MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

31 TtpaBHsa 2022 poky Ne 901

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BignosigHo go crarti 9 3akoHy Ykpainu «IIpo jslikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpaillii (mepepeecTpailii) TiKapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376, ab3ary aABajIiTh CbOMOTO IMANMYHKTY 12 nyHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
[ep>kaBHUM TiANPUEMCTBOM  «Jlep)KaBHUM eKCepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 [epKaBHOI
peectpatiii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpal[iiHUX MaTepiasiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoMm (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
riepesikoM (oAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKHUX 3aCcO0iB 3TiIHO 3 TIeperikoM (401aToK 4).

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif 31 TpaBHA 2022 poky Ne 901

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsio4eHHs1
1. MOKCU®DTOKCA | nopoluok (cybeTaHuis) y TOB YkpaiHa HOLL NABC MBT. IHAjs peecTpaujisf Ha 5 pokis - He UA/19459/01/01
LUMHY noABIHNX "APTEPIYM nTA. nionsieae
rigPoxnoprump nonieTuNeHoBMX nakeTax nTa"
Ans dapmauleBTUYHOro
3aCcTOCyBaHHSA
2. TU3NHOH Kancynu Teepgi no 5 wr, HOBE/ INAY TypeuunHa HOBEN I/1AY TypeuunHa PeecTpadis Ha 5 pokis 3a He UA/19460/01/01
no 60 kancyny CAHAI BE CAHAI BE MepioAnyHICTL NoAaHHS peyenmom nionsizae
NNacTUKoBOMY TIOKAPET TIOKAPET A.LL. perynsipHo OHOBJ11OBAHOIO
KOHTeliHepi, no 1 A.LL. 3BiTYy 3 6e3neku, BiANoBiAHO
KOHTeliHepy B KapTOHHil 0o Mopsiaky 34ifcCHeHHs
ynakoBLi thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTBi tocTuuii
YkpaiHu 29 ciuns 2007 poky
3a Ne 73/13340 (y pepakuji
Haka3y MiHicTepcTBa
OXOPOHW 34,0P0B'A YKpaiHu
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoOKaMu, 3a3HadeHMmn y
nepiogNYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
3. TU3NHOH Kancynu TeepAi no 10 wmr, HOBEN INAY TypeyunHa HOBEN INAY TypeuunHa PeecTpauis Ha 5 pokis 3a He UA/19460/01/02
no 60 kancyny CAHAI BE CAHAI BE MepioAnYHICTb NOAAHHS peyenmom nionsizae
nNacTUKoBoOMy TIOXKAPET TIOKAPET A.LL. perynsipHo OHOBJ10BAHOIO
KOHTeliHepi, no 1 A.LL. 3BiTY 3 6€3neku, BiANoBigHO
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTEeHepy B KapTOHHIl [0 MNopsaaky 34iicHEeHHs
ynakoBLi

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3oMm
MiHicTepcTBa 0XOpoHHU
3[10pOB’A YKpaiHu Big 27
rpygHa 2006 poky Ne 898,
3apEeECTPOBaHOro B
MiHicTepcTBi tocTuuii
YKpaiHn 29 ciunsi 2007 poky
3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa
OXOPOHW 34,0P0B'A YKpaiHu
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO
3i CTpoOKaMu, 3a3HadeHMmn y
nepioguYHOCTI MoAaHHS

perynspHux 3BiTiB 3 6e3nekun

B.o. I'enepanbHOro gupexkropa Jlupekropary

(hapmaneBTHYHOTO 3a0e3meyeHHs

Isan 3AZIBOPHUX



NMEPENIK

A0 AEPXXABHOI'O PEECTPY JIIKAPCbKMX 3ACOBIB YKPAIHU

Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Big 31 TpaBHA 2022 poky Ne 901

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIO/TOINYHNX NMPEMAPATIB), AKI BHOCATbLCHA

Ne Hassa dopma suUnycKy 3assBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
1. L-CEPVH KpucTanivyHmi AMIHO HimeyunHa AMIHO HimeuyunHa MepepeecTpavis Ha HeOOMEXEHUIA TEPMIH - He UA/16576/01/01
nopowuok abo 6X 6X nionsieae
Kpuctanu
(cybcTaHuis) y
nonieTnieHoBmx
MilKax ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
2. AOP3ITIM® OYHi Kpansi, po34uH, AT YkpaiHa PADAPM Ipeuis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/16270/01/01
in bulk: no 100 a6o "KUIBCbKW C.A. MepiognyHICTb NOfAHHA perynsipHo niossieae
200 chnakoHis y " OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
KapPTOHHI KOpooL;i BITAMIHHWN 0o MNopsaky 34icHeHHsT hapmakoHarnsagy,
" 3ABOA" 3aTBepXeHoro Hakasom MiHictepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKaMu, 3a3HaYeHMN y
nepiogNYHOCTI NOAAHHS PErysIsipHUX 3BITIB 3
6e3neku
3. EHEMA-CENNA PO3UYUH pPeKTaSTbHUIA, XIMIYHO- ITanis XIMIYHO- ITanis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsieae UA/16016/01/01
OAQHOPA3OBA 16r/6r,mo 120 mny | ®PAPMALIEB DAPMALIEB OHOBNEHO iHhopMaL,ito B IHCTPYKUIT Ans peyenma
KNISMA thnakoHi; no 1 TUYHA TUYHA MeAMYHOro 3acTocyBaHHA NikapcbKoro
hnakoHy 3 kaHonieo | JJABOPATO NNABOPATO 3acoby y po3sginax "lMpoTunokasaHHsa",
3 KpULLKOKO Y PIA "A. PIA "A. "B3aemogis 3 iHWVMU NikapCbKumun
KapTOHHI ynakoBLi CENNA" CENNA" 3aco6amMu Ta iHLWi BUAY B3aeMogiii",
C.P.N. C.P.J. "Oco61BOCTI 3acTOCyBaHHSA", "34aTHICTb
BMN/IMBATY Ha LIBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
MexaHismamu', "MepeposysaHHsa", "MobiyHi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
peakujii" BiANOBIAHO A0 OHOBMEHOI
iHbopMmawii 3 6e3nekun AiloUnx pevyoBuH.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/THOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0 Mopagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Haka3oM MiHicTepcTBa
O0XOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
4, ECOATUN renb, no 40 ry Ty6i, AT YkpaiHa AT YkpaiHa MepepeecTpauis Ha HEOGMEXEHUIA TEPMIH. 6e3 nionsizae UA/2105/01/01
no 1 Ty6i B nauui 3 "Ny6HMdap "Ny6Hudap OHOB/1EHO iHhopMaLLito B IHCTPYKUIT ANns peuenma
KapTOHY M" Mm" MeJMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginax: "B3aemogis 3 iHWmMn
nikapcbknMmu 3acobamu Ta iHWi BUAN
B3aemogiin", "OcobamMBOCTi 3acToCcyBaHHS"
BiANOBIAHO [0 OHOBEHOT iIHGhopMaL,i 3
6e3nekun 4ityoi pevyoBUHN.
MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/THOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0 Mopagky 3ailicHeHHa chapmakoHarnsgy,
3aTBEpAKEHOro Haka3om MiHicTepcTBa
O0XOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
5. IBYNPO®EH KpucTaniyHmi MpAT YkpaiHa LaHaoHT Kutaii MepepeecTpavis Ha HeOOMEXEHUIA TEPMIH - He UA/16631/01/01
NOPOLLIOK "TexHonor" KciHbxya nionsieae
(cybeTaHuin) y dapmacbHoTi
noaBiHNX kan Ko., ITg,
nonieTnIeHoBMxX
Millkax gns
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
6. NEBOKOM TabneTtkn AciHO LLIseliyapis MoBHMIA LLiseliyapisi/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA 16261/01/01
PETAPJ ACIHO NPOSIOHroBaHol A, dapma Al UmKn EcToHis MepiognyHICTb NOfAHHA perynspHo peuyenmom niosnsieae
no 200 mr/50 wr, no BUPOGHULITB OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
10 TabneToK y a: AciHo 0o MNopsgky 34iNCHEHHsT hapmakoHarnsgy,
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B3aemogii", "Cnocib 3acTocyBaHHs Ta

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
6nicTepi; no 3 abo dapma Ar, 3aTBEPAXEHOro Haka3om MiHicTepcTBa
10 6nicTtepiB y LLiseiiuapis; OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHA
KapTOHHI Kopobuyj nepsBrHHa Ta 2006 poky Ne 898, 3apeecTpoBaHoro B
BTOPUHHA MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
ynakoBka: poky 3a Ne 73/13340 (y pefaxuii Hakazy
AciHo MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
Papma Arl, 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
LLiseiiuapis; 3riHO 3i CTPOKaMu, 3a3HaYeHUMU Y
anbTepHaTu nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
BHa 6e3neku.
OinbHUUSA
ans
NepBUHHOTO
Ta
BTOPWHHOTO
nakyBaHHS:
AciHo
EcToHia QY,
EcToHis
7. NEBOKOM TabneTtku AciHo LLiBeiiuapis MoBHWiA Leiiuapis/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH 3a He UA 16260/01/01
PETAPJ ACIHO NPOSIOHrOBaHOI A, dapma Al LMKn EcToHis MepiognyHICTb NOAHHS PErynsipHO peyenmom nionsieae
no 100 mr/25 mr, no BMPOGHMLITB OHOB/THOBAHOrO 3BITY 3 6e3neku, BignoBigHO
10 TabneTok y a: AciHo 0o Mopsaaky 34iicHeHHs hapMakoHarisay,
6nictepi; no 3 abo dapma Arl, 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
10 6nicTepiB y LLiseiiuapis; 0XOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
KapTOHHI Kopo6Lyi nepBuHHa Ta 2006 poky Ne 898, 3apeecTpoBaHoro B
BTOPVHHA MiHicTepcTBi tocTuLi YKpainun 29 ciuna 2007
yrnakoBKa: poky 3a Ne 73/13340 (y pefakuji Hakasy
AciHO MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
Papma Arl, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
LLiseiiuapis; 3iAHO 3i CTPOKaMK, 3a3HaYeHNMMN y
anbTepHaTu nepiogNYHOCTI NOAAHHSA perynspHuX 3BiTiB 3
BHa 6esnekn.
OinbHUUA
ans
nepBUHHOTO
Ta
BTOPWHHOTO
nakyBaHHS:
AciHo
EcToHia OY,
EcToHis
8. ME/TOKCUKAM- Tabnetku no 15 mr AT YkpaiHa AT Ykpaina MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 3a He UA/3921/01/02
KB no 10 Ta6neTok y "KUIBCbKW "KNIBCbKU OHOB/IEHO iHGOpMaLLilo B IHCTPYKLii AN | peyenmom nionszae
6nictepi; no 1 a6o 2 n i MEeAMYHOro 3acTOCyBaHHSA Nikapcbkoro
6nicTepy y nauui BITAMIHHN BITAMIHHW 3acoby y po3ginax :"B3aemogis 3 iHWMMn
" 3ABOA" " 3ABOA" nikapcbKUMM 3aco6amu Ta iHLWi Buaw
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsio4YeHHs

po3n", "Mo6iuHi peakuii” BigNoBIigHO A0
iHbopmaLii WwoA0 MeguyHOro 3acTocyBaHHs
pedrepeHTHOrO /iKkapcbKoro 3acoby
(MOBATIC, TabneTkn).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0o Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKaMK, 3a3HaYeHMN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

ME/TOKCUKAM-
KB

Tabnetkv no 7,5 mr
no 10 TabneTtok 'y
6nictepi; no 1 a6o 2
6nictepu y nauui

AT
"KUIBCbKW
"
BITAMIHHU
" 3ABOA"

Ykpaina

AT
"KUIBCbKW
%
BITAMIHHM
1 3ABOA"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH.
OHOBNEHO iHGhopMaL,ito B iHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y posginax :"B3aemogis 3 iHWMmn
nikapcbkMu 3acobamu Ta iHLWi BUau
B3aemogiit", "Cnocib 3acTocyBaHHs Ta
fo3n", "Mo6iuHi peakuyii” BiANOBIAHO A0
iHchopMmawii LWoA0 MeANYHOro 3aCTOCYBaHHS
pedrepeHTHOr o /iKkapcbKoro 3acoby
(MOBAJIC, TabneTku).
MepiognYHICTb NOAAHHS PerynsipHO
OHOB/IOBAHOIO 3BITY 3 6e3neku, BignoBigHO
00 Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEPMAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bifg 27 rpyaHsA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
niossieae

UA/3921/01/01

10.

MOHTEN

TabneTkn XyBasibHi
no 4 wmr, no 7
Tabnetok y 6nictepi;
no 4 6nictepn y
nauui 3 KapToHy

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUUNI

LEeHTp
"BopLuariscb
KW XiMiko-

YKpaiHa

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LEeHTp
"BopLuariscb
KWiA XimikKO-

YkpaiHa

MepepeecTpauis Ha HeOBMEXEHUIA TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y posginax: "lMokasaHHs",
"3acTocyBaHHA y nepiog, BaritTHocTi abo
rogyBaHHs rpygar”, "34artHicTb Bn/MBaTu
Ha LWWBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM a60 iHWMMK

3a
peyenmom

He
nidnsieae

UA/16297/02/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
thapmaueBT chapmaueBT mMexaHismamu", "Mo6iyHi peakuii" BigNoBigHO
NYHWIA WYHWI [0 iHchopmauii Wwoao MeguyHoro
3asofa” 3aBof”, 3acTocyBaHHA pethepeHTHOro NikapCcbKoro
YkpaiHa 3acoby (CUHIYNAP, TabneTky XyBaUlbHi).
(thbacyBaHHs MepiognyHICTb NOfAHHA PerynsipHo
i3 chopmu "in OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
bulk" 0o Mopsaky 34iicHeHHs dhapMakoHarisay,
BMpPOOHUKA 3aTBepXeHoro Hakasom MiHictepcTea
CiHTOH OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
XicnaHis 2006 poky Ne 898, 3apeecTpoBaHoro B
c.n, MiHicTepcTBi tocTuuil Ykpainm 29 ciunsa 2007
Icnanis) poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKaMK, 3a3HaYeHMN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

11. MOHTEN TabneTkn XyBasibHi My6niyHe YkpaiHa My6niuHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16297/02/01
no5wmr,no7 akujioHepHe akuioHepHe peyenmom nionsizae
Tabnetok y 6nictepi; | ToBapuCTBO TOBapucTBO OHOB/1eHO iHhopMaLLito B IHCTPYKLUIT ANns
no 4 6nictepn y "HaykoBo- "HaykoBo- MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro
nauwi 3 KapToHy BMPOGHUYMIA BMPOGHNYNIA 3acoby y po3ginax: "MNMokasaHHsa",

LEeHTp LeHTp "3acTocyBaHHSA y nepiog, BariTHOCTi abo
"Bopuiariscb "Bopuyariscb rogyBaHHs rpyaar”, "34atHicTb BNaMBaTtm
KNI Ximiko- KW XimiKO- Ha LWBWAKICTb peakLii Npu KepyBaHHi
hapmauesT hapmavueBT aBTOTPaAHCMNOPTOM a60 iHWMMKN
WNYHWI NYHWI mMexaHismamu", "MobiyHi peakuii" BiANoBIgHO
3aBog" 3aBofg”, [0 iHhopmau,i Woao MeguyHoro
YkpaiHa 3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro
(dbacyBaHHs 3aco6y (CUHIYNAP, Tabnetky XyBaUlbHi).
i3 hopmu "in MepioguyHicTb NoAaHHA perynsipHo
bulk" OHOB/IOBAHOIO 3BITY 3 6e3neku, BignoBigHO
BMPOOHMKaA 0o MNopsaky 34icHeHHsT hapmakoHarnsagy,
CiHTOH 3aTBEpMKEHOro Hakasom MiHicTepcTBa
XicnaHis OXOPOHU 3[10POB’A YKpaiHu Bifg 27 rpyaHsA
c.n., 2006 poky Ne 898, 3apeecTpoBaHoOro B
Icnanis) MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

12. MOHTEN TabneTku, BKPUTI My6niyHe YkpaiHa My6niuHe YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/16297/01/01
nNiBKOBOKO akuioHepHe akuioHepHe OHOB/EHO iHhopMaLito B iIHCTPYKLUIT ANnst peyenmom nidnsieae
060/10HKOt0, No 10 TOBapWCTBO TOBapUCTBO MeAMYHOro 3acTOCyBaHHA NiKkapCbKoro
Mr; N0 7 TabneTok y "HaykoBo- "HaykoBo- 3acoby y posginax: "lMokasaHHs",
6nicTepi; no 4 BMPOGHUYNI BMPOGHNYNIA "3acTocyBaHHs y nepiof BariTHocTi abo
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
6nictepy B nayui LieHTp LeHTp rofyBaHHs rpyagr”, "3garHicte BNamsaTtu
"BopLuariscb "bopLuariscb Ha WBUAKICTb peakuii Npu kepyBaHHi
KNI Ximiko- KWiA XiMiKo- aBTOTPaHCNOpPTOM abo iHWUMK
thapmaueBT chapmaueBT mMexaHismamu", "Mob6iyHi peakuii" BigNoBigHO
NYHWIA WYHWI [0 iHchopmauii Wwoao MeguyHoro
3asofa” 3aBof”, 3acTocyBaHHA pethepeHTHOro NikapCcbKoro
YkpaiHa 3acoby (CUHIYNAP, Tabnetkn BKpUTI
(thbacyBaHHs NiBKOBOK 060/I0HKOK
i3 hopmu "in no 10 wr).
bulk" MepioguyHicTb NOAAHHA PErynsipHO
BMpPOOHUKA OHOBJItOBAHOIO 3BITY 3 6e3neku, BignoBigHO
CiHTOH [0 Mopagky 3ailicHeHHs chapmakoHarnsay,
XicnaHis 3aTBEPAXEHOro Haka3om MiHicTepcTBa
c.n., OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHA
IcnaHis) 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3Ha4YeHnMn y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
13. HATPIO NOPOLLIOK TOB "Makko Yecbka TOB "Makko Yecbka MepepeecTpaLis Ha HeOGMEXEHUIA TEPMIH - He UA/16602/01/01
FIAPOKAPBOHA | kpucTaniyHuii OpraHikc" Pecny6nika OpraHikc" Pecny6nika nionsi2ae
T (HATPIIO (cybeTaHuis) y
BIKAPBOHAT) nanepoBux MiLLKax
ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
14. NAKNIBICTA KOHUEeHTpaT ans Mictpan AHrnis Xaynt HimeuunHa MepepeecTpavis Ha HeobMeXeHui TepMiH 3a He UA/16374/01/01
po34nHy Ans Kenitan Papma OHOB/IeHO iHhopMaLito B iIHCTPYKUIT AN peyenmom niossieae
iHdpy3iid, 6 Mr/mn no MeHepxmeH Bonbgpartcx MeAMYHOro 3acToCyBaHHA NikapcbKoro
5 mn (30 mr), 16,7 T Nlimiteq, ay3eH Mm6X 3acoby y posginax "dapmMakooriyHi

M (100 wmr), 25 mn
(150 mr) a6o 50 mn
(300 wr) y chnakoHi;
no 1 dpnakoHy 3
KOHL,EHTPaTOM Y
KapTOHHI Kopo6Lyi

BnactueocTi", "Oco6mBi 3axoamn 6e3nekn”,
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAY B3aemMogiii",

"Ocob6nmBoCTi 3acTocyBaHHSA", "TMo6iuHI
peaxuii™ BignosigHO A0 iHdopmaLii
pedhepeHTHOrOo flikapcbkoro 3acoby (Taxol
concentrate for solution for infusion 6
mg/ml).

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0 Mopagky 3ailicHeHHs chapmakoHarnsgy,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29 ciuna 2007
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHnmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3nekun
15. NPOTE®NA3IA, PiAKWIA ekcTpakT ToBapucTBO YkpaiHa ToBapucTBo YkpaiHa nepepeecTpawis Ha HeobMeXxeHnit TepMiH - He UA/16415/01/01
(cy6eTaHuin) B 3 3 niossieae
EMHOCTSIX ab0o 06MeXeHo0 06MEXEHOI
KaHicTpax ans BignoBigasb BignoBiganb
hapmaLeBTUUYHOTO HiCTIO HiCTIO
3aCcToCyBaHHA "HaykoBo- "HaykoBo-
BMPOGHMYa BMpPOGHMYA
KOMMaHis KoMMaHis
"Ekochapm” "Ekochapm"”
16. PEBI®® PO3YMH ANS iH'eKLit Apec LLBeiiuapis Mepk ITanis/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/16340/01/01
no 22 Mkr (6 MH TpeigiHr CepoHo LLiBeliyapis OHOB/EHO iHhopMaLlito B iIHCTPYKLUIT ANnst peyenmom nidnsieae
MO) /0,5 mn; no 0,5 C.A. C.n.A., MeAMYHOro 3acToCyBaHHA NikapCbKoro
My nonepegHLo ITania; Mepk 3acoby B po3ginax "dapmakonoriyHi
3anoBHEHOMY CepoHo B1aCTUBOCTI"(pefaryBaHHs TEKCTY Ta
wnpuuy; no 3 abo CA, YTOUYHEHHS iHdhopMmaii), "OcobnnBocCTi
12 nonepegHbLO Big4iNneHHsa y 3acTocyBaHHs", "Mo6ivHi peakuii" BignosigHO
3aMoBHEHMX M. OBOHH, [0 matepianis peecTpauiiHoro fOCbe.
wnpuuis y LLiBefiuapis MepiognyHICTb NOJAHHA PerynspHo
KapTOHHIi Kopo6Lyi OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBigHO
A0 Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepioguyYHOCTI MoJaHHSA perynsipHux 3BiTiB 3
6e3neku.
17. PEBI®® PO34MH ANA iH'eKUiA Apec LBeliuapis Mepk ITanis/ MepepeecTpallist Ha HEOBMEXEHNI TEPMIH. 3a He UA/16340/01/02
no 44 mkr (12 maH TpeigiHr CepoHo LLiBeliyapis OHOB/EHO iHhopMaLito B iIHCTPYKUIT Anst peuyenmom nidnsieae
MO) /0,5 mn; no 0,5 C.A. C.n.A., MeAMYHOro 3acToCyBaHHA NikapCbKoro
M/1Yy nonepegHLo ITanis; Mepk 3acoby B posginax "®apmakonoriyHi
3anoBHeHOMY CepoHo BNACTMBOCTI"(pefaryBaHHsa TEKCTY Ta
wnpuuy; no 3 abo CA, YTOUYHEHHS iHdhopMmawii), "OcobnnBocCTi
12 nonepegHbLO BiAdiNeHHs y 3actocysaHHs", "lNo6iyHi peakuii" BiANOBIAHO
3anoBHEHNX M. OBOHH, [0 MaTepianiB peecTpauiiHoro 4oCbe.
wnpuuis y LLiBefiuapis MepiognyHICTb NOfAHHA perynspHo

KapTOHHI Kopobuyj

OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0o MNopsgky 34iNCHEHHsT hapmakoHarnsgy,
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
3aTBEPMAXEHOro Haka3oM MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3Ha4YeHnMn y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
18. CO/NAHTPA® kpeM, 10 mr/r, no 30 Fangepma LLiBeiiuapis Bupo6HuLTB dpaHuis MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/16320/01/01
ry T1y6i, no 1 Ty6i B CA o, OHOB/EHO iHhopMaLLito B IHCTPYKLUIT ANns peyenmom nidnsieae
KapTOHHI Kopo6Lyi nakyBaHHs, MeZMNYHOro 3aCTOCYBaHHS NiKapCbKoro
MapKyBaHHs 3acoby B po3ginax "Cnocib 3acTocyBaHHA Ta
, [031" (YTOYHEHHS iHchopmadiii),
BMNpobyBaH "Mepepo3yBaHHs", "lMob6iuHI peakuii”
HSA BiANOBIAHO [0 iHG)OpPMALLT CTOCOBHO
KOHTPO/0 6e3neku, sika 3a3HayeHa B marepianax
AKOCTI, peecTpaujiiHoro JocChbE.
BUNpo6yBaH MepiognyHICTb NOfAHHSA PerynsipHo
HA OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
cTabinbHOCTI 0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
Ta BUMYyCK 3aTBEPAXEHOro Haka3oM MiHicTepcTea
cepii: OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
NABOPATO 2006 poky Ne 898, 3apeecTpoBaHOro B
PIi MiHicTepcTBi oCTuULi YKpaiHu 29 ciuHa 2007
FTANOEPMA, poky 3a Ne 73/13340 (y pefaxuii Hakasy
®paHuis MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
19. TPOKCEPYTUH KpUCTaniyHuii MpAT YkpaiHa CiuyaH Kutaii MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/16492/01/01
NOPOLLIOK "PapmaueBT Kcieni niossieae
(cy6eTaHuin) y MyHa chipma dapmac'ioTik
noAagiiHNX "fNapHuus” an Ko., /114,
nonieTnNeHoBux
naketax gns
thapmavLeBTUYHOro
3aCTOCYyBaHHSA
20. LENICTA® cnpei ans potosoi MpAT YkpaiHa MpAT YkpaiHa MepepeecTpallisi Ha HEOOMEXEHNI TEPMIH. 6e3 nionsi2ae UA/16494/01/01
NOPOXHWHYK, 0,1 "®dapmaueBT "dhapmaueBT OHOB/EHO iHhopMaLito B iIHCTPYKUIT ANnst peyenma
mr/mn; no 50 mny M4yHa chipma nyHa hipma MeAMYHOro 3acToCyBaHHA NikapCbKoro
thnakoHi; no 1 "fapHuus" "MapHuua” 3acoby y posginax "dapmMakonorivHi

hnakoHy 3
HacagKoto-
posnunioBavem y
nauuj

BNacTMBOCTI", "Moka3aHHS" (YTOUYHEHHS
iHhopmawuii), "MpoTunokasaHHs",
"Ocob6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta Ao3un”, "MNobivHi peakuii”
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycKy

(nikapcbka ¢hopma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
rnocsio4eHHs1

BiAMNOBIAHO A0 iHhopMmaL,ii pechepeHTHOro
nikapcbkoro 3acoby (MipamiCTuH, po34nH
[ANA 30BHILWHLOrO 3acTocyBaHHs, 0,1 mr/mn).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0o Mopsaky 34iicHeHHs dhapMakoHarisay,

3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:

3rifHO 3i CTpOKamK, 3a3HaYeHUMn Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3

6esneku.

21.

LIMINPO®IOKCO
®APM

Kpanni o4Hi/ BYLUHI,
po3unH 0,3 % no 5
MY h1aKoHi-
KpanenbHuui; no 1
chnakoHy-
KpanesbHuLj y
KapTOHHI Kopo6Lyi

ToBapucTeo
3
06MeXeHo
BignoBigasb
HiCTIO
“®opc-
Papma
[OvcTpunbiow
W

Ykpaina

K.T.
Pomdapm
KomnaHi
C.P.J.

PymyHis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOBNEHO iHGhopMaL,ito B iHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y posginax : "OcobnneocTi
3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTI abo rogyBaHHA rpyaato”, "Cnocio
3acTocyBaHHsa Ta gosu", "[itn" (yTouHeHHs
iHcbopmaw,ii) BignoBigHo Ao iHchopmav,i
00 MEANYHOrO 3aCTOCyBaHHS
pedhepeHTHOrO /likapcbKoro 3acoby
(LINOKCAH, kpanni o4Hi Ta BYLUHI).
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

3a
peyerimom

He
niossieae

UA/15845/01/01

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapmaneBTHYHOr 0 3a0e3meyeHHs

Isan 3AZIBOPHUX
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NMEPENIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif 31 TpaBHA 2022 poky Ne 901

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX NPENAPATIB), WWLOAO AKUX BYNNI BHECEHI 3MIHA 40O

PEECTPALINHUX MATEPIANIB, AKI BHOCATLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

6nictepu B
KapTOHHI nayui

rOTOBOTO JIiKAPCbKOro 3acoby, BK/IOYAKUN MPOMKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK)
BHECEHHS 3MiH Yy npouec BupobHuuTBa 13, 30kpema:
36iNbLUEHHS TepMiHy 36epiraHHs Hepo3dacoBaHNX
Kancyn B npoueci BMpo6bHuuTBa 3 1 Micsua o 6
MicsauiB. 3MiHu | TMNy - 3MiHK 3 sKOCTi. FoTOBMIA

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionyckKy peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. 3-AIHIP kancysm no 300 mr TOB YKpaina MAT Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/17823/01/01
no 10 kancyny "APTEPIYM "Knismegnpenapa TUNy - 3MiHW 3 SAKOCTi. FOTOBWIA NikapCbKuii 3acio. peyernmom
6nicTepi, no 1 nTar T, YKpaiHa 3MiHM Y BUPOGHULITBI. 3MiHa po3mipy cepil
6nictepy y nauu,i (makyBaHHS 3 in (BK/KOYAOUM gianas3oH po3mipy cepii) roToBOro
bulk dpipmu- nikapcbKoro 3acoby (36inbweHHs go 10 pasis
BMPOOHUKaA MOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) - BBEAEHHSA
dapmaBixH CaHai [,04aTKOBOro pO3Mipy Cepii roTOBOro /ikapCbKoro
Be TikapeT A.C., 3acoby. 3arsepakeHo: 108 kr (300 000 kancyn)
TypeuunHa) 3anponoHoBaHo: 108 kr (300 000 kancyn); 270 kr (750
Kancysn)
2. 3-AIHIP kancynu no 300 mr TOB YkpaiHa PapmaBixH CaHai TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/17824/01/01
in bulk: no 10 "APTEPIYM Be TikapeT A.C. TNy - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Kancyn y énicrepi, nTa" 3MiHM y BUPOGHMLTBI. 3MiHa po3Mipy cepil
no 2 6nictepu B (BK/KOYAtOUM fiana3oH po3mipy cepii) rotoBoro
Kopo6ui, no 100 nikapcbKoro 3acoby (36inbweHHs fo 10 pasis
KOPO6OK B rpynoB.ili MOPIBHSHO i3 3aTBEPAXEHNUM PO3MiIPOM) - BBEAEHHS
ynakoBLj [,04aTKOBOro po3Mmipy cepii roToBOro nikapcbkoro
3acoby. 3aTBepakeHo: 108 kr (300 000 kancyn)
3anponoHoBaHo: 108 kr (300 000 kancyn); 270 kr (750
Kancyn)
3. ALANTON® kancynu no 300 wr; AT NatBis AT "OnaiHdapm" Nateis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/2785/02/01
no 10 kancyny "OnaiiHdrap TUNy - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKuii 3acio. peyenma
6nictepi; no 2 M" 3MiHV Y BUPOOHMUTBI. 3MiHM Y npoLieci BUPO6HULTBA
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ynakosui; no 3

[N ME[IUYHOTO 3aCTOCYBAHHSA Ha NiACTaBi perynsipHo

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoweci BUPOGHULITBA FOTOBOIO JlikapCbKoro 3acoby,
BK/TO4AK0UM MPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHNLTBI FOTOBOTO /1iKapCbKoro 3acoby (iHLwi
3MiHW) BHECEHHS 3MiH y npoLiec BupobHuuTtea M3,
30Kpema: 36i/1bLUeHHS TEPMIHY 36epiraHHs rpaHynaTy
B Mpoueci BUpobHMUTBA 3 1 TWXHS A0 3 TUXKHIB.
4, ANEPAE3 TabneTku, BKPUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | 6e3 UA/14492/02/01
nAiBKOBOO akujioHepHe akuioHepHe TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKuii 3aci6. peyenma
060/10HKO0, N0 5 Mr; | ToBapucTBO TOBapuCTBO CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
no 10 Tabnetok y "HaykoBo- "HaykoBo- NepBUHHIN yNakoBL,i rTOTOBOTO JlikapCbKOro 3acoby
6nicTepi; no 1 BMPOGHUYNI BMPOGHNUNI (AKicHWIA Ta KinbKicHWI cknag) - Teepai nikapcbki
6nicTepy B nauui LeHTp LeHTp chopmm
"BopLuariscb "BopLyariscbKuii CynyTHS 3MiHa
KWin XiMiko- XiMiKO- - 3MiHM 3 AIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
thapmaueBT thapmaueBTUYHWIA KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
NYHWIA 3aBog" napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
3aBog" NEePBMHHOI YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - BHECEHHSA 3MiH Jo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came npu
hacyBaHHi nikapcbKoro 3acoby B 6nicTepun 3 osbIn
antoMiHieBoi Ta nniskv NMBX/AK/TAP® nponoHyeTbcs
[04aTKOBO BrUKopucToByBaTu nnisky NBX/AK/IAP® 3
TOBLYMHOIO Wwapy MBX 200 MKM (3aTBEPA)KEHO: NIBKY
MBX/ AKNAP® 3 ToBLUMHOIO Wwapy MBX 250 mMkm). Ak
Hacnigok npuBefeHHs cneumdikavii Ha nniBky y
BIANOBIAHICTb 4O BUMOT HOBOTrO BUAY NAIBKM 3
ToBLLYMHOO LWapy MBX 200 Mkm (gofaHo kpuTepil
NPUAHSATHOCTI AN NAIBKM 3 TOBLYMHOLO wWwapy MNBX 200
MkM) 3aTBepakeHo: ToswwmHa, Mkm: 301 + 20;
3anponoHoBaHo: TosLmHa, MkM: MBX 200 255+ 17,
MNBX 250 301+ 20
ANOE eKCTpakT piakuii ans AT Ykpaina AT "Nly6Hnchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/12761/01/01
EKCTPAKT iH'ekyii no 1 mn B "Nly6Hnchap TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
PIOKNIA amnyni; no 5 amnyn M" Cuctema KoHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi
y 6nictepi no 1 a6o 3MiHW) BBEEHHS [,04aTKOBOrO BUAY YNakoBKW
2 6nicTepi; no 10 (6nictepwu), a came no 5 amnyn y 6nictepi 3 nniBku, No
amnyn y nadi 3 1 abo 2 6aicTepy B NayLi 3 KAPTOHY (MapKyBaHHS 3
KapToOHyY 3 NIOroTUNOM 3asBHWKa) No 5 amnyn y 6nicTepi 3 NAiBKK,
KapTOHHUMU no 1 a6o 2 6nictepy B NayLi 3 KApTOHy (MapKyBaHHS 3
neperopogkamm NIOrOTMMNOM 3aMOBHMWKA) 3 BiAMNOBIAHMMU 3MiHAMK A0 p.
«YnakoBka». MNepBUHHWI NaKkyBasbHWUI MaTepian
(amnynu) He 3MiHUBCA. BBEAEHHA 3MiH NPOTArom 6-Tu
MiCALB Nicaa 3aTBepAKEHHSA
AMIOAAPOH- Tabnetkn no 200 wmr, MpAT YKpaina MpAT Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/6506/01/01
AAPHULA no 10 TabneTtok y "®apmauesT "®apmaueBTnyHa Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyernmom
KOHTYPHIlA n4yHa chipma tipma "AapHuua" thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
YapyHKOBIl "NapHuus” NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUT
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Ty6u y KapTOHHiIl
ynakosLji 3
iHAVKaTOPHUM
nanepom i
KOHTPO/TbHUM
KaneHgapem

3MiH (3MiHa 3asBHMKa (BlaCHMKa peecTpaLiiHoro
noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
460). BBefieHHs1 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHnxX Npo
cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
[aHuX Npo cuctemy chapmakoHarnsgy, 3mMiHa

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTYPHi YapyHKOBI OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky NiKkapcbKoro 3acoby,
ynakoBkW B nauLj abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA MiKapCbKoro
3acoby B nicnspeecTpauiliHnii nepiog, abo K
pe3ynbTaT OLiHKM 3BTy 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY Y3ro)eHo 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom). 3MiHM BHECEHO [0 iHCTPYKUiT An1s
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu: "B3aemMogis 3 iHLWMMK NikapcbkruMun 3acobamu
Ta iHWi BMAM B3aemogiin”, "MNobivHi peakuii” BiANOBIAHO
[0 OHOBEHOI iHGhopMaLiT 3 6e3neKun Aito4oi pevyoBUHN.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPAKEHHSA
7. AHANbIH Tabnetkn no 0,5, MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHuXx MaTepiasis: 3MiHu | 6e3 UA/8299/01/01
no 6 a6o no 10 "Ximcpapmsa "Ximchapmsasog TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
Tabnetok y BOA "YepBoHa 3ipka" hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
6nictepax "UepBoHa nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
3ipka” 0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku NikapcbKoro 3acoby,
abo pgocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B micnspeecTpaviiiHnii nepiod, abo K
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyuHux gocnigpxeHs (PIP)
(3MiHY y3rof)XeHo 3 KOMNETEHTHM YNOBHOBaXKEHUM
opraHom). 3MiHU BHECEHO B IHCTPYKLil0 AN
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby [0
po3ginis "OcobmMBOCTI 3acTocyBaHHsA" Ta "INobiYHi
peakuii* 3rigHo 3 pekomeHgauismm PRAC.BBeaeHHs
3MiH NpOTArom 3-X MicsiLiB NicNs 3aTBEPKEHHS
8. AHANIPOH PO3uunH ANs iHdysil AHaHTa Benuka €sponaind IHAiA BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | 3a UA/14971/01/01
10 mr/mn, no 100 mn Megikeap BpuTaHis XenTtkeap lBT. TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. peyenmom
npenapary y nra. nra. Cuctema KoHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi
donakoHi; no 1 3MiHW) - YTOYHEHHSI Ha3BU NEPBUHHOIO NakyBaHHS, a
hnakoHy B came 3MiHa Ha3BW «KOHTENHep» Ha «d1akoH», 6e3
KapTOHHI KopooLli 3MiHM SIKICHOrO Ta KiNlbKICHOro cknagy martepiany
ynakoBku (6inbLL KOPEKTHWIA nepeknag, “bottle”) y p.
«YnakoBka» MK J13. BBefieHHA 3MiH NpoTArom 3-X
MiCALB Nicaa 3aTBepAKEHHSA
9. APCTUDEH® TabneTky Wwunyui; no TOB YKpaina KYCYM IHgis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/18754/01/01
20 TabneTok "TNEADAP XENTXKEP MNBT YTOUYHEHHSA HanucaHHA 3asiBHMKa B Hakasi MO3 peyenma
Lmnyymx y Ty6i, no 4 M AaTa” nTa Ykpainu Ne 814 Bif 16.05.2022 B npolieci BHECEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOB&XEHOT 0co6u, BiANOBIAaNbHOI 3a 34iCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaoyarouy KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHUKA, BiAMNOBIAaIbHOI 38 3AiACHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr. Sanjay Kumar
Mishra. MNponoHoBaHa pegaxuis: MpusnMmpcbka
Tamapa BonogymupisHa. 3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XEHOT 0C06M 3a8BHUKA, BifMOBIiga/IbHOI 3a
3pjificHeHHs hapmakoHarnsgy. 3miHa micus
3[iliCHEHHA OCHOBHOI AisNIbHOCTI 3 chapMakoHarnsay.
3MiHa MicLe3HaxomKeHHs macTep-daiina cuctemu
thapmakoHarnsgy Ta iioro Homepa). Pefakuist B Hakasi
- TOB "TNEO®APM NTLA"
Ykpaina, 02092, m. Kuis, Bynuus Anma-ATuHCbKa,
6yauHok 58. 3anponoHoBaHa peaakuia - TOB
"rMEA®APM NTA", YkpaiHa.
10. ACKOPBIHOBA | po3uuH Ans iH'eKUii, MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/0003/02/01
KNC/NOTA 50 mr/mnno 2 mn B "Ny6Hndap "ly6HUhapm" TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
amnyni no 10 amnyn M" Cuctema KoHTeliHep/3aKynoptoBasibHW 3aci6 (iHLi
y nauli 3 KapToHy 3 3MiHW) BBEAEHHS [0AATKOBOrO BUAY YNakoBKM
KapTOHHUMU (6nictepn), a came no 5 amnyn y 6nictepi 3 nnisBku, No
neperopogkamu, no 1 abo 2 6aicTepy B NayL,i 3 KAPTOHY (MapKyBaHHS 3
5 amnyn y 6nictepi IOrOTUNOM 3asiBHWKa) No 5 amnyn y 6icTepi 3 NAiBKK,
no 1 a6o 2 6nictepi no 1 a6o 2 6nictepu B nayLi 3 KapTOHY (MapKyBaHHs 3
y nayui 3 KapToHYy IOrOTUNOM 3aMOBHMKa) 3 BifMOBIgHMMN 3MiHAMK 40 p.
«YnakoBka». MepBUHHWI NaKyBabHW MaTepian
(amnynu) He 3MiHUBCA. BBeAEHHSA 3MiH NPOTAroM 6-Tu
MicsLIB NiCNsA 3aTBEPAKEHHS.
11. ATOPBACTAT NOPOLLIOK CeHTpieHT HigepnaH CeHTpieHT IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | - UA/14978/01/01
NHY KANbLIKO | (cybeTaHuis) y dapmachboTi an, $apmacbloTikan3 Tuny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
TPUTIAPAT nonieTuIeHoBmxX Kan3 IHAia MpaisiT cepTudiikaT BiAgNoBigHOCTI €BpONenchbkili
naketax s HesepnaHac Nimitep hapmakonei/moHorpadii. MogaHHA HoBOro abo
hapmaLeBTUYHOIO B.B. OHOBJ/IEHOTO cepTudikaTa BigNoBigHOCTI a6o
3aCcTOCyBaHHA BUyYEHHS cepTudikaTta BignoBigHOCTI €EBponeiichkii

thapmakonei: gna A®l; ans BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBNEeHWIA cepTuddikaT
Bifl y)Ke 3aTBep/KeHOro BUpo6HYVKa, NoAaHHs
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeichkii
hapmakonei Ne R1-CEP 2010-366-Rev 03
(3atBepaxeHo: R1-CEP 2010-366-Rev 02). Ak
Hacniflok BHECEHO YTOYHEHHS Y Ha3BY Ta ajpecy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMKa NMPOMiXHMX NpoaykTiB VIJAYASRI
ORGANICS PRIVATE LIMITED; gogaHo BUpo6HuKa
npomikHux npoaykTis ARCH PHARMALABS LIMITED
Ta BUAaneHo BMPOGHMKa NPOMiXHMX NpoaykTiB JPR
LABS PRIVATE LIMITED; 3miHv y cneumdikayii 3a
NoKasHUKOM «CynpoBifHi AOMILLKN»; HE3HAYHI 3MiHW Y
METOZi KOHTPOSIH0 SKOCTi TECTY «3a/IMLLKOBI
PO3UYMHHUKM». 3MiHK | TUNY - 3MiHK 3 KOCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa API
abo BMXigHOro martepiany/npomiKHOTo
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPOGHULTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPAXEHNX
MeToAax BUNMPOGYBaHHS) HE3HAYHa 3MiHa Y
3aTBepAKEHOMY METO/i KOHTPOIO AKOCTI
«lgeHTudikanin. C. PeHTreHiBcbka audpakuis» a
cawme: 3amiHa npuiagy Ans Bunpo6oByBaHHA XRD
(Make: Rigaku ultima - IV) Ha PANalytical, X'Pert Pro
a6o Bruker D2 Phaser Ta HafjaHHs pOo3LLMPEHOro
onuncy meTofdy 06yMOB/IEHO NPUBEAEHHAM Y
BiANOBIAHICTb [0 MaTepianiB BUPOGHYKA.

12.

BEM®OJIA

PO3YUH ANS iH EKLiN
B nonepeaHLo
HanoBHEHiIl pyuui no
450 MO (33
Mkr)/0,75 mn; no
0,75 Mn po3umHy
O3 iH'eKuii B
CKNSIHOMY
KapTpuaxi, 3
ryMOBOIO MPO6KOt0-
MOPLUHEM | TyMOBUM
[OVCKOM 3
antoMiHiEBUM
KOBMa4KoM,
BMILLEHOMY Y YUKy
[ON5 BBEAEHHS; no 1
abo 5, abo 10
nonepeaHLo
HanoBHEHWUX PYYOK 3
0/iHOPa30BUMM
ronkamu (signosigHoO
1 a6o 5 a6o 10) i
cepseTkamu,
npocoyeHnMu
cnupTom
(BignoBigHo 1 a6o 5
a60 10) B KAPTOHHIl
Kopoo6Li

BAT
"lefeoH
PixTep"

YropwumHa

360pKa pyykv gns
iH'EKL, BTOPUHHA
ynakoBka, A,03Bin
Ha BUMYCK cepii:
BAT "TepeoH
PixTep",
YropLmHa;
BMPOGHMLTBO
Hepo3acoBaHol
npoayKuii,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b SIKOCTI
3a HacTynHUMUK
roKasH1Kkamm:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecidhapm MoH,
PpaHuis;
BMPOGHMLTBO
Hepo3acoBaHol
npoayKuii;
nepBuHHa
ynakoBka

YropwmHa/
®paHuia/
Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOUaUn

3aMiHy ab0 f0MNOBHEHHS)) BnpoBapKeHHs
aBTOMaTM30BaHOr0 METOAY BM3HAYEHHS M. « TOYHICTb

[03yBaHHA», B AKOCTi aflbTepHaTUBN 3aTBEPKEHOMY

Ha faHuii Yac py4YHOMY MEeTOAY TeCTyBaHHS
donitTponiHy anbda, po3unHy Ans iH'ekuiid, 600
MO/mn. Takox, BHECEHHS pefaKLiiiHuX 3MiH A0
Cneuudpikauii N3, y 3B’A3Ky 3 NPUBEAEHHAM [0

opuriHasIbHOIAOKYMeHTaLii, a came- KpuTepii
NPUAHATHOCTI M. «lgeHTudikawis Ailo4oi pevoBrHN
MeTop, 2 Ta MeTop, 3» nepedpasoBaHuii, 6e3 3MiH
3MICTY Ta METOAVKN; YTOYHIOETLCA Ha3Ba N. «BmicT
®CI» 6e3 3MiHM KpUTepis MPUAHATHOCTI Ta METOAMKN.

3a
peyerimom

UA/17528/01/05
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

(kapTpuaxi);
KOHTPO/b SIKOCTi
3a HaCTYMHUMKN

NOKa3HNKaMMU:
Bacterial
endotoxins;
Sterility; Visual

Appearance;

Visible Particles;
Sub-visible
Particles: CiMi
dapmacbtoTikanc
NimiTen, Benuka
BpuTaHis;

BMPOGHMLITBO
Hepo3dacoBaHol

nNpoAayKuUiT,
nepBuHHA
ynakoska

(kapTpuoxi);
KOHTPO/b AKOCTI

3a BCimMa
nokasHuKkamm
cneumdikaii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI),
Bacterial
endotoxins
(BakTepiasibHUX
€H0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta
N-Glycans (N-
rnikaHie): BAT
"lepeoH Pixtep"4,
YropuimHa

13.

BEM®OJIA

PO3YUH ANS iH EKLiN
B nonepeaHLo
HanoBHEHiIl pyuui no
75 MO (5,5
Mkr)/0,125 mn; no
0,125 mn po3umHy
O3 iH'eKuii B
CKNSIHOMY
KapTpuaxi, 3
ryMOBOIO MPO6KOt0-
MOPLUHEM | TyMOBUM
[OVCKOM 3

BAT
"lepeoH
PixTep"

YropwmHa

360pKa pyykv gns
iH'EKL, BTOPUHHA
ynakoBka, A,03Bin
Ha BUMYCK cepii:
BAT "TepeoH
PixTep",
YropLmHa;
BMPOGHMLTBO
Hepo3acoBaHol
npoayKuii,
nepBuHHa
ynakoBka

YropwmHa/
®paHuia/
Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOUaUn

3aMiHy abo f0MNOBHEHHS)) BnpoBapkeHHs
aBTOMAaTM30BaHOr0 METOAY BM3HAYEHHS M. « TOYHICTb

[03yBaHHA», B AKOCTi aflbTepHaTUBN 3aTBEPKEHOMY

Ha faHuii Yac py4YHOMY MEeTOAY TeCTyBaHHS
donitTponiHy anbda, po3unHy Ans iH'ekuiid, 600
MO/mn. Takox, BHECEHHS pefaKLiiiHuX 3MiH A0
Cneupndpikauii 113, y 3B'A3Ky 3 NpMBEAEHHAM A0

3a
peyerimom

UA/17528/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
anioMiHIEBUM (kapTpuaxi); opuriHa/IbHOIAOKYMeHTaLii, a came- KpuTepiii
KOBMAaYKoM, KOHTPO/b AKOCTI NPUAHATHOCTI N. «laeHTudikalis Aito4oi peyoBUHN
BMILLEHOMY Y PYUKy 3a HaCTYMHUMKN MeToz, 2 Ta MeTop, 3» nepedpasoBaHuii, 63 3MiH
ANA BBEAeHHs; no 1 NOKa3HNKaMMU: 3MICTy Ta METOAWKM; YTOUHIOETLCA Ha3Ba M. «BmicT
a6o 5, abo 10 Bacterial OCI» 6e3 3MiHW KpUTEepis NPUAHATHOCTI Ta METOAMKN.
nonepegHL0 endotoxins,
HanoBHEHUX PYYOK 3 Sterility; Visual
0HOPa30BUMM Appearance;
ronkamu (BifnoBigHO Visible Particles;
1 a6o 5 a6o 10) i Sub-visible
cepBeTkamu, Particles:
npocoYeHMun Pecichapm MoH,
cnvpTom dpaHuis;
(BignoBigHo 1 a6o 5 BMPOOHULITBO
a60 10) B KapTOHHii Hepo3sdacoBaHoi
Kopoo6Li NpoAyKLUii;
nepBuHHA
ynakoBka
(kapTpuaxi);

KOHTPO/b SIKOCTi
3a HaCTYMHUMKN
NOKa3HNKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
dapmacbtoTikanc
NimiTen, Benuka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoil
nNpoAayKLUiT,
nepBuHHa
ynakoska
(kapTpuoxi);
KOHTPO/b AKOCTI
3a BCimMa
nokasHuKkamm
cneumdikaii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI),
Bacterial
endotoxins
(BakTepiasibHUX
€HO0TOKCUHIB),
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Sterility
(CtepunbHocTi) Ta
N-Glycans (N-
rnikaHie): BAT
"l'epeoH Pixtep"4,
YropLmHa
14. BEM®O/A PO3YUH ANS iH EKLiN BAT YropwmHa | 360pkKa py4kv ans YropuwHa/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/17528/01/02
B nonepeaHbo "T'epeoH iH'eKLi1, BTOPUHHA PpaHuis/ TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
HanoBHEHIN pyyui no PixTep", ynakoBka, [03BiN Benwuka KOHTposb roToBoro fikapcbKoro 3acoby. 3miHa 'y
150 MO (11 YropwuHa Ha BUMYCK cepii: BpuTtaHis MeToJax BUMPOOYBaHHS rOTOBOTO JliKapCbKoro 3acoby

MKr)/0,25 mn; no
0,25 M1 po3unHYy
ONs iH'EKLIn B
CKNAAHOMY
KapTpuaxi, 3
ryMOBOI NPOGKOI0-
MOPLUHEM i TyMOBUM
OVCKOM 3
aloMiHIEBUM
KOBMAYKoM,
BMILLEHOMY Y PYUKy
ANA BBeAeHHs; no 1
abo 5, abo 10
nonepegHL0
HanoBHEHWUX PYYOK 3
0HOPa30BUMM
ronkamu (BignoBigHO
1 abo 5 a6o 10) i
cepBeTkamu,
npocoYeHnMY
cnvpTom
(BignosigHo 1 a6o 5
a60 10) B kapTOHHIM
Kopoo6Li

BAT "TeneoH
PixTep",
YropwuHa;
BMPOOHULITBO
Hepo3acoBaHol
npoaykKuii,
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPONb SIKOCTI
3a HaCTyMHUMKN
NOKa3HUKaMU:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecichapm MoH,
dpaHLis;
BMPOOHULITBO
Hepo3acoBaHol
nNpoAyKuii;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPONb SIKOCTI
3a HaCTYMHUMKN
NOKa3HUKaMu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: Cini
dapmacbtoTikanc
NimiTen, Benuka
BpuTaHis;

(iHWi 3miHM y MeTofax BUNPo6yBaHb (BKIOYaun
3amiHy abo AOMNOBHEHHS)) BnpoBagmkeHHs
aBTOMAaTM30BaHOr0 MeToAy BU3HAYeHHS N. «TOYHICTb
[03yBaHHsA», B AKOCTi aNlbTepHaTUBU 3aTBEPLKEHOMY
Ha filaHnii yac py4yHoOMy MeToLy TecTyBaHHs
doniTponiHy anbga, po3unHy Ans iH'ekuiid, 600
MO/mn. Takox, BHECEHHS peflaKLiiiHUX 3MiH [0
Cneuudpikavji 13, y 38’A3Ky 3 NpyBEAEHHAM A0
opuriHa/IbHOTAOKYMeHTaLlii, a came- KpuTepiii
NPUAHATHOCTI N. «laeHTudikalis Ailo4oi pevoBrHN
MeTog 2 Ta MeTopg, 3» nepechpasoBaHuii, 6e3 3mMiH
3MICTy Ta METOAWKM; YTOUHIOETLCA Ha3Ba M. «BmicT
OCI» 6e3 3MiHW KpUTEepis NPUAHATHOCTI Ta METOAMKM.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMLTBO
Hepo3acoBaHol
npoaykKuii,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b SIKOCTI
3a Bcima
nokKasHukamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI),
Bacterial
endotoxins
(BakTepianbHNX
€HAO0TOKCMHIB),
Sterility
(CtepunbHocTi) Ta
N-Glycans (N-
rnikaHie): BAT
"l'epeoH Pixtep"4,
YropLmHa

15.

BEM®O/IA

PO3YUH ANS iH EKLiN
B nonepejHL0
HanoBHEHIN pyyLi no
225 MO (16,5
Mkr)/0,375 mn; no
0,375 M1 po3ymHYy
ONs iH'EKLIn B
CKISTHOMY
KapTpuaxi, 3
ryMOBOIO Npo6Koto-
NOpLUHEM i 'YMOBUM
[OVCKOM 3
anioMiHiEBUM
KOBMa4KoM,

BMILLEHOMY Y PYUKy

BAT
"T'efeoH
Pixtep"

YropmHa

360pKa pyykv ans
iH'eKLi1, BTOPUHHA
ynakoBka, [03BiN
Ha BUMYCK cepii:
BAT "TeneoH
PixTep",
YropwuHa;
BMPOOHULITBO
Hepo3acoBaHol
npoaykKuii,
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPONb SIKOCTI
3a HacTynHUMHK

YropuwHa/
PpaHuis/
Benvka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeToAax BUNPOGYBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(iHWi 3miHM y MeTofax BUNpo6yBaHb (BKIOYaKun

3amiHy abo AOMNOBHEHHS)) BnpoBamkeHHs
aBTOMAaTM30BaHOr0 MeToAy BU3HAYeHHS N. «TOYHICTb

[03yBaHHA», B AKOCTi aNlbTepHaTUBU 3aTBEPLKEHOMY

Ha filaHnii yac py4yHoOMy MeToLy TecTyBaHHs
doniTponiHy anbga, po3unHy Ans iH'ekuiid, 600
MO/mn. Takox, BHECEHHS peflakLiiiHUX 3MiH [0
Cneuudpikavji 13, y 38’A3Ky 3 NpyBEAEHHAM A0

opuriHafIbHOTAOKYMeHTaLii, a came- KpuTepiii
NPUAHATHOCTI N. «laeHTudikalis Ailo4oi pevoBrHN
MeTog 2 Ta MeTopg, 3» nepechpasoBaHuii, 6e3 3mMiH

ANA BBeAeHHs; no 1 NOKa3HUKaMu: 3MICTy Ta METOAWKM; YTOUHIOETLCA Ha3Ba M. «BmicT
abo 5, abo 10 Bacterial OCI» 6e3 3MiHW KpUTEepis NPUAHATHOCTI Ta METOAMKM.
nonepegHL0 endotoxins,

HanoBHEHUX PYYOK 3 Sterility; Visual

0HOPa30B1MM Appearance;

ronkamu (BignoBigHO Visible Particles;

1 abo 5 a6o 10) i Sub-visible

cepBeTkamu, Particles:

NnpocoYeHMun Pecichapm MoH,

cnvpTom dpaHuis;

(BignosigHo 1 a6o 5 BMPOGHULITBO

3a
peyenmom

UA/17528/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

a60 10) B KapTOHHIl
KopoobLi

Hepo3dacoBaHol
NPOAYKLUIT;
nepBuHHa
ynakoska

(kapTpuoxi);
KOHTPO/b AKOCTI
3a HacTynHUMUK

NOKa3HUKaMU:

Bacterial
endotoxins;

Sterility; Visual

Appearance;

Visible Particles;
Sub-visible

Particles: CiMi
dapmacbloTikanc

NimiTen, Benuka
BpuTaHis;

BMPOGHMLTBO

Hepo3acoBaHol
npoaykKuii,
nepBuHHa
ynakoBka

(kapTpuaxi);
KOHTPO/b SIKOCTI
3a Bcima
nokKasHukamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI),
Bacterial
endotoxins
(BaktepianbHNx
€HAO0TOKCMHIB),
Sterility
(CtepunbHocTi) Ta
N-Glycans (N-
rnikaHie): BAT

"l'epeoH Pixtep"4,
YropLlimHa

16.

BEM®O/IA

PO3YUH ANS iH EKLiN
B nonepejHL0

HanoBHEHIN pyyui no
300 MO (22 mkr)/0,5

BAT
"T'efeoH
Pixtep"

YropmHa

360pKa pyykv ans

iH'eKLi1, BTOPUHHA
ynakoBka, [03BiN
Ha BUMYCK cepii:

YropuwHa/
PpaHuis/
Benvka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeToAax BUNPOGYBaHHSA rOTOBOrO /iKapCbKoro 3acoby

m/; no 0,5 mn BAT "l'egeoH (iHWi 3miHM y MeTofax BUNpo6yBaHb (BKIOYaKun
PO34UHY ANS iH'EKLA PixTep", 3amiHy abo AOMNOBHEHHS)) BnpoBagmkeHHs

B CK/ITHOMY YropLuHa; aBTOMAaTM30BaHOr0 MeToAy BU3HAYeHHS N. «TOYHICTb
KapTpuaxi, 3 BUPOGHMLITBO [103yBaHHS», B AKOCTi a/lbTepHaTUBU 3aTBEPLKEHOMY

3a
peyenmom

UA/17528/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ryMOBOI NPOGKOI0- Hepo3dacosaHol Ha faHuii Yac py4YHOMY MeTOAy TeCTyBaHHS
NOpPLUHEM i TyMOBUM nNpoAayKuUiT, doniTponiHy anbga, po3unHy Ans iH'ekuiid, 600
[NCKOM 3 nepsBrHHa MO/Mn. TakoxX, BHECEHHS pefakLiiHUX 3MiH [0
anioMiHIEBUM yrnakoBka Creuudpikauii 13, y 38’A3Ky 3 NpYBEAEHHAM [0
KOBMaYkoM, (kapTpuoxi); opuriHafIbHOTAOKYMeHTaLlii, a came- KpuTepiii

BMILLEHOMY Y PYUKy
ANA BBeAeHHs; no 1
a6o 5, a6o 10
nonepeaHbLo
HanoBHEHWUX PYYOK 3
0HOPa30BUMM
ronkamu (BifnoBigHO
1 a6o 5 a6o 10) i
cepBeTkamu,
npocoYeHnMu
cnvpTom
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHii
Kopoo6Li

KOHTPO/b AKOCTI
3a HacTynHUMUK
NOKa3HUKaMU:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecichapm MoH,
PpaHuis;
BMPOGHMLITBO
Hepo3dacoBaHol
NPOAYKLUIT;
nepBuHHa
ynakoska
(kapTpuoxi);
KOHTPO/b AKOCTI
3a HacTynHUMUK
NOKa3HUKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
dapmacbloTikasnc
NimiTen, Benuka
BpuTaHis;
BMPOGHMLTBO
Hepo3acoBaHol
npoaykuii,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b SIKOCTI
3a Bcima
nokKasHukamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI),

NPUIAHATHOCTI N. «laeHTudiKaLis Ailo4oi pevoBUHM
MeTop, 2 Ta MeTop, 3» nepedpasoBaHuii, 6e3 3MiH
3MICTY Ta METOAMKYW; YTOUYHIOETLCA Ha3Ba Nn. «BmicT

®CI» 6e3 3MiHN KpUTEPIst NPUAHATHOCTI Ta METOAMKM.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Bacterial
endotoxins
(BakTepiasibHUxX
€HJ,0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta
N-Glycans (N-
rnikaHie): BAT
"lepeoH Pixtep"4,
YropuwmHa
17. BEH3VNAAMIHY | nopotuok CninbHe YkpaiHa (BUPOBHULTBO IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/16527/01/01
FIAPOXNOPUA | (cy6ecTaHuisn) y YKparHCbKO- HanisnpoaykTy)KE YTOUHEHHS! peecTpaviinHoi npoueaypw B Hakasi MO3
noaBIHNX icnmaHcbke OAP I)KAHAHI Ykpaitn Ne 673 Big 22.04.2022 B npoueci BHECEHHS
nonieTuIeHoBmX nignpuemcTs XEMNNACT 3MiH - 3MiHK | TUNY - 3MiHK 3 AKoCTi. CepTudikar
MilKax gns 0 "Cnepko MNBT.NATA., IHgis; signosigHocTi/l E-cepTudikar BignosigHoOCTI
hapmaLeBTUYHOrO YkpaiHa" (BMpPOGHMLTBO Ta €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
3acTOCyBaHHS KOHTPO/b, BUNYCK HOBOro abo OHOB/MIEHOro cepTudikaTa BigNOBIAHOCTI
cepii) UenTayp abo BUNyYeHHs cepTudikarta BignoBigHOCTI
dapmacbloTikans €Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
Mpisar JlimiTes, matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
IHAis BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
BXeE 3aTBEep)KeHOro BUpobHuka - NogaHHa HOBOro
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2020-286-Rev 00.
AK Hacnigok, NnpuBefeHHs cneundikadii Ta metogy
KOHTPOJTIO 3@ MOKA3HNKOM «3a/INLLIKOBI Ki/TbKOCTI
OpraHi4YH1X PO3YMHHUKIB» Y BignoBigHicTb Ao CEP;
3aMiHa «TepMiHy NpuaaTHOCTI 5 pokiB» Ha «TepMiH
NMepeKoHTPOSI0 5 POKiB»; YTOUHEHHA Ha3BU Ta agpecu
BUpo6HUKIB 3rigHo CEP
18. BETAMETA30 Kpem, no 15 r a6o no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3miHu | 3a UA/1559/01/01
H-AAPHULUA 30 ry Ty6i; mo 1 1y6i | "®apmauesT "papmaueBTNYHa TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
B nauuj M4yHa dhipma ipma "OapHuua” 3MiHM Y BUPOOHULTBI. 3MiHa po3mipy cepii
"NapHuus" (BKNtOYAtOUM fgiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHS
AofaTtkoBoro posmipy cepii N3 - 900 kr (60 Tuc. Ty6).
3aTtBepmkeHnii posmip cepii 470 kr (31,333 Tuc. Ty6).
19. BICOMPONMON TabneTku, BKPUTI CaHpo3 CnoBeHis BUPOGHMLTBO 3a HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | 3a UA/4401/01/01
CAHAO03® NNiBKOBOKO dapmachboTi NOBHMM LUK/TOM: Monbwa TMny - 3MiHK 3 AKOCTI. FOTOBMIA NiKapCbKMii 3aci6. peuyenmom
060/10HKO, N0 5 Mr; Kans3 g.4. Cantotac dapma Onwvc Ta cknag. 3miHa y cknagi (40NoMiXHUX

no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHiiA KopobLyj;
no 15 TabneTtok y
6nicTepi; no 2 abo

v6X, HimeuyunHa,;
aIbTepHaTUBHMN
BMPOGHMUK;
BMPOGHULTBO 3a
MOBHWM LMK/IOM;
NEPBUHHE |

peyoBUHaXx) roTOBOro NiKapcbkoro 3acoby (iHLui
[L,OMOMIDKHI peqyoBMHN) - 3aMiHa OJHIET fOMOMIXKHOT
PEYOBUHM Ha iHLLY 3 TUMXU camMnMK DYHKLIOHaNBHUMU
XapakTepucTukamu Ta Ha TOMy CaMoMy PiBHi -
BBegeHHs1 HOBOTO (404AaTKOBOroO) martepiany ans
nNiBKOBOro NokpuTTs Tabnetkn SheffCoat, ke mae
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 4, abo no 6 BTOPUHHE TOWi Xe cknag, Lo i CyMilll, ika BUKOPUCTOBYETbCSA
6nictepiB y nakyBaHHs, 3apa3s (Opadry Il complete film coating system OY-L-
KapTOHHiiA KopooLyi KOHTpONb Ta 28900 white). BunpasneHHs nomunku B p.3.2.P.3.3
BUMyCK cepii: Jlek Onuc BUpo6GHMYOro NpoLecy Ta KOHTPOSII0 NpoLecy
C.A, Monbla ons supobHuka bulk Lek S.A., Strykow, Poland Mean
weight and uniformity of weight (3atBepgxeHo: mean
weight 85+7.5%; 3anponoHoBaHo: mean weight
85+5%)
20. BICOMPONON TabneTkn, BKPUTI CaHpos CnoBeHis BMPOBHMLTBO 3a HimeuuunHa/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/4401/01/02
CAHAOO3® nniBKOBOIO dapmacbHoTi MOBHUM LMK/IOM: Monbwa TMny - 3MiHK 3 SKOCTi. [0TOBWIA NikapcbKuii 3acib. peyenmom
060/10HKO10, no 10 Kans g.4. Canotac Papma Onuc Ta cknag. 3miHa y cknagi (4oNoMiXHUX
mr; no 10 TabneTok v6X, HimeuyunHa,; pevYoBMHAX) rOTOBOrO NiKapCbKoro 3acoby (iHLwi
y 6nicTtepi; no 3 anbTepHaTUBHWIA [OMOMDXHI peYOBMHY) - 3aMiHa OJHIET AONOMIXHOT
6nictepu B BUPOGHUK; PEYOBUHM Ha iHLLY 3 TUMW camMmUMK DYHKLIOHaNbHUMU
KapTOHHI kopobuy; BMPOGHMLTBO 3a XapakTepucTukamm Ta Ha TOMy CaMoMy PiBHi -
no 15 Tabnetok y MOBHUM LIK/TOM; BBefleHHs1 HOBOTO (J,0AATKOBOr0) MaTepiany Ans
6nictepi; no 2 abo nepBuHHE i nniskoBoro nokpuTTa Tabnetkn SheffCoat, sike mae
no 4, aéo no 6 BTOPVHHE TOW e cknag, Lo i CyMmilll, ika BUKOPUCTOBYETbCSA
6nicTtepiB y nakyBaHHs, 3apas (Opadry Il complete film coating system OY-L-
KapTOHHI KopooLli KOHTPONb Ta 28900 white). BunpasneHHs nomusnku B p.3.2.P.3.3
BWMYCK cepii: Jlek Onunc BMPOBHNYOro NPOoLLeCY Ta KOHTPOO npouecy
C.A,, MNonblua Ans Bupo6Huka bulk Lek S.A., Strykow, Poland Mean
weight and uniformity of weight (3aTBepgxeHo: mean
weight 85+7.5%; 3anponoHoBaHo: mean weight
85+5%)
21. BO3EHTAH TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Bignosigae 3a Kinp/KaHaga | BHECeHHs 3MiH [0 peecTpauiliHux maTtepianis: 3miHu | 3a UA/16744/01/01
3EHTIBA nAiBKOBOO Pecny6nik BWMNYCK cepil: My - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO10, Mo 62,5 a dapmacaiiHc Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
mr Nel4 (14x1), IHTEepHeLweHN BMpOOHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
No56 (14x4), Ne112 Nimitea, Kinp; BK/IOYa0UM AiNbHULI BUMYCKY cepii abo micue
(14x8) y 6nicTepax BMPOGHMLTBO "in NpoBeAEeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
bulk", TecTyBaHHs: BignoBiAae BUPOGHUK/IMNOPTEp, BKIOHYAKOUM BUNYCK
[eHBioH cepiii) 3miHa agpecn BUPOOHUKA, a came BUMYYEHHS
KopnopeiiweHc, ropuanyHoi agpecu BupobHuka M3 dapmacaiiHc
KaHnapga; nepBuHHe IHTepHewweHn NimiTen, Kinp (Bignosigae 3a Bunyck
Ta BTOPUHHE cepii) 3 maTepianis peecTpauiiHoro gocbe, 6e3 3mMiHn
nakyBaHHs: MicLit BUPO6HMLTBA. 3MiHM BHECEHI B iHCTPYKLit0 AnA
Benneuk MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
MekemKiHr IHK. po3ain "MicuesHaxomkeHHs BUPOOHMKa Ta agpeca
O/A benneuk MiCLAl NPOBaXEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMY
MekepKiHr 3MiHaMKn B TEKCTi MapKyBaHHs yrakoBOK. BBefeHHS
ConoLumnHe, 3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS
KaHapga;
TECTYBaHHS:
dapmacaiHc IHk.,
KaHaga
22. BO3EHTAH TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka Bignosigae 3a Kinp/KaHaga | BHECeHHs 3MiH 40 peecTpauiliHux MaTtepianis: 3miHu | 3a UA/16744/01/02
3EHTIBA NNiBKOBOKO Pecny6nik BUNYCK cepil: TVNy - AGMIHICTPATUBHI 3MiHW. 3MiHA HallMEHYBaHHS peuyenmom
060/10HKOH, Mo 125 a dapmacaiHc Ta/ab0 agpecun micusa NpoBamKeHHs AiaNbHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr Nel4 (14x1), IHTepHeLweHn BMPO6HMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
Ne56 (14x4), Ne112 NimiTep, Kinp; BKJ/IHOYA0UM AiNbHWLI BUNYCKY cepii abo Micue
(14x8) y bnicTepax BMPOGHMLTBO "in NPOBELEHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
bulk", TecTyBaHHs: BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
[eHBioOH cepiii) 3miHa afpecn BUPOOHUKA, a caMe BUMYYEHHS
KopnopeiiLeHc, HOpUANYHOT agpecn BUpo6HUKa MN13 dapmacaitHc
KaHaga; nepBuHHe IHTepHewenn fliviTea, Kinp (BignoBigae 3a Bunyck
Ta BTOPUHHE cepii) 3 maTepianis peecTpauiiHoro focke, 6e3 3MiHN
nakyBaHHs: MicLt BUPO6HULTBA. 3MIHU BHECEHI B IHCTPYKL,itO ANA
Bennsuk MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby y
MekemKiHr IHK. po3gin "Micue3HaxomKeHHs BUpoOHMKa Ta agpeca
O/A Bennsuk MiCLSi NPOBaPKEHHA 1A0ro AisibHOCTI" 3 BigMoBiAHUMU
MekepKiHr 3MiHaMKn B TEKCTi MapKyBaHHS yrakoBOK. BBefeHHA
ConoLWKnHC, 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS
KaHaga;
TeCTyBaHHS:
dapmacaiiHc IHK.,
KaHaga
23. BPIHEUPA PO34uH ANs iHQy3ilA, BioMapwH IpnaHgjs roToBwuii Himeuunna/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/16841/01/01
30 mr/mMn; no 5 mn IHTEpHELUHN nikapcbkuii 3aci6: Ipnangis/ TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NlikapCbKuii 3aci6. peuenmom
po34nHYy ANA Nimiteq 06pobka CnonyyeHi 3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
iHdpysin y nikapcbkoro LWtatn [0[aTKOBOI AiNTbHNL BUPOGHMLTBA A1 YaCTUHM abo
npo3opomy 3acoby Ta Amepukun/ BCbOro BUPOOHMYOro NpoLecy roToBoro Nikapcbkoro
CKNsTHOMY hr1akoHi nepBrHHe Benukobput 3ac06y (AinbHWLA 415 BTOPUHHOTO NakyBaHHS)
(ckno | Tuny), nakyBaHHs aHis [opasaHHsa komnaHii Alimac Pharma Services (Ireland)
3aKyrnopeHomy (HanoBHeHHs Ltd. (Finnabair Industrial Estate, Dundalk, Co. Louth,
npoo6Koto roToBUM A91 PIKD, Ireland) B AKOCTi anlbTEPHATUBHOI AiNbHULL
(6yTnnkayuyk) Ta NiKapCbknM 7151 BTOPVMHHOIO MakyBaHHS FOTOBOTO J1iKapCbKoro
06TUCHYTOMY 3acobom) Ta 3acoby Ta po34nHy 4151 NPOMUBAHHSA. 3MiHW | Tvny -
atoMiHIEBOIO BMNPOGYBaHHSA 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb

Kpuwkoto Tuny flip-
off seal 3
N1acTUKoOBUM
KOBMaYKoM
3€/1EHOr0 KOMbOpY;
no 2 chnakoHu 3
PO34YMHOM A5
iHdpy3iil y KoMnnekTi
3 1 donakoHOM 3

KOHTPO/O AKOCTI
(KOHTpPO/b B
npoueci
BMPOGHMLTBA:
ineHTMdikauis,
Bi3yasibHWIA
KOHTPO/b,
6ioHaBaHTaXeHHs
Ta KOHTPO/1b NMpu

roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHwi 3MiHM) BunpasieHHs
NOMWJIKM Y pOo3paxyHKax, MoB'A3aHoi 3i cnevuudikalieto
roTOBOro NMikapcbKoro 3acoby Ans BUNpo6yBaHHsA
depmeHTaTMBHA KiHETVKA. TaKoX B pamkax faHol
3MiHM 3a81BHUK NoAaEe oHoBeHy Bepcito COMM 103521,
LLI0 BUKOPUCTOBYETLCS 47181 KOHTPOJTHO NiKapCbKOro
3aco6y 3a nokasHvkamn "CneundiiyHa akTUBHICTb 3

PO34YMHOM A5 BUMYCKY: KMCMOTHO akTusaujiern” Ta "CrneyudiyHa akTMBHICTb
npomMuBaHHA (no 5 CTEPW/IbHICTb, 6e3 KMCNOTHOI akTuBaLjii™, 3 BiANOBIAHUM OHOB/IEHHSAM
MJ/1 PO3YMHY AN 6akTepianbHi MKSA N3. 3MiHn | Tuny - AgMiHICTpaTVBHI 3MiHW. 3MiHa
NPOMMBaHHA Y €HJ,0TOKCUHM) HalimeHyBaHHS Ta/abo agpecu MicLs NPOBamXeHHS
npo3opomy pO34nH ons LiSNbHOCTI BUpOOHMKa (BK/THOYaKouK, 3a He0OXiAHOCTI,
CKNSTHOMY hr1akoHi NPOMMNBAHHSA: MiCLie NpoBEeAEHHSA KOHTPO/IIO SKOCTI), ab0 BacHuka
(ckno | Tuny), 06pobka MacTtep-caiina Ha A®l, abo nocTavanbHVKa
3aKyrnopeHoMmy nNiKapcbkoro Adl/BnxigHoro matepiany/peareHTy/npomixkHOro
npo6Koto 3acoby Ta NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOGHNULTBI ADI
(6yTnnkayuyk) Ta nepBuHHe (AKLLLO0 3a3HaYeHO Y AOChE Ha Nikapcbkuii 3acib) 3a
06TUCHYTOMY nakyBaHHs BiICYTHOCTI cepTudpikaTa BiAnoBigHOCTI EBponeichkili
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
anioMiHIEBOIO (HanoBHEHHS thapmakonei y 3aTBepXeHOMY [1OCbE, ab0 BMPOGHMKA

KpuLukotro Tuny flip-
off seal 3
N1acTUKOBUM
KOBMA4YKOM >KOBTOrO
KONbOpy) B
KapTOHHI KOpo6Li

PO34MHOM AN1A
NPOMUBAHHS) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSb B
npoueci
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHWIA
KOHTPONb,
6GioHaBaHTaXKEHHS,
KOHTPO/b NpYt
BUMYCKY:
CTEPUNBHICT,
6akTepianbHi
€HA0TOKCUHN)
BetTep ®apma-
®epTiryHr FM6X i
Ko. KT,
HimeuumnHa,;
roToBuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpPO/b B
npoteci
BMPOGHMLTBA:
ineHTuikauis,
Bi3yaslbHUIA
KOHTPO/b,
6ioHaBaHTaXXeHHs
Ta KOHTPO/b Npu
BUMYCKY:
CTEPW/IbHICTb,
6akTepianbHi
€HJ,0TOKCUHM)
PO34MH Ana
NPOMUBAHHS:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
ineHTudikauis,
Bi3yasibHWIA
KOHTPONb,
6ioHaBaHTaXeHHs
Ta KOHTPO/b Npy

BUMYCKY:

HOBOI JONOMiXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo y
[0Cbe) 3MiHa Ha3BM KOMNaHIT, WO BUKOHYE (OYHKLi
BMPO6HUMLITBA poboyoro 6aHky knitnH (WCB), wo
3aCTOCOBYETHLCS Y BUPOOGHULTBI Ail040T peYoBUHK, Ta
TecTyBaHHS in vitro Ha BMICT Bipycy Y 3ibpaHiii piguHi
KynbTypu knituH (HCCF) 3 WuXi AppTec, Inc. Ha WuXi
Advanced Therapies Inc. Agpeca po3TallyBaHHS
(4751 League Island Blvd Philadelphia, PA 19112
USA) koMnaHii He 3MiHI0ETbCA. 3MiHM | Tuny -
AIMIHICTpaTUBHI 3MiHW. BUy4YeHHs BUPOOHUYOT
AinbHUUI (BKIOYatoumn AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro NikapCcbKoro 3acoby, AiNbHUL
[N NpoBefeHHA NakyBaHHs, BUPOOHNKa,
BiZiNOBIAANLHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
KOHTPO/IIO cepii) abo nocTayasibHNKa BYXifHOrO
MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHN
(AKW0 3a3HaYeHo y Aocbe) BuganeHHs 3 matepianis
peecTpauiiHoro JOCbE OJHIET i3 A BOX KOHTPaKTHUX
nabopartopiii, BignoBifanbHUX 3a NPOBEAEHHS
BMNPOGYBaHHA Ha XpoM Ta Mifb, a came Exova Inc.
(9240 Santa Fe Springs Road Santa Fe Springs, CA
90670 USA). B pe3ynbTarti NpoBefeHHs 3MiHU
BiANOBIAA/ILHOIO 38 NPOBEAEHHSA KOHTPO/IIO Ha XPOM
Ta Migb 3a/MwaeTbesa koMmnaHis Reading Scientific
Services Limited (Reading Science Centre,
Whiteknights Campus, Pepper Lane Reading, RG6
6LA, United Kingdom). 3minu Il Tuny - 3MiHK 3 SKOCTI.
A®|. Bupo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MPOMXXHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUYOMY npoueci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ge HeobxigHo, Micue
npoBefeHHs1 KOHTPO/0 skocTi) AP (3a BigCYyTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei y 3aTBepyKeHOMY A0CbE)(3MiHN [0
3axopis, NOB’A3aHNX 3 KOHTPO/IEM aKTUBHOI PEYOBUH
6i0N0rYHOro NOXOAKEHHS: 3aMiHa abo AoAaBaHHs
OinbHUL, e NPOBOAUTLCA KOHTPO/b/BUNPOBOYBaHHS
cepii, BK/IOYaoun 3acTocyBaHHs
6i0N0riYHOro/iMyHO0rYHOr0/iMyHOXIMIYHOTO METOZY)
[ofaBaHHA anbTepHaTUBHOI AiNbHULI AN
NpoBefEeHHSA KOHTPOJIIO AKOCTI Ail040i peyoBMHY 3a
nokasHukom Cellular Uptake, a came komnaHii
BioMarin International Limited, IpnaHgis (Shanbally,
Ringaskiddy, Co. Cork, P43 R298 Ireland). Takox go
[aHoi 3MiHU BK/IIOYEHI peAakuiiHi npaskun o moayns 3
po3giny 3.2.S.2.1 BUpo6HMK(M) 3 METOI BUMpPaB/IEHHSA
onevarku y nowToBoMYy iHAEKCI 415 komnaHii BioMarin
International Limited 3 P43X336 go P43 R298. Agpeca
[iNbHULI He 3MIHIOETLCS, Y NonepeaHiin peaakuii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

CTEPWU/IbHICT,
6akTepiasibHi
€H,0TOKCUHM)
BetTtep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeyunHa;
rotosuii
nikapcbkuii 3aci6:
BTOPWHHE
nakyBaHHs
(mMapkyBaHHs Ta
npoLec KiHLeBOro
nakyBaHHs)
PO34MH ANna
NPOMMBAHHS:
BTOPWHHE
nakyBaHHs
(mMapkyBaHHs Ta
npouec KiHLeBOro
nakyBaHHs) Anvak
dapma Cepsices
(AlipneHg)
Nimitea, lpnangis;
roToBuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B
npoteci
BMPOGHMLTBA:
ineHTudikauisn) Ta
BMNPOGYBaHHSA
CTabifIbHOCTI
PO34MH ANna
NPOMUBAHHS:
0b6pobka
NiKapcbkoro
3acoby
(B1pO6HMLTBO
Hepo3dacoBaHoro
NPOMDKHOrOo
PO34nHy AnA
NPOMUBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B
npoteci
BMPOGHMLTBA:
ileHTudikauia Ta

MOLUTOBWIA iHAEKC BY/10 3a3Ha4YeHO 3 NoMuUIIKow. byno
BHECEHO TaKOX pefakLiliHy npaBKy Yy 3aro/10BKy
cToBb6uUsa B Tabnuui 3.2.5.4.3.9.1.3: Comparability of
Brineura (Cerliponase alfa) Test Results between
Shanbally and Novato (for Drug Substance Test
methods) 3 MeTOl0 BUNPaBeHHS PefakToOpPChKOI
NoMUJIKM Y cKopoueHHi ans Receiving Lab (RL): "RT"
BUnNpasfeHo Ha "RL". Takox Ao meTody Ans
BUNPOBYBaHHA Ail040i PEYOBUHY 3@ NMOKA3HNKOM
Cellular uptake (SOP-104030) 6yno BHeCeHO
MoamdpikaLii, NOKNNKaHi 3MeHLNTN BapiabesbHICTb
aHanisy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNPOGYBaHHSA
cTabinbHocTi)bioM
apuH
PapmacboTukan

IHK., Cnony4yeHi
Ltatn Amepuku;
roToBuii
nikapcbkuii 3aci6:
36epiraHHA Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
Bi3yaslbHUiA
KOHTPO/1b) PO34MH
AN NPOMUBaHHSA:
36epiraHHA Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
Bi3yaslbHUA
KOHTPO/Ib)
BeTtTep ®apma-
®epTiryHr FM6X i
Ko. KT,
HimeuumnHa,
rotoBuii
nikapcbknii 3aci6:
BMNPO6YBaHHSA
KOHTPO/O SIKOCTI
(KOHTpO/Ib NpK
BUNYCKY: KPiM
CTepWbLHOCTI) Ta
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BUMYCK cepil
PO34MH ANna
NPOMUBAHHS:
06pobKa
nikapcbkoro
3acoby
(BpO6HULTBO
Hepo3acosaHoro
NPOMIiXHOro
pO34nHy Ans
NPOMMBAaHHS) Ta

BMNPO6YBaHHSA
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/O AKOCTI
(KOHTpPO/b B
npoteci
BMPOGHMLTBA:
ineHTuikauis,
KOHTPO/b NpYt
BWMYCKY: KpiM
CTepUbHOCTI),
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BMNyCK cepil
BioMapuH
IHTepHeLwHN
Nimiten, IpnaHgis
rotoBuii
nikapcbknii 3aci6:
BTOPWHHE
nakyBaHHs
(mMapkyBaHHs Ta
npouec KiHLeBOro
nakyBaHHs)
PO34MH ANna
NPOMUBAHHS:
BTOPWHHE
nakyBaHHS
AHpepcoHBbpekoH
(HOK) Nimiten,
BenukobpuTanis

24,

BPIHTENIKC

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO0, M0 5 Mr;
no 14 tTabneTtok y
6nicTepi; no 2
6nictepn y
KapTOHHI KOpo6Lii

Nynpbek
Ekcnopt A/C

NaHis

Enasdapm,
®paHuis
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
EypochiHC
Biodapma
MpopakT TecTiHr
HeHmapk A/C,
[NaHis
(BunpobyBaHHs 3a
NOKa3HUKOM
"MikpobionoriuHa
yucrora"); X.
NyHp6ek A/C,
[NaHis
(BUpOGHMLTBO 3a
NOBHUM LMK/IOM)

PpaHuis/
[OaHis

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu |
Tuny - 3mMiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu). 3MiHW BHECEHO A0
IHCTPYKL,i 415 MeAUUYHOro 3aCTOCyBaHHS /liKapCbKOro
3aco6y A0 po3ainis "B3aeMogis 3 iHLLUMMMK NiKapCbKUMKN
3aco6amu Ta iHWi BUAK B3aemogiii" Ta "OcobnnBocCTi
3acTocyBaHHsA" BiAMNOBIAHO 4O OHOBMEHOI iHchopmaLi 3
6e3nekn 3acTocyBaHHA fil040T PeYOBUHN NIKAPCbKOro
3acoby.
3Mminn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHO A0
IHCTPYKLU|i 418 MeAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3aco6y A0 posginy "MobiyHi peakuyii” BigNoBIgHO A0
OHOBJ/IEHOT iHdhopMaLlii 3 6e3Meku 3acTocyBaHHS
[Lit040i pevoBUHY NiKapCbKOro 3acoby.

3a
peyerimom

UA/14150/01/01

25.

BPIHTENNIKC

TabneTkn, BKPUTI
NNiBKOBOKO

Nynabek

Ekcnopt A/C

NaHis

Enasdphapm,
®paHuis

®paHuia/

[aHis

BHECEHHS 3MiH 40 peecTpaLiiHux maTepiasis: 3MiHu |
TMNy - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta

3a
peyenmom

UA/14150/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
060/10HKOI0, No 10 (nepBuHHE Ta thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHO A0
mr; no 14 TabneTok BTOPWHHE IHCTPYKLU|i A8 MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
y 6nictepi; no 2 naxkyBaHHs); 3aco6y A0 po3ainis "B3aeMogis 3 iHLLIMMMK NiKapCbKUMn
6nictepn y EypocpiHc 3acobamu Ta iHWi BUAW B3aemogiii" Ta "OcobnnBocCTi
KapTOHHI KopooLii Biochapma 3acTocyBaHHA" BifNoBigHO 10 OHOB/IEHOT iHhopmaLlii 3
MpogakT TecTiHr 6e3MeKn 3aCTOCyBaHHA Ait040i PeYOBUHN NMiKapCbKOro
[Jenmapk A/C, 3aco0y.
[aHia 3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
(B1nNpobyBaHHs 3a hapmakoHarnagy (iHwi 3miHn). 3MiHWM BHeCeHo [0
NOKa3HUKOM IHCTPYKU|i 4719 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKOro
"MiKpobionoriyHa 3acoby Ao po3giny "Mob6iyHi peakuii” BigNoBigHO A0
uncrtora"); X. OHOB/EHOT iH(hopMaLlii 3 6e3nekn 3acTocyBaHHS
NyHp6ek A/C, [it040T PeYOBVHY fiKapCbKoro 3acoby.
[aHia
(BUPOGHMLTBO 3a
NOBHMM LMK/TOM)
26. BPOHXO- Kancynu no 3,5 mr; OM dapma LLiBeiiuapi OM dapma CA LLiBeiiuapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu || 3a UA/18520/01/01
BAKCOM AITA no 10 kancyny CA ] MRy - 3MiHKN WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
6nicTepi; no 1 abo thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
no 3 6nictepu B nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI KOpo6Lii A5 MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMU 3 SIKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHuMK 3 hapMakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKL,ii 415 MeAUYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby Ao posginis "®apmakonoriyHi BnactueocTi"
(BHeCeHHs iHhopmaLii LLoA0 HEMOXNBOCTI
npoBeAeHHsA hapMakoKiHETUYHOrO AOCAISKEHHS),
"3acTocyBaHHs y nepiof BariTHoCTi abo rogyBaHHS
rpyaao” (YTOUHEHHs TekcTy), "Cnocib 3acTocyBaHHs
Ta fo3n" (BHeceHHs iHchopmaw,ii Npo HeobXiAHICTb
BMKOPWCTOBYBATU PiAvHY AN1s 3anuBaHHA (BoAa, Cik,
MOJI0KO TOLLLO) Ta HeObXiAHICTb NnepeMilllyBaHHs
po3unHy), MepeposysaHHa" (BUAaNEHHS iHopmaLii
Npo HEMOXJIMBICTb Nepefo3yBaHHS), "MobiuHi peakwji"
(3aTBEpPAXKEHO: TinepTepMis; 3anponoHOBaHO: NiPeKcis)
BiANOBIAHO [0 MaTepiasliB peecTpayiiHoro A0Che.
BBeaeHHs 3MiH NpoTarom 6 micAuiB nicns
3aTBEPAXKEHHS
27. BPOHXO- Kancysv no 7 Mmr; no OM dapma LLsefiuapi OM dapma CA LLisefiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/18521/01/01
BAKCOM 10 kancyny CA A Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Aoprocni 6nictepi; no 1 a6o thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi

no 3 6nictepu B
KapTOHHI KopooLli

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ANA MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMY faHUMKN Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLU|i 4719 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainis "®apmakonoriyHi BnacTneocTi”
(BHECEHHS iHhopMaLliT WoA0 HEMOXIMBOCTI
npoeeAeHHs oapMakoKiIHETUYHOrO A0CAIMKEHHS),
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS
rpyAAr0” (YTOUHEHHS TeKcTy), "Cnocib 3acTocyBaHHs
Ta fo3n" (BHeceHHs iHhopmau,i Npo HeobXiAHICTb
BMKOPMCTOBYBATU PigvHY AN 3anuBaHHA (BoAa, Cik,
MOJI0KO TOLLIO) Ta HeObXiAHICTb NnepeMilllyBaHHs
po3unHy), MepeposysaHHa" (BUAaEHHS iHdopmaLii
Npo HEMOXJIMBICTb Nepefo3yBaHHs), "MobiuHi peakwji
(3aTBEpPAXKEHO: TinepTepMis; 3anponoHOBaHO: NipeKcis)
BiNOBIAHO A0 MaTepianiB peecTpauiiHoro foChbe.
BBeaeHHs 3MiH NpoTarom 6 micsAuiB nicns
3aTBEPAXKEHHS
28. BYCTPUKC™ cycneHsis gns nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiasis: 3miHun |l 3a UA/14955/01/01
KOMBIHOBAH iH'ekuin, 0,5 Knsiin BpuTaHis Bionogxikans C.A. Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
A BAKUVHA Mn/go3y; no 1 nosiy Excnopt thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
Aana nonepegHL0 Nimiteq NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
MPO®ITAKTUK | HanoBHeHOMY [ANS Me[MYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
N QUDTEPII, wnpuui; no 1 OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMY faHUMKU Ta
NPABLUA, nonepegHL0 LaHumu 3 dpapmakoHarnsgy - 3MiHM BHECEHO 40
KALLUJTHOKY HanoBHeHOMY IHCTPYKL|i 415 MeAUYHOT0 3aCTOCYBaHHS JliKkapCbKoro
(ALENONAPH LINPULY Y KOMNAEKTI 3acoby fo po3giny "OcobnmBocTi 3acToCcyBaHHA"
nin 3 iBOMA rosikamv B BIAMOBIAHO A0 MaTepianiB peecTpaLiiHoro foCheE.
KOMMOHEHT) nnacTvKoBOMy TepMmiH BBeZleHHSI 3MiH MPOTAroM 6 MicauiB nicns
(AACOPBOBA KOHTeliHepi; no 1 3aTBEPKEHHS.
HA, 3I KOHTEliHepy y
SMEHLLUEHUM KapTOHHI KopooLi
BMICTOM
AHTUIEHIB)
29. BANCAPTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa AkTasic T4, ManbTa/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/8900/01/01
H-TEBA nNiBKOBOKO YkpaiHa" ManbTa; Bonrapis TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
o60onoHKoto, no 320 BankaHdapma- thapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO B
mr/12,5 mr no 10 OynHunus AT, IHCTPYKLT A1 Me4UYHOro 3aCTOCYBaHHA NiKapCbKoro
Tabnetok y 6nictepi; Bonrapis 3acoby y posginax "®apmakoTepaneBTuyHa rpyna.

no 3 a6o 9 6nictepis
Y KapTOHHIli KopoobLi

Kog ATX" (pepgaroBaHo TekCT po3giny 6e3 thakTuyHoi
3MiHM kogy ATX), "®apmakosoriyHi BNacTuBocCTi",
"MpoTmnokasaHHs", "B3aemMogis 3 iHLIMMU NikapCbKuMu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobnmBocCTi
3acTocyBaHHSA", "3acToCyBaHHS Y nepiog BarirTHOCTi
abo rogyBaHHsa rpyaar”, "Cnocib 3actocyBaHHs Ta
no3un", "MobivHi peakui™, a came pefaryBaHHs TEKCTY
3a3HayeHux po3ainis. BeegeHHA 3MiH NPOTArom 6-1u
MicALiB nicnsa 3aTBepMXeHHS. 3MiHN | Tuny - 3MiHK
LoAo 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy.
3MiHa y KOpOTKili XxapakTepucTuLj Nnikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeguyHoro
3aCcTOCYBaHHS Ha MigcTaBi pery/aisipHO OHOB/IIOBAHOMO
3BITYy 3 6e3neku nikapcbkoro 3acoby, abo foCAiAKEHb
3 6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnspeecTpauiiHunii nepiog, abo Ak pe3ynbTar OUiHK/
3BITY 3 AOCAIMKEHb, NPOBEAEHMX BiANOBIAHO A0 NAaHy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

negiatpuyHux gocnimkenb (PIP) (iHwi 3miHW) 3MiHM
BHECEHO B iHCTPYKLT AN MeANYHOro 3aCTOCYBaHHSA
niKkapcbKoro 3acoby y po3ginax "OcobmBocCTi
3acTocyBaHHsa" Ta "lNMob6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3nekn Ailyvoi peyoBUHN
rigpoxnopoTiasung. BeefeHHA 3MiH NpoTArom 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS

30.

BANCAPTAH
H-TEBA

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, Mo 80
mr/12,5 wmr, no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
Y KapTOHHiIli KopoobLi

TOB "TeBa
YkpaiHa"

YkpaiHa

AkTasic T4,
ManbTa;
BankaHdapma-
OynHuusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu |
TUny - 3MiHu Wwoao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) 3MiHWM BHECEHO B
IHCTPYKLU|i ANA MEAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax "®apmakoTepanesTuyHa rpyna.
Kop ATX" (peparoBaHo TeKCT po3giny 6e3 hakTuyHoi
3MiHM kogy ATX), "®apmakooriyHi BNacTuBocCTi",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLIMMK NiKapCbKUMu
3acob6amu Ta iHWi Buav B3aemogiin”, "Oco6mBocCTi
3acToCyBaHHSA", "3acToCyBaHHSA Y nepiog BarirTHOCTI
abo rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
[o3n", "TobiuHi peakuii”, a came pefaryBaHHs TEKCTY
3a3HauveHux po3ainis. BeeaeHHs 3MiH NPOTArom 6-1u
MicsLiB nicns 3aTBepayKeHHs. 3MiHn | Tuny - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnagy.
3MiHa y KOpOTKili XxapakTepucTuLj Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 4158 MeauyHoro
3acTocyBaHHSA Ha NifgcTasi perynsapHoO OHOB/IOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro 3acoby, abo focnimpKeHb
3 6e3nekn 3aCTOCyBaHHA iKapCbKOoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo Ak pe3ynbTar OUiHK/
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiarpuynunx gocnimpkenb (PIP) (iHwi 3miHn) 3MiHK
BHECEHO B iHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3ginax "OcobmBocCTi
3acTocyBaHHsa" Ta "lMob6iuHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3nekn Ailoyvoi pe4yoBUHN
rigpoxnopoTtiasng. BeefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a
peyenmom

UA/5743/01/01

31

BAJICAPTAH
H-TEBA

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO0, 1Mo 160
mr/25 wr, no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nictepis
Y KapTOHHIli KopoobLi

TOB "TeBa
YkpaiHa"

YkpaiHa

AkTasic T4,
ManbTa;
BankaHdapma-
OynHuusa AT,
Bonrapis

Manbta/
Bonrapis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) 3MiHM BHECEHO B
IHCTPYKL|i 415 MeAUYHOTO 3aCTOCYBaHHS JliKapCbKOro
3acoby y posginax "®apmakoTepaneBTuyHa rpyna.
Kog ATX" (pepgaroBaHo TekCT po3giny 6e3 thakTuyHoi
3MiHM kogy ATX), "®apmakosoriyHi BNacTuBocCTi",
"MpoTmnokasaHHs", "B3aeMogis 3 iHLIMMKU NikapCbKuMu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
3acTocyBaHHSA", "3acToCyBaHHS Y nepiog BarirTHOCTi
abo rogyBaHHsa rpyaar”, "Cnocib 3actocyBaHHs Ta
no3un", "MobivHi peakui™, a came pefaryBaHHs TEKCTY
3a3HavyeHnX po3gisis. BBeeHHS 3MiH NpoTAroM 6-Tn

3a
peyenmom

UA/5743/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpoTKili XxapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHA Ha MifcTaBi perynsipHo OHOB/IHOBAHOMO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnigpKeHb
3 6e3nekn 3acToCcyBaHHS NikapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 JOCNIMKEHb, NPOBEAEHUX Bi4NOBIAHO 40 NNaHy
negiatpuyHux gocnimkenb (PIP) (iHwi 3miHW) 3MiHM
BHECEHO B iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ainax "OcobmBocCTi
3acTocyBaHHsA" Ta "lNMobiyHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3nekn Ail4voi peyoBUHN
rigpoxnopoTiasung. BeefeHHA 3MiH NpoTArom 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS

32.

BANCAPTAH
H-TEBA

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 160
mr/12,5 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
Y KapTOHHiIli KopoobLi

TOB "TeBa
YkpaiHa"

YKpaiHa,
YKpaiHa,
Ykpa

AkTasic T4,
ManbTa;
BankaHdapma-
OynHuusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3aCTOCyBaHHA Ha MigcTaBi perynsipHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku NikapcbKoro 3acoby,
abo pgocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B micrspeecTpaviiHvii nepiod, abo K
pe3ynbTaT OLiHK/ 3BiTy 3 AOC/ifKEHb, MPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(iHWi 3MiHW) 3MiHM BHECEHO B iHCTPYKLUIT Ans
MeAMYHOro 3acTOCYBaHHA /iKapCbKoro 3acoby y
po3ainax "OcobnmBocTi 3acTocyBaHHA" Ta "Mo6iYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL;i 3
6e3neku Ailo4oi PeYOBVHY TigpOXI0poTiasung.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS
3miHu | TUNYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) 3MiHW BHECEHO B
IHCTPYKL,i 415 MeAUYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby y po3ginax "®apmakoTepaneBTuyHa rpyna.
Kog ATX" (pesaroBaHo TEKCT po3ainy 6e3 hakTuyHoi
3MiHK Kogy ATX), "®apmakonoriyHi BnacTueocTi",
"MpoTunokasaHHa", "B3aeMogis 3 iHLIMMUK NiKapCbKUMU
3aco6amu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog BariTHOCTI
abo rogyBaHHSA rpyaar”, "Cnocib 3actocyBaHHA Ta
no3un", "Mo6ivHi peakui’™, a came pefaryBaHHs TEKCTY
3a3HayeHVx po3ginis. BeegeHHs 3miH npoTtsarom 6-tv
MicALB Nic/a 3aTBepAKEHHs

3a
peyenmom

UA/5744/01/01

33.

BANCAPTAH
H-TEBA

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH, Mo 320

TOB "TeBa
YkpaiHa"

YkpaiHa

AxTasic N1TA,
ManbTa;
BankaHdapma-

ManbTa/
Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTBHOCTI Ta
thapMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuLi

3a
peyenmom

UA/5744/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0o4YeHHs

mr/25 wr; no 10

Tabnetok y 6nicrepi;
no 3 a6o 9 6nictepis
Y KapTOHHIli Kopobui

AynHuusa AT,
Bonrapis

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi peryispHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro 3acooby,
abo JocnigkeHb 3 6e3neky 3acToCyBaHHSA /iKapCbKOro
3acoby B nic/ispeecTpaviiiHnii nepiod, abo sk
pesynbTart OLiHK/ 3BITy 3 AOC/ILKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHux gocnigxexb (PIP)
(iHWi 3MiHW) 3MiHW BHECEHO B IHCTPYKLUIT ANns
MEeAMYHOrO 3aCTOCYBaHHS NMikapCbKoro 3acoby y
po3sginax "OcobnmBocTi 3acTocyBaHHs" Ta "lMobiuHi
peaxuii” BignoBigHO A0 OHOBNEHOT iHChopMaLi 3
6e3nekun Aito4oi pevoBMHY rigpoxnopoTiasung.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAKEHHS
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) 3MiHM BHECEHO B
IHCTPYKLU|i A8 MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmakoTepanesTuyHa rpyna.
Kop ATX" (peparoBaHo TeKCT po3giny 6e3 chakTuyHoi
3MiHn kogy ATX), "®apmakooriyHi BNacTuBocTi",
"MpoTunokasaHHa", "B3aeMogis 3 iHLIMMUK NiKapCbKUMu
3acob6amu Ta iHWi B1uav B3aemogiin”, "OcobmBocTi
3acTocyBaHHSA", "3acToCyBaHHS y nepiog BarirTHOCTI
abo rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
[o3n", "TobiuHi peakuii”, a came pefaryBaHHs TEKCTY
3a3HayeHux po3ainis. BBeAeHHSA 3MiH NPOTArom 6-1u
MicsILiB Nicns 3aTBEPAYKEHHS

34.

BEPPYKYTAH®

PO3YUH HALLKIPHWIA,
5 mr/r, 100 mr/r; no
13 mny pnakoHi 3
nonieTuIEHOBO
KPULLIKOO
HefoCTYNHOW ANs
BiAKPUTTA A4iTbMU,
LLIO0 3arBUHYYETLCSA
Ta NpUegHaHM [0
HeT wnarenem; no 1
hnakoHy y nauui

TOB «MIBE
YKPAIHA»

Ykpaina

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHN Y NpoLeci BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby, BK/IOYatoUM NPOMKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
roTOBOrO J1iKapCbkoro 3acoby (He3HayHa 3miHa y
npoLeci BUPO6bHULITBA) BHECEHHS HE3HAYHMX 3MiH A0
po3ainy 3.2.P.3. lNpouec BUPOBHULITBA NiIKAPCLKOro
3acoby, 30Kpema: Ha CTagji NPUroTyBaHHs PO3UMHY
caniynioBoi KMCNoTu 3aMiHa 6apabaHHOro mikcepa Ha
Miwanky. (3aTsepaxeHo: Drum Hoop Mixer;
3anponoHoBaHo: Stirrer). 3MiHW | TUMy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoueci BUpOOHULITBA rOTOBOIO NiKapCbKoro
3aco6y, BK/IOYAKYM MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BMPOOHULTBA) BHECEHHSI HE3HAYHMX 3MiH 40 PO34iny
3.2.P.3. MNpouec BMpobHULITBA NikapcbKoro 3acoby,
30kpema: ctagii MpurotyBaHHA po3uunHy in bulk 3amiHa
o6nagHaHHA Yepes TprBasie BUKOPUCTaHHS.
(3atBeppxeHo: Drum Hoop Mixer; 3anponoHOBaHoO:

Drum Mixer). 3miHu | T1ny - 3miHuW 3 AKOCTi. FOTOBMIA

3a
peyenmom

UA/18313/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoweci BUPOGHULITBA FOTOBOIO JlikapCbKoro 3acoby,
BK/TO4AK0UM MPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKAapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) BHECEHHS
He3HauyHuX 3MiH go po3sginy 3.2.P.3. MNpouec
BMPOGHMLTBA NiKapCbKOro 3acoby, 30kpema: Ha cTag,i
NPUroTyBaHHi CaniLnaoBOi KNCIOTU 3MiHa 4acTOBOro
[0faBaHHA eTunaueTaTy - neplue YactTkose
AofaBaHHA 36inblyeTbes 3 50% a0 75%.
35. BIAOPA TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Nabopatopioc IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/13404/01/01
NNiBKOBOKO Pecny6nik | Jleon ®apma, C.A. MRy - 3MiHKN WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
o060s1oHKoM, 3,0 a thapmakoHarnsgy. BeegeHHs abo 3miHu oo
mr/0,03 mr no 28 y3ara/lbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy
Tabnetok B 6nicTepi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
(21 Tabnetka thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
XXOBTOTO KONbOpy Ta BiNOBIAaNbHOI 3a 3jiiCHEHHS hapmakoHarnsagy;
7 TabneTok 6inoro KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa Ans
Konbopy); no 1 a6o 3[jiCHEeHHsT hapmakoHaraay B YKpaiHi, SKLo BoHa
no 3 6nictepu B BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBigaibHOI
KapTOHHI KOPOOL; 3a 34ilicHeHHs thapmakoHarnagy (BkIvarum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsay) 3mMiHa KOHTaKTHOT
0ocobu 3asBHUKA, BiANOBIAAIbHOI 3a thapmakoHarnsag, B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiNOBiAA/IbHOI 32 hapMakoHarnsg B YkpaiHi.
36. BIAOPA MIKPO | Tabnetku, BKpuUTI 3eHTiBa, K.C. Yecbka Na6opatopioc Icnanis BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/13405/01/01
NNiBKOBOKO Pecny6nik | JleoH ®apma, C.A. MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
o060soHKo, 3,0 a thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/0,02 mr no 28 y3araslbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy
Tabnetok B 6nicTepi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
(21 Tabnetka thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
POXEBOro Kobopy BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsay;
Ta 7 TabneTok KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa 415
6i510ro Ko/1bopy); No 3[jiCHeHHs1 hapMakoHariaay B YKpaiHi, SKLo BoHa
1 a6o 3 6nictepu B BigMiHHa Bif, yNOBHOBaXeEHOI 0c06Y, BignoBiganbHOI
KapTOHHI KOpoOL;j 3a 3ilicHeHHs thapmakoHarnagy (Bkavarum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0cobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg, B
YkpaiHi. [itoya pegakuis: Mepexpect OneHa IsaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BifNoBiAa/IbHOI 3a hapmakoHarnsa B YKpaiHi.
37. BIHINIH® pigvHa HawkipHa, no AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu I 6e3 UA/0964/01/01
(BANNTb3AM 100 r y conakoHi "BITAMIHWN" MRy - 3MiHK 3 AkocTi. ADl. BupobHMUTBO. 3MiHa peuyenma
LUOCTAKOBCb | nonimepHomy; no 1 BMPOGHMKA BMXiHOrO/MPOMIXXHOTO NMPOAYKTYy/peareHTy,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOro) dhnakoHy B nadui; no LLI0 BUKOPUCTOBYHOTLCSA Y BUPOGHMYOMY npoueci Ad,
100 r y 6aHui ab60 3MiHa BMPOGHMKa (BKNOYaoun, fe HeobxigHo,
noniMepHiit; no 1 MicLie NpoBeAEeHHS KOHTPOA AkocTi) AdI (3a
6aHuj y nayui; no 50 BiICYTHOCTI cepTudikaTa BignoBigHOCTI EBponechbkili
ry 6aHuj hapmakonei y 3aTBepyKeHOMY [0CbE)(BBEAEHHS
noniMepHiit; no 1 HOBOro BMpo6HUKa A®| 3 HafaHHAM MacTep-chaiina Ha
6aHLj y nayui Adl) BBeAEHHA JOAATKOBOrO a/lbTEPHATVBHOMO
BMpOGHUKa aAna A®I Ecpip nonisiHinbyTtunoswuii - AT
"BITAMIHWA", YkpaiHa. 3arsepgxeHo: BAT
«OprcuHTe3», Pocilicbka hepepauis. 3anponoHoBaHo:
BAT «OprcuHTes», Pociiicbka thefepadisi; AT
"BITAMIHW", YkpaiHa.
38. BIHOPE/BIH Kancynm m'saki no 20 3eHTiBa, K.C. Yecbka BMPOGHMLTBO TaiBaHb/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18548/01/01
3EHTIBA Mmr no 1 kancyniy Pecny6nik dhopmu "in bulk", ManbTa TMny - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta peuenmom
6nicTepi; no 1 a nepBuHHE Ta thapmakoHarnagy. BeegeHHs abo 3miHu go
6nictepy y BTOPWHHE y3ara/lbHeHUx JaHnx npo cuctemy papmakoHarnsgy
KapTOHHI navui nakyBaHHs, (BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
KOHTPO/b AKOCTI, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
TecTyBaHHsA Ta BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
36epiraHHs KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa /s
NPOTArom 3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLWO BoHa
3[iiCHEHHS BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
nocnigpkeHs 3 3a 3pjlicHeHHs chapMakoHarnsay (Bkioyakun
cTabinbHOCTI: KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
Notyc thaiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
dapmacboTukan 0cobu 3as1BHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz B
Ko., Nn14., YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
TaliBaHb; MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
BUPOGHWK, KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHUN 3a BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.
BTOPWHHE
nakyBaHHs,
TECTyBaHHSA Ta
BWMNYCK Cepil:
dapmagokc
Xernckea 1114,
ManbTa
39. BIHOPENBIH Kancysm m'ski no 30 3eHTiBa, K.C. Yecbka BMPOBHULITBO TaliBaHb/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/18548/01/02
3EHTIBA Mr no 1 kancyniy Pecny6nik dhopmu “in bulk”, ManbTa Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 1 a nepBuHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHu fo
6nictepy y BTOPUHHE y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
KapTOHHI nauvi nakyBaHHs, (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeMy

KOHTPO/b SKOCTI,
TECTyBaHHSA Ta
36epiraHHs
npoTSArom
3iiCHEHHS
[OCTiIKEHD 3

hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
Bi4NOBiAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEHHs1 hapMakoHarniaay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3filicHeHHs chapmakoHarnagy (BKI4Yarum
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cTabinbHOCTI: KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
Notyc (paiina cuctemu hapmMakoHarssay) 3mMiHa KOHTaKTHOT
PapmacbloTukan ocobu 3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, B
Ko., NITg,., YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
TaliBaHb; MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
BUPOGHWK, KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiANOBiAa/IbHWIA 32 BiANOBIAabHOI 3a thapmakoHarnsag B YKpaiHi.
BTOPWHHE
nakyBaHHS,
TecTyBaHHA Ta
BUNYyCK cepil:
Papmagokc
Xenckea Jitga,,
ManbTa
40. BIHOPE/BIH Kancynm m'saki no 80 3eHTiBa, K.C. Yecbka BMPOGHMLITBO TaiBaHb/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18548/01/03
3EHTIBA Mmr no 1 kancyniy Pecny6nik dhopmu "in bulk", ManbTa TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
6nicTepi; no 1 a nepBuHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHn go
6nictepy y BTOPWHHE y3ara/lbHeHUx JaHnx npo cuctemy dpapmakoHarnsgy
KapTOHHI navui nakyBaHHs, (BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
KOHTPO/b SKOCTI, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
TecTyBaHHsA Ta BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
36epiraHHs KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHUKa A5
NPOTArom 3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLWO BoHa
3[iiCHEeHHS BiAMiHHa Bif YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
nocnigpkeHs 3 3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
cTabinbHOCTI: KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
Notyc thaiina cuctemy hapmMakoHarnsgy) 3mMiHa KOHTakTHOT
$apmacbloTukan ocobu 3as1BHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
Ko., Nn14., YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
TaliBaHb; MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
BUPOGHWK, KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHUI 3a BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.
BTOPWHHE
nakyBaHHs,
TecTyBaHHA Ta
BWMNYCK Cepil:
dapmagokc
Xernckea 1114,
ManbTa
41. BOBE-MYIroC TabneTtkn MYKOC HimeuumnH MYKOC HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/14480/01/01
E KMLIKOBOPO3YUHHI, Papma a EmynbcioHcresenn TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa kogy ATX - 3MiHK peyenmom
no 20 TabneTtok y 'm6X i Ko. bLiagpT M6X BHECEHO A0 IHCTPYKUii 415 MeANYHOro 3acToCyBaHHS
6nictepi; no 1 abo Kl nikapcbKoro 3acoby Ao posginy

no 2,aéono5
6nictepiB y
KapTOHHI Kopo6Lii

"@apmakoTepanesTnyHa rpyna. Kog ATX". [jo
3aTBEPKEHHA PEeKOMeHAYETbCA IHCTPYKLia ons
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acooby i3

Kogom ATX, sikuii BignoBigae MixkHapogHoOMy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Knacudikatopy BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepgKeHo —
LO1X Y, 3anponoHoBaHo — BO6A A. 3minu | Tuny -
3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Onuc Ta
cknag, (iHWi 3MiH1) NpuBeLEHHS Y Bi4NOBIAHICTL
Cy4aCHVUM MiXXHAPOLHWUM OAVHULIAM BUMIPIOBAHHS
3a3HaveHVx B po3gini «Cknag» oAnHULb BUMIpPHOBAHHS
Lit04nX pevyoBUH. 3MiHN BHECEHO [0 IHCTpyKUiTl Ana
MEeAMYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby Ao
po3giny "Cknag", a came oAVNHWLi BUMIpIOBaHHS
Lito4nx pevyoBrH NPUBEAEHO Y BIAMNOBIAHICTb CyYacHUM
MDKHaPOAHUM OAVHULIAM BUMIPIOBAHHS, BifMNOBIAHI
3MiHW BHECEHO [0 TEKCTY MapKyBaHHS yNakoBOK
niKkapcbKoro 3acoby.

42,

BOPUKOHA3O
N 3EHTIBA

TabneTkn, BKPUTI
N/1iBKOBOO
060/10HKOI0, N0 50
MF;

no 7 Tabnetok y
6nictepi, no 2 a6o 4
6nictepn y
KapTOHHI navui, no
10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHIN nayui

3eHTIBa, K.C.

Yecbka
Pecny6nik
a

nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepil,
BignoBigae 3a
BUNYCK cepil:
®APMATEH C.A.,
pewis;
BUPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepil,
BignoBigae 3a
BUNYCK cepil:
®APMATEH
IHTEPHELUHN
CA, Ipeuis

pevis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEHHS1 hapMakoHariaay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkioyYakun
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm hapmakoHarisagy) 3miHa KOHTakTHOT
0ocobu 3asBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsg, B
YkpaiHi. [itoua pegaxuis: Mepexpect OneHa IsaHiBHA.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.

3a
peyerimom

UA/15524/02/01

43.

BOPUKOHA30O
N 3EHTIBA

TabneTku, BKpUTI
nNiBKOBOO
060n10HKot0, Mo 200
MF;

no 7 Tabnetok y
6nictepi, no 2 abo 4
6nictepn y
KapTOHHI nayui, no
10 TabneTok y
6nicTepi, no 3
6nictepn y
KapTOHHI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Cepil,
Bignosigae 3a
BWMNYCK cepil:
PAPMATEH C.A.,
Ipeuis;
BMPOGHMLTBO "in
bulk”, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepil,
Bignosigae 3a
BWMNYCK cepil:
$PAPMATEH

peuis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUX JaHnx npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHeHHs hapmakoHaragy B YKpaiHi, AKL0 BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dhaiina cuctemy hapmMakoHarssgy) 3mMiHa KOHTakTHOT
0cobu 3as1BHYKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itoua pegakuisi: Mepexpect OneHa IsaHiBHa.
lNponoHoBaHa pegakuis: Amepi biona xecci. 3miHa

3a
peyenmom

UA/15524/02/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
IHTEPHELWHN KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M 3asiBHMKA,
CA, Ipeuis BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
44, FEMNATOKC KOHLeHTpaT Ans TOB YkpaiHa TOB YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/12890/01/01
pO34nHYy AN "®APMACE «®APMACE/1», HimeuunHa My - 3MiHK 3 AKkocTi. ADL. KoHTposb APl 3miHa y peuyenmom
iHdy3in, 500 mr/mn n" YkpaiHa MeTogax BunpobyBaHHA A®| abo BUXIgHOTO
no 10 mn B amnyni; (KOHTpONb, BUMNYCK marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
no 10 amnyn y naywi cepii); XONOMAK BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
3 KapToHYy depnakyHrcTexHik (He3HauHi 3MiHW y 3aTBEPMXEHUX MeTogax
v6X, HimeuunHa BMNPOGYBaHHS) -
(BUPOBHULTBO He3HayHa 3MiHa B MeTofi BunpobysaHHA Ad| L-
Hepo3acoBaHol OpPHITMHY-L-acnapTarty 3a NokasHMKOM «bakTepianbHi
npoaykKuii, €HJOTOKCUHM», BUpo6HMKa Evonik Rexim S.A.S.,
nepBuHHa Ta ®paHuisa, 3 MeToro onTUMi3avii Npo6oniAroToBKMN.
BTOPVHHA 3MiHn | TURY - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
ynakoBka, 3miHa y meToAax BunpobyBaHHA APl abo BUXIgHOTO
KOHTPO/b); mMatepiany/npomiKHOro NPoAayKTy/peareHTy, LWo
XONOMAK BMKOPUCTOBYETHLCA Y NpoLieci BupobHuutea AdI
depnakyHrcTexHik (He3HauHi 3MiHN Y 3aTBEpPKEHNX MeToAaX
'M6X, HimeuunHa BUNPOBYBaHHS) - HE3HaYHa 3MiHa B MeToji
(BTOPMHHA BMNpobyBaHHA A®I L-opHiTUHY-L-acnapTaTty 3a
yrnakoBka, NoKasHUKoM «BakTepiasibHi eHA0TOKCUHN», BUPOOHMKA
KOHTPO/b) Kyowa Hakko Bio Co., LTD, fAAnoHis, 3 MeToto
onTuMisauii Npo6oniaAroTosku.
45, FENTPAN® Tabnetkn ABGOTT HimeuumnH A66BI C.p.n. ITanis BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/6993/01/01
KMLLKOBOPO34MHHI Mo | JlabopaTtopi3 a TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peuenmom
400 mr no 10 M6X KoHTposb roToBoro nikapcbKoro 3acoby. 3miHa 'y
TabneTok y 6nictepi; mMeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro 3acoby
no 1 a6o 2 6nictepu (iHWi 3miHM y MeTofax BUNpo6yBaHb (BKIOYaKUn
Y KapTOHHIl 3aMiHy ab0 f0NOBHEHHS)) 3aMiHa meToay
ynakoBLj BMNPOGYBaHHSA A1 NoKasHUKa «laeHTudikauis,
BM3HAYEHHS KiNIbKICHOrO BMIiCTY afieMETIOHIHY i
BM3HAYEHHS BMICTY NPOAYKTiB po3nagy (Kpim
FoMocepurHy Ta 2-aMiHo-4-6yTuponakToHy) (BEPX)
46. FEPLUENTUH® po34nH ANna iH'ekuin, | ®.XodpdpmaH | LUBeliyapi Brpo6HMuTBO LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3miHu | 3a UA/14303/01/01
600 mr/5 mn, 1 H-J17 Powu A Hepo3acoBaHol TMny - 3MiHK 3 AKoCTi. A®l. BUpo6HMLTBO. 3MiHN B peuyenmom
h1aKoH 3 PO3YMHOM nra NpoAYyKLUiT, npoteci BUpo6HMLUTBa ADI (iHLLI 3MiHK) - BHECEHHS
Y KapTOHHil kopobLi nakyBaHHs, 3MiH y npouec BupobHuyTea A®l TpaHcTy3ymab,
BMNPOOGYBaHHS 30Kpema: 3amiHa NoTOYHOro dhinbTpa BipyciB
KOHTPO/IO AKOCTI, HOPM&a/IbHOrO MOTOKY Ha iNbTP, L0 3aTpUMye
BUMNYCK cepil: HeBEeNUKi Bipycu Ta NoB'a3aHuii 3 HUM nonepeaHii
& . XohchmaHH-/151 inbTP. 3aTBEPAKEHO: MOTOUHMIA INbLTP
Pow NTpA, HopMasibHOro noToky: Viresolve NFR.
Lseliuapis; 3anponoHoBaHO: NOTOYHUIA (INLTP HOPMasTLHOTO
BunpobyBaHHs NOTOKY: ChiNbTP, L0 3aTPUMy€e HEBENVKI BipyCH

KOHTPO/IHO SIKOCTI:
®.XothpmaHH-/15
Pow NTa,
LLiBeliLapis

(Viresolve Pro a6o Virosart HF). BBefeHHsi 3MiH
NpoTArom 6-Tu MicALB NicNA 3aTBEPAXEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
47. FEPUENTUH® niodpinizat ans ®.XotbcpmaH | LUseiiuapi Brpo6HMUTBO CLiA/ BHECEHHS 3MiH 0 peecTpaliiiHux MmaTepiasis: 3MiHu | 3a UA/13007/01/01
KOHUEeHTparty A H-J17 Powu A Hepo3acoBaHol HimeuuunHa/ TUny - 3MiHK 3 AKkocTi. A®l. BUpo6bHMLTBO. 3MiHW B peuenmom
pOo34nHYy AN Nt npoaykKuii, LLBeliuapis npoteci Bupo6HuuTBa AP (iHLWi 3MiHN) - BHECEHHSA
iHdpysii no 150 wmr; nepBuHHe 3MiH y npouec BupobHuutea APl TpaHcTy3ymab,
niocpinizat ans nakyBaHHs: 30Kpema: 3amiHa NoTo4YHOro qinbTpa Bipycis
KOHL,eHTpaTy ans LbxeHeHTeK IHK., HOPMa&J/IbHOro NOTOKY Ha iNbTP, Lo 3aTpuMye
PO34nHy ANns CLIA; HeBeVKi Bipycy Ta NOB'A3aHUA 3 HUM NonepesHiii
iHdpy3iil y chnakoHi, Bupo6bHMLTBO iNbTP. 3aTBEPAKEHO: NOTOUHUI INLTP
no 1 pnakoHy B Hepo3acoBaHol HopMasibHOro noToky: Viresolve NFR.
KapTOHHI KOpo6Li npoaykKuii, 3anponoHoBaHo: NOTOYHUI (INILTP HOPMa/TLHOTO
nepBuHHe NOTOKY: (PiNbTP, L0 3aTpUMye HEBENVKI BipyCu
nakyBaHHs, (Viresolve Pro a6o Virosart HF). BeBefeHHs 3MiH
BTOPWHHE NPOTArOM 6-TW MIiCALLIB NiCNA 3aTBEPMKEHHS
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI,
BMNycK cepii: PoLw
[liarHoctuke
Mm6X, HimewunHa;
BTopuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOIO AKOCTI,
BUMNYCK cepil:
®.XohpmaHH-/15
Pow NTpA,
LiBeliuapis
48. FEPUENTUH® niodpinizat gns ®.XobcpmaH | LUBeiiuapi Brpo6HMUTBO CLUA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/13007/01/02
KOHUEeHTparty A/ H-J17 Powu A Hepo3acoBaHol LLiBeiiuapis My - 3MiHK 3 AKOCTi. ADl. BUpo6HMLTBO. 3MiHN B peuenmom
po34nHYy ANA Nt npoaykKuii, npoteci Bupo6HuuTea A®! (iHLWi 3MiHN) - BHECEHHS
iHdpysii no 440 wr, nepBuHHe 3MiH y npouec BupobHuuytea A®l TpaHcTy3ymab,
niocpinizat ans nakyBaHHs1, 30Kpema: 3amiHa NoTo4YHOro ginbTpa BipyciB
KOHUeHTparty A/1s BMNPOGYBaHHSA. HOPM&J/IbHOro NOTOKY Ha iNbTP, WO 3aTpuMye
PO34unHy Ans KOHTPO/O AKOCTI HeBeNvKi Bipycy Ta NoB'A3aHUiA 3 HUM NonepeaHiii
iHdpy3iil y donakoHi, (TiNbkM iNbTP. 3aTBEPAKEHO: NOTOUHUI INLTP
pasom 3 20 mn CTEPW/IbHICTb Ta HopmasibHoro noToky: Viresolve NFR.
PO3YMHHMKA MeXaHiyHi 3anponoHoBaHo: NOTOYHUI (INILTP HOPMa/ILHOTO
(PO3YUHHUK: BKJ/IHOYEHHS): NOTOKY: (PiNbTP, LLO 3aTpUMye HEBENVKI BipyCH
6akTepiocTatuyHa [keHeHTeK IHK., (Viresolve Pro a6o Virosart HF). BeBegeHHs 3miH
BoJa ANs iH'ekuin 20 CLUA; NpoTArom 6-Tu MicALiB Nicns 3aTBepMAKEeHHS
M/1, WO MICTUTb BunpobyBaHHs
1,1% 6eH3u10BoOro KOHTPO/O SIKOCTI
cnupTy Ta Bogy ANns (TinbKM
iH'ekujill) y chnakoHi B CTEepPW/IbHICTb Ta
KapTOHHI KOpOOL;j MeXaHiyHi
BK/TIOYEHHS):
[>xeHeHTek IHK.,
CLLA;
BrnpobyBaHHs

KOHTPO/110 SAKOCTI:




44

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

®.XohpmaHH-/15
Pow NTpA,
LBeliuapis;
BTopuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis;
PO3UMHHYK:
Brpo6HMUTBO
Hepo3acoBaHol
npoaykuii,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPOHO SIKOCTI,
BWMNYCK Cepil:

& . XohpmaHH-/15
Pow Jltg,
LLiefiuapis;
BunpobyBaHHs
KOHTPO/IO AKOCTI:
®.XohpmaHH-/15
Pow NTpA,
Leliuapis

49,

FE®ITIHIB
3EHTIBA

TabneTku, BKpUTI
NNiBKOBOKO
060510HKO0, No 250
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BTOPUHHE
nakyBaHHs,
TecTyBaHHS,
BWMNYCK Cepil:
dapmagokc
Xernckea 1114,
ManbTa; BUnycK
cepii: labopmes-
®apma C.A.,
PymyHis;
BMPOOHULITBO
dopmu in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
TecTyBaHHs
CTabiNIbHOCTI:
Notyc
PapmacbroTuKan

ManbTa/
PymyHis/
TaviBaHb

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
My - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUxX JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLWO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
0ocobu 3as1BHMKA, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YkpaiHi. [itoua pegakuisi: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.

3a
peyenmom

UA/17929/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ko., NT1A., TaliBaHb
50. FT’PAHOLUUT® niogpinizat gns TOB YkpaiHa BTOPVHHE PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/5627/01/01
34 PO34UHY ANS iH'EKLI "CaHodi- nakyBaHHs, AnoHis Tmny - 3MiHn 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peyenmom

no 33,6 msiH MO ABeHTIC KOHTPO/b SKOCTI napameTpax cneupudikauii Ta/abo AONyCTUMUX MEX,
(263 mkr); Ne 5: no 5 YkpaiHa" Ta BUNYyCK cepiit BM3HAYeHUX y cneumdiikauisx Ha Adl, abo

oNakoHiB 3i ckna
TMnalc
niocpinizatom,
YKyMOpeHux
npo6kaMun rymoBumMm
6yTVMNOBUMM Ta
o6xaTnx
KoBMnaykamm
TIOMIHIEBUMY B
KOMM/IeKTi 3 5
amnynamu no 1 mn
3icknaTtuny | 3
PO34MHHKKOM (BOAA
ONs iH'eKUii) B
KapTOHHI KOpo6Lii

nioghinizaty Ta
PO3YMHHYMKA:
CaHodi BiHTpon
IHpacTpia,
dpaHuis;
BMPOGHMLITBO
niodpinizary,
nepBuHHe
nakyBaHHs,
KOHTPO/b SIKOCTI:
LWyrai dapma
MaHyhekTypuHr
Ko. NITa, AnoHis;
BMPOBOHULITBO
PO3UYNHHKIKE,
nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI:
[aynt ®apma
NiBpoH, ®paHuis

BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOTO NOKa3HWUKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
HecyTTeBUIA NnapameTp «Bu3HaueHHs MonekynspHoi
mMacu» metogom SDS-PAGE /thapbyBaHHs cpibiom
[ON151 BU3HAYeHHS aBTEHTMYHOCTI 3i cneuudikawii
po60oyoro cTaHZapTy NEHOrpacTumy, Lo
BVIKOPVCTOBYETLCS B MPOLECI BUPOBHULTBA, OCKI/IbKM
AaHnin MeTog, 6yB BUKOPUCTaHWUIA SIK AOCAIAKYBaHWUIA
napameTp f151 BCTAHOB/IEHHA po60YO0ro cTaHaapTy.
HasiBHuiA TeCT nenTuaHe kapTyBaHHA HasABHUIA TeCT
nenTuAHe KapTyBaHHS LUAAXOM PigvHHOT
Xpomatorpaqii LWIAXoM piAMHHOT XpoMaTorpadii Ha
aBTEHTUYHICTb A4/15 BCTAHOB/IEHHS PO60YOro
cTaHAapTy; 3MiHW | Tuny - 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuundikadiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneundikauisix Ha A®I, abo BMXigHWIA/NPOMDKHUIA
NpoAyKT/peareHT, W0 BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpuknag, BUNy4eHHs 3actapinioro
nokasHuka)) - BunyyeHHsa HecyTTeBuiA napameTp
«Bu3HaveHHsA MOJIeKyIapHOT Macu» meTogom SDS-
PAGE /BecTepH-6/10T AN BU3HAYEHHS @aBTEHTUYHOCTI
3i cneumaqikaLii Aito4oi pevyoBrHNU (NeHOrpacTum), LWo
BVIKOPVCTOPBYETLCA B NPOLIECI BUPOOHULITBA, OCKISIbKM
HasiBHWI TECT NenTuAHe KapTyBaHHSA LLISAXOM PigUHHOT
Xpomatorpadii; 3miHu | Tuny - 3miHn 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneumdikawiii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneundgoikauisix Ha A®I, abo BMXigHWIA/NPOMIKHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BMPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO MOKa3HWKa
AKOCTI (Hanpuknaz, BU1yYeHHs 3acTapinoro
nokasHuka)) - BunyyeHHs HecyTTeBuii napameTp
«BmicT HemoHomepHoro M-KCd(%)» meTogom SDS-
PAGE /dapbyBaHHs cpibnom 3i cneumdikauii girovor
PEYOBUHM (NTEHOrpacT1M), L0 BUKOPUCTOPBYETLCSH B
npoLeci BUPOGHULITBA, A/151 BU3HAYEHHS YACTOTH,
HasBHWI1 MeTog SDS-GPC B AKOCTi BUNPOOYBaHHSA Ha
BMICT AOMILLIOK; 3MiHU | TUNY - 3MiHK 3 SKoCTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpobyBaHb/nepioay 36epiraHHa abo ymoB
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BignoBigHOCTI EBpoNEiChKiit
hapmakonei, Lo BKIoYae nepios NoBTOPHOro
BMMPOGYBaHHS) (3MiHa y 3aTBEPAYKEHOMY MPOTOKOS
cTabinbHoCTI) - 3MiHM 40 3aTBEPXKEHOro NPOTOKONY
cTabinbHocTi A®| Ans BuaaneHHa 3aTBepakeHoro
napameTpa «BmicT HemoHoMepHoro M-KC®(%)»
meTogom SDS-PAGE /dapbyBaHHs cpibiom i3
po3giny «BunpobyBaHHA Ha BMICT [OMILLOK».
PepakTtopcbku npaskn go po3giny 3.2.S.5, po3gin
OHOBJIEHUIA iHChOpMaLLielo Ta AaHMMW MOTOYHOTO
po60oYOoro cTaHAapTy ; OHOBAEHHS p. 3.2.A.2
MpyMieHH:A Ta 06n1agHaHHS (MepeMileHHs ckiaais
Ha 3aBopj YkiMa , kopnycu W10,W14-po3MilLleHHs
CKNagis; NPUNNHEHHS BUCOKONYXKHOT 06POBKU KNITUH
CHO pgns iHakTuBauii (BignoBigHO A0 AMNOHCHKOrO
3aKOHOAaBCTBa); A0AaBaHHSA 30HW A4/19 NPOBeAEHHS
BMNPOGYBaHHA KOHTPO/IIO AKOCTI (kopnyc 55);
nepeMilLleHHs naHenein perynoBaHHa TemnepaTypu B
Mexax ofgHoro nosepxy kopnycis MCB, WCB ckniagy
E49

51.

DNABEPIC

Kpani O4Hi, PO34uH,
40 mkr/mn; no 2,5
M1y dh/1aKoHi-
KpanenbHuu; no 1
hnakoHy-
KpanenbHuLi B
KapTOHHI KopooLli

TOB
«YOPN[,
MEANLINH>

Ykpaina

K.O. Pomchapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasii: 3miHa
3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs!)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). TepMiH
BBE/EHHS 3MiH NPOTArom 6 micauis nicns
3aTBEPMKEHHS. 3MiHN | TUNy - 3MiHW WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux npo
cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHvX Npo cuctemy chapmakoHarnsgy, 3MiHa
YMOBHOBaXeEHOT 0co6bu, BigNoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
hapmakoHarnsgy B YkpaiHi, SKWw0 BOHa BiAMiHHA Bif,
YMOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 3AiiCHEHHS
hapmakoHarnsagy (Bkoyarouy KOHTakTHI gani) Ta/abo
3MiHW Y PO3MiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXeHOT 0cobu
3asBHVKA, BignoBigasibHOI 3a hapmakoHarnsag. Jitoya
pepakuis: PycygaH Ecakist / Rusudan Esakia.
MponoHoBaHa pepfakuis: Myano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asBHMKa, BiANOBIAaNbHOT 3a hapmakoHarnsag,. 3miHa
MicLs 34iliCHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLie3HaxoMKeHHs macTep-
dhaiina cucteMm chapmakoHarnsay.

3a
peyenmom

UA/15537/01/01

52.

DANALVH

cynosuTopii
BariHanbHi no 100
Mr; No 3 cynosuTopii

Mdpaiizep
IHK.

CLWA

dapmavis i
AngxoH KomnaHi
nnc

CLWA

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuii 3acib.
3MiHV Y BUpO6HMUTBI. 3MiHM Yy Mpoueci BUpo6bHMLTBA

3a
peyenmom

UA/11124/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y namiHoBaHil rOTOBOrO /1iKapCbKOro 3acoby, BK/IOYatOUM NPOMKHWIA
honb3i (cTpuni); No NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULITBI
lcrpuny 31l rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHK)
ansnikatopom y BHECEHHS 3MiH o p. 3.2.P.3.3. Onnc BMpo6bHUYoro
KapTOHHilA KopobLy npoLecy Ta KOHTPO/II0 NPOLLECY Y 3B’A3KY 3 HETOUHICTIO
BUKNaAEHHS iHchopMaLii B OCbE NPY NEPBUHHIl
peecTpadjii. Hemae )oaHux 3MiH y thakTuiHOMy
BVMPOGHWUYOMY NPOLLECI, | 3aNPONOHOBaHI 3MiHK
Y3roKytoTbCs 3 (DAaKTUYHKM MPOLIECOM, SKWiA fje
npoTarom 6araTbOX POKiB BiANOBIAHO A0 Banigauii
npouecy.
53. AAOTOMIUUNH- | niodhinisoBaHuii Mictpan AHrnis MEJAIYEM, C.A,, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18452/01/01
BICTA NOPOLLIOK AN1S Kenitan Icnanisa (KoHTponb ITanis/ TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3acib. peyenmom
PO34UnHY NSt iH'eKUid | MeHemxmeH AKOCTI cepil (Kpim Higepnanaun 3MiHV Y BUPOOHMUTBI. 3MiHM Y NpoLeci BUPO6HULTBA
abo iHdysin no 350 T NimiTeq, MiKPOBGIOMOMYHNX rOTOBOTO JIiKAPCbKOro 3acoby, BK/IOYAKUN MPOMKHWIA
Mr, 1 donakoH y nokasHuKiB) Ta NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
nauui BiANOBiAabHMI 3a roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
BUMYCK cepii); npotieci BUpo6HMLTBa) 3MiHM Y Npoueci BUpobHMLTBA:
MIKIHI ®APMA, KPOK chinbTpauii: yac cinbTpauii wogo
C.A., IcnaHis 3anponoHoBaHol napTii 23 985 chnakoHis, 180-250 xB.
(BTOPUHHE Limkn niodpinizaui: 4ac NEPBUHHOTO CYLLiIHHA OHOB/IEHO
nakyBaHHs); 8o 18 rogvH ansa gantomiumHy 350 mr, go 21,5 roguH
XIKMA ITANIA ans pantomiyunHy 500 mr, PewTa umkn niodinisauii
C.N.A., ITanisa 6e3 3MiH. CTepunisauist h1akoHiB: h1akoHM
(B1pO6HMLTBO [AeniporeHisyloTbCcs nepes BUKOPUCTaHHAM 3a
nikapcbkoro [0MOMOrOH0 CyXOro TENI0BOro TyHento. MapameTpu
3acoby, nepBuHHe BigBanigosaHi ans 15 dpnakoris, Uykn: Temnepatypa
Ta BTOPUHHE 310?C (3057 C- 325?C), wsuakicte 2109 mm/ x8,
nakyBaHHs, TpvBanicTb 06pobka He MeHLe 13,8 XB Ha KOXeH
KOHTPO/b AKOCTI donakoH. 3miHum | TMny - 3miHK 3 AKoCTi. FoTOBMIA
cepii); Yoanak nikapcbknii 3aci6. Cuctema
HigepnaHvau, B.B., KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa hopmu
HigepnaHngmn ab0 po3Mipy KOHTenHepa yn 3aKynoprBasibHOro
(BTOPUHHE 3aco6y (NepBMHHOI yNakoBKW) (CTepW/IbHI NiKapCbki
nakyBaHHs) 3aco6u) 3MiHN WoA0 3aTBEpMKEHHS crneundikaLii ans
aNbTepHaTMBHOIO po3Mipy onakoHiB glass type |
vial(EP.,15 ml)- Height, External bottle diameter,
Internal mouth diameter, External mouth diameter.
3MiHn |l Tuny - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkunit
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
(BK/IKOYAlOUM fiana3oH po3Mipy cepii) roToBoro
niKapcbKoro 3acoby (3MiHa CTOCYETbCS BCIX iHLLMX
NiKapcbKnx )OpM CyKYMHOTO (KOMM/IEKCHOTO)
BMpOo6HUYOro npouecy) 36iMbLLUEHHS PO3Mipy cepii:
3aTtBepmkeHo: ana 350 mr - 2000 vials, 13 500 vials,
Ansa 500 mr - 2000 vials, 13 500 vials; 3anponoHoBaHo:
ans 350 mr - 2000 vials, 13 500 vials, 23985 vials, gns
500 wmr - 2000 vials, 13 500 vials, 23985 vials
54. AANOTOMIUMH- | niodhinisoBaHuii MicTpan AHrnis MEAIYEM, C.A, IcnaHis/ BHECEHHS1 3MiH 10 peecTpauiiHux maTtepianiB: 3MiHu | 3a UA/18452/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BICTA NOPOLLIOK A5 Kenitan Icnanisa (KoHTponb ITanis/ TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom
PO3UUnHY ANs iH'eKUin | MeHemxmeH AKOCTI cepil (Kpim Higepnanaun 3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpobHULTBA
a60 iHdysiii no 500 T NimiTeq, MiKPOGIONOMIYHNX rOTOBOTO J1ikapCbKOro 3acoby, BK/I0YakoUM NPOMiKHWIA
Mr, 1 donakoH y nokasHuKiB) Ta MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
nauuji BiANOBiAaIbHMI 3a rOTOBOrO JliKapcbKoro 3acoby (He3HauyHa 3miHa y
BUMNYCK cepii); npotieci BUpo6HuLTBa) 3MiHM Y Npoueci BUpobHMLTBA:
MIKIHI ®APMA, KpOK chinbTpauii: yac cinbTpauii wogo
C.A., IcnaHis 3anponoHoBaHol napTii 23 985 chnakoHis, 180-250 xB.
(BTOPUHHE Limkn niodpinizauii: Yac NEPBUHHOTNO CYLLIHHA OHOB/IEHO
nakyBaHHs); 8o 18 rogvH ansa gantomiumHy 350 mr, go 21,5 roguH
XIKMA ITANIA ans pantomiyunHy 500 mr, PewTa umkn niodginisauit
C.N.A., ITania 6e3 3MiH. CTepunisauis h1akoHiB: hakoHM
(B1pO6HMLTBO [AeniporeHisyloTbCs nepes BUKOPUCTaHHAM 3a
nikapcbKoro [0MOMOrOH0 CyXO0ro TENI0BOro TyHento. MNapameTpu
3acoby, nepBuHHe BigBanifosaHi ans 15 dpnakoHis, Uykn: TeMnepaTypa
Ta BTOPUHHE 310?C (3057 C- 325?C), wsuakicte 2109 mm/ x8,
nakyBaHHs, TpuBasiicTb 06po6Ka He MeHLe 13,8 XB Ha KOXeH
KOHTPO/b AKOCTI chnakoH. 3miHu | TNy - 3MiHW 3 IKOCTi. TOTOBWIA
cepii); Yoanak nikapcbknii 3aci6. Cuctema
HigepnaHvau, B.B., KOHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa hopmu
HigepnaHamn a60 po3mipy KOHTeHepa UM 3aKynoptoBaslbHOTO
(BTOPUHHE 3aco6y (NepBMHHOI yNakoBKW) (CTEPW/IbHI NiKapCbki
nakyBaHHs) 3aco6u) 3MiHN WoA0 3aTBEpPIKEHHS crneundikaLii ans
aNbTepHaTMBHOIO po3Mipy donakoHiB glass type |
vial(EP.,15 ml)- Height, External bottle diameter,
Internal mouth diameter, External mouth diameter.
3MiHu Il Tuny - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpo6bHULTBI. 3MiHa po3mipy cepii
(BK/KOYAtOUM fiana3oH po3mipy cepii) rotoBoro
niKkapcbKoro 3acoby (3MiHa CTOCYETbCS BCIX iHLLNX
NiKapCbKnx )OpM CyKYMHOTO (KOMM/IEKCHOTO)
BMPOGHMYOro npouecy) 36inbLIeHHs po3Mipy cepii:
3aTtBepmkeHo: ana 350 mr - 2000 vials, 13 500 vials,
Ansa 500 mr - 2000 vials, 13 500 vials; 3anponoHoBaHo:
ans 350 mr - 2000 vials, 13 500 vials, 23985 vials, gns
500 mr - 2000 vials, 13 500 vials, 23985 vials
55. AAPINIA TabneTku, BKpUTI BAT YropwmHa BAT "legeoH YropumHa BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu || 3a UA/11801/01/01
NNiBKOBOKO "T'epeoH PixTep" TMny - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI Ta peuenmom
060/10HKO10, 3 PixTep" thapmakoHarnagy. BHeceHHs abo 3miHa(n) o

mr/0,02 mr no 28
(24+4) TabneToK y
6nictepi; no 1
(1x24+4) abo no 3
(3x24+4) 6nictepun
pa3om 3 nnackum

3060B'A3aHb Ta YMOB Buavi peecTtpauiiHoro
NOCBiAYEHHS, BKoYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€)
noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
[aHuMu, Lo MatoTb HaJaBaTNCA KOMNETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa

KapTOHHUM KOMNEeTeHTHUM opraHom) 3a pe3ynbTatamu
chyTnsapom ans eKCrnepTM3n HafjaHNX MaTepianiB BCTAHOB/EHO, LUO:
36epiraHHs 3asBHMKOM BAT "legeoH PixTep",YropwumHa , HagaHo
6nictepa, TWKHEBUM OHOBJ/IEHUI MnaH ynpaBniHHA pu3nkamu Bepcisa 2.1
KasieHaapem- [ANns nikapcbkoro 3acoby fapinisi, TabneTkn, BKpUTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
CTikepoMm y NAiBKOBOK 060/10HKOM, 3 Mr/0,02 Mr no 28 (24+4)
KapTOHHI ynakoBLi Tabnetok y 6nictepi; no 1 (1x24+4) a6o no 3 (3x24+4)
6nicTepy pa3om 3 NaackMm KapTOHHUM YTAAPOM L/15
36epiraHHs 6icTepa, TMXXKHEBVM KasieHAapem-
CTiKEpPOM Y KapTOHHIli ynakoBLji. 3MiHW BHECEHO [0
yacTuH: : | «3aranbHa iHdopmauis» || «Cneuymdpikauis
3 6e3nekun» (CV «llicnspeecTpauiiHuii gocsig», CVI
«JopaTtkosi BUMoru Ykpainu, €C o cneundikadii 3
6e3nekn», CVII «lgeHTrdikoBaHi Ta NOTeHLiiHI
pu3nkn», CVIII «Pe3tome npobnem 6e3neku»), Il
«[naH 3 hapmakoHarnsgy», IV»naxu wono
nicnsipeecTpaLiiHnx gocnimkeHb edpekTUBHOCTI», V
«3axoay 3 MiHiMi3auii pusukie», VI «Pe3iome nniaHy
ynpasniHHA pusnkamun» VIl «Jogatku», Sk pesynbtar
npoteaypu oLiHKK 6e3neku NikapcbKoro 3acooy.
Pestome MNnaHy ynpasniHHA pusukamu Bepcis 2.1
[00a€eTbes.
56. AE3NPETT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka BMPOGHMLITBO Icnanis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/15002/01/01
nniBKOBOIO Pecny6nik roTOBOrO Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
o6onoHkoto, 0,075 a NpOAYKTY, thapmakoHarnsgy. BeegeHHs abo 3miHu fo
Mr; no 28 TabneTok nakyBaHHs, y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
y 6nictepi; no 1 abo KOHTPO/b AKOCTI, (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
3 6nictepu B BUNYCK cepil: thapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
KapTOHHI KOpo6Lii Na6opatopioc BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
NeoH ®apma, KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
C.A,, IcnaHisi; 3[jiCHEHHS1 hapMakoHariaay B YKpaiHi, Ko BoHa
MiKpOGionoriYHniA BiAMIHHa Bif, YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
KOHTponb:JIABOP 3a 3pjlficHeHHs hapmakoHarnsay (Bkoyakun
ATOPIO KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
EYABAPHE, C.A,, thaiina cuctemun hapmakoHarisgy) 3miHa KOHTakTHOT
IcnaHisi; 0ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
anbTepHaTVBHa YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
ainsHka ansa MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
BTOPVHHOIO KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
nakysaHHsa: TOB BiANOBIAA/ILHOT 32 hapmakoHarnsg B YkpaiHi.
"MaHaHTian
IHTerpa”, IcnaHis
57. AEKCKETOMNP TabneTkun BKPUTI AT Ykpaina AT "Nly6Hnchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/19114/01/01
O®EH 060/10HKOI0, N0 25 "Nly6Hnchap TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. peyenmom
Mmr no 10 TabneTok y M" CucTema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
6nictepi;no 1, 3,5 pO3Mipy ynakoBKv roTOBOrO JlikapCbkoro 3acoby (iHLwui
ab6o 10 6nicTepiB y 3MiHW) BBEAEHHS [OAATKOBOro By YNakoBOK, 6e3
nauuji 3MiHM NEPBMHHOIO NakyBasIbHOTO MaTepiasy.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS.
58. AENO- cycnensisa ans MNOANIEP CLWA Mdcpaiizep Benbrisa BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/11244/01/01
NMPOBEPA® iH'ekuini, 150 mr/mn; IHK. MeHeKYypUHT TMNy - 3MiHK 3 AKOCTI. FOTOBWIA JTiKAPCbKMiA 3aci6. peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 mn cycneHsii y Benbrisa HB 3MiHM y BUPOGHMLTBI. 3MiHa po3Mipy cepil
donakoHi abo (BK/KOYAtOUM fiana3oH po3mipy cepii) rotoBoro
3arnoBHEHOMY nikapcbKoro 3acoby (36inbweHHs fo 10 pasis
wnpuui, no 1 MOPIBHSHO i3 3aTBEPAKEHVNM PO3MIPOM) 36iMbLUEHHS
hnakoHy a6o 1 niana3oHy po3mipy cepii 113 y hiakoHax.
LUNPWLY B KAPTOHHIi 3arsepakeHo: 240 - 800 kr. 3anponoHoBaHo: 240 -
Kopo6bui 1000 kr.
59. AnniPMaAAMO Tabnetku no 25 wmr, My6niyHe YkpaiHa, My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/8680/01/01
n no 20 TabneTok y akuioHepHe YKpaiHa, akuioHepHe My - 3MiHK 3 AKOCTI. FOTOBMIA NiKapCbKMii 3aci6. peyenmom
6nicTepi, no 2 TOBapUCTBO YkpaiHa TOBapuCTBO 3MiHM y BUPOGHMLTBI. 3MiHa po3Mipy cepil
6nictepy B nayui 3 "HaykoBo- "HaykoBo- (BK/KOYAlOUM fiana3oH po3mipy cepii) rotoBoro
KapToHy; no 10 BMPOGHUYNI BMPOGHNUNI nikapcbKoro 3acoby (36inbweHHs go 10 pasis
TabneTtok y 6nictepi, LeHTp LeHTp MOPIBHSAHO i3 3aTBEPAXEHUM PO3MipOM) BBEAEHHS
no 4 6nictepu B "BopLuariscb "BopLyariscbKuii HOBOro po3mipy cepii 1 000 000 TabneTok a6o 25,000
nauj 3 KapToHy KWIA Ximiko- Ximiko- 1. nak. Ne20x2 (Nel10x4) ans BupobHuka MNAT HBLL
thapmaueBT thapmaueBTUYHWIA "BopuiariBcbkuii X93". 3aTBepmkeHo: 750 000
NYHWIA 3aBoj", YkpaiHa,; Tabnetok B60 18,750 Tuc. nakyBaHb No20x2 (Ne10Ox4)
3aBog" ToBapucTso 3 3anponoHoBaHo: 1 000 000 TabneTtok abo 25,000 Tuc.
obmexeHor nak. Ne20x2 (Ne10x4)
BiANOBIAA/ILHICTIO
"Arpodpapm"
60. AIAKAPB Tabnetkn no 250 wmr; dapmaueBT Monbwa Brpo6HMUTBO Monbla BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/1252/01/01
no 10 Tabnetok y NYHWIA roToBOro TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
6nicTepi; no 3 3aBof, nikapcbkoro cepTudikaT BiAgNoBigHOCTI €BpONenchbkili
6nictepu y "Monbthapm 3acoby, NnepBuHHE, hapmakonei/moHorpadii. MogaHHA HoBOro abo
KapTOHHI KopooLli a"C. A, BTOPVHHE OHOBJIEHOTO cepTudikaTa BigNoBIigHOCTI a6o
Monbwa nakyBaHHs, BWyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
KOHTPO/b AKOCTI thapmakonei: gna A®l; ans BUxigHoro
Ta BUNycK cepi: martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
dapmaueBTUYHMi BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
3aBog, [0MOMDKHOT peyoBVHU (CepTudikar BignoBigHOCTI
"Monbgapma” C. €Bponelicbkiit hapmakonei) - OHOBNEHWIA cepTuddikaT
A., MonblLua; BiJ y)Ke 3aTBepKeHoro BUpo6Hvika. MNMogaHHs
MepBuHHE, OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkii
BTOPUHHE thapmakonei Ne R1-CEP 2010-371 - Rev 02
nakyBaHHs, (3atBepmxeHo: R1-CEP 2010-371 - Rev 01) ans
KOHTPO/b AKOCTI [iro4oi pevoBUHY aueTtasonamify Bif, BXxe
Ta BMNyCK cepil: 3aTBepAxeHoro BMpo6Huka Pharmaceutical Works
dapmaueBTUYHMi Polpharma S.A, MNonbLia.
3aBof
"MONb®APMA"
C.A. Biggin
MepaHa B
Cepaggsi, Monbwa
61. AOPAMILUVH TabneTkn, BKPUTI TOB YKpaina YOPNA TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHnX maTtepiasii: 3mMiHa 3a UA/14899/01/01
nNiBKOBOKO «YOPN[ MEAVUWH INAY 3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) peyenmom
060/10HKOI0, N0 3 MEANLH» CAH. BE TIOX. (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460). TepMiH
000 000 MO o 10 A.LL. BBEJEHHS 3MiH MPOTAroM 6 MicAUiB nic/is

TabneTok y 6ictepi;

3aTBepMKEHHSA. 3MiHuM | Tuny - 3MiHWM WoA0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1 6nictep B 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHI KopooLii BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHux npo
cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHuX Npo cuctemy thapmakoHarnsgy, amMiHa
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0c06M, BifNOBIfA/IbHOT 3a 34iCHEHHS
hapmakoHarnsagy (Bkouvarouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnagy) 3miHa ynoBHOBaXXeHOT 0cobun
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,. ditoua
pegfakuis: Mescim Inbkbaxap AiHyens / Mrs. Mevsim
llkbahar Dincel. MNponoHoBaHa pegakuis: Myano MNaHHa
CraHicnagiBHa. 3MiHa KOHTAKTHUX JaHWNX
YMOBHOBaXEHOT 0C06M 3a8BHUKA, BifMNoBigabHOI 3a
hapmakoHarnsg. 3miHa micus 34iCHeHHsI OCHOBHOT
AiSNbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 macTep-chaiina cuctemu
hapmakoHarnsagy. 3miau | Tuny - 3miHun Wwoao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiH1) OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEeHHAM iHthopMalii LWwoao
3a3HayYeHHs OAVHMLbB BUMIPIOBAHHA Y cucTemi S 3
ypaxyBaHHsIM iHGhopMaUiT LLoA0 3MiHU 3asIBHYKA,
0Cco6/IMBUX 3acTepexeHb nepes 3acToCyBaHHAM
NikapCcbKoro 3acoby Ta 3a3Ha4yeHHs 10roTuny
KoMnaHii. BBejeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS
62. ENOKCATUH® KOHLeHTpaT Ans TOB YkpaiHa CaHodi-ABEHTIC HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/9385/02/01
pO34nHYy AN "CaHodi- [Loiunang MrmeX TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
iHdpysin, 5 mr/mn, Ne ABeHTiC Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
1: no 10 mn YkpaiHa" BMPO6HMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
KOHUEHTpaTy, LWo BK/IHOYA0UM AiNbHWLI BUNYCKy cepii abo micue
MicTATb 50 mr NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
okcaniniatuHy, y BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
chnakoHi abo 20 Mn cepiii) 3miHa agpecu Bupo6HuKa 13 CaHoi-ABEHTIC
KOHLEeHTpary, Lo [Joiunang M'vm6X, HimeuunHa, BignosigaibHOro 3a
MicTATb 100 Mr NOBHUIA LMK BUPOGHMLTBA, BK/IKOYAKOUM BUMYCK cepi,
okcaniniaTuuy, y 6e3 3MiHM MicLA BUPO6HMLTBA. TePMiH BBEAEHHS 3MiH
donakoHi; B NigaoHi, - NPOTArOM 6 MICALIB MiCNA 3aTBEPLYKEHHS.
3anasHomy
KPYLLIKOIO, B
KapTOHHI Kopo6Lii
63. EHANANPUN Tabnetku 10 mr/25 TOB «TeBa YkpaiHa, AT YropwmHa BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 3a UA/16668/01/01
H-TEBA mr; no 10 TabneTok YkpaiHa» YkpaiHa, dapmaleBTUYHNIA TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peyenmom
y 6nictepi; no 2 abo YkpaiHa 3aBof TEBA cepTudikaT BiANoBigHOCTI €BpONenchbkili

no 3, aéo no 5, abo

cthapmakonei/MoHorpadii. NMogaHHss HOBOro abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 6, a6o no 10
6nicTepiB y kopobLi

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiickkiii
hapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif] y)Xe 3aTBepXeHOro BUpobHuka. MNogaHHs
OHOBJIEHOrO cepTudikaTa BiAgnoBiAHOCTI EBpONeChKiii
thapmakonei Ne R1-CEP 2000-091 - Rev 04
(3aTBepmxkeHo: R1-CEP 2000-091 - Rev 03) gnsa Adl
rigpoxnopoTiasnay Bif, BXe 3aTBepAKeHoro
BMpo6HMKa Unichem Laboratories Limited, India, y
Hacnigok BBeeHHA A0AaTKOBOT BUPOGHUYOI AiNbHUL,.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuit cepTudikaT Big,
HOBOr0O BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
noJaHHa HOBOro cepTucpikata BiaNoBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2003-078 -
Rev 12 ana A®l eHananpuny maneary Bif HOBOrO
Bupo6HuKa Neuland Laboratories Limited, India
(4ONOBHEHHS).

64.

EHANO3NA®
25

Tabnetku, no 10
Tabnetok y 6nictepi;
no 2 abo 3 6nictepn
y nauuj 3 KapToHy

AT
"®papmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTmdikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BigNoBIigHOCTI abo
BWYYEHHS cepTudikaTta BignoBigHOCTI €EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBeHWIA cepTuddikaT
Bif y)Xe 3aTBEP)KEHOro BUPOGHYKa.
MoaaHHA OHOB/IEHOTO cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2006-011-Rev
01 (3atBepmxeHo: R1-CEP 2006-011-Rev 00) ana Adl
rigpoxnopoTiasuay Bif, BXe 3aTBepAKEHOro
BMpobHuKa Changzhou Pharmaceutical Factory,
KuTtaii, Ta Sk HacnigoK BBeAEHHS nepiogy
peTecTyBaHHsA — 4 pOKW; BBEAEHHS 3BITY 3 OLHKM
pY3KKIB LLOA0 BMICTY €/1eMEHTHUX JOMILLIOK

3a
peyenmom

UA/5568/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHO A0 BUMOr HacTaHoBu ICH Q3D. 3MmiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BUTyUYEHHA cepTudikaTa BignoBiAHOCTI EBpoONenchKiii
hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBNeHWIA cepTuddikaT
Bif] y)Xe 3aTBEPXXEHOro BUPOGHUKA. MoaaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeinchkii
thapmakonei Ne R1-CEP 2006-011-Rev 02, Ta siK
Hacnifok 3MiHa po3mipy cepii NPOMKHUX NPOAYKTIB Ta
BMPOGHUWYOI napTii JP; 3miHa cknagy BTOPUHHOT
ynakoBku /13 3 «Npo30poro NosnieTUIEHOBOro Millka,
06ropHyTOro kpadT-nanepom» Ha «4HopHWi
noNieTUNEHOBUI MILLIOK.

65.

EHANO3NA®
DOPTE

Tabnetkn, no 10
Tabnetok y 6nictepi;
no 2 abo 3 6nictepn
B NauLi 3 KApTOHY

AT
"®Papmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu |
MRy - 3miHK 3 skocTi. CepTudikart BignoBigHOCTI/IE-
cepTuduikaT BignoBigHOCTI EBpoNenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei: ona A®l; ans BUXigHOro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBneHuin cepTuddikat
BiJ y)Xe 3aTBepKEHOro BUPOGHYKa.
MofaHHA OHOBNEHOrO cepTudikaTa BigNoBIgHOCTI
€sponevicbkiii hapmakonei Ne R1-CEP 2006-011-Rev
01 (3atBepmxeHo: R1-CEP 2006-011-Rev 00) ans Adl
rigpoxnopoTtiasuay Bif BXe 3aTBepIKeHOoro
BMpobHuKa Changzhou Pharmaceutical Factory,
KuTaii, Ta ik Hacnifok BBEAEHHS nepiogy
peTecTyBaHHs — 4 pOKW; BBEAEHHS 3BIiTY 3 OLHKM
PV3VKIB LLLOAO BMICTY €/1EMEHTHMUX AOMILLIOK
BiANoBiAHO A0 BUMOr HacTaHoBu ICH Q3D. 3MmiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTmdikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BigNoBIigHOCTI abo
BWYYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOB/IEHWIA cepTudpikaT

3a
peyenmom

UA/0702/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Bif] y)Xe 3aTBepKEHOro BUpobHuka. MNogaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichbkiii
apmakonei Ne R1-CEP 2006-011-Rev 02, Ta sk
HacnifoK 3MiHa po3mipy cepii NPOMKHUX NPOAYKTIB Ta
BUpo6HMYOT napTii AP; 3mMiHa cknagy BTOPUHHOT
ynakoBku J13 3 «npo30poro noaieTUIEHOBOro MiLlKa,
06ropHyTOro KpadyT-nanepom» Ha «4opHUIA
nonieTUNEHOBUI MILLIOK.
66. EHTEPOCTIE/Ib | nacta ans MpAT "EO® YkpaiHa MpAT "EO® Ykpaina BHECEHHS 3MiH [J0 peecTpavljiiiHux maTepiasis: 3miHu | 6e3 UA/4415/02/01
nepopasibHOro "KPEOMA- "KPEOMA-®APM" Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
3acTocyBaHHs, 70 DPAPM" thapmakoHarnsgy. BeegeHHs abo 3miHu fo
r/100 r no 135 r a6o y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
270r,a60405ry (BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
KOHTeliHepi; no 1 hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
KOHTeliHepy B BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
KOpoOLi 3 KapTOHY; KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa A5
no 15 r y nakeTi; no 3[jiCHEHHs1 hapMakoHariaay B YKpaiHi, Ko BoHa
15 a6o 30 nakeTiB y BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
KOpOO6Lii 3 KapTOHY; 3a 3gjlicHeHHs hapmakoHarnsgy (BkoyYakyn
no90ra6o 225ry KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
Ty6i; no 1 Ty6i B thaiina cuctemun chapmakoHarnsgy) 3miHa
KOpOoO6Li 3 KapTOHY yMOBHOBaXXeHOT 0c06M 3a8BHMKA, BiAMOBiga/IbHOI 3a
hapmakoHarnsg.
[itova pepakuis: Kosnoscbkuii Bagnm Onekcinosuny.
lMponoHoBaHa pepakuisi: Tonyeesa TeTaHa HOpiiBHa.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiANOBiAa1IbHOI 3a thapmakoHarnsg,.
67. EHTEPOCIE/Nb | kancynuno 0,32 r MpAT "EO® YkpaiHa MpAT "EO® Ykpaina BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/4415/03/01
EKCTPAKAINC no 7 kancyny "KPEOMA- "KPEOMA-®APM" TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuyenma
6nicTepi; no 1, 2 abo PAPM" thapmakoHarnsgy. BeegeHHs abo 3miHu o
4 6nictepn y y3ara/lbHeHUxX JaHunx npo cuctemy papmakoHarnsagy
KOpO6Lli 3 KapTOHY (BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Koznoscbkuii Bagnm Onekciiosuy.
MponoHoBaHa pepakuis: Tonueesa TeTsaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0Co6M,
BifnNoBiAa/IbHOI 3a hapmakoHarnsag.
68. EHTEPOCTIE/Ib | nacta ans MpAT "EO® YkpaiHa MpAT "EO® Ykpaina BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 6e3 UA/4415/01/01
3 CONOAKUM NnepopasibHOro "KPEOMA- "KPEOMA-®APM" MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peuyenma
CMAKOM 3acTocyBaHHs, 69,9 DPAPM" hapMakoHarnsiny. BeegeHHa a6o 3miHu [0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
r/100; no 135, y3ara/lbHeHUxX JaHnx npo cuctemy papmakoHarnsgy
270r1,405r1y (BBELEHHSA y3araslbHEHUX AaHUX NPo cUcTeMy
KOHTelHepi thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
naacTMacoBoMy; No BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
1 KOHTeliHepy B KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
KOpO6Li 3 KAPTOHY; 3[jiCHEHHs1 hapMakoHaraay B YKpaiHi, AKL0 BoHa
no 15 r y nakeri; no BiAMiHHa BiJ YNMOBHOBaXeHOi 0c06M, BiANOBIAA/IbHOI
10 a6o 20 nakeTiB y 3a 3pjlicHeHHs hapMakoHarnsay (Bkiyakun
KOpO6LLi 3 KAPTOHY; KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
no90ra6o225ry thaiina cuctemun chapmakoHarnsgy) 3miHa
Ty6i; no 1 Ty6i B YMOBHOBaXXEHOT 0CO6M 3aABHUKA, BifMNoBigaIbHOI 3a
KOpo6Li 3 KApTOHY hapmakoHarnsg.
[itoua pepakuis: Koznoscbkuii Bagym Onekcinosuy.
MponoHoBaHa pepakuis: Tonyeesa TeTsaHa HOpiiBHa.
3MiHa KOHTaKTHUX [aHnX YNOBHOBAXEHOI 0Co6M,
BiNOBiAa/IbHOI 32 hapMakoHarnsag.
69. EPNOTUHIB TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Pemegpika Ntg Kinp BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/18180/01/01
3EHTIBA NNiBKOBOKO Pecny6nik MRy - 3MiHKN WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
060s10HKo0, No 100 a thapmakoHarnsgy. BeegeHHs abo 3miHu oo
Mr no 10 TabneTok y y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
6nicTepi; no 3 (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
6nictepn y thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
KapTOHHIN nayui BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapMakoHarsay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0c06Y, BignoBigabHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) 3mMiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAIbHOI 3a thapmakoHarnsag, B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiNOBiAA/IbHOI 32 hapMakoHarnsag B YkpaiHi.
70. EPNOTUHIB TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Pemegpika Ntg Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18180/01/02
3EHTIBA NNiBKOBOKO Pecny6nik MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmowm
o060n0HKot0, Mo 150 a dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o

mr no 10 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHIN nayui

y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapmakoHariaay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
ocobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg, B
YkpaiHi. Jitova pegakuis: Nepexpect OneHa IBaHiBHa.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
KOHTaKTHUX [aHWX KOHTaKTHOI 0CO6Y 3asiBHIKA,
BiANOBiAa1bHOI 3a (hapmakoHarnsg B YKpaiHi.

71.

ECLUUTAM®
ACIHO

TabneTku, BKpUTI
nniBKOBOIO
060/10HKO0, 1Mo 10
Mr no 10 TabneTtok y
6nictepi; no 1,3 abo
6 6nictepiB y
KapTOHHI nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaviiiHux maTepiasis: 3miHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTmdikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BigNoBIgHOCTI abo
BWYYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBIeHWIA cepTuddikaT
Bif y)Xe 3aTBEpXEHOro BUpobHYKa -
BHeceHHs 3MiH 0 MaTepiasliB peecTpaviliHoro AoCbe
Ha nikapcbkuii 3aci6 ECLUMUTAM® ACIHO, y 3B’s13ky 3
OTPUMaHHSAM OHOB/IEHOTO cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei Bif 4jto4oro BMpo6HMKa
A®I ecumntanonpamy okcanary ZHEJANG HUAHAI
PHARMACEUTICAL Co., LTD., China (Ne RO-CEP
2016-178-Rev 02) 3amiCTb 3apeecTpoOBaHOro paHille
CEP Ne RO-CEP 2016-178-Rev 01. Liex BUpo6HULITBA
A®| 3miHeHO 3 Ne XIV Ha Ne XV. 3anponoHoBaHuit Lex
po3TalLoBaHWii Ha TOMy camoMy BUPOGHUYOMY
MalifaHumKy, WO i 3aTBEpAKeHNA. ONTUMI30BaHO
BVMPOGHMYMIA NpoLiec A5 36iMbLUEHHS PO3MIpY Cepild,
kaTanizartop LiCl He BUKOpUCTOBYETLCH Y
3anponoHoBaHOMY npoueci BUpobHuuTea AdI.
3anponoHoBaHi 3MiHM He BN/IMBaKOTh Ha AKICTb Ta
cneumdikauito cyocTaHuji.

3a
peyenmom

UA/15764/01/01

72.

ECLUNTAM®
ACIHO

TabneTku, BKPUTI
nAiBKOBOO
060710HKOt0, M0 20
Mmr no 10 TabneTok y
6nictepi; no 1,3 abo
6 6nicTepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
MRy - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: gna A®l; ans BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWn cepTuddikat
Bif] y)ke 3aTBEPAXEHOr0 BUPOGHMKA -
BHeceHHs 3MiH 10 MaTepiasliB peecTpauiliHoro focbe
Ha nikapcbkuii 3aci6 ECLIUTAM® ACIHO, y 3B’a3ky 3
OTPVYIMaHHAM OHOBJIEHOro cepTuddikara BiAnoBiAHOCTI
€Bponelicbkiit hapmakonel Bif Aito4oro BUpoGHMKa
A®I ecumntanonpamy okcanary ZHEJANG HUAHAI
PHARMACEUTICAL Co., LTD., China (Ne RO-CEP

3a
peyenmom

UA/15764/01/02




57

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
2016-178-Rev 02) 3amiCTb 3apeecTpoBaHOro paHille
CEP Ne RO-CEP 2016-178-Rev 01. Liex BUpo6HULITBA
A®I 3miHeHOo 3 Ne XIV Ha Ne XV. 3anponoHoBaHuii Liex
po3TalLoBaHWii Ha TOMy camoMy BUPOGHUYOMY
MalifaHumKy, Wo i 3aTBepAKeHnin. ONTUMi3oBaHO
BMPOBHWUUIA NpoLiec Anst 36iNbLUEeHHs PO3Mipy Cepild,
kaTanizatop LiCl He BUKOpUCTOBYETLCH Y
3anponoHoBaHOMY npoueci BUpobHuuTea Ad®I.
3anponoHoBaHi 3MiHM He BN/IMBAKOTh Ha AKICTb Ta
cneumdikauito cyocTaHuji.
73. )XEBTAHA® KOHUEeHTpaT ans TOB YkpaiHa CaHodpi-ABeHTiC HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/11582/01/01
pOo34nHYy ANA "CaHodi- [Jonunang MrmeX TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iHdpysin, 60 mry 1,5 ABeHTIC Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
M YkpaiHa" BMpPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
no 1,5 mn BK/THOYAKOUM AiNbHWLI BUMYCKY cepii abo Micue
KOHLeHTpaTy y NpoBefEeHHS KOHTPOJT AKOCTI. (AISNbHICTb, 3a AKy
hNakoHi y KOMMIEeKTi BignoBigae BUPOGHUK/iIMNOPTEp, BKIOHYAKOUM BUNYCK
3 PO3YMHHWKOM MO cepiii) 3miHa agpecu BupobHuka NN3 CaHodi-ABEHTIC
4,5 mn (eTaHon 96 [Loitunang Mm6X, HimeyurHa, BignoBigansHoro 3a
%-13 % (m/m), BOAA NOBHUIA LMK BUPOGHMLTBA, BK/THOUAKOUM BUMYCK Cepil,
ONS iH'eKUin) y 6e3 3mMiHM Micus BUPOOHMLTBA. TepMiH BBEAEHHS 3MiH
donakoHi; no 1 npoTArom 6 micsLiB Nicns 3aTBEPAXKEHHS.
hnakoHy
KOHUeHTpaTy Ta 1
dnakoHy
PO34MHHYKKa B
KapTOHHI Kopo6Lii
74. 30BI/TIAM TabneTku, BKpUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/11204/01/02
nNiBKOBOKO Nab6opaTopi3 Nab6opaTtopi3 TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
o6onoHkKoto, no 150 Nimiteq Nimviteq thapmakoHarnsgy. BeegeHHs abo 3miHu o

mr/300 wmr, no 60
Tabnetok y
nnacTyKoBoMy
KOHTeliHepi; no 1
n1acTKoBOMy
KOHTelHepi y nauui

y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
(BBELEHHSA y3araslbHEHUX AAaHUX NPO CUCTEMY
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHUKa 415
3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.

[itova pepakuisa: Balwant Heer. MNMponoHoBaHa
pegaxuisi: Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignoBiga/IbHOT 3a dpapmakoHarnsag. 3MiHa KOHTakTHUX
[aHnX KOHTaKTHOI 0coby 3asiBHMKA, BiANOBIAAILHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa micus 34iicHeHHS
OCHOBHOI [isiNIbHOCTI 3 papMakoHarnsgy. 3miHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MiCL,e3HaxXoMKeHHsT MacTep-dhaiina cuctemm
chapmakoHarnsgy.
75. IBYNMPOM Kancynm m'ski no tOHina6, Nn CLA Brpo6HMK HigepnaHngm BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 6e3 UA/6045/02/01
CMOPUHT KANC | 200 mr; no 6 abo no BiANOBiAa/IbHWIA 32 / NMonbLya TMny - 3MiHK 3 SKOCTi. [0TOBWIA NikapcbKuii 3acib. peyenma
10, a6o no 12 BUPOBHULTBO, 3MiHV Y BUPOOHMUTBI (iHLUi 3MiHW) - BHECEHHS 3MiH B p.
Kancyn y 6nictepi; KOHTpONb Ta 3.2.P.3. MNpouec BMPOGHMLTBA JiKAPCbKOro 3acoby,
no 1 6nictepy B BWMYCK MPOAYKTY 30Kpema: KOpuryBaHHs onucy BMICTY iGynpocheHy Ta
KapTOHHI kopobLyj; in bulk: MaTeoH Makporony y cknagi Ha cepito
no 12 kancyny Codptaxenc b.B.,
6nicTepi; no 2 HigepnaHgu;
6nictepu B Bupo6Huk
KapTOHHI kopobuyj; BiANOBIAa/IbHWN 3a
no 10 kancyny yNaKoBky,
6nictepi; no 3 KOHTpONb Ta
6nictepu B BUMYCK cepil
KapTOHHI KopooLli roTOBOrO
npoaykty: TOB
HOC dapmauis,
Monba
76. IBYNPOM Kancysim m'siki no HOHina6, NN CLWA MaTeoH Higepnanan BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/13880/01/01
CMNPUHT MAKC | 400 wmr, no 6 kancyn Codtaxenc b.B., / TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. peyenma
y 6nicTepi; no 1 HigepnaHnamn Monbwa 3MiHM Yy BUpOOHULTBI (iHWi 3miHK) (B.11.6. (X) I1B)
6nictepy B (BUpOGHMLTBO Ta BHECEHHS 3MiH B p. 3.2.P.3. lMNpouec BMpobHMLTBa
KapTOHHI KopobLj; KOHTPO/b SIKOCTi NikapcbKoro 3acoby, 3o0Kkpema: KOpuryBaHHs onucy
no 10 kancyny npoAykty in bulk, BMICTY i6ynpodpeHy Ta Makporony y cknagi Ha cepito
6nicTepi; no 1 abo KOHTPO/b B
no 2 6nictepu B npoueci
KapTOHHI KopooLli BUPOBHMLTBA,
KOHTpO/b cepii);
Mpokci
Nab6opaTtopi3 b.B.,
HigepnaHgu
(koHTpOb cepii);
TOB HOC
dapmauis,
Monba
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta
BMMNYCK cepii)
77. IFPA® TabneTkv XyBasbHi TOB YkpaiHa xeHechapm CA peuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/14122/01/03
no 100 mr; no 1 a6o "ICTOAPM" TUny - 3MiHK WoAo 6e3nekun/ethekTUBHOCTI Ta

no 2 6nictepn y
KapTOHHi kopobuyj;
in bulk: no 1 a6o no
4 TabneTkn B
6nictepi, no 500

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAa/bHOI 3a 3MiCHEHHSI hapMaKoHarnsay;
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepis B
KapTOHHI KopooLii

KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa 415
3[jiCHEHHS1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BiAMIHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlficHeHHs hapmakoHarnagy (Bkioyaun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0C06M 3a8BHMKA, BifMOBiga/IbHOI 3a
thapmakoHarnsg.

[itoua pepakuisi: MupoHeHko Cepriii OnekcaHapoBuy.

MponoHoBaHa pefakuisi: EpeMeHko BaneHTuHa

BikTopiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT

ocobu, BiANOBIAa/IbHOI 3a hapMakoHarisga.

78.

IFPA®

Tabs1eTkv XyBasbHi
no 50 wmr; in bulk: no
1 a6o no 4 TabneTku
B 6nicTepi, no 500
6nictepiB B
KapTOHHI KOpo6Lii

TOB
"ICTOAPM"

Ykpaina

Ixenecbapm CA

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHN
TMny - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUx JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLWO BoHa
BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuis: MupoHeHko Cepriii OnekcaHapoBuy.

MponoHoBaHa pefakLis: EpemeHKo BaneHTnHa
BikTopiBHa. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6w, BignoBigabHOI 3a chapMakoHarnsag.

UA/14122/01/02

79.

IFPA®

TabneTkn XyBasibHi
no 50 mr; no 1
Tabnetui y 6nictepi,
no 1 6nictepy y
KapTOHHI KOpo6Lii
abo no 4 TabneTtkn y
6nictepi, no 1 a6o
no 2 6nictepn y
KapTOHHI KopooLli

TOB
"ICTOAPM"

YkpaiHa

xeHecapm CA

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/etpekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa 415
3[jicCHeHHs1 hapMakoHariaay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
3a 3fjicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOBaXKEHOI 0COOU 3asIBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg.

[itoua pepakuisi: MupoHeHko Cepriii OnekcaHapoBuy.
MponoHoBaHa pefakuisi: EpemeHKo BaneHTnHa
BikTopiBHA. 3MiHA KOHTaKTHUX AAaHWX YNOBHOBaXEHOI

3a
peyenmom

UA/14121/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0cobw, BignoBigabHOI 3a chapmMakoHarnsag.
80. IFPA® TabneTku XyBasibHi TOB YkpaiHa xeHecapm CA Ipeuis BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu | 3a UA/14121/01/03
no 100 mr no 1 "ICTOAPM" TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
Tabnetui y 6nictepi, thapmakoHarnsgy. BeegeHHs abo 3miHu oo
no 1 6nictepy y y3araslbHeHUxX JaHunx npo cucTemy hapmakoHarnsgy
KapTOHHI KOpo6Lii (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
abo no 4 TabneTtkn y thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
6nictepi, no 1 a6o BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy;
no 2 6nictepn y KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
KapTOHHI KopooLli 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.
[itoua pepakuisi: MupoHeHko Cepriii OnekcaHapoBuy.
MponoHoBaHa pefakuisi: EpemeHKo BaneHTnHa
BikTopiBHa. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BiANoBiga/IbHOT 3a hapMakoHarnsg.
81. IBOKET® PO3uunH ANs iHdysil 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/3055/02/01
0,1%; no 10 mn B Pecny6nik bulk”, nepsuHHe Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
amnyni; no 10 a nakyBaHHs: thapmakoHarnsgy. BeegeHHs abo 3miHu fo
amnyn y KapTOHHIl EBep ®apma VeHa y3ara/lbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
nauui mM6X, HimeuunHa (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeMy
BTOPVHHE chapmakoHarnsgy, 3miHa ynoBHOBaxeHo! ocobu,
nakyBaHHs: BiANOBIAA/IbHOI 3@ 34iliCHEeHHA ddapmakoHarnsgy;
Elicika KOHTaKTHOi 0c0obM 3 hapMakoHarnagy 3asBHuKa 45
dapmMacbioTKan3 3[jiCHEeHHs1 hapMakoHariaay B YKpaiHi, KO0 BoHa
v6X, HimeuunHa BiAMIHHa Bif YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
KOHTPO/b AKOCTI 3a 3gjlficHeHHs hapmakoHarnsgy (Bkioyakun
"in bulk", KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BiANOBIAa/IbHUI 3a haiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
BUNYCK cepi: 0ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
Elicika YkpaiHi. [itoya pegakuis: Mepexpect OneHa IBaHiBHa.
PapmacboTukan3 MponoHoBaHa pepgakuis: Amepi biona [kecci. 3miHa
'M6X, HimeuunHa KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6M 3asiBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg B YkpaiHi.
82. IBOKET® crpeii OpOMyKO3HUIA, | 3eHTiBa, K.C. Yecbka BTOPVHHE HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/3055/01/01
1,25 mr/po3y; no 15 Pecny6nik nakyBaHHs, IpnaHgis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom
mn (300 fos) y a KOHTPO/b AKOCTI thapmakoHarnagy. BeefeHHsa abo 3miHu o
chnakoHi; no 1 NepBUHHOTO y3ara/lbHeHUx JaHnx npo cuctemy papmakoHarnsgy

hnakoHy B
KapTOHHiiA Kopo6Ly

nakyBaHHs «in
bulk», Bignosigae
3a BUMYCK cepil:

(BBEAEHHS Y3araslbHEHMX AAHWX NPO CUCTEMY
thapmakoHarnagy, 3miHa ynosHoBaXKeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;

Elicika KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa 4Ns
PapmacbloTukan3 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, KL BOHa
v6X, HimeuyunHa,; BigMiHHa Bif, yNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI

BTOPUHHE 3a 3fiicCHEHHA dpapmakoHarnsgy (Bkaoyawum
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs: Elicika KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
dPapmacboTukan3 (paiina cuctemu hapmMakoHarssay) 3mMiHa KOHTaKTHOT
vM6X, HimeuunHa; ocobu 3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, B
BMPOGHMLTBO YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
«bulk», MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
anbTepHaTUBHUIA KOHTaKTHUX A@HWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BMPOGHUK BiANOBIAabHOI 3a thapmakoHarnsag B YKpaiHi.
NepBUHHOTO
nakyBaHHS,
HanoBHEHHS
donakoHiB: ABapa
LLleHHOH
PapmacbloTukan
Cepsices JlimiTeq,
IpnaHgjs;
nepBuHHe
nakyBaHHs,
HanoBHEHHS
chnakoHiB: Konen
Naynxaiim M16X
eHp Ko. KT,
Himeyunna
83. IBOHIA3UA Tabnetkn no 100 mr Makneosc IHais Makneopc IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/15099/01/01
no 10 TabneTok y dapmacboT dapmacbloTrkanc TMNy - AOMiIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi, no 3, 9 abo nkanc Nimitep Ta/abo aapecu MicLa NPOBaMKEHHS AisNbHOCTI
10 6nicTepiB y Nimiteq BMPOGHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
KapTOHHI ynakoBL; BK/IO4A0uM AiNbHULI BUMYCKy cepii abo micue
no 28 tabneTtok y NpoBeAleHHS KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
6nictepi, no 3 abo BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
24 6nictepn y cepiii) 3miHa agpecu BupobHuka N3 Makneoac
KapTOHHI ynakoBL; dapmacsroTukanc fMimites, IHgis/Macleods
no 1000 TabneTok y Pharmaceuticals Limited, India, 6e3 3miHu micua
nonieTuieHoBoMy BMPO6HULITBA: 3MiHM BHECEHO B IHCTPYKLiO 415
nakeTi, no 1 nakety MeAMYHOro 3aCTOCyBaHHA /TikapCbKoro 3acoby y
Yy NNacTUKOBOMY po3gin «Micue3HaxomxeHHs BUPOGHMKa Ta agpeca
KOHTelHepi. MiCLiAl MPOBaKEHHS Or0 AiSNbHOCTI» 3 BiANOBIAHUMY
3MiHaMK y TeKCTi MapKyBaHHS yNakoBKW NiKapcbkoro
3acoby. BBefeHHsA 3MiH NpoTArom 6-Tu micsuis nicns
3aTBEPAKEHHS.
84. IBOHIA3U, Tabnetku no 300 Mr Makneopc IHAis Maxkneopc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/15099/01/02
no 10 TabneTok y dPapmacbioT dapmacbloTUKanc TMNYy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepi, no 3, 9 abo nKanc Nimitepq, Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
10 6nicTepiB y Nimiten BMpOOHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,

KapTOHHI ynakoBLi;
no 28 TabneTtok y
6nictepi, no 3 abo
24 6nictepn y
KapPTOHHIN ynakoBLi;

BK/THOUYAKOUM AiNbHWLI BUMYCKY cepii abo Micue
NpoBeAeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BUPOGHUK/IMNOPTEP, BKIOHYAKOUM BUNYCK
cepii) 3miHa agpecu BnpobHuka N3 Makneoac
dapmacboTukanc Jlimiteg, IHais/Macleods
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1000 TabneTok y Pharmaceuticals Limited, India, 6e3 3miHu micus
nonieTuneHoBomy BMPOOGHULTBA: 3MiHW BHECEHO B IHCTPYKLIiO A5
nakeri, no 1 nakety MEeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
y N1acTUKOBOMY po3gin «Micue3HaxoKeHHs BUPOOHVKa Ta agpeca
KOHTelHepi MiCLiAl MPOBaKEHHS A0r0 AiSNIbHOCTI» 3 BiANOBIAHUMY
3MiHaMu y TEKCTi MapKyBaHHS YMakoBKU MiKapCbKoro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micsuiB nicns
3aTBEPMAKEHHS.
85. IKEPBNC® Kpanni o4Hi, CaHTeH AT PiHNAHAIA EkcenbBixeH, PpaHuia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/17100/01/01
emynbcis, 1 Mr/mn; ®paHuis DiHNAHAA TMny - 3MiHK 3 SKOCTi. [0TOBWIA NikapcbKuii 3acib. peyenmom
Ne 30 (5x6): no 0,3 (BUMPOGHMLTBO, KOHTPO/1b AONOMDKHUX peYoBUH. 3MiHa napameTpis
M B THOOMK- KOHTPO/b AKOCTI, cneuudikauin Ta/abo gonyctummnx mex ans
KpanenbHuui ans nepBuHHe [OMNOMDKHOT peYOoBMHM (iHLLI 3MiHK) - 3MiHa MeX
O/JHOKpaTHOro nakyBaHHs Ta cneumadikayii oA nokasHMka «3asILLIKOBI
3acToCyBaHHSA; No 5 BTOPVHHE PO3UNHHUKM», AN KOHTPOJIHO SAKOCTi [LOMOMDKHOI
TIOOUK-KpanenbH1Lb nakyBaHHs); PEeYOBUHM LIeTA/KOHIIO X10pyA,. Y 3B’A3KY i3 3aMiHO0
y namiHoBaHoMy CaHTeH AT, NOTOYHOro NocTavasibHMKa LONOMIXHOI Pe4YOBUHU
antoMiHieBoMy PiHNAHZIA (BUNYCK LIeTaUTKOHIIO X/T0puAy Ha HOBOTO, iCHYE BIAMIHHICTb Y
nakerti; no 6 nakeTis cepii); Cepsinak, 3a/IMLLKOBUX PO3YMHHUKAX. ICHYIOYI 3a/TULLKOBI
Y KapTOHHiIli KopoobLi PpaHuin PO3YMHHWKN aLEeToH i AguMeTundopmamiz
(BTOPUHHE MPOMNOHYETLCHA 3aMiHUTK i30MponinaLeTaToMm.
nakyBaHHs1) 3annLWwKoBKil PO3YMHHUK i3onponinauerar
KOHTPOHETLCA BiANOBIAHO A0 BUMOT ICH.
86. IPUHOTEKAH KOHUEeHTpaT ans Megak HimeuumnH B1po6HMK, LWo HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/11702/01/01
MEAAK NpUroTyBaHHA lesenblad a Bignosigae 3a Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
pO34nHy AN T chrop MapKyBaHHs thapmakoHarnagy. BHeceHHs abo 3miHa(n) fo
iHdbysin, 20 mr/mn no KAiHiwe nepBUHHOT 3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
2 Mn (40 mr), a6o no | Lneuiansnp YyNaKoBKM, NocBigYeHHs, BKoYatoum MaaH ynpasniHHA pysnkamu
5 mn (100 mr), abo enapare BTOPVHHE (3acTocyBaHHSA 3MiH(M), siki(a) BUMaratoTb(€)
15 mn (300 mr) y M6X nakyBaHHs, NoAasbLIOro 06rpyHTYBaHHSA HOBUMU JOAATKOBUM
CKNsAHOMY D/1aKOHi, HaHeCeHHs JaHuMK, Lo MatoTb HaJaBaTUCA KOMNETEHTHUM
no 1 conakoHy B 3aXMCHOI MAiBKM OopraHoMm, OCKiflbkvi BUMaraeTbCs CyTTeBA OLjiHKa
nauui (onuioHanbHo), KOMMETEHTHUM OpraHom) - BukoHaHHs 3060B'sA3aHb
KOHTPO/b/BMNPOGY BiANOBIAHO A0 NiANYHKTY 1.13 NyHKTY 1, NignyHKTY 2.3
BaHHSA cepii Ta 3a NyHKTY 2 gogatky 15 no MNopsiaky nposefeHHs
BWMNYCK cepil: eKCnepTun3n peecTpauiiHnx Matepianis Ha nikapcbki
Megak 3acobu, L0 NoAaloTbCA Ha fiepXaBHy peecTpaLiiio
lesenbladT rop (nepepeecTpalilo), a Takox ekcnepTusn matepianis
KiHiwe Npo BHECEHHS 3MiH [0 peecTpauiiHnx matepianis
Lneuianbnpenapa NpOTAroMm fii peecTpauiiiHoro NocBig4YeHHs,
Te M6X, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
HimeuumnHa; (y pepakuii Hakasy MO3 Big, 23.07.2015 Ne 460)

B1poGHMK, Lo
Bignosigae 3a
BMPOGHMLITBO
NiKapcbKoro
3acoby, nepBnHHe
nakyBaHHs,
MapKyBaHHsi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nepBUHHOT
ynakoBkMu,
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOBY
BaHHSA cepii:
OHkoTek ®apma
MpogakwH 62X,
HimeuumnHa,;
B1po6HMK, Wo
Bignosigae 3a
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS,
HaHeceHHs
3aXMCHOI MAiBKM
(onujioHanbHO):
Meg-IKC-lNpecc
'm6X, HimeyunHa
87. IPUHOTEKAH- KOHUEeHTpaT ans Mictpan AHrnis AkTasic ITanis ITania BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu | 3a UA/14240/01/01
BICTA NpUroTyBaHHsA Kenitan C.n.A. TMny - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenmom
PO34unHy Ans MeHemKMeH hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
iHdpy3iia, 20 mr/m; T NimiTeq, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
no 5 mn (100 mr) 0151 MeQUYHOro 3aCTOCyBaHHA Ha MigcTaBi perynsipHo
a6o no 15 mn (300 OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neky NikapcbKoro 3acoby,
mr), a6o 25 mn (500 abo pgocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
Mr) y doiakoHi; no 1 3acoby B nicnspeecTpauiiiHnii nepiog, abo sk
hNakoHy B pe3ynbTaT OLiHK/ 3BiTy 3 AOC/ifKEHb, MPOBEAEHNX
KapTOHHI KopooLli BiANOBIAHO [0 NNaHy negiatpuyuHux gocnigpxers (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
OopraHoMm) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acToCyBaHHA /TikapCbKoro 3acoby y
po3ainuv: "B3aemogis 3 iHLWMMK NikapcbkruMmn 3acobamm
Ta iHWi B1an B3aemogiin”, "Oco6/mBOCTi
3acTocyBaHHA" BifNoBIAHO 1O OHOB/IEHOT iHhopmaLii 3
6e3nekun Aitoyoi pevoBUHN
88. KAHABIT PO3YUH NS iH'EKLN, BB dapma Yecbka EAYbiEm ®apma CnoBaubka BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/12630/01/01
10 mr/mn; no 1 mn B a.c. Pecny6nik c.p.o. Pecny6nika TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
amny’ii KOpUYHEBOTO a KOHTpOsb roToBOro fikapcbKoro 3acoby. 3MiHa
ckna; no 5 amnyn napameTpiB cneuudikauiii Ta/abo JONYyCTUMMX MEX
BMILLYIOTb B roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa
YyNakoBKy 3 NAiBKu KpUTEpIiiB NPUAHATHOCTI 3a NOKa3HWMKOM «KinbkicHe
PVC;no 1 BM3HaYeHHs oitoMmeHagioHy» (HPLC, Ph. Eur. 2.2.29)
nnacTuKoBili y cneuudpikauisix Ha BUMYCK Ta TePMiH NPUAATHOCTI
ynakoBLji B
KapPTOHHI Kopobui
89. KAMNEHEKC TabneTku, BKpUTI FETEPO IHAis [eTepo /1a63 IHAis BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/17966/01/01
NNiBKOBOKO NAB3 Niviteq MRy - 3MiHKM WoA0 6e3nekn/edpeKTBHOCTI Ta peuyenmom

060/10HKO, Mo 150

NIMITEA

chapMakoHarnsay. 3miHa y KOpoTKili XxapakTepucTuLl
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

mr; no 10 TabneTtok
y 6nictepi, no 3 abo
6 6nicTepiB y
KapTOHHI kopobuyj;
no 60 TabneTok y
KOHTeliHepi, no 1
KOHTEliHepy y
KapTOHHI KopooLli

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi peryispHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro 3acooby,
abo JocnigkeHb 3 6e3neky 3acToCyBaHHSA /iKapCbKOro
3acoby B nic/ispeecTpaviiiHnii nepiod, abo sk
pesynbTart OLiHK/ 3BITy 3 AOC/ILKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHux gocnigxexb (PIP)
(3MiHy y3rompkeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHW BHeCeHi [0 IHCTPYKUiT AN MefuyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain "MobiuHi
peaxuii” BignoBigHO A0 OHOBNEHOT iHChopMaLi 3
6e3nekun Aito4oi pevoBrHN. BBeAEHHS 3MiH NPOTArom
6-TW MicsUIB Nicns 3aTBEPKEHHS.

90.

KAMEHEKC

TabneTku, BKPUTI
nAiBKOBOO
060710HKOt0, Mo 500
mr; no 10 TabneTok
y 6nictepi, no 3 abo
6 6nictepiB y
KapTOHHI kopobLyj;
no 120 TabneTok y
KOHTeliHepi, no 1
KOHTElHepy y
KapTOHHI KOpo6Lii

FETEPO
NAB3
NIMITEL

IHAis

letepo /1a63
Nimviteq

IHAis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku NikapcbKoro 3acoby,
abo pgocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B micnspeecTpaviiiHnii nepiod, abo K
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyuHux gocnigpxeHs (PIP)
(3MiHY y3rof)XeHo 3 KOMNETEHTHM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHi [0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL;i 3
6e3neku Ailo4oi pevoBrHN. BBeAEeHHS 3MiH NpoTArom
6-TU MicsaUIB NicNsa 3aTBEPKEHHS.

3a
peyenmom

UA/17966/01/02

91.

KAPBEAUNON
3EHTIBA

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

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Nabopmeg-Papma
C.A.

PymyHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeMy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEeHHs1 hapMakoHariaay B YKpaiHi, KO0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3gjlficHeHHs hapmakoHarnsgy (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun hapmakoHarisgy) 3miHa KOHTaKTHOT
0ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg B YkpaiHi.

3a
peyerimom

UA/13976/01/01

92,

KAPBEAWNON
3EHTIBA

Tabnetkn no 12,5 mr
no 10 TabneTtok y

3eHTiBa, K.C.

Yecbka
Pecny6nik

Nabopmeg-Papma
C.A.

PymyHis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
TMNY - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta

3a
peyenmom

UA/13976/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi; no 3
6nictepu y
KapTOHHI navui

a

thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUxX JaHnx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cUcTeEMyY
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 hapmakoHarnsay 3asBHUKa A4/1s
3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, SKLO BoHa
BigMiHHa Bif, yNOBHOBaXeHOI 0co6y, BignoBiganbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkiovaun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarssay) 3mMiHa KOHTaKTHOT
0ocobu 3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHIKa,
BiNOBiAA/IbHOI 32 hapMmakoHarnsag B YkpaiHi.

93.

94.

KAPBEAWNON
3EHTIBA

Tabnetku no 25 mr
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Nabopmes-Papma
C.A.

PymyHis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapMakoHarsay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0c06Y, BignoBigabHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) 3mMiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAIbHOI 3a thapmakoHarnsag, B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiNOBiAA/IbHOI 32 hapMakoHarnsag B YkpaiHi.

3a
peyenmom

UA/13976/01/03

KAPOVIKET®
PETAP/],

Tabnetku
NPOJIOHrOBaHOI fji
no 20 mr no 10
Tabnetok y 6nictepi;
no 5 6nictepis B
KapTOHHI KopooLli

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BupobHuk
Hepo3dgacoBaHol
npoayKuii Ta
KOHTPO/b SKOCTI:
Elicika
dapmMacbloTKan3
'm6X, HimeuunHa
Brpo6HMK
BiANOBiAa/IbHWIA 32
KOHTPO/b SKOCTI
Hepo3dacoBaHol
NPOAYKLT:
Elicika
dapmMacbioTVKan3
v6X, HimeyunHa

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapmakoHariaay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
ocobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg, B

YkpaiHi. Jitova pegakuis: Nepexpect OneHa IBaHiBHa.

3a
peyenmom

UA/4491/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MepBuHHE Ta MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
BTOPWHHE KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asBHYKA,
nakyBaHHs: BiANOBiAabHOI 3a thapmakoHarnsag, B YkpaiHi.
Elicika
dapmMacboTKan3
'mM6X, HimeuunHa
Brpo6HMK
BiANOBiAaIbHMI 3a
BUMNYCK cepil:
Elicika
dapmMacboTKan3
'M6X, HimeyunHa
95. KAPOUKET® Tabnetkn 3eHTiBa, K.C. Yecbka Brpo6HMK HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/4491/01/02
PETAPL NPOJIOHroBaHoI Al Pecny6nik Hepo3acoBaHol TMny - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta peuenmom
no 40 wmr no 10 a npoaykuii Ta thapmakoHarnagy. BeegeHHs abo 3miHu go
TabneTok y 6nictepi; KOHTPO/b AKOCTI: y3arasibHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
no 5 6nictepis B Elicika (BBELEHHSA y3araslbHEHUX AaHUX NP0 CUCTEMY
KapTOHHI KOpOOL; dapmacboTukan3 hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
'mM6X, HimeuunHa BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
Bnpo6HmK KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
BiANOBIAa/IbHUN 3a 3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLWO BoHa
KOHTPO/b AKOCTI BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
Hepo3acoBaHol 3a 3pjlicHeHHs chapMakoHarnsay (Bkioyakun
npoaykKujii: KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
Elicika thaiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
dapmacboTukan3 0cobu 3as1BHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz B
'M6X, HimeuyunHa YkpaiHi. [itoua pegakuis: Mepexpect OneHa IsaHiBHa.
MepBuHHe Ta MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
BTOPWHHE KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
nakyBaHHs: BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.
Elicika
dapmMacbioTKan3
'M6X, HimeuunHa
Brpo6HMK
BiANOBiAabHMI 3a
BWMNYCK cepil:
Elicika
dapmMacbioTVKan3
'M6X, HimeyunHa
96. KBANT® TabneTku, BKpUTI AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/17603/01/01
3ACMOKIANNB | nniskoBoo "Papmak” My - 3MiHKU 3 AKOCTI. ADI. (IHLWi 3MiHWN) OHOBNEHHS peuyenma
nin 060/10HKOH Mo 10 MaiicTep-thaiina Ha Ad| EkcTpakT Macudnopu cyxui
TabneTok y 6nictepi; Bif BMpO6HMKa Biosearch S.A., IcnaHisi. 3aTBepxeHo:
no 2 a6o 4 6nictepu Bepcisa DMF, v.6 (April 2015); 3anponoHoBaHo: Bepcis
y nayui 3 KapTOHY DMF, v.7 (April 2020).
97. KBETWUPOH 100 | Ttabnetku, BKpUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/8372/01/02
nniBKOBOO "ACIHO Crapt” ™My - 3MiHK 3 akocTi. CepTudikart BignosigHOCTI/ME- peuyenmom
060/10HKOH0, Mo 100 YKPAIHA" cepTudikaT BiAMOBIAHOCTI €EBPONENCHKIN

Mmr; no 10 TabneTok

chapmakonei/MoHorpadii. NMogaHHs HOBOro a6o
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

y 6nictepi; no 1, 3
abo 6 6nicTepis B
KapTOHHI navui

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiickkiii
hapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif, y)Xe 3aTBep)KEeHOro BUPOOHMKa. BHECEHHA 3MiH
[0 MaTepianiB peecTpaujiiHoro gocke Ha /13 KBeTUpOH
25; KBeTupoH 100; KeeTupoH 200 , TabneTkn, BKpUTI
NMiBKOBOK 0600HKOI, Y 3B'A3KY 3 OTPUMaHHAM
OHOBJIEHOrO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei ana A®| kseTianiHy hymapar Big yxe
3aTBepAxeHoro Bupo6Hvka Jubilant Generics Limited,
India, a came CEP Ne R1-CEP 2014-108-Rev 00
3amicTb 3apeectpoBaHoro paHiwe CEP Ne RO-CEP
2014-108-Rev 01. Crneuundpikanis Ha A®Il 3anuwmnach
6e3 3MiH. BHeceHi He3HauHi 3MiHN [0 METOAUKN
KOHTpOst0 Ha BMicT 2-CEE (2-(2-xnopoeTtokcu)
eTaHon). HagaHo iHdopmaLito Wwoa0 AOMILLOK.
36i/1bLIEHO TOBLUMHY NOMIETUNEHOBOIO NakeTy AN
3anobiraHHA NOLLKOMKEHHS NePBUHHOTO
nonieTuneHoBoro naketa. 3arsepaxeHo: CEP Ne RO-
CEP 2014-108-Rev 01. 3anponoHosaHo: CEP Ne R1-
CEP 2014-108-Rev 00. 3miHu | TUny - 3MiHU 3 SKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikar
BignoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsa HOBOro abo OHOBNEHOTO cepTudiikata
BigNoBiAHOCTI ab0 BUYYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ana Adl;
AN BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANA 0ONOMDKHOI peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif, y)Xe 3aTBep)KeHOro BUpobHMKa. BHECEeHH: 3MiH
[0 MaTepiasniB peecTpauiiiHoro gocke Ha /13 KBeTUpOH
25; KeeTupoH 100; KeeTupoH 200 , TabneTkn, BKpUTI
NMiBKOBOK 0600HKOI, Y 3B'A3KY 3 OTPUMaHHAM
OHOBJIEHOrO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei ana A®| kseTianiHy hymapar Big yxe
3aTBepmxeHoro BupobHuka Nosch Labs PVT. LTD,
India, a came CEP Ne R1-CEP 2015-099-Rev 00
3amicTb 3apeectpoBaHoro paHiwe CEP Ne RO-CEP
2015-099-Rev 01.
3areBepaxeHo: CEP Ne RO-CEP 2015-099-Rev 01.
3anponoHoBaHo: CEP Ne R1-CEP 2015-099-Rev 00.

98.

KBETWPOH 200

TabneTku, BKPUTI
nAiBKOBOO
060710HKot0, Mo 200
Mr no 10 TabneTok y

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu |
MRy - 3miHK 3 akocTi. CepTudikart BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoONenchbkili
hapmakonei/MoHorpadii. NMogaHHs HoBOro abo

3a
peyenmom

UA/8372/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI navui

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiickkiii
hapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif, y)Xe 3aTBep)KEeHOro BUPOOHMKa. BHECEHHA 3MiH
[0 MaTepianiB peecTpaujiiHoro gocke Ha /13 KBeTUpOH
25; KBeTupoH 100; KeeTupoH 200 , TabneTkn, BKpUTI
NMiBKOBOK 0600HKOI, Y 3B'A3KY 3 OTPUMaHHAM
OHOBJIEHOrO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei ana A®| kseTianiHy hymapar Big yxe
3aTBepAxeHoro Bupo6Hvka Jubilant Generics Limited,
India, a came CEP Ne R1-CEP 2014-108-Rev 00
3amicTb 3apeectpoBaHoro paHiwe CEP Ne RO-CEP
2014-108-Rev 01. Crneuundpikanis Ha A®Il 3anuwmnach
6e3 3MiH. BHeceHi He3HauHi 3MiHN [0 METOAUKN
KOHTpOst0 Ha BMicT 2-CEE (2-(2-xnopoeTtokcu)
eTaHon). HagaHo iHdopmaLito Wwoa0 AOMILLOK.
36i/1bLIEHO TOBLUMHY NOMIETUNEHOBOIO NakeTy AN
3anobiraHHA NOLLKOMKEHHS NePBUHHOTO
nonieTuneHoBoro naketa. 3arsepaxeHo: CEP Ne RO-
CEP 2014-108-Rev 01. 3anponoHosaHo: CEP Ne R1-
CEP 2014-108-Rev 00. 3miHu | TUny - 3MiHU 3 SKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikar
BignoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsa HOBOro abo OHOBNEHOTO cepTudiikata
BigNoBiAHOCTI ab0 BUYYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ana Adl;
AN BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANA 0ONOMDKHOI peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif, y)Xe 3aTBep)KeHOro BUpobHMKa. BHECEeHH: 3MiH
[0 MaTepiasniB peecTpauiiiHoro gocke Ha /13 KBeTUpOH
25; KeeTupoH 100; KeeTupoH 200 , TabneTkn, BKpUTI
NMiBKOBOK 0600HKOI, Y 3B'A3KY 3 OTPUMaHHAM
OHOBJIEHOrO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei ana A®| kseTianiHy hymapar Big yxe
3aTBepmxeHoro BupobHuka Nosch Labs PVT. LTD,
India, a came CEP Ne R1-CEP 2015-099-Rev 00
3amicTb 3apeectpoBaHoro paHiwe CEP Ne RO-CEP
2015-099-Rev 01.
3areBepaxeHo: CEP Ne RO-CEP 2015-099-Rev 01.
3anponoHoBaHo: CEP Ne R1-CEP 2015-099-Rev 00.

99.

KBETUPOH 25

TabneTku, BKPUTI
nAiBKOBOO
060710HKO0, M0 25
Mr no 30 TabneTok y

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu |
MRy - 3miHK 3 akocTi. CepTudikart BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoONenchbkili
hapmakonei/MoHorpadii. NMogaHHs HoBOro abo

3a
peyenmom

UA/8372/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi; no 1
6nictepy B
KapTOHHI navui

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiickkiii
hapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif, y)Xe 3aTBep)KEeHOro BUPOOHMKa. BHECEHHA 3MiH
[0 MaTepianiB peecTpaujiiHoro gocke Ha /13 KBeTUpOH
25; KBeTupoH 100; KeeTupoH 200 , TabneTkn, BKpUTI
NMiBKOBOK 0600HKOI, Y 3B'A3KY 3 OTPUMaHHAM
OHOBJIEHOrO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei ana A®| kseTianiHy hymapar Big yxe
3aTBepAxeHoro Bupo6Hvka Jubilant Generics Limited,
India, a came CEP Ne R1-CEP 2014-108-Rev 00
3amicTb 3apeectpoBaHoro paHiwe CEP Ne RO-CEP
2014-108-Rev 01. Crneuundpikanis Ha A®Il 3anuwmnach
6e3 3MiH. BHeceHi He3HauHi 3MiHN [0 METOAUKN
KOHTpOst0 Ha BMicT 2-CEE (2-(2-xnopoeTtokcu)
eTaHon). HagaHo iHdopmaLito Wwoa0 AOMILLOK.
36i/1bLIEHO TOBLUMHY NOMIETUNEHOBOIO NakeTy AN
3anobiraHHA NOLLKOMKEHHS NePBUHHOTO
nonieTuneHoBoro naketa. 3arsepaxeHo: CEP Ne RO-
CEP 2014-108-Rev 01. 3anponoHosaHo: CEP Ne R1-
CEP 2014-108-Rev 00. 3miHu | TUny - 3MiHU 3 SKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikar
BignoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsa HOBOro abo OHOBNEHOTO cepTudiikata
BigNoBiAHOCTI ab0 BUYYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ana Adl;
AN BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ANA 0ONOMDKHOI peyoBuHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWA cepTuddikat
Bif, y)Xe 3aTBep)KeHOro BUpobHMKa. BHECEeHH: 3MiH
[0 MaTepiasniB peecTpauiiiHoro gocke Ha /13 KBeTUpOH
25; KeeTupoH 100; KeeTupoH 200 , TabneTkn, BKpUTI
NMiBKOBOK 0600HKOI, Y 3B'A3KY 3 OTPUMaHHAM
OHOBJIEHOrO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei ana A®| kseTianiHy hymapar Big yxe
3aTBepmxeHoro BupobHuka Nosch Labs PVT. LTD,
India, a came CEP Ne R1-CEP 2015-099-Rev 00
3amicTb 3apeectpoBaHoro paHiwe CEP Ne RO-CEP
2015-099-Rev 01.
3areBepaxeHo: CEP Ne RO-CEP 2015-099-Rev 01.
3anponoHoBaHo: CEP Ne R1-CEP 2015-099-Rev 00.

100.

KNAPUTPOMIL,
NH

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, Mo 250
Mr; no 10 TabneTok

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT

3a
peyenmom

UA/2547/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y 6nictepi; no 1 01151 Me4MYHOro 3acTOCyBaHHS Ha MiAcTasi peryssipHo
6nicTepy B naui OHOBJIIOBAHOrO 3BiTY 3 6e3MeKkun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B mic/iApeecTpaviiiHmii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiatpuyHux gocnigxers (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHW BHeCeHi [0 IHCTPYKLUii 4518 MeAnYHOoro
3aCTOCyBaHHSA NiKapCbKOro 3acoby y po3giu
"MpoTunoka3aHHa", "B3aeMogis 3 iHLIMMY NiKapCbKUMu
3aco6amu Ta iHWi BUAY B3aemogiii", "OcobnmBocTi
3acTocyBaHHS", "3acTOCyBaHHS Y nepiog, BariTHOCTI
abo rogyBaHHS rpyAa0" BignoBiAHO [0 OHOB/IEHOT
iHChopMaLii 3 6e3nekun fitoyoi pevyoBuHU. BBeeHHs
3MiH NPOTArOM 6-TW MiCALiB NiCNs 3aTBEPMAKEHHS.
101. | KNAPUTPOMIL, | TabneTku, BKpUTI MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2547/01/02
NH NNiBKOBOKO "Kuismegnp "KuiBmeanpenapa TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
o60s10HKot0, no 500 enapar” ™ hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui
mr; no 10 TabneTok nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
y 6nicTepi; no 1 0151 MeMYHOro 3aCToCyBaHHA Ha nigcTasi perynspHo
6nicTepy B nauui OHOB/IOBAHOIO 3BIiTY 3 6e3neky NiKapCbKoro 3acoby,
abo JocnigpkeHb 3 6e3neky 3acToCyBaHHSA iKapCbKoro
3aco6y B nic/isApeecTpaviiiHnii nepiod, abo siK
pe3ynbTart OLiHK/ 3BIiTy 3 AOC/iLKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHux gocnigxexb (PIP)
(3MiHy y3rompkeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHN BHECEHI A0 IHCTPYKLii 4158 MeAUYHOro
3aCcTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
"MpoTunokasaHHs", "B3aemMogis 3 iHLWIMMU NiKapCbKuMu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
ab60o rogyBaHHA rpyaa"” BiANOBIAHO 4O OHOBEHOT
iHdhopmauii 3 6e3nekn Ajtoyoi peyosuHn. BeegeHHs
3MiH NPOTAroM 6-TW MiCALB Nic/1A 3aTBEPAKEHHS.
102. | KNALMA® TabneTku, BKPUTI AG6OTT HimeuumnH A668I C.p.n. ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2920/03/01
NNiBKOBOKO NabopaTopis a MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peuyenmom
060/10HKOI0, Mo 250 M6X thapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHO [0
mr; no 10 TabneTok IHCTPYKLUIi ANA MeAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
y 6nictepi; no 1 3acoby y posginax "B3aemogis 3 iHWMMK fiKkapCbKumu
6nictepy B 3acobamu Ta iHWi BUAK B3aemogiii" Ta "OcobnnBocCTi
KapTOHHI KopooLli 3acTocyBaHHA" Bi4NoOBIAHO O OHOB/EHOT iHhopmaLlii 3
6e3nekun fjloyoi pevyoBUHU.
103. | KNAUNO® rpaHynv ans ABGOTT HimeuuunH A66BI C.p.n. ITanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2920/04/01
opauibHOI cycneHsii, | Jlaboparopi3s a TUny - 3MiHK WwoaAo 6e3nekn/ethekTUBHOCTI Ta peyenmom
125 mr/5 mm; 1 meX hapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO A0

hn1akoH 3
rpaHynamv ans
npurotyBaHHs 60 mn
a6o 100 mn

IHCTPYKLi 4151 MeAUYHOro 3aCTOCYBaHHS JlikapCbKoro
3acoby y posginax "B3aemogisi 3 iHWNMY NiKapCbKUMU
3acob6amu Ta iHWi BuAn B3aemMogiit” Ta "OcobmnBOCTi
3acTocyBaHHA" BiANoBigHO A0 OHOBAEHOI iHdhopMaLii 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cycnexsii 3 MipHoto 6e3neku fjtoyoi pevoBUHU.
JI0XKOI0 ab0 MipHUM
LINpYLOM B
KapPTOHHI Kopobui
104. | KNALMA® rpaHynu ans AG6OTT HimeuuunH A66BI C.p.n. ITania BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2920/04/02
opasibHOI cycneHsii, | Jlaboparopi3 a TUny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta peyenmom
250 mr/5 mn; 1 M6X hapmakoHarnagy (iHwi 3MiHn) 3MiHWM BHECEHO A0
h1akoH 3 IHCTPYKLiT A8 MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
rpaHynamv ans 3acoby y posginax "Bsaemogis 3 iHWMMK fiKkapCbKumu
npuroTyBaHHsa 60 mMn 3acobamu Ta iHWi BUuAW B3aemogiii" Ta "OcobnnBocCTi
a6o 100 mn 3acTocyBaHHA" Bi4NoOBIAHO 10 OHOBJ/IEHOT iHhopmaLlii 3
cycnexsii 3 MipHoto 6e3nekun fjtoyoi pevoBUHN.
JIOXKOI0 ab0 MipHUM
LUNpYLOM B
KapTOHHI Kopo6Lii
105. | KNAUMA® B.B. | nopoLuok ABGOTT HimeuuunH Oendhapm CeH PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2920/02/01
niogpinizoBaHnii gna | Jlabopartopis a Pewmi TMny - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta peuenmom
NpUroTyBaHHsA 6X hapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO [0
PO34nHY An1A IHCTPYKLUi 4719 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
iHcpysiii no 500 wr; 3acoby y po3ginax "B3aemogisi 3 iHWNMY NiKapCbKUMU
no 1 pnakoHy y 3acob6amu Ta iHWi BuAn B3aemogiii" Ta "OcobanBoCTi
KapTOHHI KopooLli 3acTocyBaHHA" BifNoBigHO 0 OHOB/IEHOT iHhopmaLii 3
6e3nekun AitYoi pevyoBUHN.
106. | KNALUMA® CP TabneTkn, BKPUTI AGGOTT HimeuumnH A66BI C.p./. ITanis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/2920/01/01
NNiBKOBOKO Na6opaTopi3 a Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom
060/10HKOI0, M6X hapmakoHarnagy (iHwi 3MiHn) 3MiHWM BHECEHO [0
NPOIOHrOBaHOI il IHCTPYKL,ii A/19 MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
no 500 mr; no 5, a6o 3acoby y po3ginax "Bsaemogia 3 iHWMMU NiKapCbKrMm
no 7 tabnetok y 3acobamu Ta iHWi BUAY B3aemogiii" Ta "OcobnmBocTi
6nictepi, no 1 3acTocyBaHHS" BiANOBIAHO 4O OHOBMEHOI iHGhopMaLi 3
6nictepy B 6e3nekv Ajto4oi PevoBUHM.
KapTOHHiiA KopobLyj;
no 7 Tabnetok y
6nicTepi, no 2
6nictepu B
KapPTOHHI Kopobui
107. | KOPINPEH TabneTku, BKPUTI Pekopparti IpnaHgis Pekoppari ITanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/11927/01/01
10Mr/1oMr nAiBKOBOO Aineng N1p, IHpacTpia Ximika e TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3acio. peyenmom

060/10HKO0, 10
mMr/10 mr, no 14
Tabnetok y 6nictepi;
nol, 2a6o4
6nictepu y
KapTOHHiiA Kopo6Lyi

dapmaceBTika
C.n.A.

KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaUn
3amiHy abo gonosHeHHs)) 3miHa meTtogy HPLC A,
AKUIA BUKOPUCTOBYETLCA A/151 BU3HAYEHHSA
iaeHTudikauii, KinbKicHOro BMICTy Ta CynpoBifgHVX
[JOMILLIOK eHananpwly manearty, Ha metog HPLC 1,
AKUM BU3HAYaETLCS ifeHTUDIKALLS Ta KiSTIbKICHWIA BMICT
eHananpuny Maneaty (Nnpo6oniaroToBka, yMOBM Ta
nopsAoK xpomaTorpadyBaHHs, (hopMynn po3paxyHKy)
(ans gosysaHHs 10 mMr/10 mr). 3miHu | TMNY - 3MiHU 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0o4YeHHs

AKocTi. [oToBMIA Nnikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa y meToAax BUNpo6yBaHHS
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHM y MeTogax
BMNpoOyBaHb (BK/IOYAKUM 3aMiHy abo [OMNOBHEHHS))
3miHa meToay HPLC B, skuii BAKOPUCTOBYETLCS /15
BM3HAYEHHSA ifeHTudikaLi, KinbKicHOro BMIiCTy Ta
CyNpOBIAHVX AOMILIOK flepKaHigvniHy rigpoxnopuay,
Ha meTof HPLC 1, skum BU3Ha4Ya€eTbCA igeHTudikawis
Ta KinbKicHUIA BMICT nepkaHiguniHy rigpoxnopuay
(npoboniaroToBka, yMOBY Ta NOPSA0K
XpomatorpadyBaHHs, hopMyv po3paxyHky) (ons
Ao3yBaHHa 10 mr/10 mr). 3MiHn | TURY - 3MiHKU 3 SKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meToAax BUnNpo6yBaHHS
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHM y MeTogax
BMNPOGYBaHb (BK/THOYAOYM 3aMiHy ab0 JONOBHEHHS))
3miHa meToay HPLC A, skuii BAKOPUCTOBYETLCS A1
BM3HAYEHHSA ifeHTudikaLi, KinbKicHOro BMIiCTy Ta
CYMNpOBIAHVX AOMILLOK eHananpuiy maneary, Ha
mMeTog HPLC 2, akMM BU3HA4atoTbCA CynpoBiaHi
LOMILLKM eHananpuny maneaty (npobonigrotoska,
YMOBV Ta NOPAA0K XxpomartorpadysaHHs, hopmynn
po3paxyHky) (ansa fgosysaHHA 10 Mr/10 mr). 3miHun |
TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaUn
3amiHy abo gonosHeHHs)) 3miHa meTtogy HPLC B,
AKUIA BUKOPUCTOBYETLCA A/151 BU3HAYEHHSA
iaeHTudikauii, KinbKicHOro BMICTy Ta CynpoBifgHVX
[OOMILLIOK NlepKaHiavniHy rigpoxaopuay, Ha MeTog,
HPLC 3, s5kuMm BU3Ha4at0TbCA CYNpPOBiAHI AOMILLKM
nepkaHiguniny rigpoxnopuay (npoboniarotoska,
YMOBV Ta NOPAA0K XxpomartorpadysaHHs, hopmyn
po3paxyHky) (ansa fgosysaHHA 10 Mr/10 mr). 3miHun |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHS)
3MiHVM METOAUKM BU3HAYEHHS ifeHTudikauil TuTaHy
giokenay (YTOUHEHO KOHLLEHTpaLio Ta KinbKicTb
KNCOTN X/TOPUCTOBOAHEBOI; 04AHO YMOBHU
LeHTpUdIyryBaHHsA Ta po3Mip dinbTpy; YTOUHEHO
YMOBM HarpisaHHs) (415 Ao3ysaHHs 10 mr/10 mr)

108.

KOPINPEH
20Mr/iomr

TabneTku, BKpUTI
NNiBKOBOKO
o6onoHkoto, 20
Mmr/10 mr, no 14
TabneTtok y 6nictepi;

Pekopgaari
Ainenp Nta

IpnaHgjs

Pekopgaari

IHaacTpia Ximika e

dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeToAax BUNPOGYBaHHSA rOTOBOrO /liKapCbKoro 3acoby
(iHWi 3miHM y MeTofax BUNPo6yBaHb (BKKYaKUun

3a
peyenmom

UA/11927/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nol, 2 a6o4 3amiHy abo gonosHeHHs)) 3miHa meTtogy HPLC A,
6nictepu y

KapTOHHiiA KopooLyi

AKUIA BUKOPUCTOBYETLCA A/15 BU3HAYEHHSA
iaeHTudikauii, KinbKicCHOro BMICTy Ta CynpoBifgHVX
[JOMILLIOK eHanlanpwity masnearty, Ha metog HPLC 1,
SAKUM BU3HAYaETLCS ifeHTUDIKALLA Ta KiSTIbKICHWIA BMICT
eHananpuny Maneaty (Npo6oniaroToBka, yMOBM Ta
nopsAoK xpomaTorpadyBaHHs, (HOpMynn po3paxyHKy)
(ans posysaHHs 20 Mr/10 mr). 3miHu | TUNY - 3MiHU 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM y MeTofax
BMNpobyBaHb (BK/OYaUM 3amiHy abo JONOBHEHHS))
3miHa meTtoay HPLC B, skuii BAKOPUCTOBYETHLCS A5
BU3HAYEHHS iAeHTuiKaLii, KibKICHOro BMICTY Ta
CYNpOBIAHMX AOMILLOK fiepKaHiguniHy rigpoxnopuay,
Ha meTog HPLC 1, kMM BU3HavaeTbCH ifgeHTundikauis
Ta KiNlbKiCHWIA BMICT NiepkaHiauniHy rigpoxnopuay
(npo6oniaroToBka, yMOBM Ta NOPAA0K
XpomaTtorpadpyBaHHs, oOpMy/In po3paxyHky) (ans
no3yBaHHA 20 Mr/10 mr). 3MiHuK | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM y MeTofax
BMNPOGYBaHb (BK/IKOYAOUM 3aMiHy ab0 [JONOBHEHHS))
3miHa metoay HPLC A, skuii BAKOPUCTOBYETHLCS A5
BU3HAYEHHS iAeHTuiKaLii, KibKICHOro BMICTY Ta
CYNPOBIAHMNX AOMILLOK eHananpuiy maneaty, Ha
meToa HPLC 2, SKkMM BU3HA4aloTbCs CynpoBiaHi
[LOMILLKM eHananpuny maneaty (NpobonigroToska,
YMOBM Ta NopsAAoK XpomatorpadyBaHHs, hopmynu
po3paxyHky) (a1 fo3ysaHHsA 20 Mr/10 mr). 3miHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPo6yBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb (BKIOHaKUN
3amiHy abo gonosHeHHs)) 3miHa meTogy HPLC B,
AKUIA BUKOPUCTOBYETLCA AJ151 BUHAYEHHS
iAeHTudiKaL,i, KiNbKICHOrO BMICTY Ta CynpOBigHNX
[OOMILLIOK NepkaHiavniHy rigpoxnopuay, Ha MeTog,
HPLC 3, sikMM BU3HA4aloTbCsA CyNpOBiAHI AOMILLKN
nepkaHiguniny rigpoxnopuay (npoboniaroToska,
YMOBM Ta NOpsAL0K XpomatorpadyBaHHs, hopmynu
po3paxyHky) (a1 fo3ysaHHs 20 Mr/10 mr). 3miHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPo6yBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAAax
BUNPOBYBaHHSA)
3MiHM MEeTOAMKN BU3HAYEHHS ifeHTUdiKaLii TUTaHy

niokenay (YTOYHEHO KOHLEHTpaLito Ta KinbKicTb
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KNCOTN X/TOPUCTOBOAHEBOI; J04AHO YMOBHU
LeHTpUdIyryBaHHs Ta po3Mip ginbTpy; YTOUHEHO
YMOBW HarpisaHHs) (415 Ao3yBaHHs 20 mr/10 wmr).
3miHu | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi

3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roTOBOro NikapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOBYBaHHSA) 3MiHN METOAMKN BUSHAYEHHS
ineHTudikaLii XiHOMIHOBOrO XO0BTOrO (f40AaH0
nocunaHHsA Ha 3aranbHy crarTio EP Ta onuc
NPUroTyBaHHSA CTaHAAPTHOTO PO34YMHY; 3MIHEHO OnNUC
NPUroTyBaHHA PO34nHyY 3paska) (415 fo3yBaHHS 20
Mr/10 mr).

109.

KOPIMPEH
20Mr/2oMr

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKoM, 20
mr/20 mr no 14
Tabnetok y 6nictepi,
no 2 a6o 4 6nictepn
Y KapTOHHiIli KopoobLi

Pekopparti
Ainenp 1o

IpnaHgis

Pekoppari

IHpacTpia Ximika e

dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnit 3acib.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaUn
3amiHy abo gonoBHeHHs)) 3miHa meTtogy HPLC A,

AKUIA BUKOPUCTOBYETLCA A/151 BU3HAYEHHS
iaeHTudikauii, KinbKicCHOro BMICTy Ta CynpoBifgHVX
[OMILLOK eHanlanpwy manearty, Ha metog HPLC 1,
SIKUM BU3HAYAETLCS ifeHTUDIKALLIA Ta KiSIbKICHWIA BMICT
eHananpuny Maneaty (Npo6oniaroToBka, yMOBM Ta
nopsAoK xpomaTorpadyBaHHs, (hopMynv po3paxyHKy)
(ans posysaHHs 20 mMr/20 mr). 3MiHu | TUNY - 3MiHU 3

AKOCTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roToBOro

nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS

roTOBOro NikapcbKoro 3acoby (iHLi 3MiHW y MeTohax

BMNpobyBaHb (BK/OYaUM 3amiHy abo [ONOBHEHHS))

3mina meTtoay HPLC B, Akuii BAKOPUCTOBYETHLCS /15
BU3HAYEHHS iAeHTuiKaLii, KibKICHOro BMICTY Ta

CYNpOBIgHVX AOMILLOK flepKaHiguniHy rigpoxnopuay,

Ha meTog HPLC 1, kMM BU3HA4aeTbCH ifgeHTUdikauis

Ta KiNlbKiCHWIA BMICT NiepkaHiguniHy rigpoxnopuay
(npo6onigroToBka, yMoBM Ta NOPSAOK
XpomaTtorpadpyBaHHs, oOpMy/in po3paxyHky) (ans
no3yBaHHs 20 Mr/20 mMr). 3MiHK | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roToOBOro NikapcbKoro 3acoby (iHLi 3MiHW y MeTogax

BMNPOGYBaHb (BK/IKOYAOYM 3aMiHy ab0 JONOBHEHHS))

3mina metoay HPLC A, Akuii BAKOPUCTOBYETHLCS /15
BU3HAYEHHS iAeHTuiKaLii, KibKICHOro BMICTY Ta
CYNPOBIAHNX AOMILLOK eHananpuiy maneaty, Ha
meTod HPLC 2, kMM BU3HA4aloTbCs CynpoBiaHi

LOMILLKM eHananpuny maneaty (Npoboniarotoska,

YMOBM Ta NOpsAAOK XpomatorpadyBaHHs, hopmynu
po3paxyHky) (a1 fo3ysaHHs 20 Mr/20 mr). 3miHu |
TMNy - 3MiHK 3 IKOCTi. [OTOBWMIA NikapcbKuii 3acib.

3a
peyenmom

UA/11927/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaUn
3amiHy abo gonosHeHHs)) 3miHa meTtogy HPLC B,
AKUIA BUKOPUCTOBYETLCA A/151 BU3HAYEHHSA
iaeHTudikauii, KinbKicHOro BMICTy Ta CynpoBifgHVX
[OOMILLIOK NlepKaHiavniHy rigpoxaopuay, Ha MeTog,
HPLC 3, s5kuMm BU3Ha4at0TbCA CYNpPOBiAHI AOMILLKM
nepkaHiguniny rigpoxnopuay (npoboniarotoska,
YMOBV Ta NOPAA0K XxpomartorpadysaHHs, dhopmynn
po3paxyHky) (ansa fosysaHHsA 20 Mr/20 Mr). 3miHn |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /liKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHS)
3MiHVM METOAUKM BU3HAYEHHS ifeHTuikauil TuTaHy
giokenay (YTOUHEHO KOHLLEHTpaLio Ta KinbKicTb
KNCOTN X/TOPUCTOBOAHEBOI; J04AHO YMOBHU
LeHTpUdIyryBaHHs Ta po3Mip ginbTpy; YTOUHEHO
YMOBM HarpisaHHs) (415 Ao3yBaHHs 20 mr/20 mr).
110. | KCANONTUK Kpani O4Hi, PO34uH, dapmaneBT Monbwa TaexyH ®APM. Kopes/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/13410/01/01
50 mkr/mn; no 2,5 NYHWIA 3aBO, Ko. NTa, Kopes Monbwa TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
My do1akoHi 3 "TIONNb®AP (BpO6HNLTBO KOHTpO/1b rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN)
KpanesibHuLeto; no 1 MA" C.A. 'N3, nepBuHHE OHOB/EHHS BXe 3aTBEPMKEHUX METOAiB KOHTPO/II0
chnakoHy 3 nakyBaHHs, AkocTi M13, a came BUKNAEHHS TEKCTY AepXaBHOLO
KpanesibH1LEelo B KOHTPO/Ib SIKOCTI); MOBOIO 3lijHO Cy4aCHUX BUMOT Ta BHECEHHS
KapTOHHI KopooLli dapmaueBTUYHNIA He3HayHVX peAakuiiH1X NpaBoK, WO He BNAVMBalOTh Ha
3aBop, CyTb 3anponoHosaHnx MKA N13.
"Monbthapma”
C.A., Monbwa
(BTOpPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
N3 Ta Bunyck
cepii)
111. | KCANONTUK Kpansi O4Hi, po3ynH dapmaueBT Monbwa TaexyH ®APM. Kopes/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/13411/01/01
KOMBI no 2,5 Mny chnakoHi | nyHuii 3aBop, Ko. NTg, Kopes Monbwa TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
3 KpanesibHuueto; no | "MOJIb®AP (B1pOGHMLTBO KOHTpO/1b rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN)
1 a6o no 3 dpiakoHu MA" C.A. N3, nepBuHHEe Ta OHOBJIEHHSA BXe 3aTBepXeHNX METOAIB KOHTPOO
3 KpanesnbHuLeo B BTOPVHHE AkocTi 13, a came BUKNAEHHS TEKCTY AepXaBHOLO
KapTOHHI KOpoOL;j nakyBaHHs, MOBOH) 3MiJHO Cy4yacHMX BUMOT, a TaKOX He3HauHi
KOHTPO/1b SIKOCTI); peakLiiiHi npaBku, L0 He BNIMBaOTb Ha CyTb
dapmaleBTUYHNIA 3anponoHoBaHnx MK#A /13.
3aBof
"Monbthapma”
C.A., MonbLa
(BTOPUHHE

nakyBaHHA,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/b SIKOCTI
N3 Ta Bunyck
cepii)
112. | KCUNA30N cnpeii HasasbHUiA, YOPNA4 TypeuuunH YOPNA TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/18500/01/01
po34nH no 10 mny MEAMUMH a MEANUWNH INAY My - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuyenma
doNakoHi 3 ITAY CAH. CAH. BE TIOX. hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTumui
po3nunoBayem Ta BE TIXK. A.LL. nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
3aXMCHUM ALl AN MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
KOBMa4koMm; no 1 OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro 3acooby,
hNakoHy B abo gocnigxeHb 3 6e3nekn 3acToCyBaHHS JlikapcbKoro
KapTOHHI KopooLli 3aco6y B nic/ispeecTpaviiiHnii nepiod, abo siK
pe3ynbTaTt OLiHK/ 3BITy 3 AOC/iLKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHux gocnigxexb (PIP)
(3MiHy y3romkeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom). 3MiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /TiKapCbKoro 3acoby y
po3zin "Mo6ivHI peakuii™ BigNOBIAHO A0 OHOB/EHOT
iHdhopmauii 3 6e3nekn ajtoyoi peyosuHn. BeegeHHs
3MiH NPOTAroM 6-TW MicALIB Nic/ia 3aTBEPAKEHHS
113. | KCUNA30/- cnpei HasanbHWiA, YOPNA TypeyunH YOPNA TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/18501/01/01
Kiac po3ynH no 10 mny MEAOMUMH a MEOVLUWH INAY TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
hnakoHi 3 INAY CAH. CAH. BE TIOX. hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
posnuaoBayvem Ta BE TIOXK. A.LL. nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
3aXMCHUM A.LL. A5 MeMYHOro 3acTocyBaHHS Ha MiAcTasi perynsipHo
KoBnaykom; rno 1 OHOBJ/IIOBAHOIO 3BiTY 3 6e3neKkn NikapCbKoro 3acoby,
hnakoHy B abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
KapTOHHI KOpo6Lii 3acoby B nicrspeecTpaviiiHvin nepiod, abo sk
pesynbTaT OLiHKK 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO [0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY Y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom). 3MiHU BHECEHO [0 iHCTPYKLT ANs
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii BigNOBIGHO 40 OHOB/IEHOT
iHchopMmauii 3 6e3nekn Ajtouoi pevyoBuHW. BBeaeHHs
3MiH NPOTArOM 6-TW MICALLIB NiC/A 3aTBEPAKEHHS.
114. | NA®AKCUH® TabneTtkn [Lekcenb I3painb BUPOBHMLTBO, I13painb BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/13444/01/02
XR NPOIOHroBaHoI Al dapma nakyBaHHs, TMny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyernmom
no 150 wmr, no 14 TexHonoaAxm BMNPO6YBaHHSA KoHTposb rotosoro nikapcbKoro 3acoby. 3MiHa 'y
TabneTtok y 6nictepi 3 /114, KOHTPO/O SIKOCTI MeToAax BUNPobyBaHHS rOTOBOIO JliKapCbKOro 3acoby

3 Ka/IeHAapHo
LKasioto; no 2
6nictepn y
KapTOHHI KopooLii

Ta BMNYCK cepil:
[Oekcenb T4,
13painb;
BMNPOGYBaHHS
KOHTPO/O AKOCTI
(mikpobionoriyHmin
KOHTpONb):TOB
IHCTUTYT Xap4oBoT
Mikpo6iosorii Ta
CNOXUBYNX

(He3HayHa 3MiHa y 3aTBEPMXKEHNX MeTofax
BUNPO6YBaHHA) 3MiHW B METOZi KOHTPO/IIO 3a
NoKasHMKOM “[loMiLIKKN"; foAaBaHHS MeTOAMK

NPUroTyBaHHA HaACTYMHUX PO3YMHIB "MPUroTyBaHHA
po3uunHy gomiwok D Ta F" Ta "MpurotysaHHs po3unHy
[ONS PO34iNeHHs" 3 MeTO [AOMNOBHUTU NPUAATHICTD
cucTemu iHdhopMaLieto Woao NigTBEPIKEHHS
po3AineHHa Mix nikamu; foAasaHHs iHdopmMaLii Wwofo
NPUAATHOCTI PO3YMHIB, I'PYHTYIOUMCH Ha AaHUX,
OTPMMaHKX Nif Yac Basigauii, iHWi peaakuUiiHi npaBku.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

ToBapiB, I3painb

3miHu | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHSA
AiNbHUL, Ha AKil 34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) JloaaBaHHS finbHAL
TOB IHCTUTYT Xap40BOi MIKPOGIOAOTii Ta CIOXMBYMX
ToBapis (The Institute for Food Microbiology and
Consumer Goods Ltd.), Ha 5ikili 34jiicHIOETbCA
BMNPOGYBaHHS KOHTPOJIO AKOCTI (MiKpOGioNOorivuHmi
KOHTPO/b) NikapcbKoro 3acoby. 3miHu | Tuny - 3MiHu 3
AKOCTI. FOTOBMIA Nnikapcbkuii 3aci6. KOHTPoIb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (He3HavHa 3miHa y
3aTBEPAKEHNX MeToAax BunpobyBaHHs) BHeceHHA
pefakuifiHuX NpaBoK A0 aHaNTUYHOI METOAMKM 3a
nokasHMkoMm "laeHTudikauis” (metos Y-
cnektpodoTomeTpii).

115.

NA®AKCUH®
XR

Tabnetku
NPOIOHroBaHoI Al
no 75 mr, no 14
TabneTtok y 6nictepi
3 Kas1eHAaPHOI0
LWwKaso; no 2
6nictepn y
KapTOHHI KopooLli

[Jekcernb
dapma
TexHonomxu
3 /114,

13painb

BMPOGHMLTBO,
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
Ta BMNYCK cepil:
[lekcenb T4,
13pains;
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(mikpobionorivuHwmi
KOHTPONb):TOB
IHCTUTYT Xap4oBOT
Mikpobiosorii Ta
CMOXMBUUX
TOBapiB, I3painb

13painb

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeToAax BUNPOGYBaHHSA rOTOBOrO /liKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPO6YBaHHA) 3MiHW B METOZi KOHTPO/IIO 3a
NokKasHWKoOM “[oMilIKKN": oAaBaHHS MeToAMK

NPUroTyBaHHS HACTYMHMX PO34MHIB "MPUroTyBaHHA
po3uunHy gomiwok D Ta F" Ta "MpurotyBaHHs po3unHy
[ONS po3ineHHs" 3 MeTO AO0MOBHUTU NPUAATHICTb
cucTemu iHdhopMaLlieto LWoao NigTBEPIKEHHS
po3AineHHa MiX nikamu; AoAasBaHHsA iHdopmMaLii Wwoao
nNpuAaTHOCTI PO3YMHIB, I'PYHTYHOUNCH HA JaHUX,

OTpUMaHKX Nif Yac Banigauii, iHWi pefakuiiiHi npaBku.

3MmiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKU
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,

LLLO CTOCYOTbCSA BUMYCKY Cepil Ta KOHTPOJIO SKOCTi
roToBOro MikapcbKoro 3acoby (3amiHa abo fofaBaHHSA

OiNbHUL, Ha 5K 3AIACHIOETBLCSA
KOHTPONb/BUNPOGYBaHHSA cepil) JoaaBaHHS AiNbHULI
TOB IHCTUTYT Xap4oBOi MIKPOG6IONOTii Ta COXMBYMX
ToBapis (The Institute for Food Microbiology and
Consumer Goods Ltd.), Ha Sikii1 34jliCHI0ETbCSA

BMNPOGYBaHHSA KOHTPOJIHO SAKOCTI (MiKpOGionorivuHmi

KOHTPO/b) flikapcbKoro 3acoby. 3miHu | Tuny - 3miHu 3

sIKoCTi. FOoTOBWMIA Nikapcbkuid 3aci6. KOHTPOb roTOBOro

nikapcbkoro 3acoby. 3miHa y MeTogax BMnpobyBaHHSA
rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa 3miHa y
3aTBEPAKEHNX METOAaX BUNPo6yBaHHA) BHeCeHHs
pefakuiinHMX NpaBoK A0 aHaNITUYHOI METOAMKM 3a
nokasHukom "laeHTudikauis” (metos Yd-
crnekTpodoTomeTpii).

3a
peyenmom

UA/13444/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
116. | NEHANIAOMIA- | kancynu TBepAi no Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 0 peecTpaliiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/01
BICTA 2,5 Mr no 7 kancyny Kenitan C.J1., IcnaHis Yuni/ TMny - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI Ta peuenmom
6nicTepi, no 3 MeHemxmeH (ainbHUUA, Wo ManbTa chapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
6nictepu B T Nimiteq, BiAnoBigae 3a NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KapTOHHilA KopobLy nakyBaHHs, AN8 MeAUYHOro 3acTOCYBaHHS
KOHTPONb AKOCTI, reHepUYHUX/TiIGPUAHMX/6I0NOAIGHMX NiKAPCHKNX
BUMYCK cepii); 3aco6iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
CiHTOH Yuni pethepeHTHW1 NpenapaT (3MiHa He NOTpebye HafaHHSA
Nrtpa., Yuni XOAHUX HOBUX A0AaTKOBUX AAHUX). 3MIHU BHECEHI A0
(ainbHUUSA, Wo IHCTPYKL|i 415 MeAUYHOT0 3aCTOCYBaHHS JlikapCbKoro
Bignosigae 3a 3acoby y posginu: "Ocobnusi 3axoam 6esneku”,
BUPOBHMLTBO, "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
nakyBaHHs, Ta go3u", "Mob6iyHi peakyii” 3rigHo 3 iHopmaLieto
KOHTPO/Tb AKOCTI); LOA0 MeAMYHOro 3acToCyBaHHA pethepeHTHOro
Papmagokc nikapcekoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
Xenckea J1T4., 10 mg, 15 mg, 20 mg, 25 mg capsules). BBeaeHHs
ManbTta 3MiH NPOTArom 6-Tu MiCALIB NicNs 3aTBEPIKEHHS
(ainbHUUA, Wo
BignoBigae 3a
KOHTPO/1b SIKOCTI)
117. | NEHANIAOMIA- | kancynu TBepdi no 5 Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/17466/01/02
BICTA Mr; no 3 kancynuy Kenitan C.J1., IcnaHia Ynni/ Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi, no 7 MeHeKmeH (ainbHMLA, WO ManbTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
6nictepiB y T Nimiteq, Bignosigae 3a NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
KapTOHHI KopooLi nakyBaHHs, 07151 MeAUYHOTO 3aCTOCyBaHHS
KOHTPO/b SKOCTI, reHepuUYHUX/riGpuaHNX/6ionoaibHMX NiKapCbKux
BUMYCK cepii); 3ac06iB nicns BHECEHHS TiEl camMoi 3MiHM Ha
CiHTOH Yuni pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HagaHHSA
Ntpa., Yuni XOAHUX HOBUX A0AATKOBUX AaHNX). 3MiHN BHECEHI A0
(ainbHUUA, Wo IHCTPYKL,i 415 MeAUYHOr0o 3aCTOCYBaHHS /liKapCbKOro
BignoBigae 3a 3acoby y po3ginu: "Ocobnusi 3axoamn 6esnekn”,
BUPOBHULTBO, "Oco61BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
nakyBaHHs, Ta gosu", "MobiuHi peakuyii" 3rigHo 3 iHopmauieto
KOHTPO/Tb AKOCTI); 00 MeAMYHOro 3acToCyBaHHA pethepeHTHOro
$apmagokc nikapcbkoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
Xenckea J1ta,, 10 mg, 15 mg, 20 mg, 25 mg capsules). BeegeHHs
ManbTa 3MiH NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS
(ainbHMLA, WO
Bignosigae 3a
KOHTPO/b SKOCTI)
118. | NEHANIAOMIA- | kancynu TBepAi no MicTpan AHrnis CiHTOH XicnaHis, IcnaHisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/03
BICTA 7,5 Mr; no 7 kancyn Kenitan C.N1., IcnaHis Yuni/ MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y 6nictepi, no 3 MeHexmeH (@inbHMLA, Wo ManbTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
6nictepu B T NimiTeq, Bignosigae 3a nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT

KapTOHHI KOpo6Lii

nakyBaHHs,

KOHTPO/b SIKOCTI,
BMNycCK cepil);
CiHTOH Yuni
N1pa., Yvni

ON15 MeANYHOro 3acToCyBaHHS
reHepuYHUX/TiBpPUAHMX/6IoNOAIGHMX NiKAPCbKUX
3aco06iB Nic/1s BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HadaHHSA
XOOHWX HOBUX A00ATKOBUX AaHMX). 3MiHW BHECEHI A0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(ainbHUUSA, Wo IHCTPYKL|i 415 MeAUYHOT0 3aCTOCYBaHHS JliKkapCbKoro
Bignosigae 3a 3acoby y posginu: "Ocobnusi 3axoam 6esnekn”,
BUPOBHMLTBO, "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
nakyBaHHs, Ta go3u", "Mob6iyHi peakyii” 3rigHo 3 iHopmaLieto
KOHTPO/b AKOCTI); LOA0 MeAMYHOro 3acToCyBaHHA pethepeHTHOro
dapmagokc nikapcekoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
Xenckea J1T4., 10 mg, 15 mg, 20 mg, 25 mg capsules). BBeaeHHs
ManbTta 3MiH NPOTArom 6-Tu MiCALIB NicNs 3aTBEPIKEHHS
(ainbHUUA, Wo
BignoBigae 3a
KOHTPO/1b SIKOCTI)
119. | NEHANIAOMIA- | kancynu TBepAai no Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/17466/01/04
BICTA 10 wmr; no 3 kancynu Kenitan C.J1., IcnaHia Ynni/ Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
y 6nicTepi, no 7 MeHexMeH (ainbHMLA, WO ManbTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
6nictepiB y T Nimiteq, Bignosigae 3a NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
KapTOHHI KopooLli nakyBaHHs, 07151 MeAUYHOTO 3aCTOCyBaHHS
KOHTPO/b SKOCTI, reHepuUYHUX/riGpuaHNX/6ionoaibHMX NiKapcbkux
BUMYCK cepii); 3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
CiHTOH Yuni pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HagaHHSA
Ntpa., Yuni XOAHUX HOBUX A0AATKOBUX AaHNX). 3MiHN BHECEHI A0
(ainbHUUA, Wo IHCTPYKL,i 415 MeAUYHOr0o 3aCTOCYBaHHS /liKapCbKOro
BignoBigae 3a 3acoby y po3ginu: "Ocobnusi 3axoamn 6esnekn”,
BUPOBHULTBO, "Oco61BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
nakyBaHHs, Ta gosu", "MobiuHi peakuyii" 3rigHo 3 iHopmauieto
KOHTPO/Tb AKOCTI); LWOA0 MeAMYHOro 3acTOoCyBaHHA pethepeHTHOro
$apmagokc nikapcbkoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
Xenckea J1tg,, 10 mg, 15 mg, 20 mg, 25 mg capsules). BeegeHHs
ManbTa 3MiH NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS
(ainbHMLA, WO
Bignosigae 3a
KOHTPO/b SKOCTI)
120. | NEHANIAOMIA- | kancynu TBepAai no MicTpan AHrnis CiHTOH XicnaHis, IcnaHisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/05
BICTA 15 mr no 3 kancynm Kenitan C.N1., IcnaHis Yuni/ MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y 6nicTtepi, no 7 MeHexmeH (@inbHMLA, Wo ManbTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
6nictepiB y T NimiTeq, Bignosigae 3a nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT

KapTOHHI KOpo6Lii

nakyBaHHs,
KOHTPO/b AKOCTI,
BMNycCK cepil);
CiHTOH Yuni
N1pa., Yvni
(ainbHMLA, WO
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI);
dapmagokc
Xenckea NlT4,,
ManibTa
(4inbHMUS, Wo

ON151 MeANYHOro 3acToCyBaHHS
reHepuYHUX/TiBpPUAHMX/6IoNOAIGHMX NiKAPCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HadaHHSA
XOAHUX HOBUX [,04ATKOBUX AaHWX). 3MiHN BHECEHi 0
IHCTPYKLU|i ANA MEAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu: "Ocobnusi 3axogmn 6esnekn”,
"Ocob6nmBOCTI 3acTocyBaHHS", "Cnocib 3acTocyBaHHS
Ta fosun", "To6iyHI peakuii™ 3rigHo 3 iHhopmaLieto
LLOA0 MEAUYHOTO 3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
10 mg, 15 mg, 20 mg, 25 mg capsules). BBefeHHs
3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXEHHS




80

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BignoBigae 3a
KOHTPO/1b SIKOCTI)
121. | NEHANIAOMIA- | kancynu TBepai no Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/17466/01/06
BICTA 20 mr; no 3 kancynm Kenitan C.J1., IcnaHia Ynni/ Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
y 6nicTepi, no 7 MeHeKmeH (ainbHMLA, WO ManbTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
6nictepiB y T Nimiteq, Bignosigae 3a NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
KapTOHHI KopooLi nakyBaHHs, 07151 MeAUYHOTO 3aCTOCyBaHHS
KOHTPO/b SKOCTI, reHepuUYHUX/riGpuaHNX/6ionoaibHMX NiKapCbKux
BUMYCK cepii); 3aco06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
CiHTOH Yuni pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HagaHHSA
Ntaa., Yuni XOAHUX HOBUX A0AATKOBUX AaHNX). 3MiHN BHECEHI A0
(ainbHUUA, Wo IHCTPYKLi 415 MeAUUYHOr0o 3aCTOCYBaHHS /liKapCbKOro
BignoBigae 3a 3acoby y po3ginu: "Ocobnusi 3axoamn 6esnekn”,
BUPOBHULTBO, "Oco611BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
nakyBaHHs, Ta gosu", "MobiuHi peakuyii" 3rigHo 3 iHopmauieto
KOHTPO/Tb AKOCTI); 00 MeAMYHOro 3acToCyBaHHA pethepeHTHOro
$apmagokc nikapcbkoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
Xenckea J1ta,, 10 mg, 15 mg, 20 mg, 25 mg capsules). BeegeHHs
ManbTa 3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPIXEHHS
(ainbHMLA, WO
Bignosigae 3a
KOHTPO/b SKOCTI)
122. | NEHANIAOMIA- | kancynu TBepAai no MicTpan AHrnis CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/07
BICTA 25 mr no 3 kancynu Kenitan C.N1., IcnaHis Yuni/ MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y 6nicTtepi, no 7 MeHexmeH (@inbHMLA, Wo ManbTa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
6nictepiB y T NimiTeq, Bignosigae 3a nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI KOpoOL;j nakyBaHHs, L0191 MeUYHOTO 3aCTOCYBaHHSA
KOHTPO/b AKOCTI, reHepuYHUX/TiBpPUAHMX/6IoNOAIGHMX NiKAPCbKUX
BMNycCK cepil); 3aco06iB Nic/1s BHECEHHS TiEl camoi 3MiHU Ha
CiHTOH Yuni pedepeHTHUIA npenapart (3MiHa He NoTpebye HagaHHSA
N1pa., Yvni XOAHUX HOBUX [,04ATKOBUX AaHWX). 3MiHN BHECEHi 0
(ainbHMLA, WO IHCTPYKLiT 418 MeAMYHOro 3aCTOCYBaHHA NiKapcbKoro
BignoBigae 3a 3acoby y po3ginu: "Ocobnusi 3axogmn 6esnekn”,
BMPOGHMLTBO, "Ocob6nmBOCTI 3acTocyBaHHS", "Cnocib 3acTocyBaHHS
nakyBaHHs, Ta fosun", "To6iyHI peakuii™ 3rigHo 3 iHhopmaLieto
KOHTPO/Tb SIKOCTI); LLOA0 MEeAMNYHOr0 3aCTOCYBaHHS peddepeHTHOro
$apmagokc nikapcbkoro 3acoby (Revlimid 2,5 mg, 5 mg, 7,5 mg,
Xenckea NlT4,, 10 mg, 15 mg, 20 mg, 25 mg capsules). BBefeHHs
ManibTa 3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXEHHS
(@inbHMLA, Wo
Bignosigae 3a
KOHTPO/1b SKOCTI)
123. | NIAOKAIH PO34MH ANS iH'EKLIN, AT YkpaiHa AT "ly6Hnchapm” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14029/01/01
20 mr/mn no 2 mn B "Ny6Hudap TUNy - 3MiHK 3 IKOCTi. FOTOBWIA NnikapcbKunii 3acib. peuyenmom
amnyni; no 5 amnyn M" Cuctema KoHTeliHep/3aKynoproBasibHUIA 3aci6 (iHLWi

y 6nictepi no 1 a6o
2 6nictepn y nauui 3
KapToHy; no 10
amnyn y nadui 3

3MiHM) BBEIEHHS ,OAATKOBOIO BUAY YNakoBKW
(6nictepn), a came no 5 amnyn y 6nictepi 3 nNisku, No
1 abo 2 61icTepy B Nayl,i 3 KAPTOHY (MapKyBaHHS 3
NI0roTMNOM 3asiBHMKA) No 5 amnyn y 6aicTtepi 3 NiBKK,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHY 3 no 1 abo 2 6nictepy B Naylj 3 KAPTOHY (MapKyBaHHS 3
KapTOHHUMU NI0roTMNOM 3aMOBHNKA) 3 BifNOBIgHUMY 3MiHAMU [0 P.
neperopogkamu «YnakoBka». MepBUHHWIA NakyBasbHWIA MaTepian
(amnysnn) He 3MiHMBCS. BBEAEHHS 3MiH MPOTAroM 6-Tn
MicALiB Nicna 3aTBepAKEHHS.
124. | NONEPAMIA TabneTtkn No 2 mr no MAT YkpaiHa MAT YKkpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/7581/01/01
10 Tabnetok y "Kuismegnp "Knismegnpenapa Tmny - 3MiHn 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peyenmom
6nictepi; no 2 enapar” T

6nicTepy B nayw,

napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHUuTBa APl (iHLWi
3MiHW)

CynyTHS 3MiHa - 3MiHuK 3 skocTi. ADI. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHa APl abo BUXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHW y 3aTBEpPXEHNX MeTofax
BMNPOBYBaHHS)

BHeceHHs 3MiH Ao Cneundikauii/ MeTogiB KOHTPO/0
AKocTi A®l, a came- NpUBEAEHHSA XapaKTepPUCTUKN
«PO34UnHHICTb» Y BIANOBIAHICTb A0 Ail04OT MOHOrpadii
EP. He3HauHi 3MiHM B ONMCi METOANKN «PO3UYNHHICTb»
(oeTanizavis onucy metogukmn). 3MiHu | Tuny - 3miHn 3
AKocTi. A®I. KoHTponb Adl. 3miHa y meTogax
BMnpobyBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NPoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuutea AP (iHLwi
3MiHM Y MeTodax BUNPO6yBaHHS (BK/0Ua0UM 3aMiHy
a60 fonoBHeHHs) APl abo BMXiZHOrO/MPOMIKHOIO
npoaykTy) CynyTHs 3MiHa - 3MiHK 3 aKkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikaviii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisax Ha A®l, abo BUXigHWA/MPOMKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NpoLeci
BUpo6HMLTBA AP (iHLWi 3MiHM) BHECEHHS 3MiH A0
Creuundikau,ii/ MeTogis KoHTponto sikocTi Adl, a came-
3MiHV B METOANLj «3anLLKOBI Ki/TbKOCTi OpraHivyHmnX
PO3YMHHWKIB», B TOMY Y/CAi B PO3PaxyHKOBMX
dhopmynax; 3miHa B OANHULSAX BUMIPOBaHHS
«3a/IMLLKOBI KifTIbKOCTi OpraHiyHUX PO34MHHUKIBY,

NiMITU He 3MiHWAnCA. 3MiHM 06YMOBEHI NPUBEAEHHAM
0,0 OHOBNEHOro AM®. 3MmiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikalin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisax Ha A®l, abo BUXigHWA/MPOMKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y NPoOLEeC
BUPOGHMLUTBA AD| (3BY)XXEHHSA AOMYCTUMUX MEX,
BM3HAYeHWX Y cneundikauii) BHeceHHs 3miH o
p.3.2.S.4.1 Cneuudpikauis, a came - 3BY>XXEHHS NiMITIB

3a NOoKa3HWKOM «CynpoBifHi AOMILLKM». 3MiHU
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NOB’A3aHi i3 3BY)XXEHHAM [0MyCTUMNX MEX 3a
nokKasHUKOM «CynpoBifHi AOMILLKM» B OHOB/EHIl
MoHorpadii EP. 3MiHu | Tuny - 3miHu 3 akocTi. AdL.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs Ad|
abo BMXigHOro Matepiany/npomixKHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLECi
BMPO6HUMLTBA AD| (HE3HAYHI 3MiHW Yy 3aTBEPMAKEHNX
MeToAax BUNPo6yBaHHsA) BHECEHHS 3MiH A0
p.3.2.S.4.2 AHaniTU4YHIi METOAMKN, @ came- 3MiHV B
meToaunui «CynpoBiAHI OMILLKW»: HE3HAYHI 3MiHU B
npo6onifroToBL,i, yMoBax xpoMatorpadyBaHHs,
po3paxyHKoBux chopmynax. 3mMiHM 06yMOBNEHI
npuBeAeHHsIM 40 OHoBsieHoro AM®. 3miHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y MeTogax
BunNpobyeaHHA APl abo BUXigHOTO
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW y 3aTBEPMAXEHUX MeTogax
BMNpPoOyBaHHsA) BHeCeHHA 3MiH 10 MeToAiB KOHTPO/I0
AKocTi AP, a came- He3HauHi 3MiHU METOAVKN
«CynbaTHa 30M1a»: NnpuBefeHHs Ao Aaitoyoi EP,
AeTanizauis onicy MeToaukn. 3MiHM 06yMOoB/IEHi
npuBeAeHHAM A0 OHOBNeHoro AM®. 3miuu | Tuny -
3MiHu 3 sikocTi. A®l. CTabinbHiCTb. 3MiHa nepiogy
NOBTOPHKX BMNpoGyBaHb/nepioay 36epiraHHs abo
yMOB 36epiraHHss APl (3a BigCyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkii hapmakonei, Wwo BK/IoYae nepiog,
NOBTOPHOro BUNpobyBaHHSA) (nepios NOBTOPHOro
BMNpo6yBaHHs/Nepiog 36epiraHHs) - BinbL XxopcTki
yMOBM 36epiraHHs - BHeceHHs 3MiH o p.3.2.S.7, a
came - 6ifibLL XOPCTKI YMOBY 36epiraHHs (40MOBHEHHS
LLIOA0 HeObXiAHOCTI 306epiraHHs B 3axX1LLEHOMY Bif,
CBiT/a Micui). 3MiHM 06yMOB/EHI NpMBEAEHHAM 40
OHOBJIeHOro AM®. 3aTBepaxeHo B opuriHasibHoMy
KOHTelHepi, npu Temnepartypi He BuLle 25 °C
3anponoHoBaHo
B 3axuLLeHoMy Big, CBiTa MicLi Npy TemnepaTypi He
BuLe 25 °C 3minu | Tuny - 3miHn 3 aKocTi. API.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
6e3nocepeHilt ynakosui A®I (iHWi 3MiHM) BHeceHHs
3MiH go p.3.2.S.6, a came-3MiHa cnocoby YKynopku
(nnacTukoBa CTSKKa), AeTani3alis onucy NepBUHHOIO
Ta BTOPVMHHOTO (TPaHCMOPTHOrO) NakyBaHHA. Matepiasn
NepPBMHHOTO NaKyBaHHSA He 3MiHVMBCA. 3MiHK
006yMOB/IEHI MPMBEAEHHAM [0 OHOB/IEHOTO IMO.

125.

NOMNEPAMIJ,

TabneTkv No 2 Mr no
10 TabneTok y
6nicTepi; no 2
6nicTepu B nauui

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT

"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuii 3aci6.
KoHTposb rotoBoro fikapcbkoro 3acoby. 3miHa y

MeToAax B1NpoGyBaHHS rOTOBOrO /iKapCbKoro 3acoby

3a
peyenmom

UA/7581/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(He3HayHa 3MiHa y 3aTBepAKEHNX MeTodax

BUMPOBYBaHHA) HE3HaYHa 3MiHa Y MeToAax KOHTPOsIo
N3 3a noka3HuKoM «KisibkicHe BU3HaYeHHs» (ADY,
2.2.29), a came 3MiHa KOJTOHKV ANS
XpomaTtorpadiyHoro aHasisy, a TakoX YTOYHEHHS [0
po3paxyHKoBOI hopMynun BMICTY nionepamigy
rigpoxnopuay. Kputepii NpuAHATHOCTI He 3MiHWUCS.
3arBepaKeHo:
KonoHka «Nova-Pak C8» po3mipom 3,9 MM X 150 mwm,
3anoBHeHa cuikaresieM OKTUICUINbHUM AN5
xpomarorpadii P i3 po3Mipom yacTok 4 Mkm abo
aHasnoriyHa 3anponoHoBaHo: KosioHka po3mipom 4,6
MM X 150 MM, 3anoBHeHa cunikarenem ans
xpomatorpadii P oktuncuninbHum P i3 po3mipom
yacTok 5 MkM, Hanpukniag «Kromasil C 8» a6o
aHanoriyHa. * 3miHu | Tuny - 3MiHn 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPob roToBOro Nikapcbkoro
3aco6by. 3miHa y MeTofax BMNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpKEHVX
MeTogax BUNpobyBaHHA) He3HauHa 3MiHa y MeToAax
KOHTponto /13 3a nokasHnkoM «CynpoBigHi [OMILLKMN»

(A®Y, 2.2.29), a came 3a3HaYEHHA CTaHAAPTHOrO
3paska fonepamigy 415 NpMAATHOCTI cUCTEMM
BiANOBIAHO A0 Aitoyoi MoHorpadii € «Loperamide
hydrochloride». YTOUHeHHS1 yMOB A1 MPUAATHOCTI
XpomaTorpadiiyHoi CCTemMy Ta BHECEHHS BiJHOCHNX
yaciB yTpumyBaHHs gomiwok C Ta F go nika
nonepamigy. Kputepii NpuiAHATHOCTI He 3MiHWAKCS.
3arBepaKeHo:

Po3unH nopisHAHHSA (a). 10,0 mr C3 nonepamigy
rigpoxnopvay ons npugatHocTi cuctemm (EP CRS)
PO34MHAOTL Y MeTaHoni P Ta 40BOAATL 06'EM TUM
caMuMM pPO34MHHMKOM A0 1,0 mn. XpomartorpadytoTb
10 MK/T PO34MHY MOPIBHSAHHSA (). Mikv AOMILLIOK
iAEHTNAIKYIOTb 32 XpOMaTorpamolo, fka A0AaETbCA [0

C3 nonepawmigy rigpoxiopuay A1s npuaaTHocTi

XpomaTorpadiyHoi cuctemu. 3anponoHoBaHo: Po3unH
nopiBHAHHA (a). 10,0 mr C3 nonepamigy Ans
npugatHocTi cuctemn (EP CRS) (MiCTUTb AOMILLIKN A,
B, D, E, G Ta H) po3unHsoTb y MmeTaHoni P Ta
[0BOAATbL 06'EM TUM CaMUM PO3YMHHUKOM A0 1,0 M.
XpomarorpadytoTb 10 MK po34MHY NOPIBHAHHSA (a).

Mikn gomiwok A, B, D, E, G Ta H igeHTndikytoTb 3a

XpomaTorpamoto, aka gogaetbcs o C3 nonepamviagy

A5 NpUAATHOCTI XpomaTorpadivHoi cuctemu.
BigHocHI Yacu yTpvMyBaHHS [0 nika fonepamigy (4ac
YyTPUMyBaHHs nonepamigy 6:13bKko 6 xB): AoMiwku C —
6n13bKo 0,27; gomiwkn F — 6amnsbko 1,06. 3miHu | Tuny
- 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb

rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW) 3MiHW B
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Cneuudpikauii 13 3a nokasHMKOM «CynpoBigHi
OOMiLLKM» (MeToZ, piguHHOT Xpomatorpadir), a came
NMOMW/IKOBO 3a3HayeHo nocunaHHa Ha (APY 2.2.27)

3amicTb (APY 2.2.29). Kputepii NpuiAHATHOCTI He
3MiHuAmMcs. 3aTBepakeHo:HaliMeHyBaHHS NoKasHuKa:
Jonyctumi mexi MeTofmn KOHTpOno
CynposigHi gomiwkn Jomiwka A, B, C,D, E, F, G, H —
He 6inbwe 1,0 %
6yab-ska iHWa fomillka — He Ginble 0,2 %
cymMa AOMILLOK — He Ginblue 2,0 % AdY, 2.2.27
3anponoHoBaHo: HalimeHyBaHHS MokasHuKa:
[Jonyctumi mexi MeTofmn KOHTPOno
CynposigHi gomiwkn Jomiwka A, B, C,D, E, F, G, H —
He 6inbwe 1,0 %
6yab-ska iHWa fomillka — He Ginble 0,2 %
cyma A0OMiWoK — He 6iblie 2,0 % oY, 2.2.29

126.

NONEPAMILY
rAPOXIOPU,

MOPOLLIOK
(cybeTaHuin) y
naketax nogBinHMx
nonieTNeHoBux
415 BUpobHULTBA
HecTepusbHNX
nikapcbkux hopm

MAT
"Kuismegnp
enapar”

YkpaiHa

dnemiHr
NabopaTtopie3
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHn 3 akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BupobHuytBa A®I (iHwi
3MiHW)

CynyTHS 3MiHa - 3MiHU 3 AKkocTi. ADl. KoHTponb AdI.
3miHa y meTogax BunpobysaHHA APl abo BUXigHOTO
mMartepiany/npomiKHOro NPoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea Ad|
(He3HauHi 3MiHN Y 3aTBEpPKEHNX MeToAaxX
BUNPOGYBaHHS)

BHeceHHs 3MiH go Cneuwndikauii/ MeTogis KOHTPONO
aKkocTi AP, a came- NpVBEAEHHSA XapakTepuUCTUKn
«PO34MHHICTb» Y BIAMNOBIAHICTb A0 Aito40i MOHorpadii
EP. He3HauHi 3mMiHM B onuci MeToAMKN «PO3UMHHICTb»
(metanizauia onucy metoguku). 3miHu | Trny - 3miHu 3
AKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BunNpobyeaHHA APl abo BMXigHOro
marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTea Ad| (iHLi
3MiHM y MeTogax BUNpobyBaHHA (BK/OUAOUM 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiAHOro/MPOMIXXHOTO
npoaykty) CynyTHsa 3MiHa - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikaviii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneundgoikauisix Ha A®I, abo BMXigHWIA/NPOMKHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHM) BHECEHHS 3MiH [0
Creuudikauii/ MeTtogis KOHTponto sKocTi AP, a came-
3MiHV B METOANL| «3a/MLLKOBI Ki/IbKOCTi OpraHiuHnX
PO3UYMHHVIKIB», B TOMY Y/CAi B PO3PaxXyHKOBMX
dhopmynax; 3MiHa B OAUHULUSAX BUMIPHOBAHHS

UA/5583/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
«3a/IMLLKOBI KifIbKOCTi OpraHiyHUX PO34MHHUKIBY,

NiMITV He 3MiHUMCA. 3MiHM 0O6YMOB/EHI NPUBEAEHHSIM
0,0 OHOBNEHOro AM®. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundgikauisix Ha A®I, abo BMXigHWIA/NPOMIKHUIA
npoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NPOLEC
BUPOGHMLUTBA AD| (3BY)XXEHHSA JOMYCTUMUX MEX,
BM3HAYeHUX Y cneundikauii) BHeceHHs 3miH Ao
Cneuudpikauii A®l, a came - 3BY)XEHHS NiMITIB 3a
noKasHUKOM «CynpoBifHi AOMILLKW». 3MiHW NOB’A3aHi
i3 3BY)XXEHHSAM [0NYyCTUMMNX MEX 3a NOKa3HUKOM
«CynpoBigHi AOMILLK/» B OHOB/EHii MoHorpadii EP.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.
3miHa y meToax BunpobysaHHA APl abo BUXIAHOTO
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW y 3aTBEPMAXEHUX MeTogax
BMNpPoOyBaHHsA) BHeCeHHA 3MiH 10 MeToAiB KOHTPO/I0
AKocTi A®l, a came- 3MiHV B MeToAuLi «CynpoBigHi
[JOMILLKM»: HE3HaYHI 3MiHV B Npo60oNiAroToBLj, ymoBax
XpomaTorpadyBaHHsi, pO3paxyHKoBuX hopmynax.
3MiHM 06yMOBEHi NpYBEeAEHHAM [0 OHOBJ/IEHOrO
AM®. 3miHn | Tuny - 3MmiHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BMXIZAHOrO MaTepiany/npoMiKHOro NpPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpobHuutea API
(He3HauHi 3MiHN Y 3aTBEPKEHNX MEeTOoAaX
BUNPOo6YyBaHHS) BHeceHHs 3MiH o0 MeToAiB KOHTPO/O
akocTi A®l, a came- HE3HAYHI 3MiHW METOAUKN
«CynbhaTHa 30M1a»: NpuBeAeHHs A0 Aitoyoi EP,
netanizauis onucy MeToamkn. 3MiHM 06YMOB/EHI
npusBefeHHsAM 40 OHoB/ieHoro AM®. 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX Y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHULTBa AP (iHLWI
3MiHV) BHeceHHs 3miH go Cneuudikauii A®l, a came-
BU/TyYEHHS MOKa3HMKa «Mikpo6ionoriyHa umcToTa».
3MiHV 06ymoBneHi npusegeHHsaM MKA go AM®
BMpo6HUKa API. 3MiHN | TUNY - 3MiHK 3 aKocCTi. AdI.
CucTema KoHTelHep/3aKynoptoBasibHUI 3aci6. 3miHa y
6e3nocepeHiit ynakosui A®I (iHwi 3mMiHK) 3MiHa
cnocoby ykynopku (MiacTvkoBa CTsXKKa), AeTaslisauis
Onu1cy NePBUHHOTO Ta BTOPVMHHOTIO (TPaHCMOPTHOrO)
nakyBaHHs. Matepias NnepBUHHOrO NakyBaHHSA He
3MiHMBCS. 3MiHU 06YMOB/IEHI MPUBEAEHHAM [0
oHoBsieHoro AM®. 3miHu | Tuny - 3miHu 3 akocTi. AdI.

CTabinbHicTb. 3MiHa nepiogy NOBTOPHUX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHA A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BignosigHOCTI EBponeiichkiit
dhapmakonei, Wwo BKIoYae nepiog NOBTOPHOIO
BMNPO6YBaHHs) (Nepios NOBTOPHOr0
BMNpo6yBaHHs/Nepiog 36epiraHHs) - BinbL XXopcTki
YMOBM 36epiraHHs - BHeCeHHS 3MiH J0 p. «YMOBM
36epiraHHs», a came-6isibLL XXOPCTKi yMOBYU 36epiraHHs
(4ONOBHEHHS LWOA0 HEObXIAHOCTI 36epiraHHs B
3axyLLeHoMy Bif cBiTNa MicLji). 3MiH1 06yMOBIEHI
npvBefeHHaM A0 OHOB/ieHOro AM®. 3aTtBepaKeHo p.
«YMOBWU 36€epiraHHs» B opuriHanbHOMY KOHTEHePI,
npu Temneparypi He Bue 25 °C 3anpornoHoBaHo p.
«YMOBWM 36epiraHHA» B 3axvweHomy Bif cBiTna Micui
npu Temneparypi He Buuie 25 °C
127. | MEKC - PO34UH ANS iH'EKLN, ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16942/01/01
340POB'A 50 mr/mnno 2 mn B 3 06MeXeHO TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
amnyni; no 5 amnyn 06MexeHo BiANOBIAA/LHICTIO CrabinbHicTb. 3MiHa y TepmiHax npugaTtHocTi abo
y 6nictepi; 1 abo 2 BignoBigaib "®apmavueBTUYHa ymoBax 36epiraHHsi FOTOBOrO JliKapCbKoro 3acoby
6nictepu y Kopobui 3 HICTIO KOMnNaHis (36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
KapTOHY; No 2 MN B "PapmauesT "3popoB'a" nikapcbKkoro 3acoby) - s Toproeoi ynakoBKu
amnyni, no 10 N4YHa (nigTBEPAXYETLCA AaHUMK PeasTbHOro Yacy) -
amnyn y 6nictepi; 1 KOMnNaHis 36i/1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO
6nictep y kopobui 3 "3popos'sa” nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHNX
KapToHy; Mo 5 mn B pesynbTaTiB [OBrOCTPOKOBUX AOCI[KEHb
amnyni; no 5 amnyn CTabiNbHOCTI y peaslbHOMY Yaci: 3aTBepKeHo:
y 6nictepi; no 1 TEPMIH MPNOATHOCTI 2 pokun 3anponoHoBaHoO:
6nicTepy y kopobui 3 TEPMIH MPNOATHOCTI 3 pokn 3MiHM BHECEHi B
KapTOoHY IHCTPYKLUi0 AN51 MeANYHOro 3aCTOCYBaHHS /liKapCbKoro
3acoby y po3gin "TepmiH npugatHocTi". BBegeHHs
3MiH NPOTAroM 6-TK MicALIB Nic/ia 3aTBEPAKEHHS
128. | MEHOBA3VH po34nH ons MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 6e3 UA/8167/01/01
30BHILLHbOIO "®ITOPAPM "®ITOPAPM" TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuii 3acib. peyenma
3acTocyBaHHs, " CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa

cnupToBwiA, No 40
M abo no 100 mny
h/1aKoHaxX CKASAHUX;
no40 mny
dhnakoHax
noniMepHNxX

pO3Mipy ynakoBKM roTOBOrO MikapCbkoro 3acoby (3miHa
Macu/06'eMy BMiCTy KOHTeliHepa 6aratof030B0Oro
nikapcbKoro 3acoby AN HenapeHTepasibHOro
3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOTO
BMKOPUCTaHHS)) -

[ofaBaHHA HOBOI ynakoBku - 100 M1y dhnakoHax
CKIAAHMX, 3 BiANOBIAHVMY 3MiHAMM B P. «YNakoBKa»
MKSA N3 Ta, Sk Hacnigok, BiANOBiAHI 3MiHW BHOCATLCSA
B po3gin «O6’em BMICTy chnakoHy» MKA 13
(Cneuudbikauis Ta MeToAM KOHTPONID). Ha3sa po3giny
«O6’em BMICTY (h/1akoHy» B METOAAX KOHTPO/IHO
BigpeaaroBaHo. 3MiHN BHECEHO B iHCTPYKLitO A1
MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po34in «Ynakoska» 3 BifMoBigHMMN 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby. BeefeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
129. | MEHOBA3VH pO34nH ons AT YkpaiHa AT "y6Hncpapm” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/8824/01/01
30BHILUHLOTO "Ny6Hndhap TMny - 3MiHK 3 AKOCTI. FOTOBMIA NiKapCbKMii 3aci6. peyenma
3aCTOCyBaHHS, M 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy cepil
cnupToBwMii No 40 mn (BK/KOYAlOUM fiana3oH po3Mipy cepii) roToBoro
abo no 100 mny nikapcbKoro 3acoby (36inbweHHsa fo 10 pasis
donakoHax; no 50 mn MOPIBHSAHO i3 3aTBEPAXEHUM PO3MIPOM) BBEAEHHS
Y Ky/TIbKOBUX [0AaTKOBOro PO3Mipy cepii roToBOro Nikapcbkoro
dhnakoHax 3acoby. 3arBepmkeHo: 500,0 n (Big 11,000 T. wT. A0
12,100 1. wrt. no 40 mn; Big 4,400 T. WwT. 8o 4,900 T.
wT. no 100 mn; Big 8,800 T.WT. 8o 9,600 T. WT. No 50
mn) 3anponoHosaHo: 500,0 n (Big 11,000 T. wt. Ao
12,100 1. wrt. no 40 mn; Big 4,400 T. WT. 8o 4,900 T.
wT. no 100 mn; Big 8,800 T.WwT. 8o 9,600 T. WT. No 50
mn) 1000,0 n (Big 22,000 T. wT. Ao 24,200 T1. wt. no 40
wm/1; Big 8,800 T. wT. A0 9,800 T. wT. no 100 mn)
130. | MIAIAHA TabneTku, BKpUTI BAT YroplmHa BAT "TegeoH YroplwuHa BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/11296/01/01
nAiBKOBOO "l'eneoH PixTep" MRy - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/ME- peyenmom
060/10HKOI0, N0 21 PixTep" cepTudikaT BignoBigHOCTI EBponenchbkili

Tabnetui y 6nictepi;
no 1 a6o 3 6nictepn
pasoMm i3 KaPTOHHUM
dyTNsipom ans
36epiraHHsa 6nictepa
B nauuj

thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWn cepTuddikat
Bif] y)ke 3aTBEPAXEHOr0 BUPOGHMKA -
nofaHHs OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei (R1-CEP 2001-400-Rev
02) Big, yXe 3aTBEpAKEHOr0 BMpo6HUKa BAT «['efeoH
PixTep», YropwuHa (Gedeon Richter Plc., Hungary) Ha
A®I — eTuHinecTpagion (3atsepakeHuii CEP: R1-CEP
2001-400-Rev 01). 3miHu | TUNY - 3MiHK 3 AKOCTI. ADI.
CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMUNpobyBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHA A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BignosigHOCTI EBponeiichkiit
hapmakonei, Lo BK/IoHae nepios NoBTOPHOro
BMNpOoGYBaHHS) (Nepio MOBTOPHOrO
BMNPO6YBaHHs/Nepios, 36epiraHHs) - 3MEHLUEHHS -
3MEHLLEHHS Nepiogy NOBTOPHMX BUNPOo6yBaHb Ad|
Ethinylestradiol micronized (3aTBepa)xeHo: 2 poku;
3anponoHoBaHo: 1 pik). 3MiHu | TUNy - 3MiHW 3 SKOCTI.
A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAKEHOMY
[ocbe cepTudpikata BignoBigHOCTI €BpoNeiichbkil
dhapmakonei, Wwo BKIYa€e nepiog NOBTOPHOrO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNpOGYBaHHS) (Nepiog MOBTOPHOrO
BMNpoGYyBaHHs/Nepiof 36epiraHHs) - BinbLl XopcTki
yMOBM 36epiraHHs - 3MiHa ymMoB 36epiraHHs Ad|
Ethinylestradiol micronized 3aTBepzxeHo: YMO0BM
36epiraHHs. 36epirati Npy KiMHaTHii TeMnepaTypi
(15-30? C) B 3axuLleHOMy Bif, CBIT/1a MiCLi.
3anponoHoBaHo: YM0BU 36epiraHHs. 36epiratu npu
Temneparypi He BuLe 25? C B opuriHa/IbHIl ynakoBLi
[ON15 3aXMCTY Bif BNAVBY CBIT/1a Ta BOJIOMN.
131. | M-M- NOPOLLIOK AN1S Mepk Wapni | LiBeiiuapi Mepk Wapn i HigepnaHan | BHeCeHHs 3MiH A0 peecTpauiliHnx martepianis: 3miHu || 3a UA/14950/01/01
PBAKCMNPO® cycneHsii ans Ooywm IAEA A Ooym B.B., / CWWA My - 3MiHK 3 AKkocTi. ADL. KoHTposb APl 3miHa y peuenmom
BAKUMHA ANA | iH'ekuiin, 1 donakoH 3 M6X HigepnaHgn mMeTogax BunpobysaHHs APl abo BuXigHOro
MPO®ITAKTUK | mopowkom (1 gosa) (BTOPUHHE marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
1N KOPY, Ta 1 chnakoH 3 nakyBaHHs1, BUMYyCK BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
ENIAEMIMHOI PO34YMHHKKOM (BOAA cepii BakynHu Ta (cyTTeBa 3miHa y
O NAPOTUTY 4ns iH’ekuyjin) no 0,7 PO3YUHHNKKA); 6ionoriyHoMy/iMyHONOriYHOMY/iIMyHOXIMIYHOMY MeTOpj
TA KPACHYXU MJ1Y KapTOHHiiA Mepk Wapn i BUNPOBYBaHHA abo MeTofi, y AKOMY
XNBA Kopob6ui; 1 hnakoH 3 [oywm Kopn., CLUA BMKOPUCTOBYETHLCA BiONOriYHNI peareHT ans
nopowukom (1 gosa) (BMpPOGHYK 6ionoriuHoro A®l, a6o iioro 3amiHa). OHOB/IEHHS
Ta 1 nonepefHbo BaKuuHu in bulk Ta npoueaypv TecTyBaHHs KNiTUHHUX cybeTpartiB Tissue
HaMOBHEHWI WNpUL, nepBuHHe Culture Safety Testing (TCST), L0 BUKOPUCTOBYIOTLCS
3 PO3YMHHUKOM nakyBaHHS) NS BUPOGHULITBA BIpYCY KOpPY, BipyCY KpacHyxw,
(BoZa Ans iH'eKLUiiA) Bipycy enifemiyHoro napoTuTy, nonepeaHbLo
no 0,7 mn s oumnLeHoro 6anky NPOMiKHMUX NPOAYKTIB BigNOBIgHO A0
KOMMJ/IEKTI 3 ABOMA BVIMOT 3arasibHoi MoHorpadii 5.2.3 E®, a came
rosikaMu y KapTOHHIl BUAANEHHS KNITUHHKX MiHi Hela, LLC-MK2, CEK, WI-
Kopo6ui; 10 38, 3amiHa knituH WI-38, HelLa Ha MRC-5.
hN1aKoHiIB 3
nopotukom Ta 10
hnakoHiB 3
PO34MHHKKOM (BOAA
ons iH’ekuijin) no 0,7
M1 B OKpPEMUX
KapTOHHMX KOpObkax
132. | MOKCUD/IOKC | Tabnetku, BKpUTI CaHnpos3 CnoseHis C.K. CaHpos PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16489/01/01
ALVH NNiBKOBOKO dapmachboTi C.P.J. TMny - 3MiHK 3 AkocTi. CepTucpikat BignosigHOCTI/TE- peyenmowm
CAHAO3® 060/10HKO10, Mo 400 Kans a.4. cepTudikaT BignoBigHOCTI EBponenchbkili

Mr no 5 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI kopobLyj;
no 7 Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lii

thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI abo
BUYYEHHS cepTudikaTta BifgnoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWn cepTuddikat
Bif] y)ke 3aTBEPAXEHOr0 BUPOGHMKA -
nofaHHs OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponevicbkin hapmakonei Ne R1-CEP 2007-355 -
Rev 03 (3atBepmxeHo: R1-CEP 2007-355 - Rev 02)
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

ons giroyoi pevosrHn Moxifloxacin hydrochloride Big,
BXe 3aTBepmkeHoro BupobHuka MSN PHARMACHEM
PRIVATE LIMITED, IHgisi. 3miHun | Tvny - 3MiHun 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €Bponencbkoi
thapmakonei, abo iHLWOoT HauioHanbHoT hapmakonei
Aepxasun €C (3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B 1Y, abo EBponeiickkiit hapmakonei, abo
iHLWIN HauioHanbHIl chapmakonel gepxasn €C)
npusefeHo creumdikaviio APl y BigNoBIgHICTL 40
BMMOr MoHorpacii EP, 30kpema BBeAeHHS
[04aTKOBOro nokasHuka «Enantiomeric purity»,
BUAAIeHHA nokasHuka «Specific optical rotation»,
3MiHW 33 MOKa3HUKOM «Assay».

133.

MOKCOTEHC

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKoto, 1o 0,2
Mr no 10 TabneTok B
6nictepi, no 2
6nictepy B navw,i

TOB
"APTEPIYM
nTa”

YkpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOro flikapCcbKoro 3acoby

(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
(niaTBEPMKYETHCA AAHUMU PEasIbHOTO Yacy)
36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX AOCAIHKEHb
CTabiNIbHOCTi Y peasibHOMY Yaci: 3aTBepKeHo:
TepmiH npugatHocTi: 1 pik. 3anponoHoBaHo: TepMiH
npuaatHocTi: 1,5 poky. BBeAeHHs 3MiH NpoTArom 6-u
MicsILiB Nicns 3aTBEPAKEHHS

3a
peyenmom

UA/19027/01/01

134.

MOKCOTEHC

TabneTku, BKpUTI
NNiBKOBOKO
o6o0oHKoto, no 0,4
Mmr no 10 TabneTok B
6nictepi, no 2
6nicTepy B nayy,

TOB
"APTEPIYM
nTar

YkpaiHa

MAT
"Knismegnpenapa
i

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby

(36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11s Toprosoi ynakoBKu
(nioTBEPOKYETHCA AAHUMU PEasIbHOTO Yacy)
36i/1bLLUEHHSI TEPMIHY NPUAATHOCTI FOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHNUX
pesynbTaTiB [OBrOCTPOKOBUX AOCAIKEHb
CTabiNbHOCTI y peaslbHOMY Yaci: 3aTBepaKeHo:

TepmiH npugaTHocTi: 1 pik. 3anponoHoBaHo: TepMiH

npuaatHocTi: 1,5 poky. BBeAeHHs 3MiH NpoTarom 6-tu

MiCALB Nicaa 3aTBepAKEHHSA

3a
peyenmom

UA/19027/01/02

135.

M-CMNPEN

crpeii Ha3aslbHWUIA,
no3oBaHuit, 50
MKr/fo3a; no 16 r
(120 pos3) abo 18 1
(140 po3) cycneHsii

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

®APMEA

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHu 1o
y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEEHHS y3aralbHEHMX AaHKX NPo cucTemMy

3a
peyenmom

UA/18617/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y NonieTUIeHOBI thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobu,
NAAWLI BUCOKOT BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
LWiNbHOCTI, 06'eMOM KOHTaKTHOT 0CO6U 3 hapmakoHarnsay 3asBHUKa 415
20 mn, 3 403y4MM 3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, AKLo BoHa
HacocoM- BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6u, BignoBiganbHOI
posnuiBayeM, 3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaovaun
3aKpUTUM KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
Ha3aNbHUM (paiina cuctemu hapmMakoHarssay) 3mMiHa KOHTaKTHOT
annikatopom 3 ocobu 3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, B
KOBMaykom, no 1 YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
NAALWLI B KAPTOHHIM MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
nauui KOHTaKTHUX A@HWX KOHTaKTHOT 0CO6Y 3asiBHYMKA,
BiNOBiAA/IbHOI 32 hapMmakoHarnsg B YkpaiHi.
136. | HABE/NA 1.5 Tabnetku no 1,5 wr, 3eHTiBa, K.C. Yecbka Nab6opatopioc IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | 3a UA/17092/01/02
no 1 tabnetujy Pecny6nik | /leoH ®apma, C.A. TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
6nicTepi, no 1 a thapmakoHarnsgy. BeegeHHs abo 3miHu oo
6nictepy y y3araslbHeHUX JaHnx npo cucTemy hapmakoHarnsgy
KapTOHHI ynakosLi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0Cc06W, BignoBigabHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsag, B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiANOBiAA/IbHOI 32 hapMakoHarnsag B YkpaiHi.
137. | HASON®KIAC cnpei HasanbHWiA TOB YkpaiHa IcTityTo fle ITanis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | 6e3 UA/9482/01/01
0,25 %; no 10 mny "Baiep" Anxeni C.p.n. MRy - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/ME- peyenma

hnakoHi 3
po3npuckyBayem; rno
1 chnakoHy B
KapTOHHI KopooLli

cepTudikaT BignoBigHOCTI EBponenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: gna A®l; ans BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWn cepTuddikat
Bif] y)ke 3aTBepMKEHOro BUpo6Huka - MogaHHs
oHoBneHoro CepTudikaty BignosigHocTi €EP Ne R1-
CEP 2003-179-Rev 04 (3atBepmxeHo R1-CEP 2003-
179-Rev 03) ana A®| deHinedpuHy rigpoxnopuva, sig,
BXe 3aTBepaKeHoro BupobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, Ta sik Hacnigok
agMiHicTpaTMBHa 3MiHa Ha3BM paioHy, ae




91

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
po3TalloBaHuii BUPO6HUK 6e3 3MiHM thi3nyHoro
po3TallyBaHHA BUPOOGHUYOI AiNbHUL. [itoya pefakuis:
7B & 7C, SIPCOT Industrial Complex Ranipet —
632403 Vellore District Tamil Nadu, India
MponoHoBaHa pepakuis: 7B & 7C, SIPCOT Industrial
Complex Ranipet District India-632403 Ranipet, Tamil
Nadu
138. | HAN3® Tabnetku no 100 mr O-p Peppi'c IHAis [O-p Peppi'c IHais BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MaTepiasis: 3MiHu | 3a UA/3458/02/01
no 10 TabneTtok y Nab6opaTtopi Na6opaTopic /T4, My - 3MiHK 3 AKOCTI. FOTOBMIA NiKapCbKMii 3aci6. peuyenmom
6nicTepi, no 2 c Nitp, Bupo6Hnya KoHTposb roToBoro fikapcbkoro 3acoby (iHLwi 3MiHu) -
6nictepu B LinbHUuA - 11, npuBefeHHs TekcTy MeTopgiB KOHTPOsIo AKocTi N3y

KapTOHHI KOpo6Lii

IHgis; O-p Peaai'c
NabopaTtopic
NimiTes, IHAisA

BiANOBIAHICTb A0 BMMOT Ail04Or0 3aKOHOAABCTBa
YKpaiuu, a came, nepeknag Ha yKkpaiHCbKy MOBY 3
pocilicbkoi MOBW. BBeAeHHS1 3MiH NpOTSArom 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHU BUNpobyBaHb abo fonyCTUMUX
MEX, BCTAHOBJ/IEHMX Y cneumdikalisx, nig yac
BMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby
(BMNyYEHHA HECYTTEBOTO BUNPOOYBAHHS B NPOLIECi
BMPOGHMLTBA) - BUAAIEHHS NokasHuka «Onme» 3i
cneuudikayii in-process. BupobHuk 3a60B’a3yeTbcs
NpoBOANTM AaHe BUNPOOYBaHHS B MPOLIECI
BMPOOHUMLITBA BaslifaliiiHux napTiii. BBefeHHs 3MiH
NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPKEHHS; 3MiHM |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHN BUNpo6yBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx, nig
yac BMPOOHMLTBA FOTOBOIO NiKapcbKoro 3acoby (iHwi
3MiHW) - BUAAIEHHS NoKasHuka «Boga» 3i
cneuudikayii in-process. BupobHuk 3a60B’a3yeTbcs
NpoBOANTM AaHe BUNPOOYBaHHS B MPOLIECI
BMPOGHUMLITBA BastifaliiiHux napTiidi. BBefeHHs 3MiH
NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPKEHHS; 3MiHM |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHN BUNpo6yBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx, nig
yac BMPOOHMLTBA FOTOBOIO NiKapcbKoro 3acoby (iHwi
3MiHW) - BUAaIeHHs nokasHuka «KinbkicHe
BM3HA4YeHHs» 3i crneumdikauii in-process. BupobHuk
3a60B'A3yETbCS MPOBOAUTU faHe BUNPOOYBaHHA B
npoueci BUpobHULTBa BatigaliiHux napTii. BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiCNs 3aTBEPMAKEHHS;
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NiKapCbKUii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPOGHMLITBA FOTOBOTO /1iKapCbKOro 3acoby,
BK/TH0HAK0UN NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHNLTBI FOTOBOTO /iKapCbKoro 3acoby (iHLwui
3MiHW) - 4OAAHHA aNlbTepPHATMBHOIO Cnocoby
BUPOGHMLTBA AN151 BUpoOHUYOT AinbHUUi -p Peaai’'c
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NabopaTopic MlimiTeq, IHAIS: nicna eTany CyLiHHA
3aTBEPMAKEHMUI BUPOGHMUMIA NpoLiec (open operation)
BK/IIOYAE onepavito NpocitoBaHHA Ta NOAPIGHEHHS,
ToAji SiK aNlbTepHaTUBHWIA BastifoBaHuii npouec (closed
operation) Bk/ll04aE nNpouec NPAMOoro nogpioHeHHs.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS; 3MiHM | TUny - 3MiHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHM Y
npoueci BUpo6HMULTBA FOTOBOTO MiKapCbKOro 3acoby,
BK/THOHAK0UN MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHMLTBI FOTOBOTO NiKapCbKoro 3acoby (iHLwi
3MiHW) - OAaHHA aNlbTEPHATMBHOIO CNocoby
BMPOGHMLTBA ANs BUPO6HUYOI AinbHuLi [-p Peaai'c
Na6opatopic Nimitea, IHAis, BupobHuya ginbHuus - 11
nicnsa etany CyLiHHSA 3aTBepKEHN A BUPOBHNUNIA
npouec (open operation) Bk/Ilo4ae onepadito
NpocitoBaHHA Ta NoApiGHEHHS, Toai K
anbTepHaTMBHUI BanigoBaHwii npouec (closed
operation) Bk/t04a€ NpoLec NPsIMOro NoApPiGHEHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPMAKEHHST; 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MNYyCTUMUX MEX FOTOBOrO NiKapCbKoro 3acoby
(BMNyYEeHHs HE3HAYHOrO NokasHWKa (Hanpuknag,
3acTapifioro NokasHyKa, Takoro Sk 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB UM CMaKoBUX [06aBOK)) -
BMAUIEHHS 3i cneumdikauii Ha 13 nokasHuka
«ToBLWWMHAa» i3 BigNOBIAHM METOLOM BUNPOOYBaHHS,
[aHuii napamMeTp SKOCTi KOHTPOJTIOETLCS B MPOLLECI
BMpOGHMLUTBA J13.

CynyTHS 3MiHa
- 3MiHK 3 iKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MeTogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpoGyBaHHS) BBeAEHHS 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBepXeHHs; 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napamMeTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX rOTOBOrO NikapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOro NoKasHukKa (Hanpuknag
3acTapifioro NokasHuka, Takoro sik 3anax Ta cMak, abo
iieHT1dpikauis 6apBHMKIB Y CMaKoBUX [106aBOK)) -
BUAAIEHHSA 3i cneuudikauii Ha 13 nokasHuka
«TBepaicTb» i3 BiANOBIAHUM METOA0M BUNPOOYBaHHS,
JaHuii napameTp SKOCTi KOHTPO/TIOETLCS B MPOLIECI
BMPOGHMLTBA J13.

CynyTHS 3miHa
- 3MiHM 3 siKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

roTOBOrO /iKapCbKOro 3acoby. 3miHa y MeTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpoGyBaHHS) BBeAEHHS 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepKEHHS; 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbkunii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napamMeTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX roTOBOrO NikapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOro NoKasHukKa (Hanpuknag
3acTapisioro NokasHuka, Takoro sik 3anax Ta cMak, abo
ineHT1dpikauis 6apBHMKIB Y CMaKoOBUX 106aBOK)) -
BUAAIEHHA 3i cneuudikauii Ha 13 nokasHuka
«CTVpaHHiCTb» i3 BiAMOBIAHMM METO40M
BMNPOBYBaHHS, faHuii napameTp SKOCTi
KOHTPONIETLCA B NpoLeci BUpo6HuLTBa J13.
CynyTHS 3miHa
- 3MiHM 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y meTogax
BMNPO6YBaHHSA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAAax
BMNpo6yBaHHA) BBeAEHHA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBePMXEHHS; 3MiHU | TUny - 3MiHK 3 SKOCTiI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis crnewudikawii
Ta/abo [oMyCTUMUX MEX roTOBOro /iKkapcbKoro 3acoby
(BMNYyYEeHHs HE3HAYHOrO NoKasHWKa (Hanpuknag,
3acTapisioro nokasHuKa, Takoro sik 3anax Ta cMak, abo
ineHTndikauiss 6apBHMKIB UM CMakoBUX J06aBOK)) -
BUAaneHHs 3i cneumdikauii Ha 13 nokasHuka
«Po3nagaHHsA» i3 BignoBigH/M METOAOM
BMNPOOYBaHHSA, faHWiA napameTp SKOCTI
KOHTPO/IOETHLCS B MpoLieci BUpobHuuTea J13.
CynyTHS 3miHa
- 3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPO6YBaHHs) BBeAeHHsA 3MiH NPOTArom 6-Tu MicsiLiB
nicnsa 3aTBepMKeHHs; 3MiHN | TUNY - 3MiHN 3 SKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3aco6y. 3MiHa napaMeTpiB cneuudikadiii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BMNyYEeHHs HE3HAYHOrO NokasHWKa (Hanpuknag,
3acTapifioro NokasHyKa, Takoro Sk 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB UM CMakoBUX [06aBOK)) -
BMAUIEHHS 3i cneumdikauii Ha 13 nokasHuka
«[liameTp» i3 BigNOBIAHNM METOAOM BUNPOGYBaHHS,
JaHuii napamMeTp SKOCTi KOHTPO/TIOETLCS B MPOLLECI
BMPOG6HMUTBA /13. CynyTHS 3MiHa
- 3MiHM 3 siKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

roTOBOrO /iKapCbKOro 3acoby. 3miHa y MeTogax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpoGyBaHHS) BBeAEHHS 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepKEHHS; 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NNikapcbkunii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napamMeTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX roTOBOrO NikapCbKoro 3acoby
(iHWi 3miHW) - NpuBeAeHHSA BUMOT cneuudikauii Ta
MeTOAMKN BUNPOOYBaHHSA 3a MOKa3HUKOM
«MikpobionoriyHa ynctoTa» y BifANOBIAHICTL 40 BUMOT
EP 5.1.4., BHeceHHs nepioAnyHOCTI BUNPobyBaHHA 3a
[aHVIM MOKa3HWKOM SKOCTi A0 cneuundikauii Ha BUMycK.

CynyTHS 3miHa
- 3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTofax
BMNPOGYBaHHS TOTOBOTrO NiKAPCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/THOHYAKOUN 3aMiHY
ab0 [0MNOBHEHHSA)) BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

139.

HENPOJAAP®

TabneTkn, BKpUTI
060/10HKot0, No 500
mr, no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi;
no 3 a6o no 10
yNakoBOK y
KapTOHHI KOpo6Lii

Amakca NT4

Benuka
BpuTaHis

Bupo6HnLTBO 3a
NOBHUM LMK/TOM:
Kycym Xentxkep
Met N14, IHAjN;
Bupo6HMLTBO 3a
MOBHVM LMK/IOM:
Kycym Xentxkep
Mt N4, IHAiA

IHgis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHWLA, Ha K NPoBOAATLCA Oy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB)
CynyTHS 3miHa
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro 3acoby
(AiNbHMUSA 415 BTOPUHHOIO NakyBaHHS);

- 3MiHu 3 SKoCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeLeHHS 004aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro 3acoby
(AiNbHULA 0N NepBUHHOIO NakyBaHHS); BBeAeHHs
AiNbHULI, Ha AKil NPOBOANTLCS BUPOGHMLTBO 3a
NOBHUM LK/TOM. BBEIeHHA 3MiH NpoTArom 6-Tn
MiCALiB NicNa 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogaBaHHs
BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS Ta/abo
BUNYCK cepii) - Bkiroyaoum KOHTPO/b/BUNPOBYBaHHSA

3a
peyenmom

UA/10777/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

cepii - JogaBaHHs BUPO6HUKa, L0 Bignosigae 3a

BUMYCK cepii Ta KOHTPO/b/BUNPO6YBaHHSA cepil Kycym

Xentxkep M.t J/itg Mnot Ne M-3, IHaop Cnewen
IkoHOMik 30yH, deis-Il, Mitamnyp, AicT. Oxap, Magxbs
Mpagew, MiH 454774, IHAia, 8O 3aTBEPLXKEHOrO
BMpo6HUka Kycym Xentxkep Met Jitg CM-289 (A),
PIIKO Inpactpian apea, YonaHki, bxisagj, fict. AnsBap
(PapxacTtaH), IHAisA. BBeAeHHS 3MiH NpoTAroMm 6-tu
MiCALIB NiCNA 3aTBEPLKEHHS; 3MiHW | TUMy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHULTBI. 3MiHa po3Mmipy cepii (BkIOYaruu
[iana3oH po3mipy cepii) roToBOro /likapCbKoro 3acoby
(3meHLweHHs go 10 pasiB) - BHeceHHs AoAaTKOBWIA
po3Mip cepii 4Ns anbTepHAaTUBHOI BUPOOGHUYOT
LinbHULI Nikapcbkoro 3acoby 3a agpecoto: Mot NeM-

3, Ingop Cnewen lkoHomik 3oyH,®eiis-Il, Mitamnyp,
LicT. Oxap, Magxba Mpageww, MiH 454774, 1Hais,
3arBepakeHo: Bupobruua ginsHunus: Cr-289 (A),

PIIKO Inpactpian apea, YonaHki, bxisagj, fict. Ansap

(PapxactaH), IHais SP-289 (A), RIICO Industrial area,
Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Po3wmip cepii: 150 000 Tabnetok; 300 000 TabneTok

3anponoHoBaHo:

Bupo6Huya ginbHuus: Cr-289 (A), PIIKO IHgacTpian
apea, YonaHki, bxisagi, [ict. AnBap (PamxacTaH),
IHais SP-289 (A), RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan), India Po3wmip cepii:
150 000 Tabnetok; 300 000 Tabnetok MNaot NeM-3,

IHgop Cnewwen IkoHomik 3oyH,®elis-1l, Mitamnyp, AicT.
[Nxap, Magxes Mpageww, MiH 454774, 1Hais, Plot No.

M-3, Indore Special Economic Zone, Phase-II,

Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774,
India Po3mip cepii:100 000 TabneTok; 3MiHu | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobByBaHb abo A0NYCTUMUX

MeX, BCTAHOBJ/IEHUX Y cnewumdikalisx, nig yac
BMPOBGHULITBA FOTOBOTO NiKAPCLKOro 3acoby (3BY>KEHHS
[OMYyCTUMUX MEX) - 3BY)XEHHS AOMYCTUMMX MEX
cneuudikaLii KOHTPOAIO Mif yac BUpobHuLTBa /13 Ans

NOKa3HUKiB «Po3nafaHHsa» Ha eTani CTUCHEHHS (3 «He

6inblue 30 XBUIUH» Ha «He binblue 20 XB.») Ta
«PO3YMHEHHS» Ha eTanax CTUCHEHHS Ta NOKpUTTA
TabneTok (3 «He MeHLwe 70% (Q) Big, 3asBNeHOT
KinlbKOCTi 3a 45 XB.» Ha «He MeHLwe 75% (Q) Big
3a8B/1EHOI KiNIbKOCTI 3a 45 XB»; 33MiHM | TUNY - 3MiHN 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig yac
BVMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby
(8ofaBaHHsA HOBOTO MeToAy BUNPOOYBaHHS Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
JonycTuMmx Mex) - [logasaHHA HOBOTO MeToay
BUNPOBYBaHHSA A0 cneuudikauii KOHTPO/IK B NPOLECI
BMpOGHMUTBA /13, a came n. «Onuc» Ha etani
nonepeaHbLOro 3MillyBaHHS Ta n. «Maca 20 TabneTok»
[0 eTaniB CTUCHEHHS Ta NOKPUTTS TabneTkn ans
3abe3neyeHHs KpaLoro KOHTPO/I0 B NPOLEC
BMPOGHMLITBA TA61ETOK; 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AONYCTUMMX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HULTBa
roTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHK) - 3MiHa Mex
nokasHuka "TeepgicTb" nig Yac BupobHuuTea 13 Ha
eTani CTUCHeHHs TabneTok Big 10-17 Kp go 10-20 Kp
3a pesynbTaramu AOCNIMKEHHS BUPOOHUKA; 3MiHM |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
KOHTpO/b roToBOro fikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS A0NYCTUMUX
MeX) - 3BY)XEHHS AOMYCTUMUX MeX A5 N. «KinbkicHe
BM3HAUYEHHs» y cneuudikauii Ha TepmiH NpuaaTHOCTI;
3MiHU | TNy - 3MiHW 3 IKOCTi. FTOTOBMIA NikapcbKuii
3aci6. KOHTpos1b rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHK) - MNepeknag, 3aTBepIKEHNX METOLIB KOHTPO/IHO
AIKOCTi 3 POCIACbKOT MOBYW Ha YKPAIHCbKY MOBY; 3MiHW |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) - BBeaeHHsa
aNbTepHATVBHOIO TEKCTY MapKyBaHHS YNakoBKv A1
[0[aTKOBOI Ai/TbHUL NliKapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-TW MiCALIB Nicns 3aTBEPIKEHHS
140. | HITPOMAKC TabneTtkn TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/14157/01/01
cybniHrBasbHI MO "MIKPOXIM" "MIKPOXIM" TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3acib. peyenmom
0,3 wmr, no 50 CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa y
TabneTok y 6aHu; NepBUHHIV yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
no 4 6aHkM y nauui 3 KOHTeliHepa abo AofaBaHHA HOBOrO KOHTelHepa) -
KapToHy; no 100 Teepai, M'sKi Ta HecTepusbHi piaki nikapcbki doopmm -
TabneTok y 6aHu; [0faBaHHA HOBOI NEPBUHHOT YNakoBKM Bif,
no 1 6aHui B nayuj 3 anbTepHaTUBHKX BUPOGHUKIB, a came: - do1akoH
KapToHy; no 50 (6aHka) i3 rBUHTOBMM rOpPJIOM, i3 CK/1a, KOPUYHEBOTO
TabneTok y 6aHu; konbopy, 5 mn komnaHii «Gerresheimer Boleslawiec
no 3 6aHkn y S.A.», MNonbLwa; - kpuwka Ao nakoHa 3 rBUHTOBOIO
6nictepi, no 1 rops10BMHO0 KoMnaHii TOB «AlK YkpaiHa», YkpaiHa.
6nictepy y nauuj 3 (3aTBepmxeHa ynakoBka iakoH (6aHka) i3 rBUHTOBUM
KapToHy; no 50 rop/ioM, i3 Ckna, KOPUYHEBOro KOMbOPY BUPOGHMLTBA
TabneTtok y 6aHL; «SCHOTT forma vitrum kft» (YroplumHa) Ta Kpuiika
no 3 6aHkn y Sensoplast Packmitteltechnic GmbH (HimeuunHa))
6nicTepi 3 honbroto,
no 1 6nicrepy y
nauj 3 KapToHy
141. | HITPOMAKC TabneTtkn TOB HB® YkpaiHa TOB HB® YKpaiHa BHECEHHS1 3MiH 10 peecTpauiiHux maTtepianiB: 3MiHu | 3a UA/14157/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cybniHrBasbHI MO "MIKPOXIM" "MIKPOXIM" TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom
0,4 wmr, no 50 CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
TabneTok y 6aHu; NepPBUHHIl yNakoBLi rOTOBOr0 NikapcbKoro 3acoby (Tun
no 4 6aHkn y nauui 3 KOHTeliHepa abo AofaBaHHA HOBOrO KOHTeHepa) -
KapToHy; no 100 Teepai, MK Ta HecTepusbHi piaki Nikapcbki dopmm -
TabneTok y 6aHu; [0faBaHHA HOBOI NEPBUHHOT YNakoBKK Bif,
no 1 6aHui B navuj 3 anbTepHaTUBHNX BUPOGHUKIB, a came: - do1akoH
KapToHy; no 50 (6aHka) i3 rBMHTOBMM rOpJIOM, i3 CK/1a, KOPUYHEBOTO
TabneTok y 6aHu; konbopy, 5 mn komnaHii «Gerresheimer Boleslawiec
no 3 6aHkn y S.A», MNonbLwa; - kpuwka Ao nakoHa 3 rBUHTOBOIO
6nicTepi, no 1 ropsi0BMHO0 KoMnaHii TOB «AlK YkpaiHa», YkpaiHa.
6nicTepy y nauuj 3 (3aTBepMxeHa ynakoBka d1akoH (6aHka) i3 rBUHTOBUM
KapToHy; no 50 rop/ioM, i3 Ckna, KOPUYHEBOrO KOMIbOPY BUPOGHMLTBA
TabneTtok y 6aHL; «SCHOTT forma vitrum kft» (YropluimHa) Ta Kpuiika
no 3 6aHkn y Sensoplast Packmitteltechnic GmbH (HimeuunHa))
6nicTepi 3 honbroto,
no 1 6nicrepy y
nauj 3 KapToHy
142. | HITPOMAKC Tabnetkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/14157/01/03
Cy6niHrBasIbHI N0 "MIKPOXIM" "MIKPOXIM" TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
0,5 mr, no 50 CucTema KoHTelHep/3aKynoptoBasibHU 3aci6. 3miHa 'y
TabneTok y 6aHui; NepBUHHI yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
no 4 6aHkM y nauui 3 KOHTeliHepa ab0 AofaBaHHA HOBOrO KOHTelHepa) -
KapToHy; no 100 TBepAi, M'sKi Ta HecTepubHI piaki nikapcbki dhopmu -
TabneTok y 6aHLui; [0faBaHHA HOBOI NEPBUHHOT yMakoBKM Bif,
no 1 6aHui B navuj 3 a/bTepHaTMBHUX BUPOOHUKIB, @ came: - p/1akoH
KapToHy; no 50 (6aHka) i3 rBUHTOBMM FOPJIOM, i3 CK/1a, KOPUYHEBOTO
TabneTok y 6aHui; konbopy, 5 mn koMmnaHii «Gerresheimer Boleslawiec
no 3 6aHkn y S.A.», MonbLg; - kpuLwka A0 dnakoHa 3 rBUHTOBOMD
6nicTepi, no 1 ropfioBMHOK KoMnaHii TOB «AlK YkpaiHa», YkpaiHa.
6nicTepy y navuyj 3 (3aTBEpaXeHa yrnakoBka oiakoH (6aHka) i3 rBUHTOBUM
KapToHy; no 50 ropsioM, i3 ckna, KOPUYHEBOro KONbOPY BUPOGHMLTBA
TabneTok y 6aHu; «SCHOTT forma vitrum kft» (YroplumHa) Ta Kpuiika
no 3 6aHkn y Sensoplast Packmitteltechnic GmbH (HimeuunHa))
6nictepi 3 hosbroto,
no 1 6nictepy y
nauui 3 KapToHY
143. | HOBOEWT® NOPOLLOK A/1A A/T Hoso NaHis NPUroTyBaHHs, [Nanis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu Il 3a UA/16751/01/04
PO34mMHYy Ans Hopgaick po3nuB y HimeuyunHa MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iH ekuiiA, mo 1500 nepBrHHe thapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuui
MO, no 1 cpnakoHy 3 nakyBaHHs, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
NOPOLLIKOM Y niodgpinisauis Ta A5 MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
KOMNEKTI 3 nepesipka LAaHVMW 3 AKOCTI, AOKAIHIYHUMU, KNIHIYHMW AaHUMK Ta
po34mHHKKOM (0,9% roToBOro AaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0

PO34mnH HaTpito
xnopugy) no 4 mny

nNiKapcbkoro
3acoby, KOHTPO/1b

IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS MiKapCbKOoro
3acoby Ao po3ainy "®apmakooriyHi BnactmBocTi”

nonepegHL0 AKOCTI LWOA0 NiATBEPKEHHS AaHNX ePeKTUBHOCTI Ta
HanoBHeHOMY (mikpobionoriyHi 6e3nekn 3a pesysibTatamv hapMakokiHETUYHUX
LINpULi, LITOKOM BMNPOGYBaHHS) pocnimkeHb. BBeeHHs 3MiH NpoTsarom 6-1m Micsuis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MOpLUHA Ta roToBOro nicns 3aTBepKeHHs
nepexigH1Kom ans NiKapcbkoro
nakoHa B 3acoby:A/T Hoso
iHAMBIAYabHIiN Hopgaick, faHis;
ynakoBsLi B KOHTPO/b AKOCTI

KapTOHHiiA Kopo6Lyi

roTOBOrO
nikapcbkoro
3acoby: A/T Hoso
Hopgick, faHis;
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHs,
niocpinizayin Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPONb
AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHSA)
roToBOro
NiKapcbkoro
3acoby,
MapKyBaHHA Ta
BTOPWHHE
naxkyBaHHs
roToBOro
NiKapcbkoro
3acoby,
[ofaBaHHSA LKamn
40 wnpuua ans
BBEeAeHHS): A/IT
HoBo Hopagaick,
[JaHis;
BiANOBIfaNbHWIA 32
BUMYCK cepil
roToBOro
nNiKapcbkoro
3aco6y:A/T Hoso
Hopgaick, JaHis;
BMPOGHMLITBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nus,
nepesipka,
KoMnekTauis,
MapKyBaHHA Ta
nakyBaHHS

Hepo3dgacoBaHoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
npoaykTy):Bettep
dapma-depTiryHr
v6X i Ko. KT,
Himeyunna
144. | HOBOENT® NMOPOLLOK A/1A A/T Hoso NaHis NMPUroTYBaHHS, Nanis/ BHECEHHS 3MiH 40 peecTpaviinHux matepianis: 3MiHun || 3a UA/16751/01/01
PO34unHy Ans Hopgaick po3nvB y HimeuunHa Tuny - 3mMiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
iH eKuiiA, no 250 MO, nepBuHHe thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
no 1 conakoHy 3 nakyBaHHs, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
MOPOLLKOM Y niodpinizauis Ta [ANS Me[MYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
KOMMNNEKTI 3 nepesipka OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMY faHUMKU Ta
po3unHHKKom (0,9 % roToBOr0O LaHumu 3 dhapmakoHarnsgy - 3MiHuM BHECEHO 40

PO34MH HaTpilo
xnopugy) no 4 mny
nonepeaHbLO
HanoBHEHOMY
LINpUL, LUTOKOM
MOpLUHA Ta
nepexigHNKOM NS
chnakoHa B
iHAMBIAYyanbHin
ynakoBLji B
KapTOHHI KopooLli

nikapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[aHia
KOHTPONb SIKOCTI
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[aHia
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHs,
niodpinisauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3aco0by, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHS
roToBOro
nNiKapcbkoro
3acoby,
[ofaBaHHs LuKaam

IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao po3ziny "®apmMakonorivyHi BnactuBocTi"
{040 NIATBEPKEHHA AaHNX eDEKTUBHOCTI Ta
6e3nekn 3a pesysibTatamv hapMakoKiHETUYHUX
nocnimkeHb. BBegeHHSA 3MiH NPOTAroM 6-Tu MicAaLiB
nicns 3aTBepmXeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

[0 wnpuua gns
BBEJEHHS:
A/T Hoso Hopgick,
[OaHis
BiANOBiAaIbHMI 3a
BUMYCK cepii
roToBOro
NiKapcbkoro
3acoby:

A/T Hoso Hopagick,
[aHia
BMPOGHMLITBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nus,
nepesipka,
KoMnaekTauis,
MapKyBaHHA Ta
nakyBaHHS
Hepo3dacoBaHoro
NPOAYKTY):
BetTtep ®apma-
®epTiryHr MM6X i
Ko. KI', HimeyunHa

145.

HOBOEWT®

MOpPOLLOK AN1A
pO34nHY AnA

iH eKuiiA, no 500 MO,
no 1 conakoHy 3
MOPOLLKOM Yy
KOMMIEKTI 3
po3uunHHKKom (0,9 %
PO34MH HaTpI0
xnopugy) no 4 mny
nonepeaHLo
HanoBHEHOMY
LUNPUL, LUTOKOM
MOpLUHA Ta
nepexifgHnKom ans
nakoHa B
iHAMBIAYyanbHiin
ynakoBLi B
KapTOHHI KOpo6Lii

AT Hoso
Hopgaick

[aHis

NPUroTyBaHHs,
po3nuB y
nepBuHHe

nakyBaHHs,
nioginizauia Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopagick,
[aHia
KOHTPO/b AKOCTI
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopagick,
[aHia
NPUroTyBaHHS,
po3nuB y
nepBrHHe

[Lanisa/
Himeyunna

BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu ||
My - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ANA MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
AaHVIMU 3 SIKOCTi, AOKTIHIYHUMM, KAIHIYHUMW AaHnMK Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHeCeHo A0
IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapPCbKOro
3acoby Ao po3giny "®apmMakosnorivyHi BnacTuBocTi"
04O NiATBEPKEHHA AaHNX eDEKTUBHOCTI Ta
6e3nekun 3a pesysbTaTamv hapMakoKiHETUYHUX
pocnigpkeHb. BBegeHHA 3MiH NpOTAromM 6-Tu micsiuis
nicns 3aTBepKeHHs

3a
peyenmom

UA/16751/01/02




101

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs,
niodpinizauia Ta
nepesipka
roToBOro
NiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roToBOro
nNiKapcbkoro
3acoby,
[JofaBaHHSA LLKasmn
40 wnpuua ans
BBEEHHS:
A/T Hoso Hopagick,
[JaHis
BiANOBIfaNbHWIA 32
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopgick,
[NaHis
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nue,
nepesipka,
KoMmMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acoBaHOro
NpoAyKTy):
BeTttep ®apma-
®epTiryHr FM6X i
Ko. KI, HimevunHa

146.

HOBOENT®

NOpOLLOK AN
pO3UnHy Ans

iH ekuili, no 1000
MO, no 1 cpnakoHy 3
MOPOLLKOM Y
KOMMJIEKTI 3
po34nHHKKoM (0,9 %

A/T HoBo
Hopgaick

[aHia

NPUroTyBaHHs,
po3nmB y
nepBuHHe

nakyBaHHSl,
niodpinisauis Ta
nepesipka
roToBOrO

[Lanisa/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu |1
TUny - 3MiHu Wwoao 6e3neku/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
A5 MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMU 3 SIKOCTi, AOKNIHIYHUMM, KNIHIYHUMW faHUMK Ta
[aHUMK 3 hapMakoHarnsay - 3MiHM BHeCEHO A0

3a
peyenmom

UA/16751/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

PO34uMH HaTpIlo
xnopugy) no 4 mny
nonepeaHL0
HanoBHEHOMY
LINpuLi, LUTOKOM
MOpLUHA Ta
nepexifgHNKOM AN
hnakoHa B
iHAMBIgYyanbHil
ynakoBLji B
KapTOHHI KopooLli

nikapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[aHia
KOHTPO/b SIKOCTI
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[aHia
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHs,
niodpinizauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/Ib
AKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS
roToBOro
nNiKapcbkoro
3acoby,
[oJaBaHHSA LLKam
[0 wnpuua ans
BBEJEHHS:
A/T Hoso Hopgick,
[JaHis
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[aHia
BMPOGHMLITBO

IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao po3ainy "®apmMakonorivyHi BnactuBocTi"
LLiO0A0 NiATBEPKEHHA AaHNX eDEKTUBHOCTI Ta
6e3nekn 3a pesysibTatamv hapMakoKiHETUYHUX
nocnimpkeHb. BBeeHHSA 3MiH NpOTAroM 6-Tu MicALiB
nicns 3aTBepmxeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO3YMHHMKA
(npuroTyBaHHs,
po3nus,
nepesipka,
KoMnaekTauis,
MapKyBaHHSA Ta
nakyBaHHS
Hepo3dacoBaHoro
NPOAYKTY):
BetTtep ®apma-
®epTiryHr MM6X i
Ko. KI', HimeyunHa
147. | HOBOENT® NOPOLLIOK AN1S A/T HoBo [aHis NpUroTyBaHHS, Oanis/ BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu || 3a UA/16751/01/05
pO34nHYy AN Hopgaick po3nuB y HimeuunHa TMny - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta peuenmom
iH eKuii, no 2000 nepBuHHe thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumui
MO; no 1 chnakoHy 3 nakyBaHHs, nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
NOPOLLKOM Y niogpinizauia Ta 0151 MeMYHOro 3acTOCyBaHHS y 3B’A3KY i3 HOBUMMU
KOMMIEKTI 3 nepesipka AaHVIMU 3 SKOCTi, AOKMIHIYHUMM, KAIHIYHUMW AaHUMK Ta
po34nHHKKOM (0,9% roToBOro AaHuMu 3 hapMakoHarnagy - 3MiHM BHeCeHo A0

PO34MH HaTpI0
xnopvgy) no 4 mny
nonepeaHLo
HanoBHEHOMY
LLINPUL, LUTOKOM
MOpLUHA Ta
nepexigHnKom ans
hnakoHa B
iHAMBIAYyanbHiin
ynakoBLi B
KapTOHHI KOpo6Lii

nNiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
NiKapcbkoro
3acoby:

A/T Hoso Hopagick,
[JaHis
KOHTPO/b AKOCTI
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopagaick,
[JaHis
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHS,
niodpinizauis Ta
nepesipka
roTOBOroO
nikapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbkoro
3acoby,

IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYyBaHHS NiKApPCbKOro
3acoby Ao po3giny "®apmMakosnorivyHi BnactuBocTi"
04O NiATBEPKEHHA AaHNX eDEKTUBHOCTI Ta
6e3nekun 3a pesysibTaTamv papMakoKiHETUYHUX
pocnigpkeHb. BBegeHHA 3MiH NpOTAromM 6-Tu micsiuis
nicns 3aTBepKeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roToBOro

NiKapcbkoro
3acoby,
[ofaBaHHSA LLKasmn

40 wnpuua ans

BBE/EHHSA):
A/T Hoso Hopagick,
[JaHis
BiiNOBIfaNbHWIA 32
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopgick,
[NaHis
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nue,
nepesipka,
KoMmMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acoBaHoro
NpoAyKTy):
BeTtTep ®apma-
®epTiryHr FM6X i
Ko. KI, HimevunHa

148.

HOBOENT®

NOpOLLOK AN
pO3UnHy Ans

iH ekuili, no 3000
MO:; no 1 cpnakoHy 3
NMOPOLLKOM Y
KOMnNekTi 3
po3unHHKKOM (0,9%
PO34unH HaTpito
xnopvgy) no 4 mny
nonepeaHLo
HanoBHEHOMY
LINPUL, LUITOKOM
MopLUHA Ta
nepexigHnkoM ans
dhnakoHa B
iHAMBIOYanbHiin
ynakoBLji B
KapTOHHI KopooLli

A/T HoBo
Hopgaick

[aHia

NPUroTyBaHHs,
po3nuB y
nepBuHHe

nakyBaHHs,
niodpinisauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3aco0by, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopgick,
[Janis
KOHTPO/b SIKOCTI
roToBOro

[Lanisa/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu |1
TUny - 3MiHu Wwoao 6e3neku/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAUYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMU 3 SIKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHuMK 3 hapMakoHarnagy - 3MiHM BHeECEHO A0
IHCTPYKUIT AN MEAMYHOTO 3aCTOCYBaHHS NMiKapCbKOro
3acoby A0 po3ainy "®apmakonorivyHi BnactmBocTi”
LWOA0 NiATBEPIKEHHS AaHNX ePeKTUBHOCTI Ta
6e3nekn 3a pesysbTatamv hapMakoKiHETUYHUX
pocnigpkeHb. BBegeHHs 3MiH NpoTAromM 6-Tu micsuis
nicns 3aTBepKeHHn

3a
peyenmom

UA/16751/01/06
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[OaHis
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHs,
nioghinizauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/Ib
AKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS
roToBOro
nNiKapcbkoro
3acoby,
[ofaBaHHSA LLKam
[0 wnpuua ans
BBE/EHHS):
A/T Hoso Hopgick,
[JaHis
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[aHia
BMPOGHMLITBO
PO34MHHMKA
(npuroTyBaHHs,
po3nuB,
nepesipka,
KoMniekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosaHoro
npoayKTy):
BetTep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeyuunHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
149. | HOBOKAIH PO34UH ANS iH'EKLN, AT YkpaiHa AT "Nly6Hnchapm"” YkpaiHa BHECEHHS 3MiH [JO peecTpaviiiHux maTepiasis: 3miHu | 3a UA/14578/01/01
5wmr/mMnno 5 mn B "Ny6Hndap TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peuenmom
amnyni, no 10 m" Cuctema KoHTelHep/3akynopoBasibHWiA 3aci6 (iHLi
amnyn B nauui 3 3MiHW) — BBE[EHHSA [0aTKOBOrO BUAY YNakoBK/
KapToHy; no 5 amnyn (6nicTtepn), a came no 5 amnyn y 6nictepi 3 nnisBku, No
y 6nicTepi 3 nniBky, 1 abo 2 6nicTepy B nayL,i 3 KAPTOHY, 3 BiANOBIAHUMM
no 1 a6o 2 6nictepn 3MiHaMu 40 p. «YNnakoBka». [epBUHHUIA NaKyBasibHNI
B Mauuji 3 KApTOHY mMaTtepian (amnynu) He 3MiHUBCA. BBejeHHSA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
150. | HOBOMAPUH® | po3unH A5 iH'eKUii, IDKEHO®A Benvka LenpxeH Tekgoy Kutaii BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/9061/01/01
100 mr (10 000 PM NTA BpuTaHis $apmacboTukan TMny - 3MiHK Woao 6e3nekn/eddekTBHOCTI Ta peuenmom
aHTu-thakTop Xa Ko., 14 thapmakoHarnsigy. BeegeHHs abo 3miHu go
MO)/mn, no 0,2 mn y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
(20 mr), abo no 0,4 (BBELEHHSA y3araslbHEHUX AaHUX NPO CUCTEMY
M (40 wmr), abo no hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
0,6 mn (60 mr), abo BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
no 0,8 mn (80 mr), KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa /15
a6o no 1,0 mn (100 3[jiCHEeHHS hapmakoHaraay B YKpaiHi, AKLO BoHa
Mr) y nonepeaHbo BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
HanoBHEHOMY 3a 34ilicHeHHA dhapmakoHarnsagy (Bkaovaoun
wnpwvyi; no 2 KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
Lwnpuum B 6ictepi; thaiina cuctemun chapmakoHarnsgy) 3miHa
no 1 6nictepy B YNOBHOBaXEHOI 0CO6U 3as1BHKKA, BifnoBigaibHOI 3a
KapTOHHI kopobuy; thapmakoHarnag.
no 0,2 mn (20 wmr), [itoua pepakuis: MupoHeHko Cepriii OnekcaHapoBuy.
a6o no 0,4 mn (40 MponoHoBaHa pefakLis: EpemeHKo BaneHTnHa
mr), abo no 0,6 mn BikTopiBHa. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOT
(60 wmr), abo o 0,8 ocobu 3asBHMKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
M (80 mr) y 3MiHa Micus 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
nonepegHL0 hapMakoHarnsgy. 3miHa MicLe3Haxo4KeHHs MacTep-
HanoBHEHOMY thaiina cuctemu chapmakoHarnsgy.
wnpwi; no 2
Lwnpuum B 61ictepi
151. | HOBOMAPWUH® | po3unH s iH'eKUii, KEHODA Benuka LeHaxeH Tekgoy Kutaii BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | - UA/18243/01/01
100 mr (10 000 PM NTA BpuTaHis $apmacbioTukan TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
aHTu-thakTop Xa Ko., 14 hapmakoHarnsigy. BeegeHHs abo 3miHu go

MO)/mn in bulk: no
0,2 mn (20 wmr), abo
no 0,4 mn (40 wmr),
a6o no 0,6 mn (60
mr), a6o no 0,8 mn
(80 mr), abo no 1,0
M (100 mr) y
nonepeaHLo
HanoBHEHOMY
wnpwi, no 2
wnpuum B 6nictepi,
no 100 6nicTepis B
KapPTOHHI Kopobui

y3araslbHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHKX NPO CUCTeEMY
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asiBHMKa AN
3[jiCHeHHs hapmakoHaragy B YKpaiHi, AKL0 BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.
[itoya pegakuis: MupoHeHko Cepriii OnekcaHapoBuy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MponoHoBaHa pefakuis: EpeMmeHko BaneHTnHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
3MiHa MicLsa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dhaiina cuctemu chapmakoHarnaay.
152. | OIMETEK TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepiasis: 3MiHu | 3a UA/17624/01/01
nntoc NNiBKOBOKO Pecny6nik Opoyn MmM6X My - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
o60onoHkot, 20 a thapmakoHarnsgy. BeegeHHs abo 3miHn oo
mr/12,5 mr no 14 y3arasibHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
Tabnetok y 6nictepi, (BBELEHHSA y3araslbHEHUX AaHUX NPO CUCTEMY
no 2 6nictepay hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
KapTOHHI nayui BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKkTHOT
ocobu 3as1BHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IsaHiBHa.
MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBiAaNbHOI 3a (hapmakoHarnsag B YKpaiHi.
153. | OZIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/17624/01/02
nnoc nNiBKOBOIO Pecny6nik Opoyn MmM6X TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
o60onoHKot, 20 a thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/25 wr; no 14 y3ara/lbHeHUX JaHnx npo cuctemy dpapmakoHarnsagy
Tabnetok y 6nictepi, (BBELEHHSA y3araslbHEHUX AAHUX NPO CUCTEMY
no 2 6nictepay hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobum,
KapTOHHIN nayui BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHeHHs hapmakoHaragy B YKpaiHi, AKL0 BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTakTHOT
0cobu 3as1BHYKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBiAaNbHOI 3a thapmakoHarnsg B YKpaiHi.
154. | ONIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/17624/01/04
nnc nNiBKOBOIO Pecny6nik KOpoyn MmM6X TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom
o60onoHKoto, 40 a

Mmr/25 mr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KaPTOHHIN nayuj

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANoBiAa/bHOI 3a 3MiCHEHHSI hapMaKoHarnsay;
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa 415
3[jiCHEHHS1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BiAMIHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlficHeHHs hapmakoHarnagy (Bkioyaun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
dhaiina cuctemu chapmakoHarnagy). 3miHa KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsg, B
YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIA&/IbHOT 32 hapmakoHarns B YkpaiHi.

155.

OJIMETEK
nntoc

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

3eHTIBa, K.C.

Yecbka
Pecny6nik
a

[Jaiuyi CaHkio
tOpoyn Mm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX A@HNX NPO cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST chapMmakoHarnsaay;
KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa A5
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnsgy (BkoyYakun
KOHTaKTHI fiaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm thapmakoHarnsgy). 3MiHa KOHTaKkTHOT
0ocobu 3asBHUKA, BiANOBIAAILHOI 3a hapMakoHarnsg, B
YkpaiHi. [itoya pegakuis: Mepexpect OneHa IBaHiBHA.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag B YkpaiHi.

3a
peyerimom

UA/17624/01/03

156.

OJIPEH® -75

PO3YUH ANS iH'EKLi,
no 2 mn B amnyni,
no5awmnyny
Kopoo6Li

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOGHWK, AKWiA
Bignosigae 3a
BMPOBOHULITBO

npoaykTy in bulk,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs, BUNYCK
cepil; BUPOBHUK,

AKWIA BigNoBIgae

3a KOHTPO/1b cepil:

Mepkne 'vbX,

HimeuunHa

HimeyunHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu |
T1ny - 3MiHn 3 AkocTi. CepTudpikar BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BigNoBIgHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
apmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI ADI; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBIigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHWiA cepTuddikat
Bif] y)X€ 3aTBepAXEHOro BUpo6HUKa. MogaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponeinchkii
thapmakonei Ne R1-CEP 1996-020 - Rev 08
(3aTBepmxkeHo: R1-CEP 1996-020 - Rev 07) gnsa Adl
nifoKaiHy rigpoxnopuay MoHoriapar Bif Bxe
3aTBEPAKEHOro BUPOGHUKA. AK HacifoK 3MiHa Ha3BK
A®I BignoBigHO A0 BUMOr MOHorpadii €BponeiicbKoi
thapmakonei.

BBefeHHA 3MiH NpoTAroM 6-Tu1 MicauiB nicas

3a
peyerimom

UA/5122/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMKEHHS. 3MiHM | TUny - AOMIHICTPaTMBHI 3MiHMN.
3MiHa Ha3Bu APl abo JOMNOMIKHOI peYoBUHU. 3MiHA
Ha3su A®I BiANOBIAHO A0 BUMOr MOHOTpadii
€Bponelicbkoi hapmakonei. 3aTBepmxeHo: JligokaiHy
rigpoxnopug;
3anponoHoBaHo: JlifokaiHy rigpoxnopua MoHorigpar.
3MiHN BHECEHO A0 IHCTPYKLiT 415 MeanyHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy:
"Cknag", K HacnifokK - B po3ginv "Baaemogis 3
IHLIMMKM NikapcbkMKM 3aco6amMu Ta iHLWi BUuam
B3a€eMofiit" Ta "3acTocyBaHHs y nepiog BaritTHoCTi abo
roflyBaHHs rpyaar" BianosigHo [0 maTepianis
peecTpadiiiHoro gocke. BianosigHi 3MiHVM BHECEHI B
TEKCT MapKyBaHHS BTOPMHHOT YNakoBKM /liKkapCbKoro
3acoby. BBefieHHsA 3MiH NpoOTAromM 6-Tu micsuis nicns
3aTBEPAKEHHS.

157.

OP®ALVH

Kancynv Teepai no 2
Mr; 0 60 kancyny
donakoHi; no 1
hnakoHy B
KapTOHHI ynakosLi

Caigiw
OpdraH
BiosiTpym
IHTepHeLleH
en Ab

Lseuis

Bupo6HMLTBO 3a
MOBHVM LK/IOM:
Anotek MNpoaakLH
& NebopeTpiep
AB, LBeuis;
KoHTposb sKkocCTi:
Anotek MNpogakLH
& NebopeTpiep
AB, LWBeuis

LLseuis

BHECEHHS 3MiH [j0 peecTpaLiiiHuXx MaTepiasis: 3MiHu |
MRy - 3miHK 3 akocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBpoNenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei: aona A®l; ans BUxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
nonomikHoi pedyoBuHu (ME-cepTudikat BignosigHoCTI
€Bponeiicbkinn hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMiXHOro NpoaykTy abo
[ONOMDKHOT peyoBUHY) - OHOBMEHWI cepTudikaT Big,
BXE 3aTBEPAKEHOro BMPOOHUKA - OHOBMEHNIA
cepTudikaT Bif, BXe 3aTBepakeHoro BupobHuka Nitta
Gelantin India Ltd, IHaisa R1-CEP 2000-344-Rev 03
(3atBepaxeHo: R1-CEP 2000-344-Rev 02), sk
Hacnifok He3HayHa 3MiHa agpecy BUPOOHMKa Ta
[oflaBaHHA HOBOI BUPOBHMYOT AiNbHUL; 3MiHK Il Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo A0NYyCTUMUX
MeX, BCTAHOBJ/IEHUX Y cnevumaikalisx, nig yac
BMPOGHULITBA rOTOBOTO NiKapCbKOro 3acoby
(Bny4eHHs BUNpobyBaHHSA y NpoLieci BUPOGHMLTBA,
SIKe MOXE MaTy iCTOTHWIA BNIMB Ha 3arasibHy SKiCTb
rOTOBOrO NMiKApCbLKOro 3acoby) - BUTYyYEHHS
KOHTPO/IbHOrO aHani3y NOpPOLLKOBOI CyMillli y Mpoueci
BMPO6GHULTBA Ha eTarni NicAs 3MillyBaHHA aKTUBHOrO
iHrpefieHTa HITU3MHOHY Ta KPOXMaUTHo

3a
peyenmom

UA/13603/01/01

158.

OP®AIVH

Karcysnv Teepfi no 5
Mmr; no 60 kancyn y
nakoHi; no 1
hbnakoHy B

Csigiw
OpdaH
BiosiTpym
IHTEepHeLeH

LBeuis

Bupo6HnLTBO 3a
NOBHUM LIMK/TOM:
Anotek NpogaxLiH
& NebopeTpiep

Lseuis

BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasis: 3MiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTudikaT BiAMNOBIAHOCTI EBPONENCHKIN
cthapmakonei/MoHorpadii. NMogaHHss HOBOro abo

3a
peyenmom

UA/13603/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI ynakoBLi

en Ab

AB, LBeuist;
KoHTposb skocTi:
Anotek NpogakxLiH
& NlebopeTpiep
AB, LWBeuis

OHOBJIEHOrO cepTudpikaTa BigNoBIgHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiickkiii
hapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
A0nomixHOT pevoBuHY (CE-cepTudikar BignosigHOCTI
€Bponeiicbkinn hapmakonei ana A®l/BuxigHoro
MaTepiany/peareHTy/nMpoMiKHOro nNpoaykTy abo
[10MOMIXHOI peqoBMHM) - OHOBEHWI cepTudikarT Bif,
BXe 3aTBEpPAKEHOro BUPOOHYKA - OHOB/IEHWIA
cepTuaikaT Bif BXe 3aTBepKeHoro BupobHuka Nitta
Gelantin India Ltd, IHais R1-CEP 2000-344-Rev 03
(3atBepmxeHo: R1-CEP 2000-344-Rev 02), sk
Hacnigok He3HavyHa 3MiHa agpecu BUPOGHMKa Ta
[0faBaHHA HOBOI BUPOOHNYOI AinbHUL; 3MiHK |l Tuny -
3MiHu 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHUX Y cnewumdikalisx, nig yac
BVMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby
(BUNy4YeHHsA BuNpobyBaHHA y NpoLeci BUPO6HMLTBA,
sIKe MOXe MaTK ICTOTHUIA BN/IMB Ha 3arasibHy siKiCTb
rOTOBOrO J1iKapCbKOro 3acoby) - BUTy4YeHHS
KOHTPO/IbHOr0 aHasizy NopoLLKOBOT CyMiLli y npoLeci
BMPOGHULITBA Ha eTani nic/isa 3MillyBaHHS akTUBHOMO
iHrpegieHTa HITM3NHOHY Ta KPOXMaUTHo

159.

OP®ALVH

Kancynv TBepaj no
10 wr; no 60 kancyn
y chnakoHi; no 1
hnakoHy B
KapTOHHI ynakosLi

Caigiw
OpdraH
BiosiTpym
IHTepHeLleH
en Ab

Lseuis

Bupo6HMLTBO 3a
MOBHVM LMK/IOM:
Anotek MNpoaakLH
& NebopeTpiep
AB, LBeuis;
KoHTposb skocCTi:
Anotek MNpogakLH
& NebopeTpiep
AB, LWBeuis

LLseuis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu |
MRy - 3miHK 3 akocTi. CepTudikart BignoBigHOCTI/IE-
cepTuduikaT BignoBigHOCTI EBpoNenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei: aona A®l; ans BUxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
nonomikHoi pedyoBuHu (ME-cepTudikat BignosigHoCTI
€Bponeiicbkin hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMiXHOro NpoaykTy abo
[ONOMDKHOT peyoBUHY) - OHOBMEHWI cepTudikaT Big,
BXE 3aTBEPAKEHOro BUPOOHUKA - OHOBMEHNIA
cepTudikaT Bif BXe 3aTBepkeHoro Bupo6Huka Nitta
Gelantin India Ltd, IHgia R1-CEP 2000-344-Rev 03
(3atBepaxeHo: R1-CEP 2000-344-Rev 02), sk
Hacnifok He3HayHa 3MiHa apecy BUPOOHMKa Ta
[ofilaBaHHA HOBOI BUPOBHMYOT AiNbHULI; 3MiHK || Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo A0NYyCTUMUX
MeX, BCTAHOBJ/IEHUX Y cnevumaikalisx, nig yac
BMPOGHULITBA rOTOBOTO NiKapCbKOro 3acoby
(Bny4eHHs BUNpobyBaHHSA y NpoLieci BUPOGHMLTBA,
SIkE MOXE MaTW iCTOTHWI BNMB Ha 3arasibHy SKiCTb

3a
peyenmom

UA/13603/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rOTOBOrO J1iKapCbKOro 3acoby) - BUTyYeHHS
KOHTPO/IbHOr0 aHasi3y NopoLLKOBOT CyMiLli y npoLeci
BMPOGHULITBA Ha eTani Micasa 3MillyBaHHS akTUBHOMO
iHrpeAieHTa HITM3NHOHY Ta KPOXMaUTio
160. | OPTAXICT OYHIi Kpanni, po34yunH AT "Apaves Monbuwa AT "Apames MonbLua/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | 3a UA/17206/01/01
lmvr/mnno5mny dapma” ®apma”, MonbLya IHgis MRy - 3MiHKN WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
donakoHi, no 1 abo (Bunyck cepi); hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECeHi B TEKCT
4, a6o 5 chnakoHiB y CeHrTicc ®apma MapKyBaHHS Ha BTOPWHHII ynakosui y n. 17" IHLWE"
KapTOHHI KOpo6Lii MpaiseT NimiTeq, popasaHHa NC kogy (HeliTpanbHoro kogy), Wwo
IHgisa Jonomarae 3HaliT KOOpAHaTK BUPO6HKKa. BBeaeHHs
(BUMPOGHMLTBO, 3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
nakyBaHHs)
161. | NTAPALETAMO | kancynu no 325 mr, ToBapucTBo YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/11685/01/02
n no 10 kancyny 3 BUPOBHMLTBA, TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
6nictepi; no 1 a6o 2 06MeXeHOo KOHTPO/b SIKOCTI, CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo
6nicTepu y kopobui 3 | Bignosiganb BUNYCK cepi: ymMoBax 36epiraHHsi FOTOBOrO JliKapCbKOro 3acoby
KapTOHY HICTIO ToBapucTso 3 (36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
"®bapmaueBT 06MEXEHO0 nikapcbKkoro 3acoby) - [ns Toproeoi ynakoBKu
nyHa Bi4NOBIAA/ILHICTIO (nigTBEPAXYETHCA AAaHNUMU PEasIbHOIO Yacy) -
KOMnNaHis "papmaueBTNYHA 36i/1bLLUEHHSI TEPMIHY NPUAATHOCTI FOTOBOTO
"3p0pos'a” KOMMaHis NiKapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
"3p0pos'a", pesynbTaTiB JOBroCTPOKOBUX AOC/iLKEHb
YkpaiHa; Bci ctagji CcTabinbHOCTI y peasibHOMY Yaci 3aTBepaKeHo:
BMPOGHMLITBA, TEPMIH MPUAOATHOCTI ana gosysaHHs no 325 mr: 2
KOHTPO/b AKOCTI: poku 3anponoHosaHo: TEPMIH MPUAATHOCTI ans
ToBapucTso 3 [03yBaHHSA No 325 Mr: 4 poku. 3MiHVM BHECEHO B
06MEXEHOI0 IHCTPYKLiO AN MeAUYHOro 3aCTOCYyBaHHSA NiKapCbKoro
Bi4NOBIAA/IbHICTIO 3acoby Ansa fo3yBaHHA 325 Mry po3gin «TepMiH
"PAPMEKC npuaaTHoCTI». BBeAeHHsA 3MiH NPOTArom 6-Tv MicsiLiB
FPYIM", YkpaiHa nicns 3aTBepaXeHHs
162. | NENCAH Kancynm m'aki no 10 Na6opaTopii PpaHLis BMPOGHMLITBO PpaHLin BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 6e3 UA/3558/02/01
Kancysny 6nicrtepi; Posa- Hepo3acoBaHol MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peuyenma
no 3 6nictepn y ®iTochapma NPOAYKLUT: thapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHHiiA KopooLy Na6opaTopil y3araJibHeHuX faHnx Npo cuctemy hapmakoHarnsgy
[aneHik BepHiH, (BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
dpaHuis; chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
nepBuHHa Ta BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
BTOPWHHA KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 415
ynakoBka, 3[jlicCHeHHs hapmakoHarnagy B YKpaiHi, KL BoHa
KOHTPO/Ib AIKOCTI: BifAMIHHa Bif, YNOBHOB&aXeHOi 0co6M, BiANOBIAA/IbHOI
JTabopatopii 3a 3gilicHeHHs thapmakoHarnagy (BkIvarum
Maiioni CniHgnep, KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
dpaHuis; thaiina cuctemun chapmakoHarnsgy) 3miHa
BiANOBiAA/IbHWIA 32 YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
BUNYCK cepil: hapmakoHarnsg.
Na6opaTopii Po3a- [itoya pepakuis: Amel Saadi. MponoHoBaHa pefakuis:
diTochapma, Amelie Legrand. 3miHa KOHTaKTHUX JaHWX

dpaHuis

YNOBHOBaXXEHOT 0c06M, BiNOBIAaILHOI 3a
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

163.

NMEPCEH®

TabneTku, BKPUTI

hapmakoHarnsg,. 3miHa micus 34iCHeHHsI OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3miHa
MicLie3HaxoKeHHs1 MacTep-haiina cuctemu
chapmakoHarnisgy.

nocsBi0o4YeHHs

164.

NEPCEH®

060/10HKO0, 1Mo 10
TabneTok y 6nictepi;
no 4 6nictepn y
KapTOHHI KOpo6Lii

Kancynu Teepai, 200

3eHTiBa, K.C.

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Yecbka

CODAPMA AL

Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUX JaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHOi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0Cc06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) 3mMiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAIbHOI 3a thapmakoHarnsg, B
YkpaiHi. [itova pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHMKa,
BiNOBiAA/IbHOI 32 hapMakoHarnsag B YkpaiHi.

6e3
peyenma

UA/9536/01/01

165.

KAPfIO

NMEPCEH®

Mr/160 mr no 8
Karncyn y énicrepi;
no 2 6nictepun y
KapTOHHI KOpo6Lii

Pecny6nik
a

Nek
dapmaueBTNYHA
KoMnaHisa 4. 4.

CnoBeHisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araJibHeHMX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs1 hapMakoHariaay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0cobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsag, B
YkpaiHi. fitoya pegakuis: Mepexpect OneHa IsaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BifNoBiAa/IbHOI 3a hapmakoHarnsa B YKpaiHi.

6e3
peuyenma

UA/10415/01/01

HAWT

Kancynv TBepaj; no
10 kancyny
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KOpOOL;

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Nek
dapmaueBTMYHA
KoMnaHia 4.4.

CnoBeHisa

BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa A5

3fliicHeHHs1 chapmakoHarnaay B YKpaiHi, SKLLIO0 BOHA

6e3
peyenma

UA/14451/01/01
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Hassa
JliKapcbK0O20
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dopma sunycky
(nikapcbka ¢hopma,
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3asiBHUK
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3asBHUKa

Bupo6HuK

Kpaina
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Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BiAMiHHa BiJ YNMOBHOB&XeHOi 0c06M, BiANOBIAA/TbHOI
3a 3[jlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
haiina cuctemy hapmakoHarssgy) 3mMiHa KOHTakTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona xecci. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBiAa1bHOI 3a (hapmakoHarnsg B YKpaiHi.

166.

MEPCEH®
DOPTE

Kancynv Teepai no
10 kancyny
6nictepi, no 2
6nictepn y
KapTOHHI KopooLii

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Nex
dPapmaueBTMyHa
KOMMaHis A4.4.

CnoBeHisn

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHS hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmMakoHarssgy) 3mMiHa KOHTakTHOT
0ocobu 3as1BHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IsaHiBHa.
MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYMKA,
BiANOBiAaNbHOI 3a (hapmakoHarnsag B YKpaiHi.

6e3
peyenma

UA/2838/02/01

167.

NIPUAOKCUHY
rAPOX/IOPUA

PO34MH ANS iH'EKL
50 mr/mnno 1 mn B
amnyni, no 10
amnyn y nadui; no 5
amnyn y 6nictepi 3
nnisku, no 1 a6o 2
6nicTepu B navu;j 3
KapTOHY

AT
"Ny6Hndap
et

YkpaiHa

AT "ly6Hnchapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHW 3aci6 (iHLWi
3MiHW) - BBEIEHHSA [0AAaTKOBOro BUAY YrnaKkoBKu
(6nictepn), a came no 5 amnyn y 6nictepi 3 nnisku, No
1 abo 2 6nicTepy B nayi 3 KAPTOHY, 3 BiANOBIAHUMM
3MiHaMK 0 p. «YnakoBkax. MepBUHHUIA NaKyBaslbHWI
martepian (amnynm) He 3MiHMBCS. 3MiHW BHECEHI B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
3acoby y po3ain "YnakoBka", Sk Hacnifok nosisa
[0[aTKOBOro NakyBaHHS. 3MiHW BHECEHI B IHCTPYKLiIO
0151 MeQUYHOro 3aCTOCYyBaHHSA NiKapcbKoro 3acoby y
po3ain "Ynakoska", K Hac/ifoK nosia f404AaTKOBOro
nakyBaHHs. BBejeHHS1 3MiH NpOTAroM 6-Tn micsuiB
nicns 3aTBepmAKeHHs.

3a
peyenmom

UA/13549/01/01

168.

MNPAKCBANHA
®

po3uunH ans

iH exuji/iHdysiit, 2,5
r/50 mn1; no 50 mny
chnakoHi; no 2
dNakoHn y
KapTOHHI KOpoOL;j

BepiHrep
IHrenbxaim
IHTEepHeLHN

M6X

HimeyuunH
a

Brpo6HMUTBO,
nepBrHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BMNYCK cepil:
BepiHrep

HimeuunHa/
Benbris

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA NnikapcbKunii 3acib.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeToJax BUNPOGYBaHHSI rOTOBOTO JliKkapCbKoro 3acoby
(iHwWi 3MiHKM y MeTogax BUNpobyBaHb (BKIOYaUn

3aMiHy ab0 JOMNOBHEHHS)) BBEAEHHS HOBOTO METOAY
KOHTPOI A5 NokasHuKa «LlinicHicTb repmeTunsaui

3a
peyenmom

UA/15467/01/01
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Homep
peecmpayiliHo2o
nocsio4yeHHs

IHrenbxanmv
Papma M'M6X i
Ko.Kl, HimeuunHa,
AnbTepHaTuBHa
nab6oparopis gns
KOHTPO/O SIKOCTI
npoTArom
BMNPO6YBaHHSA
cTabinbHOCTI:
KBoniTi AccictaHc
CA, benbrist

KOHTelHepa» [N13. 3aTBepKeHnii MeTof, 3HWKEHHS
Bakyymy A1 BU3HAYEHHS LLiNICHOCTI repMmeTu3auii
KOHTeliHepa NpPonoHOBaHO 3aMiHUTV METOAO0M
MPOHUKHEHHA CUHBOTO BapBHWKA, Ta, K HACMifoK,
BHeceHHs 3MiH B Cneyudpikauito [N13. 3miHu | Tvny -
3MiHK 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTpob
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) OHOB/IEHHS
BXe 3aTBepKeHUX MeTOAiB KOHTposto AkocTi N3, a
came BUKNaAEHHS TEKCTY AepXXaBHO MOBOIO 3rigHO
Cy4yacHVX BUMOT.

169.

MPOrHOBA

TabneTkn, BKPUTI
060/10HKOI0, NO 2 MT,
no 21 rabnetuyiy
6nictepi; no 1
6nictepy B
KapTOHHIN nauui

3eHTIBa, K.C.

Yecbka
Pecny6nik
a

Lenbchapm Ninnb
CAC

PpaHLin

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX A@HNX NPO cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST chapMmakoHarnsaay;
KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa A5
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnsgy (BkoyYakun
KOHTaKTHI fiaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm thapmakoHarnsgy). 3MiHa KOHTaKTHOT
0ocobu 3asBHUKA, BiANOBIAAILHOI 3a hapMakoHarnsg, B
YkpaiHi. [itoya pegakuis: Mepexpect OneHa IBaHiBHA.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag B YkpaiHi.

3a
peyerimom

UA/4865/01/01

170.

PADT®

PO3UuH ANS iH KL,
4 mr/mn; no 1 mn s
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepn y
naJui abo no 5 abo
10 amnyn y nauuj

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM) - 3MiHa
npocpino AOMILLOK 3a NOKa3HUKOM «CynpoBigHi
OOMILLKV»; 3MiHW |l Tuny - 3MiHK 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro NikapcbKoro
3aco6y. 3miHa napameTpis cneyudikauiin Ta/abo
[0NyCTUMMX MEX FOTOBOrO JlikapCbKoro 3acoby (3MiHa
3HaxoAWTLCA N03a 3aTBePAKEHUMMN 4OMYCTUMUMUN
Mexamuy cneuudikauiid) - 3aMiH1 KpuTepiis
NPUIAHATHOCTI 3@ NOKA3HUKOM «KO/IbOPOBICTb» Y
cneymdikauii Ha TepMiH NpUAATHOCTI

3a
peyerimom

UA/17536/01/01

171.

PENBAP™
ENNINTA

NMOPOLLOK AN
iHransauiin,
[030BaHwuii, no 92
MKI/22 MKr/fo3y; no
14 a6o 30 go3y
NOPOLLKOBOMY

nakcoCmit
KnainH
Excnopt
Nimiteq

Benuka
BpuTaHis

Inakco
OnepeiiwHc FOK
Nimitep

Benuka
BpwuTaHis

BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBMIA NiKapCbKMii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpobHULTBA
rOTOBOrO /1iKkapCbKOro 3acoby, BK/IOYaUM NPOMKHMIA
MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOrO JliKapcbKoro 3acoby (iHLLi 3MiHK)

3a
peyenmom

UA/14565/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
iHransaTopi; no 1 BHECEHHS 3MiH 0 BUPOBGHMYOro npoLecy MikapcbKoro
iHranaTopy y 3acoby, a came: 3aMiHa napameTpy "TUCK YLLi/IbHEHHSA"
KapTOHHiiA KopooLyi (6ap) Ha napameTp "cuna ywinbHeHHs" (HboToH) Ans
npotecy repmeTu3auii 6r1icTepiB Ha eTani HanoBHEHHS
61iCTepHOT CTPIYKKM Mif Yac HANOBHEHHS CTPIYKM
CcyMmilLI dTUKa30Ha ddypoaTa i BilaHTeporna.
172. | PENI®® NPO KPEM pekTabHuiA; Baiiep LLisefiuapi NNEO dapma ITanisa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu | 6e3 UA/10318/01/01
nol5ra6ono30r KoHcblomep A MaHydakTypiHr TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenma
y Ty6i, no 1 1y6i 3 Kep Al ITani CPN 3MiHN Yy BUPO6HMLTBI. 3MiHW BUNpPO6yBaHb abo

ansnikatopom y
KapTOHHIN nayui

[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx, nig
yac BMPOOHMLTBA FOTOBOIO NiKapcbKoro 3acoby (iHwi
3MiHW)
3MiHn B po3gini 3.2.P.3.3. «Description of the
manufacturing process and process controls» IPC 1:
filled quantity — Moka3HVKN OHOBNEHO A0 NPOLEHTHOro
AianasoHy, BignosigHo Avpektusi 76/211/EEC. IPC 2:
sealing and embossing of tubes (repmeTunsauis Ta
TUCHEeHHS Tyb)( pedakuiiHa 3miHa): [lo napameTpa IPC
2 00OAETLCA TEPMIH "TUCHEHHS", @ TEPMIH "NMepeMiHHi
[OaHi TUCHEeHHA" A0AAETLCA A0 KPUTEPI NPUIAHATHOCTI,
a TaKkoX NepesipstoTbCSA 3MiHHI AaHi TUCHEHHS TPYOKW.
3miHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNPO6YBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx, nig
Yyac BUPOOHULTBA FOTOBOrO fiKapCbKOro 3acoby (iHLwi
3MiHK) 3MiHKW, NOB’sA3aHi 3 ONUCOM MpoLecy NakyBaHHsA
B po3gini 3.2.P.3.3. «Description of the manufacturing
process and process controls» IPC 3: yield of
packaging process ( BUXif npoLecy nakyBaHHs)
Moka3HVK OHOB/IEHO A0 NPOLEHTHOTO Ajana3oHy,
BignosigHo AvpekTuBi 76/211/EEC. MNoTo4YHe «po3Mmip
cepii — (MiHyc)1,5 kr 4o — (MiHYC)7,5 Kr Ha NiHit0»
3aMiHeHO Ha «Bif 80% [0 110%>» 3 METOK YTOYHEHHSI
MeXi npuitHATHOCTI. Po3ain 3.2.P.3. BigpegarosaHo
3rifiHO YMHHUX BUMOT [0 Cy4acHoro chopmary
OOKyMeHTauii KomnaHii. 3mMiHu | Tuny - 3MiHu 3 AKOCTI.
["oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3amiHa abo BBeEeHHS [,04AaTKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOro
npoLecy roToBOro NikapcbKoro 3acoby (AibH1uA ans
BTOPVHHOIO NakyBaHHA) BunpasneHHs noMuikm B
peecTpauinHoOMy [OCbe, 30KpeMa 3a3HaueHHs OYHKLi
BTOPVHHOIO NakyBaHHA A/15 3aTBEPAXKEHOIO
BMpo6HUKa B po3aini 3.2.P.3.1., Aka 6yna noMuIKoBo
ynyuieHa.
3arBepkeHo: BUPOOHULITBO, NEPBUHHE NaKyBaHHS,
KOHTPO/b SKOCTI, BUNYCK cepii. 3anponoHoBaHo:
BMPOGHULTBO, NEPBVHHE | BTOPVMHHE NMakKyBaHHS,
KOHTPO/b SKOCTi, BUMYCK cepii. 3miHun | Tuny -
AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

afpecy MicLA NPOBaMKEHHS AisIbHOCTI
BMpPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BKJ/IHOYAOUM AiNbHWLI BUNYCKY cepii abo micue
NpPOBELEHHS KOHTPOJTI AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK
cepiil) YTOUHEHHS Ha3Bw i 3MiHa iHAEKCY BiANOBIAHO [0
ceptudpikaty GMP i MigTBEPAKEHHS BiANOBIAHOCTI
BMpPO6HULTBA BUMoram GMP, BugaHoro
Jepxnikcnyx60t0 YkpaiHu, 6e3 3miHn micus
BMPO6HULITBA. 3MiHM BHECEHO B IHCTPYKLiO 415
MeAMYHOro 3acTOCYBaHHS y po3ainn «BupobHuk» Ta
«Micue3HaxomKeHHs BUPOGHYKa Ta agpeca micus
NPOBaPKEHHS OT0 AiS/IHOCTI» 3 BiANOBIAHUMY
3MiHaMK Y TeKCTi MapKyBaHHS YNakoBKW NikapcbKoro
3acoby. BBefieHHs 3MiH NpOTAromM 6-Tu micsuis nicns
3aTBEPAKEHHS.

173.

PEMNACAN

KOHLeHTpaT ans
pO3UnHy Ans
iHdpysin, 1 mr/mn no
3,5 M1 KOHUeHTparty
y chnakoHi, no 1
hN1akoHy B
KapTOHHI KopooLli

LWaviep
dapmachboTi
kan3
Ipnangis
Nimiteq

IpnaHgis

BeTtTep ®apma-
depTirtoHr MM6X
EHg Ko. KT,
HimeuyunHa
(Bpo6HMLTBO
nikapcbkoro
3acoby, KOHTPO/b
SKOCTi cepii,
BisyasnibHa
iHCnekuis); BeTTtep
dapma-depTirtoHr
'M6X EHA Ko. KT,
HimeuyunHa
(BisyanbHa
iHcnekuis); BeTtep
Papma-PepTirtoHr
'v6X EHg Ko. KT,
HimeyunHa
(KOHTPO/b AKOCTI
cepii, BisyasibHa
iHcnekuis); BeTTep
Papma-PepTirtoHr
'v6X EHg Ko. KT,
HimeyunHa
(KOHTPO/b AKOCTI
cepii, BisyanibHa
iHCMeky,is);
LiENYEN Cannnait
YeiH, Higepnangn
(mMapkyBaHHS Ta
nakyBaHHs,
AncTpnbyuis
roToBOro
NiKapcbkoro

HimeuumnHa/
HigepnaHngm
/

CLIA/
Benuka
BputaHis/
IpnaHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu |1
TMny - 3MiHn 3 akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Yy npoueci BUpobHuutea Ad|
(3MiHa No3a Mexamu 3aTBepKEHOro Jiana3oHy y
cneuudikauii Ha A®I) 3miHa NOTOYHOTO KPUTEPItD
npuiinaTHocTi ?15,0 nr/mr gna AHK knituHn-rocnogaps
B creuudikavii Airo4oi pe4oBUHU A0 KpUTEpIto
npuiiHaTHOcCT ?30 nr/Mr BiANOBIAHO A0 HOBOroO
meToay.

BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHS. 3MiHM Il TMny - 3MiHK 3 AKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs AdI
abo BuXigHoro martepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECI
BMpO6HMLTBa AP (CyTTEBA 3MiHA Y
6ionoriyHoMy/imyHOMOrYHOMY/iMYHOXIMIYHOMY MeTOAI
BMNpobyBaHHA abo MeTogi, y KoMy
BMKOPUCTOBYETLCA BGiONOriYHNI peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3amiHa
aHaniTMYHOro MeToAy, kUi BUKOPUCTOBYETLCA Ha
AaHnii yac ans Bu3HadveHHs JHK knituHu-rocnogaps
ana Ad®l arancigasu ansa, Ha HoBuit MmeTopg (QPCR).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
3aTBEPAKEHHS.

3a
peyenmom

UA/15890/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby); AiIEAYER
Cannnaii YeiiH,
HigepnaHgn
(mMapkyBaHHs Ta
nakyBaHHs,
AncTpnbyuis
roToBOro
NiKapcbkoro
3acoby); EmMiHeHT
Cepgices
KopnopeiiLH,
CLUA (MapKyBaHHs
Ta NakyBaHHS,
anctpunbyuis
roToBOro
nikapcbkoro
3acoby); KeHpxkiH
Baito®apma NT[,
(n6a EmepmxeHT
BaiioConyLwiHz
(CiBiAiA)), CLUA
(Bpo6HMLTBO
NiKapcbkoro
3acoby, KOHTPO/b
akocTi MN3);
KosaHc
NabopaTtopi3
NimiTen, Benuka
BpuTaHis
(KOHTpOSb AKOCTI
cepii); Yapnb3
Pisep
NabopaTtopi3
Alineng Ntg,
Ipnangis
(KOHTpONb AKOCTI
cepil); Waiep
$apmacbloTikan3
Ipnangisa Nimiteq,
IpnaHgjs
(BignoBigansHwiA
3a BUnyck cepii);
LLariep XblomeH
[hxeHeTik Tepanic,
CLA (koHTposb
sKocTi [/13)

174.

PIHASAN®
EKCTPA

cnpeii HazanbHUiA,
nososaHwuii 0,5
Mr/mn, no 10 mny
hNakoHi 3

MpAT
"®apmauesT
n4yHa chipma

"fapHuus"

YkpaiHa

MpAT
"papmaueBTnyHa
thipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3aci6.
KoHTposb rotoBoro fikapcbkoro 3acoby. 3miHa y

MeToAax B1NpoGyBaHHS rOTOBOrO /iKapCbKoro 3acoby

6e3
peuyenma

UA/17751/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[03yBaJIbHUM (iHWi 3miHM y MeTogax BUNpobyBaHb (BKOUaUn
Hacocom, no 1 3amiHy abo [OMOBHEHHSA)) 3MiHA Y MeToAax
nakoHy y nauui BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby 3a
noka3HUKoM «KinbkicHe BU3HaYeHHs. BeH3asKoHilo
X/10pUA», a caMme ONTUMI30BaHO NPUrOTYBaHHS
po3unHy nopiBHAHHSA (b), Npy LbOMY KiHLEBY
KOHL|EHTPALLil0 PO3UMHY Ta caMy METOAMKY KOHTPOJIO
3a/MLLIEHO 6e3 3MiH. TakoX BHECEHi pefiakLiiHi
npasku, Lo ochopmeHi BiANOBIAHO [0 pekoMeHAaLlii
Ta cTuaicTukn JdY.
175. | POBAMIUVH® TabneTku, BKPUTI TOB YkpaiHa CAHO®I C.P.N. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6053/01/01
060710HKO0, No 1500 "CaHodi- TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyenmom
000 MO, Ne 16 ABeHTIC Ne 460), BunpaBneHHs TEXHIYHOT NOMUIIKK, 3rigHO nn.4
(8x2): no 8 TabneTok YkpaiHa" n.2.4. posginy VI Hakazy MO3 Ykpainu Big
y 6nictepi; no 2 26.08.2005p. Ne 426 (y pegakuii Hakazy MO3 YkpaiHu
6nictepu B Big 23.07.2015p. Ne 460) — nomunkn y MKS, nos'a3ai
KapTOHHI KopooLii 3 nepeknagomM abo nepeHeceHHaM iHpopmadii, sk
6ynu gonyLieHi Npu npoueaypi BHECEHHS 3MiH Ha 13
(Haka3 Ne1922 Big 10.09.2021 p.), a came: nomusnka
noB’si3aHa 3 HETOYHICTIO B HOMEpi peecTpaLiiHoro
NOCBI4YEHHS, 3a3Ha4YeHoro B Metogax KOHTPO/IO
sAKocTi. 3aTBepakeHo: PeecTpauiiiHve nocsigyeHHs Ne
UA/6053/01/02 3anponoHoBaHo: PeecTpaujiiHe
noceigyeHHa Ne UA/6053/01/01. 3a3HayeHe
BMMpaB/IEHHS BiAMoBifae MaTepiasiam peecTpaviiniHoro
[0Cbe
176. | CAUSEH® PO34mnH ANS iH'eKLi Apec LLisefiuapi Mepk CepoHo Lsenuapis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/17299/01/01
no 6 mr (5,83 TpehgiHr A C.A,, BiggineHHsa y ITanis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
mr/mn); no 1,03 mn C.A. M. O60HH, thapmakoHarnsgy. BeegeHHs abo 3miHu fo
pO3UnHY Yy LLiBeiuapis y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTpuaxi, no 1 (BTOpPUHHE (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
KapTpuaKy y nakyBaHHs); Mepk chapmakoHarnsgy, 3miHa ynoBHoOBaxeHoT ocobu,
KapTOHHI KOpo6Lii CepoHo C.n.A., BiANOBIAA/IbHOI 3a 34iliCHEeHHA ddapmakoHarnsgy;
ITanis (BxigHuiA KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asiBHVKa AN
KOHTPO~b, 3pjilicHeHHs hapmakoHarnagy B YkpaiHi, kL0 BOHa
NPUroTyBaHHA BiAMIHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
PO34MHY, 3a 3ificHeHHA dhapmakoHarnsagy (Bkaoyaoun
CTEPUSIbHWIA KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
po3/1B, NEPBUHHE thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
Ta BTOPUHHE [aHnx ynoBHOBaXeHOI 0co6y, BiANOBIAaILHOI 3a
nakyBaHHS, thapmakoHarnsg,. 3MiHa KOHTaKTHOT 0CO6M 3asBHYIKA,
KOHTPO/b SIKOCTI, BigNoBigasIbHOI 3a ddapMakoHarnsg B Ykpaini. Jirova
BWMNYCK Cepii); pepakuis: PoctokiHa OneHa.
Mepk CepoHo MponoHoBaHa pepakuis: HazapeHko BikTopis IBaHiBHA.
C.n.A,, ITanis 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHYMKA,
(KOHTPO/Ib SKOCTI ) BifNoBiAa/IbHOI 3a hapmakoHarnsa B YKpaiHi.
177. | CAN3EH® PO34MH ANA iH'EKLiA Apec Lseliuapi Mepk CepoHo LlBeliuapisa/ | BHeCeHHs 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | 3a UA/17299/01/02
no 12 wr (8,0 TpeigiHr A C.A., BiggineHHs y ITanis MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peuyenmom
mMr/mn); no 1,50 mn C.A. M. OBOHH, hapMakoHarnsiny. BeegeHHa a6o 3miHu [0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO3UMHY Y Lseliuapis y3ara/lbHeHUxX JaHnx npo cuctemy papmakoHarnsgy
KapTpuaxi, no 1 (BTOpPUHHE (BBEAEHHSA Y3araslbHEHVX A@HWX NPO cucTEMyY
KapTpuaxy y nakyBaHHs); Mepk thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
KapTOHHI KopooLi CepoHo C.n.A,, BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
ITanis (BxigHuiA KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHVKa /15
KOHTPO/b, 3pjlicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
NPUroTyBaHHs BiAMiHHa BiJ YNMOBHOBaXeHOi 0c06M, BiANOBIAA/IbHOI
PO34MHY, 3a 3ilicHeHHA dhapmakoHarnsagy (Bkaovaoumn
CTepunbHUiA KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
po3NvB, NepBUHHE thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
Ta BTOPUHHE [aHnx ynoBHOBaXeEHOI 0co6W, BiANOBIAaILHOI 3a
nakyBaHHs, hapmakoHarnsg. 3mMiHa KOHTakTHOT 0CobuM 3asiBHUKA,
KOHTPO/b SKOCTI, BiANOBIAaUIbHOI 3a hapmMakoHarnag B YkpaiHi. [itoua
BUMNYCK cepii); pefakuis: PoctokiHa OneHa.
Mepk CepoHo MponoHoBaHa pepakuis: HazapeHko BikTopis IBaHiBHa.
C.n.A., ITanis 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHKMKA,
(KOHTPOJIb SIKOCTI ) BiANOBIA&/IbHOT 38 hapmakoHarnsg B YkpaiHi.
178. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/17647/01/01
nniBKOBOIO Pecny6nik tOpoyn Mm6X Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
060/10HKO10, No 20 a thapmakoHarnsgy. BeegeHHs abo 3miHu fo
mr/5 mr; no 14 y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
TabneTtok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
no 2 6nicrepa y thapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
KapTOHHIN nayui BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa A5
3[jiCHEHHS1 hapMakoHariaay B YKpaiHi, Ko BoHa
BiAMIHHa Bif, YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnsay (Bkoyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHOT
0ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi.
179. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/17647/01/02
NNiBKOBOKO Pecny6nik Opoyn Mm6X Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, Mo 40 a thapmakoHarnsgy. BeegeHHs abo 3miHu fo

mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nicrepa y
KapTOHHI nayui

y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa 4ns
3[jiCHEeHHs1 hapMakoHarnaay B YKpaiHi, KO0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (Bkioyak4n
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTakTHOT
0Cco6y 3as1BHMKA, BiANoBiAa/IbHOI 3a hapmakoHarnsg B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiNOBiAA/IbHOI 32 hapMmakoHarnsg B YkpaiHi.
180. | CEBIKAP TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | 3a UA/17647/01/03
NNiBKOBOKO Pecny6nik KOpoyn MmM6X MRy - 3MiHKN WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOI0, N0 40 a thapmakoHarnsgy. BeegeHHs abo 3miHu oo
Mmr/10 mr; no 14 y3ara/lbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy
TabneTok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
no 2 6nictepay thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHOi 0coou,
KapTOHHIN nayui BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0Cc06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAIbHOI 3a thapmakoHarnsg, B
YkpaiHi. [itova pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHMKa,
BiNOBiAA/IbHOI 32 hapMakoHarnsag B YkpaiHi.
181. | CEBIKAP HCT TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17662/01/01
NNiBKOBOKO Pecny6nik KOpoyn MmM6X MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060s10HKow, 20 Mr/5 a thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/12,5 mr no 14 y3ara/lbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
TabneTok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
no 2 6nictepay thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
KapTOHHIN nayui BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs1 hapMakoHariaay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0cobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsag, B
YkpaiHi. fitoya pegakuis: Mepexpect OneHa IsaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BifNoBiAa/IbHOI 3a hapmakoHarnsa B YKpaiHi.
182. | CEBIKAP HCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/17662/01/02
NNiBKOBOKO Pecny6nik KOpoyn MmM6X MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peuyenmom
060n10HKO0, M0 40 a

mr/5 mr/12,5 mr, no
14 TabneToK y
6nicTepi; no 2
6nictepay
KapTOHHIN navuj

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araJlbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa A5
3fliicHeHHs1 chapmakoHarnaay B YKpaiHi, SKLLIO0 BOHA
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

183.

CEBIKAP HCT

TabneTku, BKpUTI

3eHTiBa, K.C.

Yecbka

BiAMiHHa BiJ YNMOBHOB&XeHOi 0c06M, BiANOBIAA/TbHOI
3a 3[jlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
haiina cuctemy hapmakoHarssgy) 3mMiHa KOHTakTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona xecci. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBiAa1bHOI 3a (hapmakoHarnsg B YKpaiHi.

nocsBi0o4YeHHs

184.

CEBIKAP HCT

NNiBKOBOKO
060/10HKOI0, MO 40
mr/5 mr/25 wmr, no 14
Tabnetok y 6nictepi;
no 2 6nictepay
KapTOHHI nayui

Pecny6nik
a

[Oaiui CaHkio
Opoyn MmM6X

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHS hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmMakoHarssgy) 3mMiHa KOHTakTHOT
0ocobu 3as1BHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IsaHiBHa.
MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHYMKA,
BiANOBiAaNbHOI 3a (hapmakoHarnsag B YKpaiHi.

3a
peyenmom

UA/17662/01/03

185.

CEBIKAP HCT

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0, N0 40
Mr/10 mr/12,5 mr, no
14 TabneToK y
6nictepi; no 2
6nictepa y
KapTOHHIM nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[Jaiui CaHkio
Opoyn MmM6X

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn o
y3ara/lbHeHUxX JaHunx npo cuctemy papmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dhaiina cuctemy hapmMakoHarnsgy) 3mMiHa KOHTakTHOT
0cobu 3as1BHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg B YKpaiHi.

3a
peyenmom

UA/17662/01/04

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO10, Mo 40

3eHTiBa, K.C.

Mr/10 mr/25 mr no 14

Yecbka
Pecny6nik
a

[Jaivi CaHkio
tOpoyn Mm6X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK WwoaAo 6e3nekn/etpekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu go

3a
peyenmom

y3arasisHeHux fiaHnxX Npo cUcTeMy dpapmakoHarnsay

UA/17662/01/05
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TabneTok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
no 2 6nicrepa y thapMakoHarnagy, 3amMiHa yrnoBHOBaXeHOoT ocobu,
KapTOHHI navui BiiNOBIAaAbHOI 3a 3[iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHVKa 415
3[jiCHEeHHS1 hapMakoHariaay B YKpaiHi, AKLo BoHa
BifAMIHHa Bif, YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlficHeHHs hapmakoHarnagy (BkioyYaun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKkTHOT
ocobu 3asiBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg B
YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.
186. | CIANIC® TabneTkn, BKPUTI Eni Ninni HigepnaH BupobHMLTBO Cnony4eHi BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/7881/01/02
nniBKOBOIO Henepneng, on Hepo3dacoBaHoro LWratn Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, M0 2,5 B.B. npoaykty: Ninni (CwA)y/ thapmakoHarnsagy. BeegeHHs abo 3miHu fo
mr; no 14 TabneTok nenb Kapi6e IHk., Icnanis y3araJibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
y 6nicTepi; no 2 CronyyeHi Wratn (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
6nictepun B nauui (CWA); MepBrHHA hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,
Ta BTOPUHHA BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
ynakoBka, f,03Bin KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa 45
Ha BUMYCK cepii: 3[jiCHEHHS1 hapMakoHariaay B YKpaiHi, Ko BoHa
Ninni C.A., Icnanis BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkioyYakun
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm hapmakoHarisagy) 3miHa KOHTakTHOT
0ocobu 3asBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsg, B
YkpaiHi. [itova pefakuisn: Boiiko Apocnas AHApIOBKY.
[MponoHoBaHa pepakuis: 303yna Banepii
BacnnboBuY. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
0ocobu 3as1BHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YKpaiHi.
187. | CIANIC® TabneTku, BKpUTI Eni Ninni HigepnaH Brpo6HMUTBO CnonyyeHi BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/7881/01/03
nNiBKOBOIO Hepepneng on Hepo3ghacoBaHOro LWtatn TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
060/10HKOI0, N0 5 ™r; B.B. npoaykty: Nlinni (CwA)y/ thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 14 tTabneTtok y fenb Kapibe IHk., Icnanis

6nictepi, no 1 a6o 2
6nicTepy B nayw,

CnonyuyeHi Wratn
(CWA) /
MNepBuHHa Ta
BTOPUHHA
ynakoBka, [03BiN
Ha BUMYCK cepii:
Ninni C.A., Icnanis

y3ara/lbHeHUX JaHnx npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHeHHs hapmakoHaragy B YKpaiHi, AKL0 BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dhaiina cuctemy hapmMakoHarssgy) 3mMiHa KOHTakTHOT
0cobu 3as1BHYKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [jtova pegakuis: boiiko Apocnas AHAPINOBWY.

[MponoHoBaHa peakuis: 303yna Banepii
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

188.

BacniboBuY. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YKpaiHi.

nocsBi0o4YeHHs

189.

COJTAKYTAH®

renb, 30 mr/r; no 25
ry 1y6i; no 1 1y6iy
navui

TOB "MIBE
YKPAIHA"

Ykpaina

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [JO peecTpaviiiHux maTepiasis: 3miHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTmdikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BigNoBIgHOCTI abo
BWYYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBIeHWIA cepTuddikaT
Bif y)Xe 3aTBEpXEHOro BUpobHYKa -
noAaHHA OHOB/IEHOTro cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne CEP R1-CEP 2009-
303-Rev 04 (3aTBepaxeHo: R1-CEP 2009-303-Rev
03) ana Aityoi pevoBrHY AUKNOoceHaKy HaTpiIlo Bif
BXe 3arBepakeHoro BupobHuka OLON S.P.A, Itanis,
Ta, K HaCMigoK, YTOYHEHHSI agpecy BUPOOHNYOT
OinbHWLU npoMixHoro npoaykty DERIVADOS
QUIMICOS S.A.U. Ta BBeZleHHA [04aTKOBOI
BVMPOGHWYOI AibHULI NPOMIKHOrO NpPoAykTy Henan
Dongtai Pharm Co., Ltd. 3miHu | Tuny - 3mMiHn 3 SKOCTiI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/MmoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI a60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiickkil hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
AN JONOMDKHOI peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBNeHWiA cepTuddikat
Bif] y)Xe 3aTBepXeHOro BUPOGHMKA - NoAaHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkii
hapmakonei Ne R1-CEP 1997-066 - Rev 04
(3aTBepmxeHo: R1-CEP 1997-066 - Rev 03) ans
Ait040T PEYOBVHM ANKNOhEHaKY HATPIo Bif BXe
3aTBepmxeHoro BupobHuka Amoli Organics Private
Limited, IHagisa, Ta, K HAcnifoK, BBeAEHHS nepioay
NOBTOPHOrO BUNPO6yBaHHA 5 pokiB.

3a
peyenmom

UA/18872/01/01

CONELUCT

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO0, N0 5 Mr
no 15 TabneTok B
6nictepi; no 2
6nictepu B

3eHTiBa, K.C.

KapPTOHHIN nayuj

Yecbka
Pecny6nik
a

BMPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
Bignosigae 3a
BUMYCK cepil:

IcnaHis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUX JaHnx npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,

BiAnoBiAa/bHOI 3a 3AiCHEHHSI hapMaKoHarnsay;

3a
peyenmom

UA/18015/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NNABOPATOPIOC KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
NECBI, C.N., 3[jiCHEHHS1 hapMakoHarisay B YKpaiHi, AKLo BoHa
Icnanis; BiAMIHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
MikpobiosoriyHe 3a 3gjlficHeHHs hapmakoHarnagy (Bkioyaun
TecTyBaHHs KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
(anbTepHaTMBHO): thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKkTHOT
MIKPO-BEIOC, CH, ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsg, B
IcnaHis YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.

MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIA&/IbHOT 32 hapmakoHarns B YkpaiHi.

190. | CONEUNCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in Icnanis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18015/01/02
nniBKOBOIO Pecny6nik bulk", nepBuHHe Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, no 10 a Ta BTOPUHHE thapmakoHarnsagy. BeegeHHs abo 3miHu fo
Mr no 15 TabneTok B nakyBaHHs, y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
6nicTepi; no 2 KOHTPO/b AKOCTI, (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemMy
6nictepu B Bignosigae 3a hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,

KapTOHHIN nayui BWMNYCK cepil: BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
NABOPATOPIOC KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
NECBI, C.N., 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
Icnanis; BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
MikpobiosoriyHe 3a 3pjlficHeHHs hapmakoHarnsgy (BkoyYakun
TecTyBaHHs KOHTaKTHI fiaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
(anbTepHaTMBHO): haiina cuctemu hapmakoHarnsgy) 3mMiHa KOHTakTHOT
MIKPO-EIOC, CH, 0ocobu 3asBHUKA, BiANOBIAAILHOI 3a hapMakoHarnsg, B
IcnaHis YkpaiHi. [itoya pegakuis: Mepexpect OneHa IBaHiBHA.

MponoHoBaHa pegakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag B YkpaiHi.

191. | CTIBAP® TabneTkn, BKPUTI Baviep Al HimeuumnH Baviep Al HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/13395/01/01
NNiBKOBOKO a Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, No 40 hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
Mr; no 28 TabneTok niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUT
y thnakoHi; no 3 0151 MeMYHOro 3acToCyBaHHA Ha nigcTasi perynspHo
dnakoHn y OHOBJIHOBAHOrO 3BiTY 3 6e3MeKkun NiKapcbkoro 3acooby,
KapTOHHIN ynakoBLi abo gocnigkeHb 3 6e3nekn 3acToCyBaHHSA ikapCbKoro

3acoby B mic/iApeecTpaviiiHmii nepiod, abo sk
pes3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHnx gocnigxexnb (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHU BHECEHO [0 iIHCTPYKLT Ans
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3giniB "OcobnmBocTi 3acTocyBaHHs", "lMo6iuHI
peakuii” LoA0 OHOB/IEHHS iHGhopMaLii 3 6e3neku
Aitoyoi pevoBuHN «regorafenib» BignosigHo fo
pekomeHgauiin PRAC.
BBeneHHs 3MiH NpoTAroM 4-x micsuiB nicns
3aTBEPKEHHS

192. | CYHITUHIB Kancynu Teepai no 3eHTiBa,K.C. Yecbka BMPOBGHMUTBO "in Kinp/ManbTa | BHECEHHS1 3MiH 0 PeECTpaLiiHNX MaTepianiB: 3MiHu | 3a UA/18466/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3EHTIBA 12,5 mr no 7 kancyn Pecny6nik bulk", nepBuHHe Tuny - 3MiHK Woao 6e3neku/ethekTNBHOCTI Ta peyenmom
y 6nicTepi; no 4 a Ta BTOPUHHE thapmakoHarnsay. BeegeHHs abo 3miHu o
6nicTepy y KPTOHHIA nakyBaHHs, y3araJibHeHnX faHnx npo cuctemy hapmakoHarnsgy
nauui TeCcTyBaHHs, (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
BUNYCK cepil: thapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHO! ocobu,
PEMEZIKA NTA, BiiNOBIAaANbHOI 3a 3[jiiCHEHHS hapmakoHarnsgy;
Kinp; KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa 415
BMPOGHMLTBO "in 3[jiCHEeHHS1 hapMakoHariaay B YKpaiHi, AKL0 BoHa
bulk", nepsuHHe BiAMIHHa Bif, YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
Ta BTOPUHHE 3a 3pjlficHeHHs hapmakoHarnsgy (Bkioyaun
nakyBaHHs, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
TEeCTyBaHHS, thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKkTHOT
BWMNYCK Cepil: ocobu 3asiBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsag, B
Papmakea YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
Mpewmiym 174, MponoHoBaHa pepakuis: Amepi biona [xecci. 3miHa
ManbTa KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIA&/IbHOT 38 hapmakoHarnsg B YkpaiHi.
193. | CYHITUHIB Karncynm Teepgi no 3eHTiBa,K.C. Yecbka BMPOGHMLTBO "in Kinp/ManbTa | BHECEeHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18466/01/02
3EHTIBA 25 mMrno 7 kancyny Pecny6nik bulk", nepBuHHe Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
6nictepi; no 4 a Ta BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHu fo
6nicTepy y KPTOHHIi nakyBaHHs, y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
naui TeCcTyBaHHs, (BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
BUNYCK cepil: thapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
PEMEAIKA NTA, BiANOBIAA/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
Kinp KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa A5
BUPOGHMLTBO "in 3[jiCHEHHS1 hapMakoHariaay B YKpaiHi, Ko BoHa
bulk", nepsuHHe BiAMIHHa Bif, YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
Ta BTOPUHHE 3a 3pjlficHeHHs hapmakoHarnsay (Bkoyakun
nakyBaHHs1, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
TEeCTyBaHHS, haiina cuctemu hapmakoHarnsgy) 3miHa KOHTakTHOT
BWMNYCK Cepil: 0ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
dapmakea YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
Mpewmiym N174, MponoHoBaHa pepgakuis: Amepi biona [xecci. 3miHa
ManbTa KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi.
194. | CYHITUHIB Karncynu Teepgi no 3eHTiBa,K.C. Yecbka BMPOGHMLTBO "in Kinp/ManbTa | BHECeHHS 3MiH 40 peecTpauiiiHux maTepianis: 3miHu | 3a UA/18466/01/03
3EHTIBA 50 Mr no 7 kancyny Pecny6nik bulk”, nepsuHHe Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 4 a Ta BTOPUHHE

6nicTepy y KPTOHHIi
navui

nakyBaHHs,
TeCcTyBaHHs,
BUNYyCK cepi:
PEMEQAIKA NTA,
Kinp;
BUPOGHMLTBO "in
bulk", nepBnHHe
Ta BTOPUHHE

thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa 4ns
3[jiCHEeHHs1 hapMakoHarnaay B YKpaiHi, KO0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (Bkioyak4n

nakyBaHHs, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
TEeCTyBaHHS, haiina cuctemu papmakoHarnsgy) 3miHa KOHTakTHOT
BUMYCK cepil: 0Cco6y 3as1BHMKA, BiANoBiAa/IbHOI 3a hapmakoHarnsg B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
dapmakea YkpaiHi. [itoua pegakuis: Mepexpect OneHa IBaHiBHa.
Mpemiym 114, MponoHoBaHa pepakuis: Amepi biona Ixecci. 3MiHa
MaibTa KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiNOBiAA/IbHOI 32 hapMmakoHarnsg B YkpaiHi.
195. | TAKCOTEP® KOHUEeHTpaT ans TOB YkpaiHa CaHodpi-ABeHTiC HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | 3a UA/5488/01/02
po34nHYy ANA "CaHodi- [Jonunang MmeX TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iHdpysii, 20 mr/mo; ABeHTIC Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
Ne 1: no 1 mn (20 YkpaiHa" BMpPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
Mr) y doiakoHi; no 1 BK/THOYAKOUM AiNbHWLI BUMYCKY cepii abo Micue
hNakoHy B NpoBefEeHHS KOHTPOJTO AKOCTI. (AISNbHICTb, 3a AKy
KapTOHHI kopobLyj; BignoBigae BUPOGHUK/iIMNOPTEp, BKIOHYAKOUM BUNYCK
Ne 1: no 4 mn (80 cepiit). 3miHa agpecu BupobHuka 13 CaHodi-ABEHTIC
Mr) y donakoHi; no 1 [Loitunang Mm6X, HimeuurHa, BignoBigansHoro 3a
haKoHy B MOBHWIA LMK BUPOGHULITBA, BK/OYAKOUMN BUMYCK Cepii,
KapTOHHI KOpo6Lii 6e3 3MiHn MicLa BUPOGHMLTBA. 3MiHM BHECEHO B
IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHS /liKapCbKOro
3acoby y po3ain «MicLe3HaxoMKeHHS BUPOOHUKaA Ta
ajipeca MicLa NPoBaXEHHS MOro AisifIbHOCTI» 3
BiAMNOBIAHUMMW 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby. BBefeHHs 3MiH NpOTArom 6-Tu
MicsLIB NiCNsA 3aTBEPAKEHHS.
196. | YNICCA TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka Xaynt ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHuXx MaTepiasis: 3MiHu | 3a UA/18552/01/01
nNiBKOBOKO Pecny6nik MioHcTep T'M6X TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
060710HKOI0, No 30 a thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
mr; no 1 tabnetyiy nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 1 0151 MeMYHOro 3aCTOCyBaHHS
6nictepy B reHepuYHUX/TiBpPUAHMX/6I0NOAIGHMX NiKaPCbKUX
KapTOHHIN nayui 3aco6iB nicns BHECEHHSA TiET caMoi 3MiHM Ha
pethepeHTHW1 NpenapaT (3MiHa He NOTpebye HafaHHs
XXOAHUX HOBWX J0AATKOBUX AaHUX) - 3MIHW BHECEHI A0
IHCTPYKLUT 4719 MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gain "Mo6iyHi peakuii" 3rigHoO 3
iHhopMmaLieto WwoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (EllaOne® 30 mg
tablet). BBegeHHs1 3MiH NpOTAroM 6-Tn MicALiB nicas
3aTBEPMKEHHS
197. | YNICCA TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka Xaynt ®apma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/18552/01/01
nNiBKOBOIO Pecny6nik MioHcTep T'M6X TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom
060/10HKot0, no 30 a hapmakoHarnsigy. BeegeHHs abo 3miHu go

mr, no 1 tabnetyjiy
6nictepi; no 1
6nictepy B
KapTOHHIN nauui

y3araslbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuKa A1
3ilicHeHHs hapmakoHarnisagy B YKpaiHi, SKLWO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 34ilicHEHHA dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dpaiina cuctemu chapmakoHarnsgy). 3mMiHa KOHTaKTHOI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pepakuis: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepakuis: Amepi biona Ixecci. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIA&/IbHOT 38 hapmakoHarnsg B YkpaiHi.
198. | YPCIC® TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3miHu | 3a UA/18603/01/01
nniBKOBOIO "KUIBCbKW BITAMIHHNIA TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKuii 3acib. peyenmom
060/10HKOI0 No 500 " 3ABOA" CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
mr no 10 Tabnetoky | BITAMIHHA pO3Mipy ynakoBK/ roTOBOrO Jlikapcbkoro 3acoby (3MiHa
6nicTepi, no 3, 5 abo " 3ABOA" KINbKOCTi 0AMHWLE (Hanpuknag TabneTok, amnys
10 6nicTepiB y nauui TOLLLO) B ynakoBLii:) - 3MiHa no3a gianasoHoMm
3aTBEPKEHNX PO3MIpIB YNakoBKy - [lofaTkoBo
BBE/IeHO yNnakoBKy A/15 nikapcbkoro 3acoby Ne30.
3MiHV BHECEHI B IHCTPYKLi0 4151 MEANYHOIO
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"YnakoBka", Ik Hac/1iAoK NosiBa A0AATKOBOrO
nakysaHHs Ne30.
199. | YPCIC® TabneTku, BKpUTI AT Ykpaina AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18603/01/01
NNiBKOBOKO "KUIBCbKW BITAMIHHUIA Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0 No 500 " 3ABO4" thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi
mr no 10 Tabnetoky | BITAMIHHA nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nicTepi, no 3, 5 abo " 3ABOA" 0151 MeMYHOro 3acToCyBaHHS
10 6nicTepiB y nauui reHepuYHUX/riopuaHNx/6ionoaibHMX Nikapcbkux
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HagaHHSA
XOJHVX HOBWX A0AATKOBMX faHKX) MprBeaeHHs
IHCTPYKL,ii 415 MeAUYHOro 3aCTOCYBaHHS /liKkapCbKoro
3acoby Ao iHhopmaw,i LWoAo MeanyHoro
3acTocyBaHHS pehepeHTHOro NikapCcbkoro 3acoby
(Ypcodhasibk, TabneTkn, BKPUTI NAIBKOBOK 060/TOHKOHO,
no 500 mr).
200. | YPCOCAH® TabneTku, BKpUTI MPO.MEA. L, Yecbka BCi cTagil Yecbka BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3miHu | 3a UA/17770/01/01
POPTE NNiBKOBOKO C MNpara a.c. | Pecny6nik BMPOOHMLTBA, Pecny6nika TMny - 3MiHK 3 AKOCTI. FOTOBMIA NiKapCbKMii 3aci6. peuyenmom
060s10HKOt0, No 500 a KOHTPO/b AKOCTI 3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

mr; no 10 TabneTok
B 6nicTepi, no 1 abo
2, a6bo 3, abo 5, abo
6, abo 9, a6o 10
6nictepiB y
KapTOHHI KopooLii

Ta BUNycK cepii:
MPO.MEA.LC
Mpara a.c.,
Yecbka
Pecnyb6nika;
nepBuHHE i
BTOPUHHE
nakyBaHHS:
KOO®APMA
C.p.0., Yecbka
Pecnyb6rnika;
KOHTPO/b SIKOCTI
(Mikpo6ionoriunuii
KOHTPO/b SIKOCTI
TeCTyBaHHS (He

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOro fikapCcbKoro 3acoby (3amiHa abo fofaBaHHS
AiNbHULI, Ha SKill 34iACHIOETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) - foAaBaHHSA
BMPOGHMKA, LLLO BiAMOBIAAE 3a 34iiCHEHHS] KOHTPO/THO
sKocTi 13 AJ/IC Yecbka Pecny6nika, c.p.o., Ha lapde
336/9, Mpara 9 — Bucoyanu, 19000, Yecbka
Pecny6nika; Moaebpaacbka 540/26, Mpara 9, 19000,
Yecbka Pecnybnika/ALS Czech Republic, s.r.o., Na
Harfe 336/9, Prague 9 — Vysocany 190 00 Czech
Republic; Podebradska 540/26, Prague 9, 19000
Czech Republic
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0o4YeHHs

CTEepW/IbHUN);
XiMiYHUIA/Pi3NYHM
1 KOHTPO/b AKOCTI

TECTYBaHHS):

AJIC Yecbka

Pecnyb6nika,

C.p.o., Yecbka

Pecny6nika

201.

®NIOKCUME],

Kpanni o4Hi Ta
BYLLHIi, PO34¥H, 3
Mr/mnno 5 mny
dNakoHi-
KpanenbHuu; no 1
hnakoHy-
KpanenbHuui y
KapTOHHI KopooLli

TOB
«YOPN[
MEANLINH>

YkpaiHa

K.O. Pomcbapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHa
3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs)
(3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460) BBefeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3miHu | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX A@HNX NPO cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST chapMmakoHarnsaay;
KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa A5
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnsgy (BkoyYakun
KOHTaKTHI fiaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tpaiina cuctemu thapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
hapmakoHarnag. ditova pegakuis:

PycypaH Ecakisi / Rusudan Esakia. MponoHoBaHa
pepakuisi: Myano MNaHHa CtaHicnasiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOI 0COOM 3asBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHariag. 3miHa micus
3[jACHEHHSI OCHOBHOT AiSiNIbHOCTI 3 chapmakoHarnagy.
3MiHa MicLie3HaxoAKeHHs1 MacTep-haiina cuctemu
hapmakoHarnsagy. 3minu | Tuny - 3miHun woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) BHECEHHS 3MiH 10 po34iny «MapkyBaHHs» MKA
N3 3arBepaxeHo: MAPKNPOBKA TekcT MapkyBaHHSA
NepBUHHOT YMakoBKM MikapcbKoro 3acoby TekcT
MapKyBaHHS BTOPMHHOT YNakoBKW NiKkapCbKoro 3acoby
3anponoHoBaHo:

MAPKVPOBKA B cOOTBETCTBUM C YTBEPXKAEHHLIM
TEKCTOM MapKMpoBKW. OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHST OAMHUL BUMIPHOBaHHS
y cuctemi Sl Ta iHhopmalii Wwoao 3miHM Ha3BwK
3asBHMKA.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

3a
peyerimom

UA/16547/01/01

202.

DPENM®

TabneTkn no 5 mr, in
bulk: no 10

AT
"Papmak”

Ykpaina

PoHTic Xennac
Megikan eHa

Ipevis

BHECEHHS 3MiH 40 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHuM 3 AkocTi. CepTudikat BignosigHocTi/l E-

UA/16653/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Tabnetok y
6nictepax, no 1680
6nicTepiB y kopoobLi

dapmachboTikan
Mpopaxtc C.A.

cepTudiikaT BignoBigHOCTI EBpoONenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkii
thapmakonei: gna A®l; ans BUxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBIigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuit cepTudikaT Big,
HOBOr0O BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
noJaHHa HOBOro cepTudpikata BianoBIAHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ansa A®| apuninpasony Big HOBOro BUPOOHMKa
MSN PHARMACHEM PRIVATE LIMITED, India
(AONOBHEHHS)

203.

DPENM®

Tabnetkv no 5 wmr,
no 10 Tabnetok y
6nictepi, no 3
6nictepy B navw,i

AT
"®apmak”

Ykpaina

AT "dapmak”,
YKpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk
hipmMu-BUpPOOHUKA
PonTic Xennac
Megikan eHpg,
dapmacbioTikan
Mpopaktc C.A.,
Ipeuis )

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHoCTI/TE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BigNoBIgHOCTI abo
BWYYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
HOBOTrO BMPOGHUKA (3amiHa abo JONOBHEHHS) -
NnoAaHHa HOBOrO cepTudikaTa BiAMoBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ansa A®| apuninpasony Big HOBOro BUPOOHMKa
MSN PHARMACHEM PRIVATE LIMITED, India
(4ONOBHEHHS)

3a
peyenmom

UA/16654/01/01

204.

DPENM®

Tabnetkv no 10 wr,
in bulk: no 10
Tabnetoky
6nictepax, no 1680
6nicTepiB y kopobui

AT
"®apmak”

Ykpaina

PoHTic Xennac
Megikan eHg
dapmacbioTikan
Mpopaktc C.A.

Ipevis

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu |
T1ny - 3MiHK 3 AkocTi. CepTudpikar BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BigNoBIgHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelickkiii
apmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaT BifgnoBIigHOCTI
€Bponeiickkili hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMPOGHMKa (3amiHa ab0 [LONOBHEHHS) -
noAaHHA HOBOro cepTudikaTta BiAMNOBIAHOCTI
€Bponevicbkii hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ana A®| apuninpa3ony Big HOBOro BUPOGHMKa
MSN PHARMACHEM PRIVATE LIMITED, India
(8ONOBHEHHS)

UA/16653/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

205.

DPENM®

Tabnetkv no 15 wr,
in bulk: no 10
Tabnetok y
6nictepax, no 1680
6nicTepiB y kopobLi

AT
"®apmak”

Ykpaina

PoHTic Xennac
Megikan eHpg,
dapmacboTikan
Mpogaktc C.A.

peuis

BHECEHHS 3MiH 0 peecTpaliiiHux MmaTepiasis: 3MiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BUTyUYEHHA cepTudikaTa BignoBiAHOCTI EBpoONenchKiii
hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiickkili hapmakonei) - HoBuii ceptudikaT Big,
HOBOr0O BMPOGHUKA (3amiHa abo [JONOBHEHHS) -
NnoAaHHa HOBOro cepTudikaTta BiAMNOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ana A®| apuninpasony Big HOBOro BUPOOHMKa
MSN PHARMACHEM PRIVATE LIMITED, India
(4ONOBHEHHS)

UA/16653/01/03

206.

DPENM®

Tabnetkv no 30 wmr,
in bulk: mo 10
Tabnetoky
6nictepax, no 1344
6nicTepun y kopobu,j

AT
"®apmak”

YkpaiHa

PoHTic Xennac
Megikan eHpg,
dapmacbioTikan
Mpopaktc C.A.

pevis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
TNy - 3miHK 3 sikocTi. CepTudikar BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMPOOGHMKA (3amiHa ab0 [JONOBHEHHS) -
noAaHHA HOBOrO cepTudikarta BiANOBIAHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ana A®l apuninpa3osny Big HOBOro BUPOGHMKa
MSN PHARMACHEM PRIVATE LIMITED, India
(4ONOBHEHHS)

UA/16653/01/04

207.

DPENM®

Tabnetku no 10 wmr,
no 10 TabneTtok y
6nicTepi, no 3
6nictepu B nauLi

AT
"dapmak”

YkpaiHa

AT "®apmak”,
YkpaiHa
(BpPOGHMLTBO 3
npoaykuii in bulk
hipMu-BMpOGHMKa
PoHTic Xennac
Megikan eHpg,
dapmacbtoTikan
Mpogaktc C.A.,
Ipeuis )

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu |
MRy - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTta BifgnoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit ceptudikaT Big,
HOBOro BMPO6HUKa (3amMiHa abo JOMOBHEHHS) -
noJaHHsa HOBOro cepTucpikata BiANOBIAHOCTI
€sponelicbkiii thapmakonei Ne R1-CEP 2014-285 -
Rev 00 ana A®| apuninpasony Big HOBOro BUPOGHMKA

3a
peyenmom

UA/16654/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MSN PHARMACHEM PRIVATE LIMITED, India
(4ONOBHEHHS)
208. | PPENM® Tabnetku no 15 wr, AT YkpaiHa AT "dapmak”, Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/16654/01/03
no 10 TabneTok y "®apmak” YkpaiHa TNy - 3miHK 3 sikocTi. CepTudikar BignoBigHOCTI/IE- peyenmom
6nictepi, no 3 (BUPOBHMLTBO 3 cepTudikaT BignoBigHOCTI EBponenchkili
6nicTepy B nayy, npoaykuii in bulk hapmakonei/moHorpadii. MogaHHA HoBoro abo
hipMu-BMpOGHMKa OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
PoHTic Xennac BU/YYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
Megikan eHpg, thapmakonei: gna A®l; ans BuxigHoro
dapmachboTikan marepiany/peareHTy/npomMiKHOro NPOAYyKTY, WO
Mpopaktc C.A., BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
Ipeuis ) [OMOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHMKA (3amiHa ab0 [JONOBHEHHS) -
noAaHHA HOBOro cepTudikarta BiANOBIAHOCTI
€Bponevicbkiit hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ana A®l apuninpa3osny Big, HOBOro BUPOGHMKa
MSN PHARMACHEM PRIVATE LIMITED, India
(4ONOBHEHHS)
209. | PPENM® Tabnetku no 30 wmr, AT YkpaiHa AT "dapmak”, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 3a UA/16654/01/04
no 10 TabneTok y "dapmak” YkpaiHa MRy - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/ME- peyenmom
6nicTepi, no 3 (BpPOGHMLTBO 3 cepTudikaT BignoBigHOCTI EBponenchbkili
6nictepu B nauLi npoaykuii in bulk thapmakonei/MoHorpadii. MogaHHsA HOBOro abo
ipMn-BMPOBGHUKA OHOBJIEHOTO cepTugikaTa BignoBigHOCTI abo
PoHTic Xennac BUYyYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkiii
Megikan eHpg, thapmakonei: gna A®l; ans BUxigHoro
dapmacbtoTikan mMaTtepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
Mpogaktc C.A., BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
Ipeuis ) [0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuin ceptudikaT Big,
HOBOro BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
noJaHHsa HOBOro cepTucpikara BiANOBIAHOCTI
€sponelicbkiii hapmakonei Ne R1-CEP 2014-285 -
Rev 00 ansa A®| apuninpasony Big HOBOro BUPOOHUKa
MSN PHARMACHEM PRIVATE LIMITED, India
(8ONOBHEHHS)
210. | XEOEH3A Masb peKkTasibHa; Mo AnbrneH LLiBeiiuapi BMPOGHMUK, HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/18330/01/01
20 ry Ty6i, no 1 Ty6i Papma Al A BiNOBIfaNbHWIA 32 TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acib. peyenma

pasom 3
annikaTopom y
KapTOHHiiA KopooLy

BUMycK cepii: Ap.
l'yctaB KnsiiH
m6X & Ko. KT,
HimeuumnHa;
BMPOGHUK
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi:

CTabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI abo
ymoBax 36epiraHHsi FOTOBOrO JliKapCbKoro 3acoby
(3MEHLLEHHS TEPMIHY NPUAATHOCTI rOTOBOro
nNikapcbkoro 3acoby) - 151 TOproBoi ynakoBKy -
3MEHLLUEHHSA TEepPMiHy NpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby. 3aTBepakeHo: 5 pokis.
3anponoHoBaHO: 3 POKMU.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mepu, ®apma
M6X i Ko. KlraA,
HimeuunHa
211. | XJ/IOPOBYTAH NOPOLLIOK AT Natsia AT "OnaiiHcpapm” Nateis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | - UA/6787/01/01
ONrigPAT KpucTaniyHuii "OnaviHdhap My - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKMin 3aci6.
(cybcTaHuis); y M KOHTpO/1b rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN)
MilLKax 3 NaiBku OHOB/IEHHS BXE 3aTBEPMKEHNX METO/AIB KOHTPO/IO
nonieTuneHoBoi ANs SAKOCTi /13, a came BUKIAAEHHSI TEKCTY AEPXKABHOO
BMPOOHMLTBA MOBOIO 3riHO CYy4aCHNX BUMOT.
CTepPUbHUX |
HeCTepWUIbHUX
NiKapcbknx chopm
212. | XOo®dITON PO34YMH OpasibHUIA Na6opatopii PpaHuin Nab6opatopii PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/8704/02/01
no 120 mny Po3a- Maiioni Cningnep, MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenma
chnakoHi; no 1 ®iTochapma PpaHuis thapmakoHarnsgy. BeegeHHs abo 3miHu o
hakoHy y (BMPO6HMLTBO y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
KapTOHHI KOpo6Lii Hepo3sdacoBaHoi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
NPOAYKLUiT, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
nepBuHHa Ta BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
BTOPUHHA KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
yrnakoBkKa, 3[iicCHeHHs hapmakoHarnagy B YKpaiHi, KLO0 BoHa
KOHTPO/Ib SIKOCTI); BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
Nab6opaTtopii Po3a- 3a 3ilicHeHHs thapmakoHarnagy (Bkavarum
diTochapma, KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
PpaHuis thaiina cuctemun chapmakoHarnsgy) 3miHa
(BignoBiganbHuii yNOBHOBaXeHOT 0CO6M 3asBHUKa, BiAMNOBIga/IbHOI 3a
3a BUMycCK cepif) hapmakoHarnsag.
[Oitoua pepakuin: Amel Saadi. NMponoHoBaHa pefakuis:
Amelie Legrand. 3MiHa KOHTaKTHUX AaHWX
yMOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
hapmakoHarnsg. 3miHa micus 34iCHeHHs1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 macTep-thaiina cuctemm
chapmakoHarnsgy.
213. | XOo®dITON TabneTkn, BKPUTI JTabopartopii dpaHuis JTabopatopii dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/8704/01/01
060/10HKO0, No 200 Po3za- ["aneHik BepHiH, Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
mr no 30 TabneTok y ditochapma PpaHuin thapmakoHarnsgy. BeegeHHs abo 3miHu fo
6nicTepi; no 2 abo 6 (BUPOGHMLTBO y3araJibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
6nictepiB y Hepo3dacoBaHol (BBEAEHHSA Y3araslbHEHVX A@HNX NPO cucTeMy
KapTOHHiiA KopooLy npoAyKuii, thapmakoHarnsgy, 3miHa ynosBHOBaXKeHoi ocobu,
nepBuHHa Ta BiANOBIAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
BTOPWHHA KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa ANs
ynakoBka, 3pjlicHeHHs hapmakoHarnagy B YkpaiHi, SKL0 BOHa

KOHTPO/Tb SIKOCTI);
Na6opaTtopii Po3a-

BigMiHHa Bif, yNMOBHOBaXKEHOI 0CO6W, BignoBigasibHOI
3a 3pjlficHeHHs hapmakoHarnsay (Bkioyakun

diTodpapma, KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLieHHi MacTep-
dpaHuis (paiina cuctemu chapmakoHarnsgy) 3miHa
(BignoBigansHuUiA YNOBHOBaXKEHOI 0CO6U 3asIBHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a BUNyckK cepir) thapmakoHarnsag.
[Oitoua pepakuin: Amel Saadi. NMponoHoBaHa pefakuis:
Amelie Legrand. 3MiHa KOHTaKTHUX AaHWX
yMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
hapmakoHarnsg,. 3miHa micus 34iCHeHHsI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy. 3MiHa
MiCL,e3HaxXoMKEHHST MacTep-dhaiina cuctemm
chapmakoHarnsgy.
214. | XYMYNIH HOX cycneHsisa ans Ninni dpaHc ®paHuis Ninni ®paHc PpaHLin BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/8569/01/01
iH'ekujin, 100 MO/mn Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 3 M1y CKNsIHOMY dhapmakoHarnsgy. BeegeHHs abo 3miHn fo
KapTpuaxi; no 5 y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
KapTpuaxis y (BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
KapTOHHI naJui; no hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
3 My CKISHOMY BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
KapTpuaxi; no 1 KOHTaKTHOi 0cobM 3 hapMakoHarnagy 3asBHuKa A5
KapTpuaKy y 3pjlicHeHHs hapmakoHarnagy B YkpaiHi, KL BOHa
LINPUL-PYYLL BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
KBikleH; no 5 3a 3gjlicHeHHs hapmakoHarnsgy (BkoyYakyn
LUNPUL-PYHOK Y KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
KapTOHHIN nayui haiina cuctemu hapmakoHarnsgy) 3miHa KOHTakTHOT
0ocobu 3asBHUKA, BiANOBIAAILHOI 3a hapMakoHarnsg, B
YkpaiHi. [itova pefakuisa: Boiiko Apocnas AHApIOBKY.
[MponoHoBaHa pepakuis: 303yna Banepii
BacniboBuY. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
215. | ULUPAM3A KOHUEeHTpaT ans Eni Ninni HigepnaH Eni Ninni eHg CLIA/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16889/01/01
pO34nHy AN Hepepneng on Komnani, CLUA ITanis/ TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenmom
iHdpy3in, 10 mr/mn; B.B. (BUPOGHNLTBO Benuka hapmakoHarnsigy. BeegeHHs abo 3miHn o
no 10 mnta 50 mny NiKapcbKoro BpuTania/ y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
hnakoHax, no 1 3acoby, nepBrHHA IcnaHis/ (BBELEHHSA y3araslbHEHUX AAaHUX NPO CUCTEMY
hNakoHy B ynakoBka, ®paHuia/ thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
KapTOHHI ynakoBLi KOHTpO/b Ta IpnaHgis BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
TecTyBaHHS KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
cTabinbHoCTi 3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa

NiKapcbKoro
3aco6y); Eni Ninni
ITanis C.MN.A.,
ITanis (KOHTpoO/ib
SAKOCTi NikapCbKOro
3acoby); Eni Mlinni
KiHcein Niviteq,
Ipnangis
(KOHTpONb AKOCTI
NiKapcbKoro
3aco6y); IMKnoH
Cuctems JI/1C,
CLUA (KoHTpO/1b

BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dhaiina cuctemy hapmMakoHarnsgy) 3mMiHa KOHTakTHOT
0cobu 3as1BHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: boiiko Apocnas AHAPINOBUY.
MponoHoBaHa pepakuis: 303yns Banepiii
BacunboBuY. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsag, B
YKpaiHi.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AKOCTI Ta
TECTYBaHHsI
ctabinbHoCTi

nikapcbkoro
3acoby); KosaHc
NabopaTtopi3
NimiTen, Benuka
BpuTaHis
(KOHTpONb AKOCTI
nikapcbkoro
3acoby); Nlinni
C.A., IcnaHis
(BTOPMHHA
yrnakoBkKa,
MapKyBaHHS,
KOHTPO/b, BAMYCK
cepii nikapcbkoro
3aco6y); Ninni
®paHc, PpaHuis
(BMPOGHULITBO 3a
NMOBHUM LMK/IOM);
Yapnb3 Pisep
Nab6opaTtopi3
AipneHg, NMimitea,
IpnaHgjs
(KOHTPO/b AKOCTI
nNiKapcbkoro
3acoby)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
216. | UACATPAKYPI PO34MH ANS iH'EKLi AT Natsia BCi cTagii CnoBayumHa | BHECEHHS 3MiH 10 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/18698/01/01
N KANLUEKC Ta iHchy3ild, 2 mr/mn; "Kasyekc" BMPOBHNYOTrO / MRy - 3MiHKN WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
no 2,5 mn, 5 mn abo npovecy, Kpim Natsis hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTumui
10 mn B amnyni; no BUNYCKY cepii: nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
5 amnyn B KOHTYpHili XBM dapma ON151 MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynsipHo
YapyHKOBIli c.p.o., OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neky NikapcbKoro 3acoby,
ynakosLi; no 1 CnoBayyunHa; abo pgocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
KOHTYPHIl BMPOGHUK, SKNIA 3acoby B nicnspeecTpauiiiHnii nepiog, abo sk

YapyHKOBIli ynakoBLji
B MavLj 3 KapToHy

BignoBigae 3a
KOHTPO/b
cepii/sunpobysaH
Ha: AT "I'piHgekc",
NartBisi; BUPOOHUK,
AKWIA BigNoBigae
3a BUMNYCK Cepii:
AT "Kanuekc",
NaTBis

pe3ynbTaT OLiHKM 3BTy 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY Y3rofXeHo 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEeHi 10 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCyBaHHA /TikapCbKoro 3acoby y
po34inun "3acTocyBaHHS Y Nepiog BariTHOCTI abo
rogyBaHHs rpyaar”, "MobivHi peakuii” BignosigHo Ao
OHOB/EHOT iH(hopMaLii 3 6e3neku Ailo4oi peHoBUHU

B.o. l'eHepanbHOro gupekropa Aimpekropary

cthapmaueBTUUHOro 3a0e3nevyeHHsA

Isan 3AZIBOPHUX




136

Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTpauiio (nepepeecTpauiio)
NiKapCbKNUX 3aco6iB (MeanuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx

MaTepianis»
Big 31 TpaBHA 2022 poky Ne 901

NEPENIK

NIKAPCbKUX 3ACOBIB, AKUM BIAMOB/TIEHO B AEP)XXABHIN PEECTPALLIIL, NEPEPEECTPALLI TA BHECEHHA 3MIH 4O PEECTPALIMHNX MATEPIANIB
Ne Ha3ssa Popma sunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa rMiocmasa Mpoyedypa
n/n JliKapcbKo20

3acoby
PAMINPUN Tabnetku no 5 wmr, TOB Ykpaina TOB YkpaiHa | 3acigaHHs BigmoBuTM y pAepxaBHiii peecTpauii Ha nigcTtaBi HeraTMBHMX pesynbaTiB
ACTPA 10 mr no 10 "Actpadapm” «ACTPADAPM» HEP Ne 09 Big, | cneujianisoBaHOi eKCnepTU3uN peecTpaliiiHux matepinis:
Tabnetok y 6nictepi, 12.05.2022 - BiAMOB/IEHO Yy pekoMeHauil A0 [AepXaBHOI peecTpauii Ha eTani cneujanizoBaHol

no 3 6nictepu y
KOpOGLi 3 KAPTOHY

eKcnepTu3n  BIAMOBIAHO A0 BWCHOBKY YMpaBfiHHSA eKcnepTvau
6ioeKBiBa/IEHTHOCTI. 3a pe3y/bTaTaMu eKCnepTu3v  peecTpauiiHix maTepianis
BCTAHOB/IEHO, WO MpeAcTaBneHi MaTepiannm pana  gokasy 6ioekBiBa/IeHTHOCTI
3asB/IEHOr0 /iKapCbKOro 3acoby, He [0BOAATL MOX/IMBICTb 3aCTOCYBaHHA npoueaypu
6ioeliBep Ha nigctaBi BCK pgnsa 3asBneHoro nikapcbkoro 3acoby 3rigHO BUMOT
HacTtaHoBu «Jlikapcbki 3acobu. [ocnifxeHHs 6ioekBiBasieHTHOCTI», Hakaly MO3
Ykpainu Big 26.08.2005 poky Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 poky Ne
460 3i 3miHamu), Bumor ICH M9, p. 2.1., Ta pekomeHgauin WHO Annex 4. «Protocol to
conduct equilibrium solubility experiments for the purpose of Biopharmaceutics
Classification. System-based classification of active pharmaceutical ingredients for
biowaiver».

marepianis 3

B.o. I'enepanbHoro gupexkropa /lupekropary

(hapManieBTHYHOTr0 3a0e3mevyeHHs

Isan 3AIBOPHUX
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