOHTPO/b 3a NOKa3HMKamu: «B’a3kicTb»,
«Mpo3opicTb», «KonbopoBsicTb», «Onia, oTpUMaHa
EKCTPaKLUIE0 i NigMiLLyBaHHAM>.

52. | BAP®PAPUH Tabnetkv no 2,5 wmr; Takena ABCTpIs Opichapm MonbLia BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/7897/01/01
HIKOMEQL no 100 TabneTok y ABCTpist MaHydekuypi My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
donakoHi; no 1 M6X Hr MonbLa thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
h/1aKoHy B Cn. 3 0.0. y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHI KopooLli (BBELEHHSA y3araslbHEHNX AAaHUX MPO cUcTemy

hapMakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0coou,

BiANOBIAANLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa ans
3[iicHeHHs hapmakoHarnsay B YKpaiHi, SKLo BoHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
hapmakoHarnag,.

[itoua pepakuis: Cymit MyHmpkan / Sumit Munjal.
MponoHoBaHa pepakuis: Stephane Brouckaert. 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.

53.

BEHOPYTUH
on

renb2%no40ry
Ty6i; no 1 Ty6i B
nauj 3 KapToHy

My6niyHe
aKujioHepH
e
TOBapuCTB
0
"HaykoBo-
BUPOBHUY
WA LEHTP
"Bopuaris
CbKWiA
XiMiKO-
hapmaves
TUYHWIA
3asof”

YKpaiHa

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOOHUYNI

LieHTp
"BopLuariscbk
Wi XiMiKo-
thapmaueBTUy
HWii 3aBoa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHa y 3B'A3Ky YTOUHEHHS BUKIaAeHHA po3ainy
"Nlopatkosa iHhopmauis. [l-1. Ynakoska" MK4A. fitoua
pepakuis: MKA
OOOATKOBA IHOOPMALIA (AN)Al-1. Ynakoska. Mo
40 r y Tybu antoMiHiEBi 3 ByLLOHAMM 3 BHYTPILLHIM
MOKPUTTSIM N1aKOM, [JO3BOSIEHUM [0 3aCTOCYBaHHSA y
BCTaHOB/IEHOMY nopsAaKy. KoxHy Tyby pasom 3
IHCTPYKLE0 ANA MeAMYHOro 3acTocyBaHHS npenapary
NOMILLLAI0Tb Y NauKy 3 KAPTOHY 3 MapKyBaHHAM
YKPaiHCbKOI Ta POCiiCbKO0 MOBaMMN Ta MapKyBaHHSAM
WwpuchTom Bpaiina ykpaiHCbKo MOBOHO.
MpvmiTka. MapKyBaHHS flikapcbkoro 3acoby, noro
[Av3aiiH NnoaarTbest YKpaiHCbKOK abo YKpaiHCbKO Ta
pocilicbkolo MoBamu, a Npu peanisavjii npenapary Ha
€KCMopT — MOBO, 06YMOB/IEHOKO B KOHTPAKTI, Y
BiANOBIAHOCTI 3 peecTpaLiliHiM A0CbE, ke
cdhopmoBaHe 3a BUMoramm kpaiHu-imnopTepa i
3asB/1EHO Mif, Yac peecTpawii B peecTpauiiHi opraHm
KpaiHu-imnopTepa. NponoHoBaHa pefakuis:
MKA. AOJATKOBA IHOGOPMAUIA (A4) Al-1. Ynakoska
Mo 40 r y Ty6u antoMiHieBi 3 6yLIOHAMU 3 BHYTPILLHIM
NOKPUTTSIM N1aKOM, J03BOSIEHUM A0 3aCTOCYBaHHSA y
BCTaHOB/IEHOMY nopsaaky. KoxHy Tyby pa3om 3
IHCTPYKLIEI0 A5 MeMYHOrO 3aCTOCyBaHHA npenapary
NOMILLAI0Th Y NauKy 3 KapToHy. OHOBMIEHHS TEKCTY
MapKyBaHHS yMakoBKU MiKapCbKoro 3acoby, 3okpema
BUyYEHHS iHhopMaL,ii, 3a3Ha4eHOi poCiiiCbKO
MOBOIO, T BHECEHHS HE3HAYHWX pefaKLiiiH1X NpaBok
no TekcTy. TepmiH BBEAEHHS 3MiH MPOTAroM 6 micauis
nicns 3aTBepAKEHHS.

6e3
peyenma

UA/2354/02/01

54.

BEPCABO

KOHL,eHTpaT ans
pO34nHy Ans
iHdpysiit, 25 mr/m;
no 4 mn (100 mr) y
dnakoHi; no 1

a-p
Peppj'c
Na6opato
pic T4

IHais

[-p Peapi'c
JlabopaTtopic
nTg,

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
CucTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HA4YeHO B AOCbE) (3aMiHa

3a
peyenmom

UA/19826/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dhnakoHy y Kopobui; abo gopgaBaHHA nMocTavyasibHUKa) BHeceHHs 3MmiH fo p.
no 16 mn (400 mr) y 3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
donakoHi; no 1 a came fofiaBaHHA aflbTEPHATUBHOIO NocTavasbHuKa
dhnakoHy y Kopobui rymoBux npo6ok (20mm Butyl rubber stopper with
fluorotec coating) Daiko Daikyo Seiko Ltd, AinoHis go
BXe 3aTBepAKeHoro nocravasibHuka West
Pharmaceutical Services, Inc. CLUA, sik Hacnigok,
[ofaBaHHsA cneuudikauil 4158 KOHTPOO r'YMOBUX
Npo60K 3anponoHOBaHOro noctavasibHrka Daiko
Daikyo Seiko Ltd, AnoHis. KinbkicHWin Ta skicHuiA cknag
nakyBasIbHOro maTepiasly/KOMNAeKTyUnX He 3MiHUBCS
Ta € iAeHTUYHNUM 3aTBEPAKEHOMY 3a BifMNoBigHMM
B/1acTMBoCcTAMU. MeToa Ta yMOBU cTepunisadii
3a/MWATHCA HE3MIHHUMUW. BBEEHHSA 3MiH NPOTAroM
6-TV MicsLIIB MiCNs 3aTBEPLKEHHS
55. | BEPCABO KOHLeHTpaT Ans O-p IHais [O-p Peppi'c IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - - UA/19827/01/01
pO34nHYy AN Pepgi'c NabopaTopic TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
iHdpysin, 25 mr/mn; in | NlabopaTo nTp CurcTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
bulk: no 4 mn (100 pic iTg, noctayasibHvKa nakyBajibHUX MaTepianis abo
Mr) y donakoHi; no KOMMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [JOCLE) (3amiHa
500 chnakoHiB y abo gofasaHHA nocTtavyasibHuka) BHeceHHs 3MmiH fo p.
Kopob6ui; no 16 mn 3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3acib,
(400 mr) y chnakoHi; a came [0faBaHHA a/ibTepPHATUBHOIO NocTadasibHuKa
no 500 donakoHiB y rymoBux npo6ok (20mm Butyl rubber stopper with
Kopoo6Li fluorotec coating) Daiko Daikyo Seiko Ltd, finoHist go
BXe 3aTBepAKeHoro noctavasibHuka West
Pharmaceutical Services, Inc. CLUA, sik Hacnigok,
[ofasaHHA cneuudikalii 415 KOHTPO/I0 TYMOBUX
Npo60oK 3anponoHOBaHOro noctavasibHuka Daiko
Daikyo Seiko Ltd, AnoHis. KinbkicHnin Ta skicHuii cknag,
nakyBasIbHOro Matepiasly/KOMNAeKTyUnX He 3MiHUBCS
Ta € iAeHTUYHUM 3aTBEepAKEeHOMY 3a BiANOBIAHUMMN
BacTmBocTaAMU. MeTog Ta yMOBU cTepunisauii
3a/IMWA0THCA HE3MIHHUMUW. BBEeHHA 3MiH NPOTAroM
6-TU MicsAUIB Nicns 3aTBEPKEHHS
56. | BIATPA® TabneTku, BKpUTI Biatpic CLWA dapeBa ®paHuisa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a - UA/18004/01/01
NNiBKOBOKO CnewenTi Ambya3s TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, Mo 25 nnc thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB

Mr N0 4 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lii

NoAAaHHSA perynsipHo OHOBJ/IIOBaHUX 3BITIB 3 6e3nekn
NiKapcbKnx 3aco6iB. 3MiHW y YacTOTi NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku.
[itoua pegakuin: YactoTta nogaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku. MNponoHoBaHa
pepakuisi: YactoTa nogaHHsa perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn 5 pokis.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6e3nekn nikapcbkmx 3acobiB y EC.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
57. | BIATPA® TabneTkn, BKpUTI Biatpic CLWA dapeBa ®paHuisa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 3MiHu | 3a - UA/0313/01/02
nNiBKOBOKO CnewwenTi Ambya3s My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuyenmom
060/10HKOI0, N0 50 nnc hapmakoHarnagy. 3MiHa yacToTn Ta/abo TepMmiHiB
Mr no 1 a6o no 4 NOAAaHHSA perynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
Tabnetku y 6nicrepi; NiKapcbKnx 3aco6iB. 3MiHW y YacTOTi NOAAHHSA
no 1 6nictepy B perynspHoO OHOB/IIOBAHOrO 3BITY 3 6e3neku.
KapTOHHI KOpo6Li [itoua pepakuis: Yactota nogaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku. MNponoHoBaHa
pepakuis: YactoTa nogaHHa perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn 5 pokiB.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMoBIAHO A0
nepiognyYHOCTI NoAaHHSA PerynsipHoO OHOB/IHOBaHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.
58. | BIATPA® TabneTku, BKPUTI Biatpic CLIA dapesa PpaHuin BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/0313/01/03
NNiBKOBOKO CnewenTi Ambyas TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
060s10HKo0, No 100 nnc thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
Mmr no 1, a6o no 2 noJaHHA perysisipHo OHOBJIIOBaHKX 3BITIB 3 6e3neku
Tabnetkv y 6nictepi; NiKapcbKnx 3aco6iB. 3MiHW y YacTOTi NOAAHHSA
no 1 6nictepy B perynsipHO OHOB/THOBAHOrO 3BIiTY 3 6e3neku.
KapTOHHI kopobLyj; [Litova pegakuisn: Yactota nogaHHs perynsipHo
no 4 Tabnetkn y OHOB/IOBAHOrO 3BiTY 3 6e3nekn 3 poku. NponoHoBaHa
6nicTepi; no 1 abo pepakuisi: YactoTa nogaHHs perynsipHo
no 2 6nictepu B OHOBJtOBAHOIO 3BITY 3 6e3nekn 5 pokis.
KapTOHHI KOPOOL; PekomeHgoBaHO 0 3aTBEpAKEHHS BIAMOBIAHO A0
NepioANYHOCTI NOAaHHA PEryNIApPHO OHOB/IIOBAHUX
3BITIB 3 6e3neKkn Nikapcbkmx 3acobis y €C.
59. | BIBPOUUN Kpanni HazasbHi; no rCK LLiseiiuapis rCK LLBeiuapis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 6e3 - UA/4564/01/01
15 mn y cknstHomy KoHcblome KoHcblomep TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenma
hnakoHi 3 p Xenckep Xenckep cepTudpikaT BignoBigHOCTI EBponeiickkiii
noninponizIeHoBOK CAPN CAPN hapmakonei/moHorpadii. NMogaHHs HoBoro abo
KPWLLIKOKO- OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
KpanesibHuuero; no 1 BWU/TyYEHHS1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
hNakoHy B thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI KopooLli mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - NOaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchbkili
hapmakonei Ne R1-CEP 2000-145 - Rev 08
(3aTBepmxeHo: R1-CEP 2000-145 - Rev 07) gns
aitoyoi peyosrHy Dimetindene maleate Big Bxe
3aTBepmKeHoro Bupo6Hnka OLON S.P.A.
60. | BIBPOLUN cnpei HasanbHWiA, FCK LLBeliLapis CK LBeliuapis BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 6e3 - UA/4564/02/01
[030BaHnii; no 15 KoHcblome KoHcblomep TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/E- peyenma
M/1Y o1akoHi 3 p Xenckep Xernckep cepTudikaT BignoBigHOCTI EBponeiichkiii
po3nuaBaveM; no CAP/1 CAPN hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
1 donakoHy y OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI a6o
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KapTOHHI KopooLi

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEpL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2000-145 - Rev 08
(3atBepmxeHo: R1-CEP 2000-145 - Rev 07) ans
aitoyoi pevosuHy Dimetindene maleate Big Bxe
3aTBepAKeHoro Bupo6Hnka OLON S.P.A.

61.

BIKC AKTUB
MEAEKCIMNEK
TO

cupon, 200 mr/15
m/1; no 120 mn abo
180 mn y chrakoHi;
no 1 conakoHy 3
MipH/M KOBMA4KoM Y
Kopoo6Li

MpokTep
eHy,
Fem6n
IHTepHeL
HN
Onepeiiw
H3 CA

LLiseiiuapis

MpokTep eHg,
Fem6n

MaHydekuypi
HF TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnag,.

[itoua pepaxuis: Ap. ®nopiaH BeHgep / Dr. Florian
Bender. MponoHoBaHa pegakuis: Dr. Rafael Josupeit.
3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0cobu,
BignoBiga/IbHOI 3a dpapMakoHarnsga.

6e3
peyenma

UA/13741/01/01

62.

BIKC AKTUB
CUHEKC

cnpeii HazasbHUiA,
0,5 mr/mn; no 15 mn
y thnakoHi 3
pPO3NMNIOIYUM
NPUCTPOEM; Mo 1
hNakoHy y Kopoobui

IpokTep
eHg,
Fem6n
IHTepHeLw
HN
Onepeiiw
H3 CA

LLiseiiuapis

MpokTep eHp
Fem6n
MaHydekuypi
Hr TM6X,
HimeuunHa;
Tesa Yex
IHoacTpi3
C.p.o., Yecbka
Pecny6nika

HimeuunnHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3arasisHeHNX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHOT 0coou,
BiANOBiAANbHOI 3a 34ilicCHEHHSA thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 34jiicHeHHs hapmakoHarnagy (BkIyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag,.

[itova pepgakuis: Ap. ®nopiaH bengep / Dr. Florian
Bender. MNponoHosaHa pepakuis: Dr. Rafael Josupeit.

6e3
peyenma

UA/10927/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiHa KOHTaKTHMX AaHnX YNOBHOBAaXXEHOT 0cobu,
Bi4noBiga/IbHOI 3a papMakoHarnsg.

63. | BMPIB NMOPOLLOK A/1A Takepa Ipnangjs BiANOBIA&/IbHM IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a - UA/15706/01/01
PO34unHy Ans dapmacb 1 3a BANyCK HimeuunHa/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHcpysiin, no 400 OJ; loTikan3 cepii: Waliep cuwaA/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
1 chnaxoH 3 IHTepHeww dapmacbioTika | CnonyyeHe y3araslbHeHNX gaHux Npo cuctemy papmakoHarnsgy
MOPOLLKOM Yy Hn Al n3 Ipnaxgis KoponiscTBO (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KapTOHHI KopooLli Ipnangis NimiTes, / thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,

BpeHy IpnaHgjs; Higepnangn BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
BUPOGHULITBO KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
niKapcbkoro 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
3acoby, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
KOHTPO/Tb 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
AKOCTI cepil, KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
BisyasibHa tharina cuctemmn thapmakoHarnsgy) - 3miHa
iHCneKuis: YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
BeTtTep thapmakoHarnsg,
Papwma- [itoua pegakuis: Cymit Mynmpkan / Sumit Munjal.
depTirtoHr MponoHoBaHa pepgakuis: Stephane Brouckaert. 3miHa
v6X EHA Ko. KOHTaKTHUX aHnX YNOBHOBaXEHOI 0CObM 3asBHUKA,
KI, BiANOBiAabHOI 3a thapmakoHarnsag,
Himeuunha;
BMPOOHULITBO
NiKkapcbKoro
3acoby,
KOHTpO/b
AKOCTI cepil:
KeHmKiH
Baiio®apwma,
NTA (n6a
EmeppxeHT
BalioConywwiH
3 (CibiAW),
CLUA;
KOHTpO/b
SIKOCTI cepil,
BisyasibHa
iHCneKuis:
Bettep
Papma-
PepTirtoHr
M6X EHgA Ko.
Kr,
HimeuunHa,
Bettep
Papma-
PepTirtoHr

v6X EHA Ko.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis:
Bettep
Papma-
depTirtoHr
v6X EHA Ko.
Kr,
Himeuumnha;
KOHTpO/b
AKOCTI cepil:
LWaviep
XblOMeH
xeHeTik
Tepanic,
CLIA; Yapnbs
Pisep
Na6opatopis
Alineng Ntp,
IpnaHgjs;
KOHTPO/b
AKOCTI cepil
(3a BUHATKOM
BMNPOOYBaHHSA
Ha
CTEPUNBHICTD):
Yapnb3 Pisep
Na6opatopi3
Egin6ypr Nta.,
CnonyyeHe
KoponiscTBo;
MapKyBaHHS
Ta nakyBaHHs,
ancTpunbyuis
HanoBHEHWX
HemapKoBaHWX
hNaKoHiB:
EMiHeHT
Cepsices
KopnopefiLH,
CLUA;
MapKyBaHHS
Ta nakyBaHHs,
avcTpunbyuis
roToBOro
niKapcbkoro
3acoby:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
LiEAYEN
Cannnaii
YeliH,
HigepnaHgu;
LiERYERN
Cannnaii
Yeiin,
Higepnanan
64. | TANNIASO/IIH® | kpanni Ha3a/bHi, dapmanes MonbLa BapLuascbkuii MonbLa BHECEHHS 3MiH [JO peecTpavljiiiHuX maTtepianis: 3MiHa 6e3 - UA/0401/02/02
po3uuH 0,1 %; no 10 TUYHWIA dapmaueBTny 3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenma
My 3aB0[, HWI1 3aBOg, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
nonieTuIeHoBmX «MONb®A Monbdha AT, 460) TepmiH BBEAEHHS 3MiH - TPOTAroM 6 micsuis
dhnakoHax- PMA>» MonbLa nicns 3aTBepmkKeHHs
KpanesnbHuuax 3 C.A. PapmaueBTuy
KOHTPOSIEM NEepLLOro HWIi 3aBOg
BigKkpWTTS; no 1 "MONMb®APM
hnakoHy y A" C.A. Biggin
KapTOHHI KOpOOL; MepaHa B
Cepagsi,
MonbLua
65. | TAJIASO/NIH® | kpanni Ha3a/bHi, dapmaves Monbwa BapLuascbkuii MonbLua BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianis: 3MiHa 6e3 - UA/0401/02/01
po3uuH 0,05 %; no TUYHWIA $apmaneBTUY 3asBHuKa /13 (MIBI) (BnacHWKa peecTpaviiiHoro peyenma
10mny 3aB0[, HWi1 3aBO, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
nonieTuIeHoBmxX «MONb®A Monbdha AT, 460) TepMmiH BBEAEHHS 3MiH - TPOTArom 6 micsuis
chnakoHax- PMA> Monbwa nicnsa 3aTBepKeHHs
KpanesnbHuuaX 3 C.A. PapmaueBTuy
KOHTPO/IEM NEepLLOro HWi 3aBOg
BigKpuTTA; No 1 "MONb®APM
hnakoHy y A" C.A. Biggin
KapTOHHI KOpoOL;j MepaHa B
Cepaggsi,
MonbLua
66. | FEKCAKCUM cycneHsis gis CaHodpi dpaHuis BMPOOHULTBO ®paHuisa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/13080/01/01
® | HEXAXIM iH'eku;jiA; no 0,5 mn MacTep roToBOro YropLmHa ™My - 3MiHW 3 SKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenmom | niosnsizae
BAKUVHA (1 po3a) B Hepo3dhacoBa KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
anda nonepeaHL0 Horo MeToAax BUNpoByBaHHA rOTOBOTO J1iKapCbKOro 3acoby
NPO®INAKT 3anoBHEHNX NPOAyKTY, (He3HayHa 3MiHa y 3aTBEepMKEHNX MeToAax
KN wnpuuax 3 1-eto 3anoBHEHHS, BMNPOOGYBaHHSA) 3MiHa y MeToAWLj BUNPOGYBaHHA 15
ANDTEPI, (abo 2-ma) BTOPVIHHE nokasHuka «Diphtheria immunogenicity» 3 Multiple
NPABLA, OKpeMUMM ronkamu, nakyBaHHs, Dilution Relative Potency Ha Single Dilution GMU
KALLUTOKY no 1 wnpuuy B KOHTpPO/b (Geometric Mean Unitage).
(AUENONAP | KapTOHHI ynakoBL,; SIKOCTi, BUMYCK TepMiH BBEAEHHS 3MiH - )XOBTeHb 2024. 3MmiHu Il Tny -
HUN no 0,5 mn (1 gosa) B cepiii: CaHodi 3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTporsb
KOMMOHEHT | nonepefHbo Mactep, roTOBOrO /liKapcbkoro 3acoby. 3MiHa napameTpis
), FENATUTY 3aMnoBHEHNX dpaHuis; cneuunagikauii Ta/abo 4ONyCTUMMX MEX FOTOBOro
B wnpuuax 3 1-eto BUPOGHMULITBO nikapcbkoro 3acoby (3MiHa 3HaxoAnUTbCS No3a
PEKOMBIHA (abo 2-ma) roToBOro 3aTBepKeHUMM oNyCTUMUMU MexXamMu
HTHA, OKpPEeMUMM FronIKamu, Hepo3sdacoBa cneumndikaui) 3miHa KpuTepiiB NPUAHATHOCTI Ans




64

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
noniomieni no 1 wnpuuy B HOro nokasHuka «Diphtheria immunogenicity» y 38’A3ky 3
TY cTaH4apTHO- NPOAYKTY, 3MiHOI BUMIPIOBaHHS BiHOCHOT eDeKTUBHOCTI
IHAKTUBOBA | eKcrnopTHiii BTOPVIHHE NPOAYKTY NOPIBHSIHO 3 €Ta/TIOHHO BakuuHo (IU/dose)
HA TA ynakoBLi, Aka nakyBaHHs Ha BMMIipOBaHHSA abCcoMOTHOT iMyHOreHHOCTI NPOAYKTY
3AXBOPHOB MIiCTUTBCA Y (wnpuun), (AU/ml) ans Final Bulk Product Ta npu KoHTponi
AHb, KapTOHHi Kopobui 3 KOHTPO/1b cTabinbHocTi ans Final Bulk Product Ta Filled Product.
CMPUYUNHEH | iHCTpyKuieto Ans AKOCTI, BUNYCK FAK HacnigoK BHECEHHS 3MiH 0 po3ainy MKA «Cknag
nx MeauyHoro cepiii: CaHodi nikapcbkoro 3acoby». 3arsepaxeHo: 3.2.P.5.1
HAEMOPHIL 3acTOoCyBaHHA; No MacTep, Diphtheria immunogenicity:
us Tuny B 0,5 mn (1 gosa) B ®paHuis; Activity = 30 International Unit (IU)/dose Lower
KOH'tOFOBA nonepegHL0 BTOPVHHE confidence Limit (P=0,95) of estimated potency = 20
HA, 3aMoBHEHMX nakyBaHHs, IU/dose MeToay KOHTPOIO SKOCTI
AACOPBOBA | wnpuuax 3 1-et0 BWNYCK CepiiA: «Cknapg, nikapcbkoro 3acoby» 1 AgcopboBaHa Ha
HA, PIOKA (abo 2-ma) CaHochi- rigpokeunai anoMiHito, rigpatosaHomy (Bignosigae 0,6
OKpeMuUMu ronkamu, ABeHTiC Mr Al3+). 2 MixHapogHi oguHuui. 3 AGO ekBiBasIeHTHa
no 10 wnpwuuis B MpaisiT Ko. KINIbKICTb @HTUIEeHy, BU3HaYeHa OL|iHKO
KapTOHHI ynakoBL; nra., iMyHOreHHocTi. 4 OTpumaHi Ha kniTuHax Vero. 5 A6o
no 0,5 mn (1 go3a) B Mnatdopma eKBiBa/IEHTHA KifIbKICTb aHTUreHy, BU3HaveHa

nonepeaHL0
3anoBHeHUX
wnpuuax 3 1-et0
(abo 2-ma)
OKpPeMMMU rofikamu,
no 10 wnpwuis B
cTaHfjapTHO-
EKCMOPTHii
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI kopobui 3
IHCTpYKLUi€eo Ans
MeAnYHOro
3acTocyBaHHS; No
0,5wmn (1 poza) y
dhnakoHax, no 10
hnakoHiB y
KapTOHHIlA ynakoBLy;
no 0,5 mn (1 go3a) y
chnakoHax, no 10
hnakoHiB B
cTaHfjapTHO-
EKCMOPTHii
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI kopobL.
MapkyBaHHs
YKpaiHCbKOI Ta
aHrniicbkoto, abo
iHLUMMMW IHO3EMHV MM

oricTuKM Ta

anctpuéyuii y

M. bypanewr,
YropuwmHa

BiANOBIAHWM iMYHOXIMIYHM MeToAoM. 6 OTpuMaHuii
Ha KniTnHax gpixmkie Hansenula polymorpha 3a
[0noMoror pekombiHaHTHOT AHK-TexHonorii.
3anponoHoBaHo: 3.2.P.5.1 Diphtheria immunogenicity:
Anti-D antibody titer: If 1 immunization = 50 AU/ml. If 2
immunizations = 67 AU/ml. If 3 immunizations = 76
AU/ml. MeToau koHTponto SKocTi «Cknag, nikapcbkoro
3acoby» 1 AgcopboBaHa Ha riipoKCuAi antoMmiHito,
rigparosaHomy (Bignosigae 0,6 mr Al3+). 2 AK HMXHA
Mexa foBipyoro iHTepeany (p = 0,95) i He meHwe 30
MO K cepefHe 3HaYeHHs. 3 AK HUXKHA Mexa
Aosipyoro iHTepsasty (p = 0,95) 4 A60 ekBiBa/IEHTHA
KINIbKICTb @HTUIEeHy, BU3HaYeHa OL|iHKO
iMyHOreHHocTi. 5 OTpumaHi Ha kniTuHax Vero. 6 A6o
eKBiBa/IEHTHA Ki/IbKICTb aHTUreHy, BU3HaYeHa
BiANOBIAHWM iMYHOXIMIYHM MeToAoM. 7 OTpuMaHuii
Ha KniTnHax gpixmkie Hansenula polymorpha 3a
fonomoroto pekombiHaHTHOT HK-TexHonoril. TepmiH
BBEAEHHS 3MiH - )XOBTeHb 2024
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MoBamu
67. | FIHIOPAN KOHUEeHTpaT ans Takena ABCTpis Brvpo6HMuTBO ABCTpist BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/2845/03/01
po34nHYy ANA AscTpist 3a MOBHUM TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iHdpysiin, 25 MKr/5 mn M6X LMKIOM: thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 5 mn B amnyni; Takega y3arasibHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
no 5 amnyny AscTpisa F'M6X, (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KapTOHHI KopooLi ABCTpis; thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
MpoBeneHHs BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
Tecty KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
"CTepunbHicTb 3piicHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
" EROxXEC BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
m6X, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
ARMEL, KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
ABCTpIs thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoOBigasibHOI 3a
hapmakoHarnsg,.
Litova pegakuis: Cymit MyHmpkan / Sumit Munjal.
MponoHoBaHa pegakuis: Stephane Brouckaert. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiAnoBiAaIbHOI 3a hapMakoHarnsga.
68. | MHINPAN PO3UmnH ANS iH'EKLN, Takepa ABcTpis Bnpo6HMLUTBO ABcTpist BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a - UA/2845/01/01
10 mKr/2 mn no 2 mn ABCTpIf 3a NOBHUM TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
B amnyni; no 5 6X LIMK/IOM: thapmakoHarnagy. BeegeHHs abo 3miHu fo
amnyn y KapTOHHIl Takepa y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
Kopo6Li ABcTpia TM6X, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
ABCTpiS; thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
MpoBeaeHHs BiANOBIAaNbHOI 3a 34iliCHEHHA thapmakoHarnaay;
TecTty KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
"CTepunbHICTb 3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
" ERfIXEc BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
v6X, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
AWMEL, KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
ABCTpist thalina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BigNOBifabHOT 3a
hapmakoHarnag,.
[itoua pegakuis: Cymit MyHmpkan / Sumit Munjal.
MponoHoBaHa pepakuis: Stephane Brouckaert. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CO6M 3asBHMKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa.
69. | TIOTPUND® TabneTkn, BKpUTI BepiHrep HimeyunHa BMPOGHMLITBO, HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3miHu 11 3a He UA/15816/01/01
nNiBKOBOIO IHrenbxai nepBuHHe Ta TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernmom nionsieae
060/10HKOH Mo 20 M BTOPVIHHE hapmakoHarnsgy. 3miHuM y KOpoTKiil XapaKTepucTuLi
Mr; Mo 7 TabneTok y IHTepHeLw nakyBaHHs, NikapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLi
nepdoposaHomMy HA TM6X KOHTpPO/b [ONA MeJNYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
6nictepi; no 1 AKOCTI Ta LAaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta
6nictepy B BUNYCK cepil: LaHumu 3 dpapmakoHarnsgy. 3mMiHM BHECEHO B
namiHoBaHOMY BepiHrep IHCTPYKUiO 415 MeQUYHOro 3acToCyBaHHSA MikapCbKoro
Q/TIOMIHIEBOMY calle IHrenbxanm 3acoby A0 po3ainiB "®apmakosoriyHi BacTUBOCTI",
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3 MakeTom dapma 'm6X i "Oco6nuBocTi 3acTocyBaHHS", "[iTn" (YyTOUHEHHSA
LecuKaHTy; no 4 Ko. KT, iHhopmalii) Ta pegaroBaHo po3ainmn “MNokasaHHA",
antoMiHiEBUX calle y HimeuunHa,; "B3aemogis 3 iHWYMU NikapcbkMMK 3acob6amu Ta iHLLi
KapTOHHI KopooLi anbTepHaTuBH BMAW B3aeMogiin", "3actocyBaHHs y nepiog, BariTHOCTi
a naboparopis abo rogyBaHHs rpyaato”, "TobiuHi peakuii”. 3MiHu
ans BHECEHO B KOPOTKY XapakTepucTUKy NikapCbKoro
NpoBeAEeHHSA 3acoby Ao posginis "[o3u Ta cnoci6 3actocyBaHHA"
KOHTPO/0 (nigpo3ain "Aitn"), "OcobnuBi 3aCTepeXeHHS Ta
SAKOCTi 3a 3ano6iXHi 3ax04u Npy 3acTOCyBaHHI" Ta pegaroBaHo
NOKa3HNKOM po3ginu "TepaneBTu4Hi NokasaHHs", "B3aemogis 3
Mikpo6ionoriy iHLWMMK NikapcbkMK 3acobamu Ta iHWi BUAK
Ha yucToTa: B3aeMogiin , "MobiyHi peakuyi”.
CIC InctutyT BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
dpeseHiyc 3aTBEPMKEHHS.
m6X,
HimeuumnHa;
Na6op NC CE
eHp Ko. KT,
HimeuumnHa;
anbTepHaTUBH
a AinbHuus
AN KOHTPO/HO
AKOCTI
roToBOro

nikapcbkoro
3acoby Ta 3a
NoKa3HUKOM
"Po3knagaHHs
aimetunaminy"
: €BpochiHC
®ACT 'mbX,
HimeuunHa,
anbTepHaTUBH
a ainbHnus
[ANSA KOHTPO/0
AKOCTI
roToBOro
niKapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knafaHHsA
AimeTnnaminy"
AeHg Em
LWra6Tect
Na6op dyp
AHamITUK YHT,
Crabinitatcnp
ydoyHreH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
v6X,
HimeuunHa
70. | TIOTPND® TabneTku, BKpUTI Bepinrep HimeuunHa BMPOGHMLITBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 3a He UA/15816/01/04
nniBKOBOIO IHrenbxai nepBuHHe Ta TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossi2ae
060/10HKOI0 N0 50 M BTOPVHHE thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
Mr; no 7 TabneTtok y IHTepHeww nakyBaHHs, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
nepdoposBaHomy HA TMEX KOHTPO/b AN MeAnYHOro 3acTOCYBaHHSA y 3B'A3KY i3 HOBUMM
6nictepi; no 1 AKOCTi Ta LaHUMU 3 SAKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
6nictepy B BUWMYCK Cepii: AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO B
namMiHoBaHOMy Bepinrep IHCTPYKL0 A719 MEANYHOrO 3aCTOCYBaHHS NMiKapCbKoro
a/loMiHieBOMY calle IHrenbxaim 3acoby [0 po3ainis "®apmakooriyHi BNacTuBocTi”,
3 NakeTom dapma M'mbX i "Oco6mBocTi 3acTocyBaHHsA", "[iTn" (YTOUYHEHHS
OecukaHTy; no 4 Ko. KT, iHcbopmawii) Ta pegaroBaHo po3ginm "MokasaHHsA",
a/loMiHIEBUX calle y HimeuuunHa; "B3aemogis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLi
KapTOHHI KOpo6Lii anbTepHaTuBH BMAW B3aEMOgji", "3acTocyBaHHs y nepiog, BariTHOCTi
a naboparopis abo rogyBaHHs rpyaato”, "TobiuHi peakuii”. 3MiHu
ans BHECEHO B KOPOTKY XapakTepucTuKy nikapcbKoro
npoBeAEeHHS 3acoby Ao po3ginis "[o3n Ta cnocié 3actocyBaHHS"
KOHTpPO/II0 (nigpo3ain "Aitn"), "OcobnuBi 3acTepexeHHs Ta
AKOCTIi 3a 3anobixHi 3axoau Npy 3acTOCyBaHHI" Ta pefarosaHo
NOKa3HNKOM po3ginu "TepaneBTu4Hi NokasaHHs", "B3aemogis 3
Mikpo6ionoriy iHLWMMKM NiKapcbKMMK 3aco6amMu Ta iHLWi BUan
Ha uucToTa: B3aemogiii , "MobivHi peaxuii”. BBefeHHs 3MiH
CIrC IHctutyT NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS
dpeseHiyc
v6X,
HimeuunHa,;
Na6op NIC CE
eHf Ko. KT,
HimeuunHa,;
a/lbTepHaTUBH
a ainbHUuA
[ON15 KOHTPOS0
AKOCTI
roToBOro

NiKapcbKoro
3acoby Ta 3a
NOKa3HMKOM
"Po3knagaHHsa
aimeTnniaminy"
: €BpochiHC
®ACT 'mbX,
HimeuumnHa;
anbTepHaTUBH
a AinbHuus
AN KOHTPO/0
AKOCTI
roTOBOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nikapcbkoro
3acoby Ta 3a
NoKa3HUKOM
"Po3knagaHHs
aimetunamidy"
:AeHa Em
LWrabrect
Nabop cyp
AHaNITUK YHT,
Crabinitarcnp
ypyHreH
m6X,
HimeyunHa
71. | TIOTPUD® TabneTku, BKPUTI BepiHrep HimeyunHa BUPOBHULTBO, HimeyuunHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu || 3a He UA/15816/01/02
NNiBKOBOKO IHrenbxaw nepBuHHE Ta TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyernmom nionsieae
060s10HKot0 no 30 M BTOpPUHHE thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
Mr; MO 7 TabneTok y IHTEepHeLw nakyBaHHs, NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
nepd)opoBaHomMy HA TM6X KOHTPO/b [ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
6nicTepi; no 1 SAKOCTi Ta OaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW fJaHUMK Ta
6nictepy B BUNYCK cepil: OaHumu 3 hapmakoHarnsagy - 3MiHY BHECEHO B
namiHoBaHOMY BepiHrep IHCTPYKLiIO 415 MeQUYHOro 3acToCyBaHHSA MikapCbkoro
anioMiHieBoMy calle IHrenbxainm 3acoby Ao posginis "®apmakonoriyHi BnacTmsocTi”,
3 NakeToMm dapma M'mbX i "Oco6mBocTi 3acTocyBaHHA", "[iTn" (YTOYHEHHSA
[ecvKaHTy; no 4 Ko. KT, iHthbopmawii) Ta pegarosaHo po3ginm "MokasaHHsA",
anioMiHieBMX calle y HimeuumnHa; "B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi
KapTOHHI KopooLli anbTepHaTUBH BMAW B3aeMOgjit", "3acTocyBaHHs y nepiog, BariTHOCTi
a naboparopis abo rogysaHHs rpyaato”, "MobiunHi peakuii”. 3MiHn
ans BHECEHO B KOPOTKY XapakTepucTUKy NikapCbKoro
npoBeeHHSA 3acoby Ao po3ainis "[o3n Ta cnocié 3actocyBaHHS"
KOHTPO/0 (nigposgin "Aitn"), "OcobnmBi 3acCTepPexXeHHs Ta
SKOCTi 3a 3anobixHi 3axoAu Npw 3acTocyBaHHI" Ta peJaroBaHo
NOKa3HNKOM po3zinu "TepaneBTUYHI Noka3aHHA", "B3aemogis 3
Mikpo6ionoriy HLWMMKN NiKapcbKMMK 3acobamMu Ta iHLWi BUAn
Ha uncToTa: B3aemogiii , "lMNobivHi peakuii”. BBegeHHs 3MiH
CIC IHcTutyT NPOTAroM 6-TW MiCALIB NicNa 3aTBEPIKEHHS
dpeseHiyc
M6X,
HimeuunHa,
Nab6op IC CE
eHpa Ko. KT,
HimeuunHa,
anbTepHaTuBH
a ainbHuuA
[ANSA KOHTPO0
AKOCTI
roToBOro

niKapcbkoro
3acoby Ta 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MOKa3HNKOM
"Po3knafaHHsA
AimeTnnaminy"
: €BpodhiHC
®ACT T'mbX,
HimeuunHa,;
a/lbTepHaTUBH
a [inbH1uUA
A5 KOHTPOSIO
AKOCTI
roToBOro
niKkapcbkoro
3acoby Ta 3a
NOKa3HMKOM
"Po3knagaHHsA
aimeTnniaminy"
:AeHg EmM
LTabrect
Na6op dyp
AHaNITUK YHA,
Crab6initatcnp
ychyHreH
TM6X,
HimeuynHa
72. | TIOTPUD® TabneTkn, BKpUTI BepiHrep HimeuyunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu || 3a He UA/15816/01/03
NNiBKOBOKO IHrenbxai nepBuHHE Ta My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom | nidsisizae
060/10HKO0 NO 40 M BTOPVHHE thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
Mr; no 7 TabneTtok y IHTepHeLw nakyBaHHs, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
nepgopoBaHomy HN TMBX KOHTpO/b AN MeAUYHOro 3acToCyBaHHSA y 3B'A3KY i3 HOBUMM
6nicTepi; no 1 AKOCTi Ta OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
6nictepy B BUWMYCK Cepii: AaHvMu 3 chapmakoHarnsgy - 3MiHy BHECEHO B
namiHoBaHOMY BepiHrep IHCTPYKLUiO AN MeQNYHOro 3acToCyBaHHS NikapCbKoro
antoMiHieBOMy calue IHrenbxainm 3acoby fo posginis "®apmakonoriyHi BnactmsocTi”,
3 MaKkeToMm dapma 'm6X i "Oco6nmBoCTi 3acTocyBaHHS", "[iTn" (YyTOUHEHHSA
LecrKaHTy; no 4 Ko. KT, iHhopmalii) Ta pefaroBaHo po3ainmn “MNokasaHHA",
anioMiHiEBUX calle y HimeuunHa,; "B3aemogis 3 iHWVMU NikapcbkMMm 3acob6amu Ta iHLwi
KapTOHHI KopooLli anbTepHaTUBH BMAW B3aeMogjin", "3acTocyBaHHs y nepiog, BariTHOCTi
a naboparopis a6o rogysaHHA rpyaat”, "MobivHi peakuii”. 3MiHW
ans BHECEHO B KOPOTKY XapakTepucTUKy ikapCbKoro
npoBeAEeHHsA 3acoby Ao posginis "[o3u Ta cnoci6 3actocyBaHHA"
KOHTPO/0 (nigpo3gain "Aitn"), "OcobnuBi 3acTepexeHHs Ta
AKOCTI 3a 3anobiXHi 3ax04u NPy 3acTOCyBaHHI" Ta pegaroBaHo
NOKa3HNKOM po3ginu "TepaneBTU4Hi MokasaHHs", "B3aemogis 3
Mikpo6ionoriy iHLWIMMK NikapCcbKMMK 3acobamu Ta iHWi BUAK
Ha yucToTa: B3aemMogii , "MNobivHi peakuii". BBegeHHs 3MiH
CIrC IHcTuTyT NPOTAroM 6-Tn MicALiB NiCNA 3aTBEPLKEHHS
dpeseHiyc

'mM6X,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

HimeuunHa;
Na6op NC CE
eHp Ko. KT,
HimeuunHa;
anbTepHaTUBH
a AinbHuus
AN KOHTPO/HO
AKOCTI
roToBOro
nikapcbkoro
3acoby Ta 3a
NoKa3HUKOM
"Po3knagaHHs
aimetunaminy"
: €BpochiHC
®ACT 'mbX,
HimeuunHa,;
anbTepHaTUBH
a ainbHuus
[ANSA KOHTPO/0
AKOCTI
roToBOro
niKapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knafaHHsA
AimeTnnaminy"
AeHg Em
LWta6Tect
Na6op dyp
AHamITUK YHT,
Cra6initatcnp
ydoyHreH
v6X,
HimeyunHa

73.

FNIBEK®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 400
mr; no 10 TabneTok
y 6nicTtepi; no 3
6nicTepu B KOPO6LL

Hosaprtic
Papma Al

LLiseiuapis

BMPOGHMLITBO
3a NOBHUM
LIK/TOM:
Hosaprtic
dapwma LUTeliH
AT,
Llseiuapis;
BMPOGHMLITBO
3a NOBHUM
LIK/TOM:
HoBaprTic
Papma
MpogakLH

LLsenuapis/
HimeuunHa/
CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
Tmny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKa BMUXIAHOrO/NPOMIXHOr0 NPoAYyKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci Ad,
ab60o 3miHa BUpoOHWMKa (BK/oHaKoun, e HeobxiaHo,
MicLLe NpoBeAEHHS KOHTPOsIO iKoCTi) AdI (3a
BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENCHKIl
thapmakonei y 3aTBepXeHOMY J0ChE)(iHLLi 3MiHW)
BBEJEHHS aNibTepHaTUBHOI AinbHuLI Fabbrica Italiana
Sintetici S.p.A., Iltaly, sika BignosigasbHa 3a
BMPO6HULTBO cTagiil 1 Ta 2 A®l. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB Micns 3aTBepAKEHHS. 3MiHu |
TMny - 3MiHK 3 AkocTi. A®Il. Bupo6HuMLTBO. 3MiHa

3a
peyerimom

UA/9469/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
v6X, BMPOGHMKA BUXIAHOr0/MPOMIKHOTO MPOAYKTY/peareHTy,
HimeuuunHa,; LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci AdI,
nepBuHHeE, abo 3MiHa BMPOOHUKa (BK/THOYatoun, e HeobxigHo,
BTOPUHHE MicLe NpoBeaeHHs KOHTPOsIo akocTi) APl (3a
nakyBaHHs, BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKilt
BUMYCK Cepii: hapmakonei y 3aTBepaxeHoMy [0CbE)(iHLi 3MiHM)
Nex BBefeHHs1 anbTepHaTUBHOI AinbHuLi Fabbrica ltaliana
PapmacboTUK Sintetici S.p.A., Italy, sika BignosigasibHa 3a
anc a.4., BMPOGHMLTBO CTagjin 3, 4 Ta 5 AdI.
BMPOGHMYaA BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
OinbHUUA 3aTBEPXEHHS. 3MiHN | TUny - 3MiHK 3 AKOCTi. AdI.
Nenpasa, Brpo6HMLTBO. 3MiHa BUPOGHUKA
CnoseHis

BVIXiZLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BVKOPVCTOBYOTLCS Y BUPOGHMYOMY npoueci Ad®l, abo
3MiHa BMPOGHYMKa (BKNtOYauun, ae HeobxigHo, micue

NpoBefEeHHS KOHTPO/T0 skocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifgnoBiaHOCTI EBpONEiiChKilt
hapmakonei y 3aTBep)KeHOMY 0CbE)(3MiHV A0
3axo0piB, NoOB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
KOHTPO/b/BUNPOoBYBaHHSA cepii) BeegeHHs
anbTepHaTUBHOI AinbHWLi Fabbrica ltaliana Sintetici
S.p.A., ltaly, sika BignoBigasibHa 3a KOHTPO/Ib AKOCTI
A®I. 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MiCL NPOBaKEHHS
LisIbHOCTI BUpOOHUKa (BK/TtOYakoUn, 3a HeobXigHOCTI,
MicLie NpoBefEHHS KOHTPOIO AKOCTI), ab0 BacHuka
macTep-haiina Ha A®|, abo noctavanbHuKa
Adl/BuxigHOro matepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapCbKuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKilt
thapmakonei y 3aTBepAKeHOMY JOCbE, a60 BUPOOHMKA

HOBOT JOMOMDKHOT PEYOBVHY (SIKLLIO 3a3HA4YEHO Y
[ocbe) 3MiHa Ha3BW Ta agpecu Micus AinbHULI
BiANOBIA&/IbHOI 38 KOHTPO/b AKOCTI (BUNPOGYBaHHA Ha

BavkKki MeETauI Ta JoMilikm metogom LCMS) Adl 3
Novartis Integrated Services Laboratory, Ringaskiddy
Co. Cork, Ireland, DUNS1: 985756561 Ha SGS

International Services Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63, Ireland, DUNS1:
985785798. 3miHu | TMny - 3miHK 3 skoCTi. ADI.
Brpo6HMUTBO. 3MiHa po3Mmipy cepii (Bkovarun
nianasoHn) A®l abo NPOMiXKHOro NPOAYKTY, AKWiA
3aCTOCOBYETLCA y NpoOLieci BUPO6HMLTBA AD|
(36inbLueHHs Ao 10 pasiB NOPIBHSHO i3 3aTBEPIKEHNM

po3mipom) 3MiHa po3mipy cepii A®l o 10% Ha

BMPOGHMUIi ainbHMLUi Fabbrica Italiana Sintetici S.p.A.,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Italy. 3miHun | TRy - 3MiHK 3 AKocTi. ADI.
Brvpo6HMuTBO. 3MiHM B npoLeci BUpobHuutea Ad|
(iHLWi 3miHW) 3MiHW B NpoLeci BUPO6HULITBA, a came

3MiHM A0 onucy BUpoGHMYOro npouecy (ctagii 1, 2, 3,
4 Ta 5) Ha 3aTBEepXEHili BUPOOHWYIN AinbHAL
Novartis Ringaskiddy Limited, Ipnangisi. 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. BUpo6HMULTBO. 3MiHW B NpOLIECi
BUpo6HMLTBa AP (iHWi 3MiHM) 3MiHM B npoueci
BMPOOHULITBA, @ caMe 3MiHa 3BITHOCTI W40 po3Mipy
NPOMDKHUX NPOAYKTIB B Npoueci BupobHuutea Ad|
(8ofaHo 3HauYeHHs AN BUPO6HUYOT AinbHUL Fabbrica
Italiana Sintetici S.p.A., Italy). 3miHu | Tuny - 3miHK 3
akocTi. A®l. BupobHMUTBO. 3MiHM B Mpoueci
BUpo6HMLTBa AP (iHWi 3MiHM) 3MiHM B npoLeci
BMPOGHMLTBA, @ came BUAA/IEHHS AONOMIKHOIO
hinbTpytoHoro 3acoby, ockinibku nig Yac dinbTpawii
KaTanizaTopa Ha cTagil 3He BUKOPUCTOBYIOTbCSA
[OMOMiXHI iNbTPyBasTbHI 32C06M HA BUPOBHMUIi
AinbHuui Fabbrica ltaliana Sintetici S.p.A., Italy. 3miHu
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb AP (iHLwi
3MiHM) [ogaHo cneumdikalito 415 NoYaTKoBoro
matepiany Imatinib mesylate seed Ta 3miHn y
cneumdikauiax Ha peareHTU Ta po34nMHHUKKN Acetone;
1-Butanol (n-Butanol); Cyanamide 50% (w/w) solution;
Dimethylformamide dimethyl acetal; 5% Platinum on
active carbon 50% water wet; Sodium carbonate;
Sodium hydroxide aqueous (solution 30%);
Tetrahydrofuran; filter aid; Water; Water deionized;
Water purified Ta Xylene. 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|

(He3HauHi 3MiHM y 3aTBEpKEHUX MeToAax

BUNPOGYBaHHSA) 3MiHU MEeTOAMKW ANA ifeHTudikauii,
KiNIbKICHOTO BU3HAYEHHS Ta CyMnyTHIX AOMILLOK
meTogom X ansa suxigHoro matepiasy N-
MeTunninepasuHy, a came A0AaHO KpuTepil
npugaTHocTi xpomartorpacdiyHoi cuctemu (SST). 3MiHK
| TNy - 3MmiHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y
MeToAax BunpobyBaHHs A®I abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI

(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOGYBaHHS). 3MiHN METOAVKM ANS ifeHTUdikawi,
KiNbKICHOTO BU3HAYeHHS Ta YnCToTM MeTodom X ans

BUXigHOro MaTepianty 3-aueTunnipuaunHy, a came 3mMiHu
KpuTepiiB NpuAaTHOCTI XpoMaTtorpadiyHoi cuctemu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(SST). 3minHum | TMNY - 3MiHKW 3 AkocTi. APl KoHTponb
A®l. 3miHa y meTogax BUNpobyBaHHs A®| abo
BYVXiHOro Matepiany/npoMiXHOro NPoAyKTy/peareHTy,
LLIO0 BUKOPUCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(iHWwi 3miHM y MeTogax BUNPobyBaHHA (BK/IOYa0uM
3amMiHy abo fonoBHeHHs) APl abo
BVIXiLHOro/MpoMiKHOro NpoAykTy) MeToam KOHTPOsIo
Ons BuxigHoro matepiany N-metunininepasuHy
[OMOBHEHO MeToAoM X 3 NoNyM'IHO-IOHI3aLiiHNM
netektopom (GC FID) gns igeHTudikauii, KilbkicHoro
BM3HAYEHHS Ta CYNYTHIX AOMILLOK Ha BUPOGHUYIi
AinbHuui Fabbrica Italiana Sintetici S.p.A., Italy. 3miHu
| TNy - 3MmiHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUAYyYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)) BuiyueHo
nokasHuk «Odour» 3 cneumdikavii Ha BUXigHWIA
maTepian N-meTunninepasvHy, skuii
BMKOPVCTOBYETLCA B Npoueci BUpobHuuTea Ad|
iMaTuHiby Me3unaty. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y MeTodax BUNPOGyBaHHSA
A®| abo BMXigHOro Matepiany/npoMixKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPIKEHNX
mMeTofdax BUNPO6yBaHHS) 3MiHU METOAVKN 3a
nokasHukom «Water (Karl-Fischer)» y metogax
KOHTpOt0 AdI imaTnHI6 Me3nnaTy, BUTOTOB/IEHOMY Ha
BMPOGHMUIN AinbHuui Fabbrica ltaliana Sintetici S.p.A.,
Italy, a came gofaHO TUTPOMETPUUHI CTaHZapTK,
€KBiBa/IEHTHi peareHTy Ta onnuc MeToANKN

74.

FNIBEK®

TabneTkn, BKpUTI
NNiBKOBOKO
o60osoHKoto, no 100
mr; no 10 TabneTok
y 6nicTepi; no 6
6nicTepis B KOPOOL

HoBaprTic
®Papma Al

LLiseiiuapis

BMPOGHMLITBO
3a NOBHUM
LIK/TOM:
HoBaprTic
dapma LUTeliH
AT,
LlBeiiuapis;
BMPOOHULITBO
3a NOBHUM
LIK/TOM:
Hosapric
Papma
MNpoaakLiH
v6X,
HimeuunHa,;

LLiBefiuapis/
Himeyunna/
CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOGHMYOMY npoueci AdI,
abo 3MiHa BMPOOHUKa (BK/IHOYatoun, fe HeobXigHo,
MicLe NpoBeaeHHs KOHTPOsIIO skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
hapmakonei y 3aTBeppKeHOMY A0ChE)(iHLLI 3MiHW)
BBE/lEHHS a/lbTepHATUBHOI AinbHuLi Fabbrica Italiana
Sintetici S.p.A., ltaly, sika BignoBigasibHa 3a
BMPOGHULITBO cTagiil 1 Ta 2 ADI. BBeeHHS 3MiH
NpoTArom 6-T1 MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
Tmny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKa BMUXIAHOrO/NPOMIXHOr0 NPoAYyKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPO6GHMYOMY npoueci AdI,

3a
peyenmom

UA/9469/01/01




74

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nepBuHHE, ab60 3miHa BUpo6HuKa (BK/0HaKun, e HeobxiaHo,
BTOPVHHE MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
nakyBaHHs, BiZICYTHOCTi cepTudcpikaTa BianoBigHOCTI EBponeiichkili
BUWMYCK Cepii: hapmakonei y 3aTBepAKeHOMY A0CbE)(iHLi 3MiHN)
Nex BBeneHHs anbTepHaTUBHOT AinbHUL Fabbrica Italiana
PapmacboTnK Sintetici S.p.A., ltaly, sika BignosigasbHa 3a
anc a.4a., BMPOGHULTBO cTagiin 3, 4 Ta 5 AdI.
BMpO6HMYa BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
AinbHWLUA 3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKocTi. AdI.
Nenpasa, Brpo6HMLTBO. 3MiHa BUPO6HUKa
CnoseHis BUXiAHOro/NPOMXXHOIO NPOAYKTY/peareHTy, Lo

BVIKOPWCTOBYIOTbCA Y BUPO6HMUYOMY npotieci Ad®l, abo
3MiHa BMPO6HUKa (BK/TKOYatoum, fe HeobxigHo, micue
npoBeAeHHA KOHTPOso AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkiit
thapmakonei y 3aTBepKeHOMY 0Cbe)(3MiHV A0
3axofis, NOB'A3aHMX 3 KOHTponem A®l, a6o
[ofasaHHA AifbHUL, Ae NPOBOANTLCSA
KOHTPO/b/BMNPO6YBaHHSA cepil) BeegeHHs
anbTepHaTUBHOI AinbHULi Fabbrica Italiana Sintetici
S.p.A., Iltaly, fika BiAnoBigasIbHaA 3a KOHTPO/Ib AKOCTI
A®I. 3MmiHn | TUNY - AQMIHICTPATVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaMKEHHS
AISNbHOCTI BUPOOHUKa (BK/THOYAt0un, 3a HEOOXIAHOCTI,
MicL,e NpoBeAEHHS KOHTPO/IO SIKOCTI), ab0 B1acHuKa
macTep-gpaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Yy BUPOOHNLTBI ADI
(AIKLLLO 3a3HAYEHO Y A0CbE Ha JlikapCbKuii 3acib) 3a
BiZICYTHOCTi cepTudcpikaTa BianoBigHOCTI EBponeiichkili
dhapmakonei y 3aTBeppkeHoMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
focbe) 3MiHa Ha3BuM Ta agpecu Micusa AinbHULI
BiANOBIAA/IbHOI 3@ KOHTPOJb SKOCTI (BUNPOGYBaHHA Ha
BaXKi MeTanu Ta AoMiwkn metogom LCMS) Adl 3
Novartis Integrated Services Laboratory, Ringaskiddy
Co. Cork, Ireland, DUNS1: 985756561 Ha SGS
International Services Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63, Ireland, DUNS1:
985785798. 3miHu | TMny - 3miHM 3 skocTi. ADI.
Bupo6HMuTBO. 3MiHa po3Mipy cepii (Bk/Itovaoun
nianasoHn) A®| abo NPOMIXKHOTO NPOAYKTY, AKUi
3aCTOCOBYETLCA y Npoueci BUpobHuuTBa Ad|
(36inbLLUEHHA A0 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
po3mipom) 3miHa po3mipy cepii APl go 10% Ha
BMPOGHMUIN AinbHuui Fabbrica Italiana Sintetici S.p.A.,
Italy. 3miHu | TUNY - 3MiHK 3 AKocTi. ADI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuuytea A®I
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

(iHwWi 3miHW) 3MiHK B NpoLeci BUPO6HULITBA, a came
3MiHW [0 onucy BUpo6GHMYOro npouecy (ctagii 1, 2, 3,
4 Ta 5) Ha 3aTBEpLKEHIVi BUPOGHWYIN AinbHUL
Novartis Ringaskiddy Limited, IpnaHgisi. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HMULTBO. 3MiHW B NPOLIECI
BMPOGHMLTBA ADI (iHLWI 3MiHM) 3MiHW B npoueci
BMPOGHMLITBA, @ caMe 3MiHa 3BiTHOCTI W00 po3Mipy
NPOMKHUX NPOAYKTIB B NpovLeci BupobHuuTea AdI
(mopaHo 3HaveHHs Ana BUpobHMYOT AinbHuui Fabbrica
Italiana Sintetici S.p.A., Italy). 3miHu | TRy - 3miHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHU B NpOLLEC
BMPOGHMLTBA AP (iHLWI 3MiHK) 3MiHW B npoLeci
BMPOOHWLTBA, & Came BUAA/IEHHS JOMOMIKHOIO
iNbTPYOYOro 3acoby, OCKi/IbKM Mif Yac ginbTpauii
KaTanizaTopa Ha cTagii 3He BUKOPUCTOBYOTbCSA
[OMOMiXHI (DiNbTPyBasIbHI 32C06M HA BUPOGHMUIl
ninbHuui Fabbrica ltaliana Sintetici S.p.A., Italy. 3miHu
| TMny - 3MiHK 3 AkocTi. APl KoHTponb API (iHwi
3MiHM) JodaHo cneumdikaiio 415 NoYaTKoBOro
matepiany Imatinib mesylate seed Ta 3miHn y
cneumdikaLlisix Ha peareHT Ta po34nHHKKK Acetone;
1-Butanol (n-Butanol); Cyanamide 50% (w/w) solution;
Dimethylformamide dimethyl acetal; 5% Platinum on
active carbon 50% water wet; Sodium carbonate;
Sodium hydroxide agqueous (solution 30%);
Tetrahydrofuran; filter aid; Water; Water deionized;
Water purified Ta Xylene. 3minu | Tuny - 3miHun 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOOGYBaHHA) 3MiHM METOAUKN ANS ifeHTUdiKaLii,
KINIbKICHOTO BM3HAYEHHS Ta CYMyTHIX JOMILLOK
Metogom X ansa suxigHoro matepiany N-
MeTuaninepasvHy, a came Ao4aHo Kputepil
npugaTHocTi xpomartorpadivHoi cuctemn (SST). 3miHM
| TMny - 3miHn 3 AkocTi. APL. KoHTponb APl 3miHa y
mMeTofax BunpobysaHHs A®| abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS). 3MiHN METOAVKM ANS ifeHTudikavi,
KinbKICHOTO BU3HAYeHHA Ta YNCTOTM MeTodoMm X ans
BUXifHOro matepiany 3-aueTunnipuguHy, a came 3miHu
KpuUTepiiB NpuaaTHOCTI XpomaTtorpadivyHoi cuctemm
(SST). 3miHu | TMNY - 3MiHK 3 AKocTi. A®l. KOHTposb
A®I. 3miHa y meTofax BunpobysaHHs APl abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BVIXiHOrO Matepiany/MpoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa AD|
(iHWi 3MiHK y MeTogax BUNpobyBaHHA (BKIOYa0UM

3amMiHy abo fonoBHeHHs) Ad| abo
BUXiQHOro/NPOMIXHOrO NPoAyKTY) MeToan KOHTPOS0
Ansa suxigHoro matepiasty N-meTunninepasmHy
[0MnoBHEHO MeToAoM X 3 NoNyMm'sAHO-iOHI3aLiiHUM
netektopoM (GC FID) ans igeHTudikauii, KiibkicHoro
BU3HAYEHHS Ta CYNYTHIX AOMILLOK Ha BUPOGHUYINA

AinbHuui Fabbrica ltaliana Sintetici S.p.A., Italy. 3miHu
| TMny - 3MmiHn 3 AkocTi. APL. KoHTponb APl 3miHa y

napameTpax crneuudikauii Ta/abo f4onycTUMUX MeX,

BM3HA4YeHNX y cneuudikauisx Ha A®l, abo

BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BVKOPUCTOBYIOTHCSA Y Npoueci BupobHuutea AP|

(BMlyYEeHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapiforo nokasHvka)) BunyyeHo
nokasHuk «Odour» 3 cneuundikauii Ha BUXigHWIA
matepian N-meTunninepasvHy, skuii
BMKOPUCTOBYETLCA B Npoueci BUpobHuuTea AdI
iMaTuHIOy Me3unaty. 3MiHu | TUny - 3MiHX 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y MmeTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/NpoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeToAax BUNpobyBaHHs) 3MiHW METOAUKM 3a
nokasHukom «Water (Karl-Fischer)» y metogax

KOHTposto APl imaTVHI6 Me3nnaty, BUroTOB/IEHOMY Ha

BMPOGHUUIl AinbHULi Fabbrica Italiana Sintetici S.p.A.,

Italy, a came gogaHO TUTPOMETPUYHI CTaHaapTH,
€KBIBJIEHTHI peareHTu Ta onuc METOAVKMN

75.

IMHOKO3A-
HOBO®APM

PO34unH ANs iHdy3il,
50 mr/mn, no 200 mn
abo 250 mn, abo
400 mn, a6o 500 mn
y nnswkax; no 250
M abo 500 mny
naketax

Tosapuct
BO 3
06MeXeHo
10
Bignosiga
NBHICTIO
ipma
"HoBodpap
M.
BiocuHTe3

YKpaiHa

ToBapucTso 3
06MexeHoto
BignoBigasbHi
CTIo thipma
"HoBodhapm-
BiocuHTes"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6.
CurcTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEHO B [OCHE) (3aMiHa
abo fofaBaHHA nocTavYasibHUKa) — BBEAEHHS
[04aTKOBOro noctavasibHMKa nakyBasibHUX MaTepianis
Ta KOMMNAEKTYIOUNX A1 BUTOTOB/IEHHS NakeTis
B/1AaCHOr0 BMPOGHMLTBA (niBka noniMepHa ans
BUrOTOB/IEHHS NAakeTiB Ta Tpybka nonimepHa
BMpo6HMUTBa PolyCine GmbH, HimeyyrHa)

3a
peyenmom

UA/6284/01/01

76.

rPUNEKC
XOTAKTUB

MOpPOLLOK AN
0pasIbHOTO PO3YMHY
no 4r B cauwe nob5,
abo no 7, abo no 8
ab6o no 10 cawe y
KapTOHHI nayui

HOHINao,
nn

CLWA

BMPOGHMLITBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpONb Ta
BWMNYCK Cepii:

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapcbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /iKapcbkoro 3acoby (BMTyYeHHS HE3HAYHOTO
nokasHuka (Hanpvknag 3acTapifioro nokasHuka, Takoro

6e3
peyenma

UA/5737/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TOB tOC AK 3anax Ta cmak, abo igeHTvdikauis 6apBHUKIB UK
dapmadyjs, CMaKoBUX [,06aBOK)) BUMYYEHHSI HE3HAYHOTO
MonbLua nokasHuka «lgeHTudikayis 6apsHuka» (XiHoniHOBWI
XOBTWIA) 3i cneumdikayii Bunycky 13, Ta, SK Hacnigok,
3MiHa Hymepauii napameTpa cneuudikauii yepes
BW/TYYEHHSI f@HOr0 NokasHUka. 3MiHu | Tuny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3aco6by. 3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHA abo 3amiHa NokasHuka cneuudikauii 3a
pesynbTatamv focnimxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM /liKapCbK1X 3ac06iB
6i010ri4YHOro/iMyHOOMNYHOTO MOXOKEHHST))
3MiHa napameTpiB cneuunikauii M3 (Ha Bunyck Ta
TEePMiH NPUAATHOCTI), a came NnokasHUK «Bonoricte»
(meTop TuTpyBaHHs 3a Kapnom diwepa) (kputepii
npuiAHATHOCTI: 0,45 % M/M) 3MIHIOETLCS Ha MOKa3HMK
«Loss on drying» (E®, 2.2.32) (kpuTtepiii
NPUIAHATHOCTI: He Gisbwe 1,0 %).
77. | TPUNEKC NOPOLLOK A/1A HOHiNab, CLA BMPOOHULITBO, MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 - UA/5737/01/01
XOTAKTUB Opa/1bHOro PO3UUNHY, an nepBuHHE Ta TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/E- peyenma
no 4r B cawe, no 5, BTOpPUHHE cepTudikaT BignoBigHOCTI EBpoNeNiChKii
abo no 7, abo no 8 nakyBaHHs, hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
ab6o no 10 cawe B KOHTPO/Ib Ta OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI ab6o
KapTOHHI nayui BUWMYCK Cepii: BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeENCHKiIi
TOB tOC thapmakonei: gna A®l; ans BUXiAHOTO
dapmauis, MaTepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
MonbLa BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif] y)Xe 3aTBepAKEHOro BUpo6Huka. MogaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 1995-050 - Rev 05
(3atBepaxeHo: R1-CEP 1995-050 - Rev 04) ana A®I
napaueTamorny Bif, BXe 3aTBEPMAXXEHOT0 BUPOGHUKA
Atabay Kimya Sanayi Ve Ticaret A.S.
78. | FPUNEKC NOPOLLOK A/1A HOHiNaso, CLIA TOB tOC MonbLia BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 - UA/6285/01/01
XOTAKTUB OpasIbHOr0 PO3UUHY, nn dapmaduis, TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenma
MAKC no 5 r NopoLuKy y MonbLua cepTudpikaT BignoBigHOCTI EBponelichkii
cauwle; no 5 cawe (BUPOGHMK, thapmakonei/moHorpadii. NogaHHs HOBOro abo
abo no 8 cawey BignoBigansHN OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o
KapTOHHI nayui n3a BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
BMPOGHMLITBO thapmakonei: gna A®l; ans BUXigHOro
3a NOBHUM mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, O
LIMK/IOM) BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans

[OMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Xe 3aTBepKEHOro BUpobHvKa. MNMogaHHA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
hapmakonei Ne R1-CEP 1995-050 - Rev 05
(3aTBEepaxeHo: R1-CEP 1995-050 - Rev 04) gns Adl
napaueTamorny Bif BXe 3aTBEPAKEHOro BUPOGHUKA
Atabay Kimya Sanayi Ve Ticaret A.S.
79. | AANALUVH L, PO34nH ANS iH'EKLi, Mdpainzep CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/10372/01/01
POCDHAT 150 mr/mn; no 2 mn IHK.. MeHodekuyp TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | mniossi2ae
abo no 4 mn B WHr Benbris hapmakoHarnsagy (iHwi 3miHn) 3MiHa y 3B'A3Ky i3
amnyni; no 1 amnyni HB BWYYEHHAM TEKCTY MapkyBaHHs i3 MKHA (6e3 3miH A0
y 6nictepi; no 1 TEKCTYy MapKyBaHHS1) Y 3B'A3KY i3 3aTBEpAKEHHAM
6nictepy B TekcTy MapkyBaHHS /13 SIK OKPeMOoro JOoKyMeHTa.
KapTOHHI kopobuyj; 3arBepaKeHo:
no 2 mn abo no 4 mn METOAWN KOHTPOJTHO AKOCTI NIKAPCbKOIO
B amnyni B 3ACOBY. MapkyBaHHA. HagaeTbca. 3anponoHoBaHo:
KapTOHHI KOpo6Lii METOAN KOHTPOJKO AKOCTI NIKAPCbKOIo
3ACOBY. MapkyBaHHS1. 3rigHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs. 3MiHu I Tuny - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIill XapakTepuCcTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHS y 3B'A3KY i3 HOBMMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapMakoHarnsagy. 3miHv BHeceHi A0 IHCTPYKLii ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactusocTi", "Ocob6nnBoCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHs Ta f03un",
"Mo6iuHi peakwyji”. BBeAeHHS 3MiH NpOTArom 9-Tu
MicsLiB nicns 3aTBepAKEHHSs!
80. | AEKCA®PI Kpansi O4Hi, pO34uH, Na6opaty PpaHuis EkcensisioH PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/17337/01/01
1 mr/mn, no 0,4 mn B ap Tea TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
0/lHO1030BOMY cepTudikaT BignoBigHOCTI EBponeiichKiii
KOHTeliHepi; no 5 hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
O[HO4,030BUX OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI ab60
KOHTeliHepiB BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
3'e/HAHNX MiX thapmakonei: gna A®l; ans BUXigHOrO
C06010 y CTPIUKY Y marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
cale; no 4 a6o 6 BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
cawe (Ne20 a6bo [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
Ne30) y kapTOHHil €Bponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Kopo6Li Bif] y)Xe 3aTBepXeHOro BUPobHUKa -
nofaHHsA OHOBJ/IEHOrO cepTudiikaTa BiZNoBILHOCTI
€sponelicbkin dhapmakonei Ne R2-CEP 1992-014 -
Rev 07 (3atBepmkeHo: R2-CEP 1992-014 - Rev 06)
onsa A®l pekcameTasoHy HaTpito dhocdaty Bif, Bxe
3arBepmxeHoro BupobHrka SANOFI CHIMIE, France,
sKMiA 3miHMB Ha3By HA EUROAPI FRANCE, France.
81. | AEKCINAHT® | kancynu 3 Takena CLIA BMPOGHULITBO HimeuunHa/ BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a - UA/13660/01/01
MoamcpikoBaHUM dapmacb 3a MOBHUM Ipnangis/ TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BUBI/IbHEHHSIM oTiKauiC LMK/TOM: ITanis thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
TBepai no 30 mMr; no CLUA, IHK. Takena M'm6X, y3araJslbHeHUX AaHux npo cuctemy apmakoHarnsgy
14 kancyn y micue (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nicTepi; no 1 abo BMPOGHULTBA thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI ocobw,
no 2 6nictepu B OpaHieHbypr, BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KapTOHHiiA Kopo6Lyi HimeuunHa,; KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asiBHuka ans
BMPOGHMLITBO 3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BoHA
Hepo3chacoBa BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
HOI NpoAyKu,i: 3a 34ilicHeHHsA thapmakoHarnsay (Bkivaoum
Takepa KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
Ipnangis Nrg, thaiina cuctemm chapmakoHarnsgy). 3miHa
IpnaHgjs; YNOBHOBaXEHOT 0CO6Y 3asBHWKa, BiANOBifa/IbHOT 3a
nepBuHHE Ta thapmakoHarnsag,.
BTOPVHHE Litova pegakuisa: Cymit MyHmpkan / Sumit Munjal.
nakyBaHHs, MponoHoBaHa pepakuis: Stephane Brouckaert. 3miHa
[03BiN Ha KOHTaKTHUX [JaHNX YOBHOBaXKEHOT 0COOM 3asBHMKA,
BUNYCK cepil: BignoBigabHOI 3a hapMakoHarnsg.
Jendapm
HoBapa
C.p.n., Itanis
82. | AEKCINAHT® | kancynu 3 Takepa CLWA BMPOGHMLITBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a - UA/13660/01/02
MoAMiKOBaHNM dapmacb 3a NMOBHUM IpnaHgis/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
BUBI/IbHEHHSAM loTiKasic LIMK/IOM: ITanis thapmakoHarnagy. BeegeHHs abo 3miHu fo
TBEpAi no 60 mr; no CLA, IHk. Takepa 'm6X, y3araslbHeHNX gaHux Npo cuctemy papmakoHarnsgy
14 kancyn y micue (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
6nictepi; no 1 a6o BMPOOHULITBA thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
no 2 6nictepu B OpaHieHobypr, BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
KapTOHHI KopooLli HimeuumnHa; KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
BMPOOHULITBO 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
Hepo3chacosa BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
HOT MpoAyKu,i: 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
Takena KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
Ipnangis Nrg, thaiina cuctemu chapmakoHarnsgy). 3miHa
IpnaHgjs; YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
nepBuHHE Ta thapmakoHarnsg,
BTOPVHHE [itoua pegakuis: Cymit Mynmpkan / Sumit Munjal.
nakyBaHHs, MponoHoBaHa pepgakuis: Stephane Brouckaert. 3miHa
[03BiN Ha KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0CObM 3asBHMKA,
BMNYCK cepil: Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[Nendapm
HoBapa
C.p.n., Itanis
83. | AEHTATE/Ib renb ansa siced no 20 MPAT YkpaiHa BiAnNoBigabHN YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 - UA/6966/01/01
® ry T1y6i; no 1 Ty6i B "®ITOPA n3a TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyenma
nauvj 3 kKapToHy PM" BMPOGHMLITBO, 3MiHN y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
nepBuHHe, [00aTKOBOI AiNlbHUL BUPOGHULITBA A1 YaCTUHM abo
BTOPWHHE BCbOr0 BMPOBHMYOro NPoLECy roTOBOro NiKapcbkoro
nakyBaHHs, 3aco6y (AinbHWLSA, Ha SKili NpoBOAATLCS ByAb-AKi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTPO/Tb BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
AKOCTI Ta KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
BUWMYCK Cepii: nakyBaHHs, AN HECTEPWU/TbHUX NTIKapCbKMX 3acobiB).
MPAT BBeaeHHs HoBOro BMpo6HuKa AT "/ly6Hudhapm".
"®ITOPAPM", CynyTHS 3MiHa - 3MiHW 3 AKOCTIi. FOTOBMIA NiKapCbKuiA
YkpaiHa 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBELEHHS
BigNoBigaibHN [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
3a BCbOr0 BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro
BMPOGHMLITBO, 3ac06y (AinbHMULA AN BTOPUHHOTO NakyBaHHSA) - 3MiHN
nepBuHHE, 3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BTOPVHHE BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
nakyBaHHs, AiNbHUL| BUPOOHULTBA 718 YacThHK abo BCbOro
KOHTPO/b BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
AKOCTI: (BiNbHULA 4N NEPBUHHOIO NakyBaHHSA). 3MiHW | Tuny -
AT 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
"Ny6Hnchapm", BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOThCA
YKpaiHa BUNYCKY cepil Ta KOHTPOJI0 AKOCTi FOTOBOro

nikapcbkoro 3acoby (3amiHa abo AofasaHHA AifbHULL,
Ha SIKii 34iICHIOETLCA KOHTPO/L/BUNPOBOYBaHHSA cepil).
BBepneHHs1 BUpo6Huka AT "Jly6Huchapm”
BiANOBIAA/ILHOrO 3a KOHTPO/Ib AKOCTi. 3MiHM | TUMYy -
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag, (iHwWi 3miHn) -

Pepakuiiini npaBku po3giny MKA "Cknag". 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3arBepoxeHo: MpadgiyHe 0hOPMIEHHS YyNakoBKN
fofaeTbca 3anponoHoBaHO: MapKyBaHHS 3riAHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHI B
TEeKCT MapKyBaHHs NePBUHHOT Ta BTOPUHHOI YNakoBKU
nikapcbkoro 3acoby y n. 2 KIIbKICTb AIK0YOi
PEYOBWHW (npuBeneHHs y BignoBigHICTb [0
IHCTPYKLi 4159 MeAuyYHOro 3acTocyBaHHs). BBegeHHsA
3MiH NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roToBOro MikapcbKoro 3acoby (iHLwi
3MiHM). 3MiHM B cneuudikauii N13: "lgeHTudikayis"-
[0[aHo nocunaHHA Ha Ajtody pegakuio 4PY,
pefakuiiiHi npaBku; «P0o3Mip 4acTok», «pH» , «2-
MeTun-5-HiTpoimigason», «Hirputu», «Maca BmicTy
yNakoBKW» - pefakuiiiHi npasku; "MikpobionoriyHa
yucroTa" - NpMBEAEHHNA A0 Aitoyoi peaakuio AdY,
pefakuiiHi npasku; "KinbkicHe BU3HaYeHHs" —
YTOYHEHO Has3BY Ail040T PEYOBUHU, BUAAIEHO

emMnipuyHi hopmynu pegakuiiHi npasku; 3MiHW B
MeToAax KOHTposto: «laeHTundikauis. MeTpoHigasony
6eH30aT» - YTOYHEHO Ha3BY PO34iny, Ha AKuii €
NocuaHHs; «2- MeTUN-5-HITpoiMiAa3on» -3aMmiHeHO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3acTapiny Ha3By MacTuUHKK; «pH», «HiTpuTtn», «Maca
BMICTY YMakoBKMW» - peflakLiiiHi npaBku;
"Mikpob6ionoriyHa yncToTa" - NpUBEAEHHS 40 AitoUol
pepakuito AdY, pegakuiiiHi npasku; "KinbkicHe
BU3Ha4YeHHs. MeTpoHiga3ony 6eH30aT»" — BHECEHO
YTOUHEHHS [0 hopMy v PO3paxyHKy, BMICT
METPOHiAa30/y 6eH30aty nNpu 36epiraHHi y3rogkeHui
3i cneuyndikauieto; pegakuiiHi npaBku; 3MiHN
cTocytoTbes nwe MKA. 3MiH 3 fkocTi He
BigOyBaETHCS.

84.

AENAKIH
XPOHO® 500
Mmr

TabneTku, BKPUTI
060/10HKOIO,
NPOJIOHrOBaHOI fji
no 500 mr, Ne 30: no
30 Tabnetok y
KOHTeliHepi,
3aKpPUTOMY KPULLIKOO
3
BOJIOTOMNOr/IMHAYEM,
B KapTOHHI1 kopobui

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi
BiHTpon
IHpacTpia

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 dhapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKLii 415 MeAMYHOro 3acTOCyBaHHS NiKapCbKUX
3aco6iB 4o po3ginis "MNpoTunokasaHHsA", "B3aemMogis 3
iHLWIMMK NikapCcbKMMK 3acobamu Ta iHWi BUAK
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"MepepnosyBaHHa", "INo6ivHI peakuii” BignoBigHO A0
marepianiB peecTpauiiHoro Aocke (BHECEHHS
iHchopmauii Lo rinokapHITUHEMIT Ta NOB'A3aHUX 3
Hel HacniakiB, Taki ik po3nagn nedviHku Ta
rinepamoHiemist). BBeeHHs 3MiH NpoTAroM 6 micAauis
nicns saTeepkeHHs. 3MiHu Il Tuny - 3miHn woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHu y
KOPOTKIil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
thapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS NikapCbkux 3acobis A0
po3ainy "B3aemogis 3 iHWMMUY NiKapCbKMMKU 3aco6amu
Ta iHWi BUAW B3aemogiii" BignoBigHO Ao maTtepianis
peecTpauiiHoro Aocke (BHeCEHHs iHdhopMaL,i Wwoao
B3aeMOLji 3 MeToTpekcaToM). BBeeHHs 3MiH
npoTArom 6 micsiB Nicns 3aTBepAKEHHS

3a
peyenmom

He
nionsieae

UA/10118/01/01

85.

AEPVIBA
BOAHWI
rEnb

refb, Lmr/rno5r
abo no 15 ry 1y6i;
no 1 Ty6i B

KapTOHHI KopooLli

neHmapk
®apmacb
loTUKaN3
nTo.

IHAjA

neHmapk
dapmMacbTNK
ans Jita,.

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 0
TEKCTYy MapKyBaHHA BTOPUHHOI YNakoBKW NiKapCbKOro
3acoby B n. 13. kHOMEP CEPIi IKAPCbKOIrO
3ACOBY»

6e3
peyenma

UA/9164/01/01

86.

ANKNO®EHA
K-TEBA
DPOPTE 2 %

renb 2%, no 30 r
abo 50T, a6o 100 r
refo y Ty6i; no 1

TOB
«TeBa
YKpaiHa»

YkpaiHa

BMPOGHMLITBO
3a NOBHUM
LIMK/IOM:

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
Cuctema KOHTeiHep/3aKynopiBasibHWiA 3aci6. 3MiHa y

6e3
peyenma

UA/19275/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ty6i B KAPTOHHIl Mepkne 'v6X, MepBVHHIl yNakoBLji rOTOBOrO JlikapCbKoro 3acoby
KopoobLi HimeuuunHa,; (sKicHWIA Ta KiNbKicHWiA cknag) - M'siki Ta HECTEepPUIbHI
BTOPVHHA pigki nikapcbki hopmn. OHOBNEHHA p. 3.2.P.7.
ynakoBka: CucTema KoHTeliHep/3aKynoptoBasibHUIA 3acib, a came
TpaHcdapm 3amiHa nonicponbroBaHoro namiHaty ans
NoricTik BUrOTOB/IEHHS Ty6 NikapcbKoro 3acoby 3 5-11apoBoro
v6X , namiHoBaHoro nonietuneHy PF 404 Ha 6-uapoBuii
HimeuyunHa namiHoBaHwuit nonietTuneH PF 116 ans Bcix

3aTBEPMKEHNX TUMOPO3MIpiB Ty6. TopLesuii Ta
3aKyrnoproBasIbHWI eNeMeHT Ty6U He 3MIHIOITbCS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUlA 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo JonycTUMmx
MeX NepBUHHOI YNakoBKW rOTOBOrO NikapCbKoro
3aco6y (AONOBHEHHS cneundikalii HOBUM NOKa3HUKOM
3 Bi4NOBIAHNM METOAOM BUMPOGYBAaHHS) OHOBJ/IEHHS P.
3.2.P.7. Cuctema KoHTeliHep/3akynopoBasibHWiA 3aci6,
a came gofaBaHHA [0 cneuudikavii nepBUHHOI
ynakoBku 113 meTogy |4 ans igeHTudikawi
noninponiNeHoBOI KPULLIEYKH, LLLO HarBUHYYETLCA.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikalii Ta/abo AonycTUMmX
MeX NepPBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro
3ac06y (fONOBHEHHS cneuyvdikaii HOBMM MOKa3HMKOM
3 BiANOBIAHMM METO0M BUMNPOOYBaHHA) OHOBNEHHS P.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHUiA 3aci6,
a came goAaBaHHA 0 cneuudikavii nepBUHHOI
ynakoBku /13 KOHTPO0 NapameTpiB APYyKOBaHOro
nakysasibHoOro matepiany (Control of printed packaging
materials: Packaging material number, Text control).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3acib.
3MiHa napameTpiB cneundikauii Ta/abo JonycTUMmx
MeX NepBMHHOI YNakoBKM rOTOBOrO NiKapCbKOro
3aco6y (BW/TyYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpwvkniag 3acTapinioro NoKkasHKKa)) OHOBMIEHHS P.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6,
a came BUyYeHHs 3i crneumdikauii nepBuHHOT
yMakoBKM NamiHoBaHOT Ty6u napameTpy «BidyanbHe
BUMPOOYBaHHA: KOHTPO/Ib 3aKPUTTA Ta NepLUOro
BiAKPUTTA». Lli BUNpoByBaHHA € YacTMHOI napameTpy
«Onunc» NepBUHHOT YNakoBkW (HAasABHICTb KOHTPOSIO
3aKpUTTA (ONIOMGYBaAHHS) TAKOX 3a3HAa4YeHO Ha
TEXHIYHOMY KpecneHHi). 3MiHu | Tuny - 3MiHU 3 SKOCTI.
loToBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneumgikauii Ta/abo AoNyCTUMUX MEX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3MiHW) -

OHOBNEHHA p. 3.2.P.7. CucTema koHTeliHep/
3aKynoproBasibHWIA 3acib, a came YTOUHEHHS KpUTEpIto
NPUAHATHOCTI AN napameTpy «Onuc» y cneuudikauii
Ty6y BUpOGHUKa /13 (30BHILLHIl BUrNSA He 3MiHWBCS,
3MiHM0CA nLe opPMy/IIOBaHHA BUMOTY napaMeTpy

«Onuc»)

87.

ANNPOCATNIK
®

NocbioH; no 30 Mny
donakoHi 3 Npo6Koto-
KpanensHuueto; no 1
hnakoHy B
KapTOHHI KopooLli

OpraHoH
CeHTpan
lcT TM6X

LLiseiuapis

CEHEKCI
HSC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, K0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsag,.

[itoua pepakuin: MapiaHHa Bank-KopteHpaag,.
MponoHoBaHa pepgakuis: AokTop ®epHaHga TaBapec.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXXEHOT 0CcObun
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy

3a
peyerimom

UA/4114/01/01

88.

ON®IOKAH
®

PO34nH ANs iHdy3il,
2 mr/mn; no 50 mn
a6o 100 mny
nakoHi, no 1
hnakoHy B
KapTOHHII ynakoBLi

NMeANIEP
IHK.

CLWA

PapeBa
Ambya3s

®paHuisa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu ||
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMW, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO B
IHCTPYKL,i0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
3acoby a0 po3zinis "B3aemMogis 3 iHLWIMMKU NikapCbKMu
3aco6amu Ta iHLWi BUAW B3aEMOAI", "3acTocyBaHHA Y
nepiog, BariTHocTi abo rogyBaHHs rpyaaro”. BeegeHHs
3MiH NPOTArom 9-Tu MICALIB NiCIA 3aTBEPAXKEHHS.
3MiHn Il TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acToCyBaHHS Y 3B'A3KY i3 HOBUMM
[AaHUMW 3 SKOCTI, OKNIHIYHUMU, KNIHIYHUMI JaHUMK Ta
JaHuMu 3 hapMakoHarnagy - 3MiHu BHeCEHO B
IHCTPYKLUiO A1 MeANYHOro 3acTOCyBaHHS NiKapCbKoro

3a
peyerimom

He
nionsieae

UA/5970/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aco6y A0 po3ainiy "Bsaemogis 3 iHWYMU NiKapCbKrMu
3aco6amMu Ta iHLWi BUAY B3aemogili". BBeieHHS 3MiH
NpoTArom 9-Tm MiCALIB MiCNsa 3aTBEPKEHHS

89.

[LOHOPMIN

TabneTku, BKpUTI
060/10HKO0, No 15
mr no 10 a6o no 30
TabneTtok y Ty6i; no
1 Ty6i B KAPTOHHiIl
Kopoo6Li

YMNCA
CAC

®paHuia

YMNCA CAC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTeEMy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
3pjiicHeHHs dhapmakoHarnagy: [irova pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa peakLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX faHWUX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
3fiiCHEHHS1 papMakoHarsay

Ne 10 — 6e3
peyenma;
Ne 30 — 3a
peyenmom

UA/7213/02/01

90.

AOHOPMIN

TabneTky Wwunyyi no
15 wmr, no 10
Tabnetok y Ty6i; no
1 ab6o 2 Ty6u B
KapTOHHI KOpo6Lii

YIMCA
CAC

PpaHuis

YINCA CAC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX MPO cMcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHOT 0coou,
BiANOBiAANbHOI 3a 34ilicCHEHHSA thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 34jiicHeHHs hapmakoHarnagy (BkIyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0COOU 3a8BHMKA, BifgnoBigasibHOI 3a
3AjiicHeHHs1 hapmakoHarnagy: [iroya pepakuisi: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHMUX AaHNX
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
3[iiCHEHHS chapMakoHarnsay

Ne 10 — 6e3
peuyenma;
Ne 20 — 3a
peyenmom

UA/7213/01/01

91.

EBEPONIMY
C-BICTA

Tabnetkv no 2,5 wr;
no 5 Tabnetok y
6nictepi; no 6
6nictepiB y
KapTOHHI KopooLii

MicTtpan
Kenitan
MeHemxm
eHT
Nimiteq

AHrnis

nepBuHHe,
BTOPWHHE
nakyBaHHs,
KOHTPO/b
SAKOCTI, BUMYCK
cepii: CiHTOH
XicnaHisi, C.

Icnanis/
Yuni

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta
dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT
[ANs MeAMYHOro 3aCTOCYyBaHHS Ha MifcTaBi peryssipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
ab0 Joc/ifgKeHb 3 6e3MeKkn 3acTOCYBaHHS JlikapCbKoro

3a
peyenmom

He
nionsiecae

UA/17149/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
N., IcnaHis; 3acoby B micnspeecTpaviliHvii nepiod, abo sk
BUPOBHULTBO, pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
nepBuHHe, BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
BTOPWHHE (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
nakyBaHHs: opraHom)
CiHTOH Ynni 3MiHV BHECEHI [0 iIHCTPYKLii 418 MeguyHoro
Nrtpa., Yuni 3acTOCyBaHHS NikapcbKoro 3acoby y po3gim
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLLi
BMAM B3aemogiit”, "OcobmMBOCTi 3acTOCyBaHHA"
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
L0401 PeYOBUHW.
92. | EBEPO/IIMY Tabnetkv no 5 wmr; Mictpan AHrnis nepBuHHE, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | 3a He UA/17149/01/02
C-BICTA no 5 tabnetok y Kenitan BTOpPUHHE Yuni TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosisi2ae
6nictepi; no 6 MeHexm nakyBaHHs, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepiB y eHT KOHTPO/Ib NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHI KopooLli Nimiteq SKOCTI, BUNYCK [ANs MeAnYHOro 3aCTOCYyBaHHS Ha MigcTasi perynsipHo
cepii: CiHTOH OHOBJ/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
Xicnais, C. ab0 JocnigxeHb 3 6e3MneKkn 3aCTOCyBaHHS ikapCbKoro
N., IcnaHis; 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
BUPOBHULTBO, pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
nepBuHHeE, BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
BTOPWHHE (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
nakyBaHHs: opraHom)
CiHTOH Ynni 3MiHV BHECEHI [0 iIHCTPYKLii A1 MeguyHoro
Nrtpa., Yuni 3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin”, "Ocob/MBOCTI 3aCTOCYBaHHS"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
L0401 PeYOBUHW.
93. | EBEPO/IIMY Tabnetkv no 10 wmr; Mictpan AHrnis nepBuHHeE, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/17149/01/03
C-BICTA no 5 tabnetok y Kenitan BTOPVHHE Yuni TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosnsizae
6nictepi; no 6 MeHemxm nakyBaHHs, thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
6nictepiB y eHT KOHTPO/b nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHI KopooLli Nimiten SAKOCTI, BUNYCK 0151 MeAMYHOro 3aCTOCyBaHHA Ha nifcTasi perynspHo
cepii: CiHTOH OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
Xicnawis, C. ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
N., IcnaHis; 3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
BMPOBHULTBO, pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
nepBuHHE, BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
BTOPWHHE (3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
nakyBaHHs: opraHom)
CiHTOH Ynni 3MiHV BHECEHI [0 iIHCTPYKLii 418 MeguyHoro
Ntga., Ywni 3acToCyBaHHS Nikapcbkoro 3acoby y po3ainm
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin”, "Ocob/MBOCTI 3aCTOCYBaHHS"
BiANOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
L0401 PeYOBUHN.
94. | EBPA® nnactump - BAT YropwumHa BrnpobHMuTBO HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/2051/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TpaHcaepmaibHa "l'epeoH Hepo3dacosa Benbris/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | nidssi2ae
TepaneBTUYHa PixTep" HOro NPoAyKTy YropwmHa 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS
cuctema (TTC); no 1 Ta nepBMHHa [04aTKOBOT 4iNIbHUL BUPOBHULTBA /15 YacTUHU abo
nnacTupy B nakeri i3 ynakoBka: BCbOr0 BMPOOHNYOro NPoLEeCy roToBOro NiKapcbkoro
namiHoBaHoro NTC NomaHH 3acoby (finbHULA AN BTOPUHHOTO NakKyBaHHS) -
nanepy i TepaneBTUYHi BBE/lEHHS 40aTKOBOI BUPOOHWNYOT AinbHUL BAT
asTIloMiHieBOT Cuctemu AT, «leneoH PixTep», YropwuHa, sika Bignosigae 3a
osbru; No 3 nakeTu HimeuyunHa BTOPWHHY ynakoBky J13. 3MiHu | TUny - 3MiHK 3 AKOCTI.
B NPO30pOMY BTopuHHa [OTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
nakeTuky 3 yrnakoBka Ta 3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY cepil
noniMepHoi NNiBKK; BUMyCK cepii: Ta KOHTPO/II0 AKOCTi FOTOBOrO NiKapCbKOro 3acoby
no 1 a6o 3 AHcceH (3amiHa abo gofaBaHHA BUPOOHUKA, L0 BiANOBIgaE 3a
NpO30pMX NaKeTUKN dapmaueBTUK BBE3€HHA Ta/abo BUMyck cepii) - He Bkovatoun
(3 a6o 9 nnacTtupis) a HB, Benbris KOHTPONb/BUNPOBYBaHHSA cepil - BBEAEHHS A04AaTKOBOI
pa3om 3i BropuHHa BUPO6HMYOT AinbHuUi BAT «egeoH PixTep»,
cneuianbHUMK ynakoska Ta YropLyHa, sika Bignosigae 3a sunyck cepii /13, He
Hakneikamu Ha BUMyCK cepii: BK/TIOHAI0UN KOHTPO/Ib/BUNPOOYBaHHSA cepil.
KaneHgap ons BAT "TeneoH
NO3HayoK Npo PixTep",
BUKOPUCTaHHS YropuyHa
nnactupy (TTC) y
KapPTOHHII ynakoBLi
95. | EKCUNIANM | emynbcisa Fangepva LLiBeiiuapis LLnipir ®apma LBeliuapis BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 6e3 UA/11920/01/01
rigPonoCb HawlwkipHa, 20 CA Al YTOUHEHHs1 KOHLIeHTpaLii Ta peecTpauiiiHoro peyenma
NOH mr/mn, no 200 mny Homepa B Hakasi MO3 YkpaiHnu Ne 1819 Bipg,
chnakoHi; no 1 27.08.2021 B npoueci BHeCEHHSA 3MiH (3MiHW | Tuny -
hnakoHy B 3MiHM Wopao 6e3nekn/ethekTMBHOCTI Ta
KapTOHHI kopobuyj; thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 500 mn 'y y3arasisHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
donakoHi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 45
3piicHeHHs1 hapMakoHarnisgy B YkpaiHi, AKLO BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6M, BifgNoBigansbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - 3MiHa KOHTaKTHOT
0cobu 3asiBHUKA, BIANOBIAA/IbHOI 3a 34IICHEHHS
thapmakoHarnagy B YkpaiHi: NponoHoBaHa peaakLis-
[aHinosa Jlapuca BonogumupisHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asiBHMKA, BiAnoBigaibHOI 3a 34iACHEHHS
hapmakoHarnsagy B YkpaiHi). Pefakuis B Hakasi -
eMy/ibCis HawkipHa, 40 mr/mn, UA/11923/01/01. BipHa
pepakuis - emynbcis HawkipHa, 20 mr/mn,
UA/11920/01/01.
96. | EKCUMIANTM | emynbcia Fangepva | LBseiyapis LLnipir ®apma LLBeiuapis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/11923/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

ninonocbin
OH

HawKipHa, 40
mr/imn; no 200 mny
dnakoHi; no 1
hNakoHy B
KapTOHHI kopobuyj;
no 500 mny
donakoHi

CA

Al

YTOUHEHHS1 KOHLIeHTpaLii Ta peecTpauiiiHoro
HoMepa B Hakasi Ne 1819 Big 27.08.2021 B npoueci
BHECEHHA 3MiH (3MiHK | TNy - 3MiHK LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) - 3MmiHa KOHTakTHOT 0cobu
3as1BHMKA, BiAnoBigasibHOI 3a 34iACHEHHS
hapmakoHarnsgy B YkpaiHi: MponoHoBaHa pegakuis-
[aHinosa Jlapuca BonogumupisHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi). Pegakuis B Hakasi -
emynbCia HawkipHa, 20 mr/mi, UA/11920/01/01. BipHa
pepakuis - emynbcia HawkipHa, 40 mrimn,
UA/11923/01/01.

peyernma

97.

E/NIOKOM®

nocbiioH 0,1 %, no
30 mn 'y hnakoHi-
KpanenbHuui; no 1

hNaKkoHy y
KapTOHHI KopooLli

OpraHoH
CeHTtpan
let Tm6X

LLiseiiuapis

[Jenbdhapm
MoHpeans [HK.

KaHaga

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
hapmakoHarnag,.

[itoua pegakuis: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pepfakuis: fokTop ®epHaHga Tasapec.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAA/LHOI 3a hapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/6293/03/01

98.

E/NIOKOM®

Kpem 0,1 % no 15r
a6o 30 ry Ty6i; no 1
Ty6i Y KAPTOHHIi

OpraHoH
CeHTtpan
lcT T'm6X

LLiBeiiuapis

OpraHoH
XelicT 6B

Benbrig

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnisgy. BeegeHHs abo 3MiHM A0

3a
peyenmom

UA/6293/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Kopo6Li y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMy
hapMakoHarnsay, amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifgnoBigabHOI 3a
thapmakoHarnag,.
[itoua pegakuis: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pepfakuis: fokTop ®epHaHga Tasapec.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6u
3asBHYVKa, BignoBiganbHOI 3a hapmakoHarnsag,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy
99. | EPIAOH® Tab1eTkn BKPUTI [Lekcenb I13painb BMPOGHMLTBO, I3painb BHECEHHS 3MiH [0 peecTpavLjiiiHuX MmaTepianis: 3MiHu | 3a - UA/17620/01/02
NNiBKOBOKO nra. nakyBaHHs, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
060/10HKOI0, NO 4 ™r; BMNPOBYBaHHSA 3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLTBA
no 10 TabneTok y KOHTpO/II0 rOTOBOrO J1ikapCbKOro 3acoby, BK/IOYaUM MPOMIKXHWIA
6nictepi; no 3 a6o 6 AKOCTi Ta NPOAYKT, L0 3aCTOCOBYETLCHA NPU BUPOOHULTBI
6nictepiB y BUWMYCK Cepii: rOTOBOrO /iKapCbKOro 3acoby (He3HauHa 3miHa y
KapTOHHI nayui [lexcens NTa,, npoLeci BUpobHULITBA) HE3HAaYHA 3MiHa Y NpoLeCi
I3painb; BMPOOBHWLITBA FOTOBOTO /liKapCbKOro 3acoby, a came
BMNPOBYBaHHSA 36iNbLUEHHSA KoediuieHTy nokpnTTa 3 1,5 ao 3 nig yac
KOHTpO/II0 npouecy NOKpUTTS; KpiM Toro, y po3gini 3.2.P.3.2.
AKOCTI BHECEHO pefakLiiiHi 3MiHK, W06 B1uaanuTn
(mikpob6ionoriy iHchopmawito, Lo KiNbkiCTb BOAW Mae NpubansHe
HWiA 3HauYeHHs; Takox byna Bunpas/eHa gpykapcbka
KOHTPOSb): NoMusIKa y 3a3HaueHiil KinbkocTel BocKy
TOB IHcTUTYT KapHay6cbkoro 3 0,130 mr go 0,128 mr
Xap4oBoi
Mikpo6ionorii
Ta CNOXMBUUX
TOBapiB,
I13painb
100. | ECNA- Tabnetkv no 2,5 wr; Ecnapwma HimeuunHa Ninpgodhapm HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/17004/01/01
TNBON® no 28 TabneTok y M6X M6X TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

6nictepi; no 1
6nictepy B
KapTOHHI KopooLli

thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeH/X gaHux npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy

hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,

BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiMiHHa Bifl YNOBHOBaXeHOI 0cO6M, BiANOBIAa/IbHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3a 3pjiicHeHHs hapMakoHariaay (BKIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
chaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6U 3as1BHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYKA, BifnoBiAabHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa Micus 34iACHEHHS! OCHOBHOT AisAfIbHOCTI
3 hapmakoHarnagy.

101.

E®EPA/ITTAH

cynosuTopii
pekTasnbHi o 80 mr;
no 5 cynosuTopiis y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLli

YIMCA
CAC

PpaHuis

YINCA CAC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTeEMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3piicHeHHs hapMakoHarnsgy B YkpaiHi, AKLOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
3pjiicHeHHs hapmakoHarnagy: [iroya pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHMX gaHnxX
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
3AiicCHEHHs hapMakoHarnsay

6e3
peyenma

UA/5237/03/01

102.

E®EPA/TTAH

cynosuTopii
pekTasibHi no 150
Mmr; no 5
CynosuTopiie y
6nicTepi; no 2
6nictepu B
KapTOHHI KOpo6Lii

YMNCA
CAC

®paHuina

YMNCA CAC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeH/X gaHux npo cuctemy dpapmakoHarnsgy
(BBEieHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemu chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BigNOBifabHOT 3a
3[jiicHeHHs1 hapmakoHarnagy: [iroya pepakuisi: El
Mahdi Benchekroun, MD. NponoHoBaHa peakLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX AaHWUX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
3[iiCHEHHS1 hapMakoHarisgy

6e3
peyenma

UA/5237/03/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
103. | E®EPA/ITAH | cynosuTopii YMNCA ®paHuisa YMNCA CAC ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 - UA/5237/03/03
pekTasnbHi no 300 CAC My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenma
Mr; no 5 thapmakoHarnagy. BeegeHHs abo 3miHu o
cynosmTopiis y y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
6nictepi; no 2 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
6nictepu B thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocoowu,
KapTOHHI KOpo6Li BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
3pjiicHeHHs chapmakoHarnagy: fitova pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa peakLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX faHWX
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
3fiiCHEHHS1 dpapMakoHarisay
104. | E®GEPAJITAH | po3uuH opasibHuWii 3 YIMNCA PpaHuis YIMNCA CAC PpaHuin BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 - UA/5237/02/01
%; no 90 MmNy CAC TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
donakoHi; no 1 thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
haKoHy B y3arasibHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
KOMMNAEKTi 3 MipHOI0 (BBEAEHHSA y3araslbHEHNX AAHUX MPO cUcTeMy
JIOXKOIO Y KapTOHHIl thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
KopoobLi BiANOBIAANLHOI 3a 34iicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3piicHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoOBigasibHOI 3a
3pjiicHeHHs hapmakoHarnagy: [iroya pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3miHa KOHTaKTHMX AaHnxX
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
3AiicCHEHHs hapMakoHarnsay
105. | E®EPA/ITAH | TabneTtku wwunyui, YIMNCA ®paHuisa YIMNCA CAC ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 - UA/7278/01/01
3 330 mr/200 mr o 10 CAC TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
BITAMIHOM Tabnetok y Ty6i; no thapmakoHarnagy. BeegeHHs abo 3miHu fo
C 1 a6o no 2 Ty6u B y3araslbHeH/X gaHux npo cuctemy dpapmakoHarnsgy
KapTOHHilA KopooLyi (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiMiHHa Bifl YNOBHOBaXeHOI 0cO6M, BiANOBIAa/IbHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3a 3pjiicHeHHs hapMakoHariaay (BKIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
3[jiicHeHHs1 hapmakoHarnaay: [iroya pepakuis: El
Mahdi Benchekroun, MD. MNponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHUX gaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifnoBigabHOI 3a
34iicHeHHA hapMakoHarnsay

106.

XXEHbLUEHIO
KOPEHI

KOpeHi (cybcTaHL,is)
y nakeTtax
nonieTuIeHoBmX
BKMaAEHUX y
KOPOGKYM 3 KApPTOHY
ans
chapmaLeBTUYHOrO
3aCTOCYBaHHS

TOB
"ENNIC-
YKPAIHA"

Ykpaina

BUWMYCK Cepii:
TOB "EJMIC",
Narteis
3aroTiBns,
BUCYLLYBaHHS,
noapibHeHHS,
nakyBaHHs:
YaitHa
Mexeko
KopnopeiiweH
TaHrry
dekTOpI,
Kutaii

Natsis/
Kutait

BHECEHHS 3MiH O peecTpavjiiiHuX MmaTepianis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
Ta/abo agpecu micusa NPOBamKeHHS AisIbHOCTI
BMPOGHMKa (BK/TKOYakouM, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJI0 SKOCTi), abo BacHMKa mactep-
thaiina Ha A®Il, abo noctavasnbHuka APl/BnxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAaYEeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBpONEChKilt
chapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AONOMIKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
pocke). 3MiHa agpecy BMpobHuka A®I, Lo Bignosigae
3a BUNyck cepii, 6e3 3MiHWM BUPOGHUYOI AiNbHUL, Y
3B'A3KY i3 aAMiHICTpaTMBHO pedhopmoto y Pusi. 3MiHn
| TNy - 3MiHKW 3 AkocTi. A®I. KoHTponb A®I (iHwwi
3MiHn). Mepeknag MKA N3 3 pocilicbkoi MOBY Ha
YKPaIHCbKY.

UA/17056/01/01

107.

30/IMIFPEH®
CNPEN

cnpeii HazanbHuUiA
[o30BaHuii, 2,5
mr/gosa; no 2 mn (20
[03) y donakoHi; no 1
hnakoHy y nauui 3
KapTOHY

AT
«Papmak»

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
MRy - AGMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUPOGHMYOT
AiNbHULI (BKAOYatoum AinbHuUi ana A®l, npomikHoro
npoaykTy abo roToBOro /ikapCcbKoro 3acoby, AiNbHULI
AN NpoBefieHHs NakyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BMNYCK Cepiii, MicLie NpoOBeAEHHS
KOHTPO/0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYeHO Yy A0CbE). AgMiIHICTpaTUBHA 3MiHa
BUNy4YeHHs BUpo6bHuka 13: TOB HaykoBo-BMpOGHMYa
ipma "MIKPOXIM", YkpaiHa BignosigaibHoro 3a
BMPOGHMWLITBO Ta KOHTPOL/BUNPOBYBaHHS cepii, He
BKJ/1HOYA0UN BUMYCK Cepii, Y 3B'A3KY 3 HEMOX/IUBICTIO
BMPOGHMLTBA /13 Ha BUPOGHMYOMY MaiigaHumky yepes
10ro 3HaXOMKEHHS HA TUMYACOBO OKYNOBaHii
TepuTopii JlyraHcbkoi 06nacTi. 3anuwaeTbcs
BMPOBHUK BiZNOBIAA/IbHNI 32 MOBHWIA LK
BMpo6HMUTBa AT "dapmak”, YkpaiHa

3a
peyenmom

UA/15215/01/01

108.

IBYTNPOM _
oNa QITEN
®OPTE

CycneHsisi opasibHa
no 200 mr/5 mn;
no 30 mn, 100 mn,

tOHiNao,
nn

CLA

Brpo6HMUTBO,
nepBUHHE Ta
BTOpPUHHE

IcnaHis/
HigepnaHgn
/

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa y

6e3
peyenma

UA/15878/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
150 mn a6o 200 mn nakyBaHHs, MonbLa MeToAax BUNpobyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
y thnakoHi; no 1 KOHTPO/b (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax

hNaKkoHy B
KOMNeKTi 3i
LUNpULOM-
[,03aTOPOM M0 5 Mn
B KapTOHHI kopobuj

AKOCTI, BUNYCK
cepii rotoBoro
NPOAYKTY:
dPapmacbeppa
MaHydoekuypi
H, CJ1.,
IcnaHis;
Brpo6HMUTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTpO/b
AKOCTI, BUNYCK
cepii rotoBoro
NPOAYKTY:
Jendapm
Bnapen B.B.,
HigepnaHaw;
KoHTposib
AKocTi (3a
BUHSATKOM
Mikpo6ionoriy
Horo
KOHTPO/I0),
BUNYCK cepil
roToBOro
NPOAYKTY:
dapmanigep,
C.A., Icnanist;
Bupo6bHuuTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpPO/b
AKOCTI:
Enedapm,
C.N., IcnaHis;
AnbTepHaTuBH
a [inbHUuUA
ans
npoBefeHHs
Mikpo6ionoriy
HOro
KOHTPO/IO
(cy6porosip 3
BMPOGHUKOM

BMNPOO6YyBaHHA) BHeECEHHSA He3HauHVX 3MiH 40 MeToAy
BMNPOGYBaHHSA KiHLEBOro NpoaykTy «KinbkicHe
BM3HAYEHHS ibynpodpeHy, 4'-i306yTnnavetodeHoHa, 2-
(4-6yTndbeHiN)NPonioHoBOI KNCNOTU, BYAb-AKOI iHLLOI
iHAVBMAY&/TbHOI AOMILLKU, CYMU IHLLNX IHAUBIAY&UTbHUX
[OOMILLOK Ta 3arasibHOi CyMu AOMILLOK i6ynpodheHy
(BEPX)». MNponoHoBaHa nonpaska CTOCYETLCA: - 3MiHU
OnMuCy NPUroTyBaHHS CTaHAAPTHOrO PO3UNHY JOMILLIKMN
J, - 3MiHW METOAMKN PO3PaxyHKy KOHLLeHTpauil
OOMILLKM J, - 3MiHW Y NPUrOTYBaHHI PO34nHY
nocnimpxyBaHoi npobu. [omiwka J (onncaHa B Ajtovii
MoHorpadii €sponelicbkoi Papmakonei Wwoao
ibynpocheHy) 6yna BKYeHa B NiMIT 3aTBEPLKEHOI
cneundikauii, BCTaHOBNEHWI 418 «ByAb-AKUX IHLWNX
iHAUBIAYa/TIbHUX OOMILLOK». 3 L€ NPUYNHU He
noTpi6HO 3miHoBaTK cnevudikauii, Hemae 3MiH
3ara/ibHUX MeX [OMILLOK i HEe BUSIB/IAETLCA HOBUX
HeigeHTudikoBaHMx gomiwok. Po3gin 3.2.P.5.1
Creuvngikauii 3a1MwaeTbcs 6e3 3MiH.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dapmanigep,
C.A.): biona6
C.N., IcnaHis;
Bunyck cepii
roToBOro
NPOAYKTY:
TOB lOC
dapmauis,
MonbLa
109. | IKEPBUC® Kpanni o4Hi, CaHTeH DiHNAHAiA Brpo6HMUTBO, PpaHuin/ BHECEHHS 3MiH O peecTpavjiiiHuX MmaTepianis: 3MiHu | 3a - UA/17100/01/01
emMynbCis, 1 mr/mn; AT KOHTPO/1b DiHNAHAIA TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
Ne 30 (5x6): no 0,3 AKOCTI, hapmakoHarnagy. 3MiHa YactoTn Ta/abo TepMmiHiB
M/ B THOOMK- nepBuHHe Ta nofaHHs perynsipHo OHOB/IIOBAHWX 3BITIB 3 6e3neku
KpanesibHULi Ans BTOPVHHE niKapcbkunx 3aco6iB. 3MiHW y 4aCcTOTi NOAaHHSA
OiHOKpaTHOro nakyBaHHs: perynsipHO OHOB/IIOBAHOrO 3BITY 3 6e3neku.
3aCTOCYBaHHs; No 5 EKCEJIbBDKE [itoya pepakuis: YactoTta nogaHHs perynsipHo
THO6VK-KpanesbHULb H, ®paHuis; OHOBJIHOBAHOrO 3BiTY 3 6e3nekun 6 Micauis.
y namiHoBaHOMy Bunyck cepii: MponoHoBaHa pegakuis: YactoTa nogaHHs perynsipHo
anioMiHieBoMy CaHteH AT, OHOB/THOBAHOrO 3BiTYy 3 6e3nekn 1 pik. PekomeHa0BaHO
nakeri; no 6 nakeTis PiHNAHAIA; [0 3aTBepKeHHS BignoBigHO A0 NepioanYHOCTI
Y KapTOHHIli KOopoobLi BTopuHHe NOAAHHS PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
nakyBaHHs: nikapcbkux 3acobiB y €C.
CEPBIMAK,
PpaHuis
110. | IHTECTI®PAI po3uvH; no 10 mny HEO KaHapa BCi cTagii KaHnapa/ BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a He UA/15970/01/01
® dhnakoHi; no 4 MPOBIO BMpOGHULTBA: YkpaiHa TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssizae
BAKTEPIO®A | cdhnakoHu B KEAP IHK. TOB Cuctema KOHTeHep/3aKynopoBasibHWi 3aci6. 3MiHa
r KOHTYpHIlA «®PAPMEKC pO3Mipy ynakoBKv roTOBOrO JlikapcbKoro 3acoby (3MiHa
MONIBANEHT | yapyHKoBiii FPYI», KiNbKOCTI 0guHMLb (Hanpuknag TabneTok, amnyn
HUIA ynakosuj; no 1 YkpaiHa gns TOLLO) B yMakoBLii:) - 3MiHa y Aiana3oHi 3aTBepaKeHnX
KOHTYpHIlA HEO MNMPOBIO pO3MipiB ynakoBkn. BBeeHHS anbTepHATUBHOI
YapyHKOBIli ynakoBLj KEAP IHK., KOMMnekTauil Ana ynakoBKX rOTOBOTO JliKapCbKOro
Ta 4 KpuLKamu- KaHaga 3aco6y fo3yBaHHAM 10 M. TepMiH BBEAEHHS 3MiH -
KpanesibHUUAMY B BUNYCK cepil: NPOTAroM 6 MiCAILiB MicNs 3aTBEPKEHHS.
iHAMBIAyanbHOMY TOB
nakyBaHHI B mauii 3 «®PAPMEKC
KapToHy; no 10 mny PYM»,
hnakoHi; no 4 YkpaiHa gns
dnakoHn B HEO MNMPOBIO
KOHTYpHIlA KEAP IHK.,
YapyHKOBIli Kanaga
ynakosuj; no 1 abo
KOHTYpHIl TOBAPUCTB
YapyHKOBIli ynakoBLj 03
B NayL,i 3 KAPTOHY; OBMEXEHO
no 20 mn 'y doNakoHi; 10]
no 4 cpnaxkoHu B BIANOBIAAN
KOHTYpHIli bHICTHO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YapyHKOBIli «HEQINPOBIO
ynakosLi; no 1 KEAP-
KOHTYPHili YKPAIHA»,
YapyHKOBIli ynakoBLji YkpaiHa
B NauLli 3 KAPTOHY;
no 50 mn y gonakoHi;
no 1 conakoHy B
nauui 3 KapToHy
111. | IHPAHPUKC cycnensis (DTPa- nakcoCwmi Benuka nakcoCwmitKn Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/16235/01/01
FEKCA™/INF | HBV-IPV) gns TKnsiiH BputaHis ARH TUny - 3miHu 3 skocTi. A®I. BupobHuuTBo. 3MiHU B peyenmom
ANRIX iH’ekuili no 0,5 mn (1 Excnopt Bionogpxikans npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
HEXA™ [03a) Ta nioginisar Nimiteq C.A. BNpo6HMUTBa ADI) HesHauyHa 3miHa y npoueci
KOMBIHOBA | (Hib); 1 nonepeaHbo BMPOGHMLUTBA ADI:1) 3amiHa CBUHAYOIO TPUMCUHY
HA HanoBHEHWI (pTrypsin) Ha TPUNCKH, OTPUMaHUIi 3a [ONOMOrOH0
BAKUVHA 0HOpa3oBuii TexHonorii pekombiHaHTHOI AHK (rTrypsin); 2)
ansa wnpuy (Mo 0,5 mn (1 BUAASIEHHS CyNbhaTy HEOMILMHY 3 PO3UMHY TPUMCKHY,
MPO®INTAKT [,03a)) Y KOMIM/IeKTi 3 LLIO BUKOPUCTOBYETLCA B cepefoBuLLi pTrypsin, a
VKN [BOMa rosikamu ta TakoX 3miHa pH po3unHy TpuncuHy 3 6,9 +0,2 o 7,0
ANDTEPI, hnakoH 3 +0,2. PegakuiiiHi 3MiHU: OHOBNIEHHS NOCW1aHb Ha
NMPABLA, niocpinizaTom (Hib) aHasliTUYHI MeToAM Ta OHOBMIEHHS CKNagy po3unHy Ne
KALLUHOKY ona 1 nosu, wo 6
(ALEMONAP | 3miwyoTbCcs nepes,
HUNA BUKOPUCTaHHAM
KOMMOHEHT | (wnpwy 3 ronkamu
), TENATUTY | 3aKpuTi ryMOB/MM
B, KoBMavkamu); ABi
noniomMien rofikn (ogHoro
TY TA po3mipy), Wwnpuy, Ta
3AXBOPIOB hNakoH repMeTnyHO
AHb, 3anakoBaHi y
3BYAHUKOM | nnactukoBuii
AKX € KOHTeliHep; no 1 abo
HAEMOPHIL no 10 niacTukoBux
us KOHTeliHepiB y
INFLUENZAE | KapTOHHili KOpoo6Li 3
TIny B MapKyBaHHAM
YKpaiHCbKOIo
MOoBOI0; 1
nonepegHL0
HanoBHEHWNI
0iHOpa3oBuiA

wnpuy (o 0,5 mn (1
[,03a)) Y KOMMNJIeKTi 3
[ABOMa rosikamu Ta
h1akoH 3
niogpinizatom (Hib)
aona 1 nosu, wo
3MiLLYIOTbCA nepes
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BUKOPUCTaHHAM
(wnpwy, 3 ronkamu
3aKpUTi 'yMOBUMU
KoBnaykamu); ABi
rofikn (ogHoro
po3mipy), Wwnpuw, Ta
h/1aKOH repMeTUyHO
3anakoBaHi y
NAacTUKoBUiA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTelHepiB y
KapTOHHI kopobui 3
MapKyBaHHAM
aHrNiNCbKO MOBOO
3i cTvKepamu
YKPaiHCbLKO0 MOBOO
112. | IHOAHPUKC cycneHsis gns nakcoCwmi Benvka nakcoCwmitKn Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/13939/01/01
™InB iH'ekyin (0,5 mn); no TKnsiiH BputaHis ARH TUny - 3MiHu 3 skocTi. A®I. BupobHuuTBo. 3MiHU B peyenmom
KOMBIHOBA 0,5mny Excnopt Bionompxikans npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
HA nonepegHL0 Nimiteq C.A. BUpo6HMUTBa ADI) HesHauyHa 3miHa y npoueci
BAKUVHA 3anoBHeHoOMY BMPOGHMUTBA ADI:1) 3amiHa CBUHSAYOTO TPUMCUHY
ansa ofiHOpa3oBOMY (pTrypsin) Ha TpUNCKH, OTPMMaHWii 3a AONOMOroH
MPO®INNAKT LNpULi Y KOMAIEKTI TexHonorii pekombiHaHTHOI AHK (rTrypsin); 2)
NKN 3 rosikoto; no 1 a6o BUAAIEHHA CybhaTy HEOMILMHY 3 PO3YMHY TPUMCUHY,
LOUNOTEPII, 10 nonepeaHLO LLIO BUKOPUCTOBYETLCA B cepefoBuLLi pTrypsin, a
NPABLA, 3anoBHEHNX TakoX 3miHa pH po3unHy TpuncuHy 3 6,9 +0,2 go 7,0
KALLU/THOKA 0iHOPa30ByX +0,2. PegakuiiiHi 3MiHX: OHOBNEHHS NOCWIaHb Ha
(AUENONAP | wnpuyisy aHasliTUYHI MeToAM Ta OHOBMIEHHS CKNagy po3unHy Ne
HUIA NNacTUKOBOMY 6
KOMMOHEHT | koHTeliHepi; no 1
) TA KOHTEliHepy B
noniomMien KapTOHHI KOpOOL;j
TY
113. | IHOAHPUKC cycnensis (DTPa- "nakcoCwmi Benuka nakcoCmiTKn Benebris BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/15832/01/01
™ INB XIb / IPV) gns iH’exuin no TKnsiH BputaHis ARH 1Ny - 3MiHu 3 skocTi. APl BupobHuLTBO. 3MiHU B peyenmom
INFANRIX™ 0,5 mn (1 posa) Ta Ekcnopt Bionogpxikans npoteci Bupo6HuuTBa A®| (He3HayHa 3MiHa y NpoLeci
IPV HIB niodpinizat (Hib); Nimiten C.A. BUpo6HMLTBa API) HesHauHa 3miHa y npoueci
KOMBIHOBA cycnensis (DTPa- BMPOGHMLUTBA ADI:1) 3amiHa CBUHAYOrO TPUMCUHY
HA IPV) ans iv’exuiii no (pTrypsin) Ha TpPUNCKH, OTPMMaHWIA 3a AONOMOro
BAKUVHA 0,5wmn (1 posza) y TexHonorii pekombiHaHTHOT AHK (rTrypsin); 2)
Ana nonepegHL0 BUAAIEHHS CyNbhaTy HEOMILMHY 3 PO3UMHY TPUMCKHY,
MPO®INAKT HanoBHeHOMY LLIO BUKOPUCTOBYETLCA B cepeoBuLLi pTrypsin, a
VKN 0fiHOpa3oBOMY TakoX 3miHa pH po3uvHy TpuncuHy 3 6,9 +0,2 po 7,0
OUDTEPI, wnpuui Ne 1y +0,2. PefiakuiliHi 3MiHW: OHOB/IEHHA NOCWNaHb Ha
NMPABLA, KOMMNEKTi 3 ABOMa aHasTiTUYHI MeToAM Ta OHOB/IEHHS CKNagy po3ynHy Ne
KALLJTFOKY rofikamu ta 6
(AUENKONAP | niodinizat (Hib) y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HUI cbnakoHi Ne 1, wo
KOMMOHEHT | 3milyoTbes nepeg,
), BUKOPUCTaHHAM; NO
noniomMieni 1 nonepegHbO
TYTA HanoBHeHOMY
3AXBOPIOB oZlHOpa3oBoOMY
AHb, LINpULY Y KOMMEKTI
36YAHNKOM | 3 aBOMa ronikamu ta
AKNX € 1 donakoHoM 3
HAEMOPHIL niogpinizatom (Hib) y
us BaKyyMHiii
INFLUENZAE | cTepwunbHiii
TNy B ynakosui; no 1
BaKyyMHiii
CTepunbHili ynakoBLi
Y KapPTOHHI KOpOoOLii
114. | IHONAMIH pO3umnH ANns iHexuiii, | MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHix MmaTepianis: 3MiHu | 3a He UA/16007/01/01
10 mr/mn, no 1,5 mn akuioHepH akuioHepHe TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyernmom nionsieae
B amnyni, no 100 e TOBapUCTBO thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
amMnyn y naywi; no TOBapucTB "Jlekxim- NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
1,5 mn B amnyni; no 0 "/lekxim- Xapkis" 0151 MeANYHOro 3aCTOCYBaHHSA Ha MiACTaBi perynsipHo
5 amnyn y nauui; no XapkiB" OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
1,5 mn B amnyni; no ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
5 amnyn y 6nictepi; 3aco6y B micnapeecTpaviiiHvii nepiod, abo sk
no 1 6nictepy B pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
nauui BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO A0 pekomeHAauin PRAC.
115. | IHOY/TAH PO3unH ANs iHdysil TOB YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a - UA/11955/01/01
10 mr/mn; 100 mn B "lOpis- Papm” TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom
NAALWLI CKNSHIA Ta Papm" Ne 460). BunpaBneHo TEXHIYHY NOMWSIKY Y
NASAWLi NONIMEpHil; 3aTBepaxeHnx MKA /13 (MeToam KOHTPOI), a came B
no 1 naswui B navuyi mMeTogi «CynpoBifHi OMILLKU» Ha puc.4. — «Tunosa
3 KapTOHY Xpomartorpama po3unHy nopisHsAHHSA (f)» 6ynu
HenpasubHO MignucaHi xpomartorpadiyHi nikv —
cnoyartky gowmiwka B, a notim gomiwka C ; 3rigHo
BiflHOCHUX YaciB yTPMMYBaHHS NepPLUOI0 BUXOANTb
Aomiwka C, noTim gomiwka B. Takox B Cneumndikav,ii
He BipHO 6y/10 BKa3aHO NOCWUIaHHA Ha MeTof
BMNPO6YBaHHSA «laeHTudikaLisa B». 3a3HaueHe
BMNPAaB/IEHHS BigNoBigae maTepiasiaM peecTpauiinHoro
[0CbE.
116. | ITONPUA- Tabnetku no 50 mr; AT YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHa 3a He UA/17458/01/01
PAPMAK no 10 TabneTtok y "®apmak” dapmacbioTika | Pecnybnika 3asBHMKa J13 (MIBI) (BacHMKa peecTpawiiHoro peyenmom | nionsizae




97

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nicTepi, no 1 abo
no 4 a6o no 10
6nicTepis B
KapTOHHY nauky

n3 AT

noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460) TepMiH BBeEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BM NiKapCcbKoro 3acoby - 3miHa Ha3Bu
nikapcbkoro 3acoby. 3aTeepmkeHo: ITOMPUL,
KCAHTIC (ITOPRID XANTIS) 3anponoHoBaHo:
ITonpua- ®apmak (ltoprid-Farmak) TepmiH BBeAEHHS
3MiH NPOTArom 6 MicsLiB nicns 3aTBepoKeHHs; 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/isHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHA (hapMakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag. fitoua pegakuyis: IBaH Kimnpiy / Ivan
Cimprich. NponoHoBaHa pefakuis: Kopaepo NanvHa
AHppiiBHa. 3MiHA KOHTAKTHUX AaHWX YNOBHOBAaXEHOI
0co6U 3asBHWKa, BiANOBIAA/ILHOI 3a thapMakoHarnsag.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)- 3MiHU BHECEHO A0
TEKCTY MapKyBaHHS MEPBUHHOI YNaKOBKV NiKapCbKOro
3acoby B M. 4. «JATA 3AKIHYEHHA TEPMIHY
NMPNOATHOCTI», n 6. «IHWE» Ta go TekcTty
MapKyBaHHS BTOPVMHHOT ynakosku B n. 12. <HOMEP
PEECTPALLIMHOIO MOCBIAYEHHSA», n. 17.
«|HLWE». TepmiH BBEAEHHA 3MiH NPOTArom 6 micsuiB
nicns 3aTBepKeHHs

117.

KAHAIA

Kpem, 10 mr/1 r no
20 ry Ty6i; no 1 Ty6i
B KapTOHHI kopobuj

neHmapk

Papmacb

loTuKan3
nra.

IHais

neHmapk
PapmacboTuK
ans /ita,.

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTeEMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapMmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3piicHeHHs1 hapMakoHarnisgy B YkpaiHi, AKLWO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
3a 34jicHeHHs hapmakoHarisay (Bkayalum

6e3
peyenma

UA/9754/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[itova pepakuisn: Y1e XodHep / Ute Hoeffner.
MponoHoBaHa pepakuis: AHiaHewsap ApiyH Caxan /
Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
BiANOBIAabHOI 3a hapmakoHarnsag. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnagy.

118.

KAHIL,

MOPOLLIOK
HalukipHui, 10 mr/r
no 30 r y do1aKkoHi;
no 1 conakoHy B

KapTOHHI KopooLii

neHmapk
®apmacb
loTVKaN3
nro.

IHais

neHmapk
dapMacbiTUK
ans Jtp,.

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnag,.

[itoua pepakuin: YTe XodHep / Ute Hoeffner.
MponoHoBaHa pepakuin: AHiaHewsap ApiyH CaHan /
Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXXEHOT 0cobu,
BignoBigabHOI 3a hapmakoHarnsg. 3MiHa micus
3[iICHEHHS OCHOBHOI AiANbHOCTI 3 hapmakoHarnsagy.
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
dhapmakoHarnsgy.

6e3
peyenma

UA/9754/03/01

119.

KAHAIA

PO34YNH AN POTOBOI
NOPOXHUHU 1 % no
15 mn y onakoHi i3
npo6Koto-
KpanesibHuLEelo Ta
KOBMa4koM 3
KOHTPO/IEM NEPLLOro
BigKpuTTA; No 1
hnakoHy B
KapTOHHI ynakoBLi

neHmapk

dapmacb

loTMKan3
nra.

IHais

neHmapk
dapMacblTUK
ans /i1g,.

IHais

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemm chapmakoHarnsgy). 3miHa

6e3
peyenma

UA/8209/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YMOBHOBaXEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmMakoHarnag,.

[itova pegakuis: YTe XodHep / Ute Hoeffner.
MponoHoBaHa pepakuis: AHiaHewsap ApiyH CaHan /
Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHuX YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 32 hapmakoHarnsg. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHA MacTep-thalina cuctemm
dhapmakoHarnsgy.

120.

KAHAIA

pO34MH Ana
30BHILLHbOIO
3acTocyBaHHs, 10
Mmr/1 mn, no 20 mny
hnakoHi 3
KOBMa4KoM 3
KOHTPO/IEM MEepLLOro
BigkpWTTA: no 1
hNakoHy B
KapTOHHI ynakoBLi

neHmapk

Papmacb

loTuKan3
nra.

IHais

neHmapk
PapmacboTuK
ans /ita,.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3piicHeHHs hapMakoHarnsgy B YkpaiHi, AKLOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
hapmakoHarnsg,.

[itova pepakuis: Y1e XodgHep / Ute Hoeffner.
MponoHoBaHa pepgakuis: AHiaHewsap ApiyH CaHan /
Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
BiANOBIAa/bHOI 3a hapmakoHarnsag. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs1 MacTep-aiina cucremu
hapmakoHarnsgy.

6e3
peyenma

UA/9754/01/01

121.

KAPBEAWNO
N 3EHTIBA

TabneTkv no 12,5 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nika

Nab6opmea-
Papma C.A.

PymyHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu fo
y3ara/ibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTeMy
hapMakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnaay 3asBHUKa ons
3fiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bifi YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnisgy) 3mMiHa KOHTaKTHOT
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.

3a
peyenmom

UA/13976/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

peecmpayitiHo2o

Homep

122.

KAPBEAWNNO

Tabnetkn no 25 mr

[itoua pegakuis: Amepi Biona [xxecci. lNponoHoBaHa
pepakuis: CaBueHko AmuTpo CeprilioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,

BiNOBiAA/IbHOI 32 hapmakoHarnsag, B YkpaiHi

nocsi0OYeHHs

123.

N 3EHTIBA

no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nika

Na6opmes-
Papma C.A.

PymyHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3ara/ibHeHNX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHi faHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHKKa, BIANOBIAA/IbHOI 3a thapmakoHarnsg B

YKpaiHi.

[itova pegakuisn: Amepi Biona [xecci. MponoHosaHa
pepakuis: CaBueHko [immuTpo CeprilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asBHNKA,

BiANOBIAa/IbHOT 32 papmakoHarnsas B YkpaiHi

3a
peyenmom

UA/13976/01/03

124.

KAPBEAWNO
N1 3EHTIBA

KBANT®

Tabnetkv no 6,25 mr
no 15 TabneTtok y
6nictepi; no 2
6nictepn y
KapTOHHIN nayui

3eHTiBa,
K.C.

AT

Yecbka
Pecny6bnika

Nab6opmeg-
®apma C.A.

PymyHist

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeH/X gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0Cco6u 3asBHMKA, BifNOBIAaIbHOT 3a hapmakoHarnsg B

YKpaiHi.

[itoua pegakuin: Amepi Biona [xecci. MNponoHoBaHa
pepakuis: CaBueHko AmuTpo CeprilioBuy. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOT 0CO6M 3asiBHNKa,

BiANoBiAaNbHOI 3a chapmakoHarnsag B YkpaiHi

3a
peyerimom

UA/13976/01/01

PO34UH OpasIbHUIA;
no 100 mny
nakoHi; no 1
hnakoHy 3
[03y0Unm

CTakaHoM/CTakaHOM

"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHiX maTepianis: 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynoptoBasibHWiI 3aci6. 3MiHa
noctavyasibHUKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B OCHE) (3aMiHa

ab0 AofaBaHHA NocTavyasibHMKA) - BHECEHHS 3MiH 40

6e3
peyenma

nionsiecae

UA/13812/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[L03YH0uMM Y nayuj

p. 3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUIA
3acib, a caMe BBeLleHHS a/lbTEepPHATUBHOI Ai/TbHUL
BMPOGHULITBA, KOMNaHii «Stolze Oberglas», ABCTpis
AN oNakoHIB CKISHUX 415 NiKapCbKux 3aco6iB 3
rBUHTOBWM FOP/IOM 6PYHATHOrO KO/IbOPY EMHICTIO 100
M BUpOOHMLTBA KOMNaHii «Stolze Glass Group».
MaTepias 3 AKOro BUroTOB/IEHI (h/1TaKOHU 3
3aTBEPXEHOI Ta 3anponoHOBaHOI BUPOBHNYMX
AiNbHUUB iAeHTnYHI - ckno |l rigponiTryHoro knacy.
3arsepakeHo: ®akoH CKIAHWA ANS NiKapCbKUx
3ac06iB 3 FBUHTOBMM rOP/IOM GPYHATHOTO KO/IbOPY
«Stolze Glass Group» Bupo6Huua ginbHuus: «Stolze-
Union», Yecbka Pecnybnika; 3anponoHoBaHo: ®akoH
CKNSIHWIA ANs NikapcbknX 3aco6iB 3 rBUHTOBMM FOPJIOM
6pyHaTHOro kosbopy «Stolze Glass Group»
Brpo6Huya ainbHuus: «Stolze-Union», Yecbka
Pecny6nika BupobHuya finbHuus: «Stolze Oberglas»,
ABCTpis. BBefjeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
noctayasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [JOCLE) (3amiHa
abo gofaBaHHA nocTavasibHMKa) - BHECEHHS 3MiH [0
p. 3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUIA
3acib, a caMe BBeLleHHS a/lbTEepPHATUBHOI Ai/TbHUL
BMPOGHULTBA, KOMNaHii «Gerresheimer Essen
GmbH», HimeuunHa gns hnakoHiB CKASHUX 3
rBUHTOBWM FOP/IOM GPYHATHOrO KO/IbOpY EMHICTIO 100
M/, BUPOGHMLTBA KoMNaHii «Gerresheimer GmbH».
MaTepiasn 3 AKOro BUroTOB/IEHI (h/1TaKOHU 3
3aTBEPKEHOI Ta 3anponoHOBaHOI BUPOBHNYMX
AiNbHUUB iAeHTnYHI - ckno |l rigponiTnyHoro knacy.
3arsepkeHo: ®akoH CKIAHWA ANS NiKapCbKnx
3ac06iB 3 FBUHTOBMM rOP/IOM GPYHATHOTO KOJ/IbOpY
«Gerresheimer GmbH» Bupo6bHuya ginbHuus:
«Gerresheimer Lohr GmbH», Himeuunna;
3anponoHoBaHo: ®NakoH CKNAHWUI AN NiKapCbKUX
3ac06iB 3 rBVUHTOBMM rop/1I0M 6PYHATHOTO KONbOpyY
«Gerresheimer GmbH>» Brpo6Huya AinbHuus:
«Gerresheimer Lohr GmbH>», HimeuunHa BupobHuua
AinbHUUS: «Gerresheimer Essen GmbH», HimewunHa.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHST; 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NMepBMHHOT YNakKoBKW rOTOBOIO NlikapCbKOro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

(iHWWIi 3MiHK) - - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
NOKa3HNKOM «PO3Mipy KpULLIKU» Y cneumdikauisax ans
KpuLLK/ rBUHTOBOI 3 KiflbLIEM KOHTPOJ/TI0 PO3KPUTTSA
«Remy & Geizer GmbH», HimeuunHa Ta Kpuiiku
3aKynopoBasibHO-HArBM4YyBaHa 3 KOHTPO/IEM NEPLLOro
BigkpnTTa Tun 1.4[ TOB «®apmmalu», YkpaiHa
BMMOTY YHIDIKOBAHO 4151 YCiX LiNIbOBUX PUHKIB
peecTpauii. BBefeHHsA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepgKeHHs; 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
nepBUHHOT YNakoBKW rOTOBOrO /iKapCbKoro 3acoby
(iHLWi 3MiHW) - BHECEHHSA 3MiH [0 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
NnokKasHNKoM «Po3Mipu» y cneuudpikauii ans
[o3ytoyoro crakaHy 2,5; 5; 10; 15; 20 mn «Remy &
Geizer GmbH», HimeuunHa Ta CTakaHy [03y40ro
C/[-20 emHicTio 2,5/ 5/7,5/ 10/ 15/ 20 mn, TOB
«®apmMmalL», YkpaiHa BUMOru yHichikoBaHO 4715 ycCixX
LiIbOBUX PUHKIB peecTpauii. BBeeHHS 3MiH NpoTArom
6-TW MicALiB nicnsa 3aTBEPMKEHHS; 3MiHK | TUny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(iHLWIi 3MiHW) - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
rnokasHukoM «Po3mip dnakoHa» y cneundikadii gns
chnakoHiB BUpobHUKiB «Stoelzle Union», Yecbka
Pecny6nika Ta «Gerresheimer Lohr GmbH»,
HimeuunHa BuMOru yHichikoBaHo A1 ycCix LifIbOBUX
PVIHKIB peecTpauji. BBegeHHsA 3MiH MpoTsAroM 6-tu
MicALiB nicnsa 3aTBepAKeHHs; 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakKoBKN rOTOBOrO MiKapCbKOro 3acoby
(iHLWIi 3MiHW) - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
nokasHWkoM 30BHILLHIl BUrNAA y cneuudikauii ons
KpuLLKM rBUHTOBOI 3 KiflbLIEM KOHTPO/TI0 PO3KPUTTSA
«Remy & Geizer GmbH», HimeuunHa Ta Kpuiikn
3aKynoproBasibHO-HarBU4yBaHOI 3 KOHTPOIEM MEepLIoro
BigkpnTTa Tun 1.4[ TOB «®apmmalu», YkpaiHa
BMMOTY YHIDIKOBAHO 4151 YCiX LiNIbOBUX PUHKIB
peecTpadii. BBeieHHA 3MiH NPOTArom 6-T MicsiLiB




103

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

nicns 3aTBepgKeHHs; 3MiHn | Tuny - 3MiHK 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
nepBUHHOT YNakoBKW1 rOTOBOrO /1iKapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA 3MiH [0 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
nokKasHUKOM 30BHiLLHI BArNSA Y cneyudikadii ans
[o3ytouoro crakaHy 2,5; 5; 10; 15; 20 mn «Remy &
Geizer GmbH», HimeuunHa Ta CTakaHy [03y40ro
C/A-20 emHicTio 2,5/ 5/7,5/ 10/ 15/ 20 mn TOB
«®apmMmalL», YkpaiHa BUMOru yHichikoBaHo 4715 ycixX
LiIbOBUX PUHKIB peecTpadii. BBeeHHS 3MiH NpoTArom
6-TW MicALiB nicnsa 3aTBEPKEHHS; 3MiHK | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NMepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(iHLWIi 3MiHW) - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
nokasHWkoM 30BHILLHI BUrNAA Y cneuudikauii ons
chnakoHiB BUpobHUKiB «Stoelzle Union», Yecbka
Pecny6nika Ta «Gerresheimer Lohr GmbH»,
HimeuunHa BuMOru yHichikoBaHo A1 ycix LifIbOBUX
PVIHKIB peecTpauji. BBegeHHsA 3MiH MpoTsAroM 6-tu
MicALiB nicnsa 3aTBepAKeHHs; 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(iHLWIi 3MiHW) - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came 3a
NoKasHUKOM «[oBepXHEBA rifpoNiTUYHA CTIKICTb» Y
cneumdikauii 41 dhnakoHiB BUpobHuKiB «Stoelzle
Union», Yecbka Pecny6nika Ta «Gerresheimer Lohr
GmbH», HimeyunHa BuMoru yHigpikoBaHo gns ycix
LiIbOBUX PUHKIB peecTpadii. BBeeHHS 3MiH NpoTArom
6-TW MicALiB Nicna 3aTBEPMKEHHS; 3MiHK | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNyYEHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHUka)) - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoptoBasibHUiA
3acib, a came BUyYeHHs nokasHuka «MikpobionoriyHa
yucToTa» 3 cneumdikauii gnsa [Jo3yyoro ctakaHy 2,5;
5; 10; 15; 20 mn «<Remy & Geizer GmbH», HimeyunHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Ta CtakaHy go3ytoyoro C[1-20 emnicTio 2,5/ 5/7,5/ 10/
15/ 20 mn TOB «®apmMmalL», YkpaiHa. Bumory HasiBHi
Y BHYTPILLHI HOPMATUBHIN fOKyMeHTauil AT
«dapmak» KOHTPO/Ib 38 HUMW NPOBOANTLCS MPU
BXiHOMY KOHTPONi. BBeAEHHA 3MiH NPOTAroM 6-Tn
MicsALiB Nicnsa 3aTBepKeHHs; 3MiHu | Tuny - 3miHu 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWKa (Hanpuknag
3acTapifnioro NoKasHKKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BU/TyYEHHS MOKa3HVKIB
«Mikpob6ionoriyHa unctota», «KOHTpob NepLuIoro
PO3KPUTTA» Ta «epMETUYHICTb» 3 cneyudikauii s
KpWLLKM FBUHTOBOI 3 KiflbLleM KOHTPOJIO PO3KPUTTS,
BMpO6HMKa «Remy & Geizer GmbH», HimeuunHa Ta
KpuLuKy 3aKynoptoBasIbHO-HArBUYyBaHOI 3 KOHTPOJIEM
nepLoro BigkpuTTa TMN 1.4 TOB «®apmmalu»,
YkpaiHa. BUMOru HasiBHi y BHYTPILLHIA HOpMaTUBHIl
pokymeHTauii AT «®apmak» KOHTPO/Ib 38 HAMK
NpPOBOANTLCA NPU BXiHOMY KOHTPO/i. BBeAEeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
CurcTeMa KoHTeiHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNyYeHHS HE3HAYHOrO NokasHWKa (Hanpuknag
3acTapifioro NoKasHKKa)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BU/TyYEHHS MOKa3HYKIB
«MikpobionoriyHa unctota» Ta «FepMeTUYHICTb» 3
cneuudikauin 4ns d1akoHiB BUPO6HKKiB «Stoelzle
Union», Yecbka Pecny6nika Ta «Gerresheimer Lohr
GmbH», HimeuurHa BUMOrn HasBHi y BHYTPILLHIili
HOpMaTVBHI AokyMeHTauii AT «®apmak» KOHTPOsb 3a
HUMVW NMPOBOAUTLCS NPY BXiAHOMY KOHTPONI. BBEAEHHSA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS;
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKkynopioBasibHUi 3aci6
(iHLWi 3MiHW) - BHECEHHSA 3MiHW [0 PO34iny «YnakoBka»
MK$A N3 y 38’A3Ky 3 yHiduikaujieto po3giny 3.2.P.7.
CurcTeMa KoHTelHep/3aKynopoBasibHUA 3aci6
YTOUHEHO BMKNag po3ainy Ynakoska B MKA. 3MiHu
BHECEeHI B IHCTPYKLIilO A58 MeANYHOro 3acTOCyBaHHSA
NiKapCbKoro 3acoby y 3B'A3KY 3 YTOUHEHHAM po3giny
"Ynakoska. BBefieHHs1 3MiH NpOTArom 6-Tu Micauis
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nicnsi 3aTBepAKEHHS

125.

KETOHA/I®

reno 2,5 %; no 50 r
y Ty6i; no 1 1y6i B
KapTOHHI KopooLli

CaHpo3
dapmach
toTikan3

a.n.

CnoseHis

Cantotac
dapma M'vbX,
HimeuunHa
(BUPOGHMLTBO
3a MOBHUM
LMKIOM;
KOHTPO/1b
cepii)

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHM BHECEHO [0 IHCTPYKUIT AN MegnyHoro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaar” BianosigHo Ao iHdopmadii 3 6e3neku aitoyoi
peyoBuHN keTonpodeH. TepMiH BBEAEHHS 3MiH -
npoTsrom 6 MicsiLiB Mic/asi 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/8325/05/01

126.

KETOHA/I®

Kpem 5% no 30ry
Ty6i, no 1 Ty6i y
KapTOHHI KopooLli

CaHpo3
dapmach
loTikan3

a.a.

CnoseHis

Cantotac
dapma M'mbX

HimeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLUiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHom).
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"3acTocyBaHHs y nepioj BariTHOCTi abo rofyBaHHs
rpyaar” BignosigHo Ao iHdopmauii 3 6e3neku aitoyoi
peyoBuHN keTonpodeH. TepMiH BBEAEHHS 3MiH -
NpOTArom 6 MicsuiB nicas 3aTBEPIKEHHS.

3a
peyenmom

He
nionsieae

UA/8325/07/01

127.

Knonigorpre
no
BICYIb®AT

NMOPOLLIOK
(cybeTaHuin) y
noagiiHnx
nonieTuIeHoBMX
naketax gns
hapMaueBTUYHOIO
3acTOCyBaHHsI

Tosapuct
BO 3
obmexeHo
10
BiAMoBiAa
NbHICTIO
"flocnigHn
1 3aBOg
"rTHUIC"

YkpaiHa

IHa-CBidT
JTabopaTopi3
NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKocTi. A®Il. CTabinbHICTb. 3MiHa
nepiofly NOBTOpPHMX BUNpo6yBaHb/nepioay 36epiraHHsA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAKEHOMY [OCLE CepTugikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOrO BUNPOOGYBaHHS) (Nepiog NOBTOPHOrO
BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36ibLLEHHS 260
BBEJleHHSA nepiogy NOBTOPHOrO BUNpOoGyBaHHs/Nepiody
36epiraHHa Ha OCHOBI pe3yNbTaTiB JOCIMKEHb Y
peasibHOMY Yaci - 36iNbLUeHH TepMiHy NpUAaTHOCTI

UA/15709/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cy6cTaHuii knonigorpento bicynbar go 4 pokis
(3aTBEpPMHKEHO: Nepios, NEPEKOHTPONIO - 12 MicALiB) Ha
OCHOBI NO3UTUBHWX pe3y/bTaTiB JOBrOCTPOKOBUX
JocnigpKeHb cTabinbHOCTI y peasibHOMY Yaci
3arBepmkeHo: MNepiog nepekoHTposto 12 micsuis.
3anponoHoBaHo: TepMiH NpUAAaTHOCTI 4 POKK.
128. | KOFHYM Tabnetkv no 500 wmr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/13717/01/02
no 10 TabneTok y "KMIBCbK "KNIBCbKM TNy - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nicTepi; no 5 nn BITAMIHHWIA hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO y TEKCT
6nicTepiB y naui BITAMIHH 3ABOA" MapKyBaHHs MEPBMHHOI Ta BTOPUHHOT YNaKkoBKM
v niKkapcbKoro 3acoby, a came BUy4YeHo iHdopmaLlito,
3ABO/" BVIK/TAfiEHY POCIICbKOK MOBOIO; YKPATIHCbKWIl TEKCT
MapKyBaHHS MPOAY6/1b0BaHO aHrNifCbKOK MOBOHO.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
129. | KOFrHYM Tabnetku no 250 wmr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/13717/01/01
no 10 TabneTok y "KMIBCbK "KNIBCbKNM TNy - 3MiHK o0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nicTepi; no 5 un BITAMIHHWIA hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO Y TeKCT
6nicTepiB y naui BITAMIHH 3ABO4" MapKyBaHHS NEePBMHHOT Ta BTOPUHHOI YNakoBKY
ni niKkapcbKoro 3acoby, a came BUy4YeHo iHdopmallito,
3ABO" BVIKN1afieHy POCIICbKOK MOBOIO; YKPaiHCbKWil TEKCT
MapKyBaHHSA NpoAy6/1b0BaHO aHrNiINCLKOK MOBOIO.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
130. | KOKAPBOKC | po3u4uH Ansl iH eKUild, TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/15971/01/01
NNA3N 50 mr/2 mn; no 2 mn "BIO®AP "BIO®PAPMA" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyernmom
rAPOXNOPU | B amnyni; no 5 MA" 3MiHM Yy BUPOOHMUTBI. 3MiHM y MpoLeci BUPOGHMLTBA

a

amnyn y 6nictepi; no
1 abo 2 6nictepu y
nauuj

roTOBOrO /iKapCbKOro 3acoby, BKIOYAUN NPOMKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPY BUPOOHULITBI
rOTOBOrO JIiKApCbKOro 3acoby (He3HayHa 3miHa y
npoveci BUpobHULTBa) 3aMiHa NokasHuka
«CTepunbHICTb» Ha «MikpobionoriyHa uicToTa» Ta
«BakTepiasibHi eHAOTOKCMHM» Nepa, cTepuizalieto
amnyn. 3miHu | Tuny - 3MiHK 3 siKocTi. FoToBMIA
Nikapcbkuit 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHN Y
npoueci BUPOBGHULITBA FOTOBOTO MiKapCbKoro 3acoby,
BK/THOHAI0UN NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npuv BUPOBHULTBI FOTOBOTO NiKapPCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpo6GHMLTBA) BuyyeHHs
PYTUHHOIO KOHTPOJIt0 NPOMIXHOI NPOAYKLii npenapary
«Kokapbokcunasu rigpoxnopug, po3unH ANs iH'eKLili».
3anponoHoOBaHO 3a/TNLLINTN 060B’A3KOBVM NPOBEAEHHS
[aHOoro KOHTPOJIIO NLLE B pasi BUrOTOB/IEHHS
BasigauiiHux cepiin npenapaty «Kokapbokcunasu
rigpoxnopug, po3unH 4ns iH'ekuivi». 3miHn | Tuny -
3MiHu 3 siKocTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULITBI. 3MiHW Y NpoLeci BUPOOHNLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIKYa4UM NPOMiKHWUIA NPOAYKT,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
LLL0 3aCTOCOBYETLCA MPU BUPOOHNULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOOHULITBA) BUnyyeHHs eTany npocitoBaHHSA
HaBaXK1 Kokapbokcuiasu rigpoxiopugy 3 onepadii
1.2 MpuroTyBaHHsA po3unHy Kokap6okcunasu
rigpoxnopug npenapary. 3miHu | Tuny - 3mMiHW 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y NpoLeci BUPOGHMLITBA FOTOBOrO JliKapCbKOro
3aco0y, BK/IOYAKUM MPOMKHWIA NPOAYKT, WO
3aCTOCOBYETLCS NMPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) BBEAEHHA Ha onepauii 2.1
IHCNeKTyBaHHA MatoTb AOAATKOBOrO MOKa3HMUKa
KOHTPOJ10 NEPBUHHOIO NakyBaHHA «HasABHICTb KinbLs
3namy»
131. | KOHTPONOK | Tabnetkn Takepa HimeuyunHa BMPOGHMLITBO HimeuyunHa BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu | 3a - UA/0106/01/02
® racTpope3nCTEeHTHI meX 3a NMOBHUM My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
no 20 wmr; no 14 LK/TOM: thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
TabneTtok y 6nictepi; Takepa 'm6X, y3araslbHeHrX faHux Npo cucteMy papMakoHarisay
no 1 6nictepy B Mmicue (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
KapTOHHI KOpo6Lii BMPOOHULTBA thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
OpaHieHobypr, BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
HimeuumnHa; KOHTaKTHOI 0cobu 3 hapMakoHarnAay 3asBHuka ons
HaHeCeHHsA 3[iicCHEHHS (papMakoHarnsay B YkpaiHi, SKLWO BOHA
NOKpPUTTS Ha BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
aapa 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
TabneTok: KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
AgnBaHc thaiina cuctemm chapmakoHarnsgy). 3miHa
dapma M'vbX, YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
HimeuunHa thapmakoHarnag,.
[itoua pepakuis: Cymit MyHmpxkan / Sumit Munjal.
MponoHoBaHa pepakuis: Stephane Brouckaert. 3miHa
KOHTaKTHMX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHMKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.
132. | KOHTPOJIOK | nopoLuok ans Takepa HimeuyunHa BMPOGHMULITBO Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a - UA/0106/02/01
® PO3UUHY ANS iH'EKLi M6X 3a MOBHUM ITanis/ TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 40 wr; 1 conakoH LMK/IOM: Moptyranis thapmakoHarnsgy. BeegeHHs abo 3miHW o
3 MOPOLLKOM Y Takepa M'v6X, y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI Kopo6Lii HimeuunHa,; (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
BUPOGHMULITBO dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT 0coou,
Hepo3dhacoBa BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
HOT NpoAayKu,i, KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
nepBuHHe 3AiiCHeHHA hapMakoHarnagy B YKpaiHi, SKLL0 BoHa
nakyBaHHs: BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBigansLHOI
MateoH Itanis 3a 3fjiicHeHHs hapmakoHarnaay (Bkyatoun
C.N.A, Itanis; KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
Baccepbyprep thaiina cuctemm chapmakoHarnsgy). 3miHa
ApuHaiimitren YNOBHOB&XEHOI 0C06Y 3a8BHWKA, Bif4NoBifa/IbHOI 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
bBepK MM6X, hapmakoHarnsg,.
HimeuuunHa,; Litova pegakuisa: Cymit MyHmpkan / Sumit Munjal.
Xikma MponoHoBaHa pepakuin:Stephane Brouckaert. 3miHa
dapmacbloTika KOHTaKTHUX JaHNX YNOBHOBaXKEHOT 0COOM 3asBHMKA,
(MopTyranis), BignoBiga/bHOI 3a hapMakoHarnsg.
MopTyranis
BMPOBHUK
BiANOBIA&/TbHM
1 332 KOHTPO/Tb
AKOCTi: Jlabop
NC CE eHp,
Ko. KT,
HimeuunHa
133. | KOHTPOJIOK | Tabnetku Takegpa HimeuunHa ApgaHc HimeyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a - UA/9054/01/01
® racTpope3ncTeHTHI M6X dapma 'm6X, TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
no 40 wr, no 14 HimeuyunHa thapmakoHarnagy. BeegeHHs abo 3miHu fo
TabneTtok y 6nictepi; (HaHeceHHsA y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
no 1 a6o 2 6nictepn MOKPUTTS Ha (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
B KapTOHHI1 kopobui aapa thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
Tabnetok); BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
Takepa 'm6X, KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
Mmicue 3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BMPOGHULTBA BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
OpaHieHobypr, 3a 3AjiicHeHHs hapMakoHaraay (Bkivarum
HimeuunHa KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
(BUPOGHMLTBO thalina cuctemu chapmakoHarnsgy). 3miHa
3a NOBHUM YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
LMKIOM) hapmakoHarnag,.
[itoua pegakuis: Cymit Myngpkan / Sumit Munjal.
MponoHoBaHa pepakuis: Stephane Brouckaert. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0COOM 3asBHMKa,
Bi4NoBiAa/IbHOI 3a dhapMakoHarnsa.
134. | KOPBANAWH | kpanni opasibHi No AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | no 25 msn - - UA/2553/01/01
® 25 Mn y donakoHi; no "papmak” TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- 6e3
1 donakoHy B nauui; cepTuduikat BiANOBIAHOCTI €BpONeNiChKil peyenma;
no 50 mn 'y donakoHi; thapmakonei/moHorpadii. NogaHHs HoBOro abo rno 50 msa —
no 1 pnakoHy B OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o 3a
nauui BWyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii peyenmom

thapmakonei: gna A®l; ans BUxigHOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peYoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEPXEHOro BUPOOHMKA - NOJAaHHS HOBOTO
cepTudikaTa BignNoBiAHOCTI EBpONEiChKili
thapmakonei Ne RO-CEP 2019-234 - Rev 00
(3aTBepmxeHo DMF Version 03/2012-06-14) gns Ad|
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

onii M'aTn BUpobHuka Frey + Lau GmbH, HimeyuunHa.

135.

KOPBA/ION®

Tabnetkn no 10
Tabnetok y 6nictepi;
nol,3a6o5
6nicTepisB y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeENCHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponevicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXeE 3aTBEePA)KEHOro BUPO6HWMKa - MOJaHHA HOBOTO
cepTudikaTa BignoBiaHOCTI EBpONeiichkilt
thapmakonei Ne RO-CEP 2019-234 - Rev 00
(3atBepmxeHo DMF Version 03/2012-06-14) ana A®I
onii M’aTn BUpobHUKa Frey + Lau GmbH, HimeudnHa

6e3
peyenma

UA/2554/02/01

136.

KOPBANON®

Kpanni opasibHi, No
25 a6o no 50 mny
hnakoHi 3 Npo6Koto-
KpanesibHuueto; no 1
chnakoHy B nayu,i 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
BXE 3aTBEP)KEHOro BUPO6HMKa - MOJaHHA HOBOrO
cepTudikaTa BignoBigHOCTI €EBpoNechbkiii
thapmakonei Ne RO-CEP 2019-234 - Rev 00
(3aTBepmxeHo DMF Version 03/2012-06-14) nns A®l
onii M'aTu BUpobHuka Frey + Lau GmbH, HimeyunHa

25 mn — 6e3
peyenma;
50 mn - 3a
peyenmom

UA/2554/01/01

137.

KOPBANON®

Kpanni opasbHi, in
bulk: no 300 n, a6o
350 n, a6o 500 ny
KOHTelHepax

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHiX maTepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikar BiANOBIAHOCTI €BpONENCHKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnosigHOCTI abo
BUTyYEHHS cepTudlikaTa BignoBigHOCTI €EBPONEChKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; Ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
BXe 3aTBEPKEHOro BUPOOHWMKa - NOJaHHA HOBOrO
cepTudpikaTa BignoBiaHOCTI EBpONEiChKilt
thapmakonei Ne RO-CEP 2019-234 - Rev 00
(3aTBepmxeHo DMF Version 03/2012-06-14) gns A®|

UA/7843/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
onii M'aTn BUpobHUKa Frey + Lau GmbH, HimeyunHa
138. | KOPBAJIO/ZI® | kpanni opasibHi No AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 - UA/3684/01/01
H 25 Mn'y donakoHi 3 "®apmak” TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/E- peyenma
npo6koto- cepTudikaT BignoBigHOCTI EBpoNeiichKii
KpanesibHuueto; no 1 hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
hnakoHy B nauw,i OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI ab6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeENCHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponevicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXeE 3aTBEePA)KEHOro BUPO6HWMKa - MOJaHHA HOBOTO
cepTudikaTa BignoBiaHOCTI EBpONeiichkilt
thapmakonei Ne RO-CEP 2019-234 - Rev 00
(3atBepmxeHo DMF Version 03/2012-06-14) ana A®I
onii M'aTn BUpobHUKa Frey + Lau GmbH, HimeuyyuHa.
139. | KoconT Kpanni O4Hi, pO3unH; CaHTeH PiHNAHAIA Na6opatopii PpaHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/12581/01/01
noswmny AT Mepk LWapn i AnoHis/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
nn1acTMKoBOMY [oywm LWn6pe, HigepnaHan thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
donakoHi Tuny ®paHuis; / NoAAaHHSA perynsipHo OHOBJ/TIOBaHUX 3BITIB 3 6e3nekn
OkymeTp MNnoc® anbTepHaTuBH PiHNAHAIA nNikapcbKnx 3acobiB - 3MiHa TepMiHY NoAaHHS

abo 6inomy
HaniBnpo3opomy
n1acTUKoBOMYy
hnakoHi Tuny 6 3
6iN1010 KPULLKOO; NO
1 donakoHy B
KapTOHili kopobLi

UiA BUPOGHUK,
BiANOBIAa/IbHM
n3a
BMPOOHULITBO
in bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
SAKOCTI:
CaHTeH
dPapmacbTuKa
nc Ko., /11g,
Hoto lMNnaHT,
AnoHis;
anbTepHaTUBH
nii BUPOBHUK,
BiAnNoBigabHN
i1 3a KOHTPO/b
AKOCTI:
CaHTeH
dapmacbloTika
n Ko, N1a,
Cira MNnaHT,
AnoHis;
anbTepHaTuBH

perynspHoO OHOB/IOBAHOIO 3BITY 3 6e3neku:
[itoua pepakuis: MepiognuHicTb Ta At NogaHHs
perynsipHO OHOBJIIOBAHVX 3BiTiB 3 6e3MeKy NikapCbKkux
3aco6iB 3rigHo 3 flogatkom 10 ao Mopsaky 34iicHEHHS
hapmakoHarnsgy, 3atBepikeHoro Hakasom MO3 Big
27 rpygHsa 2006 poky Ne 898 (y pepakuii Hakazy MO3
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), a came:
YacTtoTa nogaHHa PO3B: 3 poku
KiHueBa garta Ans BkAYeHHA gaHux o PO3b
18.02.2022, pata nogaHHa PO3b [0 KOMMETEHTHUX
opraHis 18.05.2022.

MpornoHoBaHa pepakuin: MNepiognyHicTb Ta Aatu
nofgaHHa PO3B 3rigHO 3 akTyasibHOO BEPCIED
Mepeniky pedpepeHTHNX aat €sponeiicbkoro Cowsy Ta
yacTtotu nogaHHa PO3b: YactoTta nogaHHsa PO36: 5
pokiB
KiHueBa gaTa A1s BKIYEHHS AaHnx o PO3b
18.02.2024, TepMiH nogaHHa PO36 [0 KOMNETEHTHUX
opraHis 18.05.2024.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ui BUPOGHUK,
BignoBiganbHu
1 3a BTOPUHHE
nakyBaHHS:
MaHydakTypiH
r MakariHr
Papmaka
(MMo) B.B.,
HigepnaHgu;
a/lbTepHaTUBH
Ui BUPOGHUK,
BiANOBIA&/IbHM
1 3a BANYCK
cepit:
CaHTeH AT,
DiHnAHAIs
140. | KOCOMNT BK Kpansi O4Hi, pO34uH; CaHTeH PiHnaHaisa BUPOBHUK, PiHnaHpia/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/18106/01/01
no 10 mn y donakoHi AT BignoBiganbHN ITanis TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
3 03aTOpPOM Ta 1 3a BANyCK thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
KpuLuKoto; o 1 cepii: CaHTeH nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
dnakory 3 AT, ®iHnAHgjsa NiKapCcbKnx 3acobiB - 3MiHa TEPMiHY NOAAHHS
[03aToOpoM Ta Bnpo6HuK, perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku:
KPWLLIKOKO 3 BignoBigansHu [itova pegakuis: MNepioguuHicTb Ta AaTu NofaHHsA
KOHTpO/1EM MepLIoro n3a perynsipHO OHOB/IHOBAHUX 3BITIB 3 6e3Mekn Mikapcbkmx
PO3KpUTTS B BMPOGHMLITBO 3aco6iB 3rigHo 3 flogatkom 10 go Mopsaky 34icHEeHHS
KapTOHHI KopooLli in-bulk, hapmakoHarnagy, 3atsepmkeHoro Hakazom MO3 Bif,
NepPBUHHY Ta 27 rpygHs 2006 poky Ne 898 (y pegakuii Hakasy MO3
BTOPUHHY YkpaiHu Big 26 BepecHs 2016 poky Ne 996), a came:
YyNakoBKY, YactoTa nogaHHa PO3B: 3 poku/ KiHueBa gata ons
BMNPOBYBaHHSA BK/IIOUEHHA AaHux o PO3b 18.02.2022, aarta
LLLOA0 SKOCTI: nogaHHa PO3B6 g0 komneTeHTHUX opraHiB 18.05.2022.
Ty6intokc MponoHoBaHa pepakuis: MNepiognyHiCTb Ta Aatn
dapma nogaHHs PO3B 3rigHo 3 akTyasibHOO BEPCIED
C.M.A., Itanis Mepeniky pechepeHTHMX gaTt €Bponeiicbkoro Coto3y Ta
yacTtotu nogaHHa PO3b: YactoTa nogaHHsa PO36: 5
pokis. KiHueBa garta ans BknoyeHHsA gaHux go PO3b
18.02.2024, TepMiH nogaHHsA PO36 g0 KOMNETEHTHMX
opraHis 18.05.2024.
141. | KCAHTUHON | nopoLwok MAT YkpaiHa LLlaHaoHr Kutaii BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | - - UA/8600/01/01
y (cybeTaHuis) y "Kuismegn K'toaH TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
HIKOTUHAT noagiliHnx penapat" dapmacbloTika Ta/abo agpecu micusa NPOBamXeHHs AisNIbHOCTI
nonieTuIeHoBmxX nKo., NTA BMPOGHMKa (BK/TKOYaoUM, 3a HEOOXIAHOCTI, MicLe
naketax gns NpoBefeHHA KOHTPOJI0 SKOCTi), abo BacHMKa mactep-
hapmaLeBTUYHOIO thaiina Ha A®I, abo noctayasnibHuka API/BuxigHoOro
3aCcTOCyBaHHSA marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

3aCTOCOBYHOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HAaYEHO
y [OCbE Ha NikapcbKuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNenchkiii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dhapmaxonei y 3aTBeppkeHoOMy [0CbeE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT PevyOBUHN (SIKLLLO 3a3HAYEHO Y
00CbE) - 3MiHa agpecy Micus NPOBaKEHHS
nisnbHocTi BUpo6Huka A®l Shandong Keyuan
Pharmaceutical Co. be3 3MiH1 Micus BNpoBaMKeHHs
AifNbHOCTI. BBEAEHHS 3MiH NpOTArom 6-Tv MicsLiB
nicnsa 3aTBepKeHHs
142. | NAHTYC® PO3YUH NS iH'EKLN, TOB YkpaiHa CaHochi- HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/8106/01/01
CO/NNIOCTAP® | 100 Og./mn; Ne 5: mo | "CaHodi- ABeHTIC TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom | nidsis2ae
3 My KapTpuaxi, ABEHTIC [Loliunang, Ta/abo agpecu MicLs NPOBaKEHHS AISNbHOCTI
BMOHTOBaHOMY B YkpaiHa" 6X BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
0flHOpa30BYy LUMPULL- BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
pyuky (6e3 ronok NPOBeLEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
ONs iH ekyiin); no 5 BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
LUNPUL-PYHOK Y cepii). AgmiHicTpaTBHa 3MiHa agpecy BUPO6HMKa
KapTOHHI KopooLli 'N3, BigNoBifaNbHOTO 3a MOBHWIA LMK BUPOOHULITBA
BK/THOHAI0UM BUNYCK Cepii, 3 METOK NPUBEAEHHSA Y
BiANOBIAHICTb O OHOBNEHOrO OpuriHasibHOro GMP
cepTtudikaTy Ta niyeHsii Ha BUpo6HMLTBO. Ha3ga Ta
BMpO6OHUYA AiNbHULSA 3a/MLaloTbes 6€3 3MiH, BC
BMPOGHUWUYI onepauii 3a/IMLaTbCsa HE3MIHHUMMU.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
143. | NEBAKCENA | po3uuH ans iHdysii KPKA, CnoBeHis BMPOGHMLITBO CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a He UA/15596/01/01
® 5 mr/mn; no 100 mn An.4., Hoso "in bulk", TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom nionsieae
PO34MHY Y h/1aKoHi; MecTo nepBuHHE Ta thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTuLi
no 1, 5a6o 10 BTOPVHHE nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
chn1akoHiB B nakyBaHHs, AN MeAnyHOro 3acTocyBaHHsA
KapTOHHI KopooLli KOHTPO/b reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKapCbKMX
cepii Ta 3aco6iB Nic/i BHECEHHSA TiET camoi 3MiHN Ha
BUNYCK cepil: pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
KPKA, a.4., XKOLHUX HOBUX [OAATKOBUX AaHUX). 3MiHM BHECEHI A0
HoBo mecTo, IHCTPYKLUIi 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
CnoseHis; 3acoby y po3aim "OcobnnBOCTi 3aCTOCYBaHHA",
KOHTPO/b "3[aTHICTb BNAMBATU Ha LWBWUAKICTL peakuii npu
cepii: KPKA, KepyBaHHi aBTOTpPaHCNOpPTOM abo iHWMMK
A.4., Hoso mMexaHismamu”, "TMo6iuHi peakyii” 3rigHo 3
mecTo, iHchopmaLi€eto L1040 MeANYHOro 3aCTOCYBaHHS
CnoseHis pedhepeHTHOro nikapcbkoro 3acoby (TAVANIC®,
solution for infusion 5 mg/ml). BBegeHHA 3MiH
NPOTArom 6-Tv MiCAILIB Micns 3aTBepAKEHHS. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK BHECeHi Jo
IHCTPYKUIT ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3gain "Mo6iuHi peakyii” Wwoa0 3BiTyBaHHSA
npo NoGiyHi peakLii. BBeAeHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepAKEHHs
144. | NINPUMAP® TabneTkn, BKPUTI Biatpic CLIA BrnpobHMuTBO HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/2377/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
naiBKOBOIO CnewenTi in bulk, CLUA TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nidssi2ae
06010HKO10, o 20 nnc nepBuHHa Ta Ta/abo afpecu 3asBHMKa (B/laCHUKa peecTpavjiiiHoro
mr: no 10 TabneTok BTOPVHHA nocBigYeHHs) 3as8BHUK Ta A0ro MiCLLe3HaXOLKEHHS:
y 6nictepi; no 3 ynakoBka, TepMmiH BBeeHHS 3MiH NpoTArom 12 micAuis nicns
6nictepu abo no 10 KOHTPO/1b 3aTBEpPKEHHSA. 3MiHU | TUNY - AOMIHICTPATUBHI 3MiHN.
6nictepiB y AKOCTI Ta 3MiHa HalilmeHyBaHHA Ta/abo agpecu micus
KapTOHHI KOpo6Li BUWMYCK Cepii: NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
Mdpaiizep roTOBOro NikapcbKoro 3acoby, BKIYaUN AiNbHALL
MeHtochekuyp BMNYyCKy cepii abo MicL,e NpoBeAEHHS KOHTPOSIO
WHr JouneHg, AKOCTI. (AISNbHICTB, 3a AKY BignoBigae
M6X, BMPOGHMK/IMNOpTEp, BK/IOYaoUM BUMYCK cepiii) 3MiHa
HimeuunHa aapecy Bupo6Huka 13, y 38'A3Ky 3 NpMBEAEHHAM
BMPOGHMLITBO afpecy [0 3a3Ha4YeHOol y OHOB/IEHIl niueHsii Ta GMP
in bulk, cepTudikaTti. BUpobHunya ginbHNULA Ta BCi BUPOGHWUI
KOHTPO/b onepavujii 3anvLwatTbCA He 3MIHHUMUW. TepMiH
SIKOCTI: BBEJEHHS 3MiH NpoTArom 12 micauis nmicns
Mdcpaiizep 3aTBEPMAKEHHS.
dapmactoTika
n3 INC, CWA
145. | NINPUMAP® TabneTku, BKpUTI Biatpic CLWA Brpo6HMuTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a He UA/2377/01/02
nniBKOBOIO CnewenTi in bulk, CLIA TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | niossi2ae
060/10HKO10, 1Mo 40 nnc nepBuHHa Ta Ta/abo afpecu 3asiBHMKa (B/1aCHUKa peEECTpaLiiiHoOro
mr: no 10 TabneTok BTOPVHHA nocBiAYeHHs) 3asaBHYK Ta I0ro MiCLLe3HaXOMKEHHS:
y 6nicTtepi; no 3 ynakoBka, TepMmiH BBeZeHHS 3MiH NpoTArom 12 micauis nicns
6nictepu B KOHTPO/1b 3aTBEPKEHHSA. 3MiHU | TUNY - AOMIHICTPATUBHI 3MiHWU.
KapTOHHI KOpo6Lii AKOCTi Ta 3MiHa HalimeHyBaHHs Ta/abo agpecu micus
BUWMYCK Cepii: NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
Mdpaiizep roTOBOrO NikapcbKoro 3acoby, BKIYaUN AiNbHALL
MeHtochekuyp BMNYCKY cepii abo MicL,e NpoBeAEHHS KOHTPO/IO
WHr JouneHg, AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
M6X, BMPOGHMK/IMNOpPTEp, BK/IOYaUM BUMYCK cepiii) 3MiHa
HimeuunHa aapecyv BMpo6Huka 13, y 38'A3Ky 3 NpMBEAEHHAM
BMPOGHMLITBO afpecy [0 3a3Ha4YeHOol y OHOB/IeHIl niueHsii Ta GMP
in bulk, cepTudikaTi. BupobHuya AinbHULSA Ta BCi BUPOOHUYI
KOHTPO/1b onepavjii 3anMLwatTbCA He 3MIHHUMUW. TepMiH
SIKOCTI: BBEJEHHS 3MiH NpoTArom 12 mMicauis nicns
Mdcpaiizep 3aTBEPMKEHHS.
dapmactoTika
n3 INC, CWA
146. | NINPUMAP® TabneTku, BKpUTI Biatpic CLIA MepBuHHa Ta Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/2377/01/03
NNiBKOBOKO CnewwenTi BTOPVHHA CWA TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | niosnsizae
060/10HKO10, No 80 nnc ynakoBKa, Ta/abo afpecu 3asiBHMKa (B/1aCHUKA pPeEECTpaLiiiHOro
mr: no 10 TabneTok KOHTPO/1b nocBiAYeHHs) 3asaBHYK Ta 1i0ro MiCLLe3HaxX04KEeHHS:
y 6nictepi; no 3 AKOCTi Ta TepMmiH BBEEHHSA 3MiH NpoTAroM 12 micAuis nicns
6nictepu B BUNYCK cepil: 3aTBEPAKEHHS. 3MiHU | TUNY - AQMIHICTPATUBHI 3MiHN.
KapPTOHHI KOpooUi Mdbaizep 3MiHa HalimeHyBaHHA Ta/abo agpecu micus
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MeHtodekuyp NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
WHr [loiiunexs roTOBOrO Nikapcbkoro 3acoby, BKIYaKUUN AiNbHALL
M6X, BMNYCKY cepii abo MicL,e NpoBeAEHHS KOHTPO/IO
HimeuunHa AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMLITBO BMPOGHMK/IMNOpTEp, BK/IOYaUM BUMYCK cepiii) 3MiHa
in bulk, aapecy Bupo6Huka 13, y 3B8'A3Ky 3 NpMBEAEHHAM
KOHTPO/Tb afpecy [0 3a3Ha4YeHOol y OHOB/IEHIl NniueHsii Ta GMP
AKOCTI: cepTudikaTti. BUpobHunya ginbHULA Ta BCi BUPOGHWUI
Mdcpaiizep onepavujii 3anvLwatTbCA He 3MIHHUMUW. TepMiH
dapmactoTika BBEJEHHS 3MiH NpoTArom 12 micauis nmicns
n3 1NcC, CWA 3aTBEPKEHHS.
147. | NINPUMAP® TabneTku, BKpUTI Biatpic CWA B1po6HMLTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/2377/01/04
NNiBKOBOKO CnewwenTi in bulk, CWA TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSs! peuyenmom | nidssizae
060M0HKO10, no 10 nnc nepBuHHA Ta Ta/abo agpecu 3asBHKKa (BNacHUKa peectpaviiHoro
mr, no 10 TabneTok BTOpPUHHA nocBiAYeHHs1) 3asaBHKK Ta A0ro MiCLLe3HaXOMKEHHS:
y 6nicTepi; no 3 ynakoBKa, TepMmiH BBEEHHS 3MiH NpoTAroM 12 micsAuis nicns
6nictepn ab6o no 10 KOHTPO/Ib 3aTBEPMKEHHS. 3MiHKM | TNy - AOMIHICTPaTUBHI 3MiHN.
6nicTtepiB y SAKOCTi Ta 3miHa HalimeHyBaHHS Ta/abo agpecu micus
KapTOHHI KopooLli BUNYCK cepil: NPoBaPKEeHHSA AiSNIbHOCTI BUpobHMKa/imnopTepa
Mdpaiizep roTOBOrO MiKapCbKOro 3acoby, BKIYAKYMN AiNbHAL
MeHodekuyp BMMYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/THO
WHr [loiiunexs AKOCTI. (4iSNbHICTb, 3a Ky BiAnoBigae
v6X, BMPOGHMK/IMNOPTEpP, BKIOYA0UM BUMYCK cepili) 3MiHa
HimeuyunHa aapecy BUpo6HuKa 13, y 3B'A3Ky 3 NpMBEAEHHAM
BMPOOHULITBO afpecy 10 3a3Ha4YeHOol y OHOBJIEHIl niueHsii Ta GMP
in bulk, ceptudikaTti. BUpobHunya ginbHNUUA Ta BCi BUPOGHWUI
KOHTPO/b onepawii 3a/IMwalTbCA He 3MIHHUMK. TepMiH
AKOCTI: BBEEHHS 3MiH NpoTAroM 12 micsauis nicns
Mdpaiizep 3aTBEPLKEHHS.
dapmactoTika
n3 JINC, CWA
148. | NO3APTAH TabneTku, BKpUTI TOB YkpaiHa AT YropwmHa/ BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/16519/01/01
MMAKC-TEBA | nniBkoBOO «TeBa dapmaneBTNY IcnaHis TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
060/10HKO0 No 50 YkpaiHa» HWi1 3aBOf, cepTucpikaT BignoBigHOCTI EBponelichKii
mr/12,5 wmr, no 10 TeBa, thapmakonei/moHorpadii. NogaHHs HoBOro abo
Tabnetok y 6nictepi; YroplmHa; OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
no 3 a6o no 6, abo Tesa ®apma BWyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
no 9 6nictepiB y C.J1.Y., Icnania thapmakonei: gna A®l; ans BUxigHOro
KapTOHHI KopooLli mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peYoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuka - MNogaHHs
oHossieHoro CEP R1-CEP-2011-105- Rev 04
(nonepepgHs Bepcis R1-CEP-2011-105- Rev 03) ansa
A®| nosapTaH kanito Bif BXe 3aTBEPAKEHOr0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BMpo6HMKa TAPI India Malanpur; 3miHu | TUny - 3MiHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTI (Hanpvknag, BUTy4eHHs 3acTapinioro
nokasHuka)) - BuganeHHs tecty, sknii He
3apeecTpoBaHo A9 A®| JlozapTtaH kanito CEP R1-
CEP-2009-332- Rev 03 - 3a/IMLLKOBI PO3YNHHWKM:
eTunaueTar Ta i3onponaHon 3 MeToaiB KOHTposito Ad|
Bif BUpo6bHuka ASSIA CHEMICAL INDUSTRIES LTD.,
Teva Tech Site, I3painb, y 38’'A3Ky 3 NpMBeAEHHAM [0
CEP R1-CEP-2009-332- Rev 03, skuii He MIiCTUTb
KOHKPETHO TECT Ha 3a/INLLIKOBI PO3UYMHHUKK, & iX
KOHTPO/Ib 3[iICHIOETLCA 3a JOMNOMOrol0 TECTY Ha
BTpaTy B Maci npu BUCYLLYBaHHI

149.

NO3APTAH
MNOC-TEBA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKo no 100
Mmr/25 mr, no 10
TabneTtok y 6nictepi;
no 3 6nictepun y
KapTOHHI KOpo6Lii

TOB
«TeBa
YKpaiHa»

YkpaiHa

AT
PapmaueBTuy
HWI1 3aBOg,
Tesa,
YropumHa;
Tesa ®apma
C.1Y., IcnaHis

YropwwmHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bifj y)Xe 3aTBEpPAXEHOro BUPo6HMKa - MogaHHA
oHosrieHoro CEP R1-CEP-2011-105- Rev 04
(nonepepHs Bepcis R1-CEP-2011-105- Rev 03) ans
A®I no3apTaH Kanito Bif BXe 3aTBepKEHOr0
Bupo6HuKa TAPI India Malanpur; 3mibu | TUny - 3MiHn
3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikaLii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneungikauisx Ha A®l, abo BUXIZHWUIA/MPOMIDKHWI
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPO6HMLTBA AD| (BUTYYEHHA HE3HAYHOTO NOKa3HUKa
AKOCTI (HanpuKnag BUyYeHHs 3acTapinioro
nokasHuka)) - BuganeHHs TecTy, SKuii He
3apeectpoBaHo A1 A®| JlozapTtaH kanito CEP R1-
CEP-2009-332- Rev 03 - 3a/ILLKOBI PO3YNHHWKN:
eTunauerTar Ta i3onponaHon 3 MeToAiB KOHTposio Ad|
Bif, BUpo6Huka ASSIA CHEMICAL INDUSTRIES LTD.,
Teva Tech Site, I3painb, y 38'A3Ky 3 NpMBeAeHHAM [0
CEP R1-CEP-2009-332- Rev 03, skuii He MIiCTUTb
KOHKPETHO TECT Ha 3a/IMLLKOBI PO3YMHHUKY, & TX
KOHTPO/b 3AiICHIOETLCS 3a ONOMOrOH TECTY Ha

3a
peyerimom

UA/16519/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BTpaTy B Maci Mpu BUCYLLYBaHHi
150. | noKcuaon PO34MH ANS iH'EKLi TOB YkpaiHa dapmaBixH TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/18268/01/01
15 mr/1,5mn; no 1,5 "YOPN[, CaH. Be Tigx. TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
M/ B amnyni, no 3 MEANLMN A.LL. thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
amnysin B KAPTOHHIl H" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
Kopoo6Li ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) 3MiHM BHECEHO B iHCTPYKLitO AN MeANYHOT0
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiANOBIAHO 40O OHOBMEHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYyBaHHSA AiH040T peYOBUHY 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBeAEHHS 3MiH
npoTsArom 6 MicsiliB nmicnsi 3aTBepAKEHHS
151. | noKcuaon PO3YUH N5t iH'EKLN, TOB YkpaiHa K.O. PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/14841/01/01
15 mr/1,5mnno 1,5 "YOPN[, Pomdpapm TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
MJ/1 B amnyni; no 3 MEOMUN KomnaHi thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
amnysin y KOHTYpHilA H" C.P.N. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
YapyHKOBIli ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
ynakosLij; no 1 OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
KOHTYpHil a60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
YapyHKOBIli ynakoBLyi 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
B KapTOHHI kopobuj pe3ynbTar OLUiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHoM) 3MiHN BHECEHO B iHCTPYKLi0 A58 MeANYHOIO
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO 0 OHOBMEHOT iHGhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA AiH040T PeYOBMHY 3riHO 3
pekomeHpauieto PRAC. TepMmiH BBeAEHHS 3MiH
npoTarom 6 mMicsauiB nicns 3aTBepAKEHHS
152. | NTOPU3AH® Tabnetku no 10 mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 - UA/0905/01/01
no 10 TabneTtok y "Kuismegn "KuiBmegnpen TexHiuHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenma
6nicTepi; no 1 penapat” apart" Ne 460) - Bunpas/ieHHS TEXHIYHOT MOMWIIKK, Y
6nictepy y nauui 3areepmxeHnx MKA /13 (MeToam KOHTpoOso), a came
HEBIAMNOBIAHICTL PO3LUMPEHOT Ta CKOpPoYeHoi hopmyn
po3paxyHKy pe3ynibTaTy KOHTPO/IO 3a NMOKa3HUKOM
«CynpoBigHi fOMILLKM» (B pe3ynbTaTi CKOPOUEHHS
KoecpiuieHT Mae 6yTu piBHMM 20000, a 3a3HayeHo 20).
3a3HayeHe BUMNpaB/IeHHA BiANoBiJae MaTepianam
peecTpaLiiHoro Aockbe
153. | MATHE-B6® TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO, dpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 - UA/5476/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
o060soHKot0; Ne 50 «Onenna KOHTPO/Tb YropuwHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
(10x5): no 10 Xerckea AKOCTI, KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
TabneTok y 6nictepi; YKpaiHa» nakyBaHHs, napameTpiB crneumdikaliin Ta/abo fonyCcTUMUX MexX
no 5 6nictepiB y MapKyBaHHS1, roTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS
KapTOHHI kopobuyj; BUNYCK cepil: cneumaikalii HOBUM NOKAa3HUKOM 3 BifNOBIAHNM
Ne 60 (20x3): no 20 CAHO®I METOAO0M BUNPOOYBaHHSA) - AO4aBaHHSA HOBOMO
TabneTtok y 6nictepi; BIHTPOMM napameTpa cneuudikauii N3 (gogaTkoBuii TecT)
no 3 6nictepun y IHOACTPIA, (BM3HaYEeHHS BMICTY CBUHLKO Y OMOMKHI peYOBUHi
KapTOHHiiA Kopobuyj; ®paHuis. KaoniH BaXKWi1) METOL,OM Mac-CneKTpoMeTpii 3
Ne 100 (20x5): mo 20 Brpo6HMUTBO, iHOYKTVBHO-3B'A3aH0t0 nnasmoto (ICP-MS) (Ed,
Tabnetok y 6nictepi; KOHTPO/Ib 2.2.23). [aHe B1nNpobyBaHHSA NPONOHYETLCA
no 5 6nictepis y AKOCTI, NPOBOANTM HE Ha MOCTIlHI OCHOBI, a NnLLe NPY BMICTI
KapTOHHI KOpo6Li nakyBaHHs, CBVHLIO B AOMOMDXHI/i pe4yoBUHI KaoniH >13 ppm.
MapKyBaHHS, JopatkoBuii TecT — BuaHaueHHsA BMICTY CBUHLIO Y
BUWMYCK Cepii: [OMOMiXHIi peYOBUHI KaoNiH Baxkknii4) BunpobyBaHHS
Onenna NPOBOANTLCA HE Y PYTUHHOMY aHaulisi. TecT
Xenckea BUKOHYETBCS, /IMLLIE SKLLIO BMICT CBUHLIO B AOMOMDKHIl
XaHrepi K., PEeYOBUHI KaoNiH BaXKMiA > 13 ppm. Takox B po3gin
YropuyHa. 3.2.P.4.1. Cneuuddikauisi (kaoniH BaXKWiA (404ATKOBUIA
Mikpo6ionoriy TeCT Ha CBMHeLb) AoAaeTbCsA NpuMiTKa (* BuLLe
HWIA KOHTPO/b 3HAYEHHS1 BMICTY CBUHLO, HDK NIMIT MOHITOPUHTY,
IN3: XIHOIH iHILitOE NepeBipKy NikapcbKoro 3acoby, o6
3aBog, nepekoHaTnCS, WO KiHLEeBa KOHLeHTpaL,isi CBUHLO B
PapmaueBTny N3 He nepesuLLye mexy 100 % PDE (5 mkr/go6y).
HMX Ta
XiMiyHUX
MpoaykTis
MpaisiT Ko.
nra.,
MignpuemcTeo
Ne3
(NignpuemcTs
0B
YaHikBenbpb).
Mikpo6ionoriy
HWIA KOHTPO/b
rN3:
EYPOATMI
Xanrepi Nitg,,
YropuwmHa
154. | MANIbTO®EP | TabneTtku XyBasibHi, Bidhop LLiBeiiuapis Brvpo6HMuTBO LLseiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/5870/01/01
® ®0onN 100 mr/0,35 mr no (IHTepHeww Hepo3chacosa TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
10 Tabnetok y HA) [HK. HOT MpoAayKu,i, Ta/abo agpecy MicUs NPOBaKEHHS AiSNbHOCTI
6nictepi; no 3 KOHTPO/1b BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
6nictepu B AKOCTI, BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
KapTOHHI KopooLli nepBuHHa Ta NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
BTOPVHHA Bignosigae BUPOGHMK/IMNOPTEp, HE BKIKOYAOUW BUMYCK
ynaKoBKa: cepiii) 3MiHa HalimeHyBaHHS BMpo6HUKa 3 Bidop C.A,,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KopgeH Lsetuapis/ Vifor S.A., Switzerland Ha KopaeH ®apma
dapma Ppibyp ®pibyp CA, LUseiiuapisi /Corden Pharma Fribourg SA,
, Switzerland BignosigasbHOro 3a BUPOGHULITBO
LLBenuapis Hepo3dhacoBaHOi NPoAyKLii, KOHTPOb AKOCTI,
KoHTponb nepBUHHA Ta BTOPVHHA ynakoBka, 6e3 3MiHu micus
AKOCTI, [,03BIN BMPOGHULTBA. 3MiHK | TUNY - AgMIHICTPATUBHI 3MiHW.
Ha BMMYCK 3miHa HalimeHyBaHHS Ta/abo agpecu micus
cepit: NpoBaPKEHHSA AiSIbHOCTI BUPOOHUKa (BK/ItoYaoun, 3a
Bichbop HeoObXiAHOCTI, MicLie NPOBEeLEHHS KOHTPOIO AKOCTI),
(IHTepHeLHn) abo BracHuka mactep-thaiina Ha A®l, abo
IHK., nocravanbHuka APl/BUXigHOro
LLIBeiiuapis mMaTepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO

3aCTOCOBYIOTbCH Y BUPOOHULTBI ADI (AKLLO 3a3HAaYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkiit
dhapmakonei y 3aTBeppkeHOMy [0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLIO 3a3HAYEHO Y
[ocbe) 3MiHa HaliMeHyBaHHS MocTavasibHMKa
BMXiQHOro marepiany po3uuHy 3anisa (Ill) xnopuay,
12% (m/m) Fe 3 Tessenderlo (Schweiz)AG Ha
Kuhlmann Switzerland AG 3 BHeCEHHSIM 3MiH A0
nigpo3giny 3.2.S.2.3.1. KoHTponb mMatepianis.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
AiSNbHOCTI BUpOOHUKa (BK/THOHatoun, 3a He06XiAHOCTI,
MicLie NPOBEAEHHS KOHTPO/IHO AKOCTI), a60 B/1acHUKa
macTep-haiina Ha A®l, abo noctayanbHUKa
A®l|/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYHOTHLCA Y BUPOOHULTBI ADI
(AIKL,0 3a3HAYEHO Y AOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONECHKIl
dhapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[0Cbe) 3MiHa HaliMeHyBaHHS Ta agpecy Micus
NpoBaKEHHA AifNIbHOCTI NoCTavabHUKa BUXIAHOTO
matepiany posuuHy 3anisa (lll) xnopugy, 12% (m/m) Fe
3 BHECEHHSIM 3MiH g0 nigpo3giny 3.2.S.2.3.1.
KoHTponb matepianis.
3atBepmxeHo: Akzo Nobel Base Chemicals GmbH
Hauptstrasse 47 D-49462 Ibbenburen
3anponoHosaHo: Nobian GmbH Hauptstrasse 47 D-
49479 |bbenburen. 3minu | TURNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHMX
MeToAax BUNpobyBaHHs) BHECEHHS HE3HAYHUX 3MiH
[0 MeTofliB BUNPOBYBaHHA Ait040T pevoBMHK 3aU1i3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(1) rigpokcuay noniManbTo3aTy 3a NoKasHUKOM”
loeHTundikauis nonimanbtosn” (TLC).
155. | MAPBEJIOH® | Tabnetku; no 21 OpraHoH LLseiuapis H.B. OpraHoH, | Higepnangn BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a - UA/10176/01/01
Tabnetui B 6nicTepi; CeHTpan HigepnaHvgn TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 1 6nictepy B lcT TM6X (3a NoBHUM thapmakoHarnagy. BeegeHHs abo 3miHu fo
caule; no 3 cawe B LIMK/IOM) y3araslbHeHNX gaHux Npo cuctemy papmakoHarnsgy
KapTOHHI ynakoBLi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
hapmakoHarnag,.
[itoua pepakuin: MapiaHHa Bank-KopteHpaag,
MponoHoBaHa pepgakuis: AokTop ®epHaHga TaBapec.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT 0cobun
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLe3HaxX0KEHHS MacTep-chaiina cnuctemm
chapmakoHarnsgy
156. | MEMAMEA® TabneTku, BKpUTI Megokemi Kinp nepBuHHE Ta Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/16845/01/02
NNiBKOBOKO nTa BTOPVHHE TMny - AGMIHICTPaTUBHI 3MiHW. 3MiHa Ha3Bu peyenmom | niosnsizae
060/10HKOI0 N0 20 nakyBaHHs nikapcbKoro 3acoby - 3MiHa Ha3BM NiKapcbkoro
mr; no 10 TabneTok roToBOro 3acoby, y 3B'A3Ky fo4aBaHHS 3HaKy TOProBoi Mapku Ao
y 6nictepi, no 3 abo NiKapcbKoro Ha3su /13. 3arBepgxeHo: MEMAME/[ / MEMAMED
6 6nicTepis B 3acoby: 3anponoHoBoHo: MEMAMEA® / MEMAMED
KapTOHHI KOpo6Lii Megokemi BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
NTA (3aBop, 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
AZ), Kinp 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
BMPOGHMLITBO 3MiHM) 3MiHW BHECEHI B TEKCT MapKyBaHHs NepBUHHOT
3a NOBHUM Ta BTOPVHHOI YNaKoBKKW, a came YyTOYHIOETbCS
LIMK/IOM: BUKNaAEeHHS iHhopmalii Wwoao gatv BUpobHULTBA,
Megokemi AaTv TepMiHy NpuaaTHOCTi, HOMepy cepii Ta HoMepy
nTAa PI1, norotuny 3asBHuka. BBeAeHHs 3MiH NpOTArom 6-
(LeHTpanbHuii TN MICALB NiCNA 3aTBEPAXKEHHS.
3asog), Kinp
157. | MEMAMEL® TabneTkn, BKpUTI Mepokemi Kinp nepBuHHE Ta Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/16845/01/01
nniBKOBOO nTa BTOPVHHE TMNy - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BuW peyenmom | niosisg2ae
060/10HKOH Mo 10 nakyBaHHsi nikapcbkoro 3acoby - 3MiHa Ha3BM NiKapCbKoro
mr; no 10 TabneTok roToBOro 3aco0by, y 3B'A3Ky joiaBaHHs 3HaKy TOProBoi Mapku Ao
y 6nictepi, no 3 abo nikapcbkoro Ha3swu /13. 3aTBeppkeHo: MEMAME/[ / MEMAMED
6 6nicTepis B 3acoby: 3anponoHoBoHo: MEMAMEA® / MEMAMED
KapTOHHI KopooLii Mepgokemi BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
NTA (3asog 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
AZ), Kinp 6e3nekn/eddekTMBHOCTI Ta hapMakoHaraagy (iHuwi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMPOGHMLITBO 3MiHM) 3MiHM BHECEHI B TEKCT MapKyBaHHs NepPBUHHOT
3a NOBHUM Ta BTOPVHHOI YNaKoBKKW, & came YTOYHIOETbCS
LMK/IOM: BUKNaAEHHS iHdopMaLlii Wo0 AaTv BUPOOHULITBA,
Mepokemi [aTv TepMiHy NpuaaTHOCTi, HOMepy cepii Ta HoMepy
nTa PI, norotuny 3asBHuka. BBeAeHHsS 3MiH NPOTArom 6-
(LleHTpanbHwuii TN MiCALiB NiCNs 3aTBEPAKEHHS.
3aBop), Kinp
158. | MEPOIMNEHEM | nopoLuok ans Mictpan AHrnis Brpo6HMLTBO, ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/16112/01/01
-BICTA NpUroTyBaHHs Kenitan nepBuHHEe Ta Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
PO34mnHY ANs iH'ekyin | MeHemxm BTOPVHHE cepTudikaT BignoBigHOCTI EBponeiickkiii
no 500 mr; 1 a6o 10 eHT nakyBaHHs, hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
hN1aKoHiIB 3 Nimiteq KOHTPO/Tb OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
NOPOLLKOM Y SAKOCTI, BUMYCK BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHI KOpo6Lii cepii: AUC thapmakonei: ana A®l; gns suxigHoro
LOBOAP marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
C.N.A., Itanis/ BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
Brpo6HMuTBO [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
Ta KOHTPOJb €Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
AKOCTI Bif, y)Xe 3aTBepKeHOro BUpobHUKa - NoAaHHS
CTEepU/ILHOT OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP Big,
cymiwi: ALIC 3aTBepmxeHoro BupobHuka A®l ACS Dobfar S.p.A.,
OOB®AP ITania CEP Ne R1-CEP 2011-238-Rev 01
C.N.A., (3atBepaxeHo: R1-CEP 2011-238-Rev 00). 3miHu |
ITANA TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BMNPOBYBaHHS) -
He3HauHi 3MiHV B 3aTBEPAYKEHOMY METOSI
BMNpobyBaHHA /13 3a noka3HUKOM «CynpoBigHi
nomiwkm» (HPLC), a came oHOBNEHHSA Aiana3oHy RRT
ons gomiwkn UK-2 Ta 3miHa nocnigoBHOCTI
XpomaTorpadpyBaHHs po34mHiB. 3MiHu | Tuny - 3miHu 3
sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikaui
Ta/abo [OMYyCTVMUX MEX rOTOBOrO flikapCbKoro 3acoby
(8onoBHEHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BIANOBIAHUM METOA0M BMNPOGYBaHHS) - AOAABaHHS
anbTepHaTMBHOrO MetoAy BunpobysaHHs «FIT-NIR
identification» B po3gin «laeHTudikalisa meponeHemy»
ans ginbHuui Teramo site (for re-test Meropenem
Blend before the filling of the products in vials).
3aTtBepmxeHuii metog — HPLC.
159. | MEPOIMNEHEM | nopoLuok ans Mictpan AHrnis Brpo6HMLTBO, ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/16112/01/02
-BICTA NpUroTyBaHHA Kenitan nepBuHHE Ta TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
PO34mnHy aNnst iH'ekyin | MeHemxm BTOPVIHHE cepTudpikaT BignoBigHOCTI EBponelickkiii
no 1000 wmr; 1 a6o eHT nakyBaHHs, hapmakonei/moHorpadii. NogaHHs HoBoro abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
10 chnakoHis 3 Nimiteq KOHTPO/Tb OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
NOPOLLKOM Y SAKOCTI, BUMYCK BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHiiA KopooLyi cepii: AUC thapmakonel: ana A®l; gns BuxigHoro
LOBOAP marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
C.N.A., Itanis/ BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
Bnpo6HMLTBO [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
Ta KOHTPOJ1b €Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
AKOCTI BiJ y)Xe 3aTBep)KeHOro BUpobHUKa - NofJaHHs
CTepUbLHOT OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP Big,
cymiwi: ALIC 3aTBepmxeHoro BupobHnka A®| ACS Dobfar S.p.A.,
OOB®AP ITania CEP Ne R1-CEP 2011-238-Rev 01
C.NA., (3atBepmxeHo: R1-CEP 2011-238-Rev 00). 3miHu |
ITANA TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPOGYBaHHS) -
He3HauHi 3MiHV B 3aTBEPAYKEHOMY METOSI
BMNpobyBaHHA /13 3a noka3HUKoM «CynpoBigHi
nomiwkm» (HPLC), a came oHOBNEHHSA Aiana3oHy RRT
ons pgomiwkn UK-2 Ta 3miHa nocnigoBHOCTI
XpomaTorpadpyBaHHs po34mHiB. 3MiHu | Tuny - 3miHu 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikav,ii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO flikapCbKoro 3acoby
(oonoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM 3
BIANOBIAHUM METOA0M BMNPOOYBaHHS) - A0AaBaHHSA
anbTepHaTMBHOrO MetoAy BunpobysaHHs «FIT-NIR
identification» B po3gin «lgeHTudikalis meponeHemy»
ansa ginbHuui Teramo site (for re-test Meropenem
Blend before the filling of the products in vials).
3aTtBepaxeHuii metog — HPLC.
160. | METIOHIH TabneTkn, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 - UA/6674/01/01
060/10HKOI0, M0 250 "KMIBCbK "KUIBCbKW TNy - 3MiHKM Woa0 6e3nekn/eddeKTUBHOCTI Ta peuenma
Mr no 10 TabneTok y v BITAMIHHW thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y TEKCT
6nictepax; no 10 BITAMIHH 3ABO4" MapKyBaHHS NEPBMHHOT Ta BTOPUHHOI YNakoBKY
TabneTtok y 6nictepi; un nikapcbKoro 3acoby, a caMme BUIy4eHo iHhopmalito,
no 5 6nictepis y 3ABO4" BUK/TaiEHY POCIICbKO MOBOH); YKpPaiHCbKUA TEKCT
nauuj MapKyBaHHsi NpoAy6/1b0BaHO aHrMiNCbKOK MOBOHO.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
161. | MITPEH TabneTkv no 2 mr; 3AT JuToBcbKa Brpo6HMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a He UA/17523/01/01
no 28 TabneTok y «®apmnira | Pecny6nika KOHTPO/1b TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | niosis2ae
6nictepi; no 1 a6o » SAKOCTI, CucTeMa KoHTeiHep/3akynoproBasibHUiA 3aci6. 3miHa
no 3 6nictepn y nepBuHHE Ta PO3Mipy ynakoBK/ roTOBOrO flikapCbKOro 3acoby (3miHa
KapTOHHI KopooLli BTOPVHHE KiNIbKOCTi oAavHMLb (Hanpukias TabneTok, aMmnyn
nakyBaHHs, TOLLO) B ynakoBLi:) - 3MiHa no3a fianazoHoM

BiANOBIga/IbHM

3aTBEPKEHNX PO3MIpiB YNakoBku. BBeAeHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
1 3a BANYCK [04aTKOBOrO pO3Mipy YNakoBKM iKapCbKoro 3acoby
cepit: Ne84 (28x3) y 6nicTepax y KapTOHHili KopobLui. 3MiHu
NABOPATOPI BHECEHIi B IHCTPYKLIit0 4151 MEAUYHOIO 3aCTOCYBaHHS
OC /IEOH nikapcbKoro 3acoby y po3ain "Ynakoska" (3miHa
PAPMA C.A., po3Mipy ynakoBku). BBeieHHA 3MiH NPOTArom 6-Tu
Icnanis MiCALIB NiCNsA 3aTBEPAKEHHS
BTopuHHe
nakyBaHHs:
MAHAHTIAMb
IHTETPA,
C.1Y., IcnaHis
KoHTposib
AKOCTI:
NABOPATOPI
o
EYEBAPHE,
C.A., IcnaHis
162. | MOHOCAH® Tabnetku no 20 wr, NMPO.MEL Yecbka BMPOBHULITBO Yecbka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/4257/01/01
no 10 TabneTok y .UC Mpara | Pecny6nika 3a NMOBHUM Pecny6nika/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3 a.c. LIMK/IOM: CnoBaubka 3MiHV Y BUpO6HUUTBI (iHLWWi 3MiHM) BUNPaBNEHHS
6nictepu B MPO.MEA.LIC Pecny6nika TexHiYHOI noMuku B po3gini 3.2.P.3.3. Onuc
KapTOHHI Kopo6Lli Mpara a.c., BMPOGHMYOro MpoLecy Ta KOHTPO/I0 NpoLiecy, a came
Yecbka BUMPaB/IEHHSI HA3BMW [OMNOMDKHOI PEYOBWHM 3
Pecny6nika LLeN1t0/1031 MIKPOKPUCTaUTiYHOT rpaHyIbOBaHOI Ha
BUPOGHULITBO, Lientono3a MikpokpucTaniyHa A5 NpuBefeHHs [0
nepBuHHE Ta mMartepianis BUPOOHMKa.
BTOPUHHE 3aTBepakeHo:
nakyBaHHs, 3.2.P.3.3. Description of Manufacturing Process and
KOHTPO/b In-Process Controls
SIKOCTI: 3.2.P.3.3.1.1. Description of manufacturing Process
XBM ®apma -
c.p.o., Blending
Cnosaubka Cellulosum microcrystallinum granulatum
Pecny6nika Granulated microcrystalline cellulose
nepBuHHE Ta 3anponoHoBaHo:
BTOPVIHHE 3.2.P.3.3. Description of Manufacturing Process and
naxkyBaHHs: In-Process Controls
KOO®APMA 3.2.P.3.3.1.1. Description of manufacturing Process
C.p.o., Yecbka
Pecny6nika Blending
KOHTPO/1b Cellulosum microcrystallinum
SIKOCTI: Microcrystalline cellulose
AJIC Yecbka 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
Pecnyb6nika, 3aci6. 3MiHM y BUPOBHULTBI (iHLUI 3MiHW) BUNPAaB/IEHHS
C.p.0. , Yecbka TeXHi4yHoI nomuku B po3gini 3.2.P.3.2. Cknag Ha
Pecny6nika cepilo, a came BUMPaB/IeHHS Ha3BU LOMOMDKHOI

PEYOBMHM 3 LLe/1101031 MiKPOKPUCTasTYHOT
rpaHy/IbOBaHOI Ha Liesi103a MiKpoKpUCTastivyHa Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
npuBeAeHHs 40 MaTepiasis BUPOGHYKa.
3arBepaKeHo:
3.2.P.3.2. Batch Formula
Manufacturing formula
Cellulosum microcrystallinum granulatum
Granulated microcrystalline cellulose
3anponoHoBaHo:
3.2.P.3.2. Batch Formula
Manufacturing formula
Cellulosum microcrystallinum
Microcrystalline cellulose
163. | MOHOCAH® Tabnetku no 40 wr, NMPO.MEL Yecbka BMPOBHULITBO Yecbka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/4257/01/02
no 10 TabneTok y .UC Mpara | Pecny6nika 3a NMOBHUM Pecny6nika/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3 a.c. LIMK/IOM: CnoBaubka 3MiHV Y BUpO6HUUTBI (iHLWWi 3MiHM) BUNPaBNEHHS
6nictepu B MPO.MEA.LIC Pecny6nika TexHiYHOI noMuku B po3gini 3.2.P.3.3. Onuc
KapTOHHI Kopo6Lli Mpara a.c., BMPOGHMYOro MpoLecy Ta KOHTPO/I0 NpoLiecy, a came
Yecbka BUMPaB/IEHHSI HA3BMW [OMNOMDKHOI PEYOBWHM 3
Pecny6nika LLeN1t0/1031 MIKPOKPUCTaUTiYHOT rpaHyIbOBaHOI Ha
BUPOGHULITBO, Lientono3a MikpokpucTaniyHa A5 NpuBefeHHs [0
nepBuHHE Ta mMartepianis BUPOOHMKa.
BTOPUHHE 3aTBepakeHo:
nakyBaHHs, 3.2.P.3.3. Description of Manufacturing Process and
KOHTPO/b In-Process Controls
SIKOCTI: 3.2.P.3.3.1.1. Description of manufacturing Process
XBM ®apma -
c.p.o., Blending
Cnosaubka Cellulosum microcrystallinum granulatum
Pecny6nika Granulated microcrystalline cellulose
nepBuHHE Ta 3anponoHoBaHo:
BTOPVIHHE 3.2.P.3.3. Description of Manufacturing Process and
naxkyBaHHs: In-Process Controls
KOO®APMA 3.2.P.3.3.1.1. Description of manufacturing Process
C.p.o., Yecbka
Pecny6nika Blending
KOHTPO/1b Cellulosum microcrystallinum
SIKOCTI: Microcrystalline cellulose
AJIC Yecbka 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
Pecnyb6nika, 3aci6. 3MiHM y BUPOBHULTBI (iHLUI 3MiHW) BUNPAaB/IEHHS
C.p.0. , Yecbka TeXHi4yHoI nomuku B po3gini 3.2.P.3.2. Cknag Ha
Pecny6nika cepilo, a came BUMPaB/IeHHS Ha3BU LOMOMDKHOI

PEUOBUMHY 3 LieM01031 MiKPOKPUCTaIUHOT

rpaHy/IbOBaHOI Ha Liesi103a MiKpoKpUCTastivyHa Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
npuBeAeHHs 40 MaTepiasis BUPOGHYKa.
3arBepaKeHo:
3.2.P.3.2. Batch Formula
Manufacturing formula
Cellulosum microcrystallinum granulatum
Granulated microcrystalline cellulose
3anponoHoBaHo:
3.2.P.3.2. Batch Formula
Manufacturing formula
Cellulosum microcrystallinum
Microcrystalline cellulose
164. | HANBY®IH PO34uH ANS iH'EKLi, CKAH IHAis CTEPWU/- IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a - UA/17533/01/01
10 mr/mn; no 1 mn B BIOTEK IPKEH NAA® TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
amnyni; no 5 amnyn nTa CAMEHCU3 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
Y KOHTYpHIi (M NTA (BKKOYAOUM Ajana3oH po3Mipy cepii) roToBOro
YapyHKOBIli nikapcbKoro 3acoby (36inbweHHs go 10 pasis
ynakosLi; no 1 NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) 30iNbLUEHHS
KOHTYPHil PO3Mipy cepii rOTOBOTO JiKapCbKOro 3acoby.
YapyHKOBIli ynakoBLji 3arBepmkeHo: 50,0 n (45 454 amnynn).
B KapPTOHHIii 3anponoHoBaHo: 70,0 n (63 636 amnyn) Ta 170,0 n
yMaKkoBLi (154 545 amnyn)
165. | HANNIBY®IHY NOPOLLIOK CaHeka CnoBaubka CaHeka CnoBaubka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | - - UA/18569/01/01
rAPOXNOPU | (cybeTaHuis) y dapmacb Pecnybnika | ®apmacbloTika | Pecnybnika My - 3MiHK 3 AKOCTi. A®I. CTabinbHiCTb. 3MiHa
A noABiliHNX toTiKan3 n3a.c. nepiofy NOBTOPHMX BUNpoGyBaHb/nepiody 36epiraHHsA
nosieTuNeHoBmX a.c. abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI y
naketax gns 3aTBEpPAKEHOMY [0CLe cepTudpikata BiANoBiAHOCTI
hapmaLeBTUYHOro €Bponeiicbkili hapmakonei, Lo BKItoYae nepiog,
3aCTOCyBaHHSA MOBTOPHOTO BUNPOGYBaHHSA) (Nepiog MOBTOPHOIO

BUNPo6YyBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS abo
BBE/leHHS nepiogy NOBTOPHOro BUNpPOGYBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/TIMKEHDb Y
peasibHOMY Yaci - 36iNbLUeHHA nepiogy NOBTOPHOrO
BMNpo6oByBaHHA A®| 3 2 pokiB A0 3 pokiB, HA OCHOBI
OTPVMaHHS1 OHOB/IEHWX AaHWX JOCTiIKEHb
cTabinbHOCTI Bif BUpOOHUKA. 3aTBepixeHo TepMmiH
NEPEKOHTPOSI0 — 2 POKM 3anponoHoBaHO TepMiH
NepPeKoHTPOsI0 — 3 PokM 3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHW/NMPOMIKHWIA
NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOGHMLUTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

AKOCTI (HanpvKkiag, BUly4eHHs 3acTapinioro
nokasHuka)) 3miHa y cneumdikaLii, a came-BUIy4YeHHs
napameTpiB cneuyudikauii MetaHon Ta EtaHon, y
3B'A3KY 3 TUM, L0 BOHW ByNn BK/OYEHI 0
crneundikaLlii NOMWUIKOBO.

166.

HENPOBIOH

PO34mnH ANS iH'EKLR
no 3 mn1 B amnyni;
no 3 amnynv B
KapTOHHI KOpo6Lii

Mi eng Oxi
Xesnc
[bxepmaHi
v6X

HimeyunHa

NOBHWI LMK
BMPOGHMLTBA:
CEHEKCI
HSC

®paHujsa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHNX faHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnfgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnsag.

[itoua pepaxuis: Ap. nopiaH Bengep / Dr. Florian
Bender. MNMponoHoBaHa pepakuis: Dr. Rafael Josupeit.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
Bi4NoBiAa/IbHOI 3a dhapMakoHarnsa.

3a
peyerimom

UA/5409/02/01

167.

HEWPOBIOH

TabneTku, BKpUTI
06010HKO10; no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI KopooLli

Mi eng Oxi
Xenc
[bxepmaHi
meX

HimeuyunHa

Mi eHg Oxi
Xenc OcTpist
'M6X eHg, Ko.

or

ABCTpIA

BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3ara/ibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTeMy
hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnaay 3asBHUKa ons
3fiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bifi YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnsg.

[itova pepgakuisa: Op. ®nopiaH beHgep / Dr. Florian
Bender. MponoHoBaHa pegakuis: Dr. Rafael Josupeit.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
BifnoBigaNbLHOI 3a thapmakoHarnsag,.

3a
peyenmom

UA/5409/01/01

168.

HEOBITAM

TabneTku, BKpUTI
naiBKOBOIO
060/10HKOH0, No 10
Tabnetok y 6nictepi,
no 3 6nictepu B

AT
"KNIBCbK
n
BITAMIHH
Ui

YkpaiHa

AT

"KNIBCbKM

BITAMIHHN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu |
TMny - 3MiHKM Woao0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHN BHECEHO Y TEKCT MapKyBaHHsI NepBUHHOT Ta
BTOPWHHOI YNakoBKM JliKapCbKoro 3acoby, a came

6e3
peyenma

UA/11551/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
navui 3ABOA" BW/Ty4€HO iHhopMaLito, BUKTaAeHy POCIiCbKOD
MOBOIO; YKPAIHCbKWI TEKCT MapKyBaHHS
npoay6/1b0BaHO aHr/iicbKo MOBO. BBeEHHS 3MiH
NpOTSArom 6-Tv MicsILiB Nic/1s 3aTBepAKEHHS!
169. | HYPODEH® TabneTku, BKPUTI PekkiTT Benuka PekkiTT Benuvka BHECEHHS 3MiH 10 peecTpaLjiiiHix MmaTepianis: 3MiHu | 6e3 niosnsieae UA/6313/02/01
POPTE o060510HKot0, Nno 400 BeHkizep BputaHis BeHkizep BputaHis UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
Mr no 12 TabneTok y Xenckep Xenckep CurcTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepi; no 1 a6o 2 IHTEepHeLw IHTEepHELIHN pPO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby (3miHa
6nictepu B HA NimiTeq, Nimiteq KiNIbKOCTi 0AVHMLb (Hanpukiag TabneTok, amnyn
KapTOHHI KopooLli TOLL0) B yMakoBLi:) - 3MiHa no3a AianazoHoM
3aTBEepMKEHNX PO3MIPIB YNnakoBKky - PeecTpauis
[04AaTKOBOrO nakyBaHHSA. 3MiHV BHECEHO B iHCTPYKLi0
AN MeAnYHOro 3acToCcyBaHHSA NikapCbKoro 3acoby y
po34in «YnakoBka», K HACNIOK - 3aTBEPIYKEHHS
TEKCTY MapKyBaHHSA /17 A04ATKOBOT YNaKoBKU
nikapcbkoro 3acoby. BBeaeHHs 3MiH NPOTAroM 6-Tu
MicALiB Nicna 3aTBepAKEHHS
170. | ONIMETEK TabneTku, BKpUTI 3eHTiBa, Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/17624/01/02
nnoc NNiBKOBOKO K.C. Pecny6bnika tOpoyn Mm6X TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom

060/10HKO, 20
Mr/25 mr; no 14
TabneTtok y 6nictepi,
no 2 6nicrepa y
KapTOHHI nayui

cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTudiikat
Bifl Y)Ke 3aTBep/pKEHOro BUPOBHYKa - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchbkili
hapmakonei Ne R1-CEP 2012-398 - Rev 02
(3aTBepmxeHo: R1-CEP 2012-398 - Rev 01) gns
Aitoyoi pevosrHn Olmesartan medoxomil Big Bxe
3aTBepmkeHoro BupobHuka Daiichi Sankyo Co., Ltd.
Ak HacnigoK 3MiHa Ha3BY BUPOBHMKA NPOMIKHOIO
npoaykty ans Adl, wo surotoBaseTscsa Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EUROAPI
HUNGARY Ltd. 3MiHu | TUny - 3MiHM 3 AKOCTI.
CepTudbikar signosigHocTi/lE-cepTudpikar
BiANOBIgHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BignoBigHOCTI E€Bponeiicbkiit hapmakonei: ana Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - OHoBEHWIA cepTudikat
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Bif} y)Xe 3aTBEepKEHOr0 BUPOOHYKA - NO4AHHA

OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2013-105 - Rev 02
(3atBepmxeHo: R1-CEP 2013-105 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBEPAKEHOro BUPOGHMKA. HK HAacnigokK, Ha3By
BMPOGHMKA Ail040i peyoBrHY oHOBEHO 3 Chinoin
Pharmaceutical and Chemical Works Private Co., Ltd.
Ha EUROAPI HUNGARY Ltd. 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X& 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2013-268 - Rev 02
(3atBepmxeHo: R1-CEP 2013-268 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBepAKeHoro BupobHrka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD. 3minu | Tny - 3miHu 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZJNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
Bif] y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichkil
thapmakonei Ne R1-CEP 2004-149 - Rev 06
(3aTBepmxeHo: R1-CEP 2004-149 - Rev 05) ons
Aitoyoi pevosuHn Hydrochlorothiazide Big Bxe
3aTBEpAXEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak Hacnifok,
3MiHM B agpeci BnacHuka CEP (3aTBepgeHo: API
division, 5 Basel Street, Israel-4951033 Petach Tikva,;
3anponoHoBaHo: 124 Dvora HaNevi'a Street Israel-
6944020, Tel Aviv-Jaffa). 3miHn | TUNY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.

[MogaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa




128

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEpL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2004-058 - Rev 03
(3atBepmxeHo: R1-CEP 2004-058 - Rev 02) ans
gitoyoi pevoBuHK Hydrochlorothiazide Big Bxe
3aTBepaxeHoro BupobHrka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3MiHn | Tuny - 3MiHn 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZJNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
Bif, y)Xe 3aTBep)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2004-149 - Rev 07 gns
gitoyoi pevoBuHY Hydrochlorothiazide Big Bxe
3aTBEpPAKEHOro BUpOo6HMKa TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 AkocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTHCSA Y Npoueci BupobHuutea AP|
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapiforo nokasHyka)) BUIyYeHHs
3acTapinoro nokasHuka «CeneH» i3 cneyugikaii
aitoyoi pevoBnHn Hydrochlorothiazide Bupo6HuyTBa
TEVA PHARMACEUTICAL INDUSTRIES LTD

171.

O/IMETEK
nnoc

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKot0, 40
mr/12,5 mr; no 14
TabneTtok y 6nictepi,
no 2 6nicrepa y
KapTOHHI nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nika

[Jaiui CaHkio
tOpoyn Mm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI

3a
peyerimom

UA/17624/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif], y)Xe 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2012-398 - Rev 02
(3aTBepmxeHo: R1-CEP 2012-398 - Rev 01) gns
Aitoyoi peyosrHn Olmesartan medoxomil Big Bxe
3aTBepmxeHoro Bupo6bHuka Daiichi Sankyo Co., Ltd.
Ak HacnigoK 3MiHa Ha3BY BUPOBHMKA NPOMIKHOTO
npoaykty ans A®l, wo surotoBnseTsea Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EUROAPI
HUNGARY Ltd. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHni cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2013-105 - Rev 02
(3atBepmxeHo: R1-CEP 2013-105 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBEPAKEHOro BUPOGHYMKA. HK HAacnigokK, Ha3By
BMPOGHMKa Ail040i peyoBrHY OHOBEHO 3 Chinoin
Pharmaceutical and Chemical Works Private Co., Ltd.
Ha EUROAPI HUNGARY Ltd. 3miHu | Tuny - 3miHun 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHni cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
hapmakonei Ne R1-CEP 2013-268 - Rev 02
(3atBepmxeHo: R1-CEP 2013-268 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBepAKeHoro BupobHrka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD. 3minu | Tvny - 3miHun 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiiNOBiAHOCTI E€Bponelickkili dhapmakonei/MoHorpadii.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata

BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZJNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
Bif] y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2004-149 - Rev 06
(3aTBepmxeHo: R1-CEP 2004-149 - Rev 05) ons
Aitoyoi pevosuHn Hydrochlorothiazide Big Bxe
3aTBEpAXEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak Hacnifok,
3MiHM B agpeci BnacHuka CEP (3aTBepgeHo: API
division, 5 Basel Street, Israel-4951033 Petach Tikva,;
3anponoHoBaHo: 124 Dvora HaNevi'a Street Israel-
6944020, Tel Aviv-Jaffa). 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X& 3aTBEpL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2004-058 - Rev 03
(3atBepmxeHo: R1-CEP 2004-058 - Rev 02) ans
gitoyoi pevoBuHY Hydrochlorothiazide Big Bxe
3aTBepaxeHoro BupobHrka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3MiHn | Tuny - 3MiHn 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZiNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
Bif, y)Xe 3aTBEpL)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichkil
thapmakonei Ne R1-CEP 2004-149 - Rev 07 gns
nitoyoi pevoBuHY Hydrochlorothiazide Big Bxe

3aTBEPKEHOro BUPOo6HMKa TEVA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 AkocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea AP|
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapiforo nokasHyka)) BUIyYeHHs
3acTapinoro nokasHuka «CeneH» i3 cneyudikaii
aitoyoi pevoBnHn Hydrochlorothiazide Bupo6HuyTBa
TEVA PHARMACEUTICAL INDUSTRIES LTD

172.

O/IMETEK
nnoc

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKot0, 40
Mmr/25 mr; no 14
TabneTtok y 6nictepi,
no 2 6nicrepa y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nika

[Jaiui CaHkio
tOpoyn Mm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 2012-398 - Rev 02
(3aTBepmxeHo: R1-CEP 2012-398 - Rev 01) ans
Aitoyoi pevosrHn Olmesartan medoxomil Big Bxe
3aTBepmkeHoro BupobHuka Daiichi Sankyo Co., Ltd.
Ak HacnigoK 3MiHa Ha3BY BUPOBHMKA NPOMIDKHOIO
npoaykty ans A®l, wo surotoBnseTsesa Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EUROAPI
HUNGARY Ltd. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI E€Bponeiickbkilt hapmakonei: ans Adl;
015 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTudpikat BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2013-105 - Rev 02
(3atBepmxeHo: R1-CEP 2013-105 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBEPKEHOr0 BUPOGHYMKA. HK HAacnigoK, Ha3By

3a
peyerimom

UA/17624/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMPOGHMKA Ail040i peyoBrHY oHOBEHO 3 Chinoin

Pharmaceutical and Chemical Works Private Co., Ltd.
Ha EUROAPI HUNGARY Ltd. 3miHu | Tuny - 3miHun 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJIEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
hapmakonei Ne R1-CEP 2013-268 - Rev 02
(3atBepmxeHo: R1-CEP 2013-268 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBepAKeHoro BupobHrka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD. 3minu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZJNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWA cepTudikat
Bif], y)Xe 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
thapmakonei Ne R1-CEP 2004-149 - Rev 06
(3aTBepmxeHo: R1-CEP 2004-149 - Rev 05) ons
Aitoyoi pevosuHn Hydrochlorothiazide Big Bxe
3aTBEpMXEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak Hacnifok,
3MiHM B agpeci BnacHuka CEP (3aTBepgeHo: API
division, 5 Basel Street, Israel-4951033 Petach Tikva,;
3anponoHoBaHo: 124 Dvora HaNevi'a Street Israel-
6944020, Tel Aviv-Jaffa). 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI E€Bponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI

€sponevicbkili hapmakonei) - OHOBNeHWI cepTudpikaT
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Bif] y)X& 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2004-058 - Rev 03
(3atBepmxeHo: R1-CEP 2004-058 - Rev 02) ans
nitoyoi pevoBuHY Hydrochlorothiazide Big Bxe
3aTBepaxeHoro BupobHrka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3MiHn | Tuny - 3MiHn 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZiNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)Xe 3aTBep)KEHOr0 BUPOOHMKA - MOfaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichkil
thapmakonei Ne R1-CEP 2004-149 - Rev 07 gns
gitoyoi pevoBuHY Hydrochlorothiazide Big Bxe
3aTBEpPAXEHOro BUpo6HMKa TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 akocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea AdI
(BMlyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/IyYEHHS 3aCTapiforo nokasHyka)) BUIyYeHHs
3acTapinioro nokasHuka «CeneH» i3 cneyudikadii
aitoyoi pevoBnHn Hydrochlorothiazide Bupo6HuLTBa
TEVA PHARMACEUTICAL INDUSTRIES LTD

173.

O/IMETEK
nnoc

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKoOt0, 20
mr/12,5 mr; no 14
TabneTtok y 6nictepi,
no 2 6nicrepa y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nika

[Jaiui CaHkio
tOpoyn Mm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWiA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOOHMKA - MOaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBpoONenchkili
thapmakonei Ne R1-CEP 2012-398 - Rev 02
(3aTBepmxeHo: R1-CEP 2012-398 - Rev 01) ans
Aitoyoi peyosrHn Olmesartan medoxomil Big Bxe

3a
peyerimom

UA/17624/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aTBepmxeHoro Bupo6bHuka Daiichi Sankyo Co., Ltd.
K HacnigoK 3MiHa Ha3BY BUPOBHMKA NPOMIKHOTO
npoaykty ans A®l, wo surotoBnseTsea Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EUROAPI
HUNGARY Ltd. 3MiHu | TUny - 3MiHM 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHNI cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €EBponechkili
hapmakonei Ne R1-CEP 2013-105 - Rev 02
(3atBepmxeHo: R1-CEP 2013-105 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBEPAKEHOro BUPOGHMKA. FK HAacnigokK, Ha3By
BMPOGHMKa Ailo40i peyoBrHY oHOBEHO 3 Chinoin
Pharmaceutical and Chemical Works Private Co., Ltd.
Ha EUROAPI HUNGARY Ltd. 3miHu | Tuny - 3miHun 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBiAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHNI cepTudpikaT
Bif] y)X€ 3aTBEpL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2013-268 - Rev 02
(3atBepmxeHo: R1-CEP 2013-268 - Rev 01) ans
nitoyoi pevoBuHM Olmesartan medoxomil Bif Bxe
3aTBepAKeHoro BupobHrka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD. 3minu | Tny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZJNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHM (cepTudikaT BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif], y)Xe 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2004-149 - Rev 06
(3aTBepmxeHo: R1-CEP 2004-149 - Rev 05) ons
Aitoyoi pevosuHn Hydrochlorothiazide Big Bxe
3aTBEpMXEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak Hacnifok,
3MiHV B agpeci BnacHuka CEP (3aTBepgeHo: API
division, 5 Basel Street, Israel-4951033 Petach Tikva,;
3anponoHoBaHo: 124 Dvora HaNevi'a Street Israel-
6944020, Tel Aviv-Jaffa). 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHni cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2004-058 - Rev 03
(3atBepmxeHo: R1-CEP 2004-058 - Rev 02) ans
gitoyoi pevoBuHY Hydrochlorothiazide Big Bxe
3aTBepaxeHoro Bupo6Hrka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3MiHn | Tuny - 3MiHn 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZJNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWA cepTudikat
Bif], y)Xe 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeichbkil
thapmakonei Ne R1-CEP 2004-149 - Rev 07 gns
gitoyoi pevoBuHY Hydrochlorothiazide Big Bxe
3aTBEPAXEHOro BUpOo6HMKa TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 AkocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea API
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/IyYEHHS 3aCTapiforo nokasHyka)) BUIyYeHHs
3acTapinioro nokasHuka «CeneH» i3 cneyudikadii
aitoyoi pevoBnHn Hydrochlorothiazide Bupo6HuLTBa
TEVA PHARMACEUTICAL INDUSTRIES LTD
174. | OMENPOTEK | nopoLuok ans Mictpan AHrnis AHOAPM Ipeuis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a - UA/20042/01/01
T PO3YUHY ANS iH'EKLIA Kenitan XENNAC C.A. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 40 wr; 1 conakoH MeHexm hapMakoHarnagy (iHwi 3MiHK) 3MiHW BHECEHI B TEKCT
3 NMOpPOLLKOM B eHT MapKyBaHHS Ha BTOPWHHIl yNakoBLii y 3B'A3Ky i3
KoMMekTi 3 1 Nimiteq BMMpaB/ieHHAAM HEBIpPHO Bka3aHoi iHpopMmauii y n. 4
amnysnoto 3 "NIKAPCbKA ®OPMA TA KIJIbKICTb OANHNLb B
PO3UYNHHUKOM B YNAKOBLII", Ha nepBuHHIli ynakoBLi (amnyna 3
navui PO34YMHHMKOM) AoAaHO iHdhopmaLiio y n. 2
"KINTIbKICTb". BBEAEHHS 3MiH NPOTAroM 6-Tu MicsLUiB
nicns 3aTBePKEHHS.
175. | OHOAAHCETP | po3uuH Ans iH'exuii, My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/3803/02/01
OH 2 mr/mn, no 2 mn aKuioHepH akuioHepHe TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peuenmom
abo 4 mn B amnyni; e TOBapUCTBO cepTucpikaT BignoBigHOCTI EBponelichKii
no 5 amnyn B kaceTi; | ToBapucTB "HaykoBo- thapmakonei/moHorpadii. NMogaHHs HOBOro abo
no 1 kaceti B nauui o] BMPOGHUYNIA OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o
"HaykoBo- LeHTp BWTyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
BMPOGHMWY "BopLuariscbk thapmakonei: gna A®l; ans BUXigHOro
WA LEHTP niA XiMiKo- mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
"Bopuuaris thapmaueBTUY BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
CbKUii HWi 3aBog” [LOMOMDKHOT peYoBMHM (cepTudikaT BiANOBIAHOCTI
Ximiko- €Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
hapmaves Bifl y)Ke 3aTBep/)KEHOro BUPOGHYKa - NOAAHHS
TUYHWIA OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponechkili
3asof” thapmakonei Ne R1-CEP 2004-066 - Rev 03

(3aTBEepaxeHo: R1-CEP 2004-066 - Rev 02) gns Ad|
OHAHCETPOHY riapoXopuay AUrigparty Bif, BXe
3aTBepAKeHoro BMpo6Huka Sun Pharmaceutical

Industries Ltd., IHAis. 3miHun | TMNy - 3MiHW 3 AKOCTI.
CepTuddikar signosigHocTi/lE-cepTudpikar
BiANOBIgHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata

BignoBigHOCTI E€Bponeiicbkiit hapmakonei: ana Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/mpoMiXKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;

0151 LONOMIXHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI

€Bponelicbkin hapmakonei) - OHoBMEeHWA cepTudikat

Bif] y)Xe 3aTBEp)KEHOr0 BUPOOHMKA - NOfaHHS
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €EBponeichkili
hapmakonei Ne R1-CEP 2004-066 - Rev 04 gnsa Adl
OHAHCETPOHY rigpoXopuay AUrigparty Bif, BXe
3aTBepAKeHoro BMpo6Huka Sun Pharmaceutical
Industries Ltd., IHgis
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

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

3acoby ynakoska) nocsioyeHHs1

176. | OTPUBIH cnpeii Ha3asTbHUiA, CK LLiseiiuapis CK LLBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 - UA/5206/02/01
no3oBaHwuii 0,1 %; KoHcblome KoHcblomep TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenma
no 10 mny p Xenckep Xenckep cepTudikaT BignoBigHOCTI €Bponelickkil
nosniMepHomMy CAP/1 CAP/I thapmakonei/moHorpadii. NogaHHs HoBOro abo
hnakoHi 3 OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
po3nuntoBayem; no BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
1 chonakoHy B thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI KopooLli mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO

BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI pe4yoBuMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikat Big,
HOBOTr0O BMPOGHUKa (3amiHa abo [JONOBHEHHS) -
noAaHHs HOBOro cepTudikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2006-286 -
Rev 01 ans gitouoi peyosmHu Xylometazoline
hydrochloride Big HoBoro Bupo6Huka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, HimeuunHa
(monoBHeHHS). 3MiHK | TNy - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
HOBOrO BMPO6HUKa (3amiHa ab0 JONOBHEHHS) -
noJaHHA HOBOro cepTudikara BiANoBiAHOCTI
€sponelicbkiii hapmakonei Ne RO-CEP 2017-054 -
Rev 00 ans gitoyoi peyoBmHM Xylometazoline
hydrochloride Big, HoBoro BUpo6HuKka
PRZEDSIEBIORSTWO INNOWACYJNO
WDROZENIOWE "IPOCHEM" SP. Z O.0.

177. | NANABEPUH | po3unH ans iH'exuii, MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/13332/01/01
20 mr/mn no 2 mn B aKujioHepH akujioHepHe MRy - 3MiHu 3 akocTi. APl BupobHuuTBO. 3MiHU B peyenmom
amnyrni; no 10 e TOBapUCTBO npoteci Bupo6HuuTea A®| (He3HayHa 3MiHa y 3aKpuTiii
amnyn y nadui 3 TOBapucTB "Jlekxim- YyacTuHi MacTep-ghaiina Ha A®Il) CynyTHs 3MiHa -

KapTOHyY 3 0 "Nlekxim- Xapkis" 3MiHn 3 axocTi. A®Il. KonTponb A®l. 3miHa y
neperopogkamu; no XapkiB" napameTpax cneuudikauii Ta/abo JOMyCTUMUX MeX,
2 mn B amnyni; no BM3HAYeHUX y cneyudpikauisx Ha A®l, abo

100 amnyn y BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
KOpOoO6Li 3 KapTOHY 3 BVIKOPVICTOBYIOTHCS Y Npoueci BupobHuutea Ad|
neperopogkamu; no (8onoBHeHHS cneumdikayii HOBUM NOKA3HUKOM SIKOCTI
2 mn B amnyni; no 5 Ta BignoBigHM METOAOM BUNPO6YBaHHS) - 3MiHN 3
amnyn y 6nictepi; no akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax

2 6nicTepun y nayuyj 3 BMNpo6yBaHHA APl abo BUXigHOro

KapTOHY mMarepiany/npoMiKHOTO NPoAYKTy/peareHTy, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BVIKOPVCTOBYETbLCS y NpoLeci BUPO6HMLUTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKNOHYaOUN 3aMiHy
abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykTy)
3MiHa y 3akpuTili yacTuHi MacTep-chaiina Ha Adl, Ta,
AIK HaCNifoK, 3MiHa y napameTpax cnewumdikaiii
Ta/abo fONYCTUMUX MEX, BUSHAUEHUX Y
cneuungikauisx Ha A®l, a came JONOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
BiANOBIAHUM MeTOA0M BMNPOOYyBaHHS (6eH30/1***— He
6inblue 0,2 ppm) *** KOHTPO/Ib 3@ AAHUM NOKA3HUKOM
npoBoOAMTLCA pa3 Ha pik)). BBegeHHs 3MiH npoTsarom 6-
TW MiICALB NiC/1A 3aTBEPAKEHHS.

178.

NMANABEPVH
y
riaAPOXNorPu

a

KpucTanivyHmi
MOPOLLIOK
(cybeTaHuis) y
noABilHNX NakeTax 3
nonieTuneny ans
chapmaLeBTUYHOrO
3aCTOCYBaHHS

MpueBatHe
aKujioHepH
e
TOBapUCTB
0 “Jlekxim
— Xapkis”

YKpaiHa

PEKOPAATI
IHOBACTPIA
KEMIKA E
PAPMACBIOT
IKA C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
MRy - 3MiHu 3 akocTi. APl BupobHuuTBO. 3MiHU B
npoteci Bupo6HuuTBa A®| (He3HayHa 3MiHa y 3aKpuTiii
YyacTuHi MacTep-ghaiina Ha A®l) CynyTHs 3MiHa -
3MiHn 3 aKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HAYeHuUX y cneyudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, wo
BVIKOPVICTOBYIOTBCSA Y Npoueci BupobHuutea AdI
(8onoBHeHHS cnevumdikayii HOBUM NOKa3HUKOM SIKOCTI
Ta BignoBigHM METOAOM BUNPO6YBaHHS) - 3MiHN 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKIOYAOUM 3aMiHy
ab6o gonoBHeHHs1) A®| abo BUXIAHOrO/MPOMIXXHOIO
npoaykTy) 3MiHa y 3aKpuTiil YyacTuHi MacTep-dhaiina Ha
ADI, Ta, K HacnigokK, 3MiHa y napameTpax
cneumdikaLin Ta/abo AoNYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha Adl, a came JONOBHEHHS
cneuudikaLii HOBUM NOKA3HMKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHA (6eH301***— He
6inblue 0,2 ppm) *** KOHTPO/Ib 3@ AAHUM NOKA3HUKOM
NpoOBOAMUTLCA pa3 Ha pik)). BBeAeHHs 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEPAKEHHS.

UA/14610/01/01

179.

NIPALIETAM-
LAPHULA

TabneTku, BKpUTI
060/10HKO0, No 200
mr; no 10 TabneTok
Y KOHTYpHIiA
YapyHKOBIli
ynakosLi; no 6
KOHTYPHUX
YyapyHKOBUX
yNakoBOK B nauLli

MpAT
"®apmaue
BTUYHA
thipma
"AapHuus”

YkpaiHa

MpAT
"®apmaueBTun
YyHa chipma
"fapHuua”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOIO /liKapCbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO Nikapcbkoro 3acoby (iHLWi 3miHK). CynyTHSA
3MiHa- 3MiHM 3 AKOCTI. [O0TOBWUIA NikapCbKnii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /liKapCbKOro 3acoby
(iHwWi 3mMiHM y MeToAax BMNpobyBaHb (BKAYaym

3a
peyenmom

UA/3225/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aMiHy ab0 JOMOBHEHHS)) BHECEHHS 3MiH /15
nokasHvka «lgeHtudikauisa A» (4PY, 2.2.29, meToq
BEPX), a came nNponoHyeTbLCA NPOBOAUTM
ineHTndikauito A®| 3 BUNpo6oBYyBaHOr0 PO34MHY Ta
pO34mHy nopiBHAHHA (b) 3 po3ainy «KinbkicHe
BU3HAYEHHS»; pefakuiliHi NpaBky Ta YTOYHEHHST ANs
nokasHuka «MikpobiosoriyHa unctota». 3miHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby (iHwi
3MiHM Y MeTofax BUNpPobyBaHb (BK/IKOYa0UN 3aMiHy
ab0 [ONOBHEHHS)) B METOAM KOHTPOIO 3a
nokasHukamu «Po3unHeHHs» Ta «KinbkKicHe
BM3HayeHHs. MeTog 1 (BEPX)» BHECEHO TepMiHu
npuAaTHOCTI BUNPOOOBYBAHOIO PO3YMHY Ta PO3UNHY
MOPIBHAHHSA, peAakuiiHi npaBku. 3MiHN BHECEHO 3
BpaxyBaHHAM BaslifaLjii aHaNiTUYHUX MeTOAMK. 3MiHN |
TMny - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /liKapCbKOro 3acoby
(iHwWi 3miHM y MeToAax BunNpobyBaHb (BKIOYaoun
3amMiHy abo JOMOBHEHHS)) A5 nokasHuka «CynpoBigHi
[omilkm» (BEPX) BHeceHi 3MiHM Ta pefakuiiHi
npaBky, @ came YyTOUHEHUIE TN COpOEHTY
XpomaTorpacivHoi KOMIOHKM, [04aTKOBO NPUBEAEHO
po3paxyHOK BMICTY JOMILLKK (2- okconiponianH-1-in)
OLTOBOI KMCNOTU BiAHOCHO NOLLi Nika nipauetamy 3
ypaxyBaHHsIM NOMpPaBKOBOro KOeqiLieHTY.

180.

MONIAEKCA

Kpanni ByLUHI,
po34mH no 10,5 mny
donakoHi; no 1
hnakoHy 3 NiNeTkot
B KAPTOHHIli Kopobu,i

Nab6opaTto
pii
Bywapa
Pekopgaarti

PpaHuis

dapmacTep

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B
IHCTPYKL,i0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3ginis "Oco6anBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwyji" 3rigHO 3 OHOBEHOLD iHChOPMALLiED
oo 6e3nekn 3acToCcyBaHHS Ajit040i PeHOBUHM.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | TUny - 3MiHW WoA0
6e3nekun/ehekTVBHOCTI Ta hapmMakoHarniagy (iHuwi
3MiHM) 3MiHN BHECEHO B IHCTPYKLiIO 4719 MeANYHOro
3acTocyBaHHS MiKapCcbKoro 3acoby Ao po3ainis
"Oco61M1BOCTI 3aCTOCYyBaHHA" Ta "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rofyBaHHs rpyaat” 3rigHo 3
OHOBJ/IEHOIO iHChopMaLiieto LLO0A0 6e3nekn
3acToCyBaHHSA Ajto4oil Ta AONOMDKHOT Pe4yoBUHA 3
BIANOBIAHUMY 3MiHAMW [0 TEKCTY MapKyBaHHS
BTOPVHHOI yNakoBKKW NikapCbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3MiHn |l TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/2699/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakoHarnagy. 3MiH1 y KOPOTKill xapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeNYHOro 3acToCyBaHHS Y 3B’A3KY i3 HOBUMMN
OaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 hapMakoHarnsgy - 3MiHu BHECEHO B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3sginy "MNo6iyHi peakuii”. BBefeHHS 3MiH
NPOTAroM 6-Tv MicALiB NicAa 3aTBepPAKEHHS
181. | NPIOPUKC- niocpinizoBaHuia nakcoCwmi Benuka nakcoCwmitKn Benbris BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu |l 3a - UA/16549/01/01
TETPA™ NOPOLLIOK AN1S TKnsiiH BputaHis ARH TUny - 3miHu 3 skocTi. A®I. BupobHuuTBo. 3MiHU B peyenmom
KOMBIHOBA iH’'ekUild; 1 dpnakoH 3 Excnopt Bionogpxikans npoueci Bupo6bHuLTBa APl (3MiHa cTOCyETLCA
HA NOPOLLIKOM Y Nimiteq C.A. aKTVBHOI peY0oBMHY 6i00rYHOr0/iMyHONOrYHOrO
BAKLUVHA KOMMJ/IEKTI 3 NOXOKEHHSI 260 BUKOPUCTAHHSA XiMiYHNX AD| y
Aand PO34MHHKKOM (BOAA BMPOBHULTBI NiKapCbKOro 3acoby
MPO®INTIAKT Ans iH'ekyjin) no 0,5 6i0/10r4YHOr0/iIMyHOTOTYHOTO MOXOAKEHHS, SiKa MOXEe
KN KOPY, mn (1 posa) y MaTu 3Ha4YHWUIA BNMB Ha SKICTb, 6e3neky Ta
EMIAEMIYHO | nonepeHbO eeKTMBHICTb NikapcbKoro 3acoby, i He CTOCY€ETbCA
ro HanoBHEHOMY NpOTOKOAY) - 3aTBEPAKEHHS KBaNidhikaLinHOro
MAPOTUTY, wnpuui (y kKomnaexTi NPOTOKO/Y, LLIO ONWCYE BUPOGHMLTBO, TECTYBaHS,
KPACHYXU 3 1BOMAa rosikamu KBanigpikawito Ta 3BITHICTb NPO HOBI PO60YI NOCIBHI
TA BITPAHOI | a6o 6e3 ronok) a6o mMaTepianu Bipycy kpacHyxu (Rubella Working seed).
Bicnny, y amnynax y BHeceHHs peakLiliHiX NpaBoK B ONWC TecTiB
XXNBA BaKyyMHiii KoHTposto sikocTi (Quality Control (QC) release tests)
ATEHYNOBA | cTepunbhiii 015 nociBHux matepianiB Rubella Master seed ta
HA ynakosui; no 1 Rubella Working seed y 3apeecTpoBaHOMy A0CbE 3
BaKyyMHifi METOI0 Y3rofPKeHHs1 3 BUPOOHNYOI0 NPAKTUKOH.

CTepuUbHIl ynakoBLi
Y KapTOHHIli KOpoobL;
1 donakoH 3
NMOPOLLKOM Y
KOMnNekTi 3
PO34MHHKKOM (BOAA
Ans iH'ekyjin) no 0,5
mn (1 posa) y
nonepeaHLo
HanoBHEHOMY
LINpULi y BaKyyMHii
CTepUIbHIiA
ynakosuj; no 1
BaKyyMHiil
CTepusbHIlA ynakoBLi
Y KapTOHHIli KOPOO6L;
1 chnakoH 3
MOPOLLKOM Yy
KOMM/IEKTI 3
PO34MHHKKOM (BOAA
ons iH’ekuyjin) no 0,5
mn (1 gosa) B
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
amny’i y BaKyyMHii
CTepUIbHIiA
ynakosLj; no 1
BaKyyMHiil
CTepusbHIA ynakoBLj
Y KapTOHHil kopobui
182. | NPOTEKOH TabneTkn, BKpUTI OPrAHO OAE EBepTomXeH IHAjsA BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3miHu 11 3a - UA/15396/01/01
DACT® NNiBKOBOKO CWH Naiidp My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa peuenmom
o060n10HKot, Ne 30: NAVOCA CaeHcu3 BMPOGHMKA BUXIAHOro/NPOMIKHOTO NPOAYKTY/peareHTy,
no 10 TabneTok y EHCN3 Nimiteq LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
6nictepi; no 3 (E® 3ET 1) ab0o 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
6nictepu y nauui 3 MicLe NpoBeaeHHs KOHTPOsIIO skocTi) APl (3a
kapToHy; Ne 60: no BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
10 TabneTok y thapmakonei y 3aTBepp)keHOMY 0CbE)(BBEAEHHS
6nicTepi; no 6 HOBOro BMpo6Huka APl 3 HagaHHAM macTep-thaiina Ha
6nicTepiB y navuj 3 A®l) - BBeEHHSA A0AATKOBOro BUpo6Huka Ad|
KapToHy; Ne 90: no [noko3amiHy cynbgat 3aTBepKeHo:
10 TabneTok y Bio-gen Extracts Pvt. Ltd., India 3anponoHoBaHo: Bio-
6nicTepi; no 3 gen Extracts Pvt. Ltd., India; Jiaxing Hengjie
6nictepn y nauui 3 Biopharmaceutical Co., Ltd., China
KapTOHY; NO 3 mayku
y naulli 3 KapToHY;
no 30, 60 a6o 90
Tabnetok y
KOHTeliHepi; no 1
KOHTelHepy y nauui
3 KapTOHY
183. | MPOTEKOH TabneTku, BKpUTI OPI'AHO OAE EBepTogxeH IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3miHu 11 - - UA/15397/01/01
DACT® nNiBKOBOKO CWH Naiidp TMny - 3MiHK 3 AKocTi. APl BupobHMUTBO. 3MiHa
060510HKo10, in bulk: NAVOCA CaeHcua BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
no 1000 TabneTtok y EHCN3 Nimiteq LLIO BUKOPUCTOBYHOTLCS Yy BUPOGHMYOMY npoueci AdI,
naketax; no 1 (E® 3ET 1) ab0o 3MiHa BMPOOHUKa (BK/THOYatoun, ae HeobxigHo,
nakeTy y kopobui MicLie MPOBEAEHHS KOHTPOsTO siKocTi) AdI (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKili
hapmakonei y 3aTBepKeHOMY 40ChE)(BBELEHHS
HOBOro BMpo6Huka APl 3 HagaHHAM mMacTep-cthaiina Ha
A®l) - BBeEHHSA A0AATKOBOro BUpo6HUka Ad|
'nioko3amiHy cynbghat 3aTBepaKeHo:
Bio-gen Extracts Pvt. Ltd., India 3anponoHoBaHo: Bio-
gen Extracts Pvt. Ltd., India; Jiaxing Hengjie
Biopharmaceutical Co., Ltd., China
184. | NPOTONMUK masb 0,1 %, no 10 r JNNEO [aHia BMPOOHULTBO Ipnangis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a - UA/7779/01/02
a6o no 30, abo no dapma 3a NOBHUM TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
60 ry Ty6i; no 1 Ty6i AIC uuknom: JIEO Cuctema KoHTeliHep/3akynoptoBasibHUl 3aci6. 3MiHa y
B KQPTOHHIli Kopobu,i JlabopaTtopic NMepBUWHHI YNakoBL,i rOTOBOro MiKapCbKoro 3acoby
NimiTeq (AKicHWIA Ta KiNbKiCHWA cknag) - M'siki Ta HeCTepUIbHI
piaki nikapcbki dhopmu - flogasaHHA Ty6u Bif, HOBOrO
noctavya/ibHuka Ao BXe 3arBepkeHunx Ty6. Hosa Tyba




142

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
€ eKBiBaJIEHTHO [0 3aTBepMAkeHux Ty6. Martepiann
Kopnycy, naeya Ta KoBnayka HOBOI Ty6V OAHAKOBI i3
3aTBepaxeHnMu Ty6amu (Tube body
(LLDPE/Copolymer/ALU/ Copolymer/PE/PE); Shoulder
and nozzle (HDPE); Cap (PP)), € nuwe HeBenuka
pi3HULA B po3Mipax Tyou, BiAMIHHOCTI B MeTOAj
BIAKPMTTA Ty6uM Mif yac nepLioro BUKOPUCTaHHS Ta
MaTepiani 3akpuTTA Hocuka Tybu (oTBOpY ANs
BWAB/IIOBaHHSA NiKapcbKoro 3acoby), a came y
3aTBepmkeHux Ty6ax — LDPE/EAA/ALU; y
3anponoHoBaHux Ty6ax — EMAJALU
185. | NPOTOMUK masb 0,03 %, no 10 NEO [NaHis BMPOGHMLITBO Ipnangis BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a - UA/7779/01/01
ra6o no 30, abo dapma 3a NMOBHUM TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
no 60 ry Ty6i; no 1 AlC umknom: JIEO CurcTeMa KOHTelHep/3akynoproBasibHUIA 3aci6. 3miHa y
Ty6i B KQPTOHHIl JlabopaTtopic NEepBUHHI yNakoBL,i roTOBOro MikapCbKoro 3acoby
Kopoo6Li Nimiteq (AKicHWIA Ta KiNTbKicHWiA cknag) - M'siki Ta HeCTepuIbHI
pigki nikapceki popmu - logasaHHA Ty6um Big HOBOrO
noctavasibHuKa A0 BXe 3arBepkeHux Ty6. Hoea Ty6a
€ eKBiBaJIEHTHOW [0 3aTBepMkeHux Ty6. Martepianu
Kopnycy, naeya Ta koBnayka HOBOI Ty6V OAHAKOBI i3
3aTBepmAxeHnMn Ty6amu (Tube body
(LLDPE/Copolymer/ALU/ Copolymer/PE/PE); Shoulder
and nozzle (HDPE); Cap (PP)), € nuwe HeBenuka
pi3HULA B po3Mipax Tyou, BiAMIHHOCTI B MeTOZj
BiAKPUTTA Ty6uM Mif yac NepLioro BUKOPUCTaHHS Ta
MaTepiani 3akpuTTA HOCKka Tybu (oTBOpY ANs
BWAAB/TIOBAHHSA NiKapcbKoro 3acoby), a came y
3aTBepmkeHux Ty6ax — LDPE/EAA/ALU; y
3anponoHoBaHux Ty6ax — EMAJALU
186. | PAMITOH A Karncynu Teepgi, no MpAT YkpaiHa BMPOGHMLITBO, MonbLua BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a - UA/18731/01/01
5 mr/5 mr, no 6 "papmaue nepBuHHE Ta TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
Kancyn y énictepi; BTUYHA BTOPVIHHE cepTudpikaT BignoBigHOCTI EBponeiickkiii
no 5 6nictepis B dipma nakyBaHHs, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
nauuj "OapHuus” BUMYCK cepii OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
roToBOro BW/TyYEHHS1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
NPOAYKTY: thapmakonei: ana A®l; gns BuxigHoro
Apnamep, mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
®apma C.A., BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
MonbLa; [0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
nepBuHHE Ta €Bponelicbkiin hapmakonei) - OHOBMEeHWIA cepTuduikat
BTOPWHHE Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
nakyBaHHs, OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
KOHTPO/1b thapmakonei R1-CEP 2016-077-Rev 00 Big
SAKOCTI, BUMYCK 3aTBepAxeHoro Bupo6Huka Hetero Drugs Limited,
cepii rotoBoro India gitouoi peyoBMHM amnoguniHy 6ecunar
NPOAYKTY: (3aTBEepaxeHo: RO-CEP 2016-077-Rev 02;.
Apawvep, 3anponoHoBaHo: R1-CEP 2016-077-Rev 00).
Papma C.A.,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MonbLa
187. | PAMITOH A Kancynu Teepgi, no MpAT YkpaiHa BUPOBHULTBO, MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/18731/01/02
5 mr/10 wmr, no 6 "®papmaue nepBuHHE Ta Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
Karncyn y énicrepi; BTUYHA BTOpPUHHE cepTudikaT BignoBigHOCTI EBpoNeiichKii
no 5 6nictepis B ipma nakyBaHHs, hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
navui "AapHnus” BMNYCK cepil OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
roTOBOro BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeENCHKiIi
NPOAYKTY: thapmakonei: gna A®l; ans BUXiAHOTO
Apawvepg, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
®apma C.A., BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
MonbLa; [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
nepBuHHE Ta €Bponelicbkili hapmakonei) - OHOB/IeHWI cepTudpikat
BTOPWHHE Bif] y)X& 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
nakyBaHHs, OHOBJIEHOrO cepTudpikaTy BignoBiAHOCTI EBpoNeiickKiii
KOHTPO/1b thapmakonei R1-CEP 2016-077-Rev 00 Big
SKOCTI, BUNYCK 3aTBepAXeHoro BupobHuka Hetero Drugs Limited,
cepii rotToBoro India gito4oi peyoBrHU amnoguniHy 6ecunar
NPOAYKTY: (3aTBepmxeHo: RO-CEP 2016-077-Rev 02;.
Apnamep, 3anponoHoBaHo: R1-CEP 2016-077-Rev 00).
®apma C.A.,
MonbLa
188. | PAMITOH A Kancynu Teepgi, no MpAT YkpaiHa BMPOGHMLITBO, MonbLa; BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/18731/01/03
10 mr/5 wr, no 6 "papmaue nepBuHHE Ta TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peuenmom
Kancyn y énicrepi; BTUYHA BTOPVHHE cepTudpikaT BignoBigHOCTI EBponelichKii
no 5 6nictepis B thipma nakyBaHHs, thapmakonei/moHorpadii. NogaHHs HoBOro abo
nauuji "AapHuus" BUMYCK cepii OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
roToBOro BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponeNichKii
NPOAYKTY: thapmakonei: gna A®l; ans BUxigHOro
Apamep, mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
dapma C.A., BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
Monbla; [OMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
nepBuHHE Ta €Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
BTOPVHHE Bif y)Ke 3aTBep/)KeHOro BUPOGHYKa - NOAAHHS
nakyBaHHs, OHOBJ/IEHOrO cepTudikaTy BigNoBiAHOCTI EBpONENCHKIN
KOHTPO/b thapmakonei R1-CEP 2016-077-Rev 00 Big
SIKOCTi, BUMYCK 3aTBEpAKeHoro BMpo6Huka Hetero Drugs Limited,
cepii rotoBoro India gitoyoi peyoBMHM amoguniHy 6ecunar
NPOAYKTY: (3aTBepmxeHo: RO-CEP 2016-077-Rev 02;.
Apawvep 3anponoHoBaHo: R1-CEP 2016-077-Rev 00).
dapma C.A.,
MonbLua
189. | PAMITOH A Kancysm TBepgi, no MpAT YkpaiHa BMPOBHMLTBO, MonbLia BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a - UA/18731/01/04
10 mr/10 wmr, no 6 "papmaue nepBuHHE Ta TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/lE- peuyenmom
Kancyn y énicrepi; BTUYHA BTOPVHHE cepTudikaT BignoBigHOCTI €Bponelickkilt
no 5 6nictepis B tipma nakyBaHHs, hapmakonei/moHorpadii. NMogaHHs HoBoro abo
nauuj "OapHuus” BUMYCK cepii OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
roToBOro BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponenchbkii
NPOAYKTY: hapmakonei: gns A®l; ans BUXigHOTO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Apawvep, marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
®apma C.A., BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; Ans
MonbLa; [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
nepBuHHE Ta €Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
BTOPWHHE Bif, y)Xe 3aTBep)KEHOr0 BUPOOHMKA - MOJaHHSA
nakyBaHHs, OHOB/IEHOr0 cepTudikaTy BigNOBIAHOCTI €BPONENChKIi
KOHTPO/Tb thapmakonei R1-CEP 2016-077-Rev 00 Big
SAKOCTI, BUMYCK 3aTBEpAXeHOoro BupobHuka Hetero Drugs Limited,
cepii rotoBoro India gitouoi peyoBMHM amnoauniHy 6ecunar
NPOAYKTY: (3atBepaxeHo: RO-CEP 2016-077-Rev 02;.
Apawvep 3anponoHoBaHo: R1-CEP 2016-077-Rev 00).
®apma C.A.,
MonbLa
190. | PA®AXONIH TabneTku, BKPUTI Bpounasc Monbwa Bpounascbke MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 - UA/6770/01/01
L 060710HKO0 no 30 bke nignpueMCcTBo Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenma
TabneTtok y 6nictepi; | mignpuemc NiKapCbKNX cepTudikaT BignoBigHOCTI EBponeiichKii
no 1 6nictepy B TBO Tpas thapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
KapTOHHI ynakosLi nikapcbkn "r'EPBAMNOJb OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
X TpaB "AT BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
"FEPBAIN thapmakonei: gna A®l; ans BUXiAHOTO
ONb" AT MaTepiany/peareHTy/MpoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTudikat
Bif} y)Xe 3aTBepMKEHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei R1-CEP 2015-136-Rev 00
(3atBepmxeHo: RO-CEP 2015-136-Rev 00) gns Adl
onii M’ATV NepueBOI Bif, BXe 3aTBEPIKEHOro
Bnpo6Huka DULLBERG KONZENTRA GMBH & CO.
KG, Germany. 3miHu | Tuny - 3miHuW 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKOro
3aco06y (iHLi 3MiH1) OHOBJ/IEHHS BXE 3aTBEPMAKEHNX
MeTOZIB KOHTPOJII0 AKOCTi NiKapcbKoro 3acoby, a came:
BUKNAEHHS TEKCTY AepXXaBHOK MOBOIO 3rifHO
Cy4acHVX BMMOT.
191. | PEBIT apaxe o 80 a6o no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 - UA/4068/01/01
100 gpaxe y "BITAMIH "BITAMIHW" TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenma
KOHTeliHepax; no 80 n" cepTudpikaT BignoBigHOCTI EBponelichkii
ab6o no 100 gpaxe y thapmakonei/moHorpadii. NogaHHs HOBOro abo
KOHTeliHepi; no 1 OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o
KOHTelHepy B nauuli BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
3 KapTOHY thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bifl y)Ke 3aTBep/)KEHOro BUPOGHYKA - NOAAHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
hapmakonei Ne R1-CEP 2013-010 - Rev 01
(3atBepmxeHo: R1-CEP 2013-010 - Rev 00) ans
Aitoyoi pevoBrHN Pnbodnasiny (BiTamiH B2) Big Bxe
3aTBepxeHoro Bupo6Huka Hubei Guangji
Pharmaceutical Co., LTD, Kutaii
192. | PEBMA/MTUH | TabneTtku no 7,5 wmr; ToBapucT YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/11608/03/01
no 10 Tabnetok y BO 3 "®APMEKC My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom | nidsisizae
6nicTepi; no 2 06MexeHo reyn" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
6nictepy B navw,i 10 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIl Bignosiga 0151 MeAMYHOro 3acTOCyBaHHA Ha niAcTasi perynsipHo
NBHICTIO OHOB/OBAHOrO 3BiTY 3 6e3NeKkn Nikapcbkoro 3acooby,
"®apmaue abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
BTUYHA 3acoby B nicnspeecTpauiliHuii nepios, abo sk
KOMMaHis pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
"3popos'a” BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "OcobmBOCTi 3acTocyBaHHS", "M0OBIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3nekun Ajkyoi pe4yoBUHN.
193. | PEBMA/ITUH | Tabnetku no 15 wr; Tosapuct YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/11608/03/02
no 10 TabneTok y BO 3 "®APMEKC TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
6nicTepi; no 1 abo obmexeHo reyn thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
no 2 6nictepu B 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
nauuj BigNoBiga 0151 MeANYHOro 3aCTOCYBaHHA Ha MiAcTaBi perynsipHo
JbHICTIO OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
"papmaue a60 pocnifxeHb 3 6e3nekn 3acTOCyBaHHS iKapCbKoro
BTUYHA 3acoby B nicnsipeecTpawiiiHnii nepiog, abo sk
KOMnNaHis pe3ynbTar OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
"3popos'a" BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHoMm) - 3MiHW BHECEHI [0 iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHS NMikapCcbKoro 3acoby y
po3ainu "Oco6MBOCTI 3acTocyBaHHS", "MoBIYHI
peakuii” BignoBiAHO 4O OHOBNEHOI iHChopMaLi 3
6e3nekun Aityoi pevyoBUHN.
194. | PIHA3AN® crpeii Ha3aslbHWUIA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 - UA/17751/01/01
EKCTPA no3oBaHuii, 0,5 "papmaue "papmaueBTu TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenma
mr/mMn no 10 mny BTUYHA YHa hipma cepTudikaT BignoBigHOCTI €Bponelickkilt
hnakoHi 3 tipma "NapHuus” papmakonei/moHorpadii. 3miHW, NoB'sA3aHi 3
[03yBa/IbHUM "OapHuus” HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
Hacocom; rno 1 MoHorpadii 1Py abo €sponelicbkoi thapmakonei, abo
dnakoHy y nauui iHLWOT HaujioHasbHOT thapmakonei gepxasn €C (iHwWi
3MiHW) 3MiHW [0 cneuudikauii i3 BignoBigH1Mm
MeToAaMM KOHTPOJTI0 AKOCTI Ha [OMOMKHY pevyoBUHY
BeH3a1KOHiI0 X10pn/ 3a NOKasHUKaMu 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nokasHukamu «Onmc», «PO3UYNHHICTbY,
«lpeHTudikauis», «CepeHs BiAHOCHA MosekyspHa
Maca i CniBBIAHOLIEHHS asKi/IbHUX KOMMOHEHTIB»,
«Jomiwkn A, B i C», «AMiHN i coni amiHiB», «KinbkicHe
BU3HAYEHHA», «KNCNOTHICTL ab0 NYXHICTb» AN1A
npuBefeHHs Ao BUMor moHorpadii E® «Benzalkonium
Chloride» 3 ypaxyBaHHSIM CTUAICTUKKN ADY.
195. | PIHBOK TabneTku, BKPUTI E66BI LLiBeiiuapis E66BI Ipnangis/ BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu || 3a He UA/18371/01/01
NNiBKOBOKO Biochapma Avipnexng HN CLWA TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
060/10HKOH, CblOTiKan3 B.B., IpnaHgis ITanisa thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NPONOHIroBaHoI A, meX (BUPOGHMLTBO NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
15 mr; Ne28: no 7 nikapcbkoro [ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
TabneTtok y 6nictepi, 3acoby, OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
no 4 6nictepn y TEeCTyBaHHs); OaHumun 3 papmakoHarnsagy - 3mMiHu BHeCEeHo 0
KapTOHHI KOpOOL;j E66BI IHK., IHCTPYKLiT A/19 Me4MYHOTr0 3aCTOCYBaHHS JiKapCbKoro
CLIA 3acoby A0 po3ginis "®apmakosnoriyHi BnacTneocTi"
(TecTyBaHHs nigpo3ain ®apmakogmHamika, "Ocob6anBOCTI
nig vac 3aCTOCYBaHHSA" Ta [0 TEKCTY KOPOTKOI XapakTepucTukn
36epiraHHs); nikapcbKoro 3acoby Ao po3ainis "4.5 Ocobnuei
E668Bi C.p.n., 3acTepexeHHs Ta 3anobixHi 3axoau npu
ITanisa 3actocyBaHHI", "5.1 dapmakogyHamiuHi BnacTueocCTi .
(nepBuHHE Ta BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nicns
BTOPWHHE 3aTBEPAKEHHS
nakyBaHHs,
BMNYyCK cepii)
196. | PIOMAH CyCneHsisi opaUibHa, Takena HimeyunHa Takena M'm6X HimeyunHa BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu | 6e3 - UA/11741/02/01
800 mr/10 mn no 10 M6X TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
mA B cawe; no 10, chapmakoHarnsgy. BeefeHHs abo 3miHn o
a6o no 20, a6o no y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
50 cawe B (BBEAEHHSA y3araslbHEHUX AaHVX MPO cucTemy
KapTOHHI KopooLli thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgnNoBigansLHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0COOU 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.
Litova pegakuis: Cymit MyHmpkan / Sumit Munjal.
MponoHoBaHa pegakuis: Stephane Brouckaert. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsga.
197. | POBAME/ TabneTkn, BKPUTI Megokemi Kinp BMPOOHULTBO Kinp BHECEHHS 3MiH 40 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/15599/01/01
nNiBKOBOKO nTa Hepo3dhacoBa TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom | niosnsizae
060/10HKOI0, N0 5 Mr, Horo dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
no 10 TabneTtok y NPOAYKTY, NiKapCbKOro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepi, no 3 abo 6, [03BiN Ha [ANs MeAMYHOro 3aCTOCYBaHHSA Ha MigcTasi peryssipHo
abo 9 6nicTepis B BUNYCK cepil: OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHiiA KopooLyi Megpokemi abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKoro
nTa 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
(UeHTpanbHuii pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
3asop), Kinp; BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
BUPOGHMULITBO (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
Hepo3chacoBa opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 415 MeanyHOro
HOro 3aCTOCYyBaHHS MikapcbKoro 3acoby Ao po3zinis
npoayKTY, "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
KOHTPO/Ib BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
AKOCTI, Ait0YOT pevoBMHN po3yBacTaTuHy 3rifHo 3
nepBuHHE Ta pekomeHgauisamy PRAC. TepmiH BBELEHHS 3MiH
BTOPVHHE NpoTArom 3 MicsILiB MicNs 3aTBepKEHHS
nakyBaHHs,
[03BiN Ha
BUNYCK cepil:
Megokemi
NTA (3aBog
AZ), Kinp
198. | POBAME/ TabneTku, BKpUTI Megokemi Kinp BMPOGHMLITBO Kinp BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a He UA/15599/01/02
nniBKOBOIO nTa Hepo3dacoBa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossi2ae
060/10HKO10, No 10 HOro thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr, no 10 TabneTok NPOAYKTY, NiKapcbKoro 3acoby, TeKCTIi MapKyBaHHS Ta iIHCTPYKLiT
y 6nictepi, no 3 abo [03BiN Ha [ANs MeAnYHOro 3aCTOCYyBaHHS Ha MigcTasi peryssipHo
6, abo 9 bnicTepis B BUNYCK cepil: OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
KapTOHHI KOpo6Lii Megokemi abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
nTa 3acoby B micnspeecTpaviiiHvii nepiod, abo sk
(LeHTpanbHuii pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
3asop), Kinp; BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
BUPOGHULITBO (3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
Hepo3dhacoBa opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 415 MeaNYHOro
HOro 3acTOCyBaHHS MikapcbKoro 3acoby Ao po3ginis
npoayKTy, "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
KOHTPO/1b BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
AKOCTI, Lit0Y0T pevoBMHN po3yBacTaTuHy 3rigHo 3
nepBuHHE Ta pekomeHpauisamu PRAC. TepmiH BBEEHHS 3MiH
BTOPVHHE nNpoTArom 3 MicsILiB MicNs 3aTBepKEHHS
nakyBaHHs,
[03BiN Ha
BUNYCK cepil:
Megokemi
NTA (3aBog
AZ), Kinp
199. | POBAME/[ TabneTku, BKpUTI Megokemi Kinp BMPOGHMLITBO Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/15599/01/03
NNiBKOBOKO nTa Hepo3dacoBa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosnsizae
060/10HKO10, No 20 HOro thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
mr, no 10 TabneTok NPOAYKTY, NiKapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
y 6nictepi, no 3 abo [03BiN Ha [ANs MeAMYHOro 3aCTOCYBaHHSA Ha MigcTasi peryssipHo
6, abo 9 6nicTepis B BUNYCK cepil: OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHiiA KopooLyi Megpokemi abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKoro
nTa 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
(UeHTpanbHuii pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
3asop), Kinp; BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
BUPOGHMULITBO (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
Hepo3chacoBa opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 415 MeanyHOro
HOro 3aCTOCYyBaHHS MikapcbKoro 3acoby Ao po3zinis
npoayKTY, "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
KOHTPO/Ib BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
AKOCTI, Ait0YOT pevoBMHN po3yBacTaTuHy 3rifHo 3
nepBuHHE Ta pekomeHgauisamy PRAC. TepmiH BBELEHHS 3MiH
BTOPVHHE NpoTArom 3 MicsILiB MicNs 3aTBepKEHHS
nakyBaHHs,
[03BiN Ha
BUNYCK cepil:
Megokemi
NTA (3aBog
AZ), Kinp
200. | POBAME] TabneTku, BKpUTI Megokemi Kinp BMPOGHMLITBO Kinp BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a He UA/15599/01/04
nniBKOBOIO nTa Hepo3dacoBa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossi2ae
060/10HKO10, 1Mo 40 HOro thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr no 10 TabneTtok y NPOAYKTY, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nicTepi, no 3 abo 6, [03BiN Ha [ANs MeAnYHOro 3aCTOCYyBaHHS Ha MigcTasi peryssipHo
abo 9 6nicTepis B BUNYCK cepil: OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
KapTOHHI KOpo6Lii Megokemi abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
nTa 3acoby B micnspeecTpaviiiHvii nepiod, abo sk
(LeHTpanbHuii pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
3asop), Kinp; BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
BUPOGHULITBO (3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
Hepo3dhacoBa opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 415 MeaNYHOro
HOro 3acTOCyBaHHS MikapcbKoro 3acoby Ao po3ginis
npoayKTy, "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
KOHTPO/1b BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
AKOCTI, Lit0Y0T pevoBMHN po3yBacTaTuHy 3rigHo 3
nepBuHHE Ta pekomeHpauisamu PRAC. TepmiH BBEEHHS 3MiH
BTOPVHHE nNpoTArom 3 MicsILiB MicNs 3aTBepKEHHS
nakyBaHHs,
[03BiN Ha
BUNYCK cepil:
Megokemi
NTA (3aBog
AZ), Kinp
201. | PO3YBACTA | Tabnetku, BKpUTI CTALA HimeuunHa BWNYCK CepiiA, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18720/01/01
TUH CTALA® | nniBkoBoO ApuHaiimit KOHTPO/1b Cepbis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosnsizae
06010HKOI0 No 10 mr Tens Al cepiii: CTALA thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
no 10 TabneTok y ApuHaiimitren NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKL,il
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepi; no 3 b Arl, [ANs MeAMYHOro 3aCTOCYBaHHSA Ha MigcTasi peryssipHo
6nictepu y HimeuuunHa,; OHOBJ/OBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
KapTOHHiiA KopooLyi BMPOBHMLITBO abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKoro
Hepo3dhacosa 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
Horo pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
NPOAYKTY, BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
nepBuHHE Ta (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
BTOPVHHE opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 415 MeanyHOro
nakyBaHHs: 3acTOCyBaHHSA NiKapcbKoro 3acoby y po3ginm
"XEMO®APM" "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
AL, Cepbis BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
[it0Y0i pevoBUHM
202. | PO3YBACTA | Tabnetku, BKpUTI CTALA HimeuyunHa BWNYCK CepiiA, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18720/01/02
TWUH CTALA® | nniskoBol ApuHaiimit KOHTPO/1b Cepbis TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom | nidssizae
060/10HKO0 110 20 Mr Tens Al cepiii: CTALA thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
no 10 TabneTok y ApuHaiimitren NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 3 b Al 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
6nictepn y HimeuunHa; OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
KapTOHHI KopooLi BMPOGHMLITBO abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
Hepo3sdhacoBa 3acoby B nicnspeecTpauiliHuii nepios, abo sk
Horo pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
npoayKTy, BIANOBIAHO A0 MNaHy negiatpuuHnx gocnimxers (PIP)
nepBuHHE Ta (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
BTOPVHHE opraHoM) 3MiHM BHECEHO [0 iHCTPYKLiT A48 MeANYHOro
nakyBaHHs: 3acToCyBaHHS Nikapcbkoro 3acoby y po3ainm
"XEMO®APM" "Oco61BOCTi 3acTocyBaHHs", "M06IYHI peakwi”
Al Cepbis BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Ait040i pevoBUHM
203. | CAHOPUH Kpanni HasaubHi, AT YkpaiHa Tea Yex Yecbka BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis: 3miHa 6e3 - UA/2455/03/01
po3uuH, 1 mr/mMn no «Papmar» IHpacTpi3 Pecny6nika/ 3anBHvKa /13 (MIBIM) (BnacHuka peecTpawiinHoro peyenma
10 mn y dpniakoHi; no C.p.o., Yecbka CnoBaubka noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
1 donakoHy pasom i3 Pecny6nika Pecny6nika 460). BBegeHHS 3MiH NpoTAroM 6-Tu MicAUiB nicas
KPWLLIKOIO- CaHeka 3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
KpanesibHULEIo B PapmacboTika 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnsgy (iHwi
KopoobLi n3 AT, 3MiHW) BHECEHI B TEKCT MapKyBaHHS Ha NEPBUHHY Ta
Cnosaubka BTOPWHHY YNaKOBKW Y 3B'A3KY 3i 3MiHOIO 3asiBHUKA,
Pecny6nika BWTyYEHHS iHhopMaL,ii pOCiiCbKO MOBOHO Ta iHLUi
He3HauHi 3MiHW. BBeEHHS 3MiH NPOTAroM 6-Tn MicsLIiB
nicns 3aTBEPIXEHHS.
3MmiHu | TUny - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeH/X gaHux npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiMiHHa Bifl YNOBHOBaXeHOI 0cO6M, BiANOBIAa/IbHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3a 3pjiicHeHHs hapMakoHariaay (BKIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnagy). 3miHa
YMOBHOB&XEHOT 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,.

[itoua pepakuis: IsaH Kimnpiu / lvan Cimprich.
MponoHoBaHa pegakuis: Kopaepo MNannHa AHgpiiBHa.
3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0Co6U
3asBHVKa, BignosifanbHOT 3a hapmakoHarnsag,. 3miHa
MicLe3Hax0o[KEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 papmakoHarnsgy.

204.

CEM/TIONIH®

TabneTkn no 2,5 mr
no 14 tabnetok y
6nictepi, no 2, 4 abo
6 6nictepiB y
KapTOHHI ynakoBLi

TOB
"TNEAPA
PM OTAO"

Ykpaina

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Mepeno3yBaHHa" BiAMOBIAHO 4O OHOBEHOI
iHbopMmawLii 3 6e3nekn 3acTocyBaHHA Aito4ol
peyoBuHW. CynyTHS 3MiHa- 3MiHW LLOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v) 4o 3060B'A3aHb Ta yMOB
BMJaYi peecTpaLiiHoro NOCBigYEHHS, BKIYaum
MnaH ynpaeniHHA pyu3nkamm (3acTOCyBaHHA TEKCTY,
AKUIA NOTOAXKEeHUIA 3 KOMNETEHTHUM OpraHoMm).
3as8BHUKOM HafaHO OHOBMEHWI MNnaH ynpasniHHA
pvi3vkamu Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHhopmauis», I «Cneyudikauis 3
6e3nekn», V «3axogu 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpasniHHA pusukamu», VII
«JofaTtkm» Ha niacTasi OHOBJIEHHSA iHhopMauii 3
6e3nekun B po3gini “lNepeno3yBaHHA" NPOEKTY
IHCTPYKLUT 4719 MeAMYHOro 3acTOCYBaHHA y 3B’A3KY 3
ypaxyBaHHsIM pekoMeHaLiii KomiTeTy 3 oLjiHKu
pu3vkiB y chapmakonarnsagi (PRAC) Wwoao oHoBeHol
iHchopmawii 3 6e3nekn 3aCTOCyBaHHS Ail040i peYoBUHN
amlodipine. 3miHu | TUNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3miHm y

3a
peyenmom

He
nionsieae

UA/9382/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHoro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHnx/6ionodibHMx
NiKapcbKyx 3aco06iB MiC/1A BHECEHHS TiEi camol 3MiHU
Ha pechepeHTHWI Npenapat (3MiHa He NnoTpebye
HaZiaHHA XOAHWX HOBUX [OAATKOBUX AaHUX). SMiHW
BHECEHO A0 IHCTPYKUii 418 MEeAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis: "B3aemogis 3 iHWMK
nikapcbkMK 3aco6ami Ta iHLWi BUAW B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiNOBIAHO 4O OHOBNEHOT iH(hopMaLi LWoao
MEeAMYHOro 3aCTOCyBaHHA pethepeHTHOro NikapCbKoro
3acoby HOPBACK®
3MiHn | TUNYy - 3MiHK LWoao 6e3nekn/ed)eKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO [0
IHCTPYKUiT 415 MEANYHOro 3aCTOCYyBaHHS NiKapCbKOro
3acoby A0 po3ainy "MobiuHi peakyii” Lo0A0 3BiTyBaHHS
npo No6ivHi peakuii. 3MiHn | TUNY - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
Buavi peecTpauiiHoro NocBifYEHHSs, BK/THOHA0UM
MnaH ynpasniHHA pyu3nkamm (3acTOCyBaHHA TEKCTY,
AKUIA NOTOAXKEHWIA 3 KOMNETEHTHUM OpraHoMm).
3asBHVKOM HalaHO OHOBJIEHWUIA MnaH ynpasniHHS
pviavkamu Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHpopmauis», I «Cneyundikauis 3
6e3nekn», V «3axoan 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII
«Jlogatkn» y 3B'A3Ky 3 NpUBEAEHHAM [0
pedepeHTHOro nikapcbkoro 3acoby Hopsack®,
Tabnetkun no 5 mr a6o 10 wmr, Mdpaiizep
MeHodekuypuHr foiiunens M6X.

205.

CEM/TONIH®

Tabnetkv no 5 Mr no
14 Tabnetok y
6nictepi, no 2, 4 abo
6 6nicTepiB y
KapTOHHI ynakoBLi

TOB
"TNEOPA
PM NTAO"

YKpaina

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKkn Nikapcbkoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MNaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHeCeHO A0 IHCTpYKLii 415 MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mepeno3yBaHHa" BiAMNOBIAHO A0 OHOBAEHOI

3a
peyerimom

He
niossieae

UA/9382/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

iHchopmawuii 3 6e3nekn 3acTocyBaHHA Aio4ol
peyoBuHW. CynyTHA 3MiHa- 3MiHY LWOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAYi peecTpaviiHoro noceigYeHHs, BKIOYaum
MnaH ynpaeniHHA pu3nkamm (3aCTOCYBaHHS TEKCTY,
AKUIA NOTOKEHUI 3 KOMNETEHTHUM OpPraHoM).
3asaBHVMKOM HaAaHO OHOB/IEHWIA MnaH ynpasBniHHSA
pv3vkamu Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHhopmauis», || «Crneumdikanis 3
6e3nekun», V «3axoam 3 MiHimisauil pusumkie», VI
«Pestome nnaHy ynpasniHHA pusnkamm», VII
«Jlogatkm» Ha nigcTasi OHOBMEHHS iHGhopMaLi 3
6e3nekun B po3gini “Mepeno3yBaHHA" NPOEKTY
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Y 3B'A3KY 3
ypaxyBaHHAM pekoMeHauiii KomiTeTy 3 oLjiHKu
pu3ukiB y hapmakoHarnsgi (PRAC) wono oHoBAEeHO!
iHchopmawii 3 6e3nekn 3acToCyBaHHSA fil040i peYoBUHN
amlodipine. 3MiHn | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta thapmakoHarisagy. 3MiHn y
KOPOTKilA XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHS reHepuYHNX/ribpuaHux/6ionogioHMx
nikapcbkyx 3acobiB Nicns BHECEHHS TiET caMoi 3MiHM
Ha pechepeHTHWI Npenapart (3MiHa He noTpebye
HafaHHA XOAHVX HOBWX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 [HCTPYKUii 418 MeguyHoro 3actocyBaHHs
nikapcbkoro 3acoby A0 po3ainis: "Bsaemogis 3 iHW1MK
nikapcbkrMKM 3acobamu Ta iHLWi BUAn B3aemMogiid",
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOBJEHOT iHGhopMaLi Woao
MeAMYHOro 3acTocyBaHHA pedyepeHTHOro NikapcbKoro
3acoby HOPBACK®
3miHu | Tvny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHECEHO A0
IHCTPYKUiT N8 MEeANYHOro 3aCTOCYBaHHSA NiKapCbKoro
3aco6y A0 po3ainy "Mob6iyHi peakyii” WoAo 3BiTyBaHHSA
npo no6ivHi peakuii. 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAYi peecTpaviiHoro noceigYeHHs, BKIOYaum
MnaH ynpaeniHHA pu3nkamm (3aCTOCYBaHHS TEKCTY,
AKUIA NOTOKEHUI 3 KOMNETEHTHUM OpPraHoM).
3asaBHVMKOM HafaHO OHOB/IEHWIA MnaH ynpaBniHHSA
pv3vkamm Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHhopmauis», || «Crneumdikanis 3
6e3nekun», V «3axoam 3 MiHimizauil pusumkie», VI
«Pestome nnaHy ynpasniHHa pusnkamm», VII
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

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

3acoby ynakoska) nocsioyeHHs1
«Jlogatkn» y 38’A3Ky 3 NpUBEAEHHSAM [0
pedepeHTHOro nikapcbkoro 3acoby Hopsack®,
TabneTkn no 5 mMr a6o 10 mr, Mdpaiizep
MeHtodhekyypuHr fJonuneHg MmoX.

206. | CENTOJNIETE NboAAHUKM 3 Mr/1 mr KPKA, CnoseHis KOHTPO/b Ta CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 - UA/15458/02/01
® TOTAN no 8 NbOASAHVKIB Y Aa.4a., Hoso BWNYCK Cepii: Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenma
EBKANIOT 6nicTepi; no 1 abo MecTo KPKA, a.4., cepTudikaT BignoBigHOCTI EBpoNeiichKii

no 2, aéo no 3, abo HoBo mecTo, hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
no 4, aéo no 5 CnoseHis OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
6nictepiB y BMPOGHMLITBO BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
KapTOHHI KopooLli "in bulk", thapmakonei: gna A®l; ans BUXiAHOTO
nepBuHHa Ta MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BTOPUHHA BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
ynakoBka: [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
KPKA, 4.4., €Bponericbkiin hapmakonei) - Hosuii ceptuddikar Big,
HoBo mecTo, BXE 3aTBEePA)KEHOro BUPOOHWMKa - MOJaHHA HOBOTO
CnoseHis cepTudpikaTa BignoBiaHOCTI EBpONeiichKilt
KOHTPO/b thapmakonei RO-CEP 2020-286-Rev 00 gns Al
cepili (pi3nyHi 6eH3ngamiHy rigpoxsopug, Bif BXe 3aTBepAXEHOro
Ta XiMiyHi BMpo6HMKa Centaur Pharmaceuticals Private Limited,
MeToamn IHAjs.
KOHTPO/10):
KPKA, a.4.,
HoBo mecTo,
CnoseHis
KPKA, a.4.,
HoBo mecTo,
CnoseHis
HN30X
(HauioHanbHi
naboparopis
3a 34pas'e,
OKOJIE iH
XpaHo),
CrnoseHist

207. | CENTOJNIETE nboasHukKn, 3 mr/l KPKA, CnoBeHis BMPOGHMLITBO CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 - UA/16752/01/01
® TOTAN Mr Mo 8 NbOAAHNKIB An.4., Hoso "in bulk", TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenma
NMMOH TA y 6nictepi, no 1, no MecTo nepBuHHa Ta cepTudpikaT BignoBigHOCTI EBponeiickkiii
MEL 2, 1o 3, no 4 abo no BTOPUHHA hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

5 6nictepiB y ynakoBka, OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
KopoobLi KOHTPO/b BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
cepii: thapmakonei: ana A®l; gns BuxigHoro
KPKA, a.4., mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
HoBso mecTo, BWKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; ans
CnoBeHis; [0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
KOHTPO/1b €Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
cepii: BXE 3aTBepA)KEHOro BUPO6HUKA -
KPKA, .4, noAaHHa HOBOro cepTtudikaTa BiANOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HoBso mecTo, €Bponevicbkinn hapmakonei RO-CEP 2020-286-Rev 00
CnoBeHis; onsa A®| 6eH3maaminy rigpoxniopua, Big, Bxe
KOHTPO/b Ta 3aTBEpAXeHoro Bupo6Huka Centaur Pharmaceuticals
BMNYCK Cepil: Private Limited, IHgjs.
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTpO/b
cepii:
HN30X
(HauioHanbHi
naboparopis
3a 34pas'e,
OKOJIE iH
XpaHo),
CnoseHis
208. | CEPTO®EH TabneTku, BKPUTI TOB YkpaiHa yopnag TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/17608/01/01
nAiBKOBOO "YOPN[ MEAVNLUNH UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
060/10HKOI0, N0 25 MEANUMN ITAY CAH. BE 3MiHK y BUPOGHMLTBI. 3MiHa po3mipy cepil
mr; no 10 TabneTok H" TIDK. A.LL. (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
y 6nictepi; no 1 abo nikapcbKkoro 3acoby (36inbwerHHs go 10 pasis
2 6nictepu B MOPIBHSAHO i3 3aTBEPAXEHUM PO3MipoM) 36iNbLUEHHS
KapTOHHI KopooLli po3mipy cepii N3
3arBepakeHo: 45.0 kr (173076 TabneTok)
3anponoHoBaHo: 300.0 kr (1153846 TabneTok)
209. | CEPTPANNIO® | Tabnertku, BKpUTI TosapucT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu | 3a He UA/8406/01/01
T 100 060/10HKO0, Mo 100 BO 3 BMPOBHMLTBA, MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyernmom nidnsieae
mr, no 10 TabneTok obmexeHo KOHTPO/1b 3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
y 6nicTepi; no 3 10 SAKOCTI, BUMYCK CTOCYHOTbCS BUMYCKY Ccepii Ta KOHTPOSIIO AKOCTI
6nictepn y Bignosiga cepii: rOTOBOrO /likapcbkoro 3acoby (3amiHa abo gofaBaHHsA
KapTOHHI KopooLli NbHICTIO ToBapucTBO 3 BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
"papmaue 06MeXeHo BMNycK cepii) - He BkIovaroumn
BTUYHA BiANOBIAa/bHI KOHTpONb/BMNpo6YyBaHHSA cepii. flogaBaHHA yHKLT
KoMnaHis CTIo BUMYCK Cepii 40 BXe 3aTBepAKeHOro BUpobHMKa
"3popos'a" "papmaueBTu ToBapuCTBO 3 06MEXEHOI0 BifNOBifASIbHICTIO
YHa KoMnaHis "®APMEKC 'PYM", BignosiganbHOro 3a BCi cTagji
"3p0pos'a”, BMPOGHULITBA, KOHTPO/b SIKOCTi. 3MiHN BHECEHI B
Ykpaina IHCTPYKLi0 A5 MEANYHOTO 3aCTOCYBaHHS NiKapCbKoro
BCi cTagii 3aco6by y po3ginu "BUpobHuK”, "Micue3HaxomKeHHs
BMPOGHMLITBA, BUPOGHMKa Ta afpeca MicLis NPOBaKEeHHN 1ioro
KOHTPO/b LisiNbHOCTI" 3 BigNOBIAHNMM 3MiHAMMW B TEKCTI
AKOCTI, BUNYCK MapKyBaHHS ynakoBOK. BBeieHHS 3MiH NpoTarom 6-Tu
cepii: MicALiB nicna 3aTBepKeHHs. 3MiHu | Tuny - 3MiHn
ToBapucTBO 3 woao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy
0bMexeHot (iHLWi 3MiHK). 3MiHM BHECEHI B TEKCT MapKyBaHHs, Ha
BignoBigasbHi NepBVHHIA yNakoBLji KOHKPETW30BaHO TOBapHUIA 3HaK
CTIo 3a8BHUKA, Ha BTOPVHHIN yNakoBLji 3a3Ha4YaeTbcs
"®APMEKC 7I0roTUN 3asiBHUKA Ta KOHKpPeTMU30BaHa "IHwwa TexHiYHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
reyn:, iHchopmavis”. BuydeHHs iHhopmaL,ii pociiicbkoto
YkpaiHa MOBOI0. BBeZileHHS 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.
210. | CEPTPANIO® | Tabnetku, BKpUTI ToBapucT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX MmaTepianis: 3MiHu | 3a He UA/8406/01/02
T25 060/10HKO10, Mo 25 BO 3 BUPOBHULTBA, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidsisizae
mr, no 10 TabneTok 06MeXeHo KOHTPO/b 3MiHM Yy BUPO6HMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
y 6nictepi; no 3 10 SKOCTI, BUNYCK CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH AKOCTI
6nictepn y Bignosiga cepit: roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
KapTOHHI KOpo6Lii NBHICTIO ToBapucTBO 3 BMPOGHMKa, WO BiAMNOBIAAE 3a BBE3EHHS Ta/abo
"®apmaue 0bMexeHoto BMMYCK cepii) - He Bktoyatoun
BTUYHA BignoBigasbHi KOHTPONb/BUNPOBYBaHHs cepii. JlogasaHHsA yHKLT
KOMnNaHis CTI0 BMNYCK Cepii 40 BXe 3aTBEPLKEHOITO BUPOOHMKA
"3popos'a” "®apmavneBTu ToBapnCTBO 3 0OMEXEHOI0 BiAMOBIAA/TbHICTIO
YHa KOMNaHis "®APMEKC I'PYI", BignosifanbHOro 3a Bci cragii
"3p0pos'a", BMPOGHULITBA, KOHTPO/Ib AKOCTI. 3MiHN BHECEHI B
Ykpaina IHCTPYKL,iO 41151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKoro
BCi cTagii 3aco6by y po3ainu "BUpo6bHuK", "Micue3HaxomKeHHs
BMPOBGHMLTBA, BMPOGHMKa Ta agpeca MicLs NpoBaKEHHS 0ro
KOHTPO/Tb LisANbHOCTI" 3 BigNOBIgHNMYM 3MiHAMUW B TEKCTI
AKOCTI, BUNYCK MapKyBaHHS yNakoBOK. BBeieHHsi 3MiH NpoTarom 6-tv
cepii: MicALIB MicnsA 3aTBepKEHHS. 3MiHu | TUny - 3MiHK
ToBapucTBO 3 Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy
06MeXeHo (iHWi 3MiHW). 3MiHW BHECEHI B TEKCT MapKyBaHHS, Ha
BiANOBIAaA/bHI MepPBVHHI yNaKkoBLji KOHKPETU30BaHO TOBapHUIA 3HaK
CTI0 3a8BHUKa, Ha BTOPVHHIN yNnakoBLji 3a3HaYaeTbes
"®APMEKC N10roTnnN 3asBHMKa Ta KOHKpeTM30BaHa "l[HLa TexHiYHa
reymn:, iHchopmavis”. BunyyeHHs iHchopmalii pociiicbKoto
YkpaiHa MOBOI0. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.
211. | CEPTPANIO® | Tabnetku, BKpUTI Tosapuct YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a He UA/8406/01/03
T50 060/10HKOI0, N0 50 BO 3 BMPOGHMLITBA, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. peyenmom | niosnsizae
mr, no 10 TabneTok 06MmexXeHo KOHTPO/b 3MiHM Yy BUPO6HMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
y 6nicTepi; no 3 10 SIKOCTi, BUMYCK CTOCYHTbCS BUMYCKY cepii Ta KOHTPOSIHO SKOCTI
6nictepu y Bignosiga cepit: roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foJaBaHHs
KapTOHHI KopooLli NBHICTIO ToBapucTBO 3 BMPOGHMKA, LLLO BiANOBIAAE 3a BBE3EHHA Ta/abo
"Papmaue 06MEXEHO BMNycCK cepii) - He BkAouaroumn
BTUYHA BignoBigasbHi KOHTpONb/BMNpPOGYBaHHSA cepii. flogaBaHHA yHKLT
KOMnNaHis CTIo BUMYCK cepii 40 BXe 3aTBepAKeHOro BUpPobHuKa
"3popos'a” "papmauesTu ToBapuCTBO 3 0OMEXEHOI0 BiAMOBIAAIbHICTIO
YHa KoMnaHis "®APMEKC M'PYI", BignosigansHoOro 3a BCi ctagii
"3p0pos'a", BMPOBHULTBA, KOHTPOJIb AKOCTi. 3MiHWN BHECEHI B
Ykpaina IHCTPYKLi0 4719 MEAMYHOrO 3aCTOCYBaHHS MiKapCbKoro
BCi cTagii 3acoby y po3ainu "BupobHuk”, "Micue3HaxomKeHHs
BMPOGHMLITBA, BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1ioro
KOHTPO/1b AisnbHOCTI" 3 Bi4NOBIAHUMM 3MiHAMMW B TEKCTI
AKOCTI, BUMYCK MapKyBaHHS yNakoBOK. BBefileHHsi 3MiH NpoTarom 6-Tv
cepii: MicALiB nicnsa 3aTBepAKeHHS. 3MiHu | Tuny - 3MiHK
ToBapucTBO 3 oo 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
0bMexeHot (iHLWIi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHs, Ha
BignoBigasbHi NepBUHHIlA yNaKoBLji KOHKPETU30BaHO TOBapHUIA 3HaK
CTIo 3asBHUKA, HAa BTOPMHHIN yNakoBLji 3a3Ha4YaeTbcs
"®APMEKC IOrOTUN 3asiBHUKA Ta KOHKPEeTU30BaHa "IHwwa TexHiYHa
reyn:, iHchopmauis®. BuyueHHs iHhopmalii pociiicbkoto
YkpaiHa MOBOI0. BBEeJeHHS 3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS.
212. | CUAOKAPL Tabnetky no 4 mr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/16389/01/02
no 10 Ta6neTok y "KNIBCbK "KMIBCbKW TNy - 3MiHKM Woa0 6e3nekn/eddeKkTUBHOCTI Ta peyenmom
6nicTepi; no 3 un BITAMIHHWIA hapmakoHarnsgy (iHwi 3MiHn).
6nictepn y nauui BITAMIHH 3ABO4" 3MiHV BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI Ta
n BTOPVHHOI YNaKoBKM JiKapCbKOro 3acoby, a came
3ABOA" BW/Ty4€eHO iHhopMaLiito, BUKTaAeHy POCIiCbKO
MOBOIO; YKPAIHCbKWI TEKCT MapKyBaHHS
npoAay6/1b0BaHO aHrNiNCLKOK MOBO. BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nicns 3aTBepAKEHHSs!
213. | CNWAOKAPL TabneTkv no 2 mr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a - UA/16389/01/01
no 10 TabneTok y "KNIBCbK "KNIBCbKW TNy - 3MiHM Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nicTepi; no 3 nin BITAMIHHW hapmakoHarnaay (iHwi 3MiHw)
6nictepn y nauui BITAMIHH 3ABO4" 3MiHV BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI Ta
n BTOPVHHOI YNaKoBKM JiKapCbKOro 3acoby, a came
3ABO4" BU/Ty4€eHO iHhopMaLito, BUKTaAeHy POCIiCbKOK
MOBOIO; YKPAIHCbKWI TEKCT MapKyBaHHS
npoAy6/1b0BaHO aHrMINCLKOK MOBOK. BBeeHHS 3MiH
NPOTArom 6-Tu MicsAUIB NicNsA 3aTBEPAYKEHHS.
214. | CUHIYNAP® | TabneTku XyBasbHi OpraHoH LLBeliLapis Brpo6HMK Benuka BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | 3a - UA/10208/01/02
no 5 mr; no 14 CeHTpan Hepo3dhacoBa BpwuTaHis/ TMny - 3MiHKM Woao0 6e3nekn/edekTMBHOCTI Ta peyenmom
TabneTok y 6nictepi; lct TM6X HOI npoaykuii, | HigepnaHan thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 2 6nictepu B nepBuHHa Ta / y3araslbHeHVX faHunx npo cuctemy papmakoHarnsgy
KapTOHHI KOpOOL;j BTOPVHHA Benbris (BBEAEHHSA y3araslbHEHNX AAHUX MPO CUcTEeMy
ynakoBka, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
KOHTPO/1b BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
AKOCTI: KOHTaKTHOI 0cobK 3 thapmakoHarnagy 3assHuka gns
OpraHoH 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
dapma (UK) BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
NimiTea, 3a 34iicHeHHA hapmakoHarnsgy (Bkaovarum
Benvka KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLleHHi MacTep-
BputaHis; thaiina cuctemu chapmakoHarnsgy) 3miHa
MNepBuHHa Ta YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
BTOPWHHA thapmakoHarnsg,
ynakoBKa, [itova pegakuis: MapiaHHa Bank-KopTeHpaag,
KOHTPO/b MponoHoBaHa pepakuis: foktop PepHaHaa Tasapec.
AKOCTI, [,03BIN 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
Ha BUMyCK 3asBHUKA, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
cepii: Mepk MicL,e3Hax0MKeHHs1 MacTep-ghaiina cuctemm
LWapn i Joym thapmakoHarnsgy

HigepnaHaw;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
[o3sBin Ha
BUNYCK cepil:
OpraHoH
XelicT 68,
bBenebris
215. | CUHIYNAP® | TabneTku XyBasbHi OpraHoH LLseiuapis Brpo6HMK Benvka BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/10208/01/01
no 4 mr; no 14 CeHTpan Hepo3dacoBa BpuTaHis/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y 6nictepi; lcT TM6X HOI npoaykuii, | HigepnaHan thapmakoHarnagy. BeegeHHs abo 3miHu fo
no 2 6nictepu B nepBuHHa Ta / y3araslbHeHNX faHux Npo cuctemy papmakoHarnsgy
KapTOHHI KopooLli BTOpPUHHA Benebris (BBEAEHHSA y3araslbHEHUX AaHVX MPO cUcTemy
ynakoBka, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
KOHTPO/1b BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
AKOCTI: KOHTaKTHOI 0c0obu 3 hapMakoHarnfgy 3asBHuKa gns
OpraHoH 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
dapma (UK) BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
Niviten, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
Benuvka KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
BputaHis; thaiina cuctemu hapmakoHarnsgy) 3miHa
MepBuHHa Ta YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
BTOPWHHA thapmakoHarnsg,
yNakoBKa, [itoyva pegakuisi: MapiaHHa Bank-KopTeHpaag,
KOHTPO/b MponoHoBaHa pepakuis: AokTop ®epHaHga TaBapec.
AKOCTI, ,03BIN 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT 0cObun
Ha BUMyCK 3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
cepii: Mepk MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
LWapn i Joym hapmakoHarnsgy
B.B.,
HigepnaHgu;
[o3ssin Ha
BUWMYCK Cepii:
OpraHoH
XelicT 6B,
Benbris
216. | CIHO)XXAPAI® | TabneTku, BKpUTI BepiHrep HimeyunHa BMPOGHMLITBO, HimeyunHa/ BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3miHu 11 3a - UA/15722/01/01
nNiBKOBOIO IHrenbxai nepBuHHE Ta Ipeuis/ My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
o6onoHkot, 12,5 M BTOPVHHE PpaHuin/ thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
Mr/1000 mr, no 10 IHTepHeLw nakyBaHHs, CnonyyeHi 3000B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
Tabnetok B bnictepi; HN TM6X KOHTPO/b LWratn NoCBiAYEHHS, BKIOYatoun MnaH ynpasiHHA pusmkamu
no 6 6nictepis y AKOCTI, BUNYCK AmMepuKn (3acTocyBaHHs 3MiH(1), Ki(a) BUMaratoTb(€)
KapTOHHiA KopooLy cepii: noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [04aTKOBUM
BepiHrep [JaHUMK, L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM
IHrenbxanm OpraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OLjiHKa
dapma M'vbX i KOMMNETEeHTHVUM OpraHom) - 1A TabneTkn BKpUTI
Ko. KT, nniBkoBOK 060/10HKOI MO 12,5 mr/1000 mr.
HimeuunHa; 3as8BHUKOM HaJaHO OHOB/IEHWI NAaH ynpas/liHHA
BMPOGHMLITBO, pusmkamm Bepcia 14.0. 3MiHW BHECEHO [0 YacTuH: |
KOHTPO/b «3aranbHa iHhopmavis», I «Cneyudikauis 3
AKOCTI (3a 6e3neku», Il «MnaH 3 hapmakoHarnsgy», V «3axoau




Hassa
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUHATKOM

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

TecTty
«Mikpobionori
YyHa
uncToTar),
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BUNYCK cepil:
Bepinrep
IHrenbxaim
Xennac CuHrn
Membep C.A,,
Ipeuis;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTpPO/b
SKOCTI, BUNYCK
cepit:
MATEOH
OPAHLIA,
PpaHuis;
BMPOBHMLITBO
TabneTok "in
bulk" Ta
KOHTpPO/b
AKOCTI:
MaTeoH
MyepTto Puko.
IHK.,
Cnony4yeHi
Wratn
Amepuku;
KOHTpO/b
AKOCTI (3a
BUHSATKOM
TecTty
"Mikpobionoriy
Ha yucrota"):
A eHp Em
LWTABTECT
Na6op dyp
AHaNITUK YHA,
Crab6initatcnp
ypyHr M'M6X,
HimeuunHa,

KOHTPO/Ib

3 MiHimi3auii pusukie», VI «Pe3stome niaHy ynpasniHHA
pusukamu, VIl «Jlogatkun» y 38’3Ky 3 3aBepLUEHHAM
pocnipkeHHss PASS 1245-0096 Ta OHOBIEHHS
pocnipxeHHa PASS 1245-0097. Pesiome nnany
ynpas/iHHA pusmkamu Bepcia 14.0 gogaeTbes
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
AKOCTi Npu
LOCNIAKEHHI
cTabifIbHOCTI
(3a BUHATKOM
TecTty
"Mikpobionoriy
Ha uncroTa’):
EBpodpiHC
®ACT M'm6X,
Himeuumnha;
anbTepHaTUBH
a naboparopis
AN KOHTPO/HO
TecTty
"Mikpobionoriy
Ha uncToTa™
CIC IHcTutyT
dpeseHiyc
v6X,
HimeuunHa,
Nab6op IC CE
eHpa Ko. KT,
HimeuunHa,
K'toECIiEc
ENE, Mpeuis
217. | CIHIDKAPLI® | Tabnetku, BKpUTI BepiHrep HimeyunHa BUPOBHULTBO, HimeuunHa/ | BHECEHHS 3MiH 10 peecTpaLiitHux maTepianis: 3miHu || 3a - UA/15724/01/01
NNiBKOBOKO IHrenbxaw nepBuHHE Ta Ipeuis/ TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyernmom
060/10HKOM, 5 M BTOpPUHHE PpaHuin/ thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
Mr/1000 mr, no 10 IHTEepHeLw nakyBaHHs, Cnony4yeHi 30608B's3aHb Ta YMOB BUAaui peecTpaliiiHoro
TabneTok B 6nicTepi; HA TM6X KOHTPO/1b LWratn noceigyYeHHs, BkNtoYarouy Mnax ynpasniHHSA pyu3nkamm
no 6 6nictepiB y SKOCTI, BUNYCK AmMepuKm (3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(€)
KapTOHHI KopooLli cepit: noJasibLLIOoro 06rpyHTyBaHHA HOBMMUW AOAATKOBUM
Bepinrep AaHVIMK, L0 MaloTb HaJaBaTUCs KOMNETEHTHUM
IHrenbxaim OpraHoMm, OCKi/IbKV BUMaraeTbCsa CyTTEBA OLjiHKa
dapma M'vbX i KOMMNETEHTHUM opraHom) - [1na TabneTkn BKpUTI
Ko. KT, N1iBKOBOK 060/10HKOK MO 5 Mr/1000 Mr. 3assBHUKOM
Himeuunha; HafaHO OHOB/IEHUIA MNaH yNpaB/iHHA pU3nKkaMm
BUPOBHULTBO, Bepcis 14.0. 3MiHM BHeCeHO A0 YacTuH: | «3arasibHa
KOHTPO/1b iHchbopmavisy», Il «Cneundikauis 3 6esnekn», Il «MnaH
AKocTi (3a 3 chapmakoHarnsagy», V «3axoam 3 MiHimisaw,i
BUHSATKOM pu3nkiB», VI «Pe3tome nnaHy ynpasiHHA pU3nkammns,
Tecty VIl «Jogatkun» y 3B’A3Ky 3 3aBepPLUEHHAM AOCNIMKEHHS
«Mikpobionori PASS 1245-0096 Ta OHOBNEHHS AocnimkeHHs PASS
YHa 1245-0097. Pestome nnaHy ynpasaiHHA pU3nkamu
ynucToTar), Bepcis 14.0 gopaeTbca
nepBuHHEe Ta
BTOPWHHE

nakyBaHHs1,
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Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa
3acoby ynakoska)

KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam

Homep
BUPO6HUKa

Bionycky yBaHHSI* | peecmpayiliHo20
nocsioYeHHs1
BMNYCK Cepil:
BepiHrep
IHrenbxaiim
Xennac CuHrn
Mewm6ep C.A.,
Ipeuis;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b
SAKOCTI, BUNYCK
cepii:
MATEOH
®PAHLIA,
®paHuis;
BMPOGHMLITBO
Tabnetok "in
bulk" Ta
KOHTPO/b
AKOCTI:
MaTeoH
MyepTto Puko.
IHK.,
CnonyJeHi
LWratn
Amepuku;
KOHTpPO/b
AKocTi (3a
BUHSATKOM
Tecty
"Mikpobionoriy
Ha uncroTa"):
AeHp Em
LWWTABTECT
Nabop cyp
AHaNITUK YHT,
Crabinitarcnp
ypyHr T'moéX,
HimeuunHa,;
KOHTPO/b
AKOCTi Npun
LOCNILKEHHI
cTabinbHOCTI
(3a BUHATKOM
Tecty
"Mikpobionoriy
Ha uncroTa"):
EBpocpiHc
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

®ACT 'mbX,
HimeuuunHa,;
anbTepHaTUBH
a naboparopis
[ANSA KOHTPO/0
Tecty
"Mikpobionoriy
Ha yucroTa":
CIrC lHctutyT
dpeseHiyc
rv6X,
HimeuunHa,;
Na6op NC CE
eHf Ko. KT,
HimeuunHa,;
K toEnCIEc
ENE, Mpeuis

218.

CKAWNPISI

PO34mnH ANS iH'eKLiR
no 150 mr/1 mn; 1
nonepeaHLo
HanoBHeHUI
CKNSIHWIA Wnpwu,
BMOHTOBaHUIA y
aBTOIHXEKTOP; MO
ofiHOMY
aBTOIHXEKTOPY Y
KapTOHHI KOpOOL;

E66BI
Biocdhapma
CbloTiKan3

mM6X

LLiseiuapis

TeCTyBaHHS:
E66BI
Biopicepu
CeHrTep IHK ,
CLUA;
BMPOOHULITBO
NiKkapcbKoro
3acoby,
TecTyBaHHs,
nepBuHHe
nakyBaHHs:
EG66BI
BioTekHonomx
i T4, CLWA;
BTOPWHHE
nakyBaHHs,
TecTyBaHHs,
BUNYCK cepil:
E66BI
[LoliuneHnpg,
'm6X i Ko. KT,
HimeuunHa,;
TecTyBaHHS:
Yapnb3 Pisep
Nabopatopi3
xepmaHi
M6X,
HimeuynHa

CLA/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. A®l. BUpo6HMLTBO. 3MiHM
BMNPO6YBaHb a60 AONYyCTUMUX MEX Y NPoLeCi
BMPOGHMLTBa ADI, L0 BCTAHOBEHI y cnevudikalisx
(iHWi 3MiHW). OHOBMEHHSA BHYTPILLUHLO TEXHO/TOTNYHOTO
KOHTPOJII0, & Came PO3LUMPEHHS BEPXHLOT MeXi Ans
TUTPY NPOAYKTY Y BUPOBHMYOMY GiopeakTopi 3
BiANOBIgHMMM 3MiHamK B po3gin 3.2.S.2.4. KoHTponb
KPUTUYHKX CTagjil i NpOMiXHOT NpoayKuii. Takox
[0[Aa€eTbCA HOBUIA AOKYMEHT Yy po3gain 3.2.S.2.6.
Po3po6bka BMpO6GHMYOro mpouecy.

3a
peyerimom

UA/17970/01/02

219.

COH/JOKC®

Tabnetku no 0,015,
no 10 Tabnetok y
6nicTepi; no 1 a6o 3

NAT
"Ximchapm
3aB0of

YkpaiHa

NAT
"Ximchapm3sas
o/ "YepsoHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) BBegeHHs AoAaTKoBOro

6e3
peyenma

UA/7257/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

6nicTepu y nauui 3
KapTOHY

"YepBoHa
3ipka”

3ipka"

TEKCTY MapKyBaHHA BTOPUHHOI YNakOBKW NiKapCbKOro
3aco0by i3 3a3HaveHHsIM 2D-kopgy y n. 17 IHLWE. TepmiH
BBEAEHHSA 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHSA

220.

cnnetT
ETUNOBUAN
70%

po3umH 70 % no 100
My doniakoHax
CKISAHUX

TOB
«BAKOM-
DAPM»

YKpaiHa

T30B
«E€ENAQYM
DPAPMA»

Pecny6nika
Monpgosa

BHECEHHS 3MiH 10 peecTpaLjiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3ara/ibHeHNX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHi faHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pepakuis: binoycosa OkcaHa CTaHicnaBiBHa.
MponoHoBaHa pegakuisi: IBaHULbkuiA AHApPI
BacunboBny. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 38 (hapmakoHarns.

3a
peyenmom

UA/18953/01/01

221.

cnionTo®
PECNIMAT®

pO34nH Aans
iHransujii no 2,5
MKr/2,5 MKr, o 4 Mn
y kapTpuaxi (60
iHransuin); no 1
KapTpuaKy B
KoMMekTi 3 1
iHransaTopom
Pecnivat® y
KapTOHHI KOpo6Lii

BepiHrep
IHrenbxa
M
IHTepHeww
HN TM6X

HimeuyunHa

BMPOGHMLITBO,
nakyBaHHs,
MapKyBaHHs1,
KOHTPO/b
AKOCTi Ta
BUWMYCK cepiii
nNiKkapcbKoro
3acoby:
BepiHrep
IHrenbxanm
dapma M'vbX i
Ko. KT,
HimeuunHa;
KOHTPO/Tb
SAKOCTi 3a
NoKa3HUKOM
"Mikpobionoriy
Ha yucTtoTa™
CIrC IHctutyT
PpeseHiyc
M6X,
HimeuunHa;
KOHTPO/Tb
SAKOCTi 3a
NOKa3HUKOM

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
NoAAaHHSA perynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
nNikapcbKNx 3acobiB - 3MiHa 4acToTV NoAAaHHS
perynsipHo OHOB/IOBAHOIO 3BiTY 3 6e3nekn
[itoua pegakuin: YactoTta nogaHHsA perynsipHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neku 1 pik/MponoHoBaHa
pefakuisi: YactoTa nogaHHsa perynsipHo
OHOB/TIOBAHOrO 3BITY 3 6e3nekn 3 poku.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BiTIB 3 6e3nekn nikapcbkmx 3acobis y €C.

3a
peyerimom

UA/15523/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
"Mikpobionoriy
Ha unicToTa'™
Nab6op IC CE
& Ko.KT,
HimeuunHa,
KOHTPO/1b
AKOCTI 3a
BUK/IOYEHHAM
nokasHuka
"Mikpobionoriy
Ha yactora™
Kyaccap
mo6X,
HimeuunHa
222. | CTAMAPUN NMOPOLLIOK Ta CaHodi ®paHuisa NOBHUI LWKN PpaHuin/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a - UA/16354/01/01
BAKLUVHA PO3YUHHVKK ANA Mactep BMPOGHMLITBA, YropuwuHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
Aand cycneHsii ans 3anoBHEHHS, thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO [0
MPO®ITAKT iH'eKLili, He MeHLe niocpinizauis, TEKCTY MapKyBaHHS YNakoBKW MikapCbKOro 3acoby, a
WKW XXOBTOI | Hix 1000 MO/n03a; nepBuHHE Ta came: yHidikauisi iHcpbopmaii Wwoao norotuny
NNXOMAHKW | no 1 posiy nakoHi BTOPVHHE 3as1BHMKa Ta BUPOBHMKA, & TaKOoX BHECEHHS
(KNBA Ta PO3YNHHUK nakyBaHHs, pefakuiiHux npaBok y n. 17. «IHWE». TepmiH
ATEHYNOBA | (haTpito xnopua, KOHTPO/Tb BBE/EHHS 3MiH MPOTSAroM 6 Micauis nicns
HA) BOAA AN iH'EKLNA) SAKOCTI, BUMYCK 3aTBEePAKEHHSA
no0,5mny cepit;
nonepeaHLo MOBHWIA LKA
3anoBHeHOMY BMPOGHMLITBA,
wnpuuy 3 nepBuHHE Ta
NPYIKPINIEHOI0 BTOPWHHE
ronkoto; no 1 nakyBaHHs,
nakoHy 3 KOHTPO/Ib
nopoLukom Ta 1 AKOCTI Ta
nonepegHL0 BUMYCK cepii
3aMnoBHEHOMY PO3UMHHYIKA:
wnpuudy 3 CaHodi
NPYKPINIEHOI0 MNacTep,
TrO/IKOK B KAPTOHHIi ®paHuis;
Kopob6ui; no 1 nepBuHHEe Ta
chnakoHy 3 BTOPWHHE
nopotukom Ta 1 nakyBaHHs,
nonepeaHLo KOHTPO/b
3anoBHeHOMyY AKOCTI, BUNYCK
wnpuuy 3 cepii;
NPYIKPINIEHOI0 BTOPWHHE
rONKOM B nakyBaHHs,
CcTaHfAapTHO- BMNYCK cepil
€KCMOPTHIi PO3UYUHHKIKA:
ynakoBLi, sika CaHodpi
MICTUTBCA Y MacTtep,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

KapTOHHI kopobui 3 ®paHuis;

IHCTpyKLUieto ans BTOPVHHE

MeANYHOro nakyBaHHs,

3aCTOCyBaHHs; no 1 BUWMYCK Cepii:

0031y dhnakoHi Ta CaHochi-

PO3UMHHVIK (HaTPItO ABeHTiC

Xnopwvg, Boga ans MpaisiT Ko.

iH’ekuili) no 0,5 mny nra.,

nonepegHL0 Mnatdopma

3anoBHeHOMY NOricTVKM Ta

LINpULY 3 OAHIE0 onctpuoyuii y

abo gsoma M. Byganewt,

OKPeMMMU rofikamu; YropuyHa

no 1 dpnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 3 1 a6o 2
OKpPemM1MU rofikamu
y 6nicTepi B
KapTOHHiiA KopobLyj;
no 1 gosiy dprakoHi
Ta PO3UUHHWUK
(natpito xnopug,
BOAA AN iH'EKUIN)
no0,5mny
nonepegHL0
3anoBHeHOMY
LINpULY 3 OAHIE0
abo asoma
OKPeMMMU rofikamu;
no 1 pnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 3 1 a6o 2
OKpPemM1MU rofikamu
y 6nicTepi B
cTaHfapTHO-
€eKCMOPTHIi
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI kopobui 3
IHCTpyKLUieto ans
MeaNYHOro
3aCTOCYBaHHS.
MapkyBaHHsA
YKParHCLKO0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MOBOIO; Mo 1 f03iy
hnakoHi Ta
PO3UMHHVIK (HATPItO
xnopug, Boaa ans
iH’ekuili) no 0,5 mny
nonepegHL0
3anoBHeHOMY
wnpuuy 3
NPUKPINIEHO
rosikoto; no 1
hnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHeHOMY
wnpuuy 3
NPUKPIN/IEHOO
TrO/IKOK0 B KAPTOHHIM
KOpo6Li 3i CTUKEPOM
YKpPaiHCbKOI0
MOBOIO; Mo 1 f03iy
hnakoHi Ta
PO3YMHHKK (HaTpito
X7opug, Boaa ans
iH'ekujii) no 0,5 mny
nonepeaHL0
3anoBHeHOMY
LINpULLY 3 OfHIE
abo asoma
OKpPeMMMU rofikamu;
no 1 conakoHy 3
nopotukom T1a 1
nonepeaHLo
3arnoBHEHOMY
wnpudy 3 1 a6o 2
OKpPemM1MU rofikamu
y 6nictepi B
KapTOHHI Kopo6ui 3i
CTUKepoM
YKParlHCbKO MOBOIO

223.

TENCAPTAH
oyo

Tabnetku no 40
Mmr/10 mr; no 7
Tabnetok y 6nictepi;
no 4 6nictepv B
KapTOHHI kopobLyj;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI KOpooUi

n-p
Pepgi'c
NabopaTto
pic iTg,

IHais

4-p Peapi'c
NabopaTopic
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
roTOBOrO Nikapcbkoro 3acoby (iHLi 3MiHK) BBEAEHHS
nepiognYHOCTI KOHTPOsIO 13 3a NOKA3HUKOM
«MikpobionoriyHa unctota». Mpu BUNycky (release
specification): KOHTPONOETLCA 3 NEPIOANYHICTIO 1
cepis Ha KOXHi 5 cepili abo 1 cepisi Ha pik 3a/1eXHO Bif

3a
peyenmom

UA/17732/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

TOro, Wo paHiwe. MpoTArom TepmiHy NpMAATHOCTI
(shelf-life specification): Bunpo6yBaHHs NPOBOAATH B
KiHLj TepMiHy npugaTHocTi abo BignosigHO 40
npoToKosy. BBeAEHHS 3MiH NpOTArom 6-Tn MicAuiB
nicnsa 3aTBepmKeHHs. 3MiHK | Tuny - 3MiHK 3 AKOCTI.
loTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHKM) nepeknag TekcTy
MK$ yKpaiHCbKO MOBOIO.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHu Il Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTAHOBJIEHNX Y crneuudikauisx, nig vyac BMpo6bHMLTBa
roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHX) BBEAEHHS
nepioguYHOCTI KOHTPOJIKO 3@ NOKa3HUKaMM
«Description», «Water by KF», «Assay by HPLC» B
npoteci BUpobHuLTBa (in-process control) Ha eTani
3miwysaHHs (blend stage). BunpobysaHHs 6yae
NMPOBOAUTMCSA 3 NEPIOAVYHICTIO OHA Cepis Ha KOXHi 20
KOMepL,iiHuX cepiii abo 1 KomepLiiiHa cepist Ha pik,
3a/1eXHO Big, TOro, WO YacTiwe. BunpobysaHHsa byae
BVIKOHaHe A/151 BCiX BanifauiliHix cepiil. BBegeHHs
3MiH NPOTArom 6-TW MiCALB Nic/1A 3aTBEPAXKEHHS.

224,

TENCAPTAH
oyo

Tabnetkv no 40 mr/5
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepu B
KapTOHHI kopobuyj;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHI KopooLli

a-p
Pepgai'c
Nab6opaTto
pic Nitg,

IHais

[-p Peagi'c
Na6opatopic
NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib.
KOHTpPO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMMX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) BBEAEHHS
nepiogNYHOCTI KOHTPOsIO 13 3a NOKa3HUKOM
«MikpobionoriuHa unctota». Mpu Bunycky (release
specification): KOHTPOIOETLCS 3 NEPiIoANYHICTIO 1
cepisi Ha KOXHi 5 cepili abo 1 cepisl Ha pik 3a/1eXHO Bif,
TOro, WO paHiwe. MpoTArom TepMiHy NpMAATHOCTI
(shelf-life specification): BunpobyBaHHs NPOBOASATL B
KiHL TepMiHy npuaaTHOCTi abo BignoBigHO [0
npoToKosny. BBeAEeHHS 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHK) nepeknag TeKkcTy
MKS$ yKpaiHCbKO0 MOBOIO.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA. 3MiHM Il TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHM BUNpOo6yBaHb abo A0NYyCTUMUX MEX,
BCTAHOB/IEHVX Y cneuudikauisx, nig vyac BMpobHMLTBa
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) BBEAEHHS
nepioANYHOCTI KOHTPOJIIO 3@ NOKa3HUKaMu
«Description», «Water by KF», «Assay by HPLC» B

3a
peyerimom

UA/17732/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
npoveci BUpobHuuTBa (in-process control) Ha eTani
3miwysaHHs (blend stage). BunpobysaHHs 6yne
NPOBOAMUTUCA 3 NEPIOAMNYHICTIO OfHa Cepis Ha KOXHi 20
KOMepL,iiHuX cepiii abo 1 KomepLiiHa cepist Ha pikK,
3aJ1eXHO Bif, TOro, WO YacTilwe. BunpobyBaHHsa byae
BMKOHaHe A/1a BCix BanigauiliHux cepiil. BBegeHHs
3MiH NPOTSArom 6-TW MICALIB NiCc/1s 3aTBEPAKEHHS.

225. | TENCAPTAH Tabnetku no 80 mr/5 - IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/17732/01/02
aAyo Mr; N0 7 TabneTok y Pegpai'c JlabopaTtopic MRy - 3MiHK 3 AKOCTI. FTOTOBWIA NliKaPCbKUIA 3aci6. peyernmom
6nicTepi; no 4 Na6oparto Nimiteq KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa

6nictepu B pic 14 napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
KapTOHHI kopobuyj; rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHW) BBEAEHHS
no 10 Tabnetok y nepioANYHOCTI KOHTpOA0 /13 3a NOKasHUKOM
6nictepi; no 3 «MikpobionoriyHa umctota». Npu Bunycky (release
6nictepu B specification): KOHTPOMIOETLCSA 3 NEPIoAMYHICTIO 1
KapTOHHI KopooLli cepisi Ha KoxXHi 5 cepili abo 1 cepisl Ha pik 3a/1eXHO Bif
TOro, LWo paHiwe. MNpoTsarom TepmiHy npuaaTHOCTI
(shelf-life specification): BunpobyBaHHa NPOBOAATL B
KiHLj TepmiHy npugaTHocTi abo BignoBigHO f0
npoToKosy. BBefeHHsA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3arBepgkKeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHLi 3MiHW) nepeknag, TeKCTy
MK$ yKkpaiHCbKO MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM Il TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnewundikauisx, nig yac BMpobHULTBa
rOTOBOrO /liKapCbkoro 3acoby (iHLi 3MiHW) BBEAEHHS
nepioANYHOCTI KOHTPOJTIO 3a NOKa3HUKaMu
«Description», «Water by KF», «Assay by HPLC» B
npoueci BupobHuuTea (in-process control) Ha eTani
3miwyBaHHsA (blend stage). BunpobyBaHHs 6yne
NPOBOAMUTUCA 3 NEPIOANYHICTIO OfHA Ccepis Ha KOXHi 20
KOMepLiiHnX cepiii abo 1 KomepLiiHa cepist Ha piK,
3aJ1eXHO Big, TOro, Wo vacTiwe. BunpobysaHHsa 6yae
BMKOHaHe A/1s1 BCiX BanifaviliHix cepiil. BBeaeHHs
3MiH NPOTAroM 6-TU MiCALLIB MiCA 3aTBEPMKEHHS.

226. | TENCAPTAH Tabnetku no 80 a-p IHAjA O-p Peppi'c IHAjia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/17732/01/03
Ayo mr/10 mr; no 7 Pepai'c NabopaTopic TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
Tabnetok y 6nictepi; | Jlabopato Nimiteq KOHTpPO/Ib FOTOBOIO /liKapCbKoro 3acoby. 3miHa

no 4 6nictepu B pic 114 napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
KapTOHHI kopobLyj; roTOBOrO Nikapcbkoro 3acoby (iHLi 3MiHK) BBEAEHHS
no 10 TabneTok y nepiognyYHOCTi KOHTpOso 13 3a NokasHMKOM
6nicTepi; no 3 «MikpobionoriyHa unctota». Mpu BUNycky (release
6nictepu B specification): KOHTPONOETLCA 3 NEPIOANYHICTIO 1
KapTOHHI Kopo6Lii cepis Ha KOXHi 5 cepili abo 1 cepisi Ha pik 3a/1eXHO Bif
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

TOro, Wo paHiwe. MpoTArom TepmiHy NpMAATHOCTI
(shelf-life specification): Bunpo6yBaHHs NPOBOAATH B
KiHLj TepMiHy npugaTHocTi abo BignosigHO 40
npoToKosy. BBeAEHHS 3MiH NpOTArom 6-Tn MicAuiB
nicnsa 3aTBepmKeHHs. 3MiHK | Tuny - 3MiHK 3 AKOCTI.
loTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHKM) nepeknag TekcTy
MK$ yKpaiHCbKO MOBOIO.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHu Il Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTAHOBJIEHNX Y crneuudikauisx, nig vyac BMpo6bHMLTBa
roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHX) BBEAEHHS
nepioguYHOCTI KOHTPOJIKO 3@ NOKa3HUKaMM
«Description», «Water by KF», «Assay by HPLC» B
npoteci BUpobHuLTBa (in-process control) Ha eTani
3miwysaHHs (blend stage). BunpobysaHHs 6yae
NMPOBOAUTMCSA 3 NEPIOAVYHICTIO OHA Cepis Ha KOXHi 20
KOMepL,iiHuX cepiii abo 1 KomepLiiiHa cepist Ha pik,
3a/1eXHO Big, TOro, WO YacTiwe. BunpobysaHHsa byae
BVIKOHaHe A/151 BCiX BanifauiliHix cepiil. BBegeHHs
3MiH NPOTArom 6-TW MiCALB Nic/1A 3aTBEPAXKEHHS.

2217.

TEPA®/IO
BIA revny
TA 3ACTYAN
31 CMAKOM
IMMOHA

NOPOLLIOK ANA
OpasIbHOTO PO3UUHY;
1 nakert 3
nopotukom; 10
nakeTiB 3 NOPOLUKOM
Y KapTOHHiIli KopoobLi

I'CK
KoHcblome
p Xenckep

CAP/

LLseiuapis

JNENb®APM
OPJIEAH

®paHujsa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib.
3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
(BKIIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS
[oaaTkoBoro posmipy cepii N3 11929 kr (540,000
nakeTiB) B ONOBHEHHS 0 BXEe 3aTBEPAKEHOI0
po3mipy 11086 kr (501,830 nakeTis)

6e3
peyenma

UA/5529/01/01

228.

TOBPOCONT
®-AEKC

Kpansi ou4Hi,
cycneHsis (3,0
mr/1,0 mr) B 1 mn; no
5 mn 'y chnakoHi-
KpanenbHuu; no 1
nakoHy-
KpanenbHuLi B
KapTOHHI KopooLli

BapLliascb
K
thapmaveB
TUYHUIA
3aB0[
Monbtha
AT

Monbla

BapLuaBcbkuii
hapmaueBTny
HWi1 3aBO,
Monbga AT

Monbwa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif} y)X€ 3aTBEPAXEHOr0 BUPOGHMKA. MoaaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeinchbkili
hapmakonei Ne R1-CEP 1997-046 - Rev 06
(3aTBEepaxeHo: R1-CEP 1997-046 - Rev 05) ans Adl
TOGpaMiLMHY Bif BXe 3aTBEPAKEHOIO BUpobHMKa Teva

3a
peyerimom

UA/14326/01/01




169

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Pharmaceutical Industries Ltd. 3miHn | Tuny - 3MiHn 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZJNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasty/peareHTy/MpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWA cepTudikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeichbkil
thapmakonei Ne R1-CEP 2000-261 - Rev 05
(3aTBEepmxeHo: R1-CEP 2000-261 - Rev 04) ons A®l
JeKkcameTasoHy Bif BXe 3aTBEPKEHOr0 BUPOOHUKA
Pharmacia & Upjohn Company, Sikuii 3MiHVB Ha3By Ha
Pharmacia & Upjohn Company LLC.
229. | TOXEO PO34uH ANS iH'EKLi, CaHodi- HimeuunHa CaHodi- HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/14720/01/01
CO/NOCTAP 300 Oa./mn; Ne 1, Ne ABeHTIC ABeHTIC TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | niossi2ae
3,Ne5:nol5mny [oiunang Hoinunang Ta/abo agpecu micusa NPOBaKeHHs AisIbHOCTI
KapTpuaXi, 6X 6X BMPOGHMKa/iMnopTepa roToBOro JlikapCbkoro 3acoby,
BMOHTOBaHOMY B BK/IHOYAOUM AiNbHULI BUMYCKy cepii abo micue
0/lHOPAa30BY LUNPULL- NPOBeEeHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
pyuky; no 1, 3a6o 5 BiANoBiAa€e BUPOGHMK/IMNOPTEP, BKIOUAKOUN BUMYCK
LINPUL-PYYOK B cepiii) - AgMmiHiCTpaTuBHa 3MiHa agpecy BUpoGHMKa
KapTOHHI KopooLli N3, BigNoBiAaIbLHOTO 3a NOBHWIA LMK BUPOGHULITBA
BK/IOYAI0UM BUMYCK Cepii, 3 METOI NPUBEAEHHS Y
BiANOBIAHICTb 4O OHOBMIEHOTO OpuriHanbHoro GMP
cepTugikaty Ta niueHsii Ha BUpobHMLTBO. Ha3sa Ta
BMPOGHMYA AiNbHULA 3aMwwanTbes 6e3 3MiH, BCi
BMPOGHUWUYI onepauii 3a/IMLaTbCs HE3MIHHUMMU.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS
230. | TONOTEKAH KOHUEeHTpaT ans Akkopg, MonbLa B1po6HMLTBO IHais/ BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a - UA/17720/01/01
AKKOPJ, pPO34mnHy Ans Xernckea roToBOro Benuka TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyernmom
iHdpy3in, 1 mr/mn; no Moncka nNiKkapcbKoro BpuTanis/ Cuctema KOHTeiHep/3aKynopoBasibHWiI 3aci6. 3MiHa
1 mn a6o no 4 mn Cn. 3.0.0. 3acoby, YropumHa 6yAb-AKOI YaCTUHM MaTepiany NePBMHHOI YNaKoBKY,
KOHLeHTpaTy y nepBuHHe, LLIO He KOHTaKTYE 3 FOTOBUM NikapCbk1UM 3aC060M
CKNsIHOMY ch1akoHi; BTOPVHHE (Hanpuknag Konip KpULLIEYOK 3 KOHTPOSIEM NEePLLOro
no 1 dpnakoHy y nakyBaHHs, BIAKPUTTSA, KOMIP KOAOBUX Kifeub Ha ammnynax,
KapTOHHI KopooLli KOHTPO/b KOHTEliHepa 4151 ronok (pisHi Buan nnactMmacw) (3MiHa,
AKOCTI cepil: sIKa He BMN/IMBaE Ha KOPOTKY XapakTepucTuky
IHTac nikapcbKoro 3acoby) BHECEHHS 3MiH Ao p. 3.2.P.7.
dapmacbloTika CuncTeMa KoHTelHep/ 3aKynopioBasibHUiA 3aci6, a came
n3 fMivites, 3MmiHa onucy B cneuudikauii ana «FLIP OFF»
IHAis; 3arseppxeHo: Specification of 13 mm Aluminium Flip
BTopuHHe off royal blue seals (West 1280) Description:
nakyBaHHs: Aluminium seal with a royal blue colored flip off top
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Akkopa
Xernckea
Niviten,
Benuka
BpuTaHis;
BignosigasbH
nii 3a BUMYCK
cepii: Akkopg,
Xerckea
NimiTea,
Benuka
BpuTaHis;
KoHTpo/b
SAKOCTi: ACTPOH
Pe3bopu
NimiTea,
Benuka
BpuTaHis;
KoHTposb
AKOCTI:
BeccniHr
Xanrepi Kdot.,
YropumHa;
KoHTposib
AKOCTI:
SAPMABANILA
nra.
Mikpobionoriy
Ha
nab6opaTopis,
YropuwmHa

embossed with «FLIP OFF» 3anponoHoBaHo:
Specification of 13 mm Aluminium Flip off royal blue
seals (West 1280) Description: Aluminium seal with a
royal blue coloured flip off plain top.

231.

TPNHOMIA®

Kancynv TBepaj no
100 mr/20 mr/5 mr no
7 kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHI KOpo6Lii

deppep
IHTepHaui
OHasb,
C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
30608B's3aHb Ta YMOB BuAaui peecTpauiiiHoro

nocBiAYEeHHS, BKIoYaoun MnaH ynpaeniHHA pu3nkamm

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAanbLIOoro 06I'pPYHTYBaHHSA HOBUMM [O4ATKOBUM
[aHUMK, WO MatoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa

KOMNETeHTHUM OpraHom) 3asiBHMKOM OHOB/IEHO NiaH

yNpaBiHHA pu3nKamn 415 NiKapcbkoro 3acoby

TpuHomis®, kancynu TBepgi no 100 mr/20 mr/5 Mr; no

7 kancyn y 6nictepi; no 4 61icTepyn B KAPTOHHIl
Kopob6ui. 3MiHN BHeCeHi A0 yacTuH: Il «Cneundikauis 3
6e3nekn», V «3axoau 3 MiHimizauii pusukis» , VI
«Pe3iome nnaHy ynpasniHHA pu3vkamn» Ta AOAATKIB Y
3B'53KY 3 BUIYYEHHAM Npo6aem 6e3neku 3rigHo 3

3a
peyenmom

UA/15409/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BuMmoramu o CtaHgaptusosaHoro cpopmary 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). Pestome MYP Bepcisa 8.1 gogaetbes

232.

TPUHOMIA®

Kancysm Teepai no
100 mr/20 mr/2,5 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu B
KapTOHHI KopooLli

deppep
IHTepHaui
OHaslb,
C.A.

IcnaHis

®deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3miHu |1
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiHoro

nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm

(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)

NnoAasIbLIOro 06rpYHTYBaHHS HOBMMM A0AATKOBUM

AaHUMK, Lo MaloTb HaAaBaTUCA KOMMETEHTHUM

OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OL|iHKa

KOMMETEHTHUM OpraHom) - 3assBHUKOM OHOBJ/IEHO NNaH

yNpaB/iHHA pU3nKamMn 4715 NikapcbKoro 3acoby
TprHOMIS®, kancynu TBepai no 100 mr/20 mr/2,5 wmr;
no 7 kancyn y 6nictepi; no 4 6nictepy B KapPTOHHIi

Kopo6ui. 3MiHN BHeceHi Ao yacTuH: Il «Cneuundikauis 3

6e3nekun», V «3axoam 3 MiHimisauii pusumkie» , VI
«Peslome nnaHy ynpas/iHHA pusmkamu» Ta AOAATKIB Y
3B'AA3KY 3 BU/IyYEHHAM Npo6ieM 6e3neku 3rigHo 3
BMMoramu o CtaHgaptusosaHoro gpopmary MNypP
(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). Pestome MYP Bepcis 8.1 aogaetbes

3a
peyerimom

UA/15410/01/01

233.

TPUHOMIA®

Kancynv Teepai no
100 mr/20 mr/10 mr
no 7 kancyny
6nicTepi; no 4
6nictepu B
KapTOHHI KOpo6Lii

deppep
IHTEepHaui
OHasb,
C.A.

IcnaHisa

®eppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu ||
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro

nocBigYeHHs, BKoYaoun MnaH ynpaeniHHA pu3nkamm

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [O4aTKOBUM
[aHUMK, L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa

KOMNETEHTHUM OpraHom) 3asiBHMKOM OHOB/IEHO NiaH

ynpas/iHHA pU3nKaMmun ons nikapcbkoro 3acoby

TpuHOMIA®, kancynu TBepai no 100 mr/20 mr/10 mr; no

7 kancyn y 6nictepi; no 4 6ricTepn B KAPTOHHIi
KopobLi 3miHV BHeceHi Ao YacTuH: Il «Cneundikavis 3
6e3nekn», V «3axoau 3 MiHimizauii pusukis» , VI
«Pestome nnaHy ynpasniHHA pu3vikamn» Ta AOAATKIB Y
3B'A3KY 3 BUIYYEHHSIM Npo6em 6e3neku 3rigHo 3
BMMOramm go CtaHgaptusoBaHoro gpopmarty MNyP
(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

3a
peyenmom

UA/15408/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
format). Pe3tome MYP Bepcis 8.1 gogaeTbes

234. | TPUTALE Tabnetku; Ne 28 TOB YkpaiHa CAHO®I ITanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/10165/01/01
narocCe® 10 (14x2): no 14 "CaHodi- C.P.J. TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
Mr/12,5 Mr TabneTtok y 6nictepi; ABeHTIC thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui

no 2 6nictepu B YkpaiHa" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

KapTOHHI KOpo6Lii

ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHeCEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainy "Ocob6amBoCTi 3acToCcyBaHHA" (OHOB/IEHA
iHbopMaLisi CTOCOBHO aHFiOHEBPOTUYHOIO HAGPSKY Y
navujieHTiB, ki oTpUMyBanu iHribitopu Ar®) signosigHo
00 iHhopMaLii 3 6e3nekn 3aCToCyBaHHS 4ito4oi
peyoBuHW. BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHKU LWoao
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHU BHECEHI A0 iIHCTPYKLi 415 MeauyYHOro
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Oco6nvBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
(oHOBNEHa iHhopMaLisi CTOCOBHO XOpioiAaibHOro
BMNOTY Y NaLieHTIB, ki OTpUMyBaIu
rigpoxnopoTiasna) BignosigHO A0 iHdopmaLii 3
6e3nekn 3acToCyBaHHA [fil040T peyoBuHY. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3miHu | Tvny - 3miHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHeCEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Oco61BOCTi 3acTocyBaHHs", "MoGIYHI
peakuii” (oHOB/eHa iHhopMaLlisi CTOCOBHO BMNAaAKiB
rocTpoi pecnipaTopHOi TOKCUYHOCTI Yy NauieHTIB, ki
OTPUMYBa/IN TigpoX/10poTia3ng) BiAnoBigHO A0
iHchopmawii 3 6e3nekn 3acTocyBaHHS Aito4ol
PEYOoBUHM.

BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicns
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPAKEHHS.
235. | TPUTALE Tabnetku; Ne 28 TOB YkpaiHa CAHO®I ITanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/10164/01/01
nAC® 5 (14x2): no 14 "CaHodi- C.P.J. TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
Mr/12,5 Mr TabneTtok y 6nictepi; ABeHTIC thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
no 2 6nictepu B YkpaiHa" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

KapTOHHI KOpo6Lii

ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHeCEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainy "Ocob6amBoCTi 3acToCcyBaHHA" (OHOB/IEHA
iHbopMaLisi CTOCOBHO aHFiOHEBPOTUYHOIO HAGPSKY Y
navujieHTiB, ki oTpUMyBanu iHribitopu Ar®) signosigHo
00 iHhopMaLii 3 6e3nekn 3aCToCyBaHHS 4ito4oi
peyoBuHW. BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHKU LWoao
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHU BHECEHI A0 iIHCTPYKLi 415 MeauyYHOro
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Oco6nvBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
(oHOBNEHa iHhopMaLisi CTOCOBHO XOpioiAaibHOro
BMNOTY Y NaLieHTIB, ki OTpUMyBaIu
rigpoxnopoTiasna) BignosigHO A0 iHdopmaLii 3
6e3nekn 3acToCyBaHHA [fil040T peyoBuHY. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3miHu | Tvny - 3miHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)- 3MiHV BHECEHI [0 iHCTPYKLiT 4719 MeANYHOro
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Oco6numBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
(oHOBnEHa iHhopMaList CTOCOBHO BMMaAKiB roCcTpoi
pecnipaTopHOi TOKCUYHOCTI Y NauieHTIB, SAKi
OTPUMYBa/IN TigpoX/10poTia3ng) BiAnoBigHO A0
iHchopmawii 3 6e3nekn 3acTocyBaHHS Aito4ol
peyoBUHW. BBEEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBePKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
236. | TPUDEAPUH | TabneTku, no 10 Toapuct YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/9233/01/01
®IC Tabnetok y 6nicrepi; BO 3 [0[aTKOBOK My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom | niosnsizae
nol,3a6o5 [04aTKOBO BiANOBIAaA/bHI dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
6nicTepiB y nauvuj 3 10 CTHO NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
KapTOHY Bignosiga "IHTEPXIM" 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
NBHICTIO OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
"IHTEPXI abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
M" 3acoby B nicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHI A0 iHCTPYKLii Ans MeanyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"B3aemogis 3 iHWVMK NikapcbkMMK 3acob6amu Ta iHLLi
BMAM B3aEMOZii" BigNoBIAHO 4O OHOB/EHOT
iHcbopmauii Wwoao 6e3nekn gitoyvoi pevyoBuHU. TepMmiH
BBE/IEHHS 3MiH NpoTAroM 3 Micauis nicns
3aTBEPAKEHHS.
237. | YNbTPABICT | po3yvH Ans iH'ekuili Baiiep Al HimeyunHa Baiiep Al HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a - UA/1986/01/01
300 Ta iHdysiii, 300 Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
mr/ma no 100 mny cepTudikaT BignoBigHOCTI EBpoNeNiChKii
chnakoHi; no 1 hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
hnakoHy y OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI ab6o
KapTOHHI nayui BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeENCHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponevicbkiin thapmakonei) - Hosuii ceptudikar Big,
HOBOrO BMPOGHMKA (3amMiHa abo AOMOBHEHHS).
MopaHHA HOBOroO cepTudikaTa BignNoBIgHOCTI
€ponelicbkiii hapmakonei Ne RO-CEP 2020-273 -
Rev 00 ana A®l iionpomiay Big HOBOro
anbTepHaTUBHOro BUpo6HUKa Divi's Laboratories
Limited — Unit I, India/ [jisic J/labopatopies JlimiTea,
IHais.
238. | YNbTPABICT | po3uuH AN iH'ekuili Baiiep Al HimeuyunHa Baviep Al HimeuyunHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a - UA/1987/01/01
370 Ta iHdysiii, 370 Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
mr/mn no 50 a6o 100 cepTudikaT BignoBigHOCTI EBponeiichKiii
My p1akoHi; no 1 hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
nakoHy y OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI ab60
KapTOHHI navui; no BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
500 mMn y dhN1akoHi; thapmakonei: gna A®l; ans BUXiAHOTO
no 8 chnakoHiB y marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KapTOHHI navi BVKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponericbkiin hapmakonei) - HoBuii ceptudikaT Big
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HOBOroO BMPO6HMKA (3amiHa abo JOMOBHEHHS).
MopaHHA HOBOroO cepTudikaTa BigNoBIgHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2020-273 -
Rev 00 ana A®l iionpomiay Big HOBOro
anbTepHaTMBHOro Bpo6Huka Divi's Laboratories
Limited — Unit I, India/ [jisic J/labopatopies JlimiTes,
IHais.
239. | YNCAPUH TabneTky Wwunyyi no YIMNCA PpaHuis YIMNCA CAC PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 - UA/2308/01/01
YIMNCA 500 MI' | 500 mr; no 4 CAC MRy - 3MiHK 3 AKOCTI. FTOTOBWIA NliKaPCbKUIA 3aci6. peyenma

TabneTkv B CTpUNI;
no 4 ctpunu B
KapTOHHI KOpo6Lii

KoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHNX meTogax
BMNPOGYBaHHSA) 3MiHM W00 TUMY CTaHJapTHOro
3paska 3 BTOPMHHOTO CTaHAapTHOro 3paska Ha
cTaHgapTHUiA 3pasok (C3), Wwo BUKOPUCTOBYETLCS Y
MeTogi Bunpo6osyBaHHs BEPX ansl nokasHukis
«lpeHTudpikauis», "KinbkicHe BU3Ha4YeHHs", "TecT Ha
4YMCTOTY". TaKoX 3aABNSAIOTLCA 3MiHW LLIOAO HWU3KM
pefakuifiHuX NpaBoK 3 METOH rapMoHi3aLji 3 po3ginom
3.2.P.5.2 AHaniTnyHi MeToankn, a came - No3HaYeHHs
R pns peaktusiB 3MiHEHO Ha P; foAaHo TWNOoBI
XpomaTorpamMu CTaHfapTHOro Ta BUNPo6yBasIbHOTO
pO34MHIB. KapboHaT HaTpito Ta IMMOHHA KMCNoTa, AKi
BMKOPVCTOBYHOTbCS A1 CTaHAAPTHOrO PO3UnHy A5
aHanisy aueTuacaniynaoBoi KUC/IOTH, He €
BTOPVHHMW CTaHAapTamu, ik ONMcaHo y Ajtodil
Bepcii. 3MiHa LWoA0 HEBIPHOro nepeknagy citric acid,
AIK OLTOBA KMC/10Ta, BUMPAaB/IEHO Ha JIMMOHHA
Kncnota. Po3paxyHku BUpaXKeHi iHakwwe (6e3 3MiH y
BMPOGHUUIN NPakTULL) Ta oNucaHo po3paxyHoK
KpUTepiiB irHopyBaHHS. Nopir KisbkKiCHOrO BU3HAYEHHS
caniumnoBoi kKucnoTu ckopurosaHo 3 0,001 mr/mn go
0,0004 mr/mn 3rigHO npoTokony Banigavii. Mexa
BMSIBNIEHHSA caniunnoBoi kucnotu (0,0002 mr/mn, a He
0,0004 mr/mn, sik onucaHo B po3gini 3.2.P.5.2
AHanNITUYHI METOAVKN), BUAAIAETLCS, AK Lie
npeacTtasneHo B p. 3.2.P.5.3 Banigauis aHaniTM4Hmx
MeToauK. 3MiHu | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHSA roTOBOro
niKapcbKoro 3acoby (BUyYeHHs MeToay
BMNPOOGYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTnBHUIA MeToA) 3asaBNSAETHCA BUNYYEHHS
3aTBEepAKEeHOro metoay BunpobysaHHa BEPX, wwo
BMKOPUCTOBYETLCA /15 NOKA3HUKIB «laeHTndikais»,
«KinbkicHe BU3HaYeHHs», «TeCT Ha YUCTOTY», OCKI/TbKU
BXe 3aTBepKeHO aslbTePHATUBHUIA MeTOZA,
BMnpobyeaHHA BEPX.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
240. | YNCAPUH TabneTky Wwunydi; no YMNCA ®paHuisa YMNCA CAC ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 - UA/7598/01/01
YMCA 3 10 TabneTok y Ty6i; CAC My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenma
BITAMIHOM no1a6o2Tyébuy thapmakoHarnagy. BeegeHHs abo 3miHu o
C KapTOHHI KopooLi y3araslbHeHrX faHux Npo cucteMy papmMmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
3pjiicHeHHs chapmakoHarnagy: fitova pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa peakLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX faHWX
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
3fiiCHEHHS1 dpapMakoHarisay
241. | YPOBYTVH Tabnetku, 5 Mr; no Akkopg, Monbwa Brvpo6HMuTBO IHais/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/19193/01/01
10 Tabnetok y Xenckea nikapcbkoro ManbTa/ UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 3 Moncka 3acoby, ITanis/ 3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
6nictepu y nauui Cn. 3.0.0. nepBuHHE Ta Yexis/ rOTOBOrO J1iKapCbKOro 3acoby, BK/UaUM NPOMIXHWIA
BTOPUHHE Benuka NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHNLITBI
nakyBaHHs, BputaHis rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) 3MiHa
KOHTPO/1b TepMiHy npugartHocTi TabneTtok B bulk ynakoBui
AKOCTI cepil: HMHDPE 3 3 micsuis go 12 micauis. 3miHu | Tuny -
IHTac 3MiHM 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
$apmacbloTika BMPOBGHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHOThCA
nc Niviteg, BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
IHais nikapcbkoro 3acoby (3amiHa abo AofaBaHHsA AifbHUL,
Brvpo6HMuTBO Ha SIKil 34iICHIOETLCA KOHTPO/L/BUNPOBYBaHHSA cepil)
NiKapcbKoro 3aMiHa BUPOGHMYOI Ai/IbHMLi 3 KOHTPO/IHO SKOCTI Ha
3acoby, anbTepHaTuBHY. 3MiHK | TURY - 3MiHK 3 SKOCTI.
nepBuHHE Ta [oTOBWIA NNikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
BTOPVHHE 3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCS BUNYCKY cepil
nakyBaHHs: Ta KOHTPO/II0 AKOCTI FOTOBOTO /liKapCbKOro 3acoby
IHTac (3amiHa abo fofaBaHHS AiNbHULI, Ha SKil
dapmacbloTika 3[iICHIOETLCS KOHTPO/Ib/BUNPOBYBaHHSA cepii) 3aMiHa
nc Niviteq, BVMPOGHMYOT AiNbHUL 3 KOHTPOJIKO AKOCTi Ha
IHgis anbTepHaTUBHY
KoHTposib
AKOCTI:
dapmagokc
Xenckea
NimiTea.,
MauibTa

KoHTposib
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

AKOCTI:
NABAHANIBIC
C.P.N., Itania
KoHTposb
AKOCTI:
TOB ANC
Yecbka
Pecnyb6nika,
Yexis
KoHTpo/b
AKOCTI:
TOB ANC
Yecbka
Pecnyb6nika,
Yexis
Jopartkosa
OinbHUUA 3
NepBUHHOIO
Ta BTOPVMHHOIO
nakyBaHHs:
AKKOP[,
XEJICKEA
NIMITEA,
Benuvka
BpuTaHis
BignosiganeH
nii 3a BUMYyCK
cepii:
AKKOP[,
XENCKEA
NIMITEA,
Benuka
BputaHis

242,

YPCIC®

TabneTku, BKPUTI
nAiBKOBOO
o60n0oHKoto no 500
Mr no 10 TabneTok y
6nictepi, no 3, 5 abo
10 6nicTepiB y nauui

AT
"KNIBCbK
nin
BITAMIHH
n
3ABOJ"

YKpaiHa

AT

"KUIBCbKN

BITAMIHHWA
3ABOA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHun) - 3MiHW BHECEHO Y
TEKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOI YNaKoBKN
NiKapcbKoro 3acoby, a came BUy4YeHo iHdhopmallito,
BVK/TaiEHY POCIICbKOK MOBOHO; YKPATHCbKWl TEKCT
MapKyBaHHS NpoAy6/1b0BaHO aHrNiINCbLKOK MOBOIO.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/18603/01/01

243.

YPCIC®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0 No 250
mr no 10 TabneTok y
6nictepi, no 3, 5 abo

AT
"KNIBCbK
nm
BITAMIHH
N

YKpaiHa

AT

"KUIBCbKIMN

BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
TEKCT MapKyBaHHS NePBUHHOI Ta BTOPUHHOI YNaKoBKN
NiKapCcbKoro 3acoby, a came BUAy4YeHo iHdhopmallito,

3a
peyenmom

UA/18603/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

10 6nicTepiB y nauui

3ABOZ"

BVIK/TaieHY POCIICbKOK MOBOH); YKPATHCbKWIl TEKCT
MapKyBaHHS NpoAy6/1b0BaHO aHrNiNCbLKOK MOBOIO.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA

244,

YPCOHOCT

kancynu no 150 wr,
no 10 kancyny
6nicTepi; no 2 abo
no 5 6nictepis B
KapTOHHI KOpo6Lii

OPrAHO
CWH
NAN®CA
€HCU3
(E® 3ET 1)

OAE

TOB
"MAPI®APM",
CnoBeHis;
EBepTopaxeH
Nand
CaeHcu3
NimiTep, IHAis

CnoseHis/
IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHix MmaTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponericbkiin hapmakonei) - Hosuii ceptuddikar Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS).
BHeceHHs 00AaTKOBOro BUpo6HuKa APl
Ypcogeokcmxonea kucnota ICE S.P.A., Italy 3
HagaHHAM cepTudikaTta BignoBigHOCTI EBponenchbkili
hapmakonei CEP R1-CEP-1999-047-Rev 09. 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
niKapcbKoro 3acoby (36inbleHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MipoM). 3MiHa
nepegbavae 3MiHy po3mipy cepii 3i 150 000 kancyn Ha
225 000 kancyn gns roToBOro /likapcbkoro 3acoby
YpcoHocT, kancynm no 300 mr 4n1s BUPOGHMKa
EBepTomkeH flaiigp CaeHcua flimiten, IHAiIA. 3miHu I
TMny - 3MiHK 3 akocTi. A®l. BupobHuuTBO. 3MmiHa
BMPOGHMKA BUXiAHOro/MPOMIKHOTO MPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
ab60o 3miHa BUpo6HuKa (BKIOYaroun, e HeobxigHo,
MicLie NpoBeaeHHs KOHTposo skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANoOBIAHOCTI EBPONEiChKIli
hapmakonei y 3aTBepAxeHOMy [0CbE)(BBEAEHHS
HOBOro BMpo6HuKa APl 3 HagaHHAM MacTep-haiina Ha
A®dIl) BBeeHHA 104AaTKOBOrO BUpo6HMKa AdI
Ypcogeokcmxonesa kucaoTa Shilpa Pharma
Lifesciences Limited, India 3 HagaHHSM macTep-ghaiina
Ha A®I.

3a
peyenmom

UA/12572/01/01

245,

YPCOHOCT

kancynu no 300 wr,
no 10 kancyny
6nictepi; no 2 abo
no 5 6nictepis B
KapTOHHI KopooLli

OPrAHO
CWH
NAA®CA
€HCU3
(E® 3ET )

OAE

TOB
"MAPI®APM",
CnoBeHisi;
EBepTopxeH
Naind
CaeHcus
Nivitea, IHaia

CnoseHis/
IHAjia

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei: ans A®l; ans BuxigHoro

3a
peyerimom

UA/12572/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikaT Big,
HOBOrO BMPOGHMKa (3aMiHa abo AOMOBHEHHS).
BHeceHHs 00AaTKOBOro BUpo6HMKa AdI
Ypcogeokcuxonea kucnota ICE S.P.A,, Italy 3
HafiaHHAM cepTudikaTa BignoBigHOCTI EBponechkili
thapmakonei CEP R1-CEP-1999-047-Rev 09. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKIIOYAtOUM diana3oH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPAKEHUM PO3MipoM). 3MiHa
nepegb6ayae 3miHy po3mipy cepii 3i 150 000 kancyn Ha
225 000 kancyn Ans roToBOro Jlikapcbkoro 3acoby
YpcoHocT, kancysm no 300 Mr Ans BUPOGHMKa
EBepTogKeH flaiigp CaeHcus flimiten, IHAiIS. 3miHu I
Tmny - 3MiHK 3 akocTi. A®l. Bupo6HMLUTBO. 3MiHa
BMPOGHMKa BMUXIAHOrO/NPOMIXHOr0o NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHMYOMY npouieci AdI,
ab60o 3miHa BUpo6HuKa (BK/HOYaKUn, e HeobxiaHo,
MicLLle NpoBefEeHHS KOHTPOsIO iKocTi) AdI (3a
BiZiICYTHOCTi cepTudcpikaTa BianoBigHOCTI EBponeiichkili
hapmakonei y 3aTBepAXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpoGHUKa APl 3 HagaHHAM MacTep-haiina Ha
A®l) BBeieHHA 10AATKOBOro BUPO6HMKa AD|
Ypcogeokcuxonea kucnota Shilpa Pharma
Lifesciences Limited, India 3 HagaHHsIM MacTep-ghaiina
Ha A®I.

246.

dAMOTUNAN
H-®APMEKC

niodpinizat ans
pO34nHY AnA

iH ekuii no 20 wr; 5
hN1aKoHiIB 3
niocpinizatom y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B NauLli 3 KapTOHY

Tosapuct

BO 3

obmexeHo

0

Bignosiga

NbHICTIO

"®apmaue

BTUYHA
KOMMaHis
"3p0poB'a

Ykpaina

TOB
"®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zin "B3aemogis 3 iHWMMK Nikapcbkumn 3acob6ammn
Ta iHWi BUAY B3aemogiii" BiAnoBigHO 4O OHOBMEHOI
iHdbopMmalii 3 6e3neKkun Ait4ol Pe4oBUHN.

3a
peyenmom

He
nionsieae

UA/14868/01/01

247.

DEBYKCOCT
AT KCAHTIC

TabneTku, BKPUTI
n1iBKOBOO

"KcaHTic
Papma

Kinp

®APMATEH
CA, peuis

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
UMy - 3MiHM 3 AKOCTi. [0TOBWIA NNikapcbkuWii 3aci6.

3a
peyenmom

UA/18628/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
060/10HKOH0, Mo 120 NimiTen" SAPMATEH 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
Mr; no 7 TabneTok y IHTEPHELLUH [04aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YaCTUHU abo
6nicTepi; no 4 abo N CA, Ipeuis BCbOr0 BMPOGHWNYOrO MPOLECY roTOBOro NiKapCbKOro
no 8, abo no 12 3acoby (AinbHMLSA, Ha AKili NPoBOAATLCA OyAb-AKi
6nicTepis B BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KapTOHHI navui KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /151 HECTEPW/TbHUX JiKapCbknX 3acobiB) -
BBEJEHHSA A04AaTKOBOI Ai/IbHUL, WO BignoBigae 3a
BMPOGHULITBO rOTOBOT NlikapcbKoi hopmn —
®APMATEH IHTEPHELLHN CA, peuis.
Buiye3sasHayeHunii BAPOGHUK BXe € 3aTBEPMKEHNM
BVMPOGHWKOM A1 NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, KOHTPOJTO Ta BUNYCKY Cepiii. Y 3B'A3KY 3
LM TakoX 6ynun BHeCeHi Aeski TEXHIYHI BUNpaBneHHs
B po3ginax gocbe 3.2.P.3.2, 3.2.P.3.3,3.2.P.34 1a
3.2.R, sKi BignoBigatoTb 3aTBEpMKEHIV dhopmyri cepii
Ta BUPOGHMYOMY MpoLiecy
248. | ®EBYKCOCT | Tabnetku, BKpUTI "KcaHTic Kinp PAPMATEH Ipeuis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a - UA/18628/01/01
AT KCAHTIC nniBKOBOIO dapma CA, Ipeuis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, o 80 NimiTen" SAPMATEH 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS
Mr; no 7 TabneTtok y IHTEPHELLH [04aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHN abo
6nicTepi; no 4 abo N CA, Ipeuis BCbOr0 BMPOGHMYOT0 MPOLEeCy roToBOro NikapcbKoro
no 8, aéo no 12 3acoby (OinbHMLS, Ha sKili NpoBOAATLEA OyAb-AKi
6nicTepis B BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KapTOHHI nayui KOHTPOJI0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTEPU/IbHUX NiKapCbKUx 3acobiB) -
BBE/lEHHS A0AATKOBOI AibHULI, LLO Bignosigae 3a
BMPOGHMLITBO rOTOBOT flikapcbKoi hopmn —
®APMATEH IHTEPHELLHN CA, Ipeuis.
BuwesasHaueHnii BAPOGHUK BXeE € 3aTBEPAKEHNM
BUPOBGHMKOM A1 NEPBVHHOIO Ta BTOPUHHOMO
nakyBaHHS1, KOHTPO/IO Ta BUNYCKY Cepiii. Y 3B'A3KY 3
LM TakoX Oy BHeCeHi Aeski TEXHIUHI BUNpaB/IeHHs
B po3ginax gocbe 3.2.P.3.2, 3.2.P.3.3,3.2.P.3.4 Ta
3.2.R, siKi BignoBigatoTe 3aTBEpOKEHIV dhopmyni cepii
Ta BUpO6HNYOMY npouecy
249. | ®EHICTUN Kpanni opanbHi, 1 rCK LLiBeiiuapis rCK LLBeiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 - UA/9377/01/01
mr/mn no 20 mny KoHcblome KoHcblomep TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenma
donakoHi 3 p Xenckep Xenckep cepTudpikaT BignoBigHOCTI EBponelichkii
KpanesibHuueo; no 1 CAPN CAPN thapmakonei/moHorpadii. NogaHHs HOBOro abo
hnakoHy B OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o
KapTOHHI KOpo6Lii BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bifl y)Ke 3aTBep/)KEHOro BUPOGHYKA - NOAAHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2000-145-Rev 08
(3aTBepmxeHo: R1-CEP 2000-145-Rev 07) gna AdI
OVMeTUHAEeHY Maseat BnupobHuka Olon S.P.A., ltaly

250.

DEHICTUN
FENnb

ren 0,1%no30ry
Ty6i; no 1 Ty6i y
KapTOHHI KopooLi

FCK
KoHcblome
p Xenckep

CAP/1

LLiBeiiuapis

BMPOOHULITBO
3a NOBHUM
LMKIOM:
FCK
KoHcbomep
Xernckep
CAP/I

LLseiiuapis

BHECEHHS 3MiH 10 peecTpaLjiiiHix MmaTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmaxkonei Ne R1-CEP 2000-145-Rev 08
(3atBepaxeHo: R1-CEP 2000-145-Rev 07) gns Adl
OVMeTUHAeHyY maneart BupobHuka Olon S.P.A., Italy

6e3
peyenma

UA/0894/01/01

251.

®EHICTUN
EMYNbCIA

eMy/bCis HalKipHa
0,1%; no8mny
hnakoHi 3
KYIbKOBUM
annikatopom; no 1
hnakoHy B
KapTOHHI KOpo6Lii

ICK
KoHcblome
p Xenckep

CAP/

LLiseiiuapis

rCK
KoHcblomep
Xenckep
CAPJ

LLseiuapis

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEeHWIA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeinchbkili
thapmakonei Ne R1-CEP 2000-145-Rev 08
(3aTBepmxkeHo: R1-CEP 2000-145-Rev 07) gna A®I
AvMeTuHAeHY maneaT BupobHuka Olon S.P.A., Italy

6e3
peyenma

UA/13867/01/01

252,

®EPBEKC_
ona QITEN

NMopoLloK AN
0pasIbHOTO PO3YNHY
8 calle y KapTOHHil
KOpoo6Li

YICA
CAC

PpaHuis

YINCA CAC

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
MRy - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta
thapmakoHarnisgy. BeegeHHst abo 3miHM go
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cUCTEMy
hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cO6M 3 thapmakoHarnsaay 3asBHuka ans
3AiiCHEHHS (papMakoHarnsay B YKpaiHi, SKLWO BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (BkIvaum
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MIiLLLEeHHI MacTep-

6e3
peyenma

UA/7600/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
3pjiicHeHHs chapmakoHarnagy: Aitova pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa peaxLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX JaHuUX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BignoBigasibHOI 3a
3fiiCHEHHS1 dpapMakoHarsay

253.

®EPBEKC
ana
JloPOCnnX
BE3 LIYKPY

NOpPOLLIOK ANs
OpasIbHOr0 PO34NHY
no 8 cawe 3
MOPOLLKOM Y
KapTOHHI KOpo6Lii

YIMCA
CAC

PpaHuis

YINCA CAC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcTeEMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 45
3pificHeHHs hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
3pjiicHeHHs hapmakoHarnagy: [iroya pepakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHMX gaHnx
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
3AiicCHEHHs hapMakoHarnsay

6e3
peyenma

UA/5441/01/01

254,

®EPBEKC
ang
J[lOPOCNNX
3

MANNHOBU
M CMAKOM

NMOpOLUOK AN
Opa/IbHOT0 PO3YKMHY,
8 calle y KapTOHHii
Kopoo6Li

YMNCA
CAC

®paHuia

YMNCA CAC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeH/x gaHux npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3araslbHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemun chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
3[jiicHeHHs1 hapmakoHarnagy: [iroya pepakuisi: El
Mahdi Benchekroun, MD. NponoHoBaHa peakLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX AaHuUX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
3[jICHEHHS hapmakoHaraay.

6e3
peyenma

UA/3128/01/01

255,

DJIEKCBYMI
H

PO34unH ANs iHQy3ilA,
200 r/n; no 50 mn y
noslieTUIEHOBOMY

Takena
MaHydeky
YPIiHr

ABCTpis

Bakcasita FOC
IHK., CLLA
(BUPOGHMLTBO

CLUA/
ABCTpist

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
3MiHM y BUPO6HMUTBI (iHWi 3miHK) TpaHcdep

3a
peuyenmom

UA/18128/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nakerti; no 1 a6o no ABCTpist Hepo3dacosa TexHosorii BUpobHuyTBa 3 6yaisni 1 ginbHuLi Baxalta
24 naketu B Al HOI NpoAyKUiT, US Inc., 4501 Colorado Blvd Los Angeles, CA 90039,
KapTOHHiiA KopobLyj; TEpMOO6PO6K USA go 6yaisni 8. 3miHu | Tvny - 3MiHK 3 AKOCTI.
no 100 mny a); bakcanta [0TOBWIA NMikapCbkunii 3aci6. 3MiHW Y BUPOOHULTBI.
nonieTuneHoBomy lOC IHk., CLLA 3MiHa po3mipy cepii (BkNoYatoun AianasoH po3mMipy
nakeTi; no 1 a6o no (cTepunbHe cepil) roToBOro nikapcbKoro 3acoby (Macwrab ans
12 nakeTiB B HamnoBHEHHS, nikapcbKoro 3acoby 6i0n0riyHoro/iMyHOI0rN4YHOro
KapTOHHI KopooLli ocTaroyHa NOXOKEHHS 36i/TbLUMBCA/3MEHLLNBCS 6E3 3MiHU
nactepusauis, BMPOGHMYOTO npouecy (Hanpuknag ayotoBaHHa NiHii))
nepBuHHE Ta 3miHa po3mipy cepii Hepo3d)acoBaHOro anboymiHy
BTOPVHHE NOAMHK, Lo BUPO6NSeTbCs y ByaiBni 8 Ha AiNbHUL
nakyBaHHs); Baxalta US Inc., 4501 Colorado Blvd Los Angeles, CA
Takega 90039, USA. 3atBepmxeHo: Big 1250 n go 1860 5.
MaHydekuypi 3anponoHosaHo: Big 900 n Ao 1900 n. 3miHu | Tvny -
Hr ABCTpis AT, 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
ABCTpis BMPOGHMUTBI (iHWi 3MiHN) TeXHiYHe OHOB/IEHHS
(kOHTpO/b 3aTBepAKEHOI NiHii HanoBHeHHs Galaxy SFS-17.
AKOCTI, BUNYCK TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis nicns
cepii) 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [0TOoBWIA

nikapcbkuii 3aci6. KOHTPOb AONOMIXHUX PeYOBUH
(iHWi 3MiHM) OHOBNEHHSA cneumdikauiii ons
[OMOMIKHUX PEYOBVH.
3aTtBepmkeHo: Sodium Caprylate — EP/USP/NF N-
Acetyl-DL-Tryptophan — EP Sodium chloride —
EP/USP/NF Water for Injection — EP/USP/NF
3anponoHoBaHo: Sodium Caprylate — Ph.Eur., USP N-
Acetyl-DL-Tryptophan — Ph.Eur., USP Sodium chloride
— Ph.Eur., USP Water for Injection — Ph.Eur., USP.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Y BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoLeci BUpO6GHMLTBA)
BnpoBapkeHHs anbTepHaTMBHOIO hinbTpa Ans
nepemillleHHs Hepo3(dacoBaHOro aflbOyMiHY MiXk
E€MHOCTSAMU A1 FOTOBOTO MPOAYKTY Ta BNPOBaKEHHS
aNbTepHaTMBHOIO Yacy BUTPUMKM TpuBasiicTio 100
OHIB Npu Temnepatypi 0-8°C ans TepmoobpobaeHoro
Hepo3dhacoBaHOro NPoAyKTy Ha AinbHuui Baxalta US
Inc., 4501 Colorado Blvd Los Angeles, CA 90039,
USA. 3MiHu | Tuny - 3miHn 3 akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTy, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHni cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOrO cepTudikaTy BignoBiAHOCTI EBpoNeichKiii
hapmakonei Big, BXe 3aTBEPA)KEHOro BUPOGHMKa
Oporcin S.p.A ans renapuHy Hatpito (R1-CEP 2002-
006-Rev 08). 3miHu Il TNy - 3MiHW 3 AKOCTI. [OTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0NYyCTUMMX MEX rOTOBOTO J1iKapCbKoro 3acoby (3miHa
3HaxoAMTbCA No3a 3aTBepAKEHNMUN 4ONYCTUMUMN
mMexamu cneumdikauiii) 3MiHa 06’eMiB HaNMOBHEHHS
[N TOTOBOrO NlikapcbKoro 3acoby. 3aTBepmkeHo: 50
mn — 52,8 - 57,8 mn1 100 mn — 102,7 - 107,6 mn
3anponoHoBaHo: 50 mn — 51,5 - 57,8 mn. 100 mn —
102,0 - 107,6 mn. TepmiH BBeA,EHHSA 3MiH - NPOTArom 6
MiCALIB Micnsa 3aTBepmiKeHHS. 3MiHu Il Tuny - 3MiHu 3
akocTi. A®l. BupobHMUTBO. 3MiHM B Mpoueci
BMpo6HULUTBA API (3MiHA CTOCYETLCS aKTUBHOI
peYoBUHM GiONOFIYHOTO/iIMyHOOMNYHOTO NOXOKEHHS
ab60 BMKOpUCTaHHSA XiMiuHUX APl y BUPOOGHMLTBI
nikapcbKoro 3aco6y 6i0n10riYHoro/iMyHos0r4YHOro
NOXOXKEHHS, SKa MOXe MaTu 3HaYHUlA BNNB Ha
AKiCTb, 6e3neKky Ta ed)eKTUBHICTb /liKapCbKoro 3acoby,
i He cToCyeTbCS NPOTOKO/Y) 3MiHU Y npoLeci
BMPOOHULITBA aKTUBHOI PeYOBUHU, a came
BMKOpUCTaHHA 25% (06./06.) eTaHony (3amicTb 20 %
(06./06.)) Ha eTani ocagxeHHst ®pakuii [I+11l. Ha
AinbHuui Baxalta US Inc., 4501 Colorado Blvd Los
Angeles, CA 90039, USA. TepmiH BBEL,EHHS 3MiH -
NpoTSArom 6 MicsiLiB Micns 3aTBepKEHHs

256.

®NEKCBYMI
H

PO34nH ANs iHdY3il,
200 r/n; no 50 mny
nonieTuneHoBoOMy
naketi; no 1 a6o no
24 naketu B
KapTOHHI kopobLyj;
no 100 mny
nonieTuneHoBoOMy
nakeri; no 1 a6o no
12 nakeTiB B
KapTOHHI KopooLi

Takegpa
MaHydeky
YPIHr
AscTpist
Al

ABcTpis

KOHTPO/Ib
SKOCTI, BUNYCK
cepii: Takega
MaHydekuypi
Hr ABCTpis AT,
ABCTpiS;
cTepunbHe
HanoBHEHHS,
ocTaroyHa
nactepuvsadis,
nepBuHHEe Ta
BTOPWHHE
nakyBaHHs:
Bakcanta HOC
IHK., CLUA,
BMPOBHMLITBO

AscTpis/
CLA

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobM 3 hapMakoHarnAgy 3asBHuKa gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pegakuis: Cymit Mynmkan / Sumit Munjal.

3a
peyerimom

UA/18128/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Hepo3dacosa MponoHoBaHa pepakuis: Stephane Brouckaert. 3miHa
HOI NpoAyKUiT, KOHTaKTHUX AaHnX YNOBHOBAXXEHOI 0COOM 3asBHUKA,
TEpMOO6PO6K BiANOBIAabHOI 3a thapmakoHarnsag,.
a: bakcanta
FOC IHk., CLUA
257. | ®NIEKLUEPUH | kancynu TBepgi no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a - UA/12618/01/01
50 mr, no 10 kancyn | "KWIBCbK "KUIBCbKW TNy - 3MiHKM Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
y 6nicTepi; no 1 abo v BITAMIHHW thapmakoHarnagy (iHwi 3MiHu).
3 6nictepun y nauui BITAMIHH 3ABO" 3MiHN BHECEHO Y TEKCT MapKyBaHHs NepPBUHHOT Ta
un BTOPUHHOT YNakoBKM NikapcbKoro 3acoby, a came
3ABO4" BU/TyYEHO iHC(hOpMaLito, BUKTaEeHY POCIiCbKOK
MOBOIO; YKPAIHCbKWiIl TEKCT MapKyBaHHS
npoay6/1b0BaHO aHI/inCbKo MOBOK. BBeeHHS 3MiH
NPOTAroM 6-Tv MicALiB Nic/ia 3aTBepPAKEHHS
258. | ®NTYMAS3EHI PO3YUH ANS iH'EKLi, Mictpan AHrnis NABOPATOPI Icnanis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a - UA/19111/01/01
N-BICTA 0,1 mr/mn, no 5 mn B Kenitan O PENI TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
amnyni; no 5 a6o 10 MeHexm YXKO®PPE, C.A. cepTudpikaT BignoBigHOCTI EBponeiickkiii
amnyn y KapTOHHIl eHT thapmakonei/moHorpadii. NMogaHHs HoBOro abo
navui Nimiteq OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o

BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchbkili
hapmakonei Ne R1-CEP 2003-237 - Rev 06 ans Adl
thnymaseHiny Bif BXe 3aTBEPKEHOI0 BUPOOHMKA
WAVELENGTH ENTERPRISES LTD., I3painb; 3minHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEeHWIA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeinchbkili
hapmakonei Ne R1-CEP 2003-237 - Rev 04 ans Adl
thnymaseHiny Bif BXe 3aTBEPKEHOI0 BUPOOHMKA
WAVELENGTH ENTERPRISES LTD., I3painb; 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. NogaHHs HoBoro abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBMEeHWIA cepTudikat
Bif] y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2003-237 - Rev 03
(3aTBEepmxeHo: R1-CEP 2003-237 - Rev 02) ans Adl
hnymaseHiny Bif BXe 3aTBEPAKEHOTO BUPOOHMKA
WAVELENGTH ENTERPRISES LTD., I3painb
259. | ®OCTUMOH NOPOLLIOK IBECA LLiseiiuapis BMPOOHULITBO ITania/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/3152/01/01
niodpinizoBaHwin Ans IHCTUTYT PO3YMHHYIKA, LLseiuapis UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6. peyenmom
NpUroTyBaHHs Bioximik BK/IOYaA0UN 3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
PO3YUHY ANs1 iH'EKLLI C.A. nepBuHHe (BK/KOYAOUM Ajiana3oH po3Mipy cepil) roToBOro
no 75 MO; 1 dpnakoH nakyBaHHs Ta nikapcbkoro 3acoby (36inbweHHs go 10 pasis
3 nmopoLukom Ta 1 KOHTPO/Tb NOPIBHSHO i3 3aTBEPAXEHMM PO3MipOM) - 36i/bLUEHHS
amnyna 31 mn AKOCTI: po3mipy cepii Ha HOBIli ginbHUL 3amboH C.M.A.,
PO3YMHHMKA (HATPIO IBCA ITanis. 3arBepgkeHo: 18 000, 36 000, 66 500
xnopvgy 9 mr, Boga dapmaueyTuui dhnakoHiB Ha AinbHuui IBCA IHcTUTyT Bioximik C.A.,
Ons iH'ekujin) B ITania cpn, LlseiiLapis; 3anponoHoBaHo: 111 000 chnakoHiB Ha
nauuj; no 10 nayok y ITanisa HOBIl AinbHWL 3am6oH C.M.A., ITania. 3miHu | Tuny -
KapTOHHI KopooLi BMPOGHMLITBO 3MiHM 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
niocpinizata, BMPOOHULTBI. 3MiHW Y NpoLeci BUpo6HMLTBA FOTOBOro
BKJ/IOHAOUN niKkapcbKoro 3acoby, BKIOYAUM NPOMKHUIA NPOAYKT,
nepBuHHe LL|0 3aCTOCOBYETLCA NPU BUPOOHNULTBI FOTOBOTO
nakyBaHHs, nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BTOPVHHE BVMPOGHMLTBA) - 3MiHV B BUPOGHMYOMY NPOLIECI, &
nakyBaHHs Ta came 3aCTOCyBaHHS OfHOPa30BOi cUcTemu A1A
KOHTPO/1b npoLecy 3MilllyBaHHS! Ha HOBIlA AiNbHUL 3 BiAMNOBIgHAM
AKOCTI BBE/IEHHSIM KOHTPOJIO LiNiCHOCTI Ha AiNbHuULI 3aMb0H
niodghinizarta i C.M.A., Itania. 3miHn | Tuny - 3MiHK 3 AKocTi. [0TOBWMIA
PO3YMHHKKA, nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BUWMYCK Cepii: BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOGHULTBA 415
IBCA IHcTUTYT 4yacTVHM abo BCbOro BUPOGHNYOro NpoLecy roToBoro
Bioximik C.A., nikapcbKoro 3acoby (iHLi 3MiHn)- MNprBeaeHHs
LLisefiuapis iHchopmawii LWoA0 BUPOBHNYMX AiNbHUL | iX
BMPOGHMLITBO BiANOBIAA/ILHOCTI Y BiANOBIAHICTL A0 MaTepianis
niodpinizata, peecTpaLiiiHoro Aocke. 3oKkpema 3a3HavyaeTbCst
BK/IHOYa0un BiANOBIAA/IbHICTb 3aTBEPAKEHOr0 BUPO6HMKa IBCA
nepBUHHE IHcTuTyT Bioximik C.A., LLiBeliuapis Bia anb MNoHTe 13,
nakyBaHHs: 6903 NlyraHo, LLBeliyapis (BMpo6bHMLTBO NiodhinizaTta,
3am60H BK/IO4A0UM NEPBUHHE NaKyBaHHSA, BTOPUHHE
C.M.A., Itanis nakyBaHHS i KOHTPO/Ib AKOCTI sliodpinizata i

PO34MHHKKA, BUMYCK cepil) | BUHOCUTLCA iHGhopMaLlis
LLIOA0 BUPOGHMKA PO3YMHHUKA, SiKa paHille
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3a3Havyanacb B MaTepiasiax peecTpaviliHoro foChbe:
IBCA dapmaueyTuui ITania cpn, ITanis, Bia MapTipi ai
Llecbanonis, 2 26900 flogi, ITanis (BMpo6bHNLTBO
PO3YMHHYKA, BK/IOYAIOUM NEPBUHHE NaKyBaHHA Ta
KOHTPO/b AKOCTI). 3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHW Y BUPOGHULITBI.
3amiHa abo BBeEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLITBA 415 YACTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBOro /likapcbkoro 3acoby (4inbHuUS, Ha
AKili NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/O
AKOCTI Ta BTOPMHHOIO NMakyBaHHS, 415 NikapCbKux
3aco06iB 6i010ri4YHOro/iMyHOONYHOTO MOXOMKEHHS abo
NiKapcbknx OopM KOMMIEKCHOro (CkNagHoro)
BMPOGHNYOro NMpoLecy) - BBeAEHHA A0AATKOBOI
AinbHUUI BUpo6HuLTBa /13 (niodinisara), BkIOUaUn
nepBuHHe nakyBaHHs: 3am6oH C.M.A. Bia genna
Yimika, 9-36100 BiueHua, ITanis. (3atBepgkeHo: IBCA
IHCTMTYT Bioximik C.A., LLiBeliuapis).
260. | ®Y3IKYTAH® | kpem 2 % TOB YkpaiHa Mi6e Mm6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/10307/01/01
no5r,10r, 15r abo «MIBE ApuHaiimitren TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
30 ry Ty6i; no 1 Ty6i | YKPAIHA» b thapmakoHarnagy (iHwi 3MiH1) HesHauHi 3MiHW y TekcTi
B KapPTOHHII nauui MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
NiKkapcbKoro 3acoby. BeBeAeHHs1 3MiH NPOTAroM 6-Tu
MicsLiB nicns 3aTBepAKEHHSs!
261. | LEPEMIA® Kancysm m'siki no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/16976/01/01
400 mr, no 10 "KNIBCbK "KMIBCbKW TNy - 3MiHKM Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
Karncyn y énicrepi; 717 BITAMIHHW/ hapmakoHarnsagy (iHwi 3miHn)
no 1 a6o no 3 BITAMIHH 3ABO" 3MiHV BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI Ta
6nicTepu y nauui 3 un BTOPUHHOT YNakoBKM NikapcbKoro 3acoby, a came
KapToHY 3ABO4" BU/Ty4EHO iHhopMaLito, BUKTaAeHY POCIiCbKO
MOBOIO; YKPAIHCbKWI TEKCT MapKyBaHHS
npoAy6/1b0BaHO aHrMINCLKOK MOBO. BBeeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIKEHHS.
262. | UMHAPIKC TabneTkn, BKPUTI dapmauey ABCTpist dapmaueyTiw ABCTpIst BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 - UA/4186/01/01
060/10HKOI0, N0 55 Tiwe e chabpik TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenma
mr; no 12 TabneTok habpik MoHTasiT thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO A0
y 6nicTepi; no 2 abo MoOHTaBIT X TEeKCTY MapKyBaHHs1 BTOPMHHOI YNaKOBKM JTiKapCbKOro
5 6nicTepis B M6X 3aco6y B n. 12. <HOMEP PEECTPALJINHOIO
KapTOHHI Kopo6Lii MOCBIAYEHHSA».
263. | LMNPO®NOK | Tabnetku, BKpUTI "HOHiK IHais, IHais, HOHiK IHais BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a - UA/3061/02/01
CAUWVH nAiBKOBOO dapmach IHAiA PapmacboTnK TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y peyenmom
€BPO 060510HKO0, No 250 foTMKan an MeToAax BunpobyBaHHs A®| abo BUxigHOro
mr, no 10 TabneTok Na6opato Na6opatopis mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
y 6nictepi, no 1 abo pi3" (BigAineHHn BVIKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
no 10 6nicTepiB y (BigaineHH dipmn "Ix. B. 3MiHM Y MeToAax BUNpobyBaHHsA (BKIKOYAUM 3aMiHy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOpOO6Li 3 KapTOHY A chipmmn Kemikan3 eHg abo gonoBHeHHs1) A®| abo BUXiQHOrO/MPOMIXHOIO
"OXK. B. dapMacbTUK npoaykKTy) 3MiHa y meTtogax BunpobysaHHA APl 3a n.
Kemikan3 ans3 /ita.") «OpraHiyHi AoMiLKn» Ta «KinbKicHe BU3HaUYeHHs», a
eHg came- GiNbLLU AeTanizoBaHWit oNn1c MeToauK. 3MiHn |
$apmacb My - 3MiHK 3 AkocTi. A®I. KoHTponb APl 3miHa y
loTUKan3 napameTpax cneuudikaLii Ta/abo JOMYCTUMMX MEX,
nTta.") BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea AP (iHwi
3MiHM) BHECEHHS 3MiH A0 crevudikaLii MTOBTOPHUX
BMNPO6YBaHb CUPOBUHY M. |aeHTudikauisa (A)
MeTtogom IY-crnekTpockonii, a came- BUyYEHHS
NPUMITKN «* MNPOBOAATL 4151 KOXHOTO KOHTEliHepa
cepii»
264. | UNMNPO®NIOK | Tabnetku, BKpUTI "HOHik IHais HOHik IHais BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu | 3a - UA/3061/02/02
CALUVH NNiBKOBOKO ®apmacb dapMacbiTUK My - 3MiHK 3 AkocTi. A®L. KoHTponb APL. 3miHa y peyernmom
€BPO 060/10HKO10, Mo 500 roTUKan an MeTogax BMnpobyBaHHs APl abo BuxigHoro
mr; no 10 TabneTok Na6oparto Na6opatopis mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
y 6nicTepi, no 1 abo pi3" (BigaineHHs BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI (iHLWi
no 10 6nictepiB y (BipgineHH dipmm "Ox. B. 3MiHV Y MeTogax BUNpobyBaHHS (BKIOYauy 3aMiHy
KOpOoO6Li 3 KapTOHY A chipmm Kemikans eHg a6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
"OXK. B. dapMacbiTUK npoayKTy) 3MiHa y MmeTogax BunpobysaHHa Ad| 3a n.
Kemikan3 ans3 /ita.") «OpraHiyHi gomilKkn» Ta «KinbkicHe BU3HaUYeHHs», a
eHa came- GiNbLLU AeTanizoBaHWit oNn1c MeToauK. 3MiHN |
dapmach My - 3MiHK 3 AkocTi. APL. KoHTponb APL. 3miHa y
loTVKaN3 napameTpax cneuudikauivi Ta/abo 4OMyCTUMUX MEX,
nTta.") BM3HA4YeHNX y cneuudikauisx Ha A®l, abo

BUXiQHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuurea AP (iHwi
3MiHM) BHECEHHS 3MiH A0 creuudikaLii MTOBTOPHUX
BUNPO6YBaHb CUPOBUHY M. |AeHTudikauisa (A)
MeTtogom IY-cnekTpockonii, a came- BUyYEHHS
NPUMITKN «* MNPOBOAATL AN KOXHOTO KOHTEliHepa
cepii»

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

HauvanbHHUK
dapMaieBTUYHOT0 yIIPaB/IiHHA

Tapac JITICKOBChKUI
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