HEPEJIIK

Hdonarok 3

a0 Haka3y MinicTrepcTBa 0X0poHH
3a0poB’a Ykpainu «IIpo aep:xxaBHy
peecTpauilo (mepepeecTpanio) JikapcbKUX
3ac00iB (MeJUYHHX iIMyHOOi0IOriYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiagiB»

Bix 30 kBiTHs 2025 poky Ne 755

JIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJOI'TYHUX MTPEMAPATIB), IIOJ10 SIKUX BYJIU BHECEHI
3MIHHU O PEECTPAIIMHUX MATEPIAJIIB, SIKI BHOCSTBHCS IO TEP)KABHOI'O PEECTPY JIKAPCHKHX
3ACOBIB YKPAIHHA

Ne Hasea dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20o (nikapcbka ¢hopma, 3asieHUKa euUpobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) Hs noceid4yeHHs1
1. | D- NOpOLLOK MPAT YkpaiHa YKepxianr XKoywaH KuTan BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | - UA/14327/01/01
FMIOKO3AMIHY | (cybeTaHuis) y "®ITOPA MyTyo KciHkciHr TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
rIQPOXNOPUL | naketax PM" dapmac Ko., Jita. Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
nonieTMneHoBmnx noceigyeHHs1). 3MiHa MicLe3HaxXOMKeHHs 3asBHUKa
ans
hapmaLeBTUHHOIO
3aCTOCyBaHHsI
2. | ABPON® Tabnetkun no 30 mr, TOB Ykpaina BMPOBHMLTBO, Ykpaina/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes nionse UA/9928/01/01
no 10 Tabnetok y "TTIEQ®A nepBrYHHE NaKyBaHHS, IHais TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma ae
6nicTepi; no 2 PM NTO" BTOPVHHE NaKyBaHHS, 3MiHn y BUpo6HMUTBI. 3MiHa po3mipy cepii

Gnictepn y
KapTOHHIN ynakoBLi

KOHTPOMb SKOCTI,
BUNYCK cepii
abo
BTOPWHHE NaKyBaHHS,
KOHTPOMb AKOCTI,
BUNYCK cepii npogyKuii
i3 in bulk:

TOB "KYCYM ®APM",
YkpaiHa;
BUPOOHMLTBO,
NepBUHHE MaKyBaHHS,
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI,
BUMYyCK cepii
abo
BUPOBHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAaisa

(Bktovatoum dianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (3mMeHLeHHs go 10 pasiB) - 3MiHa
po3mipy cepii roToBoro nikapcbkoro 3acoby. [itova
pepakuis: po3mip cepii Ana BupobHuka TOB "KYCYM
SAPM": 1 000 000 Tabnetok, 1 500 000 TabneTok.
MponoHoBaHa peaakuis: po3mip cepii Ans BUpo6HMKa
TOB "KYCYM ®APM": 1 000 000 TabneTtok, 1 5 00
000 TabneTok. Po3mip cepii ans Bupo6Huka KYCYM
XENTXKEP MBT NTA: 200 000 Tabnetok. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AinbHULI BUpOOHULTBA Ans YacTuHK abo
BCbOro BUPOOHMYOrO NpoLiecy roToBOro NiKapCbKOro
3acoby (ainbHULS, Ha Sk NpoBoAATbLCS By Ab-siKi
BUPOGHWYI cTagii, 338 BUHATKOM BUMYCKY CEpil,
KOHTPOMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, ANsi HECTEPUINbHMX MikapCbKkux 3acobiB) -
CynyTHS! 3MiHa - 3MiHM 3 sikocCTi. FOTOBWI Nikapcbkuii
3aci6. 3MiHM y BMpOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHULTBA ANsi YacTuHK abo




2 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCbKoro
3acoby (AinbHULA ANSt BTOPUHHOTO NakyBaHHs1) - 3MiHK
3 skoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3miHN y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpoBHULTBA ANs YacTuHK abo BCbOro
BUPOBHMYOro NpoLiecy rotToBoro fikapcbkoro 3acoby
(QiNbHUUS 4Ns NePBUHHONO NakyBaHHS) - BBEOEHHS
anbTepHaTMBHOro BpobHunka KYCYM XEJTTXKEP
MBT NTA, IHais, BignosigansHoro 3a BUpPOGHULTBO
npogykuii in bulk. 3MiHM BHECEHO B iHCTPYKL,jtO Ansi
MeaMYHOro 3acTOoCyBaHHs y po3ainu "BupobHuk" Ta
"MicuesHaxomxeHHs1 BUpOOHMKa Ta agpeca Micus
NPOBafXXeHHSA NOro OisinbHOCTI" y 3B'A3KY 3 BBEAEHHAM
[04aTKOBOro BUPOBHMKA Ta sIK HACMIAoK -
3aTBEPKEHHSI TEKCTY MapKyBaHHS yNakoBKM
nikapcbKkoro 3acoby ons 4o4aTkoBoro BUPOOHMKa.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK 3 skocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi FOTOBOIO NiKapcbkoro 3acoby (3amiHa
abo gogaBaHHsi BUPOOHMKa, WO BignoBigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bkrroyaroun
KOHTpOrnb/BUNpobyBaHHs cepii - BBeOEHHS
anbTepHaTUBHOro BMpobHuka TOB «KYCYM ®APM»,
BigNoBiganbHOro 3a BMNycK cepii, BKYa4im
KOHTPOrb SIKOCTi 3 METOK ONTUMi3aLii BUPOBGHMLTBA.
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
3acTocyBaHHS y po3ainu "BupobHuk" Ta
"Micue3HaxooeHHs BUpobHMKa Ta agpeca Micus
NPOBaXeHHs NOoro AisnbHOCTI" y 3B'A3KY 3 BBEAEHHSM
[0aTKOBOro BUPOBHMKA Ta sIK HACNIAOK -
3aTBEPOKEHHS TEKCTY MapKyBaHHS! YNaKoBKU
nikapcbkoro 3acoby Ans 4oaaTkoBoro BUpobHuKa.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIN
nikapcbkuii 3aci6. 3mMiHM y BUpoOGHULUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo nopaBaHHs BUPOGHMKa, Lo Bignosigae 3a
BBE3€eHHs1 Ta/abo Bunyck cepii) - Bkrtovaroum
KOHTPOIb/BUNPOOYBaHHS cepii - BBEAEHHS
anbTepHaTMBHOro B1po6Huka KYCYM XENTXKEP
MBT NTA, IHgis/ KUSUM HEALTHCARE PVT LTD,
India BignoBiganbHOro 3a BMMNyck cepii, BKIo4a4im
KOHTPOIb SIKOCTi 3 METOK ONTUMIi3aLlii BUPOOHMLTBA.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - BBeAeHHst TEKCTY MapKyBaHHS YNaKkoBKu
niKkapcbkoro 3acoby Ans 4o4aTKOBOro BUPOOHUKA




3 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTarom 6-tu
MicauiB nicnsa 3atBepmxeHHs. 3MiHu | Tuny - 3miHu 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpoBHULTBA ANs YacTuHK abo BCbOro
BMPOGHMYOro NpoLEecy roTOBOro NikapcbKoro 3acoby
(BiNbHUUSA ANs BTOPMHHOTO NakyBaHHS) - BBEOEHHS
anbTepHaTnBHOro BUpobHuka TOB «KYCYM ®APM»,
LLIO 34iMCHIOE BTOPUHHE MaKyBaHHSA NPOAYKLi i3 in
bulk, BurotoBneHoi BupobHukom KYCYM XEJTTXKEP
MBT NTA/ KUSUM HEALTHCARE PVT LTD B IHgii.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.
3. | ABPON® Tabnetku no 30 mr, TOB YkpaiHa KYCYM XEJTTXKEP IHais BHECEHHS1 3MiH O peeCcTpaLiiHUX maTtepianis: - UA/20651/01/01
in bulk: Ne3600 "TNIEQ®PA MNBT NTA peecTpauis [oAaTKoBOI ynakoBku y dopmi in bulk.
(10x360): no 10 PM NTO" BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
TabneTok y 6nictepi; 3aTBEPKEHHS.
no 360 GnictepiB y
KapTOHHiIN kopobLi
4. | AQOPEHANIH- po3uuH ang iH'ekuin, | TOBAPUC Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/4761/01/01
300POB'A 1,82 mr/mn no 1 mn TBO 3 obMexeHo Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom
B amnyni; no 10 OBMEXE BiANoOBIganbHiCTIO KoHTponb roToBOro nikapcbkoro 3acoby. 3miHa
amnyn y KapTOHHIW HOIO "®apmaueBTniHa napameTpis cneuudikauin Ta/abo gonycTUMmMX Mex
kopobui; no 1 mn B BIOMOBIO KoMnaHisi "3gopos's" roTOBOro nikapcbKkoro 3acoby (iHwi 3MiHu). CynyTHs
amnyni; no 5 amnyn ANbHICT 3MiHa - 3MiHM 3 sKoCTi. [0TOBMI Nikapcbkuin 3acib.
y BnicTepi; no 2 10) KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
Gnictepu B «KOPTIOP MeToAax BMNPoOyBaHHS rOTOBOTO fikapcbkoro 3acoby
KapTOHHiIN kopobuyj; ALIIA (iHwWi 3miHM y MeTopax BunpobyBaHb (BKOYaoun
no 1 mn B amnyni; «300POB 3aMiHy abo fONOBHEHHS)) - 3MiHKM y cneundikaLii Ta
no 10 amnyny "An MeToAax KOHTPOSO SIKOCTi FOTOBOrO fikapCbKoro
onictepi; no 1 3acoby 3a nokasHukamu «lgeHTudikadisy,
onictepy B «CynpoBigHi gomilwkmy, «KinbkicHe BUSHa4YEHHsI»
KapTOHHIN kopobui
5. | ASUTEP® Kpanni o4Hi, po3unH, | JIABOPAT PpaHuis JTABOPATYAP ®paHuis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/16891/01/01
15 wmr/r; no 250 mry YAP TEA IOHITEP TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuernmom

0HOA030BOMY
KOHTElHepi, no 6
OHOA030BUX
KOHTenHepiB y
cawe, Ne6 (1 cawe)
Y KapTOHHIlA kopoobui

3MiHM y BUpOBHMLUTBI. 3MiHM y npoLeci BUpOOHMLUTBA
roTOBOro MiKaPCbKOro 3acoby, BKIOYauy NPOMiKHUIA
NpoAYKT, L0 3aCTOCOBYETLCH NPU BUPOBHULTBI
roToBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa y
npoteci BUpobHMLUTBa). HeaHayHa 3miHa y npoueci
BMpPOOHMUTBA: 3MiHa Ha3BM iNbTPIB, WO
BUKOPWUCTOBYIOTECS MPW BUrOTOBIEHHI FOTOBOIO
npoaykTy — Apyry «cTepunisytody dinbTpadito 0,22
MKM» MeperiMEHOBAHO Ha «ApYry pe3epBHY CUCTEMY
cTepunisauinHoi ginbTpadii». 3MiHu | Tuny - 3MiHn 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo JonycTummnx
MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
BMPOBHMLTBA FOTOBOIO NiKapCbKoro 3acody
(BUMYYEHHS HecyTTeBOro BUNPOByBaHHS B MPOLIECI
BMPOOHMLTBA). BunyyeHHs HecyTTeBOro
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

BUNpobyBaHHsA B npoueci BUpobHuuTtea J13 —
BUAAnNeHHs nepesipKu LiniCHOCTi Apyroro pe3epBHOro
cTepunisauiiHoro cinbTpa Ha etani IV. 3miHum | Tuny -

3MiHu 3 skocTi. F0TOBMIA Nikapcbkuii 3acit. 3MiHN y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo AoMyCTUMMX
MeX, BCTAHOBIEHUX y cneundikauisx, nig yac
BMPOGHMLTBA roTOBOTO NiKapCbKoro 3acoby
(nopaBaHHs HOBOrO MeToAy BUNPODYBaHHS Ta
OONYCTUMUX MeX). 3MiHa BUPaXKeHHs pesynbTaTiB
TecTyBaHHs1 6ioHaBaHTaxeHHs 3 KYO B mn Ha KYO B T
Ha eTani |l B npoueci BupobHuuTtea J13. To6T0 Mexa
GioHaBaHTa)KeHHs1 3anpornoHoBaHo «< 10 KYO/100 r»
3amicTb «< 10 KYO/100 mn».
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNpoGyBaHb abo
[OMNyCTUMUX MEX, BCTAHOBIEHUX Y cneundikauisx, nig
yac BMPOOHMLITBA rOTOBOrO MikapCbKOro 3acoby
(mopaBaHHs HoBOro Metoay BUNpobyBaHHs Ta
gonyctummnx mex). [lonaBaHHs TecTy Ha
bioHaBaHTaxeHHH Ha eTani Il Ha noyaTky 36epiraHHs
nepen CUCTEMOIO Pe3EPBHOI CTEPUNI3alinHOI
dinbTpauii («< 10 KYO/100 r»). 3MiHu | Tuny - 3MiHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3miHn y
BUPOOBHMLTBI. 3MiHM BUNpoGyBaHb abo fonyCTUMMX
MEeX, BCTAHOBINEHUX y cneundikauisix, nig vyac
BMPOBHMLTBA rOTOBOIO NiKapCbKoro 3acody
(mopaBaHHs HoBOro Metoay BUNpobyBaHHs Ta
gonyctummnx mex). [lonaBaHHs TeCTy Ha
bioHaBaHTaxxeHHs Ha eTani lll nepeg cuctemoto
pesepBHOI cTepunisauinHol dinbTpadii 0,22 MkM
HanpuKiHUi 36epiraHHsi (HaNpUKiHLi eTany 3anoBHEHHS)
(«= 10 KYO/100 r»).

ASUTEP®

Kpanni O4Hi, pO34uH,
15 mr/r; no 250 mry
OHOA,030BOMY
KOHTelnHepi, no 6
OHOA030BUX
KOHTEViHepiB Y
cawe, Ne6 (1 cawe)
Y KapTOHHIlA kopobui

NABOPAT
YAP TEA

dpaHuis

JNIABOPATYAP
IOHITEP

®paHuia

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onNycTUMUX MeX
roTOBOrO MikapCbKoro 3acoby (4OMOBHEHHSI
cneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM
MeTOA0M BUMNPOOYBaHHS) - AOMOBHEHHS crieumdikaLii
HOBUM Noka3HukoMm "HeBuaumi yactkm ", 3rigHo EP.,
2.9.53, ( meTo41) 3 BiANOBIAHUM METOAOM
BUNpoBYyBaHHsI

3a
peuenmom

UA/16891/01/01

AKBA CMNPEN
OKClI

cnpew HasanbHUi,
no3soBaHuin 0,05%
no 10 Mn y donakoHi
nonimepHomy 3
po3nuoBayem
HasanbHuM; no 1
dnakoHy B navui

NPAT
"XIMDAP
M3ABO/[
"4EPBOH
A 3IPKA"

YkpaiHa

MPAT
"XIMOGAPM3ABO[
"4UEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHuKa peecTpauinHoro
noceigyYeHHs1). 3MiHa HaliMeHyBaHHS 3asiBHMKA.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPIKEHHS. 3MiHM | Tuny - AOMiHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKNOYayu AinbHULI

6e3
peuenma

nidnsie
ae

UA/17924/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUNYyCKy cepii abo MicLe NpoBeAeHHS1 KOHTPOSO
SKOCTI. (BisnbHICTb, 3a Ky BignoBigae
BUPOGHMK/IMNOPTEP, BKMOYAOYM BUMNYCK cepilt). 3MiHa
HaliMeHyBaHHs BUpOGHWMKa T13.
3MiHM BHECEHO B IHCTPYKLIitO AN MEAUYHOro
3acToCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"BupobHuk" Ta "MicuesHaxomkeHHs BUpOOHMKa Ta
agpeca Micusa NpoBaKeHHS NOro AisnbHOCTI" Ta aK
HacnigokK - y BIONOBIAHI PO34iINN TEKCTY MapKyBaHHSA
NEePBUHHOI Ta BTOPUHHOI YNAaKOBKW fiKapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH NPOTSrom 6 micsuis
nicnsi 3aTBepOXXEHHS.

AKTEMPA®

PO34MH ONs iH EKLiN,
162 mr/0,9 mn; 4
nonepegHL0
HamnoBHEHUX
wnpuua (KoxeH
o6’emom 1 mn)y
KapTOHHiIN kopooLi

TOB
«Powwu
YkpaiHa»

YkpaiHa

Bupo6HuLTBO
Hepo3dacoBaHoi
npoAyKLii, NepBUHHE
nakyBaHHs!, KOHTPOIb
B Mpoueci
BUPOOBHMLTBA,
BUNPODYyBaHHS Ha
CTEepUIbHICTb Ta
GakTepiarnbHi
€HAOTOKCHHKN: BeTTep
Papma-dPepTuryHr
'mM6X i Ko KT,
Hime4uunHa;
BunpobyBaHHsi Ha
CTepunbHicTb Ta
GakTepianbHi
€HOTOKCUHW,
BidyarnbHWIN KOHTPOIb
B npoueci
BMpoGHMUTBa: BeTTep
dapma-dPepTUryHr
m6X i Ko KT,
HimeuuunHa; Bettep
dapma-dPepTUryHr
m6X i Ko KT,
Himeyuunha;
BisyanbHui KOHTpOnb
B npoueci
BMpOGHMLUTBa: BeTTep
dapma-dPepTUryHr
'm6X i Ko KT,
HimeuunHa; BropuHHe
nakyBaHHs1,
BUNpPOBYBaHHS
KOHTPOJIO SIKOCTI (Kpim
BUNPODYBaHHS Ha
CTepunbHicTb Ta
HakTepianbHi
©HAOTOKCUHM), BUMYCK

Himeuumnna/
LLiBeviuapis

BHECEHHS 3MiH [0 peecTpauiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y
mMeTogax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, LWwo
BMKOPWCTOBYETLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHW Y MeToaax BUNpobyBaHHA (BKMNOYaoun 3amiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXXHOrO
npoaykTy) - AoAaBaHHs meTody Y®-cnekrpockonii 3a
HaXWroM Sk anbTepHaTUBHOIO A0 MNOTOYHOro Y-
mMeToAy 3 (HiKCOBAHOO AOBXWHOIO LUMAXY ANS
BM3HaYeHHs BMICTy binka B akTuBHin cybcTaHuii
TouMnisymaoy.

BBegeHHst 3MiH npoTsirom 6 micauis nicns
3aTBEPAXKEHHS - 3MiHM | TNy - 3MiHK 3 AKOCTi.
"oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BMNpobyBaHHS
rOTOBOrO fiKapCbKoro 3acoby (iHLi 3MiHWM y MeTopax
BMUNpobyBaHb (BKMoYayy 3aMiHy abo AOMNOBHEHHS))-
nofaBaHHS MeTogy Y®-cnekTpockonii 3a HaXMIMoMm sk
anbTepHaTUBHOIO A0 NOTOYHOro Y®-metoay 3
hiKCOBaHOIO AOBXMHOIO LUNAXY ANS BUSHAYEHHS
BMicTy 6inka B [113. BBegeHHSs 3MiH npoTsirom 6
MiCsILiB Micnsi 3aTBEPOKEHHSA
3miHu | Tuny - 3miHm 3 skocTi. A®l. BupobHuuTBO.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX Y MPOLECi
BUpobHMLTBa ADI, L0 BCTAHOBNEHI Y cneumdikauisx
(BMNyYeHHSA HecyTTEBOrO BUNPOOYBAaHHS) BUNYYEHHS
TecTyBaHHs IMI1P Ha nenTocnipy AN KOHTPOMO B
npoteci BUPOGHMLTBa aKTMBHOI cybcTaHLii
Toumnisymaby. BBegeHHsi 3MiH npoTsirom 6 micsiuis
nicns 3aTBepaXeHHs

3a
peuenmom

UA/13909/02/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
cepii: ®.XoddmaHH-
Ja Pow 1A,
LLisenuapis
9. | ANEP3UH TabneTku, BKpUTI 3AT YropwuHa | 3AT dapmaueBTU4HUIA YropwuHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes UA/9862/01/01
NniBKOBOO dapmaues 3asog ElNC TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernma
000rnoHKoto, No 5 mr TUYHUIA Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI
no 7 TabneTok y 3aBog BUPOGHKMKa (BKItOYaKoun, 3a HeobXigHoCTi, Micue
6nicTepi; no 1 abo Eric NpOBEeEHHS KOHTPOJH SIKOCTi), abo BnacHWka macTep-
no 2 6nictepu B canna Ha AP, abo nocTavanbHuka APl/BuxigHoro
KapTOHHiIN kopobLyj; mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
no 10 Tabnetok y 3acTOoCcOBYOTbCS Y BUPOOHULTBI ADI (sIKLLO 3a3HavYeHo
6nictepi; no 1, abo y OOCbE Ha nikapcbKuin 3acib) 3a BigCyTHOCTI
no 2, abono 3 cepTudikaTa BignoBigHOCTI €Bponeiichbkii
6nictepu B dapmakonei y 3aTBepakeHOMy Aocke, abo BUpoGHMKa
KapTOHHiIN kopooLi HOBOI 4OMNOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
[OCbE) - 3MiHW Y 3B'A3KY 3 pilleHHsM ypsagy [Haii,
CTBOPEHO HOBMI aAMiHICTPaTUBHWIA PanoH
AHakananni, ikuin BKItoumB y cobi psg iHWKNX panoHiB.
Bupo6Huya ainsHuua AP nesoLeTUpU3nHy
avrigpoxnopvg BupobHuka "MPAHYJIEC IHOIA
NIMITEL", IHaia He 3miHIOBana cBOro
MiCLie3HaxXOMKeHHS, ane po3TalloBaHa B panoHi
"BiwakxanaTtHam", SIkuii 3MiHMB Ha3BY Ha
"AHakananni", omke Bigbynack agmiHicTpaTMBHa 3MiHa
agpecu. BupobHuya ainbHuUA Ta yci BUPOGHWUI
onepauii 3anuwarTbcsa He3aMiHHHUMK. [itova
pepakuis: TPAHYNEC IHOIA NIMITEL, IHgis /
GRANULES INDIA LIMITED, India (OinsiHka Ne8,
Ixasaxapnan Hepy ®apwma CiTi, ceno Tagi,
MapaBaga MaHgan, panoH BiwakxanatHam, AHaxpa
Mpapew — IHAIA / Plot No.8, Jawaharlal Nehru
Pharma City, Tadi Village, Parawada Mandal,
Visakhapatnam District — 531019, Andhra Pradesh -
INDIA). MponoHoBaHa pepakuis: TPAHYJTIEC IHOIA
TNIIMITEL, IHais / GRANULES INDIA LIMITED, India
(OinsiHka Ne8, [xaBaxapnan Hepy ®apma Citi, ceno
Tagi, Napasaga Mangan, pavioH AHakananni, AHaxpa
Mpapgew — IHOIA / Plot No.8, Jawaharlal Nehru
Pharma City, Tadi Village, Parawada Mandal,
Anakapalli District — 531 019, Andhra Pradesh -
INDIA)
10. | ANOKIH- niodpinizat ans TOB "I'b- | ®epnepatu MpAT "BIO®APMA", YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/8668/01/01
Alb®A PO34MHY Ans iH'eKuin DAPMA" BHa YkpaiHa; Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 1,0 mr; Ans Pecny6bnik TOB "®3 dapmakoHarnsagy (iHwi 3miHu) - 3MiHN BHECEHO Y
BMpOGHUWKa MpAT a "BIO®APMA" YkpaiHa; TEKCT MapKyBaHHS1 NEPBUHHOI (M. 6) Ta BTOPUHHOI (M.
"BIO®APMA", HimeuumnH an «<EH31M» 16, 17) ynakoBku nikapcbkoro 3acoby.
Ykpaina, m. Kuis: 3 a YkpaiHa
amnynu 3

niocpinizatom y
KaceTHill KOHTYpHil
YapyHKOBIN




7

[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

ynakoBui; no 1
KaceTHil KOHTYpPHI
YapyHKOBIl ynakoBLj
y nayui 3 KapTOHy;
Aans BupobHuka TOB
$3 "BIOPAPMA",
YkpaiHa, Kuiscbka
o6n., m.bina
LlepkBa: 3 donakoHu
3 niocpinizatom y
KaceTHil KOHTYpPHI
YapyHKOBIM
ynakosui; no 1
KaceTHil KOHTYpHil
YapyHKOBIl ynakoBLj
y nauui 3 KapToHy; 3
amMnynu 3
nioginizatom y
KaCEeTHIN KOHTYPHIN
YapyHKOBIN
ynakosui; no 1
KaCEeTHIN KOHTYPHIN
YapyHKOBIN ynakoBLi
y nayui 3 KapTOHy.
Ins Bupo6Huka O
"EH3uM": 3 conakoHn
3 niodginizatom y
KaCeTHIN KOHTYPHIW
YapyHKOBIN
ynakosui; no 1
KaCeTHIN KOHTYPHIW
YapyHKOBIN yrnakoBLi
y nayui 3 KapToHy

11.

AMENIBY

pPO34MH Ans iH'ekuin,
10 mr/mn; donakoH 3
6opocunikaTHoro
ckna tuny | 3
ryMOBOIO Npobkoto
Ta antomiHieBuM
KOBMaYkoM 3
kpuwkoto flip-off; no
1 donakoHy B
cTaHgapTHo-
€KCMOPTHIN ynakoBLi
B KapTOHHII kopobui

CAMCYHI
BIOEMIC
KO., NTA.

Pecny6bnik
a Kopes

BMpOGHMUTBO M13;
NepBUHHE NaKyBaHHS;
KOHTPOIb SIKOCTi Npu
BUMYCKY cepii 3a
rokasHukamu
«EHpoTOKCUHMY Ta
«CTepunbHiCTby:
MateoH Itania C.n.A.,
ITanis; KOHTponb
SIKOCTi MpY BUMYCKY
cepii 3a Bcima
nokasHuKamu, OKpim
NOKa3HUKIB
«EHpOTOKCHMHUY Ta
«CTepunbHiCTbY;
KOHTPOrb SIKOCTi Npu
BUBYEHHI CTabinNbHOCTI
3a Bcima

ITanis/
CronyyeHi
LWratn
Amepukm
(CLWAY
IpnaHgis/
Benbrisi/
Hinepnangm

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
nofaHHsi perynsipHo OHOBMIOBaHWX 3BITIB 3 6e3nekn
nikapcbkux 3acobis - 3MiHKM y YacToTi Ta AaTax
noAaHHs perynspHo OHOBMIOBAHOrO 3BiTy 3 Be3neku.
[itoya pepakuis: YactoTta nogaHHs perynspHo
OHOBMOBaHOrO 3BiTy 3 6e3nekn 1 pik. KiHueBa aaTa
Ans BkntoveHHst AaHnx go POS3B - 30.06.2025 p. Oata
nogaHHs - 08.09.2025 p. NponoHoBaHa pegakuis:
YacToTa nogaHHs perynspHO OHOBIOBAHOrO 3BiTy 3
6e3nekn 3 poku. KiHueBa aaTa Ans BKMOYEHHST AaHNUX
0o POSB - 05.10.2025 p. Oata nogaHHs - 03.01.2026
p. PekomeHgoBaHo [0 3aTBEpOKEHHS BiAMNOBIAHO A0
nepioan4HOCTi NOAAHHS PerynsipHO OHOBIIOBAHMX
3BiTIB 3 6e3neku nikapcbkux 3acobis y €C.

3a
peuenmom

UA/20540/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
noKasHVKamm:
€spodpiHc NaHkacTep
JlabopaTtopis, IHkK,
CnonyuyeHi WraTtn
Awmepuikun (CLUA);
KOHTPOMb AKOCTi Npn
BUNYCKy cepii 3a BciMa
noKasHuKamu, oKpim
NOKa3HUKIB
«EHpoTOKCUHMY Ta
«CTepuUnbHicTbY;
KOHTPOMb AKOCTi Npu
BMBYEHHi cTabinbHOCTI
3a BCiMa
noKasHVKamm:
€BpodiHc biocdhapma
MpopakT TecTiHr
AnieneHp Jlimiten,
Ipnangis;
BTOPWHHE NaKyBaHHS:
EHecrTia Benbgxiym
HB, Benbris; Bunyck
cepii: CamcyHr bioenic
HJ1 B6.B., Higepnangun
12. | AMITPUOTUII po34yuH ans iH'ekuin, | TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a He UA/5160/02/01
HY 10 mr/mn no 2 mn B TBO 3 BMPOGHMLTBA, TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib. peuernmom nionse
riaPOXNOPUA | amnyni; no 5 amnyn OBMEXE KOHTPOMb SIKOCTI, 3MiHu y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo ae
-3H y 6nicTepi; no 2 HOIO BUNYCK cepii: CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
onictepn y kopobui; BIOMOBIO ToBapucTBo 3 roTOBOrO flikapcbKoro 3acoby (3amiHa abo AogaBaHHS
no 2 mn B amnyni; ANBHICT obmexeHoto BMPOGHMKa, Lo Bignosigae 3a BBe3eHHs Ta/abo
no 10 amnyny 10] BiAnoBiganbHicTo BUNyCK cepii) - He Bkmovaoum
kopobui; no 2 mn B «KOPTIOP "XapkiBcbke KOHTpOnb/BUNpobyBaHHs cepii. [logaBaHHSA dyHKLi
amnyni; no 10 amnyn AUIA cdapmaLeBTUYHe BUWMYCK Cepii BXe 3aTBEPOAKEHOMY BUPOBHUKY:
y 6nictepi; no 1 «30POB nianpvemMcTBo ToBapucTBO 3 0OMEXEHOI0 BiAMNOBIAANbHICTIO
6nictepy y kopobui "A» "3p0opos.'a Hapoay" "®apmaueBTnyHa komnaHis "3gopos'a” (YkpaiHa,
YkpaiHa; 61013, XapkiBcbka 061., MicTo XapkiB, Bynuusi
BCi cTagil LLleBueHka, ByanHok 22), akuii Bignosigae 3a Bci ctagil
BUPOOHMLTBA, BUPOOHMLTBA, KOHTPOIb AKOCTi. BBeAEHHS 3MiH
KOHTPOMb SIKOCTI, npoTsarom 6-Tu MicsuiB nicns 3aTBepaAXeHHs. 3MiHu |
BUNYCK cepii: Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
ToBapwucTBo 3 dapmakoHarnsaay (iHwi 3amiHw).
obmexeHo OHOBMEHO TEKCT MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOT
BiAnoBiganbHicTio yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4YeHO
"®apmaueBTUYHa iH(bopMaLiito, BUKIaAeHy POCINCHKOK MOBOIO,
KoMnaHisi "3aopos's”, KOHKpPeT130BaHO NMOroTun KoMnaHii Ta gogaHo dpasy
YkpaiHa "iHLWa TexHiYHa iHdopmauis". BBeaeHHs 3MiH
NpoTArom 6-TM MicSLIB Micnsi 3aTBEpPAYKEHHS
13. | AMoguniH- TabneTku no 5 wmr; MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a He UA/2802/01/01
®PITODAPM no 10 TabneTok y "®ITOPA My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | nidnse
6nictepi; no 2 abo PM" Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro ae

no 3 Gnictepu y

nocBigYeHHs1). 3MiHa MicLe3HaXOMKEHHST 3asIBHUKA.
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
nayui 3 KapToOHYy 3MiHM BHeceHo B po3gain "MicLe3HaxomkKeHHst
3asBHUKA" B iIHCTPYKLitO ANA MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acofy.
14. | AMOKCUN® OT | TabneTku, Wo MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a UA/12288/01/01
AucrnepryoTbes, no "Kviemegn "KviBmegnpenapart” Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
500 mr, no 10 penapat" cepTudikaT BiaNoBiaHOCTI €BpONENChbKin
TabneTok y 6nicTepi; dapmakonei/moHorpadii. 3miHW, noB'A3aHi 3
no 2 bnictepu B HeobXiaHICTIO NpMBEAeHHs Y BIANOBIAHICTE A0
naywji 3 KapToHy MoHorpadii Y abo €eponelicbkoi dhapmakonei, abo
iHLWOT HaLioHanbHOI hapmakonei aepxaeun €C (3miHa
y cneuudikauisix, nos'ssaHa 3i amiHamu B dY, abo
€Bponeiickkin hapmakonei, abo iHLWii HalioHanbHin
dapmakonei gepxasu €C). MpuBegeHHs cneundikaLii
Ta BiANOBIAHNX METOAIB KOHTPOIIO Ha AOMOMKHY
peyvoBuHy BaHiniH, o Bumor moHorpadii EP
«VANILLINy; cneumdikauito Ta aHaniTM4Hi MeETOANKN
3a nokasHukom «MikpobionoriyHa ymctoTar
npuvBeaeHo y BignoBigHiCcTb go sumor EP, 2.6.12,
5.1.4.
15. | AHANPUIIH- Tabnetku no 40 mr, TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | 3a UA/4715/01/02
300POB'A no 10 TabneTtok y TBO 3 BUPOOBHMLTBA, Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom
6nictepi; no 5 OBMEXE KOHTPOMb SKOCTI, Cunctema KoHTenHep/3akynoptoBarnbHuii 3acit. 3miHa
6nictepis y HOIO BMNYCK cepii: nocTayarnbHvKa nakyBanbHUX maTtepianis abo
KapTOHHiIN kopooLyj; BIOMOBIO ToBapucTBo 3 KOMMMNEKTYHUMX (SIKLLO 3a3HAYEHO B LOCLE) (3amiHa
no 50 TabneToky ANbHICT obmexeHo abo gogaBaHHA nocTavanbHyKa) — 4OAATKOBO A0
6nicTepi; no 1 0 BiAMOBIAANbLHICTIO 3aTBEPPKEHOr0 BUPOOHMKA NEPBMHHOIO NaKyBaHHS
6nictepy B «KOPTIOP "®apmaueBTUyHa (AT «TexHonorisi», YkpaiHa) BBOAUTLCS HOBUI
KapTOHHiIN kopobuyj; ALIIA KomnaHis "3gopos’s", BMPOGHWK donbru antomiHieoi TOB «Antpengy,
no 50 TabneToky «3[00POB YKkpaiHa; Ykpaina. Cneundikauii Ta MeToan KOHTPOIHO SKOCTI
KOHTelnHepi A» BCi cTagil ineHTnYHI. SAkicHi abo KinbkicHi 3MiHM cknagy
nnacTMacoBomy; Mo BMPOBHMLTBA, nakyBarbHOro MaTepiany BiACYTHi - 3MiHu | Tuny -
1 KOHTeWHepy B KOHTPOMb SKOCTI, 3MmiHK 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. Cuctema
KapTOHHiI kopobui BUMYCK cepii: KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
(ans BupobHKKa ToBapucTso 3 nocTayarnbHvKa nakyBanbHUX matepianis abo
ToBapucTso 3 obmexeHo KOMMMEKTYIOUMX (SIKLLO 3a3HAaYeHO B AOCHE)

oBMmexeHo
BiANoBiganbHICTIO
"®apmaLeBTUYHa
KOMNaHis
"3popos’a"); no 10
Tabnetok y 6nicrepi;
no 5 Gnictepis y
KapTOHHiIl kopobui
(ansa BupobHuKa
ToBapwucTtBo 3
oBMeXeHo
BiAnoBiganbHIiCcTO
"®APMEKC IrPynmn")

BignoBiganbHIiCTIO
"®APMEKC 'Pynmn",
YkpaiHa

(BMNyYeHHs nocTavanbHUKa) - BUYyYEHHS!
3aTBEPAKEHOro nocrayanbHWKa NepBUHHOIO
nakyBaHHsi ponbrn anmomiHieBoi BAT «Pycan

CasiHan», pocilicbka deaepadis. 3atBepaxeHo: BAT
«Pycan CasHany, pociiicbka denepadis AT
«TexHonorisi», YkpaiHa 3anpornoHoBaHo: AT

«TexHonorisi», YkpaiHa - 3miHu | Tuny - 3miHn 3 sikocTi.
[oToBWMI Nikapcbkuin 3acib. Cuctema

KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa

nocrayanbHuKa nakysanbHUx maTepianis abo
KOMMIEKTYIOUMX (SIKLLO 3a3Ha4YeHO B AOCHE)

(BMNYyYeHHs1 NocTayanbHUKa) - BUIyUYEHHSs!
3aTBEPAKEHOro nocrayanbHWka NepBMHHOIO

nakyBaHHsi NniBku nonisiHinxnopuaHoi TOB «KnekHep

MenTannact PYCy, pociicbka denepadis.

3aTtBepakeHo: TOB «KnekHep MNeHTannact PYC»,
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
pociicbka enepadis Rockman Company Ltd, China*
*komnaHis Rockman Company Ltd, China € kepyto4oto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHUYOIO AinbHULELD.
3anponoHosaHo: Rockman Company Ltd, China*
*komnaHist Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHM4OIO AinbHULIED
16. | AHANPWUNIH- Tabnetkn no 10 mr, TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/4715/01/01
300POB'A no 10 Tabnetok y TBO 3 BUPOOHMLTBA, Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMin 3aci6. peuenmom
6nictepi; no 5 OBMEXE KOHTPOMb SKOCTI, Cuctema KoHTelHep/3akynoptoBanbHuUiA 3aci6. 3miHa
GnictepiB y HOKO BUMYCK Cepil: noctavanbHUKa nakyBanbHUX matepianis abo
KapTOHHiIN kopooLyj; BIOMOBIO ToBapucTBo 3 KOMMNEKTYHUMX (SIKLLO 3a3HAYEHO B LOCLE) (3amiHa
no 50 TabneToky ANbHICT obmexeHo abo gogaBaHHA nocTavanbHyKa) — A0AATKOBO A0
6nictepi; no 1 10) BiANOBIgANbHICTIO 3aTBEPAKEHOro BUPOOHMKA NEPBUHHOIO NakyBaHHS
Gnictepy B «KOPINOP "®apmMaueBTUYHa (AT «TexHonorisi», YkpaiHa) BBOOUTbLCSA HOBUIA
KapTOHHiIN kopobuyj; ALlIA KomnaHis "3gopos’s", BMPOGHWK donbru antomiHieoi TOB «Antpengy,
no 50 Tabnetok y «300POB YkpaiHa; YkpaiHa. CneundikaLii Ta MeToaM KOHTPOSHO SKOCTI
KOHTENHepI "Ax BCi cTagii iAeHTYHI. AkicHi abo KinbKicHI 3MiHK cknagy
nnacTMacoBomy; rno BMPOBHMLTBA, nakyBarbHOro MaTepiany BiACYTHi - 3MiHu | Tuny -
1 KOHTENHepPyY B KOHTPOMb AKOCTI, 3MiHu 3 sikocTi. FoToBMI Nikapcbkuii 3acib. Cuctema
KapTOHHiI kopoOLi BUMYCK Cepil: KOHTelHep/3aKynoptoBanbHuii 3aci6. 3miHa
(ansa BupobHuka ToBapucTso 3 nocTayarnbHviKa nakyBanbHUX martepianis abo
ToBapucTso 3 obmexeHo KOMMMEKTYIUMX (SIKLLO 3a3HaYeHO B OCHE)
obmexeHoto BiAMNOBIAANbHICTHO (BUNYYEHHS NocTayanbHMKa) - BUNYYEHHS
BiANOBIAAmNbHICTIO "®APMEKC IPYI1", 3aTBEepPPKEHOro nocravarnbHUKa NepBUHHOrO
"®apmaLeBTu4Ha YkpaiHa nakyBaHHs donbru anoMiHiesoi BAT «Pycan
KOMnaHis CasiHan», pocilicbka deaepadis. 3atBepaxeHo: BAT
"3popos’a") no 10 «Pycan CasHany, pocinceka degepauia AT
TabneTok y 6nictepi; «TexHonorist», YkpaiHa 3anponoHoBaHo: AT
no 5 Gnictepis y «TexHonorisi», YkpaiHa - 3miHu | Tuny - 3miHn 3 sikocTi.
KapTOHHiIN kopobLyi. [oToBMI Nikapcbkui 3acib. Cuctema
(ans BupobHuKa KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
ToBapucTso 3 nocTayarnbHvKa nakyBanbHUX maTtepianis abo
obmexeHoto KOMMMEKTYIoUMX (SIKLLO 3a3HAaYeHO B AOCHE)
BiANoOBIganbHiICTO (BUNYYEHHS NocTayanbHMKa) - BUNYYEHHS
"®APMEKC Ipynmn") 3aTBEpKEHOro nocravanbHWKa NepBUHHOMO
nakyBaHHs nniBku nonisiHinxnopugHoi TOB «KnekHep
MenTtannact PYC», pocilicbka henepauisi.
BaTtBepoxeHo: TOB «KnekHep MeHTannact PYC»,
pocincbka degepadis Rockman Company Ltd, China*
*komnaHisi Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHUYOLIO AinbHULED.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHist Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHM4OI0 AinbHULIEKD
17. | AHANPUNIH- TabneTku no 40 mr TOBAPUC YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | - UA/17476/01/01
300POB'A in bulk: mo 1000 TBO 3 obmexeHo TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib.
TabneTok y nakeTi OBMEXE BiANOBIgANbHICTHO Cunctema KOHTeNHep/3akynoptoBarnbHuii 3acib. 3miHa




11 [IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep

n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

nonieTuneHoBomy y HOKO "®apmaueBTUYHa nocravanbHuKa nakyBanbHUX matepianis abo
KOHTeWHepi BIONOBIA KomnaHis "3gopos’" KOMMMEKTYIUMX (SKLLO 3a3HAaYEeHO B JOCHE) (3aMiHa
nnacTMacoBomy ANBHICT abo JodaBaHHS nocTavanbHUKa) — 4oAaTKOBO 40
10] 3aTBEPAKEHOr0 BUPOOHMKA NEPBMHHOIO NaKyBaHHS
«KOPTIOP (AT «TexHonoris», YkpaiHa) BBOAUTLCS HOBUM
AUIA BUPOBHMK (honbrn antomiHieBoi TOB «AnTpengy,
«340POB YkpaiHa. CneumndikaLii Ta MeToan KOHTPOIO SKOCTI
A» ineHTUYHI. SAkicHi abo KinbkicHi 3MiHU cknagy
nakyBasnbHOro Mmatepiany BigcyTHi - 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
nocTayarnbHvKa nakyBanbHUX matepianis abo
KOMMMEKTYHUMX (SIKLLO 3a3HaYeHO B OCHE)
(BUMYYEHHS NocTayanbHMKa) - BUMYYeHHS
3aTBEpOKEHOro nocTavanbHyka NepBUHHOTO
nakyBaHHs cdonbru antominiesoi BAT «Pycan
Cagnan», pocincbka deaepauis. 3atBepakeHo: BAT
«Pycan CasiHany, pociiicbka dhegepauis AT
«TexHonorisi», YkpaiHa 3anponoHoBaHo: AT
«TexHonorig», YkpaiHa - 3miHu | Tuny - 3MiHn 3 SKoCTi.
["oToBMI nikapcbkmit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMMEKTYHUMX (SIKLLO 3a3HaYeHO B OCHE)
(BUNYYEHHS NOCTayanbHMKa) - BUNYYEHHS
3aTBEpAKEHOro nocravanbHyika NepBUHHOTO
nakyBaHHs1 NniBku nonisiHinxnopugHoi TOB «KnekHep
MenTtannact PYC», pocilicbka henepauisi.
3artBepaxeHo: TOB «KnekHep MNeHTannact PYCy,
pociiicbka dhegepadis Rockman Company Ltd, China*
*komnaHist Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHM4OI0 AinbHULED.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHis Rockman Company Ltd, China € kepyto4oto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHM4OI0 AinbHULIEKD

18. | AHOPO®APM® | po3uuH Ans iH'exuin, AT Ykpaina AT "®apmak” YkpaiHa
100 mr/mn; no 3 mn "®papmak”
B amnyni; no 3
amnynu y énicrepi;
no 1 6nictepy y
naJui 3 KapToHy

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/6064/01/01
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta peuenmom
hapmakoHarnsgy (iHwi 3amiHun)

OHOBMEHO TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yNakoBKM fikapcbKoro 3acoby, a came BUIy4eHO
iHdbopMmaLito, 3a3HavYeHy pOCINCbLKOK MOBOIO.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS.
3minu | Trny - 3miHn Wwoao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHu)

BHeceHO He3HauHi 3MiHW Y TEKCT MapKyBaHHS
nepBuHHOI (n. 1, 6) Ta BTopuHHOI (M. 1, 11, 17)
yNaKoBKM NikapCbKoro 3acoby, a TakoX YyTOYHEHO
iHdbopMaUito LWodo NoroTuny.
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS.
19. | AHOPO®APM® | Ttabnetku no 50 mr AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/6064/02/01
no 10 Tabnetok y "®apmak” Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
6nictepi; no 2 abo 5 apmakoHarnagy (iHwi 3miHu).
6nicTepiB y nayui 3 BHeceHO He3HauHi 3MiHW Y TeKCT MapKyBaHHS
KapToHy nepsuHHOI (n. 1, 6) Ta BTOpMHHOI (1. 1, 11, 16, 17)
yNakoBKM fikapCbKoro 3acoby, a TakoX yTOYHEHO
iHcbopMmaLito Wwoao norotuny. BeeaeHHs 3miH
NpoTArom 6-Tu MicsILiB nicnsi 3aTBepaKEHHSA. 3MiHK |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHn). OHOBNEHO TEKCT
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKN
nikapcbKoro 3acoby, a came Buny4eHo iHgopmaliito,
3a3HayeHy poCifcbKol MOBO. BBeaeHHs 3aMiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs
20. | AHOPO®APM® | Ttabnetku no 100 mr AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/6064/02/02
no 10 TabneTtok y "dapmak” TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 3 abo 6 apmakoHarnsaay (iHwi 3amiHw).
6nicTepiB y navuj 3 BHeceHO He3HauHi 3MiHU y TEKCT MapKyBaHHS
KapToHY nepBuHHOI (n. 1, 6) Ta BTOpUHHOI (n. 1, 11, 16, 17)
yMaKoBKM MikapcbKoro 3acoby, a TakoX YTOYHEHO
iHopMauito wogo norotuny. BeegeHHs 3miH
npoTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHS. 3MiHK |
Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn). OHOBNEHO TeKkCT
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby, a came Buny4eHo iHdopmaliito,
3a3HauveHy pOCifCbKO MOBOK. BBeAEHHs 3MiH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHS
21. | AHTAPEC® Tabnetku no 200 mr MAT YkpaiHa MAT Ykpaina/ BHECEHHS 3MiH IO peecTpauinHmux maTtepianis: 3miHu | 3a UA/17096/01/01
no 10 TabneTtoky "Kvnismegn "KviBmegnpenapart”, CnoBeHis Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
6nicTepi; no 3 abo 9 penapat” YkpaiHa; dapmakoHarnsgy (iHwi 3miHW) - 3MiHN BHECEHO Y
Gnictepis y navuj; TOB «MAPI®APM», TEKCT MapKyBaHHS BTOPUHHOI (n. 8, 17) ynakoBku
no 15 rabnetoky CnoBeHis nikapcbkoro 3acoby. BBeaeHHs 3MiH npoTarom 6-tu
6nicTepi; no 6 MicsILiB Micnsi 3aTBEPOKEHHS
bnictepiB y navui
22. | AHTPAINIb® TabneTkn, BKpUTI AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes nionse UA/6893/01/01
obornoHkoto, no 0,1 "®papmak” Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenma ae

r; no 10 Tabnetok y
6nictepi; no 3
Gnictepu y navui 3
KapToHY

dapmakoHarnsaay (iHwi 3amiHw).
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS yNaKoBK/
nikapcbkoro 3acoby, a came fo n. 11 (HaimeHyBaHHs i
MicLle3HaxomKeHHs BUpobHMKa Ta/abo 3asBHMKA), M.
16 (IHdopmauis, ska HaHocUTbCS WpKudToMm Bpanns),
n. 17 (IHwe) BTOpWHHOI ynakoBku; Ao n. 6 (IHwe)
nepBUHHOI ynakoBKku. BBegeHHs 3MiH npoTarom 6-tu
MicauiB nicnsa 3atBepmxeHHs. 3MiHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay.
3MiHM Y KOPOTKi XapaKTepuCTuULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ansi MeguyHoro
3aCTOCYBaHHS Y 3B’SI3KY i3 HOBUMW AaHWUMK 3 SKOCTI,
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

LOKMIHIYHUMM, KMiHIMHUMW JaHUMK Ta AaHUMK 3
apmakoHarnsgy. 3mMiHM BHECEHO A0 iHCTPYKLIT Ans
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ginie "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(YTOYHEHHS! TEKCTOBOT YacTUHKU Ge3 3MiHU Koay),
"®apmakornorivyHi BnactueocTi". BBegeHHs 3MiH
NpOTArom 6-Tn MicsILiB Micnst 3aTBepaKeHHS. 3MiHu 1l
Tuny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3mMiHu y TepaneBTUYHNUX
nokasaHHsX (gofaBaHHsi HOBOrO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepAXKEHOMY MOKa3aHHi).
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"MokasaHHs" (A0AaBaHHS HOBOMO TepaneBTUYHOrO
nokasaHHs: nikyBaHHS 3ananbHUX 3aXBOpOBaHb
NiALWYHKOBOI 3a5n03u1, 30KpemMa XpOoHiYHOro
naHKpeaTuTy, — nue AOPOCiMM) Ta SK Hacnigok
OHOBreHa iHhopmalis y po3ainax "Cnocit
3acTtocyBaHHA Ta go3un”, "Oitn" BignosigHo 4o
pes3ynbTariB KriHivHOro gocnimkeHHs FM-ANTR-22.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKeHHs. 3MiHu Il Tuny - 3MiHn Wwoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BHeceHHs1 abo 3amiHa(u) oo 3060B'A3aHbL Ta yMOB
BUAa4i peecTpauinHoro NoCBig4YEHHS, BKoYa4m
[MnaH ynpaeniHHA pyu3nkamMm (3acTocyBaHHS 3MiH(M),
siki(a) BuMaratoTb(e) noganbLIoro obrpyHTyBaHHS
HOBVMMM J0OATKOBUM JaHVUMW, LLO MaloTb HajaBaTucst
KOMMETEHTHNM OpPraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBA OLjHKa KOMMNETEHTHUM opraHoM) 3asiBHUKOM
HadaHo OHoBreHun MNnaH ynpaeniHHA pyU3nkamm
Bepcist 4. 3MiHM BHeCceHo [0 YacTuH: | «3aranbHa
iHdpopmauis» Il «Cneumdikauis 3 6e3nekun» V «3axoam
3 MiHimi3auii pusukis» VI «Pestome nnaHy ynpasniHHs
pusmkammn» VII «dopatkmy» (gogatku 1-8) y 3B’A3Ky 3
OHOBIEHHAM iHcpopMmalii 3 6e3neku fit4oi pe4oBUHN
Ta JofaBaHHsIM HOBOIO MOKa3aHHs!, a TakoX Yy 3B'A3Ky
i3 3miHoto hopmaty BignoBiaHO Ao Bumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpaeniHHA pu3rkaMu Bepcis 4 4oOaeTbes.

23.

AHTPAIb®

TabneTkn, BKpUTI
obonoHkoto, o 0,2
r; no 10 TabneTtok y
6nictepi; no 3
Gnictepu y navui 3
KapTOHY

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHm).
3MiHV BHECEHO 10 TEKCTY MapKyBaHHS YNakoBKM
nikapcbkoro 3acoby, a came fo n. 11 (HaimeHyBaHHs i
MicLie3HaxoaXeHHs1 BUpobHUKka Ta/abo 3asiBHMKa), M.
16 (IHdopmauis, ska HaHocKTbCS WpnudTom Bpanns),
n. 17 (IHwe) BTOpWHHOI ynakoBku; Ao n. 6 (IHwe)

be3
peuenma

nionsie
ae

UA/6893/01/02




Ne

Haszea
n/n

Popma sunycky Kpaina Bupo6Huk
JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa
3acoby ynakoeka)

3asieHUK

14 ITponoBkeHHs goaaTka 3
Kpaina PeecmpauitiHa npoyedypa Ymosu
eupobHUKa eionycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o

noceio4yeHHs1
NepPBUHHOI ynakoBKku. BBegeHHs 3MiH NpoTsirom 6-tm

MicauiB nicnsa satBepmxeHHs. 3miu Il Tuny - 3miHn
wopo 6e3nekun/edekTMBHOCTI Ta chapmakoHarnsay.
3MiHM Y KOPOTKilA XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta IHCTPYKUii ANs MeAUYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMW AaHUMU 3 AKOCTI,
LOKMIHIYHUMW, KMiHIMHUMW JaHUMK Ta AaHUMK 3
apmakoHarnsgy. 3mMiHM BHECEHO A0 iHCTPYKLIT Ans

MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby Ao
po3ginie "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(YTOYHEHHS! TEKCTOBOT YacTUHKU 6e3 3MiHU Koay),
"®apmakornorivyHi BnactueocTi". BBegeHHs 3MiH
NpoTSArom 6-Tn MicsiLiB nicnst 3aTBepaKeHHs. 3MiHu 1l
Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta
dapmakoHarnsgy. 3MiHv y TepaneBTUYHNX
nokasaHHsAX (oJaBaHHA HOBOrO TepaneBTUYHOIO
rokasaHHs abo 3miHa y 3aTBEpAXXEHOMY MOKa3aHHi).
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTOCyBaHHSA fikapcbKoro 3acoby Ao po3ainy
"MokasaHHs" (A0AaBaHHS HOBOMO TepaneBTUYHOrO
noKasaHHs: NikyBaHHSA 3ananbHUX 3aXBOPIOBaHb
NiALWYHKOBOI 3a503u1, 30Kpema XpOoHiYHOro
naHKpeaTuTy, — nvwe 4OPOCiMM) Ta SK Hacnigok
OHOBreHa iHhopmalis y po3ainax "Cnocit
3acTtocyBaHHA Ta go3un”, "[itn" BignosigHo 4o
pe3ynbTartiB KriHiYHOro gocnimkeHHs FM-ANTR-22
BBeaeHHs 3MiH npoTsrom 6-Tu micauiB nicns
3aTBepAKeHHS. 3Minu Il Tuny - 3miHn WwWoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiHoro nocBig4YeHHs, BKIoYayum
[MnaH ynpaeniHHA pyu3nkamMm (3acTocyBaHHS 3MiH(M),
siki(a) BuMaratoTb(e) noganbLIoro obrpyHTyBaHHS
HOBMMM [0AaTKOBUM AAHVMW, LLIO MaloTb HagaBaTUCs
KOMMETEHTHNM OpPraHoM, OCKiflbK BUMaraeTbCs
CYTTEBA OLjiHKa KOMNETEHTHUM OpraHoM) 3asBHUKOM
HadaHo OHoBreHun MNnaH ynpaeniHHA pyU3nkamm
Bepcist 4. 3mMiHM BHeCceHo [0 YacTuH: | «3aranbHa
iHdopmauia» Il «Cneumndikauis 3 6e3nekun» V «3axoam
3 MiHimi3auii pusukie» VI «Pestome nnaHy ynpasniHHs
pusmkamm» VIl «dopatkmy» (gogatkm 1-8) y 3B’A3Ky 3
OHOBJEHHAM iHcbopMaLii 3 6e3neku Aito4oi peyoBNHN
Ta fofAaBaHHSM HOBOTO MOKa3aHHS, a TakoX Yy 3B'3Ky
i3 3miHoto hopmarty BignosigHo Ao Bumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpaeniHHsA pu3rkaMmu Bepcis 4 foOaeTbes.
Mepokemi N1TO Kinp BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a
(UeHTpanbHui Tmny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom

AMNOHIN

Tabnetku no 100 mr Mepokemi Kinp
no 10 TabneTok y nTa

He
nidnsie

UA/8715/01/01




15 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
6nictepi; no 2 3aBog), Kinp; dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui ae
6nictepu B Mepokemi NimiTeq, nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
KapTOHHiI kopooLi Kinp ONs Megu4yHoro 3aCTocyBaHHA
reHepuYHMX/riopnaHMx/6ionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHUIN NpenaparT (3MiHa He NoTpebye HadaHHs
YKOOHMX HOBUX J0OATKOBUX AaHWX). 3MiHWM BHECEHO B
IHCTPYKLito AN MEANYHOTO 3aCTOCYBaHHS MiKapCbKoro
3acoby no posainis "®apmakonoriyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aemogisa 3 iHWWUMK NikapCbKUMMN
3acobamu Ta iHWi Buamn B3aemogiint", "OcobnueocTi
3acTocyBaHHS" BignoBigHO Ao iHdopmauii
pedepeHTHOro nikapcbkoro 3acoby Mesulid, tablets
BBeneHHs 3MiH NpoTArom 6-Tm MicsiLiB 3 gatm
3aTBepOKEHHS. - 3MiHu | TRy - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW). 3MiHN BHECEHO B IHCTPYKLIitO AN MEANYHOrO
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" LWoao 3BiTyBaHHSA NP0 NOGIYHI
peakuii BBegeHHs 3miH npoTsrom 6-Tu micauis 3 gatun
3aTBEPOKEHHS.
25. | APTETT AYO Kancynu 3 Henbta Lsenuapi nepBuHHE Ta Himeuumnna/ BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/12811/01/01
MoaundikoBaHNM Megiken a BTOPUHHE MaKyBaHHS, IpnaHais Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom
BUBINbHEHHAM MpomoyLw BUMYCK Cepil: tapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO B
TBEpPAi no 75 mr; no H3 Al Csicc Kanc 'm6X, TEKCT MapKyBaHHS NEPBUHHOI (MYHKT 6) Ta BTOPUHHOT
10 kancyn y Himeyuunha; (nyHKT 17) ynakoBok nikapcbKkoro 3acoby. TepMiH
6nicTepi; no 1, abo BMPOGHMLUTBO BBEAEHHS 3MiH — NpPOTAroM 6 MicsauiB nicns
no 2, abo no 3 Hepo3adacoBaHol 3aTBEePAKEHHS
Gnictepn y NpoAyKLii, KOHTPOIb
KapTOHHiI kopobui SIKOCTI:
Temmnep Ipnangis
JlimiTen, lpnaxgis;
nepBUHHE Ta
BTOPWHHE NaKyBaHHS:
OpareHodapm
Anotekep MMown
'mM6X, HimevynHa
26. | APTIHIBCA 3 po3uuH ang iH'ekuin; | JIABOPAT Icnanis JTABOPATOPIOC IcnaHis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHa 3a UA/15281/01/01
ENIHE®PUHO no 1,8 mny OPIOC IHIBCA, C.A. 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
M 1:100.000 kapTpumxi; no 50 IHIBCA, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
KapTpuoXxiB y C.A. 460). BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicnsi

KapTOHHiIl kopobui

3aTBepOKeHHS1. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHN). OHOBMNEHHS TEKCTY MapKyBaHHS YNaKoBKU
nikapcbkoro 3acoby: — nepeMHHa ynakoska (n. 1
«HASBBA JTIKAPCbKOI'O 3ACOBY», n. 6 «IHLE»); —
BTOpUHHa ynakoska (1. 2 «KIJIbKICTb AIKO4Oi
PEYOBWHW», n. 3 «NEPENIK AOMOMPKHNX
PEYOBWH», n. 5 «CNOCIB TA LWUNAX BBEOEHHA»,
n. 7 «IHLWI OCOBNNBI SBACTEPEXEHHSA», n. 11
«HAVIMEHYBAHHSA | MICLLESHAXOI)KEHHSA




16

[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
BNPOBHUKA TA/ABO 3AABHWKAY, n. 12 «HOMEP
PEECTPALIMHOIO MNOCBIOYEHHS», n. 14 «OATA
BNPOBHULTBA», n. 15 «ANA NIKAPCbKNX
3ACOBIB, AKI MPU3HAYEHI /13 CAMOCTIMHOIO
JIIKYBAHHA — IHPOPMALIA WOOO
3ACTOCYBAHHSA», n. 17 «IHWE». BBeaeHHs 3miH
npoTsArom 6-T1 MicsILiB NicNs 3aTBEPAYKEHHS.
27. | ACMNIKAPO TabneTku, BKpUTI Tosapuct Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes UA/15865/01/01
KAPLOIO 060m0oHKo10, BO 3 obmMexeHo TMNy - AOMIHICTpPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenma
KMLLKOBOPO34MHHI MO | obMexeHo BiANOBIgANbHICTIO Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
100 mr, no 10 10 "®apmaueBTniHa noceigyeHHs). 3miHa agpecu 3asiBHUKa
Tabnetok y 6nicrepi; Bignosiga cbipma "BepTekc”
no 2 abo no 3 NbHICTIO (BMPOGHMLITBO 3
6nictepu y navui "®apmaue npoaykuii in bulk
BTMYHA BUpobHuka TOB
dipma "®APMEKC IPYIM",
"BepTtekc" Ykpaina)
28. | ACMNIKAPO TabneTkn, BKpUTI Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | bes UA/15865/01/02
KAPLOIO 060moHKO10, BO 3 obmexeHo TMny - AOMIHICTpPaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS peuenma
KMULLKOBOPO34MHHI M0 | obmMexeHo BiANOBIgANbHICTIO Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
300 wr, no 10 10 "®apmaueBTniHa noceigyeHHs ). 3miHa agpecu 3asBHUKa
Tabnetok y bnicrepi; Bignosiga dipma "BepTekc"
no 2 Gnictepny NbHICTIO (BMPOGHMLITBO 3
navui "®apmaue npoaykuii in bulk
BTUYHA BMpobGHmKa TOB
dipma "®APMEKC IPYM",
"BepTtekc” Ykpaina)
29. | ACNIKAPO TabneTku, BKPUTI Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 6es UA/15865/01/01
KAPLOIO 060mOoHKOM, BO 3 obmexeHo TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenma
KMLLKOBOPO34MHHI MO | 0BMexeHOo BiZNoOBIganbHiCcTO capmakoHarnsgy (iHwi 3miHn) - OHOBMNEHO TEKCT
100 mr, no 10 10 "®apmMaueBTnYHa MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNaKoBKK
Tabnetok y 6nictepi; | BignoBiga dipma "BepTekc" nikapcbKoro 3acoby, a came Buny4eHo iHgopmaliito,
no 2 abo no 3 NbHICTIO (BUpOOHMLTBO 3 3a3HayeHy POCIICbKOK MOBOI; BHECEHO HEe3HauHi
Gnictepu y navui "®apmaue npoaykuii in bulk peAaKLUifHi NpaBKM y TEKCT MapKyBaHHsI NePBUHHOT (M.
BTUYHA BMpobGHmKa TOB 2) Ta BTOpUHHOI (N. 2, 11, 17) ynakoBOK NikapCbKoro
dipma "®APMEKC IPYI1", 3acoby. TepmiH BBeAEHHS 3MiH - NPOTArom 6 micauis
"BepTekc" YkpaiHa) nicns 3aTBepAXEHHS.
30. | ACNIKAPAO TabneTkn, BKpUTI Tosapuct YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | bes UA/15865/01/02
KAPOIO 000rMoHKo10, BO 3 obmexeHoto Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenma
KMLLKOBOPO34YMHHI MO | 0BMexeHOo BiANoBiganbHicTO cbapmakoHarnsgy (iHwi 3miHn) - OHOBMNEHO TEKCT
300 wr, no 10 10 "®apmaueBTnyHa MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI yMaKoBKW
TabneTok y 6nictepi; | Bignosina dipma "BepTekc" nikapcbkoro 3acoby, a came Buny4eHo iHdopmallito,
no 2 6nictepuy NBHICTIO (BMPOGHMLTBO 3 3a3Ha4eHy pOCICbKO MOBOK); BHECEHO HE3HAYHiI
navui "®apmaue npoaykuii in bulk PeAaKLUinHi NpaBKW y TEKCT MapKyBaHHS NEPBUHHOT (M.
BTUYHA BMpoGHMKa TOB 2) Ta BTOpUHHOI (N. 2, 11, 17) ynakoBOK NikapCbKoro
dipma "®APMEKC IPYI1", 3acoby. TepmiH BBeeHHS 3MiH - NPOTArom 6 micauiB
"BepTtekc"” Ykpaina) nicnsi 3aTBepOKeHHS.
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
31. | ATOPBACTAT NMOPOLLIOK CeHTpieHT | HigepnaH CeHTpieHT IHais BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | - UA/14978/01/01
WH KANbUIO (cybeTaHuis) y dapmack an dapmacbtoTikans IHais Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
nonieTuneHoBnx loTikan3a Mpausit NimiTeq cepTudikaT BiaNnoBiaHOCTI €BpONenchbKin
naketax gns HesepnaH dapmakonei/moHorpadii. MogaHHsA HoBoro abo
dapmaueBTUYHOIO ac b.B. OHOBIeHoro cepTudikaTta BignosigHocTi abo
3acToCyBaHHS BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€sponelicbkin hbapmakonei) - OHoBneHun ceptudikat
BiJ yXe 3aTBEpOXEHOro BUpOOHUKA - MoAaHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne R1-CEP 2010-366 - Rev 07
(3aTBepmkeHo: R1- CEP 2010-366 - Rev 06) ons Al
Atorvastatin calcium Big BXe 3aTBEPIKEHOTO
BMpo6HuKa CeHTpieHT PapmacbtoTikana IHais MNMpansit
Nimiten, IHais.
32. | AUETUNUUCT po3uuH ans iH'ekuin, | TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHa 3a UA/20388/01/01
EIH-30OPOB'A | 100 mr/mn, no 3 mn TBO 3 obmexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
B amnyni; no 5 OBMEXE BiAnoBiganbHICTIO noceigyeHHs) (3rigHo Hakaszy MOS3 Big 23.07.2015 Ne
amnyn y 6nictepi; no HOKO "®apmMaueBTUYHa 460): BBegeHHs 3MiH NpoTsArom 6-Tm MicsiLiB nicnsi
2 6nictepu y BIONoBIA KomnaHis "3gopos's” 3aTBepAKeHHA. 3MiHu | Tuny - 3miHK Wwoao
KopobLi 3 KapTOHY AJTbHICT 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
10] BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
«KOPIOP cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
AUIA OaHuX Npo cuctemMy capmMakoHarnsgy, amiHa
«30POB ynoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3giNnCHeHHS
"A» dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBAXEHOI 0cobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy)
3miHa ynoBHOBaxeHOoT 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapmakoHarnsag. [itoya pegakuis:
LLleBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: Manosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX OaHWUX YNOBHOBaXEHOI 0cobu
3as1BHMKA, BignoBiganbHoi 3a papmakoHarnsg. 3miHa
HOMepa MacTep-danna cuctemun dpapMmakoHarnsagy.
33. | BAKTOKNAB TabneTku, BKPUTI Mikpo IHais Mikpo a6c Ilimiten IHais BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/10001/01/01
NniBKOBOKO Jlabe TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta peuenmom nidnsie
obornoHkoto; no 10 Nimiteq hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTui ae

TabneTok y cTpuni;
no 1 ctpuny y
kopo6Lii 3 KapTOHY

nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKUil
Ans MEQUYHOTO 3acTOCYBaHHA Ha NiAcTaBi perynsipHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neku 3aCTOCyBaHHS NikapcbKoro
3acoby B nicnsapeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCMIAXEHb, MPOBEAEHNX
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignoBigHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHY Y3rokeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHM BHeceHo Ao IHCTpyKLuii gns
MeOMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby oo
po3ginie "OcobnmBocTi 3acTocyBaHHS",
"Mepeno3syBaHHs" Ta "MobivHi peakuii" BignosigHoO oo
OHOBIEHOI iHchopMmalii oo 6e3nekn 3acTocyBaHHS
AitoYoi pevoBuHU. TepmiH BBEAEHHS 3MiH MPOTArom 6
MicsUiB MicNsa 3aTBEPAXEHHS

34.

BEPJIITIOH®
600 KAMNCYIN

Kancynu m'saki no
600 mr no 10 kancyn
y GnicTepi; no 3
Gnictepn y
KapTOHHIN kopobui

BEPIIH-
XEMI Al

HimeyvunH
a

Bupo6HuK,
BiAnNoBiganbHWi 3a
BUPOBHMLTBO «in

bulk», KOHTpONb cepin:

KaTtaneHT HimewumHa
E6Gepbax MvbX,
HimeyuumHa;
Bupo6HuK,
BigNOBiganbHUIM 3a
nepBuHHE Ta
BTOPWHHE MaKyBaHHSA
Ta BUMYCK Cepii:
BEPJIIH-XEMI AT,
Himevumna

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo
BUYyYEHHS1 cepTudikaTa BignoBigHOCTIi €Bponenchkii
cdapmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
nonomixxHoi pedvoBuHm (ME-cepTudikaT BignoBigHOCTI
€sponelicbkin bapmakonei ans A®l/suxigHoro
MaTepiany/peareHTy/npoMixkHOro NpoaykTy abo
[OMOMDKHOT peqoBuHM) - OHOBNEHWI cepTudikaT Big
BXe 3aTBepA)XeHOro BUPOGHMKa - MogaHHSs
oHoBneHoro NE-cepTudikaTta BignoBigHOCTI
€Bponevickkin hapmakonei R1-CEP 2003-172-Rev 03
(nonepepnHs Bepcia R1-CEP 2003-172-Rev 02) Big
BXe 3aTBepaeHoro BupobHuka GELITA Group,
Eberbach, DE anst AONOMiIKHOT pe4OBMHY XenaTuH.
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi
3MiHW) JogaBaHHs 3BiTY Npo Banigawito Ans
MikpobionoriyHoro BUNpobyBaHHA. 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acié. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeToAax
BUNpoOyBaHHs) He3HayHa 3MiHa y MeTofi
BMNpoOyBaHHs 6,8-eniTpuTioLTOBOI KNCMOTKN Ta
HEBIAOMUX JOMILLOK TIOKTOBOI KUCIOTU Y M'SIKUX
KenaTUHOBUX Kancynax BHacMifoK AoAaBaHHs
pPO3paxyHKOBOI hopMynn Anst po3paxyHKy cepeaHboi
Macu HarmoBHEHHS! Kancynu.

3a
peuenmom

UA/6426/02/02

35.

BETATIC

TabneTku, no 16 wr,
no 10 Tabnetok y
6nicTepi, no 3
Gnictepu y
KapTOHHIN nayvi; no
18 Tabnetok y
6nictepi, no 5
GnictepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta
papmakoHarnsigy. BHeceHHsi abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peecTpauinHoro

NocBiQYEHHs!, BKIMtoYatoun MNnaH ynpasniHHA pusnkamu

(iHWi 3MiHW) - 3asBHMKOM HaaHO OHoBNeHWN MNnaH
ynpaBniHHA pu3nkamu Bepcis 2.0 - 3MiHM BHeECEHO A0

yacTtuH: | «3aranbHa iHdopmauia» || «Crneumndikauis 3

6e3nekm» Il «MnaH 3 dpapmakoHarnsgy» V «3axoam 3

3a
peuenmom

UA/5027/01/01




19 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
MiHimi3auii pusmkie» VI «Pestome nnaHy ynpaeniHHsi
pusmkammn» VII «dopaTtkmy» (gogatku 7,8) y 3B’A3Ky 3i
3MiHO0 crneundikauii 3 6esneku Ailoyoi pe4oBUHU
GeTaricTMHy aurigpoxnopug BiANoBiAHO 40 aKTyanbHOl
iHdpopmalii 3 Beb6caiity CMDh, a Takox y 3B'A3Ky i3
3MiHoK hbopmaTy BignosigHo Ao sumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pestome
MnaHy ynpasniHHs pusvkamu Bepcisa 2.0 gogaeTbes
36. | BI-CENT- Tabnetku, 400 mr/80 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu | 3a UA/8906/01/01
DPAPMAK® Mr; "dapmak” TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 20 TabneTtoky apmakoHarnsaay (iHwi 3amiHw).
6nictepi; no 1 BHeceHO He3HauHi 3MiHM Y TEKCT MapKyBaHHSs
6nictepy B nauuj 3 NnepBUHHOI (M. 6) Ta BTOPWHHOI (n. 16, 17) ynakoBku
KapTOHY nikapcbkoro 3acoby, a TakoX yTOYHEHO iHhopMmaLlito
woao norotuny. BeeaeHHs 3amiH npoTtarom 6-tn
MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). OHOBMEHO TEKCT MapKyBaHHS NePBUHHOT
Ta BTOPWHHOI YNakoBKW rikapcbkoro 3acoby, a came
BUITy4€HO iH(OPMaLito, 3a3Ha4YeHy pPOCINCHKO
MOBO. BBegeHHS 3MiH npoTarom 6-Tu micauis nicnsa
3aTBEPOKEHHS.
37. | BMACTOMYHIN | nopoliok Ans Tosapuct Ykpaina TOB HBK YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/0610/01/01
PO34MHYy AN iH eKuin BO 3 «IHTepdapmbioTek» TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom
no 0,6 mr, 5 obmexeHo KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
nakoHiB 3 10 MeToAax BUNpOoByBaHHsI rOTOBOTO JiKapCbKOro 3acoby
MOPOLLIKOM Yy Mayui 3 Bignosiga (He3HayHa 3MiHa y 3aTBEpOKEHNX MeToAax
Kopo6koBOro NBHICTIO BUNPoOyBaHHs) - OHOBMEHHS YMOB NPOBEAEHHS
KapToHy «Papmaue BunNpobyBaHHs 3a TecTom BTpaTta B maci npu
BTUYHA BUCYyLLYyBaHHI (OPY*, 2.2.32).
KOMnaHis
«EH3udap
M»
38. | BPOHXO-TPAH | rpaHynuno 10 r MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes UA/8452/01/01
rpaHyn y neHani "Hauionan FomeonaTnyHa Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuenma
nonimepHomy, no 1 bHa Cninka" dapmakoHarnsgy. BeegerHs abo 3amiHn go
neHany B navuj 3 [omeonat y3aranbHeHVX AaHUX Npo cucTemMy bapmakoHarnsgy
KapToHy; abono 10 r N4YHa (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
rpaHyn y dpnakoHi 3 Cninka" dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,

KpuLLKOHO, MO 1
bnakoHy B navi 3
KapToHy; abono 5r
rpaHyn y KOHTenHepi
3 [O3yBaHHAM, No 2
KOHTenHepu B nauui
3 KapTOHy.

BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHvKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi

3a 3[iCHeHHsA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
cbanina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0cobu 3asiBHMKA, BignoBigansbHoi 3a
hapmakoHarnsg.
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
[itoya pegakuia: TkavyeHko TeTsHa NeTpiBHa.
[NponoHoBaHa pegakuis: Enb Kasanb Hatanisa KOpiisHa.
39. | BY®OOMIKC NMOPOLLOK Ans OpioH OiHnaHain BUPOOBHMLTBO 3a diHnaHaia BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/14855/01/02
I3IXEWUNEP iHransuin 80 mkr/4,5 Kopnopew NOBHMM LIMKITOM: Tuny - 3MiHK LWoao G6e3nekn/edeKTUBHOCTI Ta peuernmom
mkr/go3a no 120 gos LUH OpioH KopnopenuH, dapmakoHarnsagy (iHwi 3amiHmn)
B iHrandartopi i3 DiHnaAHAais; OHOBMEHHSsI TEKCTY MapKyBaHHS BTOPUHHOT YNaKOBKM
3aXUCHUM KOHTPOIb AKOCTI nikapcbkoro 3acoby, a came:
KOBMa4koM y (ximiko-gpiznuHe — BUMYyYeHHS iHcpopmalii, 3a3Ha4eHOi POCiCbKOIO
namiHoBaHoMy TECTYBaHHs): MOBOI0;
nakeTi; no 1 On Megdanc Jra, — 3 nyHKTY «IHLWE» BMny4yeHo iHpopmauio npo
namiHoBaHomy DiHNAHAIS; odpiuiiHoro naptHepa B YkpaiHi « TOB «OPIA-GAPM»
nakeTy B KapTOHHIN KOHTPOSIb SKOCTi i noro norotun;
kopooui (mikpobionoriyHe —y nyHKT 3 «MEPENIK JOMNOMPKHUX PEHOBUH»
TECTYBaHHS): aopaHo dpasy «[Ans getanbHoi iHopmaLii Ave.
On Megdainc Jra, IHCTPYKLUIitO ONA MEeANYHOro 3aCTOCYBaHHS» i,
diHnaHaina BiNOBIQHO, BUNYyYeHO Ay6ntoBaHHS Liel iHdopmauii 3
NyHKTY 7;
— BHECEHO YTOYHEHHS B NYHKT 12.
40. | BY®OMIKC NMOPOLLOK ANA OpioH PiHnaHais BMPOBHMLTBO 3a ®iHnaHais BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a UA/14855/01/03
I3IXEWUNEP iHransuin 320 mkr/9 Kopnopew NOBHMM LIMKITOM: TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
MKr/go3a; no 60 nos LUH OpioH KopnopeWH, tbapmakoHarnagy
B iHransATopi i3 DiHNAHAIS; (iHwi 3miHn) (B. (x) IA) OHOBNEHHS TEKCTY MapKyBaHHSA
3aXUCHUM KOHTPOIb AKOCTI BTOPWHHOI YNakoBKW fikapcbkoro 3acoby, a came:
KOBMa4koMm y (ximiko-hisnyHe — BUNyYeHHS iHbopmaLlii, 3a3Ha4YeHOI POCINCbKOO
namiHoBaHoMy TECTYBaHHS): MOBOI0;
nakerti; no 1 On Mepdannc I4, — 3 nyHkTy «IHLWE» BUnyyeHo iHpopmaLio npo
namiHoBaHoMy DiHNAHAIS; odpiuiiHoro naptHepa B YkpaiHi « TOB «OPIA-PAPM»
nakeTy B KAPTOHHI KOHTPOIb AKOCTI i oro noroTun;
Kopooui (mikpobionorivyHe —y nyHkT 3 «MEPEJIK AOMNOMPKHUX PEHOBWH»
TECTYBaHHs): popaHo dpasy «[Ans getanbHoOI iHopMauii avB.
On Mepdannc I4, IHCTPYKUIi0 ANSt MEAUYHOrO 3aCTOCYBaHHSY |,
QiHnaHaia BiZNOBIQHO, BUNyYeHO AyOntoBaHHS Liel iHdopmauii 3
NyHKTY 7;
— BHECEHO YTOMHEHHS B MyHKT 12.
41. | BANEPIAHU ryCTWI eKCTPaKT My6niyne Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | - UA/13618/01/01
KOMMNEKC (cybcTaHuis) y aKLjioHepH ToBapucTBo "HaykoBo- Tuny - 3MiHn 3 sikocTi. A®l. Cuctema
NINO®IIbHUNA | nopgiitHux nakeTax e BUPOOHMYUMIA LEHTP KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
ans TOBapucTe "BopLuariscbkuia 6es3nocepepHivi ynakosLi AP (iHLWi 3MiHK) - HE3HAYHI
dhapmMaueBTU4HOro o] XiMiKo- 3MiHW ¥ NaKyBaHHi cybcTaHLii, a came BBe4EHHSI HOBOT
3acToCyBaHHS "HaykoBo- dhapmaLleBTUYHNUIA BTOPWHHOI / 30BHILLHbLOT YAKOBKM — NakeTy 3
BMPOGHMY 3aBog" norniMepHnx mMatepiaris i3 anoMiHIEBUM NOKPUTTAM, 3
WA LeHTp BiAMNOBIAHMMU 3MiHaMK B po3ain «Ynakoka» MKA J13.
"BopLiaris TakoX BHOCATLCA pefakuiiHi npaBku 0o NyHKTY «Bug,
CbKUiA PO3Mip Ta KOMMMEKTHICTb YNaKoBKW».
XiMiko-
dapmaveB
TUYHUIA
3aBoa”
42. | BANUUK TabneTkn, BKpUTI dapmacan Kanapga dapmacanHc IHK. Kanapa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a UA/11259/01/01
060rnoHkoto, no 500 HC IHK. Tmny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
mr; no 10 TabneTok capmakoHarnsgy (iHwi 3amiHn) - BHeceHo He3HauHi
y 6nictepi; no 1 3MiHWN Y TEKCT MapKyBaHHS NEPBUHHOI (PNakoH, MyHKT
Gnictepy B 17) Ta (6nictep, NyHKTU 4, 6), @ TAKOXX BTOPUHHOT
KapTOHHiIN kopobLyj; (nyHKTM 8, 17) ynakoBOK fikapcbkoro 3acoby. TepMmiH
no 42 TabneTkn y BBEAEHHS 3MiH NPOTSrom 6 micauis nicns
onakoHi 3aTBEPAXKEHHS
43. | BEITAKCUH® Kancynum 3AT YropwuHa | 3AT dapmaueBTU4HUIA YropwuHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a UA/3580/02/02
NPOMNOHroBaHoI Aii dapmaues 3asog ETIC Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTiI/lE- peuernmom
no 75 mr; no 10 TUYHUA cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
kancyn y 6nictepi; 3aBog dapmakonei/moHorpadii. MogaHHsA HoBoro abo
no 3 Gnictepu B Eric OHOBreHoro cepTudikaTta BignosigHocTi abo
KapTOHHiIN kopooLyj; BUYYEHHs1 cepTudikaTa BignoBigHOCTI €Bponenchkin
no 14 kancyny capmakonei: ana Ad®l; gnsa BuxigHoro
6nicTepi; no 2 marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Gnictepu B BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
KapTOHHiIN kopooLi [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkint hbapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBEpXEHOro BUpoBHUKa - MoAaHHS
OHOBJIEHOrO cepTudikaTy BiANOBIOHOCTI €EBpONENChbKil
dapmakonei Ne R1-CEP 2009-270-Rev 07
(3aTBepmkeHo: R1-CEP 2009-270-Rev 06) gns gitoyoi
peYoBUHN BeHNadakcuHy rigpoxnopuay Big
3aTBEpAKEHOro BMpoOHMKa «Anembik ®apmacesTikan
NTa.», lHais.
44. | BENNAKCUH® Kancynm 3AT YropwuHa | 3AT PapmaueBTU4HUIA YropwuHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/3580/02/03
NPOJIOHroBaHoI Aii dapmales 3aBog ETIC Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosigHOCTI/IE- peuenmom
no 150 mr; no 10 TUYHUA cepTudikaT BignoBigHOCTI €EBponenchkii
kancyn y 6nicrepi; 3aBog dapmakonei/moHorpadii. MogaHHA HoBoro abo
no 3 6nictepu B EriC OHOBJIEHOro cepTudikarta BianoBigHoCTi abo
KapTOHHiIl kopobuyj; BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
no 14 kancyny dapmackonei: ans A®l; ona BUXigHOro
6nicTepi; no 2 matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Gnictepu B BUKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
KapTOHHiI kopobui [OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBneHun ceptudikar
BiJ ke 3aTBEPOXEHOro BUPOBHUKA - MOAaHHS
OHOBMEHOro cepTudikaTy BiAnoBiAHOCTI EBpONEChKin
dapmakonei Ne R1-CEP 2009-270-Rev 07
(saTBepmxeHo: R1-CEP 2009-270-Rev 06) ans gitoyoi
peyoBMHM BeHnadakcuHy rigpoxnopuay Big
3aTBepKeHOro BMpobHuka «Anembik PapmacesTikarn
NTa.», IHpis.
45. | BENNAKCUH® Kancynm 3AT YropwuHa | 3AT PapmaueBTU4HNUIA YropwuHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | 3a UA/3580/02/01
NPOMNOHIroBaHoI Aji dapmaues 3asog ETIC Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuernmom
no 37,5 mr; no 10 TUYHUA cepTudikaT BiaNoBIAHOCTI EBPONENChKIN
kancyn y 6nicrepi; 3aBog dapmakonei/moHorpadii. MogaHHsA HoBoro abo
no 3 6nictepu B EriC OHOBJIEHOro cepTudikaTta BignoBigHoOCTi abo

KapTOHHiIl kopobuyj;
no 14 kancyny
6nictepi; no 2
Gnictepu B

BUINyYEHHs cepTudikaTa BignoBiaHOCTI EBpoNENChKil
capmakonei: ans A®I; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BMKOPWCTOBYOTbCS Y BUPoBHMUTBI APl; ans
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHiI kopooLi

[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€sponelicbkin hbapmakonei) - OHoBneHun ceptudikar
BiJ yXe 3aTBepAXeHOro BUpobHUKa - NoAaHHs
OHOBJIEHOrO cepTudiKkaTy BiANOBIAHOCTI €EBpONENChKi
capmakonei Ne R1-CEP 2009-270-Rev 07
(3aTBepmkeHo: R1-CEP 2009-270-Rev 06) gns gitoyoi
peYoBUHN BeHNadakcuHy rigpoxnopuay Big
3aTBEPKEHOr0 BUPOOHUKa «Anembik PapmacesTikarn
NTa.», lHais.

46.

BEPAXWHAKC

Kancynu BariHanbHi
M'siki; no 6 kancyn y
6nictepi, no 1 abo 2
Gnictepn y
KapTOHHIN kopobui

Amakca
Jtg

Benuka
BputaHis

BUPOOBHMLTBO 3a
NoBHMM UmMKIiom: ®in
IHTep dapma Ko.,
Nta., B'eTHawm;
KOHTpOMb sKoCTi: Pin
IHTep dapma Ko.,
Jlta., B'etHam

B’eTHam

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo
BUYyYEHHS1 cepTudikaTa BignoBigHOCTIi €Bponenchkii
cdapmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponevicbkin dbapmakonei) - Hoeuin ceptudikat Big
BXe 3aTBepaKeHOro BUpPoOHUKa - NoAaHHS HOBOTO
CepTuddikaty CEP 2021-287-Rev 01 gns AdI
MonimikcnHy B cynbdart Bif BXe 3aTBEPAXEHOrO
BMPOGHMKa, Lo 3MiHMB Ha3By Ta agpecy
BMpobHuuTBa. [itova penakuis: No. R1-CEP 2009-
159-Rev 02, NaHnkoy XoHrmen N'yagoHr
dapwmac’ioTiken Ko., JIlta. [Hangzhou Zhongmei
Huadong Pharmaceutical Co., Ltd.] / 866 MoraHwaH
Poag, MaHnkoy, npoeiHuis XKeanr 310011, Kutan [866
Moganshan Road, Hangzhou, Zhejiang province
310011, China]. NponoHoBaHa peaakuisi: No. CEP
2021-287-Rev 01, TAHMDKOY XXOHIMEWIYAOOHI
SAPMAC'HOTIKEN IXAHIOOHI KO., NTA.
[HUANGZHOU ZHONGMEIHUADONG
PHARMACEUTICAL JIANGDONG CO., LTD.]/ 7278
MpocnekT MewniH, MaHPkoy, NpoBiHUia XKesHr,
Mpomucnosa KnactepHa 3oHa OaussHayH 311 228,
Kutanm [7278 Meilin Avenue, Hangzhou, Zhejiang
province, Dajiangdong Industrial Cluster Zone, 311
228, China]

3a
peuenmom

UA/20205/01/01

47.

BI3KblO

PO34MH Ans iH'ekuin,
120 mr/mn; no 0,23
My donakoHi; no 1
hbnakoHy B
KOMNIEKTi 3 rofKoto
inbTPyBanbHO B
KopobLi 3 KapTOHyY

Hosapric
Ogepci3
IHBECTMEH
TC Al

LLisenuapi
A

BWMNYCK Cepilt: ANKOH-
KyBpbop, benbris;
Bunyck cepint:
HoBapric
dapmacktoTuka, C.A.,
IcnaHis; Bunyck cepii,
BTOPWHHE NaKyBaHHS:
Jlexk ®apmacbioTukanc
n.4., CnoseHis;
BUPOBHMLTBO
rOTOBOrO f1iKapCbKOro

Bnbris/
Icnanis/
CnoseHis/
LLiBenuapis

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHVX AaHUX Npo cucTemMy papmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHWX NPO cUcTEMy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iMCHeHHs1 hapMakoHarnsay (Bkro4vawym

3a
peuenmom

UA/18833/01/01




23

[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
3acoby, BKo4a4um KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
KOHTPOMb SKOCTI, anna cuctemn chapmakoHarnsgy) - 3miHa
nepBuHHE Ta KOHTaKTHMX AaHWX YNOBHOBaXeHOI 0COOU 3asiBHUKA,
BTOPWHHE NaKyBaHHS: BignosigansHoi 3a chapmakoHarnsag. 3miHa
Hosaptic ®apma MicLe3Haxo4KeHHs macTep-arna cucremu
LWTenH Al', dapmakoHarnagy. 3MiHa micus 3giNCHEHHS OCHOBHOT
LLiBenapis; KOHTPONb [isAnbHOCTI 3 apmakoHarnagy
akocTi: Hoeaprtic
dapma AT,
LLisenuapis
48. | BIHITEN® cupon, 200 mr/5 mn TOB Ykpaina TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a He UA/18844/01/01
no 100 mn abo no "TNEOPA TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsie
200 mn y ckngHomy PM NTA" dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui ae

hnakoHi 3 KPULLIKOO
3 KOHTpOrem
nepLuoro BiAKpUTTS,
KOXXeH PnakoH y
KapTOHHIN ynakoBuj
pa3oM 3i wnpuuem-
[o3aTopom 06’emom
5 mn Ta agantepom
ans wnpuua; no 100
mn abo no 200 mny
CKNstHOMY (hnakoHi 3
KpULLIKOHO,
HEeOCTYMNHOW Ansi
BiOKPUTTA AiTbMMN,
KOXXeH dnakoH y
KapTOHHIN ynakoBLi
pa3oM 3i Wnpuuem-
posatopoM 06’emoM
5 mn Ta agantepom
Ans wnpuua

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCcyBaHHS MikapCbKoro
3acoby B nicnsipeecTpaLiiHuiA nepion, abo sik
pe3ynbTaT OUiHKM 3BiTy 3 4OCHiAXEHb, NPOBEAEHNX
BiQNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHO [0 iHCTPYKLIi Ans Mean4Horo
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpygat”, "Cnocio
3acTocyBaHHA Ta [o3u1" Bi4NOBIAHO O OHOBMEHOI
iHpopmalii 3 6e3neku aitovoi peyoBuHU. BBeaeHHs
3MiH NPOTArom 6-Tu MiCAILiB NiCNs 3aTBEPOKEHHS.
3MmiHn | Tvny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
papmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
0N MeQUYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHMI NpenaparT (3MiHa He NoTpebye HaJaHHs!
KOOHUX HOBUX A0AATKOBUX AaHMX) 3MiHM BHECEHO A0
IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "®apmakonoriyHi BnacTMBocTi",
"Moka3zaHHs"(iHpopmalList 3 6esnekn),
"MpoTunokasaHHsa", "B3aemogaisa 3 iHLWMMKM NikapCbKUMun
3acobamu Ta iHwWi Buam B3aemopin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosn" (inpopmauis 3 6esnekn), "MepenosyBaHHA",
"Mo6iuHi peakuii" BignosigHo Ao iHopMmaLii Lwoao
MEAMNYHOrO 3aCTOCYBaHHsI pehepeHTHOro NikapCbKoro
3acoby (Epilim, syrup 200 mg/5 ml). BBegeHHs 3MiH
npoTsarom 6-Tu MicsLiB nicns 3aTBepaAXeHHS. 3MiHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peecTpauinHoro
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

nocBigYeHHs1, BKtoyatoun NnaH ynpasniHHA pusmkamu
(3acTocyBaHHS TEKCTY, KW NOTOMKEHUA 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HagaHo
OHoBreHun NnaH ynpaeniHHa puankamu Bepcis 2.1.
3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHdopmaLis»
Il «Cneundbikauisi 3 6e3nekn» Il «MnaH 3
capmakoHarnsgy» V «3axogu 3 MiHimizaLii pusmkie»
VI «Pesiome nnaHy ynpasniHHSA puankamu» VII
«dopatkm» (gopatku 1-8) y 3B’A3KY 3 OHOBIIEHHSIM
iHdopMaLii 3 6e3neku gjto4oi pe4yoBMHN Banbnpoaty
HaTpis BiANOBIAHO A0 aKTyanbHOI pedepeHTHOI
iHdopmaLii, Ha niacTasi OHOBNEHHA 4OOATKOBUX
3axoAiB 3 MiHiMi3aLii pu3nKiB a TakoX Yy 3B'A3Ky i3
3MiHOl0 cbopmarTy BignosiaHO o Bumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pestome
MNnaHy ynpaeniHHa pusmkamm Bepcis 2.1 [ogaeTbea.
3minu | Tvny - 3miln wopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLii
AN MeQUYHOro 3acToCcyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnapeecTpaLiiHuiA nepios, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiMXEHb, NPOBEAEHUX
BiANOBIQHO A0 NnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom) 3miHV BHECEHO [0 iHCTPYKLii ANs MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"B3aemogisi 3 iHWMMM nikapcbkumu 3acobamm Ta iHLwi
BMAau B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHpopMauii 3 6e3neku gito4oi pe4oBHU. BBeaeHHs
3MiH NPOTArom 6-TW MICSILB MiCNs 3aTBEPKEHHS.
3minu | Trny - 3miHn woao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHun)
3MiHM BHECEHO [0 iHCTPYKUiT AN MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii” Woao BaXIMBOCTI 3BiTyBaHHS NPo NOBiYHi
peakuii. BBeaeHHs 3MiH npoTsrom 6-tu micauis nicns
3aTBEPOKEHHS.

49.

BITAMIH D3

PO34UH OparnbHUiA,
BogHui, 15 000
MO/1 mn; no 10 mn
y dnakoHi, rno 1
dnakoHy B navui

TOB
"APTEPIY
MmnaTa"

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) - 3MiHN BHECEHO Y
TEKCT MapKyBaHHS NepPBUHHOI (M. 6) Ta BTOPUHHOI (M.
8, 17) ynakoBkm nikapcbkoro 3acoby. BBeaeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicns 3aTBepAKEHHS

3a
peuerimom

UA/18599/01/01

50.

BOPUKOHA30
n

MOPOLLIOK A4S
pO34MHy Ansi

IxeHoda
pm It

Benuka
BpuTaHis

XawiHaHb lMoni ®apm
Ko., Ilta.

KuTan

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
BUMNPAaBNEHHSA TEXHIYHWUX MOMUIOK 3rigHo n.2.4.

3a
peuenmom

UA/20010/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
iHdy3in no 200 wmr, 1 po3ainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
dnakoH 3 NOPOLLKOM 426 (y pepakuii Hakady MO3 Ykpainu Big 23.07.2015 p
y nayui 3 KapToHy Ne 460), gonyLieHnx Npy NpoBeAEHHI Npoueaypu
peecTpauii (PN UA/20010/01/01; UA/20011/01/01
Haka3 MO3 Ykpainu Big 04.05.2023 p. Ne841) 8 MKA
N3, B MeToAax KOHTPOIIO AKOCTi 3@ MOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs», NOB'A3aHMX 3 NepeHeCeHHAM
iHbopmalii 3 gocbe BUpoBHUWKa, a caMe 3 nepeknagomM
51. | BOPUKOHA3O | nopoluok ans xeHoda Benwka XanHaHb Moni ®apm Kutan BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: - UA/20011/01/01
n pPO34mMHYy Ans pm It BputaHia Ko., IlTa. BUNPABMEHHS TEXHIYHNX MOMWUIIOK 3rigHO M.2.4.
iHpy3in no 200 mr in posginy VI Hakady MO3 Ykpainu Big 26.08.2005p. Ne
bulk: no 100 426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
nakoHiB y nayui 3 Ne 460), gonyLieHrx npy NpoBeaeHHI npoueaypu
KapTOHY peectpauii (PN UA/20010/01/01; UA/20011/01/01
Haka3 MOS Ykpainu Big 04.05.2023 p. Ne841) B MKA
N3, B MeToAax KOHTPOIO SKOCTi 3@ MOKa3HUKOM
«KinbkicHe BM3HaYeHHs», NOB'A3aHMX 3 NePEHECEHHSAM
iHgdbopMaUjii 3 Jocbe BUPOGHMKA, a came 3 nepeknagom
52. | TANIYM-XEEJIb | kpanni opanbHi no Bionoriwe HimeuunH Bionoriwe HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | bes UA/3283/01/01
30 mn y conakoHi- Xainemitt a Xavnbmittenb Xeenb TMny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenma
KpanenbHuui; no 1 enb Xeenb m6X KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
bnakoHy- m6X napamMeTpie cneuudikauin Ta/abo gonycTUMmMx mex
KpanenbHuui y roTOBOro NiKapCbKoro 3acoby (BWUryYeHHs HE3HAYHOro
KopobLi 3 KapTOHY nokasHuKa (Hanpuknag 3acTtapinoro nokasHvika, Takoro
SIK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB YN
cmakoBux f06aBok)) - BunyyeHHA He3Ha4Horo
nokasHuka «4umcno XaseHa KOnbOpOoBICTb» 3i
cneumdikauii roToBOro nikapcbkoro 3acoby. - 3minu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
roTOBOro NiKapCbKoro 3acoby (BUMyYeHHs1 HE3HAYHOro
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHvika, Takoro
SIK 3anax Ta cmak, abo igeHTudikaLis 6apBHUKIB YK
cmakoBux 06aBok)) - BunyyeHHA He3Ha4Horo
nokasHuka «pH» 3i cneumaikaLii roToBoro fikapcbkoro
3acoby npu BUMYCKy.
53. | FENAPUHOBA Ma3b; no 25 rabo no | TOB "OKI YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH IO peecTpauinHmx matepianis: 3miHu | 6e3 UA/6719/01/01
MA3b 40 ry 1y6i; no 1 1y6i | "dapmaue "®apmMaueBTnYHa TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
B navui BTUYHA abpuka” Ta/abo agpecu MicLa NPOBaMKEHHST OiANbHOCTI
¢abpuka" BUPOGHMKa (BKMOYa4uuM, 3a HEOOXiAHOCTI, MicLe

npoBeAeHHs KOHTPOIO AKOCTi), abo BnacHuka mactep-
canina Ha A®I, abo nocTayanbHuka APl/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByTbCS Y BUPOOHULTBI ADI (sIKLLO 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €BponeichbKii
hapmakonei y 3aTBepakeHOMy Aockbe, abo BUPOGHMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y
[0CbeE) (iHWi 3MiHN) 3MiHa Ha3BU ipMn-BUPOGHMKa
aitoyoi pevoBuHmM (API) BeHsokaiH 3 «Changzhou
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

Sunlight Fine Chemicals Co., Ltd.», Kutan Ha
«Changzhou Sunlight Pharmaceutical Co., Ltd.»,
Kutan, 6e3 3miHu micLs BUpOOHMLTBA.

- 3MiHu | Tuny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€Bponeickki hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeoOXiAHICTIO NpMBeAEeHHS Yy BigNOBIAHICTb
0o moHorpadii IPY abo €sponericbkoi dhapmakoneri,
abo iHLWOoi HauioHanbHoi hapmakonei gepxasn €C
(3miHa y cneuudikauisix, nos'sasaHa 3i amiHamu B Y,
abo €sponeicbkin apmakonei, abo iHLWin
HauioHanbHin papmakonei aepxaeun €C) MNpueBeaeHHs
cneungikauii A®l BeHsokaiH y BignoBigHOCTb 40
3aranbHux ctaten Y 2.6.12, 5.1.4, BHeceHO
YTOYHEHHS B METOAMKY NMPOBEAEHHS, M.
«MikpobionoriyHa yncTotay (BUNy4YeHo TorepaHTHi 4o
XOBUI rpamHeraTusHi 6akTepii, foaaHo Escherichia
coli). - 3minm | Tuny - 3miHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponewcbkin dapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHS Yy BigNOBIAHICTb
0o MoHorpadii 1dY abo €sponeickkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei Aepxasmn €C
(3miHa y cneumdikauisx, NoB'A3aHa 3i 3amiHO BUMOr
MoHorpadgii [J®Y abo iHwoi HalioHanbHOT dhapmakonei
Aepxasu €C Ha BuMorn MmoHorpadii €sponemncekoi
dapmakonei). MpuBeaeHHs cneumdikaLii BUXigHoro
koHTponto A®I BeHsokaiH 4o BUMMor MoHorpadii EP
«Benzocaine». 3MiHeHO BMMOrM OO NOKa3HMKIB
«laeHTndikauis», «KinbkicHe BU3HAYEHHS»,
«CynpoBigHi 4OMILLKN», BUNyYEHO NMOKa3HUKU:
«Mpo3opicTb po3unHy», «KONbOPOBICTb PO3UMHY»,
«KncnoTHicTb abo NyXHICTbY.

54.

FENATPOMBIH

kpem, 30 000
MO/100rno40ry
Ty6i; no 1 1y6i B
KapTOHHIN ynakoBLi

"Xemodhap
"

Pecny6bnik
a Cepbis

BMPOGHMLUTBO
Hepo3dacoBaHoi
npoayKuii, nepBuHHa
Ta BTOPWHHA
ynakoBKa, KOHTPOIlb
cepii: "Xemodapm"
AL, Bpwau, Bigain
BUpOBHMYA OinbHULSA
LLlabau, Pecnybnika
Cepbisi; koHTpOnb
cepii, 4O3BIN Ha
BUMYCK cepii:
«Xemodapm» A,
Pecny6bnika Cepbis

Pecny6bnika
Cepbis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acofy (iHLui 3mMiHu)
OHOBJIEHHSI BXXe 3aTBEPAKEHUX METOZIB KOHTPOIIO
AKOCTi NMikapcbKoro 3acoby, a came: BUKIageHHS
TEKCTY Aep>KaBHOK MOBOIO 3riAHO Cy4aCHUX BUMOT

6e3
peuenma

UA/3054/02/01

55.

FENATPOMBIH

kpem, 50 000
MO/100r, no40ry
Ty6i; no 1 1y6i B
KapTOHHIN ynakoBLi

"Xemodhap
m" Al

Pecny6bnik
a Cepbist

BMPOGHMLUTBO
Hepo3adacoBaHol
npoaykKLii, NnepBuHHa
Ta BTOPWHHA

Pecny6bnika
Cepbis

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoy (iHLwi 3miHm)
OHOBJIEHHSI BXe 3aTBEPAKEHUX METOZIB KOHTPOIIO

6e3
peuenma

UA/3054/02/02
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
ynakoBKa, KOHTPOb AKOCTI Nikapcbkoro 3acoby, a came: BUKNaAeHHs
cepii: "Xemoapm" TEKCTY AepXaBHO MOBOI 3riAHO Cy4acHWX BUMOT
AL, Bpwau, Bigain
BMPOOHMYa AinbHMLA
LLlabau, Pecnybnika
Cepbis; KOHTPOIb
cepii, 4O3BIN Ha
BUNYCK cepii:
«Xemodapm» A,
Pecny6nika Cepbis
56. | TENATPOMBIH | rens, 50 000 "Xemodpap | Pecnybnik BUPOBHMLTBO Pecnybnika BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | bes UA/3054/01/02
MO/100rno40ry m" Al a Cepbis Hepo3adacoBaHol Cepbis THny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenma
Ty6i; no 1 Ty6i B npoaykuii, nepeuHHa KoHTporb roToBoro fikapcbkoro 3aco0y (iHLwi 3miHM)
KapTOHHIN ynakoBLi Ta BTOPUHHA OHOBMEHHSA BXE 3aTBEPAXEHUX METOAIB KOHTPOMO
ynakoBKa, KOHTPOrb AKOCTI Nikapcbkoro 3acoby, a came: BUKNaAeHHs
cepii: "Xemocapm" TEKCTY AepXKaBHOK MOBOHO 3riAHO Cy4aCHUX BUMOT.
AL, Bpwau, Bigain
BMPOOHMYa AinbHULA
LLla6au, Pecny6nika
Cepbisi; kKOHTpONb
cepii, [o3BIN Ha
BUMYCK Cepil:
«Xemodapm» All,
Pecny6nika Cepbis
57. | TENATPOMBIH | rens, 30 000 "Xemodbap | Pecnybnik BMPOGHMLTBO Pecny6nika BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | bes UA/3054/01/01
MO/100r; no40ry Mm" a Cepbisa Hepo3dacoBaHoi Cepbis TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib. peuenma
Ty6i; no 1 1y6i B npoaykuii, nepBuHHa KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
KapTOHHIN ynakoBLi Ta BTOPUHHA OHOBMEHHSA BXE 3aTBEPAXEHUX METOAIB KOHTPOMO
ynaKoBKa, KOHTPOIb AKOCTi NMikapcbKoro 3acoby, a came: BUKIaaeHHS
cepii: "Xemodapm" TEKCTY AepXKaBHOK MOBOHO 3riHO Cy4aCHUX BUMOT.
AL, Bpwau, Biggin
BUpOBHMYa OinbHULSA
LLlabau, Pecnybnika
Cepbisi; kOHTpOnb
cepii, 4O3BIN Ha
BUMYCK cepii:
«Xemodapm» A,
Pecny6bnika Cepbis
58. | TENALE® MOPOLLIOK ANst MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu | 3a UA/10752/01/01
KOMBI po3uunHy ans iH'ekuin | "KviBmean "KniBmegnpenapart” TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib. peuernmom
no 1,0/1,0r;no2,0r penapart” 3MiHM y BUPOOHMLTBI. 3MiHM y npoLieci BUPOGHMLTBa

y chnakoHi; no 1
dnakoHy B nayi; no
2,0 r y donakoHi; no
10 dpnakoHiB y
KOHTYPHilA
YapyHKOBIN
ynakosui; no 1
KOHTYPHilA
YapyHKOBIN yrnakoBLi
B nayui

roTOBOrO fikapCbKoro 3acoby, BKMo4ao4n NPOMiKHUIA
NpPOAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHULTBI
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHN)
BUKnageHHs p. 3.2.P.3.3. Onuc BMpobHMYoro npouecy
Ta KOHTPOIO BUPOBHMLTBA NiKapCbKoro 3acody B
HOBI pegakuii. 3miHu | TUny - 3MiHK 3 aAkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULUTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEXK, BCTAHOBINEHMX Y
crneungikalisx, nig yac BUpOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby (iHWi 3MiHW) - BUKNAAEHHs p.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

3.2.P.3.4. KOHTpOsb KpUTUYHUX CTagin i NPOMKHOT
NPOAYKLii B OHOBMEHIN pefakLii, a came OHOBMNEHHSI
Cneumdikauii: - gogaHo n. «LlinicHicTb donakoHiB» ans
NnoroKeHHs1 BHeceHoi iHdopmauii mixx n. 3.2.P.3.3. Ta
n. 3.2.P.3.4., oCKinbkn JaHWiA NOKa3HUK HaBeAEHWI B
p. 3.2.P.3.3.; - BHeceHi 3miHu go cneuudikauii 3a n.
«CynpogigHi gomiwkn» ( npueeaeHHs no MKA MM3); -
Buny4eHo n. «CepeaHs maca BMICTY dOnakoHy»,
OCKINbKW AaHWU NOKa3HUK He € 000B’A3KOBUM. - 3MiHu |
Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3acib.
Cuctema KoHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCcTUMMNX MeX
NepBUHHOI YNakoBKM rOTOBOTO NiKapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOrO MOoKasHVKa (Hanpuknag
3acTapinoro nokasHuka)) BUnyyYeHHst 3i cneuudikadii
Ta MeTO/AiB KOHTPOSO Ha KOBMNAYKN artoMiHiEBi rOTOBI
0o cTepwvnisauii nokasHunka « CTiKiCTb 4O CyX0XXapoBoi
crepunisauii» - 3miHu | Tuny - 3MiHn 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMNX MeX
NepBUHHOI YNakoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MmiHW) - oHoBNEeHHs po3gainy 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBanbHUii 3acio, a came
OHOBJIEHHS crneundikalii Ha CKNsiHI oNakoHW y 3B’A3KY
3 yHicbikaLjieto TMMOPO3MIpiB CKNSAHWMX hriakoHiB - 3MiHK
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
Cunctema KoHTenHep/3akynoptoBanbHuii 3acib. 3miHa y
mMeToAax BUNpobyBaHHA NEPBUHHOI YMAaKOBKM FOTOBOIO
nikapcbkoro 3acoby (iHWi 3MiHM y MmeTodax
BUNpobyBaHb (BkNtovaroym 3aMiHy abo goaaBaHHS)) -
OoHoBreHHs po3giny 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBanbHUi 3acio, a came
BUIMyYeHHS HeakTyanux nocunaHb Ha FOCT y
MeToAax KOHTPOIO Ha priakoHU CKNsHi, NPObKu
ryMOBI Ta KOBMaYK1 antoMiHIiEBI 3 NMacTUKOBOO
Haknagkoto: - BuaaneHo Homepu FOCTiB y meTogax
KOHTPOIIO Ha hnakoHW CKIsAHi 3a M. « TepmiyHa
CTinKiCTb» Ta « OCHOBHiI PO3Mipy (ONaKOHIB», OCKINbKM
AaHi FOCTwu He gitoTb B YKpaiHi; - BuaaneHo Homepu
FOCTiB y MeTofax KOHTpOMto Ha Npobku rymoBi 3a n.
«30BHiLWHIN BUNaa» 1a « OCHOBHI po3mipy Npo6oky,
ockinbku aaHi FOCTwu He fitoTb B YKpaiHi; - BuaaneHo
Homep TOCTy y MeTofax KOHTPOSO Ha KOBMaYku
antoMiHiEBI 3 NNAacTMKOBOI HaKNagKow Ha
OvHaMmoMeTp 3a n. «3ycunns HeobxigHe Ans 3HATTA
NNacTUKOBUX HaKNaaoky», ockinbku aaHui FOCT He gie

B YKpaiHi.
59. | TECNEPUOVH NOPOLLIOK MPAT YkpaiHa CunuyaHb Ceni Kutan BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | - UA/15915/01/01
(cybcTaHuis) y "®ITOPA dapmacbtoTtukan Ko., TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS

noABiNHNX PM" Jlto. Ta/abo agpecy 3asiBHMKA (BNacHWKa peecTpauiiHoro
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

nonieTUNeHoBmx
naketax ans
hapmaLEeBTUYHOMO
3acToCyBaHHs

NOCBiAYEHHST)
3MiHa Micue3HaxoaXXeHHs 3asiBHUKaA

60.

FALUUHTIA

TabneTku, BKpUTI
nniBKOBOIO
oboroHkoto, no 10
mr, no 10 TabneTok
y GnicTepi; no 3
6nictepu y nayui; no
10 TabneTok y
6nictepi; no 6
GnicTepiB y navui

AT
"KNIBCbK
e
BITAMIHH
nn
3ABOA"

Ykpaina

AT "KUTBCBKII
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu |
Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMin 3aci6.
3MiHV y BUpPOBHMUTBI. 3MiHM Y npoueci BUpobHULTBa
roTOBOrO MikapCbKOro 3acoby, BKMO4a4n NPOMiIKHUIA
NpoAyKT, L0 3aCTOCOBYETLCH NPU BUPOBHULTBI
roTOBOrO flikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpoBHMLTBA) - 3MiHa TepMiHy NpuaaTHOCTI B
cneumdikalii Ha NPOMiXHY Ta Hepo3dacoBaHy
npoaykuito. 3atBepaxeHo: TepMiH npuaaTHoOCTi Macu
ansa TabnetyBaHHst — 5 Ai6 TepmiH npugaTtHoCTi
Tabnetok-agep — 3 gobw TepmiH npuaaTHoCTi
Hepo3adpacoBaHoi npoaykuii — 10 4ié 3anponoHoBaHo:
TepMiH npyuaaTHOCTI Mmacu ansa TabnetyBaHHsA — 10 4i6
TepMiH npugaTHoCTi Tabnetok-aaep — 20 g6 TepmiH
npuaaTHocTi HepoadacoBaHoi npoaykuii — 30 g6 -
3miHn | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKaPCbKUIA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNpoGyBaHb abo
[OMNyCTUMUX MEX, BCTAHOBIEHUX y cneundikauisx, nig
Yac BMPOGHMLITBa rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM) - 3MiHa YaCTOTM KOHTPOJSIO NMOKa3HUKIB
"KinbkicHe BM3Ha4eHHs" (B cneumadikauii NpoMikHOT
npoaykuii (Maca ans TabnetyBaHHA Ta TabneTku-
agpa)) Ta "OgHopigHICTb BMICTY Ait040i pe4YoBUHM B
oOMHULI [O30BaHOrO NikapcbKoro 3acoby
ecunTanonpamy " B cneumdikaLii n(pOMiKHOT NpoayKLi
(maca ons TabneTyBaHHs), a came LOMOBHEHHS
NPUMITKOI «** - MOKa3HUK KOHTPOIETHLCSA Nif Yac
Banigauii BUpo6GHMYOro npoecy». 3aTBepmKeHo:
MpomixHa npoaykuisi. Maca onsi TabneTyBaHHsi
KinbkicHe BU3Ha4yeHHs1 OgHOpPIAHICT BMICTY Aito4yoi
PEYOBUHM B OAMHWL JO30BAHOTO NiKapCbKOro 3acody
ecuuTtanonpamy MpomixHa npoaykuis. Tabnetku-sagpa
KinbkicHe BU3Ha4yeHHs 3anponoHoBaHo: [MpoMixHa
npoaykuia. Maca gna TabnetysaHHs **KinbkicHe
BM3HAYEHHS ** -MOKA3HWK KOHTPOMETLCSA Nif Yac
Banigauii Bupo6Huyoro npouecy OgHopigHicTb BMiCTy
Lit0Y40T PEeYOBMHU B OOMHULL JO30BAHOTIO MikapCbKoro
3acoby ecuuTtanonpamy** ** - nokasHuk
KOHTPOMETLCS Nif Yac Banigawii BUpobH14oro
npotecy - lMpomixHa npoaykuis. TabneTtku-agpa
KinbkicHe BU3HaueHHs **KinbkicHe BU3Ha4YeHHs ** -
NOKa3HWK KOHTPONIOETLCA Nig Yac Banigauii
BUpPOBHMYOro npouecy

3a
peuenmom

UA/17455/01/01

61.

FAUUHTIA

TabneTku, BKPUTI
nniBKOBOO
o6onoHkoto, no 20
mr, no 10 TabneTok

AT
"KNIBCbK
2%
BITAMIHH

YkpaiHa

AT "KUTBCBKIM
BITAMIHHWI
3ABOL"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHM y BUPOOHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBa
roTOBOrO J1iKapCbKOro 3acoby, BKIO4a4n NPOMiXKHUIA

3a
peuenmom

UA/17455/01/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

y GnicTepi; no 3
6nictepu y nayui

nn
3ABOA"

NpoAyKT, L0 3aCTOCOBYETLCH NPU BUPOBHULTBI
rOTOBOrO fikapcbKkoro 3acoby (He3HayHa 3miHa y
npoueci BMpobHULTBA) - 3MiHa TepMiHy NpUAaTHOCTI B
cneumdikaLii Ha NPOMiXKHY Ta Hepo3dacoBaHy
npoaykuito. 3atBepaxeHo: TepMiH npugaTHOCTI macu
ons TabnetyBaHHst — 5 i6 TepmiH npuaaTHocTi
Tabnetok-aaep — 3 Lobu TepmiH npuaaTHoCTi
HepoacacoBaHoi npoaykuii — 10 gi6é 3anponoHoBaHo:
TepMiH npugaTHOCTI Macy gnsa TabnetyBaHHs — 10 4i6
TepMiH npugaTHocTi Tabnetok-agep — 20 fié TepmiH
npuaaTHocTi HepoadacoBaHoi npoaykuii — 30 aib -
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNpobyBaHb abo
[OMyCTUMMNX MEX, BCTAHOBNEHUX y cneundikauisix, nig
Yac BMPOGHMLITBA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM) - 3MiHa YaCTOTM KOHTPOJSIO NMOKa3HUKIB
"KinbkicHe BU3Ha4yeHHs" (B cneuudikauii NpoOMiKHOT
npoaykuii (Maca anst TabnetyBaHHsA Ta TabneTku-
sagpa)) Ta "OfHopigHICTb BMICTY Ait040i pe4oBMHN B
OAMVHWLi O30BAHOrO MikapCbKoro 3acoby
ecumtanonpamy " B cneuundikauii n(poMixXHOI NpoayKuii
(maca gns TabneTtyBaHHs1), a came LOMOBHEHHs!
NPUMITKOIO «** - MOKa3HUK KOHTPOIOETLCSA Nif Yac
Banigauii BUpobHMYoro npouecy». 3aTBepmKeHo:
MpomixxHa npoaykuis. Maca gns TabnetyBaHHs
KinbkicHe BM3HauyeHHst OQHOPIAHICTb BMICTY Aito4oi
PEYOBMHM B OAMHWLI J,O30BaHOrO fikapcbkoro 3acoby
ecuuTtanonpamy MpomixHa npoaykuis. Tabnetku-sagpa
KinbkicHe Bu3HayeHHs 3anponoHoBaHo: [MpoMixHa
npoaykuis. Maca gns TabnetysaHHs **KinbkicHe
BM3HAYEHHS ** -MOKa3HWK KOHTPOMETLCSA Nif Yac
Banigauii BupobHuyoro npouecy OAHOpIAHICTL BMiCTY
LitoY401 pe4oBMHU B OAMHULI AO30BaHOrO fikapCbKoro
3acoby ecuuTtanonpamy** ** - nokasHuK

KOHTPOMKETLCA N Yac Banigauii BUpobHn4oro
npotecy - lMpomixHa npoaykuis. TabneTtku-agpa
KinbkicHe BU3HaueHHs **KinbkicHe BU3Ha4YeHHs ** -
NOKa3HUK KOHTPONIOETLCA Mif Yac Banigawii
BMpoBHMYOro npouecy

62.

riNOTIA3NA®

TabneTku no 25 mr;
Ne 20: no 20
TabneTok y 6nictepi;
no 1 6nictepy y
KapTOHHiIN kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

BUPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOSb SKOCTi Ta
Bunyck cepii 113 (3a
BUKIIOYEHHAM
MikpobionoriyHoro
TecTyBaHHs1): Onenna
Xernckea XaHrepi
K., YropwuHa;
MikpobionoriuHe
TecTyBaHHs T13:

YropwuHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHWX faHnx Npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iCHeHHs dhapmakoHarnsgy (BKrovaym
KOHTaKTHi iaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-

3a
peuenmom

UA/7593/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
XIHOIH 3aBoa canina cuctemu chapmakoHarnsgy) 3miHa
dapmaueBTNYHUX Ta MicLe3Haxo4KeHHs macTep-aiina cucremu
XimivyHux MNpoaykTis dapmakoHarnagy. 3MiHa micus 3giNCHEHHS OCHOBHOT
Mpausit Ko. J114. [isAnbHOCTI 3 apmakoHarnagy
(XIHOIH NMpaitsit Ko.
JIt4.) - nignpnemcTeo
lOnecr, YropLumHa;
XIHOIH 3aBog
PapmaueBTNYHUX Ta
XimivyHux MNpoaykTis
Mpawsit Ko. 14.
(XIHOTH Mpaiisit Ko.
JIt4.) - nignpnemcTeo
YaHikBenba,
YropwmHa
63. | FINOTIA3NA® Tabnetkun no 100 mr; TOB YkpaiHa BUPOGHMLTBO, YropwuHa BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu | 3a UA/7593/01/02
Ne 20: no 20 "CaHoi- nepBuHHE Ta TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
TabneTtok y 6nicrepi; ABeHTIC BTOPWHHE NaKyBaHHS, cdapmakoHarnsgy. BeegeHHs abo 3amiHv oo
no 1 Gnictepy y YkpaiHa" KOHTPOSb AKOCTi Ta y3ararnibHeHuX AaHux Npo cuctemy dapmakoHarnagy
KapTOHHIN kopobui Bunyck cepii M3 (3a (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
BUKIMIOYEHHAM capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
Mikpo6ionoriyHoro BiAnoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
TecTyBaHHs): Onenna KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
Xenckea XaHrepi 30iNCHeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
KdT., YropwumHa; BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
MikpobionoriyHe 3a 3[ilCHeHHs1 hbapmakoHarnsay (BKoYaym
TecTyBaHHs 13: KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
XIHOIH 3aBon darina cuctemun chapmakoHarnsigy) 3miHa
PapmaueBTNYHUX Ta MicLle3Haxo4KeHHs MacTep-daiina cucremu
XimiyHunx MpoaykTis apmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOIT
MpawsiT Ko. Jl74. [isnbHOCTI 3 hapmakoHarnsagy
(XIHOIH NMpaitsit Ko.
Jltg.) - nipnpuemcteo
HOnecrt, YropLumHa;
XIHOIH 3aBog
dapmaueBTUYHUX Ta
XimiyHunx MpoaykTis
Mpaweit Ko. NlTa.
(XIHOIH NMpaitsit Ko.
JIta.) - nipnpuemcteo
YaHikeenba,
YropwwmHa
64. | FMAHOYM cnpew Ans poToBoi MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 6e3 nionsiz UA/17869/01/01
NOPOXHWHM, 1,5 "XIMOAP "XIMOGAPM3ABO[ TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma ae
mr/mn no 30 mn y M3ABO[ "YEPBOHA 3IPKA" Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
dnakoHi 3i cnpen "YEPBOH noceigyeHHs1). 3MiHa HaliMeHyBaHHS 3asiBHUKA Y
HacocoM Ta A 3IPKA" 3B’A3KY 3i 3MiHOIO OpraHisaLiiHo-npaBoBoi opMu
Hacagkow nignpvemcTea. BBegeHHs 3MiH NpoTsrom 6-Tu Micsiuis

NOBOPOTHOIO; Mo 1
dnakoHy y nayui

nicns 3aTBepaKeHHs. 3MiHu | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
roTOBOrO NiKapCbKoro 3acoby, BKIYa4umM SinbHUL
BUMYyCKy cepii abo MicLie NpoBeAEHHS KOHTPOMIO
SIKOCTI. (BisnbHICTb, 3a sIKy BignoBigae
BUPOGHMK/IMNIOPTEP, BKIOYAOYM BUMYCK CEPIlt).
3MiHa HaiMeHyBaHHS1 BUPOOHMKA Y 3B’s13KY 3i 3MiHOO
opraHisauinHo-npaBoBoi hopMu NignpuemcTaa. Takox
[OOMOBHIOETLCS! HANMCAHHS aapecy y BiAMoBIAHICTb A0
aitoyoi niueHsii. BupobHuya ainbHUUS Ta Bei
BUPOGHMUI onepauii 3anvwarTbest 6e3 3MiH. 3MiHu
BHECEHO B po3ainu "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpOOHMKa Ta agpeca Micus
NPOBafXXeHHA NOro AisnbHOCTI" B iHCTPYKUiO Ang
MEAMYHOro 3acTOoCyBaHHS Ta K Hacnigok - BignoBigHi
3MiHW Y TEKCTi MapKyBaHHS YNaKOBKU MiKapCbKOro
3acoby. BBeneHHsi 3MiH npoTarom 6-T1 micsauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHM). 3MiHM BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOT
ynakoBKW nikapcbkoro 3acoby y n. 17 IHLWE. BBeaeHHsi
3MiH NPOTSArom 6-TW MICSILIB MiCNsi 3aTBEPAKEHHS.
65. | TMEBO TabneTkn, BKpUTI CmeHmapk IHgis meHmapk IHais BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a UA/8751/02/01
o6onoHkoto, no 250 dapmacbk dapmacbkioTrkana TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 5 TabneTtok y loTrKan3 INro. dapmakoHarnsagy (iHwi 3amiHn) 3miHn BHeceHo B n. 17.
6nictepi; no 1 abo ITa. IHLE TekcTy mapKyBaHHsSi BTOPMHHOI YNaKoBKM
no 2 Gnictepny nikapcbkoro 3acoby, a came: BuganeHo iHgopMadiio
KapTOHHIN ynakoBLi NpO eKCKIMO3NBHOrO ANCTprb'toTopa. TepMiH BBEAEHHS
3MiH - NpoTsAroM 6 MicsuiB nicns 3aTBepAKEeHHS
66. | TMEBO TabneTkn, BKpUTI "meHmapk IHAis neHmapk IHAisA BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/8751/02/02
obornoHkoto, no 500 dPapmacb dapmacbioTukans Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 5 TabneTtok y loTuKan3 Iita. apmakoHarnsgy (iHwi amiHn) 3miHn BHeceHo B n. 17.
6nictepi; mo 1 abo IiTo. IHLWE TekcTy MapKyBaHHSI BTOPUHHO| YMaKOBKM
no 2 6nictepuy nikapcbKoro 3acoby, a came: BuaaneHo iHgopMadiio
KapTOHHIN ynakoBLi NpO EeKCKIO3NBHOMO ANCTpMG'toTopa. TepMiH BBEAEHHS
3MiH - NpoTsAroM 6 MicsuiB nicns 3aTBepAKeHHS
67. | Tnoay NUCTA | nucta i ksiTkn no 50 MpAT Ykpaina MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes UA/6040/01/01
| KBITKU rabono60ry "NikTpasun" TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma
navkax 3 BHYTPILHIM Cunctema KoHTenHep/3akynoproBanbHuiA 3acib (iHLwi
naketom; mo 1,5r 3MiHW) - BHECEHHS 3MiH 40 HOPMYBaHHS NOKa3HWKIB
abono25ry «lpeHTudikauis (30BHiLLHI 03HaKN)» (ogaBaHHS onucy
dinbTp-nakeTi; No NniBKM NakyBanbHoi ); « TOBLLMHA MNiBKU» (YTOYHEHHSI
20 cinbTp-nakeTiB y [OMyCTUMMX HOPM MOKa3HKKa) cneumdikaLii 3
nayui abo y nayui 3 KOHTPOMO NEPBMHHOIO MakKyBarnbHOro MaTepiany Ans
BHYTPILLHIM MakeTom ynakosku o 50 r Ta no 60 ry nayui 3 BHYTPiLLHIM
nakeToM (nniBka nakyBarnbHa (NepBUHHA).
68. | TNYTAPTIH Tabnetku no 0,25; TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 6e3 UA/4022/02/01
no 10 Tabnetok y TBO 3 BUPOOHMLTBA, Tmny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMin 3acib. peuenma
6nictepi; no 3abo 6 | OBMEXE KOHTPOMNb SIKOCTI, Cunctema KOoHTenHep/3akynoptoBarnbHuii 3acit. 3miHa
GnicTtepiB y HOIO BUNYCK cepii: nocTayarnbHvKa nakyBanbHUX matepianis abo
KapTOHHiIl kopobui BIONOBIA ToBapwucTBo 3 KOMMIEKTYIOUMX (SKLLO 3a3HAaYeHO B JOCHE) (3aMiHa
ANbHICT obmexeHo abo fodaBaHHA nocTavanbHvKa).
0 BiANOBIgANbHICTHO [opaTtkoBo A0 3aTBEPAXKEHOrO BUPOGHMKA NEPBUHHOMO
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep

n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20

3acoby ynakoeka) HS noceio4yeHHs1
«KOPINOP "®apmaueBTUYHa nakyBaHHsi (AT «TexHonorisi», YkpaiHa) BBOAUTbCS
ALIIA KomnaHis "3gopos'a"”, HOBUIA BUPOGHMK chonbrv antomiHieBoi TOB
«340POB YkpaiHa; «Antpeng», YkpaiHa. Cneundikauii Ta metoam
"Ax BCi cTaaii KOHTPOIIO SKOCTI iA€HTUYHI. AKiCHi abo KinbKiCHi 3MiHM
BMPOOHMLTBA, cknagy nakyearnbHOro matepiany BiACyTHi. 3MiHu |
KOHTPOMb AKOCTI, Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3acib.
BUNYCK cepii: CuctemMa KoHTelHep/3akynoptoBarnbHui 3acib. 3miHa
ToBapucTso 3 nocrayanbHuka nakyBarnbHUX MaTepianis abo
obmexeHo KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B [OCHE)
BiANOBIganNbHICTIO (BUNy4YeHHs nocTavarnbHmKa) -
"OAPMEKC IPyT11", Buny4yeHHs 3aTBepaxeHOro nocradyanbHuKa
YkpaiHa NepBMHHOrO NakyBaHHA onbru antoMiHieBoi BAT
«Pycan CasHan», pociicbka begepadisi.
3aTtBepmkeHo: BAT «Pycan CasiHan», pociiicbka
cdenepauisa; AT «TexHonorist», YkpaiHa.
3anponoHoBaHo: AT «TexHornoris», YkpaiHa. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib.
Cuctema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
nocTayarnbHvKa nakyBanbHUX matepianis abo
KOMMMAEKTYIOUMX (SIKLLO 3a3HAaYeHO B 4OCHE)
(BUNYYEHHS NocTayanbHuka) - BunyyeHHs
3aTBEpOKEHOro nocTavanbHyka NepBUHHOIO
nakyBaHHs nniBku nonisiHinxnopugHoi TOB «KnekHep
MenTannact PYC», pocilicbka denepauisi.
3aTBepoKeHo:
TOB «KnekHep MNenTtannact PYC», pociiicbka
depnepauisi; Rockman Company Ltd, China*
*komnaHist Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHM4OI0 AinbHULED.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHis Rockman Company Ltd, China € kepyto4oto
KoMnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHM4OI0 AinbHULEK.

69. | TNYTAPTIH Tabnetkn no 0,75 ; TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpauinHmux martepianis: 3miHu | 6e3 UA/4022/02/03
no 10 TabneTok y TBO 3 BUPOGHMLTBA, TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma
6nictepi; no 3abo 5 | OBMEXE KOHTPOMb SIKOCTI, CucTtema KoHTeHep/3akynoptoBarbHuii 3acib. 3miHa
GnictepiB y HOIO BUWMYCK cepil: nocTayarnbHvKa nakyBanbHUX martepianis abo
KapTOHHiI kopobui BIANOBIO ToBapucTso 3 KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B JOCbE) (3aMiHa

AJNBHICT obmexeHoto abo goaaBaHHs nocTavanbHuKa).
10) BiZNoOBIganbHicTO [opaTtkoBo [0 3aTBEPAKEHOrO BUPOOHMKA NEPBUHHOMO
«KOPTIOP "®apmaueBTUyHa nakyBaHHsi (AT «TexHonorisi», YkpaiHa) BBOAUTbCS
AUIA KomnaHisi "3nopos'a"”, HOBUI BUPOBHWMK chonbr antoMiHieroi TOB
«300POB YkpaiHa; «Antpeng», YkpaiHa. Cneundikaii Ta metoam
A» BCi cTagii KOHTPOIMIO SIKOCTi iAeHTUYHI. AkicHi abo KinbKiCHI 3MiHK
BUPOGHMLTBA, cknagy nakyBarnbHOro Matepiany BiACyTHi. 3MiHu |
KOHTPOMNb SIKOCTI, TMny - 3MiHK 3 SKocTi. [OTOBMI Nikapcbkui 3acib.
BUWMNYCK cepil: Cunctema KoHTeNHep/3akynoptoBarbHuii 3acib. 3miHa
ToBapucTBo 3 nocTayarnbHvKa nakyBanbHUX matepianis abo
obmexeHo

BiANoBiganbHICTIO

KOMMMEKTYIOUMX (SKLLO 3a3HaYeHO B JOChE)
(BUMYYEHHS NocTayanbHuKa) -
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
"®APMEKC I'Pynmn", BunyyeHHs 3aTBepO)KeHOro nocrayanbHuka
Ykpaina nepBUHHOIO NakyBaHHs honbrn anomiHiesoi BAT
«Pycan CasiHan», pocilicbka begepadisi.
3atBepokeHo: BAT «Pycan CasiHany», pociicbka
denepauis; AT «TexHonorisi», YkpaiHa.
3anponoHoBaHo: AT «TexHornoris», YkpaiHa. 3MiHu |
Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6.
Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
nocTayarnbHvKa nakyBanbHUX matepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B JOCHE)
(BUNYYeHHA nocTayanbHuka) - BunyyenHs
3aTBEpOKEHOro nocTavanbHyka NepBUHHOTO
nakyBaHHs nniBku nonisiHinxnopugHoi TOB «KnekHep
MenTannact PYCy, pociiicbka denepadis.
3aTBepoKeHo:
TOB «KnekHep MNeHTannacTt PYCy», pociicbka
depepauisa; Rockman Company Ltd, China*
*komnaHisit Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpobHUYOIO AinbHULED.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHisit Rockman Company Ltd, China € kepytoyoto
KomnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpoGHUYOI0 AinbHULED.
70. | TNYTAPTIH Tabnetkn no 1 r; no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 6e3 UA/4022/02/02
ANKOKINIH 1 TabneTtuiy TBO 3 BUPOOHMLTBA, THny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCbkMI 3acib. peuenma
GnicTepi; no 2 OBMEXE KOHTPOMb SIKOCTI, Cuctema KoHTelHep/3akynoptoBarbHuii 3acib. 3miHa
Gnictepun y HOIO BUMYCK cepii: nocTayarnbHvKa nakyBanbHUX maTtepianis abo
KapTOHHIN kopobLyj; BIOMOBIO ToBapucTBo 3 KOMIMIIEKTYHOUMX (SIKLLO 3a3HAYEHO B LOCLE) (3amiHa
no 10 Tabnetok y ANBHICT obmexeHoto abo gofaBaHHSA nocTavanbHyKa) BBEAEHHS HOBOTO
6nicTepi; no 1 10] BiAnoBiganbHicTo BUPOGHMKa NEPBUHHOIO NakyBaHHS honbru
6nictepy B «KOPTIOP "®apmaueBTiHa antomiHieBoi TOB «Antpeng», YkpaiHa. Cneundikauii
KapTOHHiI kopobui AUIA KomnaHisi "3gopos'a"”, Ta METOAM KOHTPOMO SIKOCTi ieHTUYHI. AkicHi abo
(ans BupobHKKa «300POB YkpaiHa; KinbKiCHI 3MiHM cknagy nakyBanbHOro martepiany
ToBapucTso 3 "An BCi cTagii BiACYTHI. - 3MiHu | Tuny - 3miHun 3 AkocTi. FoToBUIA
obmexeHoto BUPOGHMLTBA, nikapcbkuii 3aci6. Cuctema
BignoBiganbHiCTIO KOHTPOMb SIKOCTI, KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
"®apmaueBTnyHa BUNYCK cepii: nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMaHisi ToBapucTso 3 KOMMMEKTYHUMX (SIKLLLO 3a3HaYeHO B JOCHE)
"3popos’a™, obmexeHo (BUNYYeEHHS nocTayanbHuka). BunyyeHHs

Ykpaina); no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHiIN kopobuyi
(ans BupobHMKa
ToBapwucTtBo 3
obmexeHoto
BiANoBiganbHICTIO
"®APMEKC IPyM",
YkpaiHa)

BiANOBiganbHICTHO
"®APMEKC I'Pynmn"
YkpaiHa

3aTBepOKeHOro nocravanbHviKa NepBUHHOTO
nakyBaHHs donbru anoMiHieoi BAT «Pycan
CasiHany, pociicbka deaepadis. - 3MiHu | Tuny -
3MiHu 3 akocTi. FoToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
nocrayanbHuKa nakysasnbHUx maTepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HAaYeHO B JOCHE)
(BMnyYeHHs nocTavanbHuka). BunyyeHHs
3aTBEPAKEHOro nocrayanbHWka NepBMHHOIO
nakyBaHHs nriBku nonisiHinxnopugHoi TOB «KnekHep
MexTtannact PYCy, pociicbka deaepadis
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
71. | TPUN-TPAH rpaHynu; no 10 r MpAT YkpaiHa MpAT "HaujioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 6e3 UA/8300/01/01
rpaHyn y neHani "HauioHan FomeonaTnyHa Tvny - 3MiHW Wwoao 6eanekn/edekTMBHOCTI Ta peuernma
nonimepHomy, no 1 bHa Cninka" capmakoHarnsigy. BeegeHHs abo 3miHv oo
neHany B nayuj 3 [omeonat y3aranbHeHVX JaHUX Npo cuctemMy hapmakoHarnsgy
KapToHy; abo no 10 r n4Ha (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
rpaHyn y driakoHi 3 Cninka" chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
KpULLIKOtO, Mo 1 BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
hbnakoHy B nauui 3 KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
KapToHy; abono 5r 3iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWwo BoHa
rpaHyn y KOHTenHepi BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3 403yBaHHSAM, Mo 2 3a 3[iMCHeHHA dhapmakoHarnagy (BKovaym
KOHTENHEPU B Navui KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
3 KapTOHYy daiina cuctemu hapmakoHarnsgy). 3miHa
yrNoBHOBaXeHOoI 0cobu 3asiBHUKa, BiAMOBIAANLHOI 3a
tbapmakoHarnag. [itova pepakuis: TkadyeHko TeTsHa
MeTpiBHa. MNMponoHoBaHa pegakuia: Enb Kasnb
Hatanis KOpiiBHa.
72. | QEBO®PEMIH® TabneTkn, BKpUTI TOB YkpaiHa Mibe M'mB6X HimeuyunHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/17211/01/01
30 NNiBKOBOO «MIBE ApuHanmiTTeNb Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom
o6ornoHkoto, no 0,03 | YKPAIHA» CvicTeMa KOHTeHep/3akynoproBasibHui 3aci6. 3miHa y
mr/0,15 wmr; no 21 NEePBWHHIN yNakoBLi FOTOBOrO Nikapcbkoro 3acoby
Tabnetui y 6nictepi, (siKicHWIA Ta KinbKicHUIA cknag) - Teepai nikapcbki
no 1, abo no 3, abo dopmu - oHoBReHHSA p. 3.2.P.7. Cuctema KoHTerHep/
no 6 Gnictepis y 3aKkynoptoBarbHui 3acib, a came 3asBHUK Joaae
KapTOHHiI kopooLi NOCUNaHHA Ha Te, WO XOAeH 3 MaTepianis, aKi
BVKOPVCTOBYIOTBCS ANA NEPBUHHOIO NaKyBaHHS, He
MicTUTb nitrocellulose, ockinbku B Aesikux ocobnmeo
CTapux 3asiBax nocravarbHUKIB 3a3Ha4YeHo, Lo
nitrocellulose BUKOPUCTOBYETLCA AK I'PYHT ANSA
apykapcbkoi dapbu. AntomiHieBa conbra 3
HITPOLIENION030t0 BXE AaBHO HE BUKOPUCTOBYETHCS.
3axucHuii edpekT antomiHieBoi donbri 0bymoBneHui
antoMiHiEBUM LLIAPOM, SIKUA He ByB 3MiHeHUIA. XKoaHnx
3MiH He Byno BHeceHo Ao cneuudikadi Ta meTois
BMNpobyBaHHS ynakoBku. B pamkax Lmx 3MiH OHOBMeEHi
OKpeMi YacTuHU chopMyrtoBaHb Ta hopmat BCbOro
poaginy 3.2.P.7., BHeceHi pefakuiiHi 3miHW. 3MiHu |
TMny - 3MiHK 3 SKocCTi. [O0TOBMI Nikapcbkuin 3acib.
CuncTtema KoHTelHep/3akynoptoBarbHuii 3aci6. 3miHa
nocTayarnbHuKa nakyBanbHUX maTtepianis abo
KOMMMEKTYIoUMX (SIKLLO 3a3HayeHo B JOChE)
(BUNYYEHHN NocTayYanbHUKa) - OHOBMEHHS p. 3.2.P.7.
CuncTtema koHTeHep/ 3akynoptoBanbHuUiA 3acib, a came
BUITy4YEHO BCi MOCUMNaHHSA Ha Pi3Hi Ha3BU BUPOBHWKIB,
3a BUHSATKOM Ha3B, 3a3HayeHux y exemplary technical
documentation
73. | OEKBANIHIKO NOpOLLOK AT YkpaiHa Jlebca IcnaHis BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3miHu | - UA/10787/01/01
Xnoeug (cybcTaHuis) B "®apmak” TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
MiLLIKax

nonieTuneHoBmx
noABiviHUX Ans

Ta/abo agpecu 3asBHUKa (BNacHWKa peecTpauiniHoro
NocBiAYEHHS) - 3MiHa HaiMeHyBaHHSA Ta agpecu
3asiBHMKa (BNacHUKa peecTpauiiHoro NocBig4eHHs).
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUpPOBHMLTBA
HECTEPUIbHUX
nikapcbkux hopm

3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa BignoOBIAHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€Bponenckkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€Bponeickkin hapmakonei) - HoBuin ceptudikar Big
BXE 3aTBEpAXEHOro BUpobHuka. MoaaHHs HOBOro
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei Ne RO-CEP 2019-026 - Rev 01 gns
aitoyoi pevosuHn Dequalinium chloride Big Bxe
3aTBepakeHoro BMpobHuka Laboratories Espinos Y
Bofill S.A. (LEBSA), IcnaHis (3amiHa DMF Version 8
2010-06-10). 3miHu | TNy - 3MiHKM 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIgHOCTI €Bponeinchkin thapmakonei/MoHorpadir.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUNYyYeHHs cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
ONns BUXiQHOro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
ONs AONOMIXKHOI pevoBuHK (cepTuddikat BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BMpobHuka. MNogaHHs
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne RO-CEP 2019-026 - Rev 02 gns
aitoyoi pevoBuHu Dequalinium chloride Bupo6Huka
Laboratories Espinos Y Bofill S.A. (LEBSA), IcnaHis.
Ak Hacnigok, Biabynucb 3MiHM B
cneuudikauii/meTogax koHTponto A®I, B po3aini
YnakoBka (3aTBepmxeHo: B Millkax nonieTnuneHoBux
noABiINHNX, 3a0e3nevYeHnx eTUKeTKkaMmu;
3anpornoHoBaHo: B milkax nonieTuneHoBMx NoaBinHMX
3 OcyLUyBayeM MK HUMU, BKNageHi B NonieTUneHosi
6apabanu). 3miHn | Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. 3miHu,
NnoB'A3aHi 3 HeOOXIAHICTIO NpMBEAEHHS Yy BiANOBIAHICTD
0o moHorpadii ®Y abo €sponencbkoi hapmakoneri,
abo iHWoi HauioHanbHOT hapmakonei aepxasu €C
(iHWi 3MiHN) -
npvBeAeHHs cneuudikadii/meToaiB KOHTPOHO Aitoyoi
peyoBuHU Dequalinium chloride 3a nokasHvnkom
«lpeHTndikauisi» y BignoBigHICTL 4O BUMOr
MoHorpagii €P*.

74.

OEKETA

pO34MH Ans iH'ekuin,
50 mMr/2 mn; no 2 mn
B amnyni; no 6

MicTtpan
Kenitan
MeHemxm

AHrnia

BEM Inay CaH. Be Tik.
A.C.

TypeuuunHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa

3a
peuenmom

UA/20346/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
aMnyn B KapTOHHIN €eHT napameTpiB cneuudikauin Ta/abo 4onyCcTUMMNX MeX
KopobuLi Timiteq roTOBOrO fikapCbKoro 3acoby (iHLwi 3miHK) -
KopuryBaHHs cdbopmynioBaHHSA [OMYCTUMUX NOKa3HMKa
"MposopicTb"
3MmiHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUi
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BuUNpobyBaHHS roTOBOrO MikapcbKoro
3aco0y (He3HayHa 3MiHa y 3aTBEPPKEHUX METOAAX
BUNpoOyBaHHS) - HeaHauHi 3MiHM y meToaax
BMNPOOYBaHHSA 3a Noka3HMKoM «KinbkicHe BU3HaYeHHs
OekckeTonpodpeHy», «lgeHTudikauis/KinskicHe
BM3Ha4yeHHs ETaHony» B MKA J13 npuBeaeHo y
BiANOBIOHICTb A0 OpUriHanNbHWUX AOKYMEHTIB
BMPOBHMKa.
75. | OEKCA- renb, no 12,5 mr/r; TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/19263/01/01
300POB'A no 50 ra6o no 100 r TBO 3 obmexeHoto TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
y Ty6i; mo 1 1y6i y OBMEXE BiAMOBIAAMNbLHICTIO apmakoHarnsaay (iHwi 3amiHw).
KopobLji 3 KapTOHY HOKO "®apmMaueBTUYHa 3MiHWN BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI (M. 5,
BIOMOBIO KoMnaHisi "3gopos's" 6) Ta BTOpMHHOI (n. 5, 11, 17) ynakoBOK nikapcbkoro
AJTbHICT 3acoby, a TakoX BUIYyYeHO iHpopmaLlito, 3a3HayeHy
16} POCICbKOI MOBOH; BHECEHO HE3HaYHI pefakLinHi
«KOPINOP npaskun. TepMmiH BBEAEHHSA 3MiH NpoTaromM 6 Micsauis
ALlIA nicnsi 3aTBepOXKEeHHS.
«300POB
Ay
76. | OEKCITAHT® Kancynu 3 Takepna CWA BUPOOHMLTBO 3a Himeuumnna/ BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3minu | 3a UA/13660/01/01
mMoaundikoBaHUM dapmacb NOBHWUM LIMKIMOM: IpnaHgis/ TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
BUBINTbHEHHSAM toTiKanc Takepa M'M6X, micue ITanis Ta/abo agpecu 3asBHUKA (BNAcHUKa peecTpauiniHoro
TBepai no 30 mr; no CLUA, IHk. BUpOBHMUTBA noceigyeHHs). 3miHa agpecu 3asiBHUKA
14 kancyn y OpaHieHbypr,
6nictepi; no 1 abo HimeuuuHa;
no 2 6nictepu B BUPOBHMLTBO
KapTOHHiI kopobui Hepo3adacoBaHol
npoaykuii:
Takepa lpnangis Jlta,
Ipnangis;
nepBUHHE Ta
BTOPVHHE NaKyBaHHS,
[03BiN Ha BUMYCK
cepii:
Hendapm Hoeapa
C.p.n., Itanis
77. | DOEKCINAHT® Kancynu 3 Takena CWA BUPOOHMLTBO 3a Himeuumnna/ BHECEHHS 3MiH O peecTpaLlinHmx maTtepianis: 3miHu | 3a UA/13660/01/02
MoamndikoBaHNM dPapmacb NOBHWUM LIMKIOM: IpnaHpis/ TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
BUBINbHEHHAM toTikanc Takena M'M6X, micue ITanis Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
TBepai no 60 mr; no CLUA, IHk. BUpOBHMLTBA noceigyeHHs). 3miHa agpecu 3asBHUKa
14 kancyny OpaHieHbypr,
6nicTepi; no 1 abo HimeuuunHa;
no 2 6nictepu B BUPOBHMLTBO
KapTOHHiIl kopobui Hepo3dacoBaHoi

npogykuii:
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Ne

Haszea

Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
Takepa lpnangia Nta,
Ipnangis;
nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
[A03BiN Ha BUMYCK
cepii:
Dendapm Hosapa
C.p.n., ITanis
78. | OEHIFTMA® TabneTkn, BKpUTI TOB YkpaiHa KYCYM XEJTTXKEP IHgis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a He UA/13254/01/02
obornoHkoto no 10 «MMEODA MNBT NTA, IHais; YkpaiHa My - 3MiHK Wopo 6e3nekn/edheKTUBHOCTI Ta peuenmom nidnse
mr; no 14 TabneTok PM NTO» AnbTepHaTUBHUN dapmakoHarnsagy. 3MiHW y KOpPOTKili XapakTepucTuui ae

y GnicTepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi;
no 14 tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIN ynakoBLyj;
no 10 KapTOHHUX
YMaKOBOK y
KapTOHHiI kopooLi

BUPOBHMK, WO
30iNCHIOE BTOPUHHE
nakyBaHHs1, KOHTPOIb
SKOCTi Ta BMNYCK cepii:
TOB "KYCYM ®APM",
YkpaiHa

nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionogibHMx nikapcbKnx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye HadaHHs
XOAHUX HOBUX A0AATKOBUX AAHUX) - 3MiHN BHECEHO
00 IHCTPYKUiT 4Nna MegMyHOro 3actocyBaHHs
nikapcbKkoro 3acoby y po3ainu "dapmakosnoriyHi
BnactumeocTi", "lMokasaHHs", "lMpoTunokasaHHs",
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
Buav B3aemogin”, "OcobnmBocTi 3acTocyBaHHsS",
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyoao”, "3aaTHicTb BNMBaTK Ha WBMAKICTb peakwii
npu KepyBaHHi aBTOTpaHCNOPTOM abo iHWNMK
mexaHiamamu”, "Cnocib 3actocyBaHHsA Ta Jo3un",
"Oitn", "Mepeno3ysaHHs", "MobiyHI peakuii” 3rigHo 3
iHdbopMmaLiieto Woao MeaNYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (ABIKCA,
TabneTku, BKpUTI NniBkoBoto 06050oHkoto, no 10 mr).
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPAKEHHSI
3minu | Trny - 3miHn woao 6esnekn/edekTMBHOCTI Ta
apmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
30060B'A3aHb Ta YMOB Buaaui peecTpaLiiHoro
NnocBigYeHHs1, BKMoYatoun MNnaH ynpaeniHHS pusmkamu
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHUM OpraHoMm)
3asiBHMKOM HagaHo oHoBNEHWI MNnaH ynpasniHHs
pu3nkamm Bepcist 3.0 3MiHM BHECEHO 40 YacCTWH:
| «3aranbHa iHdopmaLis»
Il «Cneuudikauis 3 6e3neku»
Il «[MnaH 3 dhapmakoHarnsgy»
V «3axogu 3 MiHiMi3auii puaunkie»
VI «Pe3tome nnaHy ynpasniHHS pusnkammn»
VIl «QopaTku» (gopaTku 7-8)

y 3B’A3Ky 3 OHOBIIEHHSAM iHGopMaLii 3 6e3neku firoyoi
PEYOBMHM MEMaHTUH BigMNoOBIgHO A0 aKTyarnbHOI
pedepeHTHOI iHbopmaLii, a TakoX y 3B'A3KY i3 3MiHOO
dopmaty BignosiaHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).
Pestome MNMnaHy ynpaeniHHs pusukamm Bepcis 3.0
AO[AaeTbCS.
3MiHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm)
3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain "lMobiyHi
peakuii” Woao BaXNMBOCTI 3BiTyBaHHS NPo NobiyHi
peakuii. BBegeHHs 3MiH npoTarom 6-tu micauiB nicns
3aTBEPAKEHHS
79. | DEHTATENb® renb Ans [icex; no MPAT YkpaiHa BigNOBiganbHUI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiHux maTepianis: 3MiHu | 6es UA/6966/01/01
20 r y Ty6i; no 1 Ty6i "®ITOPA BMPOBHMLTBO, Tmny - 3MiHn 3 axkocTi. A®L. (iHwWi 3miHn) - OHOBREHHS peuenma
B MayLji 3 KApTOHY PM" nepBuHHE, BTOPUHHE martepianis DMF gitoyoi pedoBuHu 3 Bepcii 3, 2017 p.
nakyBaHHS, KOHTPOSb Ha Bepcito 2, 2023 p.
AKOCTI Ta BUMNYCK cepil: Po34yunH xnoprekcuanHy AurnoKoHaTy BUPOOHMKa
MPAT "®ITOOAPM", Basic Pharma Life Science Pvt. Ltd, IHais. 3miHn |
YkpaiHa; THny - 3MiHm 3 sikocTi. ADI. (iHwWi 3miHM) OHOBREHHS
BignoBiganbHuMi 3a maTtepHianis DMF gitodoi peyoBuHn MeTpoHigasony
BUPOGHMLTBO, GeHsoaT BnpobHuka Aarti Drugs Limited, IHgis 3 Bepcii
nepBuHHE, BTOPUHHE 7, 2019 p. Ha Bepcito 11, 2024 p.
nakyBaHHs1, KOHTPOIb
akocti: AT
"INy6Hndapm",
YkpaiHa;
BiANoOBiganbHUI 3a
BUMYCK cepii, He
BKITHOHAI0UM
KOHTpOnb/BUNpobyBaH
HA cepii: MPAT
"OITOPAPM",
YkpaiHa
80. | OXKOKEP CycneHsis opanbHa AnbneH HimeyumnH BUPOGHMLTBO, IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/18813/01/01
no 25 mr/mn, no 30 Papma a nepBuHHe Ta Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuernmom
My dprnakoHi 3 m6X BTOPWHHE MaKyBaHHS cepTudikaT BignoBigHOCTI €EBponenchkii

[A03YI04YVM HAcoCOM;
no 1 dnakoHy y
KapTOHHiI kopobui

Ta BUNyCK cepii
roTOBOro MiKapCbKOro
3acoby:
EOE®APM, C.11.,
Icnanis;
KOHTPOIb SKOCTi Ta
BUNYCK Cepii roTOBOro
nikapcbKkoro 3acoby:
PAPMANIOEP, C.A.,
IcnaHis;
MikpobionoriyHmimn
KOHTPOMb:
BIONAB, C.1., IcnaHis

apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: ana A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelickkint hapmakonei) - OHoBneHun cepTudikar
Bifl y>Ke 3aTBepAKEHOro BUPOOHMKa - NOAAHHS
OHOBMEHOro cepTudikaTy BiANoBiAHOCTI EBpONEChKiN
capmakonei R1-CEP 2013-219- Rev 00 Big
3aTBepakeHoro BupobHuka MSN ORGANICS
PRIVATE LIMITED gns gito4oi pe4oBuHM
cungeHaginy uutpar (3aTBepmxeHo: RO-CEP 2013-
219- Rev 02; sanponoHoBaHo: R1-CEP 2013-219- Rev
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

00). 3miHm | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa BignoOBIAHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€Bponenckkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif y)X€ 3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHS
OHOBJIEHOrO cepTudikaTy BiANOBIAHOCTI €BpONEnChbKil
capmaxkonei R1-CEP 2013-219- Rev 01 Big
3aTBepakeHoro BupobHuka MSN ORGANICS
PRIVATE LIMITED ans gito4oi pe4oBuHu
cungeHadiny untpar

81.

ANTrOKCUH-
300POB'A

Tabnetku no 0,25
mr; no 10 TabneTok
y GnicTepi; no 5
6nictepis y
KapTOHHiIN kopooLyj;
no 50 Tabnetok y
onictepi; no 1
Gnictepy B
KapTOHHiIN kopooLyj;
no 50 Tabnetok y
Gnictepax

TOBAPUC
TBO 3
OBMEXE
HOIO
BIOMOBIO
AJTbHICT
10)
«KOPINOP
AUIA
«300POB
Ax

Ykpaina

ToBapucTBo 3
obMeXxeHo
BigNoBiganbHIiCTIO
"®apmaueBTUYHa

KoMnaHisi "3gopos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6.
CuctemMa KoHTelHep/3akynoptoBarbHuiA 3acib. 3miHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMMNEKTYHUMX (SIKLLO 3a3HAYEHO B LOCLE) (3amiHa
abo goAaBaHHA nocTavanbHYKa) BBEAEHHS HOBOTO
BMPOBHVIKa NEPBNHHOIO NaKkyBaHHSA honbrn
antomiHieBoi TOB «Antpeng», YkpaiHa. Cneundikauii
Ta MEeTOAM KOHTPOSO AKOCTI igeHTUYHI. FAkicHi abo
KINbKiCHI 3MiHM Cknagy nakyBanbHOro marepiany
BiACyTHi. - 3miHu | TMny - 3miHuM 3 sKocTi. MoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocrayanbHuKa nakysarnbHWX MaTepianis abo
KOMMINEKTYIOUMX (AKLLO 3a3Ha4YeHO B OCHE)
(BUNyYeHHs nocTayanbHuka). BunyyeHnHs
3aTBEPAKEHOro nocrayanbHWKa NepBUHHOIO
nakyBaHHs1 donbru anoMiHiesoi BAT «Pycan
CasHan», pocinceka deaepauis. - 3MiHu | Tuny -
3miHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acid. Cuctema
KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMINEKTYIOHMX (AKLLO 3a3Ha4YeHO B 4OCHE)
(BMNyYeHHs nocTavanbHuka). BunyyeHHs
3aTBepOKeHOro nocravanbHviKa NepBUHHOTO
nakyBaHHsi NniBku nonisiHinxnopuaHoi TOB «KnekHep
MeHTannact PYC», pocilicbka dpeepauisi.

3a
peuerimom

UA/4231/01/01

82.

AWKNACEN

PO34MH Ans iH eKLiNA,
no 2 mn B amnyni;
no 5 abo 10 amnyn y
navuj 3 KapToHy

TOB
«DPAPMA
CEJ»

YkpaiHa

TOB «®APMACEI/»

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUINYyYEHHs cepTudikaTa BignoBiaHOCTI EBpoNEnChKil
capmakonei: ans A®I; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpoAykKTy, Lo

3a
peuerimom

UA/20506/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o
noceio4yeHHs1

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHu cepTudikaT
Bif y)Xe 3aTBepKeHOro BUpobHMKa nogaHHst
OHOBMEHOro cepTudikaTy BiANOBIAHOCTI EBPONENCHKIN
dapmakonei Ne CEP 1996-020-Rev 09 (3aTBepaXeHo:
R1-CEP 1996-020-Rev 08) ons 4itoyoi peqoBuHM
Lidocaine hydrochloride monohydrate Big Bxe
3aTBepakeHoro BupobHuka MOEHS IBERICA S.L.,
Icnanis.

83.

OWKIOCAH

renb no 40 ry Ty6i;
no 1 1y6i y nayui 3
KapToHy

AT
"Ny6HNdpa
om"

Ykpaina

AT "Ny6Hndbapm”

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy
(iHWi 3miHW) - 3MiHM BHECEHO 80 IHCTpyKUii Ans
ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" LLoao BaXXnMBOCTI
3BiTyBaHHSA Npo NobiyHi peakuii, Ta 4O po3ainy
"OcobnueocTi 3acTocyBaHHA" Woao 6e3neku
3aCTOCyBaHHA AOMNOMIKHOI pevoBUHW. BBeaeHHS 3MiH
npoTArom 6-Tn MicauiB Nicna 3aTBepAXeHHS. 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTumui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii
Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsipeecTpadiliHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiIXEHb, NPOBEAEHUX
BigNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHy y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeOMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby oo
po3aginie "MpoTunokasaHHsa" Ta "3acTocyBaHHsA y
nepiof BariTHocTi abo rogyBaHHs rpyaa” Wwoao
6e3nekn 3aCTOCyBaHHSA Ail040i Pe4YOBUHM AMKNodeHak
BignosigHo Ao pekomeHaauin PRAC. BeeneHHs 3amiH
npoTarom 6-Tu MicsuiB nicns 3aTBepaAXeHHs. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
bapmakoHarnsgy (iHwi amiHu). 3MiHU BHECEHO Y TeKCT
MapKyBaHHSA 40 n.2, 1.3, n.4, N.17 BTOPUHHOI ynaKkoBKn
Ta n.1, n.2, n.6 NepBMHHOI YNaKoBKN JTikapCbKOro
3acoby, a TakoX BUMY4YEeHO POCINCbKY MOBY 3 TEKCTY
MapKyBaHHS NepPBMHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKkoro 3acoby. BeBegeHHs 3MiH NpoTarom 6-tu
MicsiLiB Micnsi 3aTBEPOXKEHHS

6e3
peuenma

nionse
ae

UA/5712/01/01

84.

AWNPOCNAH®

cycneHsis ans
iH'ekuin; no 1 mn B
amnyni; no 5 amnyn
B KapTOHHIN
kopobui; no 1 mn B
nonepeaHLo

OpraHoH
CeHTpan
lct I'm6X

LLsenuapi
a

Ons amnyn: Bupo6Huk
in bulk, nepsrHHe
nakyBaHHsi: CEHEKCI
HSC, ®paHuis;
Brpo6Huk 3a noBHUM
umknom: OpraHoH

PpaHuisi/
Benbrisa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMNy - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHWX faHnx Npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,

3a
peuenmom

UA/9168/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
HanoBHEHOMY Xewct 6B, benbrisi; BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
wnpwui; no 1 [ns nonepegHbo KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa ansi
LINpULY B KOMMNEKTI HaMOBHEHWUX LUNPULLIB: 3iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWo BoHa
31ab6o 2 Bupo6HMK 3a NOBHUM BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
CTEepUnbHUMMU uuknom: CEHEKCI 3a 3[iMCHeHHA dhapmakoHarnagy (BKnoYvaym
rornikamv B HSC, ®paHuis; KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
nnacTUKOBOMY Bupo6HMK 3a NOBHUM canina cuctemn chapmakoHarnsgy) - 3miHa
KOHTEViHepi B umkriom: OpraHoH KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu 3asiBHYKa,
KapTOHHiI kopooLi XeWcT 6B, benbris BignosigansHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsg B YKpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-caina cuctemm
apmakoHarnsgy.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
85. | AIANAK Kancynu m'ski no bxn Em Ipysia Bupo6Humk IcnaHia BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu | bes UA/20638/01/01
®OPTE 240 wr, no 20 dPapmacb Hepo3dacoBaHoro Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuenma
Kancyn m'skux y toTMKanc npoayKkTy dapmakoHarnsgy. BeegerHs abo 3amiHn go
6nictepi; no 1 ITabopaTopioc Ankana y3ararnibHeHuX AaHux Npo cuctemy dapmakoHarnagy
6nictepy B nauuj 3 ®apma C.J1., IcnaHis; (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
KapTOHY BUPOBHMK capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BigNOBiganbHUIM 3a BiAnoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
NepBUHHY Ta KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
BTOPWHHY YNaKOBKY, 30iNCHeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
[003BiN Ha BUMNYCK BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
cepii: NabopaTtopioc 3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
Ankana ®apma C.J1., KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
Icnanis darina cuctemu chapmakoHarnsigy) - 3miHa
yrNoBHOBaXeHOoI 0ocobu 3asBHUKa, BiAMOBIAANLHOI 3a
hapmakoHarnsg.
Litoya pepakuis: Dea Onoprishvili. MponoHoBaHa
pepakuis: Maia Kavteladze. 3MiHa KOHTAKTHUX JaHWX
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBIiganbHOI 3a
hapmakoHarnsg.
86. | AIAHE-35 TabneTkn BKPUTI Banep Al HimeuunH nepBuHHa, BTOPUHHA HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/7893/01/01
o6ornoHkot; no 21 a ynakoBka, A03Bin Ha TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom

TabneTui y 6nictepi
3 KaneHaapHoH
LuKarnoto; rno 1
6nictepy B
KapTOHHiIl kopobuyi

BUNyck cepii: bavep
Al', HimeyuunHa;
NOBHUIN LKIT
BUpoGHMUTBa: Banep
Barimap M'voX i Ko.
K", Hime4unHa

cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINyYEHHsI cepTudikaTa BignoBiaHOCTI EBpoNenchKil
capmakonei: ans A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponevicbkint hapmakonei) - HoBui ceptudikat Big
HOBOro BMPOGHMKa (3aMiHa abo JOMOBHEHHST)
NnoJaHHsi HOBOro cepTudpikata BianoBiAHOCTI
€sponelicbkint hapmakonei Ne RO-CEP 2020-365 -
Rev 02 ans gitoyoi pevosuHu Cyproterone acetate Big
HoBoro BupobHuka NEWCHEM S.p.A., ITanis
(moONOBHEHHS).
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
87. | DIKNOCEN®® cynoauTopii no 100 TOB YkpaiHa KYCYM XEJTTXKEP IHais BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/16445/01/01
Mr; no 5 «MMEQPA MNBT NTA Tuny - 3MiHK LWoao G6e3nekn/edeKTUBHOCTI Ta peuenmom
CcynosnTopiiB y PM NTO» dapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
cTpuni, no 1 a6o no 30060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
2 ctpunn y nocBiAYeHHs, BKMtoYatoun MNnaH ynpasniHHA pusnkamu
KapTOHHIN ynakoBL (3acTocyBaHHsI TEKCTY, KN NOTOMKEHNI 3
KOMMETEHTHVUM OpraHom) - 3asiBHUKOM HafaHo
OoHoBneHu MNnaH ynpasniHHA pusnkamm Bepcia 3.0.
3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHpopmaLisi»
Il «Cneundbikauisi 3 6e3nekn» Il «MnaH 3
dapmakoHarnsagy» V «3axoam 3 MiHimisauii puaukis»
VI «Pestome nnaHy ynpasniHHa pusmkammn» VI
«dopaTkn» (gogatkm 1-8) y 3B’3Ky 3 BUAANEHHSAM
BaXKINMBWX iAEHTUIKOBAHNX PUNKIB, BXKITMBNX
NOTEHUINHNUX PU3KKIB, @ TAKOX BUAANEHHS BiACYTHLOI
iHdopmauii BignosigHo go HaRP Assessment Report
for diclofenac, a Takox y 3B'si3Ky i3 3miHOO chopmarty
BianosigHo Ao Bumor Evaluation Guidance on the
format of the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). B mexax 3miHu
HaZaHO OHOBMEHWI NNaH yNpaBsriHHA pU3nKamu,
Bepcis 3.0.
88. | AIMAPUN® TabneTku no 2 Mr no MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a UA/14726/01/01
10 TabneTtok y "Kvnismegn "KviBmegnpenapart” Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 3, 5a6o | penapat" dapmakoHarnsgy (iHwi 3miHW) 3MiHU BHECEHO Y TEKCT
6 6nicTepis y nayui 3 MapKyBaHHs1 NepBUHHOI (N. 6) Ta BTOpUHHOI (N. 8, 17)
KapToHy ynakoBKM nikapcbkoro 3acoby. BeeaeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
89. | AIMAPUN® TabneTkun no 3 mr no MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/14726/01/02
10 Tabnetok y "Kvnismegn "KviBmegnpenapat” Tuny - 3MiHK LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom
6nictepi; no 3, 5a6o | penapat" dapmakoHarnsgy (iHwi 3miHW) 3MiHU BHECEHO Y TEKCT
6 6nicTepis y nayui 3 MapKyBaHHs1 NepBUHHOI (N. 6) Ta BTOpUHHOI (N. 8, 17)
KapToHy ynakoBKM nikapcbkoro 3acoby. BBeaeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
90. | AIMAPUN® Tabnetku no 4 mr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauinHmx martepianis: 3minu | 3a UA/14726/01/03
10 Tabnetok y "Knismegn "KviBmegnpenapat” Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 3, 5a6o | penapat” dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO y TEKCT
6 6nicTepis y nayui 3 MapKyBaHHs NepBuHHOI (N. 6) Ta BTOpuHHOI (N. 8, 17)
KapTOHYy ynakoBKM Nnikapcbkoro 3acoby. BBegeHHs 3MiH
nNpoTArom 6-Tn MicsAUIB Nicns 3aTBepA>KEHHS
91. | APOTABEPUH Tabnetku no 40 mr MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH O peecTpaLlinHmx maTtepianis: 3miHu | be3 UA/6289/01/01
no 10 TabneTtoky "KniBmegn "KniBmegnpenapat” Tuny - 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta peuenma
6nictepi; no 1 abo 2, | penapat” hapmakoHarnsigy (iHwi 3amiHn). 3MiHU BHECEHO Yy TeKCT
abo 3 6nictepn y MapKyBaHHs NepBUHHOI (N. 6) Ta BTOpUHHOI (n. 3, 8,
navui 17) ynakoBkw nikapcbkoro 3acoby. BeBeaeHHst aMiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBepAXKEHHS
92. | EKCTPAHIN po34uH Ans Bakctep IpnaHpis Bakctep Xenckea C.A. IpnaHais BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu | 3a UA/3426/01/01
nepuToHeasIbHoro Xenckea T1ny - 3MiHK Wopao 6e3nekn/edekTMBHOCTI Ta peuenmom
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

aianisy; no 2,5 n C.A. capmakoHarnsgy (iHwi 3amiHu). 3mMiHM BHECEHO B TEKCT

pO34nHY Yy MapKyBaHHS1 BTOPUHHOI YMaKoBKYM NikapCbKoro 3acoby

nnacTUKOBOMY y NyHKT «IHWE» wopno HaseHOCTI 2D wTpmx-kogy.

MiLLIKY, BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns

obnagHaHomy 3aTBEPOKEHHS

iH'EKUINHMM NOPTOM i

3'eQHyBaYeM,

BKIageHoOMY Y

npo3opui

NnacTVKOBWI NakeT;
no 4 KOMNMNEeKTn y
KapTOHHiIN kopooLyj;
no 2,5 N po3ymHy y
nnacTMKOBOMY
MiLLIKY,
obnagHaHoMy
iH'EKLiNHMM NopTOM,
3 iHTEerpoBaHnM 3a
[0MOMOror ABOX
marictpanew i Y-
3'egHyBava
NOPOXHIM
NnacTMKOBUM
MilLKOM ons
ApeHaxy,
BKITAAEHUX Y
npo3opum
NnacTVKOBWI NakeT;
no 4 KOMNMNeKTn y
KapTOHHiIl kopobuyj;
no 2,0 N po3ynHy y
nnacTMKOBOMY
MiLLKY,
obnagHaHomy
iH'EKUiNHMM NOpTOM i
3'eHyBayeM,
BKINageHoMy y
npo3opuii
NNacTUKOBUIA NakKeT;
no 5 koMnnexTiB y
KapTOHHiIN kopooLyj;
no 2,0 n po3ynHy y
nnacTuKoBOMy
MiLLKY,
obnapgHaHomy
iH'EKLiNHMM NopTOM,
3 iHTEerpoBaHnM 3a
[A0MOMOror ABOX
marictpaneniyY-
3'eAHyBava
NMOPOXHIM
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
nnacTUKOBUM
MiLLIKOM Anis
ApeHaxy,
BKNageHux y
npo3opuii
NnacTVKOBWI NakeT;
no 5 KOMNNekTiB y
KapTOHHiN kopobui
93. | ENIKBIC TabneTkn, BKpUTI Mdparizep CWA BupobHmuTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaulinHmx maTtepianis: 3miHu I 3a He UA/13699/01/02
NNiBKOBOO IHK. KOHTPOIb AKOCTi Ta Himeuumnna/ My - 3MiHK Wopo 6e3nekn/edheKTUBHOCTI Ta peuenmom nidnse
obonoHKoto, Mo 5 mr; KOHTPOIb SKOCTi Npn IpnaHais/ dapmakoHarnsagy. 3MiHW y KOpPOTKili XapakTepucTuui ae
no 10 TabneTtok y BUMYCKY cepil: ITania nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
6nictepi; no 6 Bpicton-Mawepc 0N MegUYHOro 3acToCyBaHHS Y 3B’A3KY i3 HOBMMM
onictepiB y nayui 3 CkBi66 OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
KapToHY MeHtodek4ypuHr OaHnMu 3 papmakoHarnagy - 3MiHM BHECEHO A0
MapKyBaHHAM Komnamni, CLUA; IHCTPYKLUIiT ANA MeANYHOro 3acToCcyBaHHS NikapCbKOro
aHrnincekoto abo MakyBaHHs, KOHTPOMb 3acoby Ao posginis "PapmakonoriyHi BnacTneocTi" Ta
iHLIOO iIHO3EMHOLO SIKOCTi Ta BMNYCK cepil: "[iTn", a TakoX He3HauYHi pegaryBaHHs iHdopmadii no
MOBOIO 3i CTUKEPOM KaTtaneHt AHarHi TeKcTy B po3ginax "Cnocib 3actocyBaHHs Ta 4o3un" Ta
YKPaiHCbKOK MOBOIO; c.p.n., Itanis; "Mob6iuni peakuii" (Hymepauia Tabnuup). BBeaeHHs
no 10 Tabnetok y nakyBaHHS, KOHTPOIb 3MiH NpOTArom 9 MicALiB NicNs 3aTBEPOYKEHHS.
6nictepi; no 3 abo SIKOCTi MpW BUMYCKY
no 6, abo no 10 cepii Ta BUNyCK cepii:
GnicTepiB y nayuj 3 MNdpanzep
KapTOHY 3 MeHtodbekuypuHr
MapKyBaHHAM Honuneng MmoX,
YKpaiHCbKOI MOBOIO; Himeuumnna;
no 14 tabnetoky BUPOGHMLTBO,
6nicTepi; no 2 KOHTPOIb SKOCTi Npu
Gnictepu y navui 3 BUMYCKY cepii:
KapTOHy 3 Mdpansep lpnaHais
MapKyBaHHSAM dapmacbioTikans,
YKpaiHCbKOIO MOBOKO Ipnangis; sunyck
cepii: Copas
JlabopaTopis T/A
Bpicton-Manepc
CkBi66
dapmachioTikan
OnepenLuHs,
EkctepHan
MeHtodekyypuHr,
Ipnangis
94. | ENIKBIC TabneTku, BKPUTI Mdpanzep CLIA Bupo6HMUTBO, CLIA/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu |l 3a He UA/13699/01/01

NniBKOBOKO IHK. KOHTPOJb SIKOCTi Ta Himeuumnna/ TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta peuenmom nidnsie
obornoHkoto, no 2,5 KOHTPOrb SIKOCTi Npun IpnaHgis/ hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTui ae
mr; no 10 TabneTok BUMYCKY cepii: ITanis nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKUil

y GnicTepi; no 2
Gnictepu y navui 3
KapToHy 3
MapKyBaHHSIM
aHrninceko abo

Bpicton-Mawepc
CkBib6
MeHtodbekuypuHr
Komnami, CLUA,;
MakyBaHHS, KOHTPOIb

01 MeQUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBMMU
[aHUMIN 3 SKOCTI, AOKMIHIYHUMM, KIiHIYHUMUK AaHUMK Ta
OaHnMK 3 papmakoHarnsgy - 3MiHM BHECEHO [0
iHCTPYKLUii ANa MeAWMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "PapmakonoriyHi BnactueocTi" Ta
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
iHLIOO iIHO3EMHOLO SIKOCTi Ta BUMYCK cepii: "[liTn", a TakoXX He3HaYHi pegaryBaHHs iHopMaLii no
MOBOIO 3i CTUKEPOM KataneHT AHarHi TekcTy B po3sginax "Cnocib 3actocyBaHHs Ta fo3un" Ta
YKpaiHCbKOK MOBOIO; c.p.n., ltanis; "MoGiyHi peakuii" (Hymepauis Tabnuub). BeeageHHs
no 10 TabneTok y nakyBaHHs!, KOHTPOIb 3MiH nMpoTaroM 9 MicsuiB nicns 3aTBEPAXXEHHS.
6nictepi; no 2 AKOCTi MpY BUMYCKY
Gnictepn y nayui 3 cepii Ta BUNYycCK cepii:
KapTOHY 3 MNdpanzep
MapKyBaHHSAM MeHtodekdypuHr
YKPaiHCBbKOK MOBOH Donunenp Mv6X,
Himeuumnna;
BMPOBHMLTBO,
KOHTPOrb SIKOCTi Npu
BUMYCKY cepil:
Mdpansep IpnaHais
dapmackioTikans,
Ipnangis; sunyck
cepii: Copas
JlabopaTopis T/A
Bpicton-Mawepc
CkBibb
dapmachkioTikan
OnepeWnLuHs,
EkctepHan
MeHodeKkuypuHr,
Ipnangis
95. | ENIKBIC TabneTkun, BKpUTI Mdpanszep CLUA BMPOBHMLTBO, CLUA/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a He UA/13699/01/01
NniBkOBOIO IHK. KOHTPOSb SIKOCTi Ta ITanis/ TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom nionsiz
obornoHkoto, no 2,5 KOHTPOrb SIKOCTi Npu Himeuumna/ 3MiHu y BUpobHMUTBI. 3amiHa abo BBeOEHHS ae
mr; no 10 TabneTok BUMYCKY Cepii: Ipnangis [04aTKOBOI AiNbHULI BUPpOOHMLTBA ANA YacTuHU abo

y 6nicTepi; no 2
Gnictepu y navui 3
KapToHY

Bpicton-Manepc
CkBib6
MeHtodekdypuHr
KomnaHi AHnimiteq
Komnani, CLUA;
nakyBaHHs1, KOHTPOSb
SIKOCTi Ta BUMYCK cepii:
KaTtaneHt AHarHi
C.p.n., Itanis;

nakyBaHHs1, KOHTPOIb
SIKOCTi MpY BUMYCKY
cepii Ta BUNYyCK cepii:
Mdparzep
MeHtodekdypuHr
Honuneng MvbX,
Hime4umnHa;

BUPOGHMLTBO,
nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOJIb SIKOCTi Nput

BCbOr0 BUPOGHNYOro MPOLIeCy roTOBOrO MikapCbKoro
3acoby (QinbHWLSA AN BTOPUHHOIO NakyBaHHS) -
AoAaBaHHsA PYHKLiT BTOPMHHOIO NakyBaHHS
nikapcbkoro 3acoby Ans 3aTBepAXeHoro BUpobHuKa
"Pfizer Ireland Pharmaceuticals, Ireland". BeegeHHs
3MiH NpOTArom 9-Tu MICSILB MiCNs 3aTBEPKEHHS.
3minu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKuii
3aci6. 3MiHKn y BUpobHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AiNbHULI BUPpOOHMLTBA ANA YacTuHU abo
BCbOr0 BUPOGHNYOro MPOLIeCy roTOBOrO MikapCbKoro
3acoby (AinbHULSA AN NEPBUHHOIO NaKyBaHHS) -
AofaBaHHs PyHKLii NePBMHHOIO NaKyBaHHA
nikapcbkoro 3acoby Ans 3aaTBepAXeHoro BUpobHuKa
"Pfizer Ireland Pharmaceuticals, Ireland". BesegeHHs
3MiH NpOTArom 9-Tu MiCSILB MiCNs 3aTBEPKEHHS.
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecy Micus NPOBaAXEHHS!
DisiNbHOCTI BUPOOHMKa (BKIMOYaK4m, 3a HeobXiaHOCTI,
MicLie NPOBEAEHHS KOHTPOMIO SIKOCTi), abo BnacHuka
macTtep-darina Ha AdI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
NpoAyKTy, L0 3aCTOCOBYHOTLCS Y BUPoOHUUTBI ADI




a7 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

BUMYCKy cepii Ta
BUMNYCK cepil:
Mdbansep Ipnaxgis
dapmackioTikans,
Ipnangis;

BUMYCK Cepii:
Copgas Jlabopatopis
AHnimiTeg KomnaHi,

Ipnangis

(SIKLLLO 3a3HAYEHO Y AO0ChE Ha NikapCbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BpONencokin
chapmakonei y 3aTBepmxeHoMy fOCbe, abo BUpOGHMKa

HOBOI 4OMOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
nocbe) - 3miHa Ha3sw Ta agpecu BUpobHuka Ad|

"Bristol-Myers Squibb". Bupo6bHuya ginbHuus Ta yci
BMPOGHMYI onepadii 3anuwaTbC HE3MIHHUMW. 3MiHK
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHSA

Ta/abo agpecy Micua NpoBamKEHHS OiANbHOCTI
BMPOGHVKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BKIIOYaouy AinbHuLi Bunycky cepii abo micue
NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BUPOOHUK/iIMNopTep, BKIHOYao4M BUMYCK
cepiit) - 3MiHa Ha3BW Ta YTOYHEHHS agpecy BUpobHuKa
113 BignoeiganbHoro 3a Bunyck cepii "Swords
Laboratories", BignoBigHO 4O OHOBNEHOrO cepTudikaTy
GMP. BupobHuya ginbHuus Ta yci BUpobHudi onepaduii
3anuLwaTbCs HE3MIHHUMUK. 3MiHW BHECEHO B
iHCTpYKLUil0 ANs MeQnYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby y po3ainu «BupobHuk» Ta

«MicuesHaxomkeHHs BUpoBHMKa Ta agpeca Micus

NPoBafXXeHHS NOro AisNbHOCTI» 3 BiANOBIGHUMMN
3MiHaMK y TEKCTi MapKyBaHHS yNaKoBKMN MiKapCbKoro
3acoby. BeeneHHsi 3mMiH npoTarom 9-Tn micsauiB nicns

3aTBEepAKEHHS. 3MiHN | TUny - AgMiHiCTpaTMBHI 3MiHW.
3miHa HarimeHyBaHHSA Ta/abo agpecu micus
npoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKIOYayu AinbHALI
BUMNYCKy cepii abo MicLie NpoBeAeHHS KOHTPOI0
SIKOCTI. (BisnbHICTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, HE BKIOYa0YM BUMYCK Cepii) -
3miHa Has3Bm Ta agpecu BUpobHwuka M3, wo

BigMNOBigae 3a BUPOBHNLTBO, KOHTPOIb SKOCTI Ta
TecTyBaHHsi npu Bunycky 13 "Bristol-Myers Squibb”.

BupobHnya fginbHMUS Ta yci BUpobHuyi onepadlii
3anuLIaTbCst He3MiHHUMU. BBeaeHHS 3MiH NpoTsirom

9-T MicsaLiB Nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -

3MiHn Wwoao 6e3nekn/edPeKkTUBHOCTI Ta

dapmakoHarnsagy (iHwi 3amiHn) - 3MiHM BHECEHO B
nyHktn 3, 8, 15, 17 (BTOpyHHa ynakoBka) Ta NyHKTU 4,
6 (nepBMHHA ynakoBKa), @ TaKoX NepeHeCceHHst hpasm

«[Ansa getanbHoI iHOpMaLii AVB. IHCTPYKLi0 Ans

MeAMYHOro 3acTocyBaHHsi» 3 M. 15 B n. 3 (ans Bcix

BUPOGHWKIB). OHOBIMEHHS TEKCTY MapKyBaHHS

NEepPBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro

3acoby, a came Ans BUpobHuka «KaTtaneHT AHarHi
C.p.n.» Ans 060x A03yBaHb: — BUNyYEHHSI MapKyBaHHS

ONsi CTUKepa yKpPaiHCbKOK MOBOIO; — AOAABaHHS
OQMHULL BUMIpIOBaHHS y cucTeMi Sl; — 3MiHM BHECEHO
B NyHKTW 1, 2, 4, 8 (BTOpPWMHHA yrnakoBKa) Ta MyHKTH 1,
2, 4 (nepBMHHa ynakoBka). BBegeHHS 3MiH npoTsarom
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

9-Tn MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWI Nikapcbkuii 3acit. 3miHu y
BUPOOBHMLTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYI0TbCS
BMMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo goaaBaHHst
BMpPOGHMKa, WO BigNoBigae 3a BBe3eHHs Ta/abo
BUMYyCK cepii) - He Bkntoyaroum
KOHTpOnNb/BMNPOBYBaHHS cepii - foaaBaHHst yHKLUT
BUMYCK Cepii roToBOro nikapcbkoro 3acoby ans
3aTBepakeHoro BMpobHuka "Pfizer Ireland
Pharmaceuticals, Ireland". 3MiHn BHeceHo B
iHCTpYKLUil0 ANs MeQnYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
NPOBAPKEHHSA MOro QisANbHOCTI», AK HAacnigoK —
3aTBEPOKEHHS TEKCTY MapKyBaHHS! YNakoBKM
nikapcbKoro 3acoby Ans 4oA4aTKoBOro BUPOOHWKa.
BBegeHHs 3MiH npoTarom 9-Tu micauis nicns
3aTBEepMKEHHS. 3MiHN | TUny - AgMiHiCTpaTMBHI 3MiHW.
3miHa HavimeHyBaHHSA Ta/abo agpecu micus
npoBafXXeHHs AisinbHOCTI BUPOGHMKa (BKIoYakouu, 3a
HeoOXiaHOCTI, MicLe NpoBeAEeHHS! KOHTPOIIO SKOCTI),
abo BnacHvka mactep-canna Ha A®Il, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOHMUTBI ADI (SIKLLO 3a3HaAYeHO
y [OCbE Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBpoONechbkin
dapmakonei y 3aTBepaXeHOMy AOCbe, abo BUPOOHMKa
HOBOI JOMOMiXXHOT PEYOBMHMU (SIKLLO 3a3HaYeHO Y
[OCbe) - 3MiHa Ha3BW Ta YTOYHEHHS agpecu
BnpobHuka AP| "Swords Laboratories", BignosigHo o
oHoBreHoro cepTudikaty GMP. BupobHuya ginbHuus
Ta yci BUpobHUui onepauii 3anuwaTbCs HE3MIHHUMU.
3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHSs
LisinbHOCTI BUPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKNOYAYM AiNbHULL BUMYCKY
cepii abo MicLie NpoBeEHHS KOHTPOMO AKOCTI.
(misnbHicTb, 3a siky Bignosiaae BMpobOHUK/iMnopTep, He
BKITHOYaKOUM BUMYCK CEPilt) - 3MiHa agpecu BUPOOHWKa
113 BignoBiganbHoOro 3a BUpOGHMLTBO, KOHTPOSb
sikocTi npu Bunycky cepii "Pfizer Ireland
Pharmaceuticals, Ireland". Bupo6Huya ginbHuus Ta yci
BMPOGHMWYI onepalLlii 3anvLaTbCa HE3MIHHUMMU.
BBeaeHHs 3MiH npoTsarom 9-Tu MmicauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW.
3miHa HarimeHyBaHHA Ta/abo agpecu micus
nNpoBaXXeHHs AisinbHOCTI BUPOOHMKa (BKMOYakouu, 3a
HeoOXiaHOCTI, MicLie NPoBeAEHHS KOHTPOIIO SKOCTI),
abo BnacHvka mactep-canna Ha AP, abo
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHO
y OOCbE Ha nikapCbKuii 3acib) 3a BigCYTHOCTI
cepTudikaTa BignoBigHOCTi €BpoONenChbKii
thapmakonei y 3aTBepmxeHoMy foCbe, abo BUpOoGHMKa
HOBOI AOMOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
[ocbe) - 3MiHa appecy BUpobHuka AP "Pfizer Ireland
Pharmaceuticals", BignoBigHo 40 OHOBNEHOIO
cepTugikaty GMP. BupobHuya ginbHuusa Ta yci
BMPOOHWYI onepaLlii 3anuLaTbcs He3MiHHUMMU.

96.

ENIKBIC

TabneTkn, BKpUTI
NniBkOBOIO
060mMnoHKo10, MO 5 Mr;
no 10 TabneTtok y
6nictepi; no 3 abo
no 6, abo no 10
GnicTepiB y nayui 3
KapToHy; no 14
Tabnetok y bnicrepi;
no 2 Gnictepny
naJui 3 KApTOHY

Mdansep
IHK.

CLA

BUPOGHMLTBO,
KOHTPOMb SIKOCTi Ta
KOHTPOIb SKOCTi Npu
BUMYCKY cepil:
Bpicton-Mawepc
CkBibb
MeHtodbekuypuHr
KomnaHi AHnimiteq
Komnami, CLLA,;
nakyBaHHs1, KOHTPOIb

SKOCTi Ta BMNYCK cepii:

KataneHT AHarHi
C.p.n., Itanis;

nakyBaHHs!, KOHTPOIb
AKOCTi NPV BUNYCKY
cepii Ta BUNyckK cepii:
Mdparizep
MeHtodpekyypuHr
Donunenp M6X,
Himeyuunha;
BUPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOMb AKOCTi Npu
BUMYCKY cepii Ta
BUWMYCK cepil:
Mdpansep IpnaHais
dapmacbioTikans,
Ipnangis;

BUMYCK cepii:
Copgag3 JlabopaTtopis
AHnimiTeq KomnaHi,

Ipnangia

CLUA/
ITanis/
Himewumna/
Ipnaxgis

BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AinbHMLI BUPpOBHMLTBA 4N YacTuHKU abo
BCbOr0 BUPOGHNYOrO MPOLIECy rOTOBOrO MikapCbKoro
3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS) -
[ofaBaHHA PyHKLUiT BTOPMHHOIO NakyBaHHA
nikapcbkoro 3acoby Ans 3aaTBepAXeHoro BUpobHMKa
"Pfizer Ireland Pharmaceuticals, Ireland". BeegeHHs
3MiH NPOTAroM 9-Tn MiCALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii
3aci6. 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHMLI BUPOBHMLTBA 4N YacTuHU abo
BCbOr0 BUPOGHNYOro MPOLIECy rOTOBOrO MikapCbKoro
3aco0y (AinbHULA ANA NEPBUHHOIO NakyBaHHS) -
JoAaBaHHA YHKLT NepBMHHOIO NakyBaHHS
nikapcbkoro 3acoby Ans 3aaTBepAXeHoro BUpobHMKa
"Pfizer Ireland Pharmaceuticals, Ireland". BeegeHHs
3MiH NPOTArom 9-Tu MiCALB NiCNs 3aTBEPOKEHHS.
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HanlMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHSs
[isnbHOCTI BUPOGHMKa (BKIOYakoum, 3a HeobXigHOCTI,
MicLie NPOBEAEHHS KOHTPOMIO AKOCTi), abo BnacHuka
mactep-darna Ha Ad|, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoayKTy, L0 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI
(sKLLO0 3a3HaYeHo y AOChE Ha MikapcbKuin 3acib) 3a
BiiCyTHOCTI cepTudikaTa BignoBigHOCTI €EBponenchkii
hapmakonei y 3aTBepaKeHOMY Aockbe, abo BUPOGHMKa
HOBOT JOMOMIDKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y
nocbe) - 3miHa Ha3Bu Ta agpecy BUpobHuka AdI
"Bristol-Myers Squibb". BupobHuya ginbHuus Ta yci
BMPOGHMWYi onepadlii 3anvwaTbCa HE3MIHHUMUW. 3MiHK
| Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI
BMpOBHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAKO4M AinbHULI BUMNYCKY cepii abo Micue
NPOBEAEHHS! KOHTPOIHO SIKOCTI. (AisSNbHICTb, 3a sKy
BiAMOBiAae BUPOOHWMK/IMMOPTEp, BKIHOYAKUMN BUMYCK
cepiit) - 3MiHa Ha3BW Ta YTOYHEHHsI afpecy BUpobHUKa

3a
peuerimom

He
nidnsie
ae

UA/13699/01/02
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

113 BignoeiganbHoro 3a Bunyck cepii "Swords
Laboratories", BignoBigHo 4o oHOBReHoro ceptudikarty
GMP. BupoGHuya ainbHuUs Ta yci BUpobHW4i onepadi

3anuwaTbCs HE3MIHHUMUW. 3MiHW BHECEHO B
IHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKoro

3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpoBHMKa Ta agpeca Micus
NPOBaXeHHS NOro AisnbHOCTI» 3 BigNoBigHMMM
3MiHaMK y TEKCTi MapKyBaHHs yNakoBKM MiKapCbKoro
3acoby. BBeneHHsi 3mMiH npoTarom 9-Tn micsauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - AgMiHICTpPaTUBHI 3MiHW.
3MmiHa HaimeHyBaHHs Ta/abo agpecu micus
NpoBamxeHHs AisnbHOCTI BUpobHUKa/imMnopTepa
roTOBOrO MiKAPCLKOro 3acoby, BKIOYaUM AinMbHAL
BUNYyCKy cepii abo MicLe NpoBeaeHHs1 KOHTPOSO
SIKOCTI. (QisnbHICTb, 3a sIKy Bianosinae
BMPOBHMK/IMNOPTEP, HE BKIOYauM BUMYCK CEpil) -
3miHa Ha3Bu Ta agpecu BupobHuka 13, wo
BignoBigae 3a BUPOOGHMUTBO, KOHTPOSb SIKOCTi Ta
TecTyBaHHs npw Bunycky 113 "Bristol-Myers Squibb".
Bupo6Hmya ainbHuua Ta yci BUpobHudi onepaduii
3anuwarTbCs HE3MIHHUMU. BBeAeHHS 3MiH MPOTArom
9-T MicaUiB Micnsa 3aTBepMKEHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
tapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO B
nyHktn 3, 8, 15, 17 (BTOpyHHa ynakoBka) Ta MyHKTY 4,
6 (NnepBuMHHa ynakoBKa), a TaKkoX NepeHeceHHs dpasu
«[Ans geTtanbHOI iHOpMaLii AUB. IHCTPYKLi0 ANs
MeaM4HOro 3actocyBaHHs» 3 M. 15 B n. 3 (ans BCix
BUPOGHWKIB). OHOBMEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby, a came ans BUpoOHuka «KataneHT AHarHi
C.p.n.» anst 060x A03yBaHb: — BUNyYEHHsSI MapKyBaHHS
NSt CTUKepa yKpaiHCbKOK MOBOLO; — oAaBaHHs
OAVHULIL BUMIPIOBaHHS y cucTeMi Sl; — 3MiHM BHECEHO
B NyHKTW 1, 2, 4, 8 (BTOPWMHHA ynakoBKa) Ta MyHKTH 1,
2, 4 (nepBuHHa ynakoBka). BBegeHHs 3MiH NpoTsirom
9-T MicaUiB Micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHK 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHK, Lo CTOCYHTbCS
BUMYCKY Cepii Ta KOHTPOJIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHSA
BMPOGHMKa, Lo Bianosigae 3a BBe3eHHs Ta/abo
BUNYCK cepii) - He Bkmnoyaoum
KOHTpOrmb/BUNPoBYBaHHs cepii - AoAaBaHHA YHKUIT
BUWMYCK Cepii FOTOBOro Nikapcbkoro 3acoby Ans
3aTBepaxeHoro BupobHuka "Pfizer Ireland
Pharmaceuticals, Ireland". 3miHn BHeceHo B
iHCTpYKLUil0 ANs MeanYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOGHMKa Ta agpeca Micus
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

NPOBAPKEHHA MOro OiAnNbHOCTI», AK HAacnigoK —
3aTBEPAKEHHSI TEKCTY MapKyBaHHS yNakoBKM
nikapcbKkoro 3acoby Ans 4oAaTkoBoro BUPoOHWKa.
BBepgeHHs 3MiH npoTsarom 9-Tu micauiB nicns
3aTBepAKeHHS. 3MiHM | Tuny - AgMiHICTpPaTUBHI 3MiHW.
3miHa HavimeHyBaHHs Ta/abo agpecu micus
npoBaXXeHHs AisnbHOCTI BUPOGHMKa (BKMoYakouu, 3a
HeobXigHOCTI, MicLie NPOBEAEHHSI KOHTPOITO SIKOCTI),
abo BnacHuka macTtep-canna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
3aCTOCOBYHOTbCS Y BUPOBHMUTBI ADI (SIKLLO 3a3HaYeHOo
y OOCbE Ha nikapCbKuin 3aci6) 3a BigCYTHOCTI
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
thapmakonei y 3aTBepaxeHoMy focbe, abo BUpoBHMKa
HOBOI JOMOMIDKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
[ocbe) - 3MiHa Ha3BM Ta YTOYHEHHS agpecun
BupobHmka APl "Swords Laboratories", BignosigHo Ao
OHoBreHoro cepTtudgikaty GMP. BupobHuya ginbHuus
Ta yci BUpo6HWYi onepaLii 3anmwalTbCs HE3MIHHUMW.
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NpoBagXeHHS
nisinbHOCTI BUpOGHWMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYaum 4inbHULI BUNYCKY
cepii abo micLe NpoBefeHHs KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy BignoBiaae BUpoOHMK/iMnopTep, He
BKI1O4AK04M BUMYCK CEPilt) - 3MiHa agpecu BUPOOHMKa
'N3 BignoeiganbHoro 3a BUPOGHMLUTBO, KOHTPOIb
SKOCTi Mpw BUnycky cepii "Pfizer Ireland
Pharmaceuticals, Ireland". BupobHuya ginbHuus Ta yci
BMPOGHMYI onepaldlii 3anvwwaTbCs HE3MIHHUMMU.
BBepneHHs 3MiH npoTsarom 9-Tu micauiB nicns
3aTBEpPAKEHHS. 3MiHM | Tuny - AOMiHICTPaTUBHI 3MiHW.
3miHa HarimeHyBaHHS Ta/abo agpecu micus
NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa (BKMOYaouu, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOIO SKOCTi),
abo BnacHuka macTep-canna Ha AP, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByoTbCs Y BUPOOHULTBI ADI (sIKLLO 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTi €Bponeichbkii
hapmakonei y 3aTBepaKeHOMY Aockbe, abo BUPOGHMKa
HOBOT JOMOMIDKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y
[0Cbe) - 3mMiHa agpecu BupobHuka AdI "Pfizer Ireland
Pharmaceuticals", BianosigHo 40 OHOBNEHOIO
ceptugikaty GMP. BupobHuya ginbHuusa Ta yci
BMPOGHMWYi onepalLlii 3anvLalTbCa HE3MIHHUMMU.

97.

ENIKBIC

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 2,5

Mdpansep
IHK.

CLA

Bupo6HMuTBO,

KOHTPOITb SKOCTI Ta
KOHTPOIb SIKOCTi Npu

CLUA/
ITanis/
Himeyumnna/

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
My - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsiagy. BeegerHst abo 3MiHn go

3a
peuenmom

UA/13699/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
mr; no 10 TabneTok BUNYCKY cepil: IpnaHais y3aranbHeHVX JaHUX Npo cuctemMy hapmakoHarnsgy
y 6nictepi; no 2 Bpicton-Mawepc (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
6nictepn y nayui 3 CkBib6 chapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
KapTOHY MeHtobekuypuHr BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KomnaHi Axnimiteq KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
Komnamni, CLUA; 3iicHeHHs chapmakoHarnsgy B YkpaiHi, AKWwo BoHa
MakyBaHHs1, KOHTPOSb BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
SIKOCTi Ta BUMYCK cepii: 3a 34ilcHeHHs1 hbapmakoHarnsgy (Bkmovayum
KaTtaneHt AHarHi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
c.p.n., Itanis; canina cuctemn chapmakoHarnsgy) - 3miHa
nakyBaHHs!, KOHTPOIb KOHTaKTHUX JaHUX KOHTAKTHOI 0COOW 3asiBHWMKA,
SKOCTi NpWU BUNYCKY BiAnNoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnagy B
cepii Ta BUNycK cepii: YKpaiHi.
Mdparizep
MeHtobekuypuHr
Donunenp Mv6X,
HimeuumnHa;
BUPOGHMLTBO,
nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOrb SIKOCTi Npu
BUMYCKyY cepii Ta
BMNYCK cepii:
Mdbansep IpnaHgis
dapmachkioTikans,
IpnaHgis; Bunyck
cepii: Copas
IlabopaTtopia
AHnnimiten Komnai,
Ipnangis
98. | ENIKBIC TabneTku, BKPUTI Mdpanzep CLIA Bupo6HmuTBO, CLIA/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/13699/01/02
NniBKOBOI IHK. KOHTPOIb SIKOCTi Ta ITanis/ TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
obornoHkot, no 5 mr; KOHTPOrb SAKOCTi Npun Himeuumna/ dapmakoHarnsgy. BeegerHs abo 3amiHn go
no 10 Tabnetok y BUMYCKY cepii: Ipnangis y3aranbHeHUX JaHux Npo cuctemy dapmakoHarnsgy

6nictepi; no 3 abo
no 6, abo no 10
GnicTepiB y nayui 3
KapToHy; no 14
TabneTok y 6nictepi;
no 2 6nictepu y
navuji 3 KapToHy

Bpicton-Mawepc
CkBi66
MeHtodpekyypuHr
KomnaHi Axnimiten
KomnaHi, CLUA;
MakyBaHHs, KOHTPOMb
AKOCTi Ta BUMYCK cepil:
KataneHT AHarHi
c.p.n., Itanis;
nakyBaHHs!, KOHTPOIb
SIKOCTi MpY BUMYCKY
cepii Ta BUNycK cepii:
Mdparizep
MeHtodbekuypuHr
Honuneng MvbX,
HimeyuunHa;
BUPOGHMLTBO,

(BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapmMakoHarnsaay;

KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi

3AicHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa

BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iCHeHHA dhapmakoHarnsgy (BKrovaym

KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-

arina cuctemu hapmakoHarnsigy) - 3miHa

KOHTaKTHUX JAHMX KOHTAKTHOI 0CObM 3asiBHMKA,

BignosiganbHOI 3a 34iMCHEHHs hapmakoHarnsay B

YkpaiHi.
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
nepBuHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPOrb SIKOCTi Npu
BUMYCKy cepii Ta
BUNYCK cepii:
Mdbansep Ipnaxgis
dapmackioTikans,
IpnaHais; Bunyck
cepii: Copas
JlabopaTtopis
AHnimitea Komnani,
Ipnangis
99. | ENOKCATUH® KOHUEHTpaT ans TOB YkpaiHa CaHodi-ABeHTic HimeuyunHa BHECEHHS 3MiH [0 peecTpauiHux maTepianis: 3MiHu | 3a UA/9385/02/01
po34nHy ans "CaHodi- Honunang MmeX Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom
iHdy3in, 5 mr/mn; Ne ABeHTIC capmakoHarnsgy. BeegeHHs abo 3amiHv oo
1:no 10 mn YkpaiHa" y3ararnbHeHuX AaHux Npo cuctemy dapmakoHarnagy
KOHLEHTpaTy, Lo (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
MicTatb 50 mr capmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
oKkcaninnaTtuny, y BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
dnakoHi abo no 20 KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
M1 KOHUEHTpaTy, Lo 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
Mictatb 100 mr BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
okcaninnatuny, y 3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
cdnakoHi; B NiaaoHi, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
3anasHomy dawina cuctemn chapmakoHarnsgy) - 3miHa
KpWLLKOIO, B MiCLIe3HaxXOMKeHHS MacTep-anna cuctemm
KapTOHHiI kopobui apmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOIT
[isNbHOCTI 3 dapmakoHarnsay
100. | ENOHBA PO34uH ANs iH eKuin OpraHoH LLsenuapi BupobHuuTBO Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/13125/01/01
no 100 mkr/0,5 mn; CeHtpan a Hepo3sdacoBaHol Higepnanam Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 0,5 mn po3unHy B let T'mbX npoaykuii Ta dapmakoHarnsagy. BeegernHs abo 3aminn go

nonepeaHLo
HanoBHEHOMY
Lwnpwui; no 1
nonepeaHLO
HanoBHEHOMY
LnpuLy pasom 3i
CTEPUIIBHOIO
iH’EKLIINHOI ronkow
y BigkpuTOomy
nnacTUKoBOMY NOTKY
B KapTOHHII kopobui

nepBUHHA yNakoBkKa,
KOHTPOMb AKOCTI,
TecTyBaHHS
CTepunbHOCTI Ta
HakTepianbHUx
€HOO0TOKCUHIB
roTOBOro MiKapCbKOro
3acoby (KOHTponb
SIKOCTI), BidyanbHa
iHcnekuin: BeTTtep
dapma-dPepTUryHr
v6X i Ko. KT,
HimeuyumHa; KoHTporb
AKOCTi, TECTYBaHHS
cTepunbHoCTi Ta
bakTepianbHNX
€HOO0TOKCUHIB
roTOBOrO fikapCbKOro
3acoby (KOHTporb
SIKOCTI), BidyanbHa

y3aranbHeHUX JaHuX Npo cuctemy apmakoHarnsay
(BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu chapmakoHarnsgy). 3miHa KOHTaKTHUX
[AaHuX YyNoBHOBaXEHOI 0cOOU 3asiBHYKA,
BiANoBiganbHoI 3a hapmakoHarnag. 3MiHa KOHTaKTHUX
[laHMX KOHTaKTHOT ocobu 3asBHMKA, BianoBiaansHoi 3a
dapmakoHarnsg B YkpaiHi. 3MiHa Micue3HaxomxeHHst
macTtep-darina cuctemu chapmakoHarnagy. 3MiHa
MicLS 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy.
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

iHCnekuis: BetTep
Papma-dPepTuryHr
'm6X i Ko. K,
HimevuunHa; BisyanbHa
iHcnekuia: BeTtTtep
dapma-depTUryHr
'm6X i Ko. K,
HimeuuunHa; KoHTponb
SIKOCTi Ta TECTYBaHHS
cTabinbHOCTI,
BTOPUHHA yNaKOBKa,
[03BiN Ha BUNYCK
cepii: H.B. OpraHoH,
Higepnangw; Tect Ha
iMmyHoakTuBHicTb: MC[]
biotek B.B.,
Higepnangm

101.

ENTOHBA

PO34MH ANs iH eKuin
no 150 mkr/0,5 mn
no 0,5 mn po3unHy B
nonepegHLo
HanoBHEHOMY
winpwui; no 1
nonepegHLo
HanoBHEHOMY
LUNpULY pasom 3i
CTEPUIIBHO
iH’EKLIINHOI ronkow
y BigKpUTOoMy
nnacTUKoBOMY NOTKY
B KapTOHHII kopobui

OpraHoH
CeHTpan
let TmM6X

LLsenuapi
a

Bupo6HuLTBO
Hepo3dgacoBaHoI
npoaykuii Ta
nepBMHHA yrnakoBkKa,
KOHTPOMb AKOCTI,
TECTyBaHHS
cTepunbHOCTI Ta
BakTepianbHNX
€HOTOKCUHIB
roTOBOrO fikapCbKOoro
3acoby (KOHTponb
SIKOCTi), BidyanbHa
iHcnekuia: BeTtTtep
dapma-dPepTUryHr
v6X i Ko. KT,
HimevuunHa; KoHTponb
AKOCTi, TECTYBaHHS
CTepunbHOCTI Ta
HakTepianbHUx
€HOO0TOKCUHIB
roTOBOro MiKapCbKOro
3acoby (KOHTponb
SIKOCTI), BidyanbHa
iHcnekuin: BeTTtep
dapma-dPepTUryHr
v6X i Ko. K,
HimeyuunHa; BisyansHa
iHcnekuia: BeTtTtep
dapma-dPepTUryHr
Mv6X i Ko. KT,
HimevuunHa; KoHTponb
AKOCTi Ta TECTYBaHHS
cTabinbHOoCTI,
BTOPWMHHA YNaKoBKa,

Himeuumnna/
Higepnangu

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHUX gaHux Npo cuctemy papmakoHarnsay
(BBEAEHHS y3aranbHEHMX gaHWX NPO CUCTEMY
chapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
ainna cuctemu papmakoHarnsgy). 3MiHa KOHTaKTHUX
[AaHnX YNOoBHOBaXEHOI 0COOU 3asiBHWMKA,
BignoBiganbHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnsig B YkpaiHi. 3MiHa Micue3HaxomxKeHHst
mMacTep-danina cuctemu papmakoHarnsgy. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy.

3a
peuerimom

UA/13125/01/02
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
[03BiN Ha BUMYCK
cepii: H.B. OpraHoH,
Higepnangu; Tect Ha
iMmyHoakTuBHicTb: MC[]
biotek B.B.,
Higepnangu
102. | EHBPEN® PO34UH ANS iH'eKUin, Mdpanzep CLUA KOHTPOIb AKOCTI IpnaHais/ BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a UA/16786/01/01
50 mr/mn; 4 Eny.Ci.Mi. nikapcbkoro 3acoby B Benbrisa Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
nonepegHL0 Kopnopen nonepegHbo tapmakoHarnagy. 3MiHa yactoTn Ta/abo TepMiHiB
HamnoBHEHiI LLNpULM LUH HanoBHEHMX LUMpULUAXx: noAaHHs perynsipHo OHOBIIOBaHUX 3BITiB 3 6e3neku
no 0,5 mn (25 mr) Mdpansep IpnenHa nikapcbkux 3acobis - 3mMiHK y YacToTi Ta AaTax
a6o no 1 mn (50 wr), dapmaceyTukarnc, NnoAaHHsi perynsipHO OHOBMOBaAHOIO 3BiTy 3 6e3neku.
abo 4 nonepegHLO Ipnangis; [itoya pegakuis: Yactora nogaHHa perynspHo
HamnoBHEHI Py4kn Mo BMPOBHMLTBO OHOBMOBaHOrO 3BiTYy 3 6e3nekn 1 pik. KiHuesa aaTa
1 mn (50 mr), 4 nikapcbkoro 3acoby B Ons BKMoveHHs aaHux go PO36 - 02.02.2018 p. data
TaMMOHK 3i CNUPTOM nonepegHLo nogaHHs - 12.04.2018 p. - NponoHoBaHa peaakuis:
y NNacTUKOBOMY HaMOBHEHMX LUNPULAX, YacToTa nofaHHs perynspHO OHOBIIIOBaHOrO 3BiTy 3
KOHTENHeEpI; KOHTPOSb SKOCTi 6e3nekun 5 pokiB. KiHueBa gaTta Ans BKIOYEHHS AaHUX
nnacTuUKoBui nikapcbkoro 3acoby B no PO3B6 - 02.02.2028 p.[data nogaHHs - 02.05.2028
KOHTEWVHep y nornepeaHbLo p. PekomeHgoBaHo A0 3aTBEpOKEHHS BiAMOBIAHO A0
KapTOHHiI kopobui HanoBHEHMX LUMNPpULAX, nepioanMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
Kpim TecTy "bioaHanis 3BiTIB 3 6e3neku nikapcbkux 3acobis y €C.
anonTosy"; cknagaHHs
i TeCTyBaHHS
nonepeaHL0
HamMoOBHEHMUX PYYOK;
MapKyBaHHS,
BTOPWHHE NaKyBaHHS,
BWMYCK Cepii roTOBOro
nikapcbkoro 3acoby:
Mdpaiizep
MeHtodekdypuHr
Benbris HB, benbrist
103. | EHOOKCAH® TabneTku, BKPUTI Bakctep HimeuunH | Bunyck cepii: Bakctep | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/0027/01/01
LlyKpOBOIO OHkonogx a Onkonogxi MmBX, IcnaHis TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
obornoHkoto, no 50 i TMB6X HimeuuunHa; Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
mr, no 10 TabneTok BupobHuuTBO BUPOGHKKa (BKINOYaK4n, 3a HeobXigHOCTI, Micue
y 6nictepi; no 5 Hepo3dacoBaHoi NpoBeAEeHHS KOHTPOMIO SIKOCTi), abo BnacHuKa macTep-

GnicTtepiB y
KapTOHHiIl kopobui

npoayKuii, nepBuHHa
Ta BTOPUHHA
ynakoBka:
Mpacdapma, C.J1.,
IcnaHis; Maynt ®apma
Awmaper 'M6X,
HimeuvunHa

darina Ha AdI, abo noctayanbHuka ADI/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBponechbkin
hapmakonei y 3aTBepmXeHOMy [OCbe, abo BUPOOHMKa
HOBOI JONMOMiXXHOT PEYOBMHMU (SIKLLIO 3a3Ha4YeHO Y
pocbe) 3MiHM y Ha3Bi Ta agpecu BUPOGHUKa Ta
nocTayarnbHMKa Ait4oi pe4oBUHM Limkodocdamian
Litova pegakuis:
3.2.S.2 Manufacture
3.2.5.2.1 Manufacturers
The full manufacture of Cyclophosphamide
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monohydrate (cyclophosphamide L) and packaging
are performed at a production plant 15 km from the
site in Halle (and managed from Halle):
Baxter Oncology GmbH
Artur-Ladebeck-Strasse 136
33647 Bielefeld
Germany
The analytical testing, stability testing and release of
Cyclophosphamide monohydrate (cyclophosphamide
L) are performed at:
Baxter Oncology GmbH
Kantstrasse 2
33790 Halle/Westfalen
Germany
[NponoHoBaHa peaakuisi:
3.2.S.2 Manufacture
3.2.5.2.1 Manufacturers
The full manufacture of Cyclophosphamide
monohydrate (cyclophosphamide L) and packaging
are performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld
Germany
The analytical testing, stability testing and release of
Cyclophosphamide monohydrate (cyclophosphamide
L) are performed at:
Baxter Oncology GmbH
Kantstrasse 2
33790 Halle/Westfalen
Germany

104.

EHTEPO®YPU
ne

CyCneH3sisi oparnbHa,
200 mr/5 mn; no 90
My dnakoHi, no 1
nakoHy i3
3axu1LLEeHoo Big
BiAKPUBaHHS OiTbMU
KPULLIKOIO Ta
NnacTMKOBOLO
TNOXKOK-A03aTOPOM
Y KapTOHHIl Kopobui

BocHanek
a.n.

BocHis i
epuerosu
Ha

BocHanek a.a.

BocHis i
"epueroBuH
a

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHu 3 sikocTi. APIl. KoHTponb A®I (iHwwi 3miHK)
- BHECEHHs1 3MiH y Cneumdikauito/ MeToam KoHTponto
A®| Hidpypokcasng 3a nokasHukom "Specific
absorbance" (2.2.25). (3aTBepagxeHo: Specific
absorbance: 940 to 1000 at the absorption maximum
at 367 nm; 3anponoHoBaHo: Specific absorbance: 940
to 1000 at the absorption maximum at 364 + 2 nm).
3miHu | Tuny - 3minm 3 sikocTi. A®l. BupobHuLTBO.
3miHu B npoueci BUpobHuuTBa ADI (iHLWi 3MiHK) -
nopaHHst Hoeoi pefakuii ASMF (O-NR-E-2209-s0022-
EU) ons A®l Hicypokcasug sig BupobHuka MOEHS
IBERICA S.L. IcnaHis (3aTBepmkeHo: ref. O-NR-E-
1901). 3minHu | Tuny - 3miHK 3 sikocTi. ADI.
Bupo6HuuTBo. 3MiHM B npoueci BupobHuuTBa ADI
(He3Ha4Ha 3MiHa y 3aKpu1TIln YacTuHI MacTep-darina Ha
AQI) - nogaHHst HoBoi pepakuii ASMF (Restricted part
ref C-NR-E-2105-s0013-EU gnsa A®I Hicdypokcasug
Bia BupobHnka MOEHS IBERICA S.L. Icnanis
(3atBepakeHo: ASMF (ref. C-NR-E-2006- s006-EU).

3a
peuerimom

UA/1991/02/01




57

[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
3MiHM He BNnuBaloTb Ha sikicTb ADI.
105. | EHYPAH rpaHynu; no 10 r MpAT Ykpaina MpAT "HauioHanbHa Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes UA/3820/01/01
rpaHyn y neHani "HaujioHnan [omeonaTnyHa TMny - 3MiHK Wopo 6e3nekn/edheKTUBHOCTI Ta peuyenma
nonimepHomy, no 1 bHa Cninka" apmakoHarnagy. BeegeHHsi abo 3amiHm oo
neHany B navui 3 [omeonat y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapToHy; abono 5 r nyHa (BBEAEHHA y3aranbHEHUX AaHWX NPO cucTemy
rpaHyn y KOHTenHepi Cninka" hapmMakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
3 403yBaHHSAM, Mo 2 BiANOBIAANbLHOI 3a 3AiNCHEHHS bapmakoHarnsay;
KOHTeMHepu B nauui KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHVKa Ans
3 KapTOHY 3iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWo BoHa
BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBiganbHoi
3a 3ilicHeHHs1 hbapmakoHarnsgy (BKroYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn chapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag,.
[Hitoua pepakuis: TkaveHko TeTsaHa MeTpiBHa.
[MponoHoBaHa peaakuis: Enb Kasnb Hatanis FOpiisHa.
106. | EPFOC® Tabnetku no 50 mr; TOB Ykpaina TOB "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a He UA/6666/01/02
no 1 abo 2, abo 4 "®apmaue komnaHis "®apKoC" TMny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenmom | nidnse
TabneTtku y 6nicrepi; BTUYHA Onuc Ta cknag. 3miHa abo gogaBaHHSA WTamnis, ae
no 1 6nictepy B KOMMaHis NOTOBLUEHb ab0 iHLWMX MapKyBaHb, YKIMOYaym 3amiHy
kopobui; no 4 "®apKoC" abo gopasaHHA dapb AN MapKyBaHHS fikapcbKoro
TabneTtku B GnicTepi; 3acoby (3MiHa WwTamniB, NOTOBLLEHb ab0 iHLLMX
no 2 6nictepu B MapKyBaHb) - 3MiHa y 30BHILLHBOMY BUNSAI
Kopooui nikapcbkoro 3acoby, a came 3MiHa LUTaMny Ha
TabneTui 3 BignoBiaHUMM 3MiHaMu B po3gin «Onuc»
MKA N3. 3miHn BHeceHo B iHCTPYKLUIilO ANt MEAUYHOTO
3acTOCyBaHHS Nikapcbkoro 3acoby Ao posginy "Cknag”
(OCHOBHI hi3uko-XiMiYHI BMAcTMBOCTI) Ta sik HACMIAOK -
[o posginy "Cnocib 3actocyBaHHA Ta 403K", OCKINbKX
pucka noginy He nepeadavae nodin TabneTku Ha ABi
piBHI ekBiBaneHTHi 4o3n. BBegeHHsA 3MiH NpoTsrom 6-
TV MicsLiB Nicnsi 3aTBEPOXKEHHS.
107. | EPFOC® Tabnetku no 50 mr; TOB Ykpaina TOB "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | - UA/5760/01/02
in bulk: no 5000 "®apmaue KomnaHis "®apKoC" TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
TabneTok y nnsiLkax BTUYHA Onuc Ta cknag. 3miHa abo gogaBaHHS WTamnie,
KOMMaHis NOTOBLUEHb abo iHLWMX MapKyBaHb, YKIMo4aym 3amiHy
"®apKoC" abo nopaBaHHsA hapb Anst MapKyBaHHS MikapcbKoro
3acoby (3miHa WwTamniB, NOTOBLLEHb ab0 iHLLIMX
MapKyBaHb) - 3MiHa y 30BHILLHbOMY BUMSAi
nikapcbkoro 3acoby, a came 3miHa LuTamny Ha
Tabnetui 3 BigNoBiAHMMM 3MiHaMKM B po3ain «Onuc»
MKA N13. BBeaeHHst 3mMiH npoTarom 6-Tu micsuiB nicns
3aTBEPAKEHHS.
108. | EPFOLETAN TabneTkn, BKpUTI AT YkpaiHa AT "KMUIBCLKMIA YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu | bes UA/17457/01/01
NniBKOBOKO "KNIBCbK BITAMIHHUN TMny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMin 3acib. peuenma
o6ornoHkoto no 5 mr 717 3ABOO" 3MiHM y BUpOBHMLUTBI. 3MiHM y NpoLieci BUPOOHMLUTBA
no 10 TabneTtoky BITAMIHH roTOBOro MiKapCbKOro 3acoby, BKIOYauy NPOMiKHUMA
6nictepi; no 1 abo 3 717 NpOoAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHULTBI
Gnictepu y navui 3ABOLO" roTOBOrO fikapcbKkoro 3acoby (He3HayHa 3MiHa y
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npoueci BMpobHULTBA) - 3MiHa TepMiHy NpUAaTHOCTI B
cneuudikaLii Ha NPOMDKHY Ta Hepo3adhacoBaHy
npoaykuito. 3atBepaeHo: TepMiH npuaaTHoOCTi Macu
ons TabnetyBaHHsi — 5 4i6 TepmiH npuaaTHocTi
TabneTok-saep — 3 nobu TepmiH npugaTHoCTi
Hepo3adpacoBaHoi npoaykuii — 10 gié 3anponoHoBaHoO:
TepMiH npugaTHOCTI Macy gnsa TabnetyBaHHs — 10 4i6
TepMiH npupaTtHocTi TabneTok-saep — 20 Ai6 TepmiH
npugaTHOCTI HepoadacoBaHoi Npoaykuii — 30 g6 -
3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHn y BUpobHMLUTBI. 3MiHK BUNpobyBaHbL abo
[OMNyCTUMUX MEX, BCTAHOBIEHUX Y cneundikauisx, nig
Yac BMPOGHMLITBA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW) - 3MiHa YaCTOTW KOHTPOITIO NOKa3HWKIB
"KinbkicHe BU3Ha4eHHSA" B cneumdikawii NpoMipkHOT
npoaykuii (Maca anst TabnetyBaHHs Ta TabneTku-
sanpa) Ta "OgHopigHICTb BMICTY Ailodoi peyoBuHM" B
crneumdikaLii npoMixHoi npogykuii (Maca ans
TabneTyBaHHs), a caMe JOMNOBHEHHSI MPUMITKOI «** -
NOKa3HUK KOHTPOMIOETLCA Mif Yac Banigauii
Texnpouecy». 3atBepakeHo: MNpoMixkHa npoaykuis.
Maca gns TabnetyBaHHs KinbkicHe BU3Ha4YeHHs
OpHopIgHICTE BMICTY Ait04Oi pEYOBUHM B OOUHML
[,030BaHOro nikapcbkoro 3acoby MpomixkHa NpoaykKuist.
TabneTkn-agpa KinbkicHe BU3HauYeHHs1
B3anponoHosaHo: [MpomixHa npoaykuis. Maca ans
TabnetyBaHHs **KinbkicHe BU3HAYEHHS ** - MOKa3HUK
KOHTPOMIETLCA Mif Yac Banigauii Texnpouecy
OpHopIgHICTE BMICTY Ait04Oi pEYOBUHM B OOUHMLL
[,030BaHOro nikapcbKoro 3acoby ** ** - KOHTPONIETHLCS
nig vac Banigauii Texnpouecy MpomikHa npoaykuis.
TabneTku-agpa KinbkicHe BU3HauYeHHs1 **KinbkicHe
BM3HAYEHHS ** - MOKA3HWK KOHTPOMIETLCS Mif Yac
Banigauii Texnpouecy

109.

E®MEPUH

NMOPOLLOK AN
PO34MHYy AN iH eKuin
no 1r, 1 dpnakoH 3

NMOPOLLKOM B KOPOOLIi

AHaHTa
Megikeap
NnTo.

Benuka
BpuTaHis

"BeHyc Pemegic
Nimiteq", IHais;
AHaHTa Megikeap
Nimiten, IHAOis

IHAisa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) 3MiHU BHECEHO y TEKCT
MapKyBaHHsi nepBuHHOI Nn. 6. IHLLE Ta BTOpUHHOI M.
17. IHLWE ynakoBku nikapcbkoro 3acoby

3a
peuerimom

UA/16125/01/01

110.

E®MEPUH

MOPOLLIOK ANsi
PO34MHY Ans iH eKLin
no 2r, 1 pnakoH 3
MOPOLLKOM B KOpOOLUi

AHaHTa
Megikeap
nTo.

Benuka
BputaHis

"BeHyc Pemegic
Nimitea", IHAjs;
AHaHTa Megikeap
NimiTen, IHais

IHaisa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHM) 3MiHM BHECEHO Y TEKCT
MapKyBaHHS nepBuHHOI n. 6. IHLWE Ta BTOpUHHOI n.
17. IHWE ynakoBku nikapcbkoro 3acoby

3a
peuenmom

UA/16125/01/02

111.

€BPOLIE®TA3

MOPOLLOK Ansi
iH'ekuin; 1 donakoH 3
MOPOLLIKOM B KOPOOLi
3 KapTOHY

€Bpo
TNandpkep
MpawBit
Nimiten

IHAis

Csicc MNapeHTepans
Nra.

IHaisa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) - 3MiHN BHECEHO Y
TEKCT MapKyBaHHs1 NepBuUHHOI (N. 3, 4, 5, 6) Ta
BTOpUHHOI (M. 8, 11, 12, 13, 14, 17) ynakoBku
nikapcbKkoro 3acoby. BeBegeHHs 3MiH NpoTarom 6-t1
MicsiLiB Micnsi 3aTBEPOXKEHHS

3a
peuenmom

UA/12595/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
112. | 30BIPAKC YO | kpewm; no 2 r Kpemy y XaneoH Benwka BUPOBHMLTBO Benvka BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 6e3 nidnse UA/14784/01/01
Ty6i; no 1 Ty6i y HOK BputaHis nikapcbkoro 3acoby, Bpuranis/ Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuenma ae
KapTOHHiI kopooLi TpengiHr nepBUHHE Ta LLiseviLapis 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS
TimiTeq BTOPWHHE NaKyBaHHS, [04aTKOBOI AinbHULI BUPpOBHMLTBA 4NA YacTuHKU abo

KOHTPOMb SIKOCTI,
BUNYCK cepii:
"nakco OnepenLuHc
IOK Nimiten, Benuka
BpuTtaHia

nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI,
BUMNYCK Cepil:
XaneoH KX C.a.p.n.,
LLBsenyapis

BCbOr0 BUPOGHUYOrO NPOLIeCy roTOBOrO MikapCbKOro
3acoby (AinbHMLSA Anst BTOPMHHOIO NakyBaHHS).
BBepneHHs anbTepHaTUBHOI BUPOOHUYOI dinbHuui MN3:
Xaneon KX C.a.p.n., Pyt ge lNletpa 2, HioH, 1260,
LLseviyapis (Haleon CH S.a.r.l., Route de I'Etraz 2,
Nyon, 1260, Switzerland), BignosigansHoi 3a
BTOPWHHE NaKyBaHHS. TakoxX, 3a3HavYeHHS yHKLiN
BUpobHuka Makco OnepenweHc OK Jlimitea, Benvka
BputaHis (Glaxo Operations UK Ltd, United Kingdom).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMuTBi. 3amiHa abo
BBEOEHHS A0A4ATKOBOI AiNbHULI BUPOOHMLTBA ANA
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHWUUS 4Nnst NepPBUHHOTO
nakyBaHHs1) - BBeAeHHs anbTepHaTMBHOI BUPOBHWYOT
ainbHuui IMM3: Xaneon KX C.a.p.n., Pyt ge lletpa 2,
HioH, 1260, Lsenuapia (Haleon CH S.a.r.l., Route de
I'Etraz 2, Nyon, 1260, Switzerland), BignoBiganeHoi 3a
nepBUHHE NakyBaHHA. TakoX, 3a3HayveHHs yHKLUIN
BMpobHuka Mnakco OnepeinweHc OK Jlimitea, Benvka
Bputanis (Glaxo Operations UK Ltd, United Kingdom).
BBeaeHHs 3MiH npoTsrom 6-Tu micauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. 3mMiHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gogaBaHHst BUPOOHUKA, LLO BignoBigae 3a
BBE3€HHs1 Ta/abo BMNyck cepii) - Bkrrovyaroun
KOHTponb/BunpobyBaHHs cepii. BBeaeHHs
anbTepHaTUBHOI BUPOOHMYOT ainbHuui M3: XaneoH
KX C.a.p.n., Pyt ge lNetpa 2, HioH, 1260, Lsenuapis
(Haleon CH S.a.r.l, Route de I'Etraz 2, Nyon, 1260,
Switzerland), BignosiganbHoi 3a koHTponb fKocTi J13
Ta BUMyCK cepii. 3MiHW (AoaaBaHHS BUPOOHMKa)
BHECEHi B po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpObHMKa Ta agpeca micus
NPOBaXXEHHS1 NOTo AiSANbHOCTI» IHCTPYKUiT Ansi
ME[IMYHOro 3aCTOCyBaHHs Nikapcbkoro 3acoby. Ak
Hacnifok 3aTBEPPKEHHS TEKCTY MapKyBaHHS YNaKoBKY
nikapcbkoro 3acoby Anst 4oAaHOro BUPOOHWKa.
BHeceHi 3MiHW B TEeKCT MapKyBaHHS1 YNakoBKu
nikapcbKkoro 3acoby LWoao HasiBHOCTI NOroTuny
3asBHUKA. BBeaeHHs 3MiH NpoTarom 6-Tu micsiuiB
nicnsi 3aTBepaKeHHs. 3MiHu | TUnYy - 3MiHKM 3 SKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponenchki papmakonei/MoHorpadii.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
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3acoby ynakoeka) HS noceio4yeHHs1

MogaHHA HoBoro abo oHoBneHoro cepTudikara
BiANoBigHOCTI abo BUny4eHHsi cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
ONns BUXiQHOro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHMULTBI AdI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BianoBigHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHu cepTudikaT
Bif YK€ 3aTBEPKEHOr0 BMPOOHUKa. [NogaHHst
OHOBIEHOTrO cepTudikaTy BignosigHocTi EP R1- CEP
1998-029-Rev 09 (nonepeaHs Bepcis CEP R1- CEP
1998-029-Rev 08) ans A®I Auuknosip Big Bxe
3aTBepakeHoro BupobHuka Mylan Laboratories
Limited (Unit 7), India, y 38’3Ky 3 OHOBINIEHHSIM
nepcoHanbHUX AaHNX KOHTAKTHOI 0cobu Tpumayda
CEP, a Takox oHOBNeHHsIM cneumdikauii Ta
npouenypv BUNpobyBaHb CUPOBMHM Ta OHOBIIEHHAM
AaHnX Npo AOBroCTPOKOBY CTabinbHICTb (60 micAuiB)
A®I Aumknosip. 3miHum | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiAMOBIAHOCTI €Bponencoki dapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikata
BignoBigHOCTI €Bponewickkin hapmakonei: ana Adl;
ONns BUXigHOro maTepiany/peareHTy/npoMixXHoro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI A,
ONst AONOMIXXHOI peqoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHWn cepTudikat
BiJ yXe 3aTBepKeHOro BUpobHuka. MNogaHHs
OHOBMEeHoro cepTudikaty BignosigHocTti EP R1- CEP
2002-220-Rev 02 (nonepegHs Bepcis CEP R1- CEP
2002-220-Rev 01) ana A®I [igpokopTU30H Big Bxe
3aTBepmkeHoro BmpobHuka PHARMACIA & UPJOHN
COMPANY ,USA, y 3B’s13ky i3 3MiHOIO Ha3BM
BUpOoGHMKa ADI, 6e3 3miHM Micust BUpobHULTBA, a
TaKoX, y3rofkeHHAM 3 MoHorpadieto EP
iAeHTUdIKaLiMHNX MeToaiB BUNPOOYBaHHS;
OHOBMEHHSIM NPOTOKOMY CTabinNbHOCTI Ta y3roAXXeHHsAM
[aHuXx i3 3anponoHoBaHo cneuundikaieto;
BuAaneHHaM crneundikadii xpomy ans kiHuesoro Adl,
3aCHOBAHOTO Ha OLjiHL pU3UKy eneMeHTapHUX
OOMILLOK Ta AaHuX Npo napTii Ta iH. 3miHu | Tuny -
3MiHu 3 AkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUNpobyBaHHs1). BHECEHHS HE3HAYHMX 3MiH 4O MeToay
BM3HaY€HHS B'A3KOCTi; BHECEHHS PeAakTOPChbKUX
NpaBoK, SKi MONAraloTb Y BUITyYeHHi HOMepiB NocumnaHb
Ha BHYTpiLLHbonabopaTopHi meToan Medivir 3 YUMHHMX
aHaniTMYHUX Npoueayp, ski Hapasi He €
peneBaHTHUMU. 3MiHu | Tuny - 3MiHn 3 sikocTi. ADI.
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Pekna
MyeaH
HS

Homep

peecmpayitiHo20

noceio4yeHHs1

KoHTponb A®L. 3miHa y meToaax BunpobyBaHHsA ADI
abo BuxigHoro matepiany/npomixkHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMLTBa ADI (iHWi 3MiHWM Yy MeTogax
BUNPODYBaHHS (BKMOYa04M 3aMiHy abo [ONOBHEHHS)
AdI abo BuxigHOro/npomixkHoro npoaykTty). 3amiHa
aHaniTM4YHoI NpoLieaypu, WO BUKOPUCTOBYETLCS AN
TECTYBaHHS 3anyMLLKOBOrO PO34MHHMKA (aueToHy) AdI
Aumknosip. Bupo6Huk A®I (Mylan Laboratories Limited
(Unit 7), India), amiH1B MeTog BUNpobyBaHHS
3aMULKOBOrO PO3YMHHUKA 3riAHO 3 METOAOM (gas
chromatography), HagaHuM y oHoBneHoMy
cepTudikari BignosigHocTi EP ans A®l Auuknosip.

113.

30510TOTUCA
YHUKA TPABA

TpaBa,mo 75ry
naykax 3 BHyTPiLLHIM
naketom; no 1,5ry
dinbTp-nakeTi; No
20 ginbTp-nakeTiB y
nayi 3 BHyTPILLHIM
naketom; no 1,5ry
dinbTp-nakeTi; no
20 ginbTp-nakeTiB y
nayui

MpAT
"Niktpasn"

Ykpaina

MpAT "Niktpasun"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6.
CuctemMa KoHTelHep/3akynoptoBarnbHMI 3aci6 (iHLwi
3MiHW) - BHECEHHS 3MiH 40 HOPMYBaHHS NOKa3HWKIB
«lpeHTudikauis (30BHiLLHI 03HaKW)» (AogaBaHHSA onucy
NNiBKX NakyBasnbHOI ); « TOBLUMHA MAiBKMY» (YTOYHEHHS
A0MNyCTMMKX HOPM NMoKa3HuKa) cneumdikauii 3
KOHTPOMIO NEPBMHHOIO MakKyBasibHOro MaTepiany Ans
yNakoBKM NO 75 ry nayui 3 BHYTPILLIHIM NakeTom
(nniBka nNakyBanbHa (NepBMHHA).

6e3
peuenma

UA/8472/01/01

114.

3054

PO34MH AN iH'EKUIN,
25 mr/mn, no 2 mn
abono 4 mn B
amnyni, no 5 amnyn
y bnicTepi, no 2
onictepu y kopobui 3
KapToHY

TOBAPWC
TBO 3
OBMEXE
HOIO
BIOMOBIA
ANbHICT
e}
"KOPIMOP
ALIA
"3[]OPOB
e

YkpaiHa

ToBapucTBo 3
obmexeHo
BiANOBIgANbLHICTHIO
«dapmaueBTU4Ha
KOMnNaHist «300poB’sa»

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHa
3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK Wwoao
6esnekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
AaHuX npo cuctemy cbapmakoHarnsgy, aMiHa
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3ginCHEeHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3ginCHEeHHS
dapmakoHarnsaay (BkMoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLEeHHi MacTep-ganna cuctemm
hapmakoHarnsigy)
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropieHa. MponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHMX
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIganbHOI 3a
capmakoHarnsg.
3miHa Homepa macTep-ganna cuctemm
bapmakoHarnsgy.

3a
peuenmom

UA/20584/01/01

115.

IHOAN®

Tabnetku no 1,25
mr; no 10 TabneTok
y 6nicTtepi; no 3 abo

MPO.ME[
.LUC Mpara
a.c.

Yecbka
Pecny6nik
a

BMPOGHMLTBO 3a
MOBHVM LIKIIOM:
MPO.ME[.LIC MNpara

Yecbka
Pecny6bnika

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
Tuny: 3miHM 3 sKocTi. [oToBMIA NikapcbKuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

3a
peuenmom

He
nionsie
ae

UA/4237/02/02
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
6 GnictepiB y a.c., Yecbka MeToaax BUNpobyBaHHA rOTOBOTO fikapCbKoro 3acoby

KapTOHHiN kopobui

Pecny6nika; nepBuHHe
i BTOPUHHE NaKyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecnybnika

(He3HayHa 3MiHa y 3aTBEepAKEHUX MeToAax
BMNPOOYBaHHA) HE3HaYHa 3MiHa y 3aTBEpPIKEHOMY
MeToAi BUNpobyBaHHS nikapcbKoro 3acoby 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs» (€8p.$.2.2.29).
- 3MiHn | TMny: 3MiHK 3 sAKkoCTi. FOTOBUIA NikapChKMi
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
y MeToaax BuMnpobyBaHHsi FOTOBOTO NikapCbKOro
3acoby (He3Ha4Ha 3MiHa y 3aTBepMKeHNX MeTodax
BMNPOOYBaHHA) He3HaYHa 3MiHa y 3aTBEpIKEHOMY
meTogai BUnpobyBaHHs nikapcbkoro 3acoby 3a
NoKa3HMKOM «Po3unMHeHHs» (€Bp.9.2.2.29, 2.9.3). -
3MiHn | Tuny: 3MiHK 3 sikocTi. FOTOBMI NiKapCbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeToAax BuMnpobyBaHHS FOTOBOTO MikapCbKOro
3acoby (He3Ha4Ha 3MiHa y 3aTBepMKEHNX MeTodax
BMNpobyBaHHs) He3HaYHa 3MiHa y 3aTBEPPKEHOMY
MeToAi BUNpobyBaHHA nikapcbKkoro 3acoby 3a
nokasHukom «CynposigHi goMiwkuny (€ep.$.2.2.29). -
3MmiHu | TUNy: 3MiHM 3 AkocTi. Fo0TOBMI MikapcbKWn
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
y MeToAax BuMnpobyBaHHS FOTOBOTO MikapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBEPKEHMX MeToaax
BMNPOOYBaHHA) He3HaYHa 3MiHa y 3aTBepMKEHOMY
MeToAi BUNpobyBaHHA nikapcbKkoro 3acoby 3a
nokasHukamu «laeHtmdikauisy, «lgeHTudikadis
3aniza». - 3miHu | Tuny: 3miHu 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y meToax BUNpobyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y 3aTBepaKEeHUX
mMeToAax BUNpobyBaHHs) He3HayHa 3miHa y
3aTBEPKEHOMY MeToAi BUNPoOyBaHHSA fikapCbKoro
3acoby 3a nokasHukoM «CepefHsi maca Tabnetku»
(€Bp.9.2.9.5). - 3MiHM | TUNY: 3MiHKM 3 skocTi. MoTOBMIA
nikapcbkuii 3aci6. KOHTpornb roToBOro nikapcbkoro
3acoby. 3miHa y meToax BUNpobyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (iHWi 3MiHM y MmeTodax
BMNpPoOyBaHb (BKIOYaouM 3amiHy abo JONOBHEHHS))
3MiHa B MeTofi BUNpobyBaHHs Nikapcbkoro 3acoby
Ans nokasHuka «O4HopigHICTb 4O30BaHUX OOUHULIb»
(€Bp.9.2.9.40). - 3miHm | TMNy: 3MiHN 3 SKOCTI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHs
rOTOBOrO fikapCbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpoOyBaHb (BKIOYaouM 3amiHy abo JONOBHEHHS))
3aMiHa meTody BMNpobyBaHHs Nnikapcbkoro 3acoby
Ons nokasHuka «laoeHTudikauisy «lgeHtudikauisa
iHanamiagy, b» 3 metogy HPTLC Ha meTtog UV
(EBp.9.2.2.25). - 3minm | TMny: 3MiHK 3 sIKOCTi.
["oToBMI nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) nepeknaz TeKCTy
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
MKA Ha ykpaiHcbKy MoBy. - 3MiHu I Tuny: 3mMiHu 3

sikocTi. FoToBUIA Nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cnewumdikauin
Ta/abo [oNyCTMMUX MeX FOTOBOrO MikapcbKoro 3acoby
(3MiHa 3HaxoaMTbCA Mo3a 3aTBEPAKEHNMN
OOoNyCTUMUMK Mexxamu cneumdikauin) po3LMpeHHs
Mex cneundikadii T13 3a nokasHMkoM «CynpoBigHi
OOMiLKuY» Ans Byab-sKMX OKPEMUX HeCNeLngIvHNX
OOMILLOK Ta CyMW AOMILLIOK Y BigNOBIAHOCTI A0
opuriHanbHUX matepianis BUpobHMKa, Ta Ha OCHOBI

OTpUMaHuX pe3ynbTaTiB A4OCHiAKeHb CcTabinbHOCTI

'N3. Oitoya pepakuis, MponoHoBaHa peaakuisi;
ConyTcTBytowme npumecy; MNpumeck «B» - He Gonee
0,5%; JTobas Hecneundmnyeckas npumecs — He bonee

0,2%

Cyma npumeceii (kpome npumecu «B») — He Gonee

0,3%; CynposigHi gomiwku; Mpwu Brnycky; Jomiwka
«B» - He BinbLe 0,5%;

Byab-sika okpema HecneumdidHa goMillKka — He
6inbwe 0,2%; Cyma gomilok (okpim AoMilkn «B» - He
6inbLwe 0,5%; CynpoBigHi AoMilukuy; MNpoTsarom TepmiHy

npugaTHocTi; Jomiwka «By» - He Ginbwe 0,5%; byab-
siKa oKkpema HecneundivyHa gomika — He BinbLue
0,3%

Cyma JoMiLoK (OKpiM goMilwkn «By» - He BinbLue
1,0%; - 3miHn | Trny: 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneumdikauin Ta/abo
[OMyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby
(3BY)XEHHSI ONYCTUMUX MEX) 3BYXXEHHSI JONYCTUMUX
Mex cneundikauii Ans nokasHuka «BTpaTa B maci npu
BUCYLUYBaHHI» (€Bp.®.2.2.32). [litoya pepakuis: He
6onee 5%; MNponoHoBaHa peaakdis: He binble 5,0 %.
- 3miHu | TMny: 3MiHM 3 sikocTi. FOTOBWI Nikapcbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
rOTOBOrO MikapCbKOro 3acoby (3BY)XXEHHS JOMYCTUMMX
MeX) YTOYHEHHSs1 OMYCTUMUX MeX cneumdikauii ons
nokasHuka «KinbkicHe BU3Ha4YeHHS», 3a3HAYEHHS
[0MNyCTUMOrO Ajiana3oHy BiAXMNEHHS1 HOPMYBaHHS Y
BigcoTkax. - 3miHu | Tuny: 3miHn 3 skocTi. [oTOBMI

nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneumdikauin Ta/abo
OOMYCTUMKX MEX rOTOBOTO JliKapCbKoro 3aco0y (iHLui
3MiHM) BHECEHHSA 3MiHM 0 cneundikauii [T13 Ta onucy

mMeToay 3a nokasHukom «Onucy» y BignoBigHOCTI 40
opuriHanbHUX maTtepianis BUpobHuka. [itova pegakuis:

Onucanve (Tabnetku no 1,25 mr): Po3oBble kpyrmblie

nnockve TabneTku, AuameTpoM OKOMo 7 MM;

AonyckaeTca ene 3aMmeTHad MpaMOpPHOCTb.

[MponoHoBaHa pepakuisa: Onuc (Tabnetkm no 1,25 mr):
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PoxeBi kpyrni nnocki Tabnetkn giametTpom 7 mm,
AOMNycKaeTbCs nease NoMiTHa MapMypoBICTb. 3MiHU
BHECEHO A0 IHCTPYKUii ANS MeanyHoro 3acTocyBaHHS

nikapcbkoro 3acoby o po3againy "OcHoBHI i3nko-

XiMiYHi BnacTueocTi" BigNOBIAHO 4O MaTepianis
peecTpauinHoro gocbe. BBegeHHs 3MiH npoTarom 6-tu
MicsiLiB nicnsi 3aTBepOKEHHS. - 3MiHM | Tuny: 3MiHK 3
sikocTi. FoToBUIA Nikapcbkuit 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cnewumdikauin
Ta/abo [oNyCTMMUX MeX FOTOBOro MikapcbKoro 3acoby
(iHLWi 3MiHW) 3MiHa NepioAnYHOCTI TECTYBaHHSA 3
nepiognNYHOro Ha PYTUHHWUIA ANs MOKa3HWKa
crneumdikaLii KOHTPOMIO SIKOCTI NikapCbKkoro 3acoby —
«MikpobionoriyHa uncrotay. MNpveeaeHHs y
BiNOBIQHICTb 4O AOKYMEHTIB BUPOOHUMKA. - 3MiHM |
Tmny: 3MiHK Wwoao 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsaagy (iHwi 3amiHn). 3mMiHa BHOCUTBLCS
yepes AOMOBHEHHS IHCTPYKLUiT 4Ns MeanyHoro
3acTocyBaHHs iHcpopmalieto 3 6e3neku oo
HeobXxigHOCTi 3BiTyBaHHSA Npo NobiyHi peakuii.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.

116.

IHOAN®

TabneTtku no 2,5 wr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
GnictepiB y
KapTOHHiI kopobui

MPO.ME[J
.LIC Mpara
a.c.

Yecbka
Pecny6nik
a

BMPOBHMLTBO 3a
MOBHVM LIMKIIOM:
MPO.MEJ.LC lMNpara
a.c., Yecbka
Pecnybnika; nepBuHHe
i BTOPMHHE MaKyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecny6nika

Yecbka
Pecny6bnika

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny: 3MiHM 3 SKoCTi. FOTOBMI Nikapcbkuii 3acit.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y

mMeToAax BMNpobyBaHHSA roTOBOIO fikapCbKoro 3acoby

(He3HayHa 3miHa y 3aTBEepAKEHUX MeToAax
BMNPOOYBaHHA) He3HaYHa 3MiHa y 3aTBepmKeHOMY
mMeTozi BUNpobyBaHHs Nnikapcbkoro 3acoby 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs» (€Bp.$.2.2.29).
- 3miHu | TMny: 3MiHM 3 sikocTi. FOTOBUI Nikapcbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeToAax BUMNpobyBaHHSi FOTOBOTO MikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBepKEHNX MeTodax
BMNpobyBaHHs) He3HaYHa 3MiHa y 3aTBEPPKEHOMY
meTogAi BUNpobysaHHSA nikapcbkoro 3acoby 3a
NoKa3HUKOM «Po3unHeHHs» (€Bp.9.2.2.29, 2.9.3). -
3miHu | TUNYy: 3MiHM 3 akocTi. FoTOBMI Mikapcbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeToAax BMNpobyBaHHsi FOTOBOTO MikapCbKoro
3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BMNPOOYBaHHSA) He3HayHa 3MiHa y 3aTBepmKeHOMY
MeToAji BUNpobyBaHHS nikapcbkoro 3acoby 3a
nokasHukom «CynpoBigHi gomilkmy (€sp.d.2.2.29). -
3MmiHu | TUNYy: 3MiHM 3 skocTi. FOTOBMI Nikapcbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BUNpobyBaHHS roTOBOrO MikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBepKEHNX MeTodax
BMNPOOYBaHHSA) He3Ha4yHa 3MiHa y 3aTBepmKeHOMY
MeTozi BUNpobyBaHHs Nnikapcbkoro 3acoby 3a
nokasHukamu «lgeHtudikauisy, «lgeHTudikadis

3a
peuerimom

He
nidnsie
ae

UA/4237/02/03




65 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
3anisa». - 3MiHum | Tuny: 3miHn 3 sKocTi. FoToBMNI

Ginbwe 0,2%; Cyma gomilok (okpim goMilwkn «B» - He
6inbLe 0,5%; CynposigHi Aomilky; MNpoTarom TepmiHy

nikapcbkuit 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y MeTofax BUNpoOyBaHHsI rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAXKEHNX
mMeToaax BunpobyBaHHs) He3HayHa 3miHa y
3aTBEPKEHOMY MeToAi BUNpobyBaHHS fikapCbKoro
3acoby 3a nokasHunkoM «CepefHsi maca TabneTku»
(€Bp.9.2.9.5). - 3MmiHn | TMNY: 3MmiHK 3 AkocTi. FoToBMUIA
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa y MeTofax BUNpoOyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (iHwWi 3MiHWM y MeTofax
BMNpoOyBaHb (BKItoYaouM 3aMiHy abo [ONOBHEHHS))
3MiHa B MeToAi BunpobyBaHHs nikapcbkoro 3acoby
Ans nokasHuka « OgHOPIOHICTb A030BaHNX OOUHULbY»
(€Bp.9.2.9.40). - 3MiHM | TMNY: 3MiHK 3 AKOCTI.
["oToBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BMnpobyBaHHS
roTOBOrO flikapcbKoro 3acoby (iHwi 3MiHM y meTogax
BMNpoOyBaHb (BKItoYaoum 3aMiHy abo [ONOBHEHHS))
3amiHa meToAy BUMNPOGyBaHHSA fnikapcbKoro 3acoby
Ona NokasHukKa «laeHTudikauisy «laeHTudikadisa
iHanamiagy, b» 3 metogy HPTLC Ha meTtog UV
(€Bp.9.2.2.25). - 3minm | TMny: 3MiHN 3 SKOCTi.
["oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHM) nepeknag TEKCTY
MKA Ha ykpaiHcbky moBy. - 3miHu I Tuny: 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawlin
Ta/abo [onyCTMMMX MEX rOTOBOrO NikapCbKoro 3acoby
(3MiHa 3HaxoAuMTbCS M03a 3aTBEPIKEHUMU
[0NyCTUMUMU MexxaMu cneuudikaLlin) po3LMpeHHs
mex cneumdikauii 113 3a nokasHnkom «CynpoBigHi
OOMiLKu» Ans Byab-sKMX OKpeMmX HecneumngivyHmnx
OOMILLOK Ta CyMM AOMILLIOK Y BignoBigHOCTi 40
opvriHanbHWX MaTtepianis BUPOGHMKa, Ta HA OCHOBI
OTpPYMaHux pe3ynbTaTiB JOCNigKeHb CTabinNbHOCTI
'N3. Oitoua pegakuis, MNponoHoBaHa pedakuisi;
ConyTcTBytowme npumecy; MNpumeck «B» - He Gonee
0,5%; JTobasa Hecneuundmyeckas npumecs — He bonee
0,2%
Cyma npumecei (kpome npumecu «B») — He 6onee
0,3%; CynposigHi gomiwku; Mpwu Brnycky; Jomiwka
«B» - He GinbLue 0,5%;
Byab-ska okpema HecneumdiyHa AOMILLKa — He

npuaaTtHocTi; [lomiwka «By» - He Ginblwe 0,5%; Byab-
siKka oKkpema HecneumdivyHa goMilka — He BinbLue
0,3%
Cyma OOoMiLLIOK (OKpiM AoMmilku «B» - He GinbLue

1,0%; - 3miHun | Trny: 3miHu 3 akocTi. FoToBUIA




Ne Haszea
n/n JNlikapcbKo20
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Popma sunycky 3asieHUK Kpaina Bupo6Huk
3acoby

Kpaina
(nikapcbka ¢ghopma, 3asieHUKa

[IponoBxkeHHs foaaTka 3
PeecmpauitiHa npoyedypa
eupobHUKa
ynakoeka)

Ymosu Pekna Homep
aidnycky MyeaH | peecmpayiliHo20
HSl noceio4yeHHs1
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
OOMNYCTUMMX MEX rOTOBOrO fikapCbKoro 3acoby
(3BY)XEHHS JONYCTUMMUX MEX) 3BYXXEHHS JONYCTUMMUX
Mex cneumadikauii 4ns nokasHuka «Brparta B maci npu
BUCYLLYBaHHi» (€Bp.$.2.2.32). [litoua penakuis: He
6onee 5%; MNMponoHoBaHa pepakuis: He Ginble 5,0 %.
- 3Minu | Trny: 3MiHM 3 aKkocTi. [0TOBWI NikapcbKui
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCcTUMMNX MeX
roTOBOIO MiKapCbKOro 3acoby (3BYXEHHS1 OMNYCTUMUX
MeX) YTOYHEHHSI JOMYCTUMMUX MeX cneumdikauii ons
nokasHuka «KinbkicHe BU3HaYeHHS», 3a3HaYEHHS
AO0MNyCTMMOrO Aiana3oHy BiAXWUNEHHS HOPMYBaHHS Y
BigcoTkax. - 3MiHu | Tuny: 3miHn 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby. 3miHa napameTpiB cneundikadiv Ta/abo
OOMNYCTUMKX MEX FOTOBOTO fikapCbKoro 3acofy (iHLui
3MiHM) BHECEHHS 3MiHM o cneundikauii [T13 Ta onucy
MeToAy 3a nokasHukoM «Onucy» y BiANOBIAHOCTI A0
opuriHanbHUX maTtepianis BUpobHuKa. [itova pegakuis:
Onucanue (Tabnetku no 2,5 mr): CBeTno-opaHxesble
Kpyrrble TabneTku ¢ kpecTtoobpasHon puckon Ans
[OeneHnsi C O4HON CTOPOHbI, AUAaMETPOM OKOSO 8 MM;
JonyckaeTcsl ene 3ameTHas MPaMOpHOCTb.
MponoHoBaHa pepakuia: Onuc (tabneTku no 2,5 mr):
CBiTno-opaHxesi kpyrni TabneTku giametpom 8 Mm 3
XpecTonofibHo pUCKOLD, AOMYCKaeTbCS Nease
NOMiTHa MapMypoBiCTb. 3MiHVM BHECEHO [0 IHCTpyKUiji
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby Ao
po3giny "OcHoBHi hiauko-ximiyHi BnacTmBocTi"
BiZNOBIOHO [0 MaTepianiB peecTpalinHOro AOChe.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEpOKEHHS. - 3MiHM | Tuny: 3MiHKM 3 sKoCTi.
[oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo [oNyCTUMUX MEX FOTOBOrO MikapcbKoro 3acoby
(iHLWi 3MiHW) 3MiHa NepioAnYHOCTI TECTYBaHHA 3
NepioANYHOro Ha PYTUHHWUIA A MOKasHWKa
cneuudikauii KOHTPOIO SKOCTi Nikapcbkoro 3acoby —
«MikpobionoriyHa uncrortay. MNprBeaeHHs y
BiZNOBIHICTb 4O AOKYMEHTIB BUPOOHUMKA. - 3MiHuM |
TMny: 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn). 3mMiHa BHOCUTBLCS
yepes OOMOBHEHHS IHCTPYKLUIii 4ns MegUYHOro
3acTocyBaHHs iHpopMallieto 3 6e3sneku Wwoao
HeobXxigHOCTI 3BiTyBaHHSA Npo NobiyHi peakuii.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHSI.
"makcoCmiTKnsnH Benbrisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l
Bionoaxikans C.A. Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBO. 3MiHM B

117. | IHOAHPUKC
INB XI6

cycneHsis (DTPa- nakcoCwmi Benwuka
IPV) ans iv’exuin no TKnamH BpuTaHis

3a

UA/15832/01/01
peuenmom
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
KOMBIHOBAH 0,5 mn (1 posa) Ta EkcnopT npoueci BupobHuuTea API (3miHa cTocyeTbecst
A BAKLUMHA nioginizat (Hib); Timiteq aKTVMBHOT pe4oBUHW GiONOriYHOro/iMyHOMOri4YHOro
onsd cycneHsis (DTPa- NOXOMAXXeHHs1 abo BMKOPUCTaHHS XiMiYHUX APl y
MPO®INAKTUK | IPV) gns iH’ekuin no BUPOBHMUTBI Nikapcbkoro 3acoby
N OUOTEPII, 0,5wmn (1 po3a) y 6ionoriYHoro/iMyHONOMYHOIrO NOXOAXKEHHS, Sika MOXe
NMPABLA, nonepegHL0 MaTK 3Ha4YHUI BNIMB Ha SKIiCTb, 6e3neky Ta
KALLUJTIOKY HanoBHEHOMY edeKTUBHICTb NiKapcbkoro 3acoby, i He CTOCYETbCS
(ALEENONAPH ofHopas3oBoOMy npotokony) - BBeaeHHs npoTokony ksanidikauii Ans
1] wnpuui Ne 1y npuroTyBaHHs poboyoro nocieHoro matepiany (WS)
KOMMOHEHT), KOMMIEKTi 3 ABOMa C.diphtheriae i nogaBaHHsi TPbOX HOBUX Cepili
noniomMIeENITY | ronkamn Ta po6oyoro nocisHoro matepiany (ADTOHWMO004,
TA niocpinizat (Hib) y ADTOHWMO005, ADTOHWMO06), BupobneHnx Ha
3AXBOPKOBAH | cdnakoHi Ne 1, wo ninbHUUi GSK Biologicals Kft, Godollo, YropwuHa i3
b, 3MiLLYIOTbCS Nepes 3aTBEpAKEHOro nonepeaHLOro NOCiBHOrO MaTepiany
36YOHUKOM BUKOPUCTAHHSM; MO (pre-WS T9). BHeceHHs1 pedakLiiHMX NpaBoK 3 METOH
AKUX € 1 nonepeaHbLO NpUBELEHHA 3apeecTpoBaHol iHdopmalii y
HAEMOPHILUS | HanoBHeHOMY BiANOBIHICTb 4O BHYTPILWHLOI OKYMEHTaLii KoMnaHii,
INFLUENZAE OAHOpa3oBOMY a came 3MIHIOETLCS KPUTEPI NPUAHATHOCTI 4Nsa TecTy
TANY B LINpULY Y KOMNMEKTI Ha igeHTudikauito, Wo BUKOPUCTOBYETLCA NpU
3 IBOMa rofikamu 1a KOHTPOIi IKOCTi BUNYCKY po60oY0oro nociBHoro
1 conakoHom 3 maTepiany C.diphtheriae 3 "C.diphtheriae, 6ioTun
niocpinizatom (Hib) y mitis/belfanti" Ha "C.diphtheriae - 3miHu || TRy - 3miHK
BaKyyMHin 3 akocTi. A®l. BupobHuuTtso. 3miHa BUpobHuka
CTEPUnbHIN BUXIiQHOro/MPOMIDKHOTrO NPOAYKTY/peareHTy, Wwo
ynakosui; no 1 BUKOPUCTOBYHOTLCS Y BUpoBHMYOMY npoLeci A®Il, abo
BaKyyMHil 3MiHa BMpOGHMKa (BKo4aouun, Ae HeobxiaHo, micue
CTEPUIbHIN ynakoBLi npoBeaeHHs KOHTpornto sikocTi) ADI (3a BigcyTHOCTI
Y KapTOHHIlA kopobui cepTudikaTa BignoBigHOCTi EBpoONechbkin
apmakonei y 3aTBepakeHomy gocke)(3miHa B ADI
Gionori4yHoro NoxoaKeHHs abo BMXigHOMY
marepiani/peareHTi/npoMi>XKHOMY NpPOAYKTi, L0
BUKOPWCTOBYIOTHLCS A1 BUPOOHMLUTBA
GionoriyHoro/iMmyHomnoriYHoro nikapcbkoro 3acoby ) -
[opaBaHHsi PyHKLiN BUPOBHMLTBA Ta KOHTPOItO
SKOCTi pobo4oro nociBHoro martepiany
Corynebacterium diphtheriae gns ginbHuui GSK
Biologicals Kft., Godollo, YropLiuHa 3 BignoBigH1Mm
3MiHaMu B npoueci BMpobHMLTBa, a came:
TemnepaTypa po3MOpPOXYBaHHS, TemrnepaTypa
iHKy6aUii, LUBMAKICTb | TpUBaNICTb NepeMmiLLyBaHHS
Towo. MpuBeaeHHs y BigNoOBIgHICTb piBHA iHOpMaLil,
npepcraeneHoi B Mogyni 3.2.5.2.1 gnsa
3aTBepaxeHoro BupobHuka GSK Vaccines GmbH
Marburg, HimeuunHa Ta GSK Biologicals Kft., Godollo,
YropuuHa, BHECEHHS pedakLinHMX NpaBok
118. | IMIAQAKPUH- po3uuH ans iH'ekuin, | TOBAPUC YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHa 3a UA/20348/01/01
300POB'A 5 mr/mn, no 1 mn B TBO 3 obmMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
amnyni, no 5 amnyn OBMEXE BianoBigansbHICTIO nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
y 6nicTepi, no 2 HOIO "®apmaueBTUYHa 460). BBegeHHs 3MiH npoTsiroM 6-Tu MicsuiB nicnsi
onictepu y kopobui 3 | BIOMNOBIO KoMnaHisi "3gopos's" 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
KapToHy; no 10 ANbHICT 6e3nekn/edPekTMBHOCTI Ta papMakoHarnsigy.




68

[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
amnyn y 6nictepi, no 10) BBegeHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
1 6nictepy y "KOPTIOP cuctemy cpbapmakoHarnsay (BBeAeHHS y3aranbHeHnX
KopobLji 3 KapTOHY AUIA OaHunX Npo cuctemy bapmakoHarnagy, 3amiHa
"300POB yNOBHOBaXeHOI 0cobu, BignosiganbHOI 3a 30iNCHEHHS
A chapmakoHarnsay; KOHTaKkTHOI ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yMNOBHOBaXeHoI ocobwu, BignosiaansHoi 3a 3giNnCHEHHS
thapmakoHarnagy (BKMoYar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-charnna cuctemum
dapmakoHarnsgy)
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKaA,
BignosiganbHoOI 3a hapmakoHarnag. Lioya pegakuis:
LLleByeHko Onena IropieHa. lNponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsaa. 3miHa Homepa macTtep-danna
cucTeMU dpapmakoHarmsigy.
119. | INIAAKPUH- po3uuH ans iH'ekuin, | TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHa 3a UA/20348/01/02
300POB'A 15 mr/mn, no 1 mn B TBO 3 obmexeHo 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuernmom
amnyni, no 5 amnyn OBMEXE BiAnoBiganbHICTIO noceigyeHHs) (3rigHo Hakaszy MOS3 Big 23.07.2015 Ne
y GnicTepi, no 2 HOKO "®apmMaueBTUYHa 460). BBegeHHs 3MiH NpoTsArom 6-Tv MicsiLiB nicnsi
6nictepu y kopobui 3 | BIAMNOBIA KomnaHis "3gopos's” 3aTBepAKeHHA. 3MiHu | Tuny - 3miHK Wwoao
KapToHy; no 10 AJTbHICT 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
amnyn y 6nictepi, no 10) BBeneHHst abo 3miHM 4o y3aranbHEeHUX AaHux npo
1 Gnictepy y "KOPIOP cuctemy hapmakoHarnsaay (BBeAeHHs y3ararnbHeHnx
KopobLi 3 KapTOHY AUIA OaHuX Npo cuctemMy capmMakoHarnsgy, amiHa
"3[10POB ynoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3giNnCHeHHS
A dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBAXEHOI 0cobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy)
3miHa ynoBHOBaxeHOoT 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapmakoHarnsag. [itoya pegakuis:
LLleByeHko Onena IropieHa. NponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag. 3miHa Homepa macTtep-ganna
cucTeMU dpapmakoHarnsigy.
120. | IPUHOTEKAH KOHUeHTpaT ans Llunna IHAis [MNoBHUIA LWKN IHaisa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu |l 3a He UA/18000/01/01
LUNNA po34MHy Ans Megikea BUPOGHMYOro TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib. peuernmom nionse
iHcpy3in, 20 mr/mn, Nimiteq npouecy: Cunctema KoHTeHep/3akynoptoBarbHuii 3aci6. 3miHa ae

no 5 mn a6o no 15
My donakoHi; no 1

dnakoHy y
KapTOHHI kopobui

LLUunna Megaikea
Nimiten, IHais;
KoHTponb fkocTi i
BUNpPoBYBaHHS
cTabinbHocTi (i3nyHi
i XimiyHi TecTm):

pO3Mipy ynakoBKW rOTOBOrO ikapCbKoro 3acoby (3miHa
mMacu/o6'emy BMICTy KOHTENHepa 6aratogo30BOro
CTepUnbHOro fikapcbkoro 3acoby (abo oAHOA4030BOrO,
4aCTKOBOrO BUKOPUCTaHHS) Ta GaraTto4o30BOro
nikapcbkoro 3acoby 6ionoriYHOro/iMyHoOMNoriYHOro
NMOXOPKEHHS ANsl NapeHTepasibHOro 3aCToCyBaHHs) -
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
LLUunna Megikea BHECEHHS JOAAaTKOBOI YNaKkoBKM, 3 HOBMM PO3MipOM
TlimiTen, IHais KOHTewHepa, a came no 5 mn (100 mr) y dpnakoHi 3
TeMHoro ckna ( | Tuny), 3akpuToro ryMoBoto NpoGKoto
Ta anoMiHieBMM KoBnaykom 3 cnin-opd
KOMMOHEHTOM, 6e3 3MiHU KiNbKICHOro Ta sikicHOro
cKknagy NepBUHHOIO NakyBarnbHOro Matepiany, 3
BiAMNOBIOHUMW 3MiHAMK Y p. «YNakoBKa» Ta
cneuudikauii/meTogax KoHTporto sikocTi . «O6’em Lo
BUTAraeTbCsI». 3MiHM BHECEHO B po3Ain "YnakoBka" B
iHCTPYKLUil0 ANs MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y 3B'3Ky BBEAEHHSIM JOAATKOBOI YMaKOBKM Ta
SIK HACMiOK - 3aTBEPAXKEHHS TEKCTY MapKyBaHHsI
[04aTKOBOI YNakoBKM JikapCbKoro 3acoby.
121. | IPUHOTEKAH- KOHUeHTpaT ans Tosapuct Ykpaina AxTasic ITania C.n.A,, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/14240/01/01
BICTA NPUroTYBaHHS BO 3 ITanis; PyMyHis Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom
PO34MHy ans oBGmexeHo CingaH ®apma C.P.J1,, 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
iHdysin, 20 mr/mm; 10 PyMyHis [04aTKOBOI AiNbHULI BUPpOOHMLTBA AN YacTuHU abo
no 5 mn (100 mr) Bignosiga BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCbkoro
abo no 15 mn (300 NbHICTIO 3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS)
mr), abo 25 mn (500 «BYCT BBEAEHHS A0A4ATKOBOI BUPOOHMYOI AinbHuui 113 ans
Mr) y donakoHi; no 1 DAPMA»

c¢nakoHy B
KapTOHHiIN kopobui

nosyearHs 300 mr/15 mn - CingaH ®apma C.P.J1.,
PymyHis, wo Bignosigae 3a BTOPMHHE NaKyBaHHS.
3miHn | Tvny - 3miHKn 3 AkocTi. FoToBUI NiKaPCbKUI
3aci6. 3MiHM y BMpOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOBHMLTBA 4N YacTuHKU abo
BCbOro BUPOOHMYOro NpoLiecy roToBOrO NikapCbKoro
3acoby (QinbHWLS, Ha Sk NpoBoAATbLCS By ab-sKi
BMPOGHUWYI cTagii, 3a BUHATKOM BUNYCKy cepii,
KOHTPOJI0 AIKOCTi Ta BTOPUHHOIO MakyBaHHA Ansi
CTepuIbHUX Nikapcbknx 3acobiB (BKoYaoum
BMPOGNEHi acenTUYHUM METOAO0M), KpPiM NiKapCbKMX
3acobiB 6ionoriYHOro/iMyHONOrYHOrO MOXOMKEHHST)
BBEAEHHS oAaTKOBOI BUpoBHUYOI ginbHuui M3 ans
posyBaHHs 300 mr/15 mn - CiHgaH ®apma C.P.J1.,
PymyHis, wo Bignosigae 3a BMpobHULTBO Ta NEPBUHHE
nakyBaHHsi. 3MiHu | Tuny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOI0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gopasaHHA BUPOOHKKa, LU0 BianoBigae 3a
BBE3€eHHs1 Ta/abo Bunyck cepii) - Bkrtovaroum
KOHTponb/BUNpobyBaHHs cepii - BBeAEHHS 404aTKOBOI
BMPOGHMYOI AinbHuui M3 ans gosysaHHs 300 mr/15
mn - Cingan ®apma C.P.J1., PymyHis, wo Bignosinae
3a KOHTPOIb SKOCTi Ta BUNYycK cepii. 3MiHn | Tuny -
3MiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo JonycTummnx
MeX, BCTaHOBMEHWX Y cneumdikauisx, nig yac
BMPOOHMLITBA rOTOBOTO fikapCbKoro 3acoby
(mopaBaHHsA HOBOro Metoay BUNpobyBaHHsA Ta
O0nNyCTMMUX MeX) BBEEHHS KOHTpornto sikocTi 113
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

ans gosdysaHHa 300 mr/15 mn nig Yac BUpobHMYOro
npotecy. Ak Hacnigok, OHoBNEeHHs po3aainy 3.2.P.3.4.
KOHTpOIb KPUTUYHMX CTagdiit i IPOMDKHOT NpoayKLii.
3MiHn | TMny - 3MiHK 3 aKocTi. [OTOBMI Nikapcbkuii
3aci6. 3MiHn y BUpoBHMLUTBI. 3MiHK Y npoueci
BMPOGHMLTBA roTOBOrO fikapcbKoro 3acoby,
BKIH04AKUM NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOBHMLTBI rOTOBOrO MikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUPOOHMLTBA) BHECEHHS
He3Ha4HMX 3MiH 0o BUpoGHMYoro npouecy 13 ans
no3sysaHHb 100 mr/5 mn, 300 mr/15 mn, 500 mr/25 mn
BupobHuuTBa CiHgaH Papma C.P.J1., PymyHis,
3okpemai: filter integrity testing with air before filtration.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa po3mipy cepii
(BKroYatoumM gianasoH po3Mipy cepii) roToBoro
nikapcbKkoro 3acoby (3meHLweHHst fo 10 pasis)
BBeEeHHs AogaTkoBoro po3mipy cepii M3 gns
nosyearHs 300 mr/15 mn, BupobHuutea CiHaaH
dapwma C.P.J1., PymyHia — 51.0 kr / 50.0 n (3,225
dnakoHiB). MNponoHoBaHa peaakuis: CiHaaH ®apma
C.P.J1., PymyHisi: 100 mr/5 mn: 10.2 kr / 10.0 n/ 1,887
dn.; 30.6 kr/ 30.0 n/ 5,660 cbn.; 51.0 kr / 50.0 n /
9,434 ¢pn.; 300 mr/15 mn: 51.0 kr / 50.0 n / 3,225 ¢pn;
500 mr/25 mn: 10.2 kr/ 10.0 n/ 385 cbn.; 51.0 kr / 50.0
n /1,923 ¢n.; Aktasic Itanis C.n.A., Itanis: 100 mr/5
mn: 96.9 kr /95 n /17924 ¢n.; 300 mr/15 mn: 96.9 «kr /
95 n /6129 dn.; 500 mr/25 mn: 96.9 kr / 95 n / 3653
dn.; 204.0 kr / 200 n/ 7690 cn.

122.

MOOOMAPUH®
100

Tabnetkun no 100
mkr, no 50 abo no
100 Tabnetok y
donakoHi, no 1
dnakoHy B
KapTOHHIN kopobui

BEPIIH-
XEMI Al

HimeuvunH
a

BupobHuuTBO “in
bulk”, koHTpOnb cepin:
BEPNIH-XEMI AT,
HimevuunHa; KoHTponb
Ta BUMNYCK Cepin:
BEPNIH-XEMI AT,
HimeuumHa;
BupobHuuTBO “in
bulk”, nakyBaHHs Ta
KOHTPOIb Cepin:
MeHapiHi-®oH XengeH
'm6X, Himeuunna

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn) - 3MiHM BHECEHO B
IHCTpYKUito ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginy "MobiyHi peakuii” LWoao 3BiTyBaHHSA
npo nob6iyHi peakuii Ta Ao po3ainy "OcobnueocTi
3acTocyBaHHA" LWoAo 6e3nekn 3acTocyBaHHS
OOMOMDKHUX PEYOBMH; SIK HACNIQOK - BiANOBIAHI 3MiHW
BHECEHO |0 TEKCTY MapKyBaHHS YMakoBKMN MiKapCbKoro
3acoby. TepMmiH BBeAEHHS 3MiH NpoTsArom 6 micsuis
nicnsi 3aTBepaXeHHs. - 3MiHu | Tuny - 3MiHn Wwoao
6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI
Ta BTOPWMHHOI YNakoBKM MNikapcbkoro 3acoby Loao
3a3HaYeHHs NoroTuny Komnawii. TepMiH BBeEeHHS
3MiH NpoTSArom 6 MicsUiB Nicns 3aTBEpPAKEHHS.

6e3
peuenma

nidnsie
ae

UA/0156/01/01

123.

KANEHOYNAN
KBITKW

kBiTkW; no 30 r abo
no 50 r y naykax 3
BHYTPILLHIM
naketom; no 1,5ry
GinbTp-nakeTi; No
20 cpinbTp-nakeTiB y

MpAT
"MiktpaBun"

YkpaiHa

MpAT "Niktpasn"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib.
Cunctema KoHTenHep/3akynoproBanbHUiA 3aci6 (iHLui
3MiHW) - BHECEHHS 3MiH 10 HOPMYBaHHS! NOKa3HWKIB
«laeHTudikauia (30BHILHI 03HaKN)» (oAaBaHHSA onucy
NniBkM NakyBanbHoi ); « TOBLUMHA NNiBKU» (YTOYHEHHSI

6e3
peuenma

UA/6047/01/01




71 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
nayui abo y nayui 3 [OMyCTUMUX HOPM MOKa3HMKa) cneumdikaLii 3
BHYTPILLHIM KOHTPOMIO MEPBMHHOIO MaKyBasbHOro MaTepiany Ans
naketom; no 1,5ry ynakoBku no 30 r ta 50 r y nayui 3 BHyTpiLLHIM
inbTp-nakeTi B nakeTom (nniBka nakyBarnbHa (nepBuHHA)).
iHavBiQyansHoMy
nakeTuky; no 20
inbTp-nakeTis y
nayui
124. | KANCHNON® PO3YMH HaLLKIpHWIA, MPAT YkpaiHa BignoBigansHuUi 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 6e3 nidnsie UA/1046/01/01
cnupToBuit; no 10 "®ITOPA BUPOGHMLTBO, TMNy - AGMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenma ae
MmNy donakoHi 3 PM" nepBuHHe, BTOPUHHE Ta/abo agpecu 3asBHUKA (BNacHMKa peecTpauiiHoro
npo6bkoto- nakyBaHHs1, KOHTPOIb noceigyeHHs1). 3miHa agpecu 3asiBHUKa. 3MiHK
KpanenbHuLeto, no SKOCTi Ta BMNYCK cepii: BHECEHO B iHCTPYKLiO 4Nst MEAMYHOro 3aCTOCyBaHHS
4,8 abo 12 MPAT "®ITOPAPM", nikapcbKoro 3acoby LL0a0 MiCLEe3HAXOMKEHHS
cnakoHiB B nauL; YkpaiHa; 3aaBHMKa. TepMiH BBEAEHHS 3MiH NPOTSArom 6 micauis
no 100 mn abo no BigNOBiganbHUIM 3a nicna 3aTBEPLKEHHS.
200 mn y donakoHi, BUPOBHMLTBO,
no 1 cdonakoHy B nepBuHHE, BTOPUHHE
nayui; no 100 mn nakyBaHHA Ta
abo no 200 mny KOHTPOMb SKOCTI:
hnakoHi 3 Npobkoto- AT "IlyGHndapm",
KpanenbHuueto, no 1 YkpaiHa;
dbnakoHy 3 BiAnoBifanLHWN 3a
npo6koto- BUMYCK cepii, He
KpanenbHuLeto B BKIOYA0O4N
navui KOHTpOnb/BUNpobyBaH
HSA cepil:
MPAT "®ITOPAPM",
YKpaiHa
125. | KACAPK® TabneTku no 32 mr MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/12457/01/01
no 10 TabneTtoky "Knismegn "KviBmegnpenapat” Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 3 penapat” dapmakoHarnsaay (iHwi 3miHu) - 3MiHN BHECEHO Y
6nictepu B nayui TEKCT MapKyBaHHS1 NEPBUHHOI (M. 6) Ta BTOPUHHOI (M.
8, 17) ynakoBkm nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTSArom 6-Tm MicsALIB NiCNs 3aTBEPXKEHHS.
126. | KACAPK® TabneTku no 16 mr MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/12457/01/02
no 10 TabneTtoky "Kvnismegn "KniBmegnpenapat” Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 3 penapat” dapmakoHarnsaay (iHwi 3miHW) - 3MiHN BHECEHO Y
6nictepu B nayui TEKCT MapKyBaHHS1 NEPBUHHOI (M. 6) Ta BTOPUHHOI (M.
8, 17) ynakoBku nikapcbkoro 3acoby. BBeaeHHs 3miH
NpoTSArom 6-Tn MicsALIB MiCNs 3aTBEPYKEHHS.
127. | KACAPK® TabneTku no 8 mr no MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3minu | 3a UA/12457/01/03
10 TabneTok y "Knismegn "KuiBmegnpenapar” TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta peuenmom
6nictepi; no 3 abo 9 penapat" cbapmakoHarnsgy (iHwi 3amiHn) - 3MiHM BHECEHO Y
GnicTepiB y navui TEKCT MapKyBaHHS1 NEPBUHHOI (M. 6) Ta BTOPUHHOI (M.
8, 17) ynakoBku nikapcbkoro 3acoby. BBeaeHHs 3miH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.
128. | KEQON pO34MH Ans iH'eKkuin, Tosapuct YkpaiHa lMpuBaTHE aKkuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/17035/01/01
50 Mr/2 mn; no 2 mn BO 3 ToBapucTBo “llekxim- Tuny - 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
npenaparty B amnyni; | obMexeHo Xapkis” dapmakoHarnsgy (iHwi 3miHW) - 3MiHM BHECEHO Y
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
no 50 amnyny 10 TEKCT MapKyBaHHS NEPBUHHOI (M. 6) Ta BTOPUHHOI (.
KapTOHHiIN kopobuyj; Bignosiga 3, 8, 11, 17) ynakoBku nikapcbkoro 3acoby. BeefeHHs
no 5 amnyny NbHICTIO 3MiH NPOTArom 6-T MicsLiB Nicnsl 3aTBEpPAKEHHS
6nictepi, no 1 abo 2 "BEPKAH
Gnictepu y A+"
KapTOHHiIN kopobLi
129. | KETOHAN® pO34MH Ans iH'ekuin, Canpos CnoBeHis Jlex ®apmaueBTuyHa CnoBeHisi BHECEHHS1 3MiH 4O peecTpauiiHMX maTtepianis: 3a UA/8325/01/01
100 mr/2 mn; no 2 dapmacb KOMNaHis a.Aa. BUNPaBEHHSA TEXHIYHOI NOMUIKY, 3rigHo N.2.4. n.n. 4 peuernmom
M B amnyni; no 5 toTikana po3giny VI Hakady MO3 Ykpainu Big 26.08.2005p. Ne
amnyn y 6nictepi; no a.o. 426 (y pepakuii Hakasy MO3 YkpaiHu Big 23.07.2015 p
2 6nictepu y Ne 460) 3a nokasHukamu «laeHTudikauis
KapTOHHiIN kopooLi (keTonpodeH)» Ta «lgeHTudikauis (cnmpt
6eH3nnosuin)» B po3aini Cneundikauis MKA N3 ons
y3rogkeHHs 3 posginom 3.2.P.5.1. Cneundikauis
opuriHanbHOro Aocke. 3a3HavyeHe BUNpPaBreHHs!
BiAnoBigae martepianam peecTpauinHoro 4ocke, AKi
npeacTasneHi B apxisi, a came posainy 3.2.P.5.1.
Cneundikauis
130. | KWCNOTA Tabnetku no 50 mr MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | bes UA/4362/01/01
HIKOTUHOBA no 50 Tabnetok y "TexHonor TMny - AOMIHICTpaTuBHI 3MiHW. BunyyeHHs BUpOGHMYOi peuenma
KOHTENHepi; no 1 " OinbHUUi (BKMOYaoum ginbHuui ans A®Il, npomixHoro
KOHTEVHepy B nayui npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHULI
3 KapTOHY ANs NpoBeeHHs NakyBaHHs, BUPOOHWMKa,
BiANOBIgaNbHOro 3a BUMYCK CEpii, MicLie NpoBeaeHHS
KOHTpOMIo cepii) abo nocTtayanbHUKa BUXigHOIO
MaTepiany, peareHTy abo JOMOMDKHOI pe4OBUHM
(SIKLLLO 3a3HaYeHO Y AOChE) BUINYYEHHSI BUpOBHUKa ADI
HikOTMHOBa kucnoTa «G. Amphray Laboratories»,
India. 3aTBepakeHo: «G. Amphray Laboratories»,
India; Amsal Chem Private Limited, India
3anponoHoBaHo: Amsal Chem Private Limited, India
131. | KIMALE®® NMOPOLLOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauinHmx martepianis: 3minu | 3a He UA/0501/01/02
po3dnHy ans iH'ekuin | "KviBmean "Kuismegnpenapart" Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
no 0,75 r; 1 donakoH penapat” bapmakoHarnsgy (iHwi 3amiHW) - 3MiHM BHECEHO Y ae
3 MOPOLLKOM Yy nayi TEKCT MapKyBaHHSA NepBUHHOI (M. 4, 6) Ta BTOPUHHOI
(n. 8, 15, 17) ynakoBku nikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTSArom 6-TW MICSILIB MiCNsi 3aTBEPXKEHHS.
132. | KIMALE®® NMOPOLLOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauinHmx martepianis: 3miHu | 3a He UA/0501/01/01
po3unHy ans iH'ekuin | "KviBmean "KuiBmegnpenapart" Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
no 1,5r; 1 dpnakoH 3 penapart” dapmakoHarnsagy (iHwi 3miHu) - 3MiHN BHECEHO Y ae
MOPOLLIKOM y nayi TEKCT MapKyBaHHSA NepBUHHOI (M. 4, 6) Ta BTOPUHHOI
(n. 8, 15, 17) ynakoBku nikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-TW MiCSILiB MiCNsi 3aTBEPKEHHS.
133. | KITPYAA® KOHUeHTpaT ans Mepk LLisenuapi BMPOBHMK Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3mim |1 3a UA/16209/01/01
pO34MHy Ans Wapn i a Hepo3adacoBaHol Higepnangwn Tuny - 3MiHK 3 akocTi. ADL. MpoekTHMIM NpocTip Ta peuenmom
iHdpysin, 25 mr/mm; Hoym NpoAyKLii, KOHTPOrb / HimewunHa/ nicnapeecTpayinHniA NPOTOKON YNpaBriiHHA 3MiHaMMK.
no 4 mn IOEA AKOCTi Ta TeCTyBaHHS Benbris BHeceHHs 3MiH y nicnsapeecTpauinHuin NpOTOKonN
KOHUEHTpaTy y m6X cTabinbHocTi, ynpaBniHHS 3miHaMmy ans APl - BNpoBaaXeHHst

onakoHi; no 1
dnakoHy 3

nepBuUHHE NakyBaHHA:

MC[ IHTepHeLuHN

NpOTOKOMY YNpaBMiHHSA 3MiHaMK Nicns 3aTBepAYKEHHS
(PACMP), L0 NOB’S13aHO 3 YAOCKOHANEHHSIM




134.

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
npenapaTtom B

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

73
Kpaina

PeecmpauitiHa npoyedypa
eupobHUKa

[IponoBxkeHHs foaaTka 3

KapTOHHiN kopobui

(Kapnoy), IpnaHgis;
KOHTPOJSIb SIKOCTi Ta

'MBX/MCL, Ipnangis

BMPOGHNYOro NPOLIECY 3 BUKOPUCTAHHSIM XiMiYHO

Ymosu
aidnycky

myeaH

Pekna Homep

peecmpayiliHo2o

HS noceio4yeHHs1

KITPYOA®

KOHUeHTpaT ana

pO34MHy Ansi

Mepk

Wapn i

LLisenuapi

A

TECTYBaHHs
crabinbHocTi: MC[1
IHTepHeLwHnN
'MBX/MCL, Ipnangis
(BpinHi), Ipnanais;
KOHTPOMb SIKOCTi Ta
TECTYBaHHs
cTabinbHOCTi roToBOrO
nikapcbkoro 3acoby,
BUMKITHOYa4M
TECTYBaHHS
akTusHocTi ELISA
(akTMBHICTb Ta
ineHTudikauia):H.B.
OpraHoH,
Higepnanaw;
KOHTPOMb SKOCTi Ta
TECTYBaHHS
cTabinbHOCTi roToBOro
nikapcbKoro 3acoby:
MC[ Biotek B.B.,
Higepnanaw;
KOHTPOMb SKOCTi Ta
TECTYBaHHS
cTabinbHOCTi roToBOroO
nikapcbKkoro 3acoby,
BUMKIHOYaK4M
TECTYBaHHS
akTmBHocTi ELISA
(akTuBHICTb Ta
ineHTUdikauis): MCIl
biotek B.B.,
Hinepnanaw;
TECTYBaHHS
cTabinbHOCTI:
TECTYBaHHSI LjiniCHOCTI
3aKPUTTSA KOHTENHEPY:
HysicaH 'mM6X,
HimeuyumHa; BTOpMHHE
nakyBaHHs Ta
MapKyBaHHS, [03Bin
Ha BUMYCK cepii:
OpraHoH XelcT 6B,
Benbris abo Mepk
LWapn i Joym B.B.,
Higepnangm
BUPOGHMK

Ipnangis/

Hepo3sdacoBaHoi

Higepnangm

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l

BuU3HayeHux cepegosuiy (KCDM) ansa ginbHuui
Boehringer Ingelheim Pharma GmbH & Co KG,
Biberach, Germany Ta noganbLimx ginbHWLb.

3a

TMny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkui 3acib.

peuernmom

UA/16209/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
iHdy3in, 25 mr/mnm; Hoym npoayKLuii, KOHTPONb / Himewunna/ |  3MiHM y BUpoBHMUTBI. 3MiHK y npoueci BUpobHMuTBa
no 4 mn IOEA AKOCTi Ta TECTYBaHHSA Benbrisa roTOBOrO MikapCbKOro 3acoby, BKMO4a4n NPOMiKHUIA
KOHLeHTpaTy y m6X cTabinbHOCTI, NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOOHMUTBI

conakoHi; no 1
nakoHy 3
npenapaTtom B
KapTOHHiI kopooLi

nepBUHHE NaKyBaHHS:
MC[ IHTepHeLwHN
'MBX/MCL, Ipnangis
(Kapnoy), Ipnangisi;
KOHTPOMb SKOCTi Ta
TECTYBaHHs
cTabinbHocTi: MC[]
IHTEepHeLwwHN
'MBX/MCL, IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPOMb SKOCTi Ta
TECTYBaHHs
CTabinbHOCTi rOTOBOrO
nikapcbKkoro 3acoby,
BUMKITHOYa4M
TECTYBaHHs
akTmBHocTi ELISA
(akTMBHICTb Ta
ineHTndikauis):H.B.
OpraHoH,
Higepnanaw;
KOHTPOMb SIKOCTi Ta
TECTYBaHHS
cTabinbHOCTi rOTOBOrO
nikapcbkoro 3acoby:
MC[ biotek B.B.,
HigepnaHaw;
KOHTPOMb SIKOCTi Ta
TECTYBaHHS
cTabinbHOCTi rOTOBOrO
nikapcbkoro 3acoby,
BVKITHOYAKYM
TECTYBaHHS
akTmBHocTi ELISA
(akTuBHICTb Ta
ineHTUdikauis): MCQl
Biotek B.B.,
HioepnaHaw;
TECTyBaHHS
cTabinbHOCTI:
TECTYyBaHHSI LjiNiCHOCTI
3aKPUTTS KOHTENHEPY:
HysicaH M'M6X,
HimeyumHa; BTOpMHHE
naKyBaHHs Ta
MapKyBaHHs, [03Bin
Ha BUMYCK cepii:
OpraHoH XeWncT 68,

roTOBOro Nikapcbkoro 3acoby (nikapcbkmin 3acib €
nikapcbknM 3acobom 6ionoriyHoro/iMmyHONoriYHoro
NOXOMKEHHSI Ta 3MiHa BUMarae npoBeAeHHs
NopiBHANbHMX gocnimpkeHb). HagaHHsa gaHnx wonio
cTabinbHOCTI ANs 0BrpyHTYBaHHSA TEPMiHY
npugaTHocTi [T13. BHeceHHs amiH go p.3.2.P.8.3, a
camMe- HaJalTbCA KYMyNATUBHI AaHi WoJo
ctabinbHocTi ToS, (Time out of storage) ao 36 micsuis
ans 3asHadveHoro M3 (tabnuua 15), wo
niaTBepIKyOTh TEPMIH 14 AHIB Npu BiaxuneHHi 25°C,
LLIO 3a3HAYEHO Y BXe 3aTBEPKEHOMY B YKpaiHi
p.3.2.P.8.1.
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n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
Benebris abo Mepk
LWapn i Joym B.B.,
Higepnangu
135. | KITPYOA® KOHUeHTpaT ans Mepk LLisenuapi BMPOBHMK IpnaHais/ BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/16209/01/01
po34nHy ans Wapn i a Hepo3dacosaHoi Hinepnangu Tuny - 3MiHn 3 skocTi. A®L. MNMpoekTHuiA NpocTip Ta peuernmom
iHdy3in, 25 mr/mnm; Hoym npoayKLuii, KOHTPONb / HimewunHa/ nicnapeecTpauifnHWin NPOTOKOI ynpasniHHA 3MiHaMMU.
no 4 mn IOEA SIKOCTi Ta TECTYBaHHS Benbrisa BrnpoBagkeHHs1 3MiH, Lo nepenbaveHi y
KOHLeHTpaTy y mM6X

conakoHi; no 1
cdnakoHy 3
npenapaTom B
KapTOHHiIN kopooLi

cTabinbHOCTI,

MCL IHTepHeLIHN
MEX/MCA IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPOJb SIKOCTi Ta

TECTYBaHHS
cTabinbHocTi: MC[]
IHTEepHeLwWwHnN
'mM6X/MCL IpnaHgis

(BpiHHi), IpnaHgis;

KOHTPOJb SIKOCTi Ta
TECTYBaHHS
cTabinbHOCTI rOTOBOrO
nikapcbKkoro 3acooy,
BVKITHOYAKYM
TeCTyBaHHsI
akTmBHocTi ELISA
(akTuBHICTb Ta
ineHTudikauis):H.B.
OpraHoH,
Hinepnanawu;
KOHTPOMb SIKOCTi Ta
TECTYBaHHS
CTabinbHOCTI rOTOBOrO
nikapcbkoro 3acoby:
MC[ Biotek B.B.,
Hinepnanawu;
KOHTPOMb SIKOCTi Ta
TECTYBaHHS
CTabinbHOCTI rOTOBOrO
nikapcbkoro 3acoby,
BUKNOHa0uN
TECTyBaHHS
akTmBHocTi ELISA

(akTuBHICTb Ta

ineHTUdikauis): MCQl
Biotek B.B.,
HigepnaHaw;
TECTYBaHHS
cTabinbHOCTI:
TECTYyBaHHS LiniCHOCTI
3aKPUTTS KOHTENHEPY:

nepBUHHE NaKyBaHHA:

HysicaH 'M6X,

3aTBEPKEHOMY NPOTOKONI yNpaBniHHA 3MiHaMu
(BNpoBamKeHHs 3MiHW ANs
GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby)-
BMPOBaKEHHs 3MiH, nepeadadeHnx 3aTBepmKeHNM
NPOTOKOMOM ynpaBniHHS 3MiHaMK 4i040i peYOBUHN
nemb6ponisymab ans BnpoBagXKeHHs npoLecy
BMPOBHMLTBA Ail040I PEYOBUHW 3 BUKOPUCTAHHAM
XiMiYHO BM3Ha4eHux cepenosuw, KCDM (Keytruda
Chemically Defined Media) Ha ginbHuui Boehringer
Ingelheim Pharma GmbH & Co KG, Biberach,
Germany.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
HimevuunHa; BTOpUHHE
nakyBaHHs Ta
MapKyBaHHs, [03Bin
Ha BUMYCK cepii:
OpraHoH XelcT 6B,
Benkris abo Mepk
Wapn i Joym B.B.,
Higepnangm
136. | KIIEKCAH® PO34MH Ans iH'ekuin, TOB YkpaiHa CAHO®I BIHTPOIN ®paHuia BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/7181/01/01
10 000 aHTK-Xa "CaHoi- IHOACTPIA My - 3MiHK Wopo 6e3nekn/edheKTUBHOCTI Ta peuenmom
MO/mn; Ne 2: no 0,8 ABeHTiC apmakoHarnagy. BeegeHHsi abo 3amiHm oo
MMy WNpuL-403i i3 YkpaiHa" y3ararnbHeHuX AaHux Npo cuctemy dapmakoHarnagy
3aXMCHO CUCTEMOHO (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
ronku ERIS; no 2 dapmakoHarnsay, 3MiHa YNnoBHOBaXeHOi ocobu,
LNpuLY-ao3n y BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
6nictepi; no 1 KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa ansi
6nictepy B 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
KapTOHHiIN kopooLyj; BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
Ne 2: no 0,8 Mny 3a 3[iCHeHHs hapmakoHarnsgy (BKkrovaym
Lwnpuy-8o3i i3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
3aXMCHOK CUCTEMOID dawina cuctemn chapmakoHarnsgy) - 3miHa
ronkn PREVENTIS; MicLie3HaXoMKEHHA MacTep-danna cuctemm
no 2 Wnpuu-40o3n 'y dapmakoHarnsay.
6nictepi; no 1 3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
Gnictepy B dapmakoHarnagy.
KapTOHHIN kopobLyj;
Ne 2: no 0,8 Mny
Lwnpuu-gosi 6e3
3aXMCHOI cucTemMmn
ronku; Mo 2 wnpuu-
[o3wn y bnictepi; no
1 6nictepy B
KapTOHHIN kopobui
137. | KIEKCAH®300 | po3uuH Ans iH'ekuii TOB YkpaiHa PAMAP XEJIC KEAP Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/10143/01/01
no 10 000 aHTK-Xa "CaHoi- CEPBICI3 MAOPWA, Himeyumna TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
MO/mn; Ne 1 (no 1 ABeHTiC C.AY., IcnaHis; dapmakoHarnagy. BeegeHHst abo amiHu go
6aratogo3oBomMy YkpaiHa" CaHodi-ABeHTiC y3aranbHeHUX JaHux Npo cuctemy dapmakoHarnsgy
nakoHy no 3 mn B Honunang MmbX, (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
KapTOHHil kopobLyi) HimeuunHa dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHvKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iCHeHHA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arina cuctemu chapmakoHarnsigy) - 3miHa
MiCLie3HaxOMKeHHs MacTep-anna cuctemm
papmakoHarnsigy. 3miHa micus 34iNCHeHHsI OCHOBHOIT
[isNbHOCTI 3 hapmakoHarnsgy.
138. | KOKAPHIT niodinizat ans TOB YkpaiHa yopng MEOVMUMH TypeyurHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a He UA/8392/01/01
PO34UHY ANst iH'eKwi "YOPIIQ IJTAY CAH. BE TIDXK. TMny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkui 3acib. peuyenmom | nidnsie
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
3 chnakoHu 3 MEONLN Al y 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS ae
niocpinisatom y H" [04aTKOBOI AiflbHMLI BUPOBHWLTBA ANS YacTuHK abo

KOMMnekTi 3 3
amnynamu
posumHHuka (0,5 %
PO34MH nigokaiHy
rigpoxnopuay) no 2
MI Y KOHTYpHi#
YapyHKOBIMn
ynakoBui; no 1
KOHTYPHIl
YapyHKOBIl ynakoBLj
B KAPTOHHI Kopobui

BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHMUSA, Ha sKi NpoBoAATbLCA Byab-AKi
BMPOOHWYI cTagii, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOMIO SIKOCTi Ta BTOPVMHHOTO MakyBaHHSA Ans
CTepUIbHUX NikapcbKkux 3acobiB (BKI4aoym
BMPOOEHi acenTMyHUM MEeTOA0M), KpiM NMikapCbKux
3aco6iB 6i0noriYHOro/iMyHONOrYHOIO NOXOMXKEHHS).
CynyTHS 3MiHa - 3MiHUM 3 AKOCTI. F0TOBUIA NikapCbKMit
3aci6b. 3MiHM y BUpoOHUMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHMLI BUPOBHMLTBA 4N YacTuHU abo
BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCcbKoro
3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS) 3amiHa
BMPOGHKKa, BiANoOBiAanbHOro 3a BUPOGHMLTBO,
nepBuHHe nakyBaHHs 13 3 E.I.[M.1.Ko., €runeT (TeHc
o PamapaH CiTi, Nepwa lNMpomucnosa 3oHa, B1, a/s
149 TeHc, €rmneT)/ E.I.P.1.Co., Egypt (Tenth of
Ramadam City, First Industrial Area B1, P.O. box: 149
Tenth, Egypt Ha YOPJIQ MEOWUMH INAY CAH. BE
TIODK. A.LL. (ON3Y, keapTtan I'.O.Mawa, 6-Ta Bynuus,
Ne30, Yepkeskown/Tekipaar, TypeyuunHa) / WORLD
MEDICINE ILAC SAN. VE TIC. A.S. (COSB G.O.Pasa
Mah. 6. Cad. Ne:30, Cerkezkoy/Tekirdag, Turkey)
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBUN
nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gogaBaHHS BUPOGHMKa, Lo Bignosigae 3a
BBE3€HHs1 Ta/abo BMNyck cepii) - Bknroyaroun
KOHTpOnb/BUNpobyBaHHs cepii - 3amiHa BUpobHuKa,
BiAMNOBigaNbLHOro 3a KOHTPonb Ta Bunyck cepii M3 3
E.L.M.1.Ko., €runet (TeHc oB PamapaH CiTi, Mepwa
Mpomucnosa 3oHa, B1, a/a 149 TeHc, €runeT)/
E.I.P.I1.Co., Egypt (Tenth of Ramadam City, First
Industrial Area B1, P.O. box: 149 Tenth, Egypt Ha
yorPng MEOVUWH ITAY CAH. BE TIDK. A.LL.
(ON34, keaptan I.O.Mawa, 6-ta Bynmus, Ne30,
Yepkeskow/Tekipaar, TypeuuunHa) / WORLD
MEDICINE ILAC SAN. VE TIC. A.S. (COSB G.O.Pasa
Mah. 6. Cad. Ne:30, Cerkezkoy/Tekirdag, Turkey).
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOTO
3acToCyBaHHA y po3ainu "BupobHuk" Ta
"MicuesHaxomxkeHHs BUpOOHMKa Ta agpeca micus
NPOBaXeHHS NOro AisnbHOCTI" y 3B'A3KY 3 3aMiHOI0
BUPOOHMKA Ta sIK HACNI4OK - Bi4NOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBKM Nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTSArom 6-Tu MICAILIB MiCNs 3aTBEPOXKEHHS.
3MiHn | Tvny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3miHn) OHOBNEHO TEKCT
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

MapKyBaHHS NEPBMHHOI Ta BTOPMHHOI YNaKoBKK
nikapcbkoro 3acoby, a came NpyBeAeHo Y
BiAMNOBIQHICTb 3 IHCTPYKUIED AN MeauyHoro
3aCTOCyBaHHS, yTOHYHEHO FTOroTUN Ta BHECEHO
He3HauHi peAakuiviHi npaekn. BeegeHHs 3miH
NpOTArom 6-Tu MicsLiB NiCNs 3aTBEPYKEHHS.
3Mminn Il Tuny - 3MiHKM 3 akocTi. FoToBUI NikapcbkKin
3aci6. Crctema KoHTeliHep/3aKkynoproBanbHWii 3acib.
3MiHa y NepBMHHIN yNakoBLi FOTOBOrO JlikapCbKoro
3acoby (Tvn KoHTelHepa abo JogaBaHHA HOBOTrO
KOHTenHepa) - CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3acobu GionoriyHoro/iMyHonoriYyHoro
NOXOMAXXEHHS! - 3MiHa NePBMHHOIO nakyBaHHs 113 3
amnyn Ha cnakoHu. Ak HacnigoK, BHECEHHS 3MiH A0
crneungikauii Ta meToaiB KOHTpornto sikocTi [T13. 3miHn
BHECEHO B po3Ain "Ynakoska" B iHCTPYKLUito Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
3B’A3KY 3 3aMiHOK NEePBMHHOI YNaKoBKY (3 amnyn Ha
cnakoHu) Ta sk Hacnigok - y po3gin "Cknag".
BignoBigHi 3MiHM BHECEHO y TEKCT MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTSAromM 6-Tu MicsaUiB Nicnsa 3aTBEPAXEHHS.

139.

KOKCIKEA

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 60
Mr; no 7 TabneTok y
6nicTepi, no 4
6nictepu B nayui 3
KapTOHY

xn Em
dapmacbk
toTMKanc

pysia

PoHTic Xennac
Megikan EHa
dapmachkioTikan
Mpopaktc C.A.

peuis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHUX JaHuX Npo cuctemy papmakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
bavina cuctemu hapmakoHarnsgy) - 3miHa
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
hapmakoHarnsg.

[Litouwa pepakuis: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3miHa KOHTaKTHUX gaHUX
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
chapmakoHarnsg.

3a
peuerimom

UA/20600/01/01

140.

KOKCIKEA

TabneTku, BKPUTI
NniBKOBOIO
oboroHkoto, no 90
Mr; no 7 TabneTtok y
6nicTepi; no 4
onictepu B nayui 3
KapTOHY

kn Em
dapmacb
toTMKanc

Ipysis

PoHTic Xennac
Megikan EHa
dapmackioTikan
Mpogaktc C.A.

peuis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHWX AaHUxX Npo cuctemMy dpapmMakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHsA hbapmakoHarnsgy B YkpaiHi, SKWo BoHa
BiMiHHa Bi ynoBHoOBaxeHOi ocobu, BianosiganbHoi

3a
peuerimom

UA/20600/01/02
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3acoby ynakoeka) HS noceio4yeHHs1

3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYaryum
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi MmacTep-
canina cuctemn chapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarmnsa.
[itoua pegakuisi: Dea Onoprishvili. NMponoHoBaHa
pepakuisi: Maia Kavteladze. 3MiHa KOHTAKTHUX gaHWX
yNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiaanbHoi 3a

(bapmakoHarnsag.
141. | KOKCIKEA TabneTkn, BKpUTI xn Em pysis PoHTic Xennac peuis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/20600/01/03
NniBKOBOIO dapmacb Megikan EHg Tuny - 3MiHK LWoao G6e3nekn/edeKTUBHOCTI Ta peuernmom
o6onoHkoto, no 120 toTUKanc dapmachkioTikan capmakoHarnsgy. BeegeHHs abo 3amiHv oo
Mr, no 7 TabneTtok y Mpogaktc C.A. y3aranbHeHVX gaHUX Npo cuctemMy hapmakoHarnsgy
6nicTepi, mo 1 (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
6nictepy y nayui 3 capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHY BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;

KOHTaKTHOI 0cobu 3 hapMakoHarnsigy 3asiBHuUKa Ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemn chapmakoHarnsgy) - 3miHa
yrNoBHOBaxeHoI ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a
tbapmakoHarnag,.
[itoua pegakuisi: Dea Onoprishvili. MponoHoBaHa
pepakuis: Maia Kavteladze. 3MiHa KOHTAKTHUX JaHWX
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a

¢hapmakoHarnsg.

142. | KOMAKCOH 40 | po3unH Ans iH'ekuin, TOB Ykpaina BrpobHuuTBO 3a I3paine/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a He UA/6307/01/02
40 mr/mn; no 1 mn «TeBa NOBHUM UMKoM: TeBa Benwuka Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom nidnsie
pO34MHYy B YkpaiHa» dapmaueBTikan Bpuranis/ dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui ae
nonepeaHLo IHpacTpis Nta., Hinepnangn nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
HanoBHEHOMY I3painb; BupobHmuteo / AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynspHo
wnpwui; no 1 3a NOBHUM LIMKIMOM: YroplumHa OHOBJIIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,

Lwnpuuy B Gnictepi; HopToH Xenckea abo gocnigxeHb 3 6e3neky 3aCToCyBaHHSA MiKapCbKOro
no 12 wnpwuuis B Nimiten T/A AMBEKC 3acoby B nicnsipeecTpadiliHuin nepiod, abo sk
KapTOHHiI kopobui dapmacbtoTukans oK, pe3ynbTaT OUiHKW 3BiTY 3 OCNIMKEHb, MPOBEAEHNX
Benvka bpuTaHis; BigNOBIQHO 40 MnaHy negiaTpuyHux gocnigkeHs (PIP)
KoHTponb cepii (Tinbku (iHLWi 3MiHK) - 3MiHK BHeceHo A0 IHCTpyKUiT Ans
GionoriyHe MeaMYHOro 3acToCyBaHHS NikapCcbkoro 3acoby Ao
TecTyBaHHs): ABik po3ginis: "OcobnumBocTi 3actocyBaHHsS", "ToGIYHi
IIta., I3pains; peakuii" wopao 6e3neku 3acTocyBaHHS Aito4oi
KoHTponb cepii (noBHe pevoBUHM rnaTMpamepy aueTar BignoBigHO A0
TeCTyBaHHS, pekomeHzauin PRAC. BeegeHHs! 3MiH NpoTsirom 6-Tu
BKITHOMAKO4YN Ha MicsILiB Micnsi 3aTBEPOKEHHS

CTepunbHicTb Ta
HakTepianbHi
€HAOTOKCUHK, ane
OKpiM BionoriyHoro
TECTYBaHHs):
Papmaxemi b.B.,
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
Higepnanaw;
KoHTponb cepii (Tinbku
GionoriyHe
TecTyBaHHs): AT
dapmaLeBTUYHNIA
3aBog TeBa,
YropwmHa; KoHTponb
cepii (@aHaniTu4He
TecTyBaHHs Ta
BMBYEHHS
cTabinbHocTi): A3ist
Kemikan IHgacTpi3
JIta., I3paine
143. | KOMAKCOH®- PO34UH ANS iH'eKuin, TOB Ykpaina BMPOBHMLTBO 3a I3pains/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a He UA/6307/01/01
TEBA 20 mr/mn; no 1 mn «TeBa NOBHUM UMKoM: TeBa Benwuka TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuernmom nidnsie
npenapary y YkpaiHa» dapmauesTikan BpwuTaHis/ dapmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTumui ae
nonepeaHLo IhgacTpis Nta., Hipepnangn nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
HamnoBHEHOMY I3painb; BUpobHULITBO Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
wnpuui; no 1 32 MOBHVM LIMKITOM: OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
nonepeaHLo HopToH Xenckea abo gocnimxkeHb 3 6e3neky 3aCToCyBaHHSA MiKapCbKOro
HanoBHEHOMY Nimiten T/A ABEKC 3acoby B nicnsipeecTpaLiiHiiA nepion, abo sik
LUNPULY B KOHTYPHIN dapmacbkioTmkana oK, pesynbTaT OUiHKM 3BITY 3 OCHIOKEHb, NPOBEAEHNX
YapyHKOBIW ynakosLi Benuka bpuTaHis; BiAMOBIAHO A0 NnaHy neaiaTpnyHnx gocnigpkeHs (PIP)
3anasHi nanepom KOHTpOrb cepii (NoBHe (iHWi 3miHW) - 3MiHK BHECEHO Jo IHCTpyKUii aAns
abo no 1 TeCTyBaHHs, MELMYHOrOo 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
nonepegHL0 BKITHOMAKOUN Ha pos3ainie: "OcobnmBocTi 3actocyBaHHS", "T100IYHi
HanoBHEHOMY CTepUnbHICTb Ta peakuii" Wwopao 6e3neku 3acTocyBaHHS Aito4oi
LUNPULLY B KOHTYPHIN GakTepianbHi pevyoBUHM rnaTMpamepy aueTar BignoBigHO A0
YapyHKOBIN ynakoBLi €HOO0TOKCUHU, ane pekomeHgauin PRAC. BeegeHHs! 3MiH NpoTsirom 6-Tu
3anasiHin nNniskow OKpiM BionoriyHoro MicsILiB Micnsi 3aTBEPOKEHHS
6e3 MapKyBaHHsi; Mo TECTYBaHHs):
28 nonepeaHbO dapmaxemi b.B.,
HanoBHEHNX HigepnaHaw;
wnpuuis y KOHTpOnb cepii (Tinbku
KOHTYPHUX GionoriyHe
YapyHKOBUX TecTyBaHHs): AT
ynakoBKax y dapmaLeBTUHHUIA
KapTOHHiIN kopobui 3aBog TeBa,
YropLuuHa; KOHTponb
cepil (Tinbku
GionoriyHe
TecTyBaHHs1): ABik
IIta., I3pains;
KOHTpOrb cepii
(aHaniTnyHe
TeCcTyBaHHsi Ta
BVBYEHHS
ctabinbHocTi): Asisi
Kewmikan IHgacTpis
JItg., I3painb
144. | KONALUUN® Tabnetku; no 6 abo MAT YKpaina MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | be3 UA/2930/01/01




81 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
10 TabneTok y "Tanuuda "Kuismegnpenapat” Tmny - 3MiHm 3 skocTi. A®Il. KoHTponb ADL. 3miHa y peuenma
6nictepax; no 10 pm" napameTpax creumdikain Ta/abo oNyCTUMUX MEX,

TabneTtok y 6nicrepi,
no 1 abo 2 6nictepu
B nayui

BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea API (iHLui
3MiHun) -CynyTHsA 3MiHa - 3MiHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meToaax BunpobyBaHHsA ADI
abo BuxigHoro matepiany/npomixkHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BUpoGHMLTBa ADI (HE3HaYHI 3MiHWN Y 3aTBEPAKEHNX
meToaax BunpobyBaHHsA)NpuBeaeHHs cneumdikauii Ta
METOZAIB KOHTPOIO NokasHuka sikocTi «Onuncy AdI
KucnoTta aueTtuncaniumnosa signosigHo 4o DMF
BnpobHuka Shandong Xinhua Pharmaceutical Co.,
Ltd.», Kutan ta moHorpadii €0 0309
«ACETYLSALICYLIC ACID», pito4oro BuaaHHs.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepKEHHSI - 3MiHM | TNy - 3MiHK 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuudikadin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMpoGHMLUTBa ADI (iHWwi 3miHK) CynyTHS 3MiHa - 3MiHK
3 akocTi. ADl. KoHTponb APL. 3miHa y meTogax
BunpobysaHHs APl abo BMxigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BUNpobyBaHHs) MNprBeaeHHs cneumndikaLii Ta MeToAiB
KOHTPOIMIO NokasHuka sikocTi « CynpoBifHi AOMILLKu»
BignosigHo Ao DMF Bupo6Huka Shandong Xinhua
Pharmaceutical Co., Ltd.», Kutan Ta moHorpadii €
0309 «<ACETYLSALICYLIC ACID», gito4oro BuaaHHs.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPKEHHST - 3MiHM | TUNy - 3MiHK 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin
Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
cneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKHWIA
NpoAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLIECI
BUPOGHMUTBa ADI (iHLWi 3MiHKM) - CynyTHS 3MiHa -
3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BMXigHOro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHs1) 3MiHM y NocunaHHi Ha MeTop,
KOHTPOSIO nokasHuka sikocTi «CynbdaTHa 3ona»
BignosigHo o DMF Bupo6Huka Shandong Xinhua
Pharmaceutical Co., Ltd.», Kutait Ta MmoHorpadii €
0309 «ACETYLSALICYLIC ACID», gito4oro BuaaHHs.
BBegeHHs 3MiH NpoTsarom 6-Tv MicauiB nicns
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

3aTBepAKEHHST 3MiHM | TUny - 3MiHM 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikain
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpoGHMLTBa AD| (BUNYyYEHHS HE3HAYHOrO NOoKasHMKa
SIKOCTi (Hanpuknazg BUNyYeHHs 3acTapinoro
nokasHuka)) BunyyeHHs 3i cneumdikadii Ta metoais
KOHTPOIMIO NOKa3HMKa AKOCTi «PO3YMHHICTEY AdDI
Kucnota auetmncaniyunosa signosigHo 4o DMF
BMpobHuka Shandong Xinhua Pharmaceutical Co.,
Ltd.», Kutan ta moHorpadii €0 0309
«ACETYLSALICYLIC ACID», pitoyoro BuaaHHs,
OCKiNbKM MOKa3HWK Mae iHopMaLiiH1iA XxapakTep
3rigHo €®, 1.4, 5.11. BBegeHHs 3MiH NpoTsrom 6-tm
MicsaUiB Micnsa 3aTBEPAXEHHSA

145.

KOMINABIKC®

TabneTkn, BKpUTI
obornoHkot, 75
mr/75 mr Ne 28
(7x4): no 7 TabneTok
y GnicTepi; no 4
Gnictepu B
KapTOHHiIN kopobui

TOB
"CaHoi-
ABeHTIC
Ykpaina"

Ykpaina

CAHO®I BIHTPOI
IHOACTPIA

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
apmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOI
AiSnbHOCTI 3 dpapmakoHarnsgy

3a
peuerimom

UA/11680/01/02

146.

KOPBAJITAB

Tabnetku; no 10
TabneTok y
6nictepax; no 10
TabneTok y 6nictepi;
no 2 abo 10
6nicTepiB y nayuj 3
KapToHY

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKin
capmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkiii hapmakonei) - OHoBNeHW cepTudikat
BiJ yXe 3aTBepAXeHOro BUpobHUKa - MoJaHHs
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne CEP 2003-017 - Rev 04
(3aTBepakeHo: R1-CEP 2003-017 - Rev 03) gns Al
deHobapbiTany Big Bxe 3aTBEpAXEHOro BUPOOHUKa
HARMAN FINOCHEM LIMITED, IHgis.

6e3
peuyenma —
Ne 10 ma Ne
10x2; 3a
peuenmom —
Ne 10x10

UA/1028/01/01

147.

KOPBAITAB

TabneTky; in bulk: no
7 kr TabneTok y

TOB
"ACIHO

YkpaiHa

TOB "dapma Crtapt”

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. CepTudikat BignosigHocTi/lE-

UA/3760/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
nonieTuneHoBomMy YKPAIHA" cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
nakerti; no 1 nakety chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
B KOHTEWNHepi OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: ana A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHU cepTudikaT
BiJ yXe 3aTBepAXeHOro BUpobHUKa - MoJaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpPONENnCchKin
dapmakonei Ne CEP 2003-017 - Rev 04
(3aTBepakeHo: R1-CEP 2003-017 - Rev 03) gns AdI
eHobapbiTany Big BXe 3aTBEPAKEHOro BUPOOHMKa
HARMAN FINOCHEM LIMITED, IHgis.

148. | KOPOAPOH® Tabnetku no 200 mr; TOB YkpaiHa BupobHmuTBO, PdpaHuis/ BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu | 3a UA/3683/02/01
Ne 30 (10x3): no 10 "CaHodi- nepBuHHe Ta YropwuHa Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom
TabneTtok y 6nicrepi; ABeHTIC BTOPWHHE NaKyBaHHS, cdapmakoHarnsgy. BeegeHHs abo 3amiHv oo
no 3 Gnictepny YkpaiHa" KOHTPOSb AKOCTi Ta y3ararnibHeHuX AaHux Npo cuctemy dapmakoHarnagy
KapTOHHiIn kopobuyj; Bunyck cepii MM3: (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
Ne 30 (15x2): no 15 CAHO®I BIHTPOIN dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

TabneTtok y 6nicrepi; IHOACTPIA, ®paHuisi; BiAnoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
no 2 6nictepn y Brpo6HuuTBO, KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
KapTOHHiIN kopooLi nepBuHHE Ta 30iNCHeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BTOPWHHE NaKyBaHHS, BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
KOHTPOMb SKOCTi Ta 3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
Bunyck cepii M3 (3a KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BUKITHOYEHHAM darina cuctemu chapmakoHarnsigy) - 3miHa
MikpobionoriyHoro MiCLie3HaxXOMKeHHS MacTep-anna cuctemm
TECTYBaHHS): apmakoHarnsgy.
Onenna Xenckea 3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
XaHrepi K., dapmakoHarnsay.
YropwuHa;
MikpobGionoriuHe
TecTyBaHHs T13:
XIHOTH 3aBog
dapmaueBTUYHUX Ta
Ximiynnx MpopaykTis
MpawsiT Ko. Jl74.
(XIHOIH NMpaitsit Ko.
JIta.) - nipnpremcteo
YaHiksenba,
YropwuHa;
MikpobionoriuHe
TecTyBaHHs T13:
EBPOATI XaHrepi
NimiTen NanabiniTi
KomnaHi (EBPOATMI
XaHrepi Ilta.),
YropwumHa
149. | KPONUBU nucts no 30 r abo MpAT YKpaiHa MpAT "lliktpasn" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | be3 UA/7000/01/01




84 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
JNINCTA no 50 r y naykax 3 "Niktpasn" Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMit 3aci6. peuenma
BHYTPILLHIM CucTema KoHTelHep/3aKkynoptoBanbHuiA 3aci6 (iHLi
naketom; no 1,5ry 3MiHM) BHECEHHS 3MiH O HOPMYBaHHS NMOKa3HWKIB
dinbTp-nakeTi; No «laeHTudikauisa (30BHILWHI 03HaKN)» (oAaBaHHSA onucy
20 inbTp-nakeTiB y NMiBKM NakyBanbHOI ); « TOBLUMHA MNiBKN» (YTOYHEHHS
nayui abo y nayui 3 [OMyCTUMMX HOPM MOKa3HMKa) cneumdikaLii 3
BHYTPILLHIM NakeTom KOHTPOMIO NEPBMHHOIO MakKyBarnbHOro MaTepiany Ans
ynakosku no 30 r Ta no 50 ry nayui 3 BHYTPILLHIM
nakeTom (nnieka nakyeasnbHa (NepBuHHA))
150. | NANC TabneTkn JIO®APM ITanis NOBHUI LUMKN ITania BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/18580/01/01
AMBPO3IA cybniHreanbHi; Ne AC.ILA BUPOGHMLTBA: Tuny - 3MiHK LWoao G6e3nekn/edeKTUBHOCTI Ta peuenmom
40: no 10 TabneTok BUPOGHMLTBO, capmakoHarnsgy. BeegeHHs abo 3amiHv oo
no 300 AO (1 nepBUHHE MakyBaHHSA, y3ararnibHeHuX AaHux Npo cuctemy dapmakoHarnagy
6nictepHa BTOPUHHE MaKyBaHHS, (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
ynakoBka) Ta 30 KOHTPO~b cepii, capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
Tabnetok no 1000 BUMYCK cepil, BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
AO (3 6nicTepHi 36epiraHHs: KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
ynakoBKM) B JIO®APMA C.I.A 3aiicHeHHs dhapmakoHarnsgy B YkpaiHi, SKWwo BoHa
KapTOHHiI kopooLyj; BigMiHHa Big yNOBHOBa)eHOi ocobu, BignosigansHoi
Ne 70: no 10 3a 34ifcHeHHs1 hbapmakoHarnsgy (Bkrovaym
Tabnetok no 300 AO KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(1 GnictepHa cavina cuctemu chapmakoHarnsgy) 3miHa
ynakoBka) Ta 60 yrNoBHOBaxeHoI ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a
Tabnetok no 1000 apmakoHarnag. fitova pepakuis: Janiene MapiHir
AOQ (6 6nicTepHux MponoHoBaHa pepgakuisi: JlTaypa MapacToHi - 3MiHa
yMNaKkoBOK) B KOHTaKTHMX JaHWX YMOBHOBAXXEHOI 0COOM 3asiBHMKA,
KapTOHHIN kopobui BignosiganbHoi 3a dapmMakoHarmsg
151. | TAUC BEPE3A | Tabnetku JIO®APM ITanisa NMOBHUW LWKN ITanisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/18581/01/01
cybniHreanbHi; Ne AC.IA BMPOBHMLTBA: Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
40: 10 TabneTok no BUPOGHMLTBO, dapmakoHarnsgy. BeegerHs abo 3amiHn go
300 AO (1 nepBYHHE NaKyBaHHS, y3aranbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy
onictepHa BTOPUHHE MaKyBaHHS, (BBEOEHHS y3araribHeHVX AaHUX NPo cUCTeMy
ynakoBka) Ta 30 KOHTPOSb cepii, dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Tabnetok no 1000 BUMYCK cepii, BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsaay;
AO (3 bnicTepHi 36epiraHHs: KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
yNaKoBKM) B JIO®APMA C.M.A 34icCHeHHs hapmakoHarnsgy B YKpaiHi, AKWo BoHa
KapTOHHiIl kopobuyj; BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
Ne 70: 10 TabneTtok 3a 34ilCHeHHs1 hbapmakoHarnsgy (BKnoYaym
no 300 AO (1 KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
6nictepHa darina cuctemu chapmakoHarnsigy) 3miHa
ynakoBka) Ta 60 YNOBHOBaXEHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
Tabnetok no 1000 capmakoHarnsg. Litova pegakuis: Oaniene MapiHir
AO (6 6nicTepHux MponoHoBaHa pepakuis: Jllaypa MapacToHi 3miHa
YyNaKkoBOK) B KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0CObM 3asiBHMKA,
KapTOHHI kopobui BignosiganbHoI 3a dapmMakoHarmsg
152. | NANC KNIL TabneTtku JIO®APM ITanis NMOBHUI LMK ITanis BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3miHu | 3a UA/18582/01/01
OOMALLHbOI cybniHreanbHi; Ne AC.IA BUPOOHMLTBA: TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
o nuny 40: no 10 TabneTok BUPOGHMLTBO, dapmakoHarnsgy. BeenerHs abo 3amiHn go

no 300 AO (1
onictepHa
ynakoBka) Ta 30

nepBUHHE NaKyBaHHS,
BTOPWHHE NaKyBaHHS,
BUNYCK cepii,

y3aranbHeHVX AaHUX Npo cucTemMy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
Tabnetok no 1000 36epiraHHs: BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
AO (3 bnicTepHi JIO®APMA C.M.A KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHuKa Ans
yNaKkoBKM) B 3iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWo BoHa
KapTOHHiIN kopobLyj; BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
Ne 70: no 10 3a 34ilcHeHHs1 hbapmakoHarnsgy (Bkmnovayum
Tabnetok no 300 AO KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(1 6nictepHa canina cuctemn chapmakoHarnsgy) - 3miHa
ynakoBka) Ta 60 yNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiaanbHoi 3a
Tabnetok no 1000 capmakoHarnsg,.
AO (6 6nictepHux [itova pegakuis: OJaHiene MapiHir. MNponoHoBaHa
yMakoBOK) B pepakuis: Jlaypa MapacToHi. 3mMiHa KOHTaKTHUX JaHWUX
KapTOHHiIN kopooLi YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
¢hapmakoHarnag
153. | NTAUC TPABU TabneTku JIO®APM ITanisa NOBHUW LKA ITanisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/18583/01/01
cybniHreanbHi; Ne40: A C.MA. BUPOGHMLTBA: TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
no 10 TabneTok no BUPOGHMLTBO, capmakoHarnsgy. BeegeHHs abo 3amiHv oo
300 AO (1 nepBYHHE NaKyBaHHS, y3aranbHeHVX AaHux Npo cuctemy bapmakoHarnsgy
6nictepHa BTOPWHHE NaKyBaHHS, (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
ynakoBka) Ta 30 BUMYCK cepil, capmakoHarnsigy, 3miHa ynoBHoBa)KeHoi ocobu,
Tabnetok no 1000 36epiraHHs: BiAMNOBIAANbLHOI 3a 3AiCHEHHS dbapMmakoHarnsay;
AO (3 6nicTepHi JIO®APMA C.I.A KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa ansi
ynakoBKM) B 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
KapTOHHiIN kopobLyj; BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
Ne70: no 10 3a 3ilicHeHHs1 hbapmakoHarnsgy (BKrovarym
Tabnetok no 300 AO KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(1 6nictepHa bavina cuctemu hapmakoHarnsgy) - 3miHa
ynakoBka) Ta 60 yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
Tabnetok no 1000 hbapmakoHarnsg.
AO (6 bnicTepHux [itova pepakuis: JaHiene MapiHir. MNponoHoBaHa
yNakoBOK) B pepakuisi: Jllaypa MapacToHi. 3mMiHa KOHTaKTHUX JaHUX
KapTOHHiI kopobui yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag
154. | NAMI3UN® Tabnetkun no 250 wmr; HoBapric LLisenuapi Bupo6HMuTBO, Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/1005/02/01
no 14 tabnetoky dapma Al a KOHTPOMb SIKOCTI, CnoBeHis TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom

onictepi; no 1
6nictepy B kopobui

nakyBaHHS, BUMYCK
cepii: HoBaprtic
®apma lNpogakLiH
'm6X, HimeuunHa;
MepBuHHE NakyBaHHS,
BTOPWHHE NaKyBaHHs,
KOHTPOMb SIKOCTI,
BUNyck cepii: Jlek
dapmacbioTukanc
0.4., BUpobHuua
ainbHuuA Jlengaea,
CnoseHis

KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMUX MeX
roTOBOrO MikapCbKoro 3acoby (4OMOBHEHHSI
cneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM
mMeTodoM BUNpobyBaHHst). [logaBaHHsi napameTpy B
cneuudikauito T3 Ta BignosigHMM MeToA0M
KOHTporto, a came «CneundivyHa Aomilika (ammep
TepbiHadiHy)» (BEPX) 3 HopmyBaHHAM < 0.05%
BiANoBiAHO Ao BMMoOr MoHorpadii USP. JopaTkoso
pefakuinHi 3MiHu B cneumdikadii M3 3a nokazHukom
«MikpobionoriyHa yMcTotay, a came BUMOTU
cneundikaLii OHOBNOKTLCA 3 «He BUABNATLCA B 1
r» Ha «BigcyTHicTb B 1 r». - 3MiHu | Tuny - 3miHn 3
sKkocTi. [oTOBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BuMnpobyBaHHs
roTOBOrO JlikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHMX MeToAax BUNpobyBaHHs). HesHayHi
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

3MiHM B MeToax BUNpobyBaHHS 3a nokasHukamm
«Po3umHeHHsa» (BEPX), «KinbkicHe BU3Ha4YeHHs1
TepbinadpiHy rigpoxnopuay» (BEPX) Ta «BusHaueHHs
npogykTis po3nagy» (BEPX), a came 3miHa
po3paxyHKoBOI hopmynu (CTaHOAPTHE 3HAYEHHS A4S
BMiCTy eTanoHHoi peyoBuHu (100%) 3amiHeHO
OTPYMaHUM BMIiCTOM pedepeHTHOI pedoBuHu (CR)». -
3miHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BuUNpobyBaHHS roTOBOrO MikapcbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpMKEHMX MeTodax
BUNpobyBaHHs). HeaHayHi 3mMiHM B MeTodax
BMNPoOYBaHHS 3a NokasHUKamy «PO34NHEHHS»
(BEPX), «KinbkicHe BusHaveHHs TepbiHadiHy
rigpoxnopuay» (BEPX) Ta «BuaHauyeHHsi npoaykTis
posnaay» (BEPX), a came 3asBrneHuin BMICT Aito4oi
PEeYOBUHM B PO3paxyHKOBI POPMyIii OHOBIEHO ANA
6inbLuoi TouHocTi 3 281,2 0o 281,25 mr/Tabn. - 3miHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN).
MNepeknapg Tekcty MKA Ha yKkpaiHCbKy MOBY,
BignosigHo go Bumor Hakazy MO3 Ykpainn Ne 426.

1565.

JIEBAHA®

NMOPOLLIOK
(cybeTaHuin) y
naketax noaBiiHUX
i3 nniskn
nonieTuneHoBoi ansa
hapmaLeBTUHHOIO
3aCTOCYBaHHS

Tosapuct
BO 3
00AaTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTBo 3
[04aTKOBOK
BigNoOBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 skocTi. ADIl. BupobHmuTBo. 3MiHN B
npoueci BupobHuuTea API (iHwi 3miHKn) - 3amiHa
cTagivn nepekpucrtanisauia 3 xnopocopmy 3
nopganbLUo0 06poBKOI0 CNMPTOM, Ha cTagito
nepekpucTanisauii 3i CnMpTy eTUNOBOro; - BUMYYEHHS
npomixHoro npoaykTy "lleBaHa nepekpucTanizoBaHui
i3 xnopodopmy" Ta cneuundikaii Ha Heoro. 3MiHu |
Tmny - 3MiHu 3 sikocTi. APIl. KoHTponb A®I (iHwwi 3miHK)
- 3miHa y HOpMyBaHHi TecTy, a came BMICTy
3aMULIKOBOrO PO3YMHHUKA €TaHON 3 BiAMOBIAHO
3MiHo y MeToaumLi npoBeaeHHs TecTty y ClN ta MKA
npomixHoro npoaykty "lNesaHa, ob6pobneHnit cnmpTom
eTUnoBnM" i3 yTOYHEHHSIM Moro Ha3eu - "JleBaHa

nepekpuctaniaoBaHuiny - 3miHu | Tuny - 3MiHu 3 SKoCTi.

A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXiAHNIA/MPOMIXHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUPOGHMUTBa ADI (BUNYyYEHHS HE3HAYHOTO NMoKa3HUKa
SIKOCTi (Hanpuknazg BUIyYEHHs 3acTapinoro
nokasHuka)) - BunyyeHHs nokasHuK BTpaTa Macu npu
BUCYLLYBaHHI 3i cneundikaLii NpOMiXXHOrO NPoayKTy
"[leBaHa, 06po6neHnin BOAOK o4nLLEHOK"

UA/10775/01/01

156.

NIEBACENT

PO34uH ANS iHdY3in,
500 mr/100 mn; no
100 mn B
KOHTeWHepi; no 1
KOHTeNHepy B

AHaHTa
Megikeap
nTo.

Benuka
BpuTaHis

€Bponaind Xentkeap
MeT. JlTA.

IHaia

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l
Tuny - 3MiHK 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa
BMPOOHYKa BUXiAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMYOMY npoueci API,
abo 3miHa BMpobHUKa (BKMKYaK4u, e HeobxigHo,

3a
peuerimom

UA/13203/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

NONIBIHINXNOPUAHIN
nniByi B kopooui

MicLie npoBefeHHs kKoHTpornto sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BpONencokin
chapmakonei y 3aTBepAXeHOMY A0Che)(BBEAEHHS
HoBOro BMpobHuka APl 3 HagaHHAM MacTep-daina Ha
Adl) BBegeHHst AoaaTkoBoro BupobHuka Ad|
nesodnokcauuHy remirigpaty AARTI DRUGS
LIMITED, India (DMF version 11, November 2022).
BBegeHHs 3miH npoTtarom 3-x MicsuiB nicns
3aTBEpPOKEHHS.

157.

JIEBOAAP B/B

PO34MH A8 iHyY3in,
500 mr/100 mm; no
100 mny
KOHTENHepi; no 1
KOHTEeWHepy y mniBLi
B KOpOOUj

AAP
DAPMA
®3-JJ1C

O6'egHaHi
Apabcbki
Ewmipatu

€Bponaind Xentkeap
Met. Jl14.

IHgia

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
ANs MEAUYHOTO 3aCTOCYBaHHSA
reHepuYHUX/ribpnaHmx/GionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI Npenapar (3miHa He noTpebye HagaHHs
KOOHUX HOBUX A0AATKOBUX AaHMX). 3MiHW BHECEHI A0
IHCTPYKLUIiT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
3acoby no posainis "®apmakonoriyHi BnacTneocTi”,
"MokasaHHs", "MpoTunokasaHHs", "Oco6nMBOCTI
3acTocyBaHHs", "3acTocyBaHHS y nepion BariTHOCTI
abo rogyBaHHs rpyaao”, "3aaTHicTb BNIMBATK Ha
LWBMAKICTb peakLii Npy kepyBaHHi aBTOTPaAHCNOPTOM
abo iHWKuMK MexaHiamamm”, "Cnocib 3acTocyBaHHs Ta
nosu", "Oitn", "MepenosyBanHs", "MobivHi peakuii”,
"HecymicHicTb" BignosigHo Ao iHpopmaLii
pechepeHTHOro nikapcbkoro 3acoby Tavanic, 5Smg/ml
solution for infusion. 3miHu | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3acTocyBaHHS Ha NMiAcTaBi perynsipHo OHOBHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocniaxeHb
3 6e3nekn 3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OuiHKK
3BiTY 3 AOCHiAXeHb, MPOBeAEeHUX BiANOBiAHO A0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm). 3MiHu
BHeCeHi [0 IHCTPYKLUii Ans MeAWYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby no posginis "OcobnmeocTi
3actocyBaHHs1", "MNepenosyBaHHs", "lMobGivHi peakuii”
BignoBigHo Ao iHopMalii 3 6e3nekn 3acTocyBaHHS
L0401 pevoBUHMN.

3a
peuenmom

He
nionse
ae

UA/16259/01/01

158.

JIEBO®JIOKCA
UUH

pO34MH Ans iHdys3in,
500 mr/100 mn no
100 mny
KOHTelHepi; no 1
KOHTenHepy y
NOniBiHINXOPUAHIV
nniBui B nayui

AHaHTa
Megikeap
Iro.

Benwka
BpuTaHis

€ponaiicd XenTkeap
MeT. l1A.

IHaisa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l
Tuny - 3MiHK 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa
BMPOGHVKa BMXiAHOIO/MPOMIXKHOIO NPOAYyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BMpobHUKa (BkMoYaruu, e HeobxigHo,
MicLie NnpoBefeHHs KOHTponto skocTi) APl (3a
BiJCYyTHOCTI cepTudikaTa BignoBigHOCTi €EBponenchkil

3a
peuerimom

UA/11383/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

chapmakonei y 3aTBepAXeHOMY A0Cbe)(BBEAEHHS
HOBOro BUpo6Huka AD| 3 HagaHHsSM MacTep-aiina Ha
A®l) BBEAeHHA aogaTkoBoro BUpobHmka AdI
nesodnokcauuHy remirigpaty AARTI DRUGS
LIMITED, India (DMF version 11, November 2022).
BBeneHHs 3miH npoTtarom 3-x Micsuie nicns
3aTBEPOKEHHS.

159.

JIEBO®TOP

PO34uH ANs iHAY3in,
no 5 mr/mn no 100
My donakoHi, no 1
hbnakoHy B
KapTOHHiIN kopooLi

MicTtpan
Kenitan
MeHemxm
EHT
TimiTen

AHrnis

BEM Inay CaH. Be Tik.
A.C.

TypeyunHa

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu |
My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCcyBaHHS MikapCbKoro
3acoby B nicnsipeecTpaLiiHuii nepion, abo sik
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiAXEHb, NPOBEAEHUX
BiQNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKUii ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ainu "OcobnmBocTi 3acTocyBaHHS",
"MepenosyBaHHs", "MNobGiyHi peakuii" BianosiaHo 8o
OHOBIIEHOI iHhopMmaLii 3 6e3neku Aikoyoi pe4OBUHMN.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepMKEHHs - 3MiHu | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHSA Ha NiACTaBi perynsipHO OHOBIHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocniaxeHb
3 6e3nekn 3acTocyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK
3BiTY 3 AOCHiAXeHb, MPOBeAEeHUX BiANOBiAHO A0 NnaHy
nepiaTpuyHux gocnigkes (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO [0 IHCTPYKUii ANs MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
aito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-Tu
MicsiLiB Micnsi 3aTBEPOXKEHHS

3a
peuerimom

He
nidnsie
ae

UA/18903/01/01

160.

JIEKAPHITA

PO34MH Ans iH'ekuin,
1r/5mn, no5mnB
amnyni; no 5 amnyn
y nauui 3 kKapToHy

Meppepi
dapmayey
Tivi CP1

ITanis

XENM C.A.

Mpeuis

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUINyYEHHs cepTudikaTa BignoBiaHOCTI EBpoNENChKil
capmakonei: ans A®I; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponevicbkin dpapmakonei) - HoBui ceptudikaT Big

3a
peuerimom

UA/13814/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
BXe 3aTBepAKeHOro BUpobHUKa - NofaHHsA HOBOTO
cepTtudikaty BignosigHocTi Ne RO-CEP 2019-293-Rev-
00 ans pito4oi peyYoBMHU NEBOKAPHITUH Bif, BXe
3aTBepakeHoro BupobHuka Chengda Pharmaceuticals
Co., Ltd., Kutan. flivova pegakuis: ASMF (version 1-
09/2019) MponoHoBaHa pegakuis: RO-CEP 2019-293-
Rev-00
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€BponeWckkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo oHoBMeHoro cepTudikaTa BiANOBIQHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€sponelicbkint hapmakonei) - OHoBneHnn ceptudikar
Bifl y)Xe 3aTBepKEHOro BUpobHMKa nogaHHst
oHoBneHoro cepTtudpikaty signosigHocTti Ne RO-CEP
2019-293-Rev-01 ans [ito4oi pe4oBUHN NEBOKAPHITUH
Bif y>Ke 3aTBepmpkeHoro BupobHuka Chengda
Pharmaceuticals Co., Ltd., Kutaw.
161. | NEMTPAOA KOHUeHTpaT ans TOB Ykpaina BTopuHHe nakyBaHHs, IpnaHais/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/17376/01/01
PO34MHY Ans "CaHoi- MapKyBaHHS, HimeyumHa TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
iHdby3ini no 12 mr/1,2 ABeHTiC 36epiraHHsa 13 Ta capmakoHarnsigy. BeegeHHs abo 3miHv oo
mnNe1:no1,2mny YkpaiHa" BUNYCK cepii: y3aranbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy
donakoHi, no 1 [xeHsanm Ipnaxg (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dnakoHy y TimiTen, Ipnaxgis; dapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
KapTOHHiIN kopobui BMpo6HMUTBO (fill- BiANOBIAANbLHOI 3a 3AiCHEHHs dbapmakoHarnsay;
finish/nepBuHHe KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
NakyBaHHs1) KOHTPOIb 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWwo BoHa
SKOCTI (B Npoueci BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
BUPOGHMLTBA, 3a 3iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTponb sikocTi 13, KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BKNtOYao4u bavina cuctemu hapmakoHarnsgy) - 3miHa
TECTyBaHHs Ans MicLe3Haxo4KeHHs1 MacTep-daiina cucremu
OLiHKM CTEePUIbHOCTI i hapmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOIT
BMICTY AiFnbHOCTI 3 dhapmakoHarnsay
MiKpOOpraHiamiB),
TecTu Ha
cTabinbHicTb):
BepiHrep IHrenbxanm
dapma M'm6X i Ko. KT,
HimeyumHa
162. | NANU KBITKU KBiTW; N0 50 ry MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 6e3 UA/5977/01/01
naykax 3 BHyTpiwHimM | "JliktpaBn" TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma

naketom; no 1,5ry
dinbTp-nakeTi; No
20 cpinbTp-nakeTiB y
nayui abo y nayui 3
BHYTPILLHIM

Cunctema KoHTenHep/3akynoproBanbHUiA 3acid (iHLwi
3MiHW) - BHECEHHS 3MiH 10 HOPMYBaHHS! NOKa3HWKIB
«lpeHTudikauis (30BHiLLHI 03HaKW)» (oAaBaHHS onucy
NMiBKW NakyBanbHoi ); « TOBLLMHA MNiBKN» (YTOYHEHHSI
[0NyCTMMMX HOPM NMoKa3HWKa) cneumdikadii 3
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
nakeToMm. KOHTPOIIO NEPBMHHOIO NakyBanbHOro Matepiany Ans
ynakoBku o 50 ry nayui 3 BHYTPILLHIM NakeTom
(nniBka nakyBanbHa (NepBUHHA).
163. | NIM®OMIO3OT | kpanni opanbHi No Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes UA/6673/01/01
30 mn y conakori- Xannbmitt a Xavnbmittenb Xeenb Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuernma
KpanenbHuui; no 1 enb Xeenb m6X KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa
hnakoHy- mM6X napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX
KpanenbHUUi y roTOBOrO MikapCbKOro 3acoby (BMIyYeHHs HE3Ha4YHOro
KOpoOLi 3 KAapTOHY nokasHvKa (Hanpuknag 3acTapinoro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikauis GapBHMKIB Yn
cMakoBux f,06aBoOK)) - Buny4eHHst He3HayHoro
nokasHuka «KonbopoBicTb» 3i cneumdikalii rotToBoro
nikapcbkoro 3acoby. - 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
["oToBMI Nikapcbkuin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikauin
Ta/abo [oMyCTUMMX MEX rOTOBOTO NikapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOrO MOKasHVKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sk 3anax Ta cMak, abo
iAeHTuiKaLisn 6GapBHMKIB Y1 cMaKOBMX 40OABOK)) -
BUITYyYEHHSA HE3HAYHOro nokasHuka «pH» 3i
crneumdikaLii roToBoro nikapcekoro 3acoby npu
BUMNYycKy. B pamkax Wi€i 3MiHWM BHOCATLCS peaakuinHi
3MiHM 0o crneumdikauii nikapcbkoro 3acoby 3a
nokasHukom “MikpobionoriyHa Ynctota’.
164. | NO3AN® TabneTkn, BKpUTI TOB Ykpaina BupobruuTteo IM13, CnoBaubka BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/3906/01/04
obornoHkoto, no 100 «CaHodi- nepBuHHe Ta Pecny6nika/ Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
mr, Ne 30 (10x3), Ne ABeHTiC BTOPUHHE MaKyBaHHS, Yecbka dapmakoHarnagy. BeegeHHst abo amiHu go
30 (15x2), Ne 60 YkpaiHa» KOHTPOMb Ta BUMYCK Pecnybnika y3aranbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy
(10x6), Ne 60 (15x4), cepin: AT "CaHeka (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
Ne 90 (10x9), Ne 90 dapmacbioTikana”, dapmakoHarnagy, amiHa ynoBHOBaXeHoi ocobu,
(15x6): no 10 CnoBaubka BiANOBIAANbLHOI 3a 3AiCHEHHs dbapmakoHarnsay;
TabneTok y 6nictepi; Pecnybnika; KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
no 3, 6 abo 9 TOB "3eHTiBa", 34icCHeHHs hapmakoHarnsgy B YKpaiHi, AKWo BoHa
GnicTtepiB y Yecbka Pecny6nika BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
KapTOHHiIN kopobuyj; 3a 3[iNCHeHHA dhapmakoHarnsgy (BKnoYvaym
no 15 rabnetok y KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
6nicTepi; no 2, 4 abo darina cuctemu chapmakoHarnsigy) - 3miHa
6 6nictepiB y MicLe3Haxo4KeHHs MacTep-daiina cucremu
KapTOHHiI kopobui dapmakoHarnagy.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnsay.
165. | NO3AN® TabneTku, BKpUTI TOB Ykpaina Bupo6HuuTteo M3, CnoBaubka BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | 3a UA/3906/01/03
o6onoHkoto, no 50 «CaHoi- nepBuHHE Ta Pecny6nika/ TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
mr, Ne 30 (15x2), Ne ABeHTiC BTOPUHHE MaKyBaHHS, Yecbka dapmakoHarnsagy. BeegerHs abo 3amiHn fo
60 (10x6), Ne 60 YkpaiHa» KOHTPOMb Ta BUMYCK Pecny6bnika y3aranbHeHVX AaHux Npo cuctemy hapmakoHarnsgy

(15x4), Ne 90 (10x9),
Ne 90 (15x6): no 10
TabneTok y 6nictepi;
no 6 abo 9 6nictepis
Y KapTOHHI KopobLi;
no 15 tabnetok y

cepin: AT "CaHeka
dapmacbioTikana",
CnoBalbka
Pecny6bnika;
TOB "3eHTiBa",
Yecbka Pecnybnika

(BBEAEHHST y3aranbHEHMX OAHMX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS chapmMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
3AiicHeHHs bapmakoHarnsgy B YkpaiHi, SKWo BoHa
BiMiHHa Bi ynoBHoOBaxeHOi ocobu, BianosiganbHoi
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
6nictepi; no 2, 4 abo 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYaryum
6 bnictepiB y KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi MmacTep-
KapTOHHiI kopooLi canina cuctemn chapmakoHarnsgy) - 3miHa
MicLie3HaXoQKeHHA MacTep-ganna cuctemu
dapmakoHarnsay.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
166. | MAKCITPAH® pO34MH Ans iH'ekuin, TOB HB® YkpaiHa AT "TAIIMYDAPM", YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a He UA/18255/01/01
100 mr/mn; no 5 mn "MIKPOXI YkpaiHa Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom nidnsie
B amnynax; no 5 Mm" (BignoBiganbHuUi 3a 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS ae

amnyn y kaceTiy
nayui 3 KapToHy;

no 5 mn B amnynax;
no 5 amnyn y kaceri;
no 2 KaceTun y nayui
3 KapTOHY

BMPOGHMLUTBO Ta
KOHTpOnb/BUNpobyBaH
HA cepil, He
BKITHOMAKO4M BUMYCK
cepii);

TOB HB®
"MIKPOXIM", YkpaiHa
(BignoBiganbHuUi 3a
BUNYCK cepii, He
BKIOYA0O4N
KOHTpOnb/BUNpobyBaH
HS cepii); TOB HB®
"MIKPOXIM", YkpaiHa
(BignoBiganbHUi 3a
BUPOOHMLTBO Ta
KOHTpOnb/BUNpobyBaH
HSA cepil, He
BKITHOMAK4U BUMYCK
cepii)

[04AaTKOBOI AiNbHULI BUPOBHULTBA Ans YacTuHK abo
BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCcbKoro
3acoby (AinbHMUSA, Ha AKi NpoBoaATbLCsA Byab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUNYCKy cepii,
KOHTPOIO SIKOCTi Ta BTOPVMHHOTO NMakyBaHHSA Ans
CTepUIbHUX NikapcbKknx 3acobiB (BKI4aoym
BMPOGEHi acenTuyHMM METOA0M), KpiM NiKapCbKnx
3acobiB 6ionoriYHOro/iMyHONOrYHOIO NOXOMXKEHHS)
— BBE€HHA A0AaTKOBOI AinbHULi BUpoOHUUTBa AT
«anuudpapmy», YkpaiHa, ska 34iNCHI0e BUPOOHULITBO
in bulk 3 NnepBUHHMM NaKyBaHHSAM Ta BTOPUHHE
nakyBaHHs ['J13. 3miHy BHeceHo y po3ginu "BupobHuk'
Ta "Micue3sHaxomkeHHs BUpobHuka Ta agpeca micus
NPOBafXXeHHA NOro AisnbHOCTI" B iHCTPYKUiO Ang
MeAMYHOrO 3aCTOCYBaHHS! y 3B'sI3Ky 3 BBEAEHHAM
[04aTKOBOro BUPOOHMKA Ta SIK HACMiAoK - Y TEKCT
MapKyBaHHs1 yNakoBKM Nikapcbkoro 3acoby BeeaeHHs
3MiH NPOTArom 6-Tu MiCAILiB NiCNs 3aTBEPOKEHHS.
CynyTHs 3MiHa
- 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3amiHa abo BBeOEeHHS 40OaTKOBOI
[inbHULi BUPOOHULITBA ANS YacTUHU abo BCbOro
BMPOGHMYOro NpoLECy FOTOBOrO NikapcbKoro 3acoby
(BiNbHWUS ANst BTOPUHHOTO NaKyBaHHS)
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIIHO SKOCTI
roTOBOrO flikapcbKoro 3acoby (3amiHa abo AogaBaHHS
OiNbHWLI, Ha K 3OINCHIOETLCSA
KOHTpOnb/BUNpobyBaHHs cepii)

— BBE,€HHA AOAATKOBOI AiNbHUL BUpoOHUUTBa AT
«lFanuudapm», YkpaiHa, sika 34iicHioe
KOHTpOMb/BUNPOBYBaHHSsI cepii, HE BKIOYaK4N BUMYCK
cepii. 3MiHN BHeCeHO y po3ainu "BupobHuk" Ta
"Micue3HaxookeHHs1 BUpoOHMKa Ta agpeca Micus
NPOBaXeHHs NOro AisnbHOCTI" B IHCTPYKLi0 ANs
MEeOUYHOro 3aCTOCYBaHHS y 3B'A3KY 3 BBEEHHSIM
[04aTKOBOro BUPOGHMKA Ta siK HACMifoK - Y TEKCT
MapKyBaHHs1 yNakoBKM Nikapcbkoro 3acoby BeeaeHHs
3MiH NPOTArom 6-Tu MiCSILB MiCNsi 3aTBEPKEHHS.
3minu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKApCbKUI
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
BMPOGHMLTBA rOTOBOIO fikapcbkoro 3acoby,
BKIH04AKUM NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULTBI rOTOBOTO fikapcbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpPOOGHNLTBA) 3MiHN Y
BMPOGHMYOMY Mpoueci Ans aganTadii TEXHOMNOri4YHoro
npouecy 0o obnagHaHHs HOBOI AinbHULI, @ caMme Ha
onepadii «Munka Ta ctepunisauis amnyn» (3miHeHa
TemnepaTtypu y 30Hi geniporeHisadii/cTepunisadii
(3aTBepmkeHo: 295-305 °C; 3anponoHoBaHo: o 320
°C), Ha cTagii «[epeBipka amnyn Ha repMeTUYHICTb Ta
MeXaHiYHi BKIIOYEHHS» (3MiHeHa NocnigoBHICTb
nepeBipkX amnys Ha MeXaHiYHi BKIMIOYEHHS Ta
repMeTUYHICTb).
3MiHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm)
3MiHM BHECEHO Y TEKCT MapKyBaHHS NEPBUHHOI
ynakoBkK nikapcbkoro 3acoby (n. 2. KIJIbKICTb
JIF0YOT PEYOBWHMW) Wwoao 3a3Ha4eHHs
MiXKHapOAHUX MO3HAYeHb OAVHULL BUMIPHOBAHHS.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinbHULI (BKMoYatoum dinbHuui ans Adl,
NPOMIXKHOrO NMPOAYKTY abo roToBOro MikapCbKoro
3acoby, AinbHULUI A4NA NpoBeAeHHS NaKyBaHHS,
BMPOGHMKa, BiAMNOBiAanbHOro 3a BUMYCK cepiii, Micue
npoBeAeHHs! KOHTPOo cepii) abo nocTavanbHuka
BMXiAHOro matepiany, peareHTy abo JONOMiXKHOI
PEYOBMHM (SIKLLIO 3a3HAYEHO Y OOCHE)
BUIYyYeHHS BUPOGHMYOI AinbHuli TOB HB®
«MIKPOXIM» 3a agpecom Ykpaina, 93400, JlyraHcbka
o6n., M. CeBepopoHeLbk, Byn. [pomucnosa, bya. 24-
B, SIka BignoBigana 3a BuUnyck cepii.
3aTtBepmakeHo: TOB HB® «MIKPOXIM» YkpaiHa,
93400, JlyraHcbka 0bn1., M. CeBepoaoOHeLbK, BYI.
Mpomucnosa, 6ya. 24-8
BignoBiganbHWMIA 3a BUNYCK Cepii, He BKIOYaun
KOHTpPOrb/BUNPOOYBaHHS cepii:

Ykpaina, 01013, M. Kuis, Byn. ByaiHaycTpii, 6ya. 5
3anponoHoBaHo: TOB HB® «MIKPOXIM»
BiNOBIganbHUIA 3a BUPOOHMLTBO Ta
KOHTpOMb/BUNPOBYBaHHSs cepii, HE BKIOYaKUM BUMYCK
cepii:

Ykpaina, 93400, JlyraHcbka obn.,

M. CeBepoaoHeLbk, Byn. MNpomucnosa, 6ya. 24-8
BignoBigansHWMIA 3a BUNYCK Cepii, He BKIOYaoun
KOHTPOrb/BUNPOOYBaHHS cepii:

Ykpaina, 01013, M. Kuis, Byn. ByaiHaycTpii, 6ya. 5
3MiHWN BHECEHO B iHCTPYKLitO ANS MEANYHOrO
3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B'A3Ky 3
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
BUMYYEHHSIM OfHIET 3 BUPOOHMYMX AiNbHULL Ta SK
Hacnigok - BUNyYeHHS iIHCTPYKLIT Ans MeanyHoro
3acToCcyBaHHS Ta TEKCTY MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby ans BignoeigHoi BUPOBHUYOT
OinbHULL
167. | MAPBEJIOH® TabneTku; no 21 OpraHoH LLsenuapi 3a NOBHUM LIMKITOM: Higepnanam BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/10176/01/01
TabneTui B 6nicTepi; CeHtpan A H.B. OpraHoH Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom
no 1 Gnictepy B lct Tm6X apmakoHarnagy. BeegeHHsi abo 3amiHm oo
cawe; no 3 calle B y3aranbHeHVX JaHUX Npo cuctemMy hapmakoHarnsgy
KapTOHHiIN kopobui (BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
hapmMakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa aonsi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Big yNOBHOBa)eHOi ocobu, BignosigansHoi
3a 3ilicHeHHs1 hbapmakoHarnsgy (BKroYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
davina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
capmakoHarnsg B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
macTtep-darnna cuctemu apmakoHarnagy. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarmnsay.
168. | MACTO-TPAH rpaHynmno 10 r MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes UA/3825/01/01
rpaHyn y neHani "HauioHan [omeonaTunyHa Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
nonimepHomy; no 1 bHa Cninka" cbapmakoHarnsigy. BeegeHHs abo 3amiHm oo
neHany B nayuj 3 [omeonat y3aranbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
KapToHy; no 5r N4YHa (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
rpaHyn y KOHTenHepi Cninka" dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOi ocobu,
3 03yBaHHSAM; Mo 2 BiANOBIAANbLHOI 3a 3AiCHEHHs dbapmakoHarnsay;
KOHTEeNHepu B nayuli KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3 KapTOHYy 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI ocobu, BignosigansHoi
3a 3iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dapmakoHarnagy). 3miHa
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
capmakoHarnag. [itova pegakuis: TkadeHko TeTsiHa
MeTpiBHa. MNponoHoBaHa pegakuisa: Enb Kasnb
Hatanis KOpiiBHa.
169. | MEOAKCA KOHLeHTpaT ang Mepak HimevuuH BUPOBHMK, O HimeyumHa/ BHECEHHS 3MiH O peecTpaLlinHmx maTtepianis: 3miHu | 3a UA/4884/02/01
pPO34mMHy Ans lesenblia a BignoBigae 3a BUNyck Yecbka TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta peuenmom
iHcpy3in, 5 mr/mn; no T brop cepii, MapKyBaHHs Ta Pecny6bnika papmakoHarnsigy. 3miHa yactotu Ta/abo TepmiHiB
10 mn (50 mr) abo KniHiwe BTOPUHHE MaKyBaHHS: NOAAHHS peryrnspHO OHOBITIOBAHUX 3BITiB 3 6e3neku
20 mn (100 wr), abo Lneujanb Mepak lesenbwadT nikapcbkux 3acobis - 3MiHa YacToTu Ta TEPMiHY
40 mn (200 mr) y npenapat drop KniHile nofaHHs peryrsipHo OHOBMOBAHOIO 3BiTYy 3 6e3neku
onakoHi; no 1 e M6X LLineuiansnpenapate (POSB) nikapcbkoro 3acoby: [itoya peaakuis: Yactota

hbnakoHy B
KapTOHHI kopobui

M6X, HimeuyunHa;
BUPOGHMK, L0

nogaHHst PO3B6 - 3 poku; KiHueBa gata gns
BKINtoYeHHs gaHux o PO3B6 - 30.04.2018 p.; pata
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
Bignosigae 3a nogaHHa PO3B - 29.07.2018 p. NponoHoBaHa
BMPOGHMLUTBO pepakuisa: Yactota nogaHHsa PO3bB - 5 pokis;
Hepo3adacoBaHol KiHueBa gata ans BknoyeHHst gaHnx no PO36 -
npoaykuii, nepBuHHe 12.04.2029 p.; gata nogaHHs PO3b - 11.07.2029 p.
nakyBaHHs, PekomeHaoBaHO [0 3aTBepAKEeHHS BiANOBIAHO A0
MapKyBaHHS Ta nepioaMYHOCTI NOAAHHS PerynspHO OHOBIOBAHMX
BTOPUHHHE 3BITiB 3 6e3neku nikapcbknx 3acobiB y €Bponencbkomy
nakyBaHHS, Cotosi.
KOHTpOnb/BUNpobyBaH
Hs cepii: OHkomen
MeHblobek4epiHr, a.c.,
Yecbka Pecnybnika
170. | MESAKAP®SR TabneTku TOB YkpaiHa KYCYM XEJTTXKEP IHais BHECEHHS 3MiH [0 peecTpauiHux maTepianis: 3MiHu | 3a He UA/9832/02/01
NPOSIOHroBaHoI Aii «MEOPA NBT NTA, IHais; /YxpaiHa Tmny - 3MiHM 3 sKOCTi. FoTOBUIA NikapCbkMI 3acib. peuenmom nionsie
no 400 mr no 10 PM NTO» AnbTepHaTUBHUN Onuc Ta cknag, (iHwWi 3MiHWM) BHECEHHN peaaKLiiHNX ae
TabneTok y 6nictepi; BMPOBHMK, LLO NpaBoK LLOA0 YTOYHEHHS onucy TabneTku, a came
no 5 6nictepis y 3[iNCHIOE BTOPVHHE YTOYHEHHS LLIOA0 HasiBHOCTI hacku 3 060X CTOPIH
KapTOHHIN ynakoBLji nakyBaHHS, KOHTPOIb TabneTtkn 3atBepakeHo: Cneundikadis. Onumc: Ginoro
SKOCTi Ta BMNYCK cepii: abo maimke 6inoro konNboOpy Kpyrni TabneTku 3
TOB "KYCYM ®APM", TUCHeHHsIM "C400" 3 ogHoro 6oky i xpectonoaibHow
YkpaiHa puckoto 3 iHworo. 3anponoHoeaHo: Onuc: 6inoro abo
Mawixe 6inoro Konbopy Kpyrni TabneTkn 3 oackoto 3
06ox 6okiB Ta TMCHeHHaM "C400" 3 ogHoro Goky i
XPEecTonoaibHO PUCKOIO 3 iHLLOrO - 3MiHM BHECEHO 0
IHCTPYKLUIiT ANA MeANYHOro 3acToCcyBaHHSA NikapCbKOro
3acoby y po3agin "llikapcbka popma. OCHOBHI ¢hizmko-
XiMiYHi BlacT1BoCTI" LWOAO YTOYHEHHS onucy
TabneTku, a came YTOYHEHHS! LLOAO HAsiBHOCTI (hackum
3 0box 6okiB TabneTkn. BBeaeHHs 3MiH NpoTarom 6-Tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.
171. | ME3AKAP®SR TabneTku TOB Ykpaina KYCYM XENTXKEP IHAisA BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | - UA/15790/02/01
NPOMNOHroBaHoI Aji «MTIEQ®A MBT NTA TMny - 3MiHK 3 SKocCTi. [O0TOBMI Nikapcbkuin 3acib.
no 400 mr in bulk: Ne PM NTO» Onuc Ta cknag (iHwWi 3MiHW) BHECEHHS pefaKLinHuX
10x240: no 10 NpaBoK LLOAO YTOYHEHHS onucy TabneTku, a came
TabneTok y 6nictepi; YTOYHEHHS LLIOA0 HasiBHOCTI acku 3 060X CTOPIH
no 240 6nicTepiB y Tabnetkn 3aTBepakeHo: Cneumdikauis. Onuc: 6inoro
KapTOHHiI kopobui abo marike 6inoro konbopy Kpyrni TabneTku 3
TUCHeHHsIM "C400" 3 ogHoro 6oky i xpecTtonoaibHo
puckoto 3 iHworo. 3anponoHosaHo: Onuc: Ginoro abo
Marike 6inoro konbopy Kpyrni TabneTku 3 dpackoto 3
06ox 6okiB Ta TMCHeHHsM "C400" 3 ogHoro Goky i
XpecTonoaibHo pUCKoto 3 iHwworo. BBeaeHHs 3MmiH
NpoTArom 6-T1 MicsUIB NicNs 3aTBEPAXKEHHS.
172. | MEHAKTPA® / PO34UH ANS iH'eKLiN, CaHodi CLUA BTOPUHHE MaKyBaHHS, YropwuHa/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | 3a UA/17509/01/01
MENACTRA® no 1 posi (0,5 mn)y Mactep Bunyck cepii: CaHodi- KaHapa/ Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y peuenmom
BAKLMHA dnakoHi, no 1 abo IHK. AseHrTic 3pT., Cnony4eHi mMeTogax BunpobyBaHHst APl abo BuxigHoro
MEHIHFOKOKO | no 5 dnakoHiB y YropLuuHa; KOHTponb LWratn marepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BA KapTOHHiIl kopobui 3 SIKOCTI in vivo npu (CLWWA) BUKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
MONICAXAPUL | mapKyBaHHAM Bunycky: CaHodi 3MiHM Y MeToAax BUNpobyBaHHSA (BKIOYaKUM 3aMiHy
HA CEPOIrPyn YKpaiHCbKOK MOBOIO; Mactep Nimiteq, abo ponoBHeHHs) AD| abo BMXiOHOrO/MPOMIXKHOIO
A, C,YTAW- no 1 abono 5 KaHapga; npoaykTy) 36inbleHHs TepMiHY NpUMAATHOCTI
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135 bnakoHiB y BUPOBHMLTBO, pedepeHTHOro ctaHgapty NT4807 3 24 micsauis go 60
KOH'IOTOBAH KapTOHHiIN kopobui 3 HarnoBHEHHS, micsauis. Tepmin BBeAeHHs 3MiH - |l kBapTtan 2025
A MapKyBaHHAM KOHTPOMb AKOCTI,
OUOTEPIMHUM | iHO3eMHOI0 MOBOIO nepBUHHE MakyBaHHSA,
AHATOKCHUHO | Ta ykpaiHOMOBHUM MapKyBaHHS,
M CTVKEepOM Ha BUMNPOBYBaHHS
KapTOHHiIN kopooLi cTabinbHOCTI,
(ctaHpapTHO- BTOPVHHE NakyBaHHS
eKkcnopTHa Ta BUMYCK Cepiit:
ynakoBka); no 1 abo CaHodpi MNactep IHk.,
no 5 dnakoHis B Cronyyeni WraTtn
cTaHgapTHO- (CLWA)
EKCNOPTHIN
ynakoBLi, sika
MiCTUTbCS B
KapTOHHiI kopobLi 3
iHCTpyKLUieto ans
MeAn4yHoro
3acTocyBaHHS
173. | METUNNPEQHI | kpuctanivyHun MPAT Ykpaina CumbioTika Manansis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | - UA/14195/01/01
30JI0HY NMOPOLLIOK "®ITOPA CnewumeniTi TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
ALIEENOHAT (cybeTaHuin) y PM" IHrpigieHTc CaH. bxa Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
NoABINHMX noceigyeHHs). 3miHa agpecu 3asiBHUKa
nonieTMneHoBnx
nakeTtax ans
hapmaLeBTU4HOro
3acTocyBaHHS
174. | METOTPEKCAT | tabnetku no 2,5 mr, EBEBE ABcTpis Bunyck cepii: EBEBE AscTpis/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a He UA/0513/01/01
"EBEBE" no 10 TabneTtoky Papma ®apma Nec.m.6.X. HimeyunHa Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom nionse
6nicTepi; no 5 abo lec.m.6.X. Hdor. K, ABCTpisi; hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui ae
10 GnictepiB y Hdpr. KI Bunyck cepii: Cantotac nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
KapTOHHIN kopooLi dapma 'M6X, AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
Himeuumnna; OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
BMPOGHMUTBO in bulk, abo gocnimxeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
ynakoBKa, TeCTyBaHHS: 3acoby B nicnApeecTpaLiiHuiA nepios, abo sk
[aynT ®apma Amaper pe3ynbTaT OUiHKW 3BiTY 3 AOCNIMKEHb, MPOBEAEHNX
'M6X, Himeuunna BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHYy y3rompkeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHVM BHECEHO B iHCTpPYKLito A
MeaMYHOro 3acToCyBaHHS NikapCcbkoro 3acoby Ao
po3giny "3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” BiAnoBiaHO A0 OHOBMEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBuMHY 3rigHo 3 pekomeHaauieto PRAC. TepmiH
BBeJEHHS 3MiH - NpoTSArom 6 Micsuis nicns
3aTBEPAKEHHS
175. | METOTPEKCAT | tabnetku o 5 wr, EBEBE ABcTpis Bunyck cepii: EBEBE ABcTpis/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a He UA/0513/01/02
"EBEBE" no 10 TabneTok y dapma dapma Nec.m.6.X. HimeuunHa Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnse
6nicTtepi, no 2 abo 5 lec.m.6.X. Hdr. KT, ABcTpis; dapmakoHarnsay. 3miHa y KOpoTKili XapakTepucTuLi ae
GnictepiB y Hdpr. KI Bunyck cepii: Cantotac nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT

KapTOHHI kopobui

Papma 'M6X,

ana MmeguyHoro 3actocyBaHHA Ha nigcrasi perynsapHo
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HimeuuunHa; OHOBJHOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby,
BMPOGHMUTBO in bulk, abo pocnimxkeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
ynakoBKa, TECTYBaHHS: 3acoby B nicnsipeecTpauiiHuiA nepiog, abo sk
[aynT ®apma Amaper pesynbTaT OUiHKM 3BITY 3 4OCNIOKEHb, NPOBEAEHNX
'm6X, HimeyunHa BigMNOBIQHO 40 NMnaHy negiatpuuHux gocnigxkeHs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXXeHUM
opraHom) - 3MiHM BHECEHO B iHCTPYKLit0 Ans
MeaMYHOro 3acToCyBaHHs! NikapCcbkoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHsi rpyaa” BignoBigHO 40 OHOBMEHOT
iHcpopMmalii Lwoao Gesnekn 3acTocyBaHHS Aito4oi
peyoBUMHM 3rigHo 3 pekoMeHgauieto PRAC. TepMiH
BBEAEHHSA 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHSA
176. | METOTPEKCAT | Tabnetku no 10 mr, EBEBE ABCTpis Bunyck cepii: EBEBE AscTpis/ BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a He UA/0513/01/03
"EBEBE" no 10 TabneTtok y dapma dapma N'ec.m.6.X. HimeuyunHa TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nidnsie
6nictepi, mo 1 abo lec.m.6.X. Hdpr. KT, ABcTpis; dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui ae
no 5 Gnictepis y Hdr. KI BMnyck cepii: Cantotac nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
KapTOHHiIN kopooLi dapma 'M6X, Ona Megu4yHoro 3aCTocyBaHHA Ha NiACcTaBi perynsapHo
HimeuumnHa; OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
BUPOGHMLTBO in bulk, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS fikapCbKoro
ynakoBKa, TECTYBaHHSA: 3acoby B nicnsipeecTpaLiiHuiA nepion, abo sik
Faynt ®apma Amaper pesynbTaT OUiHKM 3BiTy 3 4OCMIMKEHb, MPOBEAEHUX
'M6X, Himeuunna BignoBigHO 4o nnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHV BHECEHO B iHCTPYKLt0 A4S
Me[IMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHocTi abo
rogyBaHHsi rpyaar” BignoBiAHO 4O OHOBMEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBMHY 3rigHo 3 pekomeHaauieto PRAC. TepmiH
BBEOEHHS 3MiH - NPOTArom 6 MicsiyiB nicns
3aTBEPAKEHHS
177. | METPOHIOA30 | nopoLuok MPAT YkpaiHa AapTi [parc Ilimiteq IHAis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | - UA/5406/01/01
Y BEH30AT (cybeTaHuin) y "OITOPA TUny - AOMIHICTPaTUBHI 3MiHW. 3MiHa HAaNMeHYBaHHS
MiLIKax 3 NniBk1 PM" Ta/abo agpecy 3asiBHMKa (BNacHWka peecTpauiiHoro
nonieTuneHoBoi Ans noceigyeHHs1). 3miHa agpecu 3asiBHUKa
hapmaLeBTU4HOro
3acTOCyBaHHsI
178. | MIKOHA30NYy NMOPOLLIOK MPAT YkpaiHa lN'ydpik BiocaiHcec IHAisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | - UA/11632/01/01
HITPAT (cybeTaHuis) y "OITOPA NimiTen TUny - AGMIHICTPaTUBHI 3MiHW. 3MiHa HaNMeHYBaHHS
NOABINHUX PM" Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
nonieTuneHoBmx noceigyeHHs). 3miHa agpecu 3asBHUKa
naketax ons
hapmaLeBTUYHOIO
3aCTOCYBaHHS
179. | MINOPOHAT® PO34MH Anst iH'ekuin, AT JlaTBist BCi cTagii CnoBayuvHa | BHECEHHs 3MiH IO peecTpauinHmx matepianis: 3minu | 3a He UA/3419/01/01
100 mr/mn; no 5 mn "piHaekc" BUPOGHMYOro / Natsis1 Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnsie
abo 10 mn B amnyni npotecy, KpiMm BUMYCKy dapmakoHarnsaay (iHWwi 3miHKW) - y 3B’A3Ky 3 ae
3 6e3K0NLOPOBOro cepil: 3aTBepAKeHHAM JofaTkoBoro ob’emy amnyn

ckna, |

XBM ®apwma c.p.o.,

A00Aa€ETbCA TEKCT MapKyBaHHA I'IepBI/lHHOII' Ta




97 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
rigponiTnyHoro CrnoBay4uHa; BTOPWHHOI yNaKoBOK JikapCcbkoro 3acoby. BeeaeHHs

knacy 3 nitieto abo
Kparnkoto po3fomy;
no 5 amnyny
KOHTYPHIl
YapyHKOBIl ynakoBLj
(nigaoHi) 3
nonisiHinxnopuaHoi
nniskn. AMnynu no 5
mn - 2 abo 4
KOHTYPHI YapyHKOBI
ynakoBKM (nigaoHu)
NoMILLaIOTb Y MayKy
3 KapToHy. AMnynn
no 10 mn - 1 abo 2
KOHTYPHI YapyHKOBI
YyNaKkoBKM (NigaoHn)
NoMILLaIOTb Y MayKy
3 KapTOHYy.

BUPOBHMK, KM
BiAnNoBigae 3a BMNycK
cepii, BKIoYawoum
KOHTPO-b cepii/
BUNPOOYBaHHS:
AT "I'pingekc”, NaTtsis

3MiH NPOTAroM 6-Tu MicALiB NicNs 3aTBEPAXKEHHS.
3MiHn | TMny - 3MiHK 3 aKocTi. FOTOBMI Nikapcbkuii
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHUiA 3acio.
3MiHa po3mipy ynakoBKu roToBOro nikapcbkoro 3acoby
(3miHa KinbKocTi oguHMLG (Hanpuknag TabneTok,
amMnyn TOLo) B ynakoBui:) - 3miHa no3a gianasoHom
3aTBEPPKEHNX PO3MIPIB YNaKOBKU - Y 3B’A3KY i3
BBEAEHHSAM JoAaTKoBOro o6’emMy ynakoBku — aMmnynu
no 10 mn, BBOAUTLCA foaaTkoBa ynakoBka Ne5 (ans
amnyn no 10 mn) go BXe icHyto4mx ynakosok Ne10 Ta
Ne20 (ans amnyn no 5 mn) gna M3. 3miHn BHeceHo B
{HCTpYyKUil0 ONst MeQUYHOro 3acTOCyBaHHS B po3ain
«YnakoBka», a caMme: 3MiHa KinbKOCTi OANHULb ammnyn
B ynakoBLi (dogaTtkoBa ynakoska Ne 5 ansa amnyn no
10 mn). BBegeHHs 3MiH NpoTsarom 6-Tu MicsiliB nicnsi
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBuMIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby. 3miHa napameTpie cneundikaui Ta/abo
[OMyCTUMMX MEX rOTOBOrO MiKapCbKOro 3acoby
(oonoBHEHHS cneumadikaLii HOBUM NOKa3HUKOM 3
Bi4NOBIgHMM MeToAoM BUNPoOyBaHHs) - [loaaBaHHs
HoBoro Tecty BEXKX ans nokasHuka skocCTi
«loeHTndikauisa» npu BUNYCKy Ta TEPMiHY NpuAaTHOCTI
ons 113, BBeaeHHs 3aMiH npoTsarom 6-Tn micsiliB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBUN
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneumdikauin Ta/abo
AOMYCTUMMX MEX rOTOBOrO FliKapCbKoro 3aco0y (iHLui
3MiHW) - 3MiHa Po3paxyHKy BMICTYy MebOHit0
aurigpaTy B napameTpi «KinbKiCHU BMICT MenbOOHi0
avrigpaty (100 mr/mn)». BBeaeHHs 3MiH npoTarom 6-
TV MicsiB nicns 3aTBepaKeHHs. 3MiHu | TUny - 3MiHK
3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(oonoBHeHHSA cneumdikaLii HOBUM NOKA3HUKOM 3
Bi4NOBIgHMM MEeTOAOM BUNPOOYBaHHs) - [loaaBaHHs
HOBOrO NapameTpy cneuudikauii nepBUHHOrO
nakyBaHHS 3 BiAMOBiAHUM METOLOM BUMPOOYBaHHS
«ApceH» 3 kputepiem npuiiHaTHocTi «NMT 0.1 ppm».
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. CMcTemMa KoHTelHep/3aKynoptoBanbHUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX NMepBUHHOI YNaKOBKM FOTOBOrO MikapCbKOro
3acoby (BUNyYeHHs1 HE3HAYHOro NOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) - BunyyeHHs
He3Ha4yHoro napameTpa cneumdikaLin NepBUHHOTO
nakyBaHHsi «Storage conditions». 3MiHn | TUny - 3MiHK
3 AkocTi. FoToBUIA Nnikapcbkuit 3acib. Cuctema
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KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napamMeTpiB cneuudikauin Ta/abo 4onyCTUMUX MeX
NepBUHHOI YNaKkoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHW) - BHeceHHs 3miH o Cneuudikadii amnyn,
a came napameTp «Characteristics» BkaszaHO no3a
cneumndikauieto. 3MiHu | TUnNy - 3MiHKM 3 AKOCTI.
["oTOBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo [oNyCTMMUX MeX FOTOBOro MikapcbKoro 3acoby
(oonoBHeHHs1 abo 3amiHa nokasHuka cneuundikauii 3a
pe3ynbTatamu gocnigxeHb 3 6eanekn abo skocTi (3a
BUHATKOM NiKapcbkunx 3acobis
BionoriYyHoro/iMyHONOrYHOro NOXOAXXEHHST)) -
AonoBHeHHs Cneundikauii nokasHukom «[domiwka A»
3 KpUTEPIEM MPUAHATHOCTI «He BinbLue Hix 0,1%».
MeTopn TLWX 3amiHeHo Ha BEPX/MC/MC. BeeaeHHs
3MiH NPOTSArom 6-Tu MICSILB MiCNs 3aTBEPKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
roTOBOrO fikapcbKoro 3acoby (AonoBHEHHS abo 3amiHa
nokasHuka crneuudikadii 3a pesynbtatamm
AocrimpkeHb 3 6e3nekn abo SKOCTi (32 BUHATKOM
nikapcbkunx 3acobiB 6ionoriYyHoro/iMyHooriYHoro
noxomxeHHs)) - [lonoBHeHHs Cneundikauii
nokasHukom «[lomiwka B» 3 kpuTepiem NpunHATHOCTI
«He BinbLe Hix 0,1%». MeTop TLUX 3amiHeHo Ha
BEPX/MC/MC/. BBefeHHsi 3MiH NpoTsrom 6-t1 Micauis
nicns 3aTBepakKeHHs. 3MiHn | Tuny - 3MiHU 3 SKOCTI.
oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawin
Ta/abo [onyCTMMMX MEX rOTOBOrO MikapcbKoro 3acoby
(monoBHeHHs abo 3amMiHa nokasHuka cneuudikauii 3a
pesynbTatamu gocnigxeHb 3 6e3nekn abo skocTi (3a
BVMHSATKOM MikapCbKux 3acobis
6ionoriyHoro/iMyHOMNOr4YHOro NMOXOMKEHHS)) -
nonoBHeHHs1 Cneundikauii nokasHukom «omiwka C»
3 KpUTEpIEM NPUAHATHOCTI «He BinbLue Hix 0,1%».
MeTtop TLUX 3amiHeHo Ha BEPX/MC/MC. BeeaeHHs
3MiH NPOTSArom 6-Tu MICAILIB NiCNs 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onNyCTUMUX MeX
roTOBOrO JlikapCcbKoro 3acoby (4ONOBHEHHS abo 3amiHa
nokasHuka cneumdikauii 3a pesynbtatamu
pocrnimxeHb 3 6e3neku abo sIKOCTi (32 BUHATKOM
nikapcbkunx 3acobiB GionoriyHOro/iMyHonoriyHoro
NoxomxeHHs)) - [lonoBHeHHs Cneundikavii
nokasHukom «Jomiwka D» 3 kpuTepieM NpUAHATHOCTI
«He BinbLue Hix 0,1%». MeTop TLX 3amiHeHOo Ha
BEPX/MC/MC. BBeeHHs1 3MiH NpoTaroM 6-T1 micsauis
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
nicnsa 3aTBepAXeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa napameTpiB cnewumdikauin
Ta/abo [oNyCTMMUX MeX FOTOBOrO MikapcbKoro 3acoby
(monoBHeHHs abo 3amMiHa nokasHuka crevuudikauii 3a
pe3ynbTatamu gocnigxeHs 3 6eanekn abo skocTi (3a
BUHATKOM JiKapcbknx 3acobis
6ionoriYHOro/iMyHONOrYHOro NOXOMXKEHHS)) -
nonoBHeHHs Cneuudikadii nokasHukom «[Jomilika Ex»
3 KpUTEPIEM NPUAHATHOCTI «He BinbLue Hix 0,1%».
MeTopa TLUX 3amiHeHo Ha BEPX/MC/MC. BeegeHHs
3MiH NPOTAroM 6-Tn MICALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
roTOBOrO fikapcbKkoro 3acoby (AonoBHEHHS abo 3amiHa
nokasHuka cneumdikauii 3a pesynstatamu
pocnigpkeHb 3 6e3nekn abo SKOCTi (3a BUHATKOM
nikapcbkux 3acobiB 6ionoriYyHOro/iMyHooriYHoro
NOXOMXKEHHS)) - fonoBHeHHs Cneundikaii
nokasHuKoM «Jlomiwka F» 3 KpuTepieM NPURHATHOCTI
«He BinbLe Hix 0,1%». MeTog TLUX 3amiHeHo Ha
BEPX/MC/MC. BegeHHs1 3MiH NpoTaroMm 6-Tu micsauis
nicns 3aTBepAXeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo AoNYyCTUMUX MEX FOTOBOrO MikapcbKoro 3acoby
(monoBHeHHs abo 3amMiHa nokasHuka cneuudikauii 3a
pe3ynbTatamu gocnimxeHb 3 6e3nekn abo AkocTi (3a
BMHSITKOM fikapcbkux 3acobis
6ionoriyHoro/iMyHOMNOri4YHOro NOXOMXEHHS)) -
nonoBHeHHs Cneuudikaii nokasHukom «byab-sika
iHAMBIQyanbHa AOMiILLKa» 3 KpUTepieEM NPUARHATHOCTI
«He BinbLe Hix 0,1%». MeToa TLUX 3amiHeHo Ha
BEPX/MC/MC. BegeHHs1 3MiH NpoTaroM 6-tu micsauis
nicns 3aTBepakKeHHs. 3MiHn | Tuny - 3MiHM 3 SKOCTi.
oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo [onyCTMMMX MEX rOTOBOrO NikapCbKoro 3acoby
(monoBHeHHs abo 3aMiHa nokasHuka creuudikauii 3a
pe3ynbTatamu gocnimxkeHb 3 6e3nekn abo AkocTi (3a
BVHSATKOM MikapCbKux 3acobiB
6ionoriyHoro/iMyHOMNOr4YHOrO NMOXOMXEHHS)) -
ponoBHeHHst Cneuwmdikauii nokasHukom «Cyma
OOMILLIOK» 3 KpUTEPIEM NPUAHATHOCTI «He BinbLue Hix
0,5%». MeTtopa TLWIX 3amiHeHo Ha BEPX/MC/MC.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIN
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikadiv Ta/abo
[OMYyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM 3

BiAMOBIAHMM METOAOM BUNPOBYBaAHHS) - 4OMNOBHEHHS
Cneuumdbikauii npy BUNycky Ta TepMiHy NpuaaTHOCTI
ans '3 nokasHukom «HomiHanbHUin 06’em» ans
amnyn no 10 Mn 3 KpUTEpPiEM NPUNHATHOCTI «He
MeHLue Hix 10 mn». BBegeHHs 3MiH npoTarom 6-tu
MicsuiB nicnst 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu 3
sikocTi. FoToBUIA Nikapcbkuin 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3MiHa po3mipy
ynakoBKM rOTOBOTO NikapcbKoro 3acoby (3MiHa
KiNbKOCTi oguHUUbL (Hanpuknag TabneTok, ammnyn
TOLLO) B ynakoBLi:) - 3miHa nosa giana3oHom
3aTBEPAKEHNX PO3MIPIB YNAKOBKM - 3MiHA KifbKOCTi
OOMHULb amMyr B YNaKOBL, Y 3B’3Ky 3 BBEAEHHSAM
popatkoBoro o6’emy amnyn 10 mn, a came- Ne10 (gns
amnyn no 10 mn). 3MiHN BHECEHO B iHCTPYKLito 4
MeAMYHOro 3aCTOCYBaHHS B PO3Ain «YnakoBkay, a
came: 3MiHa KiflbKOCTi 0 ANHMLb amnyn B ynakoBLi
(nopaTkoBa ynakoeka Ne 10 gns amnyn no 10 mn).
BBegeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 skocTi. FoToBMI
nikapcbkuii 3acio. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCcTUMMUX MeX
NepBUHHOI YNakoBKM rOTOBOTO NiKapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOTO MOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) - BunyyeHHsi HeaHa4yHoro
napameTpy cneumagikauii NepBUMHHOIO NaKkyBaHHSA —
Retest period. 3miHn | Tuny - 3MiHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHK) - oHOBNEHHs1 NnapameTpy «Hydrolytic
stability» Ha «Hydrolitic resistance», meToan aHanisy
onvcaHi BinbLw AgetanbHo. 3MiHu | TURy - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbKkoro 3acoby (iHLWi 3MiHN) - Y TOYHEHHS
onvcaHHs nokasHuka «Onucy, a came- y 3B’3Ky 3 TUM,
Lo aopaetbest HoBuii 06’em amnynu (10 mn), Tomy B p.
«Onuc» BunyyeHo iHpopmaliito, WO CTOCYETLCS TiMbKn
amnyn o6’emom 5 mn (onncaHHSA BUCOTU amrynu).
BignoBigHoO, BHECEHi YTOMHEHHSI B METOAMN KOHTPOIO
3a n. «Onucy. 3minu I Tuny - 3miHn 3 akocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa po3mipy
yNaKkoBKM FOTOBOTO NikapCbKoro 3acoby (3MiHa
mMacu/o6'emy BMICTy KOHTEHepa 6aratogo30BOro
CTepunbHOro nikapcbkoro 3aco6y (abo ogHo[030BOrO,
YaCTKOBOrO BUKOPUCTAHHSA) Ta 6aratofo3oBoro
nikapcbkoro 3acoby 6ionoriYyHoro/iMyHonoriYHoro
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

NOXOAXKEHHS AN NapeHTepanbHOro 3acToCyBaHHs) -
BBEZEHHs aofaTkoBoro o6’emy— amnynu no 10 mn go
BXe 3aTBEPKEHOro amnynu no 5 mn, sk Hacnigok,
BignoBigHi 3MiHn oo p. «Cknag» MKA N3. 3miHu
BHCEHO B iHCTPYKLit0 AMsi MEAWYHOIO 3aCTOCYBaHHS
LLIOA0 BBEAEHHSI 4OAATKOBOro 06’eMy ammy — aMmnynu
no 10 mn, siK HacnigoK — BiANOBIAHI 3MiHW BHECEHO Y
po3gin «Cknag» Ta 'y TEKCT MapKyBaHHS YMakoBKM
nikapcbkoro 3acofy.

BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS.

180.

MUTICTAH
FAPAYUNA YA
31 CMAKOM
JIMMOHA

MOPOLLIOK ANst
OpanbHOro PO34uHYy;
no 6 r y nakeTuky;
no 10 nakeTukiB y
KapTOHHiIN kopooLi

Mini
Xenckepe
NimiTeq

Benuka
BpuTtaHia

IkcEnb JlTabopaTtopiec
MeT. 114,

IHgia

BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiHuii nepion, abo sik
pe3ynbTaT OUiHKM 3BiTy 3 4OCMIMKEHb, MPOBEAEHUX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom).
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3sgdinis
"B3aemogist 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLwi
BMAan B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHdpopmauii 3 6e3neku Ai4oi peHoBUHM
(napaueTtamony) 3rigHo 3 pekomengauismvu PRAC.

6e3
peuenma

nidnsie
ae

UA/2368/01/01

181.

MINICTAH
MynbTUCUMIN
TOMHUA

CyCneHsisi oparnbHa;
no 100 mny
dnakoHi; no 1
dnakoHy pasom 3
MipPHOIO JTOXXEYKOI0 Y
KapTOHHIN ynakoBLi

Mini
Xenckepe
Nimiten

Benuka
Bputanis

pakype
dapmacktoTikanc JITO

IHAisa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
0N MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnApeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiXEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHM BHeceHo A0 [HCTpyKLUii Ans megnyHoro
3acTocyBaHHS NnikapCcbKoro 3acody 4o po3gainis:
"B3aemogis 3 iHWKMU nikapcbkuMm 3acobamu Ta iHLwi
BMAau B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"MoGiyHi peakuii" Lwono 6e3nekn 3acTocyBaHHS Oito4ol
pevoBUHM NapaueTamon BignoBigHo A0 pekoMeHAaaLin
PRAC. BBeggeHHsi 3MiH NpoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS.

bes
peuenma

nionsie
ae

UA/1454/01/01

182.

MIHOKCUKYTA

cnpew HaLWKipHUiA,

TOB

YKpaiHa

Mibe M'm6X

Himeyymna

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |

bes

UA/20641/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
H ®OPTE po34uH, 50 mr/mn; «MIBE ApuHanmiTTenb Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE- peuenma
no 60 mn posunny y | YKPAIHA» cepTudiKkaT BiAnoBiAHOCTI EBPONENCHKIN
hnakoHi i3 dapmakonei/moHorpadii. MogaHHsA HoBoro abo
3MOHTOBAHO OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
HaCoOCHO0 BUIyYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnChKin
cucTemoto Ta capmakonei: ansa A®l; gnsa BuxigHoro
agantepom i3 maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
NOAOBXEHNM BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
HaKOHEYHUKOM; Mo 1 [OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
dnakoHy y nayui €Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif YK€ 3aTBEpKEHOro BUPOOHUKa - MNoaaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
capmakonei Ne CEP R1- 2002-212 - Rev 06
(3aTBepmkeHo: CEP R1- 2002-212 - Rev 05) ansa
Aitoyoi pevosmHn Minoxidil Big Bxe 3aTBepa)KeHOro
BupobHmka FLAMMA S.P.A., Itanist. 3miHun | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
cdapmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBEpKeHOro BMpobHUKa - MNoaaHHs
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
capmaxkonei Ne CEP 2002-212 - Rev 07 gns gitoyoi
peyoBuHM Minoxidil Big BXe 3aTBEpAXeHOro
BUpo6Hvka FLAMMA S.P.A., ITanis.
183. | MIHOKCUKYTA | cnpei HaLlKipHUK, TOB Ykpaina Mibe MmM6X HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: bes UA/20350/01/01
H® po3uuH, 20 Mr/mn; «MIBE ApuHanmiTTens BUNPaBNEHHS TEXHIYHNX NOMWUIOK 3rigHO N.2.4. peuenma
no 60 mMn posynHy y YKPAIHA» poaginy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
dnakoHi i3 426 (y pepakuii Hakady MO3 Ykpainu Big 23.07.2015 p
3MOHTOBaHOI Ne 460), gonyLieHnx Npy NPOBEAEHHI Npoueaypu
HaCOCHO0 peectpauii (PN UA/20350/01/01; Hakaz MO3 Ykpainu
cucTemoro Ta Big 29.01.2024 p. Ne149) B MKA M3, nos'asaHux 3
apanTepom i3 nepeHeceHHsIM iHcpopMallii 3 ocbe BUPOBHUKa Y
NoAOBXEHUM cneundikalii Ha BUNYCK Ta Ha TepMiH NpMAAaTHOCTI, a
HaKoHeYHuKoM; no 1 came, B 3a3Ha4€HHi MeToly KOHTPOIO 3@ NOKa3HUKOM
dnakoHy y nayui «Konip» (nocunanHi Ha BignosigHy ctatTio EP):
Cneuudikauist Ha MOMeHT BUNycky Ta Cneuudikauis
Ha TEepPMiH NpUAATHOCTI
184. | MOKCHWH pO34MH Ans iHdys3in, AHaHTa Benwka €ponaiicd XenTkeap IHais BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/19106/01/01
400 mr/250 mn, no Megikeap BpuTaHis MeT. N1A4. TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom nionsiz
250 mn npenapaty B ITo. Ta/abo agpecu MicLA NPOBaMXKEHHS QifNbHOCTI ae

KOHTelHepi, no 1
KOHTerHepy B nniBuj
B KOpOOUi

BMpOOHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOMAO4M AinbHULI BUMNYCKY cepii abo Micue
npoBeAeHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a AKy
BiANOBigae BUpOBHMK/iMIopTep, BKNOYAK4M BUNYCK
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

cepint). 3miHa agpecu BUpoOHuka 113 y 3B'A3Ky 3
npueedeHHAMy BianoBigHicTb o Ceptudikaty GMP.
Micue3sHaxomkeHHs1 BUpOOHUMKa, BUPOOHMYA AinbHNULA
Ta yci BUpOBHMYi onepaLii 3anmwaloTbCcsl HE3MIHHUMW.

3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy

"MicuesHaxomxeHHs1 BUpOOHMKa Ta agpeca micus

NPOBaMXEHHS NOro AisnbHOCTI" 3 BigNOBIiAHMMMN
3MiHaMK1 [0 TeKCTy MapKyBaHHS yNakoBKMW NiKapCbKoro
3acoby. TepMiH BBEEHHS 3MiH- NPOTSArom 3 MicsiLiB
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKii XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3acTocyBaHHS Ha NiAcTaBi perynsipHo OHOBIHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo gocrnimpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pe3ynbTaT OUiHKN
3BITY 3 OCNIOKEHb, NPOBEAEHUX BiANOBIAHO 40 NnaHy
nepiaTpuyHux gocnigpkeHs (PIP) (3MiHy y3romkeHo 3

KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm). 3MiHu
BHECEHO A0 iHCTPYKLUii ANA MeANYHOro 3acToCyBaHHS

nikapcbkoro 3acoby o posginis "OcobnmeocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBJIEHOI iHbopmalii 3 6esneku Aitoyoi pevoBUHM
(mokcudnokcauuHy) 3rigHo 3 pekomeHzauismm PRAC.
TepmiH BBeAeHHS 3MiH NpoTaroM 3 micauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW). 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
ynakoBKM nikapcbkoro 3acoby, a came go n. 3
(Mepenik AONOMiKHMX peyvoBuH), N. 17 (IHwe)
BTOPWHHOI ynakoBku; Ao n. 6 (IHwe) nepBuHHOI
ynakoBku. TepMiH BBEAEHHS 3MiH NpoTarom 3 micsauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHM Wwoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCyBaHHS Ha NiACcTaBi perynsipHO OHOBIHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocniaxeHb
3 Be3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pe3ynbTaT OuiHKK
3BiTY 3 AOCNiAXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHunx gocnigxeHs (PIP) (3MiHy y3romxeHo 3

KOMMETEHTHUM YNOBHOBaXXEHMM OpraHoM). 3MiHu
BHECEHO [0 IHCTPYKUii ANsi MEANYHOrO 3aCTOCYBaHHSA

nikapcbkoro 3acoby o po3aginy "lMobivni peakuii”

BiZNOBIQHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku

Lito40i pevoBUHM (MOKCUEMOKCALIMHY) 3rigHO 3
pekomeHgauismm PRAC. TepMiH BBEAEHHS 3MiH
npoTsarom 3 MicsuiB nicnsi 3aTBepAKEHHS
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
185. | HASOHEKC®C crnpew HasanbHWUi, OpraHoH LLsenuapi OpraHoH XeWcTt 68 Beneris BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/11264/01/01
WUHYC posoBaHui, 50 CeHTtpan A Tuny - 3MiHK LWoao G6e3nekn/edeKTUBHOCTI Ta peuernmom
MKr/go3y; no 10 r (60 let TM6X capmakoHarnsigy. BeegeHHs abo 3miHv oo
[03) cycneHsii y y3aranbHeHVX JaHUX Npo cuctemMy hapmakoHarnsgy
nonieTmneHosomy (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
conakoHi 3 chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
[03YH4YMM HacoCoM- BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
posnunoBayeM, KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
3aKpUTUM 3iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWwo BoHa
KoBnaykom; rno 1 BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
nakoHy y 3a 3[iMCHeHHA dhapmakoHarnagy (BKovaym
KapTOHHiIN kopooLi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignosigansHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
bapmakoHarnsg B YkpaiHi. 3mMiHa MicLle3HaxomKeHHS
macTep-daiina cuctemu papmakoHarnsgy. 3miHa
MicuS 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
186. | HATPIIO KpucTaniyHmmn MAT YkpaiHa Op. Mayne JloxmaHH HimeyumHa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | - UA/12913/01/01
ALETAT nopoLuok abo "Tannuda 'M6X KI Tmny - 3MiHK 3 akocTi. APl Cuctema
TPUTOPAT Kpucrtanu pm" KOHTeWHep/3aKynoptoBanbHuUi 3acib (iHWwi 3MiHn) -
(cybeTaHuin) y npuBeaeHHst po3ainy "Ynakoska" MKA cy6ecTaHuii oo
noaBiNHNX DMF Bupo6Huka Dr. Paul Lohmann GmbH KG,
nonieTuneHoBmxX HimeuuunHa. 3atBepmxeHo: YINAKOBKA YnakoBka
(ME) naketax gns ipMun-B1pobHKKa. B ognHapHMx nonieTuneHoBmx
BMPOGHMLUTBA nakeTax BMCOKOI LUiNbHOCTI, BKNageHux y
CTepUnbHKX Ta baraToLuapoBi nanepoBsi MilLkn abo KapTOHHI KOPOBKH.
HeCcTepUnbHUX 3anponoHoBaHo: YINAKOBKA MoaginHi nonieTuneHosi
nikapcbkux opm (ME) nakeTun 3akpuTi 32 ONOMOIOI0 MONIETUIIEHOBOIO
6iHaepa, BknageHi B 6araTtowaposi naneposi MiLLIKW,
6apabaHu abo kapTOHHI KOPOBKM pi3HMX po3mipiB, abo
NNacTUKOBi KOHTENHepW. [nsa 3aXucTy NPOTAroM
36epiraHHs Ta TpaHCMOPTYBaHHSA, 3aNOBHEHI
nonieTUNeHoBi NakeT! MOXyTb NOMILLATUCS B
[04aTKOBi KOHTENHEPW.
187. | HA®TU®DIH PO3YUH HaLLKIpHWA, Tosapuct Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes UA/16051/01/01
10 mr/mn, no 20 mn BO 3 obmexeHo TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
y chnakoHi, obmexeHo BignoBiganbHicTio Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
YKYMopeHoMy 10 "®apmaueBTnyHa noceigyeHHs). 3miHa agpecu 3asBHUKa
npo6bkoto- Bignosiga cipma "Beprekc”,
KpanenbHuueto Ta NbHICTIO YkpaiHa"
3aKpuTomy "®apmaue (BUPOOHMLTBO 3
KpuLLIKOtO; Mo 1 BTMYHA npoaykuii in bulk
(hnakoHy B kKopobLyi dipma TosapucTsa 3
3 KapTOHYy "BepTekc" obmMexeHow
BignoBiganbHIiCTIO
"®apmaueBTNYHa

KoMnaHisi "3gopos'a”,

YkpaiHa)
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
188. | HA®TUDIH kpem, 10 mr/r no 15 Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 6e3 UA/16051/03/01
ry Ty6i; no 1 1y6i B BO 3 obmexeHo TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernma
KopobLji 3 KapTOHY obmexeHo BiANOBIgANbHICTIO Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
10 "®apmaueBTUYHa noceigyeHHs1). 3miHa agpecu 3asiBHUKa
Bignosiga cipma "Beprekc”,
NBHICTIO YkpaiHa;
"dapmaue (BMPOGHMLTBO 3
BTUYHA npoaykuii in bulk
bipma ToBapucTBa 3
"BepTekc" obmexeHo
BiANOBIgANbHICTIO
"®apmMaueBTUYHa
KoMnaHisi "3gopos'a”,
Ykpaina)
189. | HA®TUDIH CMNpen HaLLKipHUA, ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 6e3 UA/16051/02/01
po34uH, 10 mr/mn, BO 3 obGMexeHo TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuyenma
no 8 mn abo no 15 obmexeHo BiANoOBIganbHiCTIO Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
Mn'y cpnakoHi, 10 "®apmMaueBTUYHa noceigyeHHs1). 3miHa agpecu 3asiBHUKa
3abe3neyeHomy Bignosiga cbipma "BepTekc”,
Hacocom, NbHICTIO YkpaiHa;
Hacagkoo- "®apmaue (BMPOGHMLITBO 3
posnuntoBayem Ta BTUYHA npoaykuii in bulk
3aXUCHUM dipma ToBsapwucTsa 3
KoBnaykom; no 1 "BepTekc" obMexeHo
hnakoHy B kopobLi BigNoOBiganbHIiCTIO
3 KapTOHY "®apmMaueBTUYHa
KomnaHisi "3gopos'a”,
YkpaiHa)
190. | HEMPOBIOH pPO34MH Ans iH'ekuin; Mi enpg Oxi HimeyuuH NOBHUI LUUKN ®paHuia BHECEHHS 3MiH IO peecTpauinHmx martepianis: 3MiHu | 3a He UA/5409/02/01
no 3 mn B amnyni; Xenc a BUPOGHMLTBA: Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsiz
no 3 amnynu B hxepmani CEHEKCI HSC dapmakoHarnsaay (iHwi 3amiHn) - 3MiHM BHECEHO B ae
KapTOHHIN kopooLi m6X iHCTPYKLiO AN MEQMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby (po3ain «BupobHuk») Ta 'y TEKCT MapKyBaHHs
BTOPWHHOI YNaKoBKW fnikapcbkoro 3acoby (nyHKT 17)
OO BUIyYEHHS iHopMaLii Npo NnpeacTaBHMKa
3asBHMKa. 3MiHU BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI (NYHKT 6) Ta BTOPWHHOI (NyHkTK 3, 7, 17)
YyNaKoBOK Nikapcbkoro 3acoby. BBeaeHHs1 3miH
nNpoTArom 6-T1 MicsUIB NicNs 3aTBEPXKEHHS.
191. | HEMPOBIOH TabneTtkn, BKpUTI Mienpg Oxi | HimeuunH Mi eng Oxi Xenc ABcTpis BHECEHHS 3MiH O peecTpalinHmux maTtepianis: 3miHu | 3a He UA/5409/01/01
obornoHkoto; no 10 Xenc a Ocrtpist TM6X eHp Ko. Tuny - 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnse
TabneTok y 6nictepi; | OxepmaHi or apmakoHarnsgy (iHwi amiHu) - 3MiHM BHECEHO B ae
no 2 6nictepuy m6X iHCTPYKLiO AN MEQMYHOIrO 3aCTOCYBaHHSI NiKapCbKOro
KapTOHHiIN kopobui 3acoby (po3ain «BupobHMK») Ta y TEKCT MapKyBaHHS
BTOPWHHOI YNakoBKW fnikapcbkoro 3acoby (nyHKT 17)
OO BUITyYEHHS iHdopMaLii Npo NnpeacTaBHMKa
3asiBHMKA. 3MiHM BHECEHO B TEKCT MAapKyBaHHsI
NEePBUHHOI (NYHKT 6) Ta BTOPUHHOI (NYyHKT 17) ynakoBok
nikapcbkoro 3acoby. BeBegeHHs 3MiH NpoTarom 6-tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.
192. | HEMOTAH TabneTku, BKPUTI Megokemi Kinp Megokemi Jliviteg Kinp BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a He UA/1286/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
NNiBKOBOO nTo My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsie
obonoHkoto, no 30 dapmakoHarnsgy. 3miHa y KopoTKili XxapakTepucTuui ae
mr; no 10 TabneTok nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
y 6nicTtepi; no 3 abo ANns MEQUYHOTO 3acTOCyBaHHSA Ha NiacTaBi perynsipHo
10 GnicTepiB y OHOBMOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
KapTOHHiI kopooLi abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS fikapCbKoro
3acoby B nicnsipeecTpauiiHuiA nepiog, abo sk
pe3ynbTaT OUiHKM 3BIiTY 3 OCNIOKEHb, NPOBEAEHNX
BignoBigHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXXeHUM
opraHom) - 3MiH1 BHECEHO A0 IHCTPYKLIT Ans
ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" BianoBiaHO 40 pekomeHaauii
PRAC EMA. TepMiH BBEAEHHS 3MiH NpOTArom 6
MicsiLiB nicnsi 3aTBepKEHHS. - 3MiHM | Tuny - 3MiHn
wopo 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - 3MiHM BHECEHO 80 IHCTpyKUii Ans
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" Wwoao iHopMauii npo
BaXIMBICTb 3BiTyBaHHSA Npo MobiyHi peakuii.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micsauis nicns
3aTBEPOKEHHS.
193. | HUJTOTUHIB- Kancynu Teepgi no Mictpan AHrnis BMPOGHMLTBO roTOBOI ManbTa/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/20560/01/01
BICTA 50 mr, no 7 kancyny Kenitan nikapcbkoi oopmu, Ipeuia Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa peuenmom
6nictepi; no 4 MeHeaxm nepBuHHa Ta BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO NPOAYKTY/peareHTy,
6nictepu B eHT BTOPUHHA yNaKoBKa, LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHMYOMy npoueci API,
KapTOHHiI kopobui Nimiteq KOHTpOnb cepii, abo 3miHa BMpobHuKa (BkMovarum, e HeobxigHo,
Bunyck cepii: PAPOC MicLe npoBeeHHs KOHTpornto sikocTi) AdI (3a
MT Nimiten, ManbTa; BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BpONenchkiv
BUNyck cepii: dapoc dapmakonei y 3aTBepakeHoMy Aocke)(iHLi 3MiHN)
dapmauesTikan BBE[EHHS JOAATKOBY AiNsIHKY BUPOOGHMLUTBA NPOMIXKHOI
OpieHTg Cepsicec npoaykuii A®l, a came Jiangxi Juhe Pharmaceutical
Ita., Mpeuis Technology Co., Ltd, Kutai BignoBiganeHoro 3a
BMPOGHMLTBO NpOMiXHOro npoaykTy: 3-(4-Methyl-1H)-
iMmigason-1-in)-5-(TpucTopmeTn)aHiniHy B 38'A3Ky 3
unm Bigbynocsi oHoBneHHs Bepcii ASMF.
194. | HINOTUHIB- Kancynu TBepgi no Mictpan AHrnis BUPOGHMLTBO roTOBOI ManbTa/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/20560/01/02
BICTA 150 mr, no 7 kancyn Kenitan nikapcbkoi hopmum, Mpeuis Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa peuernmom
y 6nicTepi; no 4 MeHnegxm nepBuHHa Ta BUPOGHYMKa BUXiOHOrO/MPOMIXKHOIO NpoAyKTy/peareHTy,
Gnictepu B eHT BTOPUHHA yNaKoBKa, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMYoMY npoueci AdI,
KapTOHHiIl kopobuyi Nimiten KOHTpONb cepii, abo 3miHa BMpobHuKa (BkMtoyaruu, fe HeobxigHo,
Bunyck cepii: PAPOC MicLie NpoBeeHHs KOHTpornto sikocTi) AdI (3a
MT Nimitea, ManbTa; BifiCyTHOCTI cepTudikaTa BignoBigHOCTI €EBponenchkii
BUMNYyCK cepii: Papoc dapmakonei y 3aTBepaKeHOMy A0Cbe)(iHLi 3MiHN)
dapmaueBTikan BBEJEHHS JOAATKOBY AiNsIHKY BUPOGHMLUTBA NPOMIXKHOI
OpieHTg Cepgicec npoaykuii A®l, a came Jiangxi Juhe Pharmaceutical
JItg., Mpeuis Technology Co., Ltd, Kutan BignosigansHoro 3a
BMPOGHMLTBO NpoMiXHOro npoaykTy: 3-(4-Methyl-1H)-
iMinason-1-in)-5-(TpudTopMeTUN)aHiniHy B 3B'A3Ky 3
UM Bigbynocsa oHoBrneHHs Bepcii ASMF.
195. | HINOTUHIB- Kancynu Teepai no Mictpan AHmia BYPOGHMLTBO roTOBOI ManbTa/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a UA/20560/01/03
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
BICTA 200 mr, no 7 kancyn Kenitan nikapcbKoi chopmu, peuis Tmny - 3MiHun 3 sikocTi. A®l. BupobHuuteo. 3miHa peuenmom
y 6nictepi; no 4 MeHemxm nepBuHHa Ta BMPOOHYKa BUXiAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy,
Gnictepu B eHT BTOPWHHA yNaKkoBKa, LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMYoMy npoueci API,
KapTOHHiI kopooLi Timiten KOHTPOrb cepii, abo 3miHa BUpoBOHMKa (BKMoYaoun, e HeobxigHo,
Bunyck cepii: PAPOC MicLe NnpoBeAeHHs KOHTponto aKocTi) AdI (3a
MT Nimitea, ManbTa; BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BponenchbKin
BUnyck cepii: ®apoc chapmakonei y 3aTBepaxeHOMY LOCbE)(iHLWi 3MiHM)
dapmauesTikan BBeAEHHS 104aTKOBY AiNsIHKY BUPOOGHMLITBA NPOMiXHOI
OpieHTg Cepsicec npogykuii A®l, a came Jiangxi Juhe Pharmaceutical
JIta., Mpeuis Technology Co., Ltd, Kutan BignosiganbHoro 3a
BMPOOHMLTBO NPOMiXHOrO NpoaykTy: 3-(4-Methyl-1H)-
imigason-1-in)-5-(TpudTopMeTUI)aHiniHy B 3B'sI3Ky 3
umm Bigbynocsa oHoBneHHs Bepcii ASMF.
196. | HIMIA® Tabnetkun no 100 wmr, TOB Ykpaina KYCYM XENTXKEP IHAia/YKpaiH | BHECeHHS 3MiH A0 peecTpauinHux matepianis: 3MiHu | 3a He UA/7649/02/01
no 10 TabneTtok y "TNEOPA NBT NTA, IHais a Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom nionsie
6nictepi, no 1 PM NOTAO" abo 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS ae
onictepy B TOB "KYCYM ®APM", [04aTKOBOI AiNbHULI BUPpOOHMLTBA AN YacTuHU abo
KapTOHHIN ynakoBLyj; YkpaiHa BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCbkoro

no 10 TabneTtok y
6nictepi, no 1
Gnictepy B
KapTOHHIN ynakoBsLi,
no 10 ynakoBoK y
KapTOHHiIl kopobLi -
Ons BUpobHuKa
KYCYM XENTXKEP
MNBT NTA, IHAis; no
10 TabneTtok y
onictepi, no 1
6nictepy B
KapTOHHIN ynakoBLi;
no 10 Tabnetok y
6nictepi, no 10
GnicTtepiB y
KapTOHHiIN kopobLyi -
Aans BupobHuka TOB
"KYCYM ©APM"
YkpaiHa

3acoby (AinbHMUSA, Ha AKi NpoBoAATbLCSA Byab-Aki
BMPOBHWYI CTagii, 3a BUHATKOM BUMYCKY CEpin,
KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, 41151 HECTEPUIbHUX NMikapCbkMx 3acobiB) -
CynyTHS 3MiHa - 3MiHM 3 AKOCTI. F0TOBUIA NMikapCbKMi
3aci6. 3MiHM y BMpOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOBHMLTBA 4N YacTuHKU abo
BCbOro BUPOBHMYOro NpoLiecy roToOBOro fikapCbKoro
3acoby (AinbHUUSA AN BTOPUHHOTO NakyBaHHS) - 3MiHU
3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHn y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHu abo BCboro
BMPOGHMYOro NpoLECy FOTOBOrO NikapcbKoro 3acoby
(AiNbHMUS ANS NEPBUHHOTO NaKyBaHHSA) - BBEAEHHS
anbTepHaTMBHOro B1po6Huka KYCYM XENTXKEP
MBT NTA, Mnot Ne M-3, IHaop Cnewen IkoHoMik 30yH,
®ens-1l, Mitamnyp, Aict. Oxap, Magxbs Mpapeww, MiH
454774, IHgis / KUSUM HEALTHCARE PVT LTD, Plot
No. M-3, Indore Special Economic Zone, Phase-Il,
Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774,
India, BignosiganbHOro 3a NnepBUHHE NakyBaHHS,
BTOPWHHE NakyBaHHsi Ta Byab-ski BUpobHWMYi cTagii, 3a
BVHSITKOM BUWMYCKY CEPill, KOHTPOIIO SKOCTi. Y 3B'A3KY 3
BBEEHHSIM [0AaTKOBOI BUPOBHMYOI AinbHULI - nosiBa
IHCTPYKLUii ANa MeAMYHOro 3acToCcyBaHHs Ans uiel
BUPOBHMYOT OinNbHUL Ta SIK HACNIOOK - 3aTBEPIYKEHHS
TEKCTYy MapKyBaHHS1 yNaKkoBKYW NikapCbKoro 3acoby ansi
nopatkoBoi BUpoBHUYOI AinbHWUI. BBeaeHHst 3MiH
NpoTArom 6-Tu MicsILiB Micnsi 3aTBEpAXKEHHA. 3MiHK |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHM y BUpOGHMUTBI. 3MiHa iMnopTepa/3miHu, LWwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi
roTOBOrO fikapcbkoro 3acoby (3amiHa abo foAaBaHHs
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMpPOOHMKa, Lo BigNoBigae 3a BBe3eHHs Ta/abo
BMMYCK cepii) - Bkntoyaloum KoHTposb/BUNpobyBaHHS
cepii - BBEAEHHS [,OOAaTKOBOro BUPOOHWMKa,
BignoBigansHOro 3a BMNyck cepii, BK4a4um
KoHTponb skocTi KYCYM XENTXKEP MBT NTA, Mnot
Ne M-3, IHgop Cnewwen IkoHoMik 3oyH, Pewns-Il,
Mitamnyp, Qict. Oxap, Magxes Mpageww, MiH 454774,
IHgis / KUSUM HEALTHCARE PVT LTD, Plot No. M-
3, Indore Special Economic Zone, Phase-Il,
Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774,
India. Y 3B'A3ky 3 BBEAEHHSIM AOAATKOBOI BUPOBHUYOT
OiNbHUUI - NosBa IHCTPYKLUiT ANS MeAnYHOro
3acTocyBaHHA ANns uiei BUpobHMYOI AinbHUUI Ta K
HacnigoK - 3aTBEPKEHHS TEKCTY MapKyBaHHS
yNaKoBKM Nikapcbkoro 3acoby ans 4oaaTkoBoil
BUPOBHMYOI AinbHUUI. BBEOEHHS 3MiH NpoTsirom 6-Tn
micauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3snekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHM BHeceHo y N. 16 TekcTy
MapKyBaHHS BTOPMHHOI YNAKOBKM LLIOAO YTOYHEHHSI
HanucaHHs Ha3BW fikapcbkoro 3acoby WpndTomM
Bpanng, y n. 17 - wWo[o yTOYHEHHs norotuny Ta
TEXHIYHOI iHopMaLlii, @ TaKoX Anst BUPOOHUKA
KYCYM XENTXKEP MBT JITM - woao HaHeceHHs 2D-
kofy. BBeaeHHs 3miH npoTarom 6-tu micauis nicng
3aTBEPKEHHS.

197.

HITPOINILEPU
H

TabneTkn
cybniHreanbHi no
0,5 wr, no 20 a6o no
40 Tabnetok y
KOHTelHepi; no 1
KOHTEVHepy B nayuli
3 KapTOHY

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu |
TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpoGHUYOi
OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHUL
ANsA NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,
BignoBigansHOro 3a BMMNycK cepil, Micue NpoBeeHHs
KOHTporto cepii) abo noctavanbHUKa BUXigHOro
marepiany, peareHTy abo JONOMiXHOT pevoBUHU
(SKLLLO 3a3HaYeHO y [OChE) - BUNYYEHHSA BUPOOHMKa
A®I HiTporniuepuH «Schweizerische Sprengstoff AG
Cheddite (SSC)», Switzerland. 3aTBepaxeHo:
Dipharma Francis S.r.l., Italy; Schweizerische
Sprengstoff AG Cheddite (SSC), Switzerland.
3anponoHoBaHo: Dipharma Francis S.r.l., Italy.

6e3
peuenma

UA/6393/01/01

198.

HOBAPUHI®

KinbLe BariHanbHe,
11,7 mr/2,7 mr, no 1
KinbLto y cawe; no 1
calle B KapTOHHIN
kopoobui

OpraHoH
CeHTpan
lct T'm6X

LLisenuapi
A

3a NOBHMM LIMKITOM:
H.B. OpraHoH

Hinepnanam

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHVX AaHUX Npo cucTemMy papmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHWX NPO cUcTEMy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iMCHeHHs1 hapMakoHarnsay (Bkro4vawym

3a
peuerimom

UA/9613/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu apmakoHarnagy). 3MiHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0COOU 3asiBHWMKA,
BignoBigansHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu 3asiBHMKA, BiANoBiaanbHOI 3a
dapmakoHarnag B YkpaiHi.
3MiHa MicLe3HaxomKkeHHs MacTep-caina cuctemm
dapmakoHarnagy. 3miHa micus 3ginCHEHHS OCHOBHOT
OisnbHOCTI 3 hapmakoHarnsgy.
199. | HOPBACK® Tabnetku no 10 mr; BiaTpic CWA Bupo6HuK, Himeuumnna/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/5681/01/02
no 10 TabneTok y CrewenTi BiANOBiAanNbHWIA 3a MyepTo Piko Tuny - 3MiHK 3 siKocTi. FOTOBWI Nikapcbkuii 3acib. peuenmom
6nictepi; no 3 abo Jinc nakyBaHHsi, KOHTPOSb KOHTponb roToBOro fikapcbkoro 3acoby (iHLwi 3amiHu).
no 6 Gnictepis y SIKOCTi Ta BMNYCK cepil: OHOBMEHHSI BXe 3aTBepAKeHNX MEeTOAIB KOHTPOIO
KapTOHHIN ynakoBLi Mdpansep SKOCTi NikapcbKkoro 3acoby, a came BUKNaOEHHS TEKCTY
MeHtodek4ypuHr [Aep>XaBHOK MOBOIO 3riAHO Cy4acHUX BUMOT.
Donunenp Mv6X,
HimeuumnHa;
Bupo6HuK,
BigNOBiganbHUIM 3a
BMPOGHMLTBO
npenaparty in bulk,
KOHTPOMb SIKOCTI:
BiaTpic
dapmactotikans JIJ1C,
MMyepTo Piko
200. | HOPBACK® Tabnetku no 5 wmr; BiaTpic CWA Bupo6HuK, Himeuumnna/ BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3minu | 3a UA/5681/01/01
no 10 TabneTok y CnewenTi BignosiganeHUn 3a MMyepTo Piko TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom
6nictepi; no 3 abo ninc nakyBaHHs!, KOHTPOIb KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHn).
no 6 Gnictepis y AKOCTi Ta BUMYCK cepil: OHOBIEHHS BXe 3aTBEPKEHNX METO/AIB KOHTPOO
KapTOHHIN ynakoBLi Mdpaiizep SIKOCTi Nikapcbkoro 3acoby, a came BUKNaOEHHS TEKCTY
MeHtodekdypuHr Aep>XaBHOK MOBOIO 3riAHO Cy4acCHUX BMMOT.
Lonunenpg M'm6X,
Himeuumnna;
Bupo6GHuK,
BianoBigansbHWi 3a
BMPOGHMLUTBO
npenaparty in bulk,
KOHTPOMb SKOCTI:
BiaTpic
dapmactoTikans 1J1C,
[MyepTo Piko
201. | HYPO®EH®EK Kancynu m'ski no PekkiTT Benuka BignoBiganbHWi 3a Benuka BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis: 6e3 UA/13599/01/01
CMNPEC 200 wr; no 4 a6o 10 BeHkizep BputaHis nepBuHHe, BTOPUHHE Bpuranis/ BUMNPAaBIEHHSI TEXHIYHOI MOMUITKU B OHOBMEHMX peuenma
YNbTPAKAN kancyn y 6nicrepi; Xernckep nakyBaHH4, KOHTPOIb Hinepnangm MeToAax KOHTPOIK SIKOCTI, SIKi 3aTBEppKEHi Haka3oMm
no 1 6nictepy B IHTEpHeLwl SIKOCTi FOTOBOrO / CLLIA MO3 Ykpainu Ne 1589 Big 13.09.2024 npu npoBeaeHHi
KapTOHHiI kopobLyj; HN NiviTen NPOAYKTY Ta BMMYCK npouenypv BHeCeHHS 3miH. B Cneuudikauii

no 8 kancyny
6nicTepi, no 2
Gnictepu B
KapTOHHiIl kopobui

cepii: PekkiTT
BeHkizep Xenckep
IHTepHewHn JliviTea,
Benuka bpuTaHis;
BiANoOBiganbHUI 3a

OHOBIEHVX METOAIB KOHTPOITO AKOCTi B MPOLECH
BHECEHHS 3MiH MOMMINKOBO noka3Hux "MikpobionoriyHa
yncrorta" Byno 3a3HayveHo, sk "MikpobionorivHi
BunNpobyBaHHs". Takox OyB BTpayeHui cumson " * ".
Pepakuisi B oHoBneHux MKA: "MikpobionoriyHi
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o
noceio4yeHHs1

BUPOGHMLTBO in bulk,
BKITO4A04N
NpOBeAEHHSs!

KOHTPOJIO SIKOCTI:
MateoH Codmxkenc
b.B., HinepnaHaw;
BigNOBiganbHUM 3a

BMPOGHMUTBO in bulk,

nepBuUHHE, BTOPUHHE

nakyBaHHs1, KOHTPOSb
SIKOCTi FOTOBOro
NPOAYKTY:

PB Xenc
ManydektypuHr (FOC)
JNJIC, CnonyyeHi
wraTn (CLWA)

BUNpobyBaHHs". MNponoHoBaHa peJakuis:
"MikpobionoriyHa unctorta" .

202.

ON®EH®-100
CP OENOKANC

Kancynm
NPOSIOHroBaHoI Aji
no 100 mr; no 10
kancyn y 6nicrepi;
no 2 6nictepu B
Kopobui

TOB
«TeBa
YkpaiHa»

Ykpaina

BupobHuuTBO
Hepo3dacoBaHoI
NPOAYKLii, KOHTPONb
SIKOCTi, [O3BIN Ha
BUMYCK cepii: AUMHO
dapma AT,
LLiBeviuapisi; MNepBuHHa
Ta BTOPWHHA
ynakoBka: AuMHO
dapwma AT,
LLisenuapis;
popartkoBa
naboparopis, Wo
npuiMae y4yacTb B
KOHTpOni cepii:
YHTepP3yXyHrCiHCTUTYT
Xennenep Mv6X,
HimeuyunHa

LLiBeviuapis/
Himeyunna

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: ans A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYIOTbCS Y BUPOBHULTBI ADI; ans
AonomixHoi pevoBuHn (ME-cepTudikat BignoBigHOCTI
€Bponelicbkint hapmakonei anst A®l/sBuxigHoro
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OMOMIXKHOI peqoBuHU) - BunyyerHs ceptudikartie (y
BUMaAKy HasBHOCTI MynbTUMNETHOrO cepTudikarta Ha
matepian) - BunyyeHHsi FE-CepTudikaTy BignoBigHoCTi
€sponelicbkoi dpapmakonei Ne R1-CEP 2000-027-Rev
02 gns gonomixHoi pevoBuHu Gelatin Big Bxe
3aTBepakeHoro BupobHuka Rousselot. 3miHu | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: ana A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
JonomixHoi pevoBuHu (ME-cepTudikat BignosigHoCTi
€Bponelicbkin bapmakonei ans A®l/BuxigHoro
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OOMOMiXHOT peqoBUHU) - BunyueHHst cepTtudikartie (y
BWNagKy HasiBHOCTI MynbTUMINETHOroO cepTudikarta Ha
matepian) - BunyyeHHsi FE-CepTudikaTy BignoBigHoCTi
€sponeiicbkoi papmakonei R1-CEP 2001-332-Rev 02
onsa gonomixkHoi pevoBuHN Gelatin Big 3aTBepmpkeHoro
BMpo6HUMKa Rousselot. 3miHu | Tuny - 3miHK 3 siKoCTi.

3a
peuerimom

UA/5124/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

Ceptudpikat BignosigHocTi/E-cepTudikaT
BiAMNOBIAHOCTI €Bponencokiv papmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBeHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudgikata
BignoBigHOCTI €Bponewicbkin hapmakonei: ana Adl;
Ons BUXiQHOro maTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCSA Y BUPOOHMLTBI ADI;
Ans gonomixHoi pevosunHn (FE-ceptudikat
BiZNOBIgHOCTI €BponeWchbkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo AOMOMIKHOI peqoBuHM) - BunyyeHHs
cepTudikatie (y BUNaaKy HassBHOCTI MynbTUMNETHOMO
cepTuddikata Ha maTtepian) - Buny4eHHs Ne-
cepTudikaTy BigNoBigHOCTI €Bponencekin dapmakonei
R1-CEP 2002-110 Rev 00 ans 4ONOMIXXHOI pe4oBUHMU
Gelatin Big Bxe 3aTBepgkeHoro BupobHuka PB
Gelatins. 3minu | Tvny - 3miHn 3 gkocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4deHHs ceptudikata BianoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
nonomixxHoi pedvoBuHm (ME-cepTudikaT BignoBigHOCTI
€Bponelicbkin bapmakonei ans A®l/sBuxigHoro
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OOMOMiXHOT peqoBuHU) - BunyueHHst cepTudikaTtis (y
BWMNagKy HasBHOCTI MyNbTUMNETHOroO cepTudikata Ha
matepian) - BunyyeHHsi FE-cepTudikaTty BignoBigHOCTi
€sponevicbkint papmakonei R1-CEP 2004-022 rev 00
ans gonomMikHoi pedoBmHK Gelatin Big Bxe
3aTBepgkeHoro BupobHuka PB Leiner.
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
AonomixHoi pevoBuHu (ME-cepTudikat BignoBigHOCTI
€Bponelicbkint hapmakonei anst Adl/sBuxigHoro
MaTepiany/peareHTy/npoMixKHOro NpoaykTy abo
[OOMOMIXXHOIT peqoBuHU) - BunyyeHHst cepTtudikaris (y
BWMNagKy HasiBHOCTi MynbTUMNNETHOro cepTudikata Ha
marepian) - BunyyeHHs ME-cepTudikaTty BignoBigHOCTi
€ponelicbkint bapmakonei Ne R1-CEP 2003-172-Rev
00 gns gonomixHoi pevoBuHu Gelatin Big Bxe
3aTBepakeHoro BupobHuka GELITA Group. 3miHm |
Tmny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: ana A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AonomikHOI pevoBuHK (ME-cepTudikaTt BignoBigHOCTI
€Bponecbkin dapmakonei gns Adl/BuxigHoro
MaTepiany/peareHTy/npoMixkHOro NpoaykTy abo
AOMNOMIKHOI peqoBuHN) - BunyyerHs ceptudikartie (y
BWMNagKy HasiBHOCTi MynbTUMNETHOro cepTudikata Ha
MaTepian) - Buny4eHHs 'E-cepTtudikaty BignosigHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2004-247-Rev
00 ans gponomixHoi pevoBuHM Gelatin Big BXxe
3aTBepakeHoro BMpoGHuka Nitta Gelatin. 3miHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
cdapmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
nonomixxHoi pedvoBuHm (ME-cepTudikaT BignoBigHOCTI
€Bponelicbkin bapmakonei ans A®l/sBuxigHoro
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OOMOMiXHOT peqoBuHU) - BunyueHHst cepTudikaTtis (y
BWMNagKy HasBHOCTI MyNbTUMNETHOroO cepTudikata Ha
matepian) - BunyyeHHsi FE-cepTudikaTty BignoBigHOCTi
€ponelicbkint hapmakonei Ne R1-CEP 2004-320-Rev
00 onst gponomixHoi pevoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka Nitta Gelatin. 3miHn | Tuny
- 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBPONENChKIN
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponeinchKin
capmakonei: ans A®I; onsa BuxigHoro
marepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
AonomixHoi pevoBuHu (ME-cepTudikat BignoBigHOCTI
€Bponelicbkint hapmakonei anst Adl/sBuxigHoro
MaTepiany/peareHTy/npoMixKHOro NpoaykTy abo
[OOMOMIXHOI pevoBuHU) - HoBuiA cepTudikaTt ans
BUXiAHOro Matepiany/peareHTy/NPOMiXKHOTO NPOAYKTY
abo JonoMiXKHOT peyoBUHM Big HOBOro abo Bxe
3aTBEPAKEHOro0 BMPOOHMKA - NofaHHsA HoBoro [E-
cepTudikaTy BignoBigHOCTI €Bponeichki hapmakonei
Ne R1-CEP 2000-029-Rev 06 ans 4ONOMiXKHOT
peyoBuHM Gelatin Big BupobHmka ROUSSELOT. 3MiHun
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

| TMny - 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUIyYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnChKin
capmakonei: ansa A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[onomixHoi pedoBuHm (ME-cepTudikaT BignoBigHOCTI
€Bponecbkin dapmakonei gns Adl/BuxigHoro
maTepiany/peareHTy/npoMiXHOro NpoaykTy abo
[OMOMDKHOT peqoBuMHM) - HoBumin cepTudbikat gns
BMXiAHOro Matepiany/peareHTy/NpPOMiXKHOTO NPOAYKTY
abo JonoMmibkKHOI peyoBUMHM Big HOBOroO abo Bxe
3aTBepOKeHOro BUPoGHUKa - nogaHHs Hosoro [E-
cepTudikaty BignoBigHOCTI €Bponeiichbkii hapmakonei
Ne R1-CEP 2008-048-Rev 00 ans 4ONomixHOT
pevoBuHu Gelatin Big BupobHuka PIONEER JELLICE
INDIA PRIVATE LIMITED. 3minu | Tuny - 3MiHu 3
akocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BigNoOBIigHOCTI €Bponeichkiln thapmakonei/MoHorpadil.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXigHOro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
anst gonomixHoi pevosuHu (CE-cepTtudikat
BigMNoBigHOCTI €Bponeichkin chapmakonei Ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo OMOMiXKHOI pe4oBuHM) - HoBuiA
cepTudikaT ans BUXigHOro
marepiany/peareHTy/npOMiKHOro NpoaykTy abo
[OMOMDXHOT pe4oBMHM Bi HOBOro abo Bxe
3aTBepOKEHOro BUPOGHUKa - nodaHHs Hosoro [E-
CepTudikaty BignoBigHOCTI €BponenchbKin
dapmakonei Ne R1-CEP 2010-043-Rev 00 ans
JonomixHoi pevoBuHu Gelatin Big BUpoGHUuKka
ROUSSELOT. 3miHu | Tuny - 3miHu 3 AKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat

BiANOBigHOCTI E€Bponenchkii hapmakonei/MoHorpadii.

MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTugikata
BignoBigHocTi €Bponeicbkini hapmakonei: anst AdI;
ONns BUXIQHOro mMaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;
anst gonomixHoi pevosuHu (FE-cepTtudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
npoaykTy abo oMoMixKHOI pe4oBuHM) - HoBuii
cepTtudikaT AN BUXigHOIO
MaTepiany/peareHTy/npoMixKHOro NpoaykTy abo
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
[OMOMIDKHOI pe4OBUHM Big HOBOTO abo BXxe

3aTBepAKEHOro BUpobHYKa - noaaHHs Hosoro E-
cepTudikaTy BignoBigHOCTI €Bponeichbkii dhapmakonei
R1-CEP 2000-045-Rev 04 ons 4ONOMiKHOI pe4OBUHM
Gelatin Big Bupo6Huka Tessenderlo Group N.V . 3MiHn
| TMny - 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONenchbKin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: ana A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AonomixHoI pevoBuHn (ME-cepTudikaTt BignoBigHOCTI
€Bponecbkin hapmakonei gns Adl/BuxigHoro
MaTepiany/peareHTy/npoMixXHOro NpoaykTy abo
[OMOMIXKHOI peqoBuHU) - HoBui cepTudikat Ans
BMXiAHOro Matepiany/peareHTy/NpPOMiXKHOTO NPOAYKTY
abo JonoMi>kKHOT peyYoBUHM Big HoBOro abo Bxe
3aTBep4KeHOro BUPOGHMKa - mogaHHs Hosoro [E-
cepTudikaty BignoBigHOCTI €Bponeiichbkii hapmakonei
R1-CEP 2001-424 - Rev 03 ans gonomixHoi
peyosuHK Gelatin Big BupobHunka GELITA Group.
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudikata BignoBigHOCTI
€sponevicbkin apmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
AonomixHoi pevoBuHn (ME-cepTudikat BignoBigHOCTI
€Bponelicbkint hapmakonei anst A®l/sBuxigHoro
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OMNOMiXKHOI peqoBuHM) - OHOBREHNI cepTudikaT Bif
BXe 3aTBepAXeHOro BUPOGHMKa - MoAaHHS
oHoeneHoro E-CepTudikaty BignosigHocTi
€sponelicbkin bapmakonei Ne R1-CEP 2000-344-Rev
03 (3aTBepoxeHo: R1-CEP 2000-344-Rev 02) ans
JornomixHoi pevoBuHU Gelatin Big Bxe 3aTBepXXEHOro
Bupo6HuKa NITTA GELATIN Ltd. 3mitu | Tuny - 3miHn
3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBigHOCTI E€Bponenchkiii hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTugikata
BignoBigHocTi €Bponeicbkini hapmakonei: anst AdI;
ONns BUXIQHOro maTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;
anst gonomixHoi pevosuHu (FE-cepTtudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayitiHo20

noceio4yeHHs1

NpoAyKTy abo AONOMKHOI pedoBUHU) - OHOBREHUI
cepTudikaT Bif BXe 3aTBEpAKEHOro BUPOBOHKKa -
nogaHHs oHosneHoro E- cepTudikaTty BignNoBigHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2005-217 Rev
02 (3atBepakeHo: Ne R1-CEP 2005-217 Rev 00) ans
[onomixxHoi pedoBuHu Gelatin Big BXxe 3aTBEpAXEHOro
BupobHMKa NITTA GELATIN INC.

203.

OME3®

niodpinizat ans
PO34YMHY ANS iH'eKUin
no 40 wr; 1 cdonakoH
3 niodinizatom y
nadui 3 KApTOHYy

M.BIOTEK
nTa

Benwuka
BputaHia

HAMPOZ NAV®
CAEHCEC MBT. NTA

IHaisa

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu |
My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO B
TEKCT MapKyBaHHSA NepBUHHOI (MyHKTK 3, 4, 6) Ta
BTOPWHHOI (NyHKTK 3, 8, 12, 13, 17) ynakoBok
nikapcbkoro 3acoby.

3a
peuerimom

UA/11787/01/01

204.

OMENPA30I-
DAPMAK

NOPOLLOK Ans
pO34uHy ans
iHdy3in no 40 wr; 1
HnakoH 3 MOPOLUKOM
B nayui

AT
"dapmak”

Ykpaina

AT "®dapmak”
(BMPOGHMLITBO 3
npoaykuii in bulk

dipMun-BnpobHMKa

JTaBGopaTopioc

HopmoH C.A., Icnanisi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosiaHocTI/lE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNenchKin
capmakonei: ans A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHuUn cepTudikaT
Bif] y>ke 3aTBepHKeHOro BUpobHuka. NogaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €EBpONEnchKin
dapmakonei Ne R1-CEP 1998-145 - Rev 10
(3aTBepokeHo: R1-CEP 1998-145 - Rev 09) gnis
nitoyoi pevouHn Omeprazole Bif BXe 3aTBEPAKEHOrO
BMPOOHWKa, skuin 3mMiHMB Ha3By Ha ESTEVE QUIMICA
S.A. (3atBepmxeHo: UNION QUIMICO
FARMACEUTICA, S.A.). - 3miHu | Tvny - 3miHn 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikat
BigMNOBigHOCTI €Bponenchkii hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponeincekini hapmakonei: ans AdI;
Ons BUXiQHOro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHMLTBI AdI;
Onsi AONOMiXXHOT peqoBUHU (cepTudikaT BignoBigHoCTI
€Bponelicbkini hapmakonei) - OHoBneHun cepTudikar
Bifl y>Ke 3aTBepAkeHoro BupobHuka. MoaaHHs
OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
capmaxkonei Ne CEP 1998-145 - Rev 11 gns gitoyoi
peyoBuH1 Omeprazole Big Bxe 3aTBEPAXEHOro
BmpobHvka ESTEVE QUIMICA S.A.

3a
peuerimom

UA/18270/01/01

205.

omMIioc ayo

kancynu, TBepgi, 0,5
mr/0,4 mr; no 30
Kancyn y cpnakoHi
(kancynu y
nonieTMneHoBoMy

ANKANOI
nAn

Ckon'e

Pecny6nik
a lNiBHiYHa
MakepoHis

BUPOBHMLTBO
NPOMIXHOT NpoayKLii
(myTacTtepia kancynm
KenaTuHoOBI M'sKi), Ta
rOTOBOrO f1iKapCbKOro

Icnanis/
Pecny6bnika
MiBHiYyHa
MakepaoHis/
PyMyHis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeEHHS
[04aTKOBOI AiNbHULI BUPOBHMLTBA ANA YacTuHU abo
BCbOro BUPOBHMYOro NpoLiecy roToBOro NikapcbKoro

3a
peuerimom

UA/19278/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
bnakoHi 3 KPULLIKOHO, 3acoby; nepBuHHa Ta 3acoby (AinbHMUSA, Ha AKi NpoBoaATbLCA Byab-Aki
sKa MiCTUTb BTOPUHHA yMaKoBKa, BMPOBHWYI cTagii, 3a BUHATKOM BUMYCKY Cepild,
ocyLuyBay KOHTPOIb SKOCTI KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
cunikarenb); no 1 (XiMiYHWIA/pi3NYHUR): nakyBaHHS, 41151 HECTEPUIbHUX NMikapCbkMx 3acobiB) -
cbnakoHy y JIABOPATOPIOC BBEJEHO anbTepHaTMBHY AiNbHULIO BUPOGHULTBA
KapTOHHiI kopooLi JIEOH ®APMA C.A,, LABORATORIOS LICONSA, S.A,, IcnaHis, wo
IcnaHis; Bignosigae 3a BUPOOHULTBO NPOMIXKHOIO NpoayKTy
BTOPWHHE MaKyBaHHSA neneTn TamcynoavHy rigpoxnopuay 3 MoandikoBaHUM
(anbTepHaTUBHUIA BUBINbHEHHAM. 3MiHM | TMNY - 3MiHK 3 siKOCTi. [oTOBUIA
BUPOBHMK): nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHN Y
ATIIC ®APMA, C.J1,, npoLeci BUpoGHMLTBA rOTOBOrO Nikapcbkoro 3acoby,
Icnawis; BKIH0MAKOUMN NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS

KOHTPOrb SKOCTI
(mikpobionorivyHa
yucroTa):
JTABOPATOPIO
EYEBAPHE, C.A,,
Icnanis;
BUNYCK Cepii:
AJKANOIO ALl Ckor'e,
Pecny6nika MNiBHiYHa
MakenoHis;
BMPOGHMLTBO
NPOMIXKHOT NpoAyKuii
(neneTn TaMcynosuHy
3 MoaudikoBaHUM
BUBINbHEHHSAM):
K.O. 3EHTIBA C.A,,
PymyHis;
BTOPUHHE NaKyBaHHS
(anbTepHaTUBHUIA
BMPOGHMK):
MAHAHTIAJ
IHTEIPA, C.J1.10.,
Icnanis;
KOHTpPOrb AKOCTI
(XiMivYHWIA/di3nyHURA,
MikpobionoriyHa
yncToTa):
HET®APMAIAB
KOHCANTIHI
CEPBICEC, IcnaHis;
KOHTpPO~b SKOCTI
(XiMIYHWUIA/DI3NYHWIA):
oYHOACIOH
TEKHANIA PE3EAPY
EHJ IHHOBATbLOH,
Icnanis;
BMPOGHMLUTBO
NPOMiXKHOI NpoayKuii
(neneTy TaMcynosuHy

npy BUPOOHWLITBI rOTOBOrO MikapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpOBHMLTBA) - 3MiHU Y
npoueci BUpobHWLTBa NeneT TaMcynosnHy
rigpoxsopuay, a came 3MiHa po3mipy cuT, LWo
BMKOPVCTOBYIOTbCA AN NPOCiOBaHHA NeneT nicns
HaHeCeHHS NOKPUTTS ANS YCYHEHHs arnoMeparis Ta
OpiBGHMX YacTUHOK (3aTBEpOXKEHO: cuTa po3mipom 1,6
MM i 0,5 MMm; 3anponoHoBaHo: cuTta po3mipom 1,6-1 mm
Ta 0,5-0,6 MMm) BHacnigok BBeOEHHS anbTepHaTUBHOI
OinbHuui BupobHuutea LABORATORIOS LICONSA,
S.A., Icnanis. 3miHm | TMNy - 3MiHW 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNoOBIigHOCTI €Bponeichkiln thapmakonei/MoHorpadil.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignosigHocTi €Bponeincbkini hapmakonei: ans AdI;
Ons BUXiQHOro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
[Onsi JONOMiXXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€Bponewicbkin apmakonei) - HoBuin ceptudikat Big,
HOBOrO BUPOGHKMKa (3aMiHa abo JOMOBHEHHS) - MOAaHO
HoBWI cepTudikat BignosigHocTi €, No. RO-CEP
2019-004-Rev 03 gns Aito4oi pe4oBUHM TamMCyno3unHy
rigpoxnopuay Big HoBoro BMpo6Huka Quimica
Sintetica S.A., Icnanisi - 3miHn | TUNY - 3MiHK 3 sIKOCTiI.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3MiHM y npoueci BUPOGHMLITBA rOTOBOrO NiKapCbKOro
3aco0y, BKNOYaoun NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa TepMiHy
36epiraHHs bulk kancyn m’sikux gyctactepuay 0,5 mr
Ha OCHOBI focrimkeHb cTabinbHocTi bulk kancyn
M'siknx gyctactepuay 0,5 mr (3aTBepaxeHo: 3 micaus;
3anpornoHoBaHo: 12 micsuis). 3MiHn | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOGHULITBa rOTOBOrO
nikapcbkoro 3acoby, BKMKOYA4YM NPOMIKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOBHMLTBI rOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa TEpMiHY
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
3 MoandikoBaHUM 36epiraHHs bulk kancyn TBepaux
BUBIMbHEHHSIM) aytactepugy/tamcynoauty 0,5 mr/0,4 Mr Ha OCHOBI
BTOPUHHE Ta pocnigpkeHb ctabinbHocTi bulk kancyn TBepanx
NepBUHHE NaKyBaHHS aytactepugy/tamcynosuny 0,5 mr/0,4 mr
(anbTepHaTUBHUIA (3aTBepaxeHo: 3 micsAus; 3anponoHoBaHo: 12 MicAuiB)
BUPOBHMK):
JIABOPATOPIOC
JIIKOHCA, C.A,,
Icnanis
206. | OPTANYTPAH® | po3uuH ans iH’ekuin, OpraHoH LLseruapi Bupo6HuuTBO Himeuumna/ BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3Minu | 3a UA/8192/01/01
0,5 mr/mn; no 0,5 mn CeHTpan A Hepo3dgacoBaHoI Higepnangu TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
y nonepegHbo leT TmM6X npoAykuii Ta capmakoHarnsgy. BeegeHHs abo 3amiHv oo
HarMnoBHEHOMY nepBrHHA yNakoBkKa, y3aranbHeHUX AaHuX Npo cuctemy apmakoHarnsgy
wnpuui; no 1 KOHTPOMb SIKOCTI: (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
Lnpuuy pasom 3 BeTttep-®apma capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
FOMKOK0 3 3aXUCHUM DdepturyHr F'mM6X i Ko. BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOBMa4koMm y KI', Hime44uHa; KOHTaKTHOI 0co0M 3 (hapMakoHarnsigy 3asiBHuUKa Aansi
BigKpUTOMY KoHTponb sKoCTi: 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
nnacTMKoBOMy BetTep-®apma BiAMiHHa Bi YNOBHOBaXeHOI 0cobw, BianoBigansHoI
NOTKy; No 5 noTkiB y depTuryHr 'mM6X i Ko. 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroyarym
KapTOHHiI kopoOLi KI', Hime44uHa; KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BTopuHHa ynakoBka, banina cuctemu hapmakoHarnsgy) - 3miHa
KOHTPOMb SIKOCTI, KOHTaKTHMX aHWX YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
[003BiN Ha BUMNYCK BignosigansHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
cepii: [aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBiAanNbHOI 3a
H.B. OpraHoH, dapmMakoHarnag B YkpaiHi.
Higepnanam 3miHa Micue3HaxoOXeHHs MacTep-daina cucremu
dapmakoHarnagy. 3miHa micusa 30inCHEHHS OCHOBHOT
[isNbHOCTI 3 hapmakoHarnsgy.
207. | OPTAMETPUN TabneTku no 5 wmr; OpraHoH LLsenuapi 3a MOBHUM LIUKITOM: HigepnaHam | BHeceHHs 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/2844/01/01
® no 30 TabneToky CeHtpan A H.B. OpraHoH Tuny - 3MiHK LWoao 6e3nekn/edeKTBHOCTI Ta peuenmom
6nicTepi; no 1 lct I'm6X dapmakoHarnsgy. BeegerHs abo 3amiHn go
Gnictepy y y3aranbHeHVX AaHux Npo cuctemMy hapmMakoHarnsay
KapTOHHiIN kopobui (BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iCHeHHSA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arina cuctemu hapmakoHarnsigy) - 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0CObM 3asiBHMKA,
BiANoBiganbHoI 3a hapmakoHarnag. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BiANoBiganbHOI 3a
capmakoHarnsg B YkpaiHi. 3mMiHa MicLie3HaxomKeHHS
macTtep-darina cuctemu chapmakoHarnsgy. 3MiHa
Micus 34iNCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
208. | OPTANEK PO34MH Ans iH'eKkuin, lMpuBaTHe YKpaiHa [MpuBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a UA/15028/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
10 mr/mn, no 1 mn B akuioHepH TOBapUCTBO "Jlekxim - TMNy - AGMIHICTpPaTUBHI 3MiHWU. BunyyeHHs BUpOGHNYOIT peuenmom
amnyni; no 10 amnyn e XapkiB" OinbHUUi (BkMoYaroum ginbHuui ans A®I, npomixHoro
y nayui 3 KapTOHy; TOBapuCTB npoaykTy abo rotoBoro nikapcekoro 3acoby, AinbHULi
no 1 mn B amnyni; 0 "fekxim 0N NPOBEAeHHs NaKyBaHHs, BUPOBOHMKa,
no 5 amnyn B - XapkiB" BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
6nictepi; no 2 KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO
6nictepn y nayui 3 MaTepiany, peareHTy abo JOMOMiKHOI pe4OBUHM
KapToHy; no 1 mn B (SIKLLIO 3a3HaYeHO Y AOCLE) BUITYYEHHS] BUPOOHMKA
amnyni; no 100 Li0Y40T PEeYOBMHU METUNETUNMNIPUANHONY
aMnyn y nadyui 3 rigpoxnopuagy TOB «BIOH», pociicbka dhegepais. -
KapToHy 3miHu | Tuny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
BMPOGHMLTBA roTOBOIO fikapcbKoro 3acoby,
BKITH0HAI04M NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS
npu BUpoBHULTBI rOTOBOTO fikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUPOOHNLITBA) - BHECEHHS
3MiH A0 BUPOBHNYOro NpoLecy, a came BNpOBaaXEHHS
ABTOMATUYHOI iIHCNEKLiIMHOT MaLLMHMK, O BUKOHYE
PYHKLiHO KOHTPOSIHO HA MEXaHiYHi BKNIOYEHHSA Ta
nepeBipKy amnyn Ha repMeTUYHICTb. - 3MiHu Il Tuny -
3MinHun 3 skocTi. A®l. BupobHuuTBO. 3MiHa BUpoOHUMKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPMCTOBYIOTbCH Y BUpOBHNYoMy npoueci AP, abo
3MiHa BMpOBHUKa (BKMtoYatouu, e HeobxigHo, micue
NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTugikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepaKeHOMY [0CbE)(BBEAEHHS
HoBOro BUpo6Huka AD| 3 HagaHHSM MacTep-daina Ha
AQI) - BBeAEHHS HOBOrO BUPOBHUKA Ait040i peYOBUHM
MeTuneTunnipuanHony rigpoxnopuay ToBapucTeo 3
obmexeHoto BignosiganbHicTio « PAPMXIM», YkpaiHa.

209. | NAHFACTPO® TabneTku CaHpo3s CnoseHis | BUpobHuuTBO "in bulk”, CnoseHis/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a He UA/13512/01/01
racTpope3nCTEHTHI dapmack ynakoBka, TecTyBaHHs, | TypeuuunHa/ Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnse
no 20 mr, no 7 toTikan3a BUMYCK cepii; PymyHis/ hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuLi ae
TabneTok y 6nictepi; a.o. ynaKkoBKa, BUMyCcK MonbLa nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
no 2 abo 4 6nictepu cepii: Ilek AN MeguyHOro 3acTocyBaHHs
B KapTOHHIMN dapmaLeBTNYHa reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
kopobui; no 14 KOMnaHis g.4., 3acobiB nicns BHECEHHS TiEi camoi 3MiHU Ha
TabneTok y 6nictepi; CnoBeHisi; pedepeHTHUIA Npenapar (3miHa He NoTpebye HagaHHs

no 1 abo 2 Gnictepu
B KapTOHHI kopobui

BMPOGHMUTBO "in bulk",
ynaKkoBKa, TECTYBaHHSI:
['eHBeoH Inak CaHai
Be TikapeT A.C.,
Type4umHa;
TecTyBaHHs: C.K.
Canpos C.P.1.,
PymyHis;
KOHTpOIb
MikpobionorivyHoi
ynctotu: Hoeapric
Carnuk lliga Be Tapim

KOOHMX HOBUX [0OATKOBUX AaHMX) - 3MiHU BHECEHO
[0 IHCTPYKLUIiT ANs Mean4YHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ainu "B3aemopis 3 iHW1Mm
nikapcbknMu 3acobamu Ta iHWi Buau Bzaemogin",
"OcobnumBocTi 3acTocyBaHHs", "lMobivHi peakuii” 3rigHO
3 iHopMaUi€to LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (KOHTPOJIOK®,
TabneTku ractpope3ncTeHTHi no 20 mr) BBegeHHs 3MiH
NPOTArom 6-T MicsAUIB NiCNsA 3aTBEPAKEHHS
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

YpyHnepi CaHaii Be
TikapeT A.C.,
TypeyumHa;
BUpobHMUTBO "in bulk",
TecTyBaHHs: CaHgo3
'pyn Carnuk YpyHnepi
Inaknapi CaH. Be Tik.
A.C., TypeyuunHa;
NnepBUHHE | BTOPUHHE
nakyBaHHs!, KOHTPOIb
cepii, BUNYyCK cepil:
INek C.A., MNonbLua;
NepBUHHE | BTOPUHHE
nakyBaHHs, BUNYCK
cepii: NNek C.A.,
MonbLla

210.

NMAHIACTPO®

TabneTtku
racTpope3nCTEHTHI
no 40 mr, no 7
Tabnetok y bnicrepi,
no 2 a6o 4 6nictepu
B KapTOHHIN
kopobui; no 14
TabneTtok y 6nicrepi,
no 1 abo 2 6nictepu
B KapTOHHIN kopobui

CaHpos
dapmacbk
loTikan3a
n.o.

CrnioBeHis

BUpobHMUTBO "in bulk",
ynakoBKa, TECTYBaHHS:
I'eHBeoH Inak CaHaw
Be TikapeT
A.C., TypeuuuHa;
NepBUHHE | BTOPUHHE
nakyBaHHsi, BUMyCK
cepii: NNek C.A.,
MonbLa; nepBuHHE i
BTOPWHHE MNaKyBaHHS,
KOHTPOSb cepii,
BUMyck cepii: Jlek
C.A,, MonbLua;
BMPOGHMUTBO "in bulk",
ynakoBKa, TECTyBaHHS,
BUNYCK cepii;
ynakoBKa, BUMYyCK
cepii: Ilek
dapmaueBTNyHa
KoMnaHis a.4a.,
CnoBeHisi; KOHTPOIb
MikpobionoriyHoi
yuctoTu: HosaprTic
Carnuk lliga Be Tapim
YpyHnepi CaHavi Be
TikapeT A.C.,
TypeyumnHa;
TecTyBaHHs: C.K.
Canpos C.P.1.,
PymyHis;
BMpo6bHMUTBO "in bulk",
TecTyBaHHsi: CaHo3
pyn Carnuk YpyHnepi
Inaknapi CaH. Be Tik.
A.C., TypeyunHa

CnoseHisi/
TypeuumnHa/
PymyHis/
Monbwa

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuYHUX/ribpnaHmx/GionoaibHMX nikapcbknx
3acobiB nicnsi BHECEHHS TiEi camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye HadaHHs
YKOOHMX HOBUX J0OATKOBUX AaHMX) - 3MiHW BHECEHO
[0 IHCTPYKLUIT Ans MeanyHOro 3acTocyBaHHSA
nikapcbkoro 3acoby y po3ainu "B3aemopis 3 iHWnMm
nikapcbknMu 3acobamu Ta iHWi BUan B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "lMobivHi peakuii” 3rigHO
3 iHghopMaUi€to Woao0 MeAMYHOro 3aCTOCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (KOHTPOJIOK®,
TabneTku ractpopesncteHTHi no 40 mr). BBegeHHs
3MiH NPOTArom 6-T MicsLiB NicNs 3aTBepAKEHHS

3a
peuerimom

He
nidnsie
ae

UA/13512/01/02
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
211. | NEF®INrPACT PO34MH Ans iH'ekuin, MicTtpan AHrnia Bunyck cepii: KOTa Himeuumnna/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/19748/01/01
UM-BICTA 6 mr/0,6 mn; no 0,6 Kenitan $apma M'mbX, IHais/AscTpi Tvny - 3MiHun 3 sikocTi. A®l. BupobHuuTeo. 3miHK B peuenmom
M (6 mr) y MeHenxm HimeuumnHa; A npoueci BupobHmuTea APl (He3HayHa 3MiHa y NpoLeci
nonepegHLo EeHT BUPOBHMLTBO rOTOBOI BUpobHMuTBa AdI).
HanoBHeHOMY Timiteq nikapcbkoi popmum, [N 3HWKEHHS pM3KMKY i3 MOCTaYaHHAM
wnpwi, 1 nepBuHHa Ta 3anpornoHoOBaHO anbTepHaTMBHUIA GinbTp (Ne
nonepegHLo BTOPUHHA yNaKoBKa, KA1DFLPI6G) 3 naketom Ne 6190-1857H gns
HamnoBHEHWUI LLNPULY KOHTPOMb Cepii: dinbTpauii Buxogy TFF Il ans oTpumanHs
y GnicTepi, no 1 lOCB MPAMBET KOHLEHTpOBaHOro po3ynHy Merdinrpactumy (AdI).
Gnictepy B nayui NIMITEQL, IHais; PepakuintHi 3miHm go posginy 3.2.5.2.3
KOHTPOMb Cepii:
Benalla63 'm6X,
ABCTpIfl; KOHTPONb
cepii: MIMNJ1
JlabopaTtopis
Mikpo6ionoriyHmx
pocnigkeHb MmoX,
ABCTpis
212. | NEHTAKCUM® | nopoLuok CaHodi PdpaHuis BUPOBHMLUTBO PdpaHuis/ BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/13010/01/01
BAKUMHA ONA | Haemophilus MacTep roToBOro YropwwmHa Tmny - 3MiHun 3 skocTi. A®Il. KoHTponb ADI. 3miHa y peuenmom
MPO®DINAKTUK | influenzae Tvny b ta Hepo3dacoBaHOro napameTpax crneuudikauin Ta/abo JonycTUMNX MeX,
N OUOTEPII, cycneHsia ans NPOAYKTY, 3aNOBHEHHS BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
NMPABLA, iH’ekuin (0,5 mn); no Ta niodpinisadis BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, LWo
KALLUJTIOKY 1 conakoHy 3 (dbnakoHu), BTOPUHHE BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea AD| (iHwwi
(ALENONAPH nopoLukom Ta 1 nakyBaHHsi, KOHTPOSb 3MiHu) -
un nonepegHLo AKOCTI, BUNYCK cepil: BHeceHHs 3MiH Ao crnieumdikaLii NPOMiXXHUX NPoAyKTiB
KOMMOHEHT), | 3anoBHeHOMY CaHodi MacTep, - oymueHoro npasueBoro npoTeiny (Purified Tetanus
nonioMieniTy | wnpuuy (0,5 mn) 3 PpaHUist; TOBHWIA LUK Protein (PTP)) Ta koHLEHTpOBaHOro NpaBLEBOro
IHAKTUBOBAH | npukpinneHowo BUPOOHMLTBA, npoteiHy (Concentrated Tetanus Protein (CTP)) B
ATA ronkoto (abo 2 3arnoBHEHHS Ta npoteci BUpobHMUTBa Aitoyoi pevoBuHu Conjugated
BAKUWHA ONA | okpemumu ronkamm), niodpinizauis Haemophilus type b polysaccharide concentrated
MPO®PINAKTUK | wo micTuTtb (donakoHu), BTOpUHHE (PRP-T), Bupo6Huutea CaHogi Mactep, Mapci
U IHOEKLIN, cycneHsito aAns nakyBaHHS1, KOHTPOIb mETyanb, ®paHuis, a came:
CNPUYUHEHU iH’€KLiN, B KAPTOHHI SIKOCTI, BUNYCK cepi: - AoAaBaHHs BUNPobyBaHHsSI HA BMICT 3anMULLKOBOrO
X kopo6ui; no 1 CaHodi MNacTtep, dopmanbaerigy Ha cTagii BU3HaYeHHS O4MLLEHOrO
HAEMOPHILUS | dpnakoHy 3 ®paHLis; BTOPUHHE npasueBoro npoteiny (PTP) 3 kputepiem
TNy B nopotukom Ta 1 nakyBaHHsi, BUNYyCcK NpUAHATHOCTI «=158 pg/miy»;
KOH’IOFOBAH nonepeaHLo cepii: CaHodi-ABeHTiC - AoaaBaHHs BUNpobyBaHHs Ans ineHTudikauii npasus
A, 3anoBHEHOMY 3pT., YroplmHa Ha CTafii KOHLEHTPOBAHOro MPaBLIEBOro NPOTEiHY
AOCOPBOBAH | wnpuuy (0,5 mn) 3 (CTP);
A MPUKPINIEHO - MOCUINEHHS KOHTPOSIO MOKa3HWKIB SIKOCTI LLOAO0

ronkoto (abo 2
OKpEMUMU ronkamu),
WO MiCTUTb
cycneHsito aAns
iHekuin, y
CTaHOapTHO-
€KCMOopTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHiII kopobui (3

MOJEKYNAPHO-PO3MIPHOrO po3nogdiny 3 «=50%» Ha
«>50%» Ta aHTUreHHoi YuncTotu 3 «=1500 Lf/mg» Ha
«>1500 Lf/mg» Ha cTagii oumLLieHoro npaBLEeBOro
npoteiny (PTP).
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
iHCTpyKLUieto ons
MeANYHOro
3acTOCyBaHHS).
MapkyBaHHAM
YKPaiHCbKOK MOBOIO
abo 3i cTikepom
YKpaiHCbKOK MOBOK
213. | NE®PAKEINb Kpanni Ans CAHYM- HimeuumnH CAHYM-Kenbbek HimeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes UA/11526/01/01
D5 nepoparnbHOro Ta Kenbb6ek a 'm6X i Ko. KI My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenma
MicLieBoro 'm6X i Ko. capmakoHarnsgy (iHwi 3amiHu) - 3MiHM BHECEHO Y
3actocyBaHHs o 10 KIr TEKCT MapKyBaHHS NepBuHHOI (M. 3, 4, 6) Ta BTOPUHHOIT
Mn 'y cpnakoHi 3 (2, 3, 8, 12, 13, 14, 16, 17) ynakoBKM NikapCbKoro
KpanenbHuueto; no 1 3acoby.
hbnakoHy B
KapPTOHHIN nayui
214. | NIAPOH TabneTkn, BKpUTI TOB Ykpaina BMPOBHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | bes nionse UA/9270/01/01
obornoHkoto, no 500 "TNEOPA nepBYHHE NaKyBaHHS, TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuenma ae
mr, no 10 TabneTok PM NTO" BTOPUHHE MaKyBaHHS, 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
y 6nictepi; no 1 abo KOHTPOMb SKOCTI, [0AAaTKOBOI AiNbHULI BUPOOHWULTBa ANS YacTuHW abo
no 2 6nictepu B BMNYCK cepil BCbOro BUPOOHMYOro NpoLiecy roToOBOrO NiKapCbKOro
KapTOHHiIl ynakoBLi abo 3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BTOPWHHE NaKyBaHHS, BBEAEHHS AiNbHUL A5 BTOPUHHOIO NakyBaHHS
KOHTPOMb SIKOCTI, npoaykuii i3 in bulk: TOB «[MEOPAPM NTAO», 40020,
BUMYCK cepii npoaykuii YkpaiHa, Cymcbka 06n. M. Cymu, Byn. [1aBMgoBCbLKOro
i3 in bulk: [puropis, 54, BurotoBneHoi BupobHukom KUSUM
TOB "KYCYM ®APM", HEALTHCARE PVT LTD, India 3 meTo0 36inbLUeHHst
YkpaiHa; 06’emiB BUPOGHMLTBA NPOAYKLT Y 3B’A3KY 3 piLLEHHSAM
abo KepiBHMLTBA KOMNaHii. BBeAeHHs 3MiH npoTarom 6-1u
BUPOOHMLTBO, MicsuiB nicnsi 3aTBepoKeHHSA. 3MiHu | Tuny - 3MiHu 3
nepBrYHHE NaKyBaHHS, sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BTOPUHHE MaKyBaHHS, BMPOBHMLTBI. 3MiHa iMMopTepa/3miHu, WO CTOCYOTLCS
KOHTPOMb SKOCTI, BMMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
BUMYyCK cepii nikapcbkoro 3acoby (3amiHa abo foAaBaHHSA
abo BMPOGHMKa, Lo Bianosigae 3a BBe3eHHs Ta/abo
BMPOGHMLTBO BUNYCK cepii) - Bkrtoyaoum KoHTponb/BUNpobyBaHHs
npoaykuii in bulk: cepii - BBEAEHHS anbTepHaTUBHOIO BUPOBHUKa
KYCYM XENTXKEP BiANoBiganbHOro 3a KOHTPONb AKOCTI, BUMYCK cepil
MNBT NTA, IHais; npoaykuii i3 in bulk 3 meToto onTumisauii
abo BupoGHuUTBa: TOB «TMEOPAPM NTO», 40020,
BTOPUHHE MaKyBaHHS, YkpaiHa, Cymcbka obnactb, M. Cymu, Byn.puropist
KOHTPOMb SIKOCTI, [aBupoBcbkoro, 54. 3MiHM BHECEHO B iHCTPYKLtO Ansi
BUNYCK cepii npogyKuii ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
i3 in bulk: po3ginu "BupobHuk", "MicLue3HaxoakeHHs1 BUPOGHMKa
TOB "TNIEO®APM Ta agpeca MicLsa NpoBaKEHHs MOro AisinbHOCTI" -
NTA", Ykpaina BBEJIEHHS OAAaTKOBOro BUPOOHMKa Ta Sk HAacHifok
3aTBEPOKEHHS! TEKCTY MapKyBaHHS! YNakoBOK
nikapcbKkoro 3acoby. BBegeHHs 3MiH NpoTarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
215. | NIAPOH TabneTkn, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | - UA/20351/01/01
obornoHkoto, no 500 "TNEOPA MBT NTA TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib.

mr, in bulk: Ne2000

PMNTO"

3MiHn y BUpo6HMUTBI. 3amiHa abo BBeAEHHS
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Ne
n/n

Hasea
JliKapCcbKO20

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby

(10x200): no 10
TabneTok y 6nicTepi;
no 200 GnictepiB y
KapTOHHiI kopooLi

[04aTKOBOI AinbHULI BUpOBHMLTBA 4NA YacTuHKU abo
BCbOro BUPOBHMYOrO NpoLiecy roTOBOrO NikapCbKoro
3acoby (AinbHMUSA A4Ns BTOPMHHOIO NaKyBaHHS) -
BBEAEHHS AiNbHULi AN BTOPUHHOIO NaKyBaHHS
npoaykuii i3 in bulk: TOB «[MEO®APM NTT», 40020,
YkpaiHa, Cymcbka 065. M. Cymu, Byn. [1aBMgoBCHKOro
[puropis, 54, BurotosneHoi BupobHukom KUSUM
HEALTHCARE PVT LTD, India 3 meTo0 36inblUeHHsI
06’emiB BUpOBHMLTBA NPOAYKLIi Y 3B’sI3KY 3 piLLEHHAM
KepiBHMLTBa kOMNaHii. BBegeHHs 3MiH npoTarom 6-tu
MicauiB nicnsa 3atBepmkeHHs. 3MiHu | Tuny - 3miHu 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. 3miHM y
BUPOBHMLTBI. 3MiHa iMnopTepa/amiHu, LLO CTOCYOTbCS
BUMYCKy Cepii Ta KOHTPOO SKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo gogaBaHHs
BMpOGHMKa, Lo BignoBigae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - Bkrtoyaoum KoHTponb/BUnpobyBaHHs
cepii - BBeAEHHS anbTepHaTMBHOIO BUPOBHMKA
BiANOBIgANbHOro 3a KOHTPOSb AKOCTi, BUMYCK cepii
npoaykuii i3 in bulk 3 meToto onTumisauii
BupobHuuTea: TOB «MMELPAPM NTO», 40020,
YkpaiHa, Cymcbka obnactb, M. Cymu, Byn.[puropisi
[aBuaoBscbkoro, 54. BBegeHHs 3MiH npoTaroMm 6-t1
MicsLiB Micnsa 3aTBEPAXEHHS.

UA/20607/01/01

216.

MNIAPOH
®OPTE

TabneTky Wwunyyi no
500 mr/65 mr no 4
TabneTku y cTpuni;
no 3 ctpunn 'y
KapTOHHIN ynakoBLji

TOB
"TMEODA
PMNTO"

YkpaiHa

KYCYM XENTXKEP
neT N4

IHgia

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
3acoby B nicnApeecTpaLiiHuiA nepios, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiIXEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3acTocyBaHHS NikapCbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta iHLi
BMAau B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"MoGiyHi peakuii" BiZNOBIAHO 4O OHOBNEHOI

iHpopmalLlii 3 6e3neku Aio4oi peyoBMHM NapaueTamorn.

BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEpPKEHHS!

6e3
peuenma

nidnsie
ae

217.

NIACKNEANH®
300

kancynu; no 15
kancyn y 6nictepi;
no 1 abo no 2
6nictepu B kopobui
3 KapTOHY

Jlaboparty
ap
EkcnaHcbe

HC

DdpaHuis

Tlabopatyap
EkcnaHcbeHC

®paHuia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX AaHUxX Npo cuctemMy dpapmMakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay;

6e3
peuenma

UA/13173/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
3aicHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 34ificHeHHs1 hapmakoHarnsgy (BKrovaryum
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi MmacTep-
canina cuctemn chapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarmsa.
[itoya pepakuia: Matthieu Brousse. lNponoHoBaHa
pepnakuisi: Mrs Julie Francisco. 3miHa KOHTaKTHMX
[OaHuX YNoBHOBaXXEHOI 0COOU 3asiBHYKA,
BiANOBIganNbHOI 3a hapMakoHarnag.
218. | NMC- NMOPOLLOK Ans dapmacan KaHapa dapmacantHc IHk. KaHaga BHECEHHS 3MiH [0 peecTpauiHux maTepianis: 3MiHu | 3a UA/9786/01/01
XONECTUPAMI | opanbHoi cycnensii, HC IHK. TMny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peuenmom
H PEIYJNAP 31 419r,no9r tapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO B
CMAKOM MOPOLLIKY B NakeTi, TEeKCT MapKyBaHHS1 NEPBUHHOI (MyHKTK 2, 5, 6) Ta
AMNENbCUHA no 30 nakeTiB y BTOPWHHOI (MyHKTK 3, 6, 17) ynakoBOK NMikapCbKoro
KapTOHHiI kopoOLi 3acoby. TepMiH BBEAEHHSI 3MiH - NPOTSIroM 6 micsuis
nicns 3aTBepAXKEHHs!
219. | NonNAnPuN A Kancynu Teepgi, no dapmaues Monbwa dapmMaueBTUYHUIA MonbLa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/20335/01/02
5 mr/10 mr, no 10 TUYHUIA 3aBof BUMNPaBEHHS TEXHIYHMX MOMMIIOK 3rigHO N.2.4. peuenmom
abo 6 kancyny 3aBof «MNOJIb®APMA» C.A. posginy VI Hakady MO3 Ykpainu Big 26.08.2005p. Ne
6nictepi,no 3abo 5 | «MOJIb®A 426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
GnicTepis B PMA» Ne 460), gonyLieHnx npy NpoBeaeHHI npoueaypu
KapTOHHiN kopobui C.A. peectpauii (PN UA/20335/01/01; UA/20335/01/02;
UA/20335/01/03; Haka3 MOS Ykpainu Big 15.01.2024
p. Ne76) B HanncaHHi fo3yBaHHs - 5 +10 Mr Ha
TUTYIbHIN cTOpiHLj, B p. «Cknag» B MKA M3 ta B p.
«Onwucey - B onuci kancynu B cneuudikadii M3, wo
NoB'sI3aHO 3 HEKOPEKTHUM NepeknagoM. BunpasneHo
TEXHIYHY MOMUIKY B iHCTPYKLIiT A4NS MeaN4HOro
3aCTOCYBaHHS Ta Yy TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby, AonyLueHy npu npoueaypi
peectpauii (Hakaz MO3 Ykpainu Big 15.01.2014 p. Ne
76), B HanucaHHi o3yBaHb. SATBEPXXEHO:
Kancynwu tBepai, no 5 mr/5 mr, no 10 mr/5 mr, no 10
mr/10 mr. BAMPOMNOHOBAHO: Kancynu Teepgai, no 5
mr/5 mr, no 5 mr/10 mr, no 10 mr/10 mr
220. | NTONANPUN A Kancynu Teepai, no dapmaves MNonblia dapmaLeBTUHHUIA MonbLla BHECEHHS1 3MiH [0 peecTpauiHMX maTtepianis: 3a UA/20335/01/01
5 wmr/5 mr, no 10 abo TUYHUN 3aBof BUMNPAaBIEHO TEXHIYHY MOMWIIKY B iHCTPYKLUii ANs peuernmom
6 kancyn y énicrepi, 3aBof «MNOJIb®APMA» C.A. MeAMYHOro 3aCTOCYBaHHs!, AONYLLEHY Npu npoueaypi
no 3 abo 5 Gnictepi | «MONb®A peectpauii (Hakaz MO3 Ykpainu Big 15.01.2014 p. Ne
B KAPTOHHI Kopobui PMA» 76), B HanucaHHi fo3yeaHb. SATBEPXXEHO:
C.A. Kancynwu tBepgi, no 5 mr/5 wmr, no 10 mr/5 wmr, no 10
mr/10 mr. BAMPOMNOHOBAHO: Kancynu TBepgai, no 5
Mr/5 mr, no 5 mr/10 mr, no 10 mr/10 mr
221. | nonAnPun A Kancynu TBepgi, no dapmaues MonbLwa dapmMaLeBTUYHWIA MonbLa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/20335/01/03
10 mr/10 wmr, no 10 TUYHUA 3aBof BUNPABEHO TEXHIYHY NOMWIIKY B iIHCTPYKLiT ANns peuenmom
abo 6 kancyny 3aBof «MNOJIb®APMA» C.A. MeAMNYHOro 3aCTOCYBaHHs!, AONYLLEHY Npu npoueaypi
6nictepi,no 3ab6o 5 | «MOJIb®A peectpauii (Hakaz MO3 Ykpainu Big 15.01.2014 p. Ne
GnicTtepis B PMA» 76), B HanucaHHi gosyeaHb. SATBEPI)KEHO:




124 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
KapTOHHiI kopooLi C.A. Kancynwu tBepai, no 5 mr/5 mr, no 10 mr/5 mr, no 10
mr/10 mr. BAMPOMNOHOBAHO: Kancynu Teepai, no 5
mr/5 mr, no 5 mr/10 mr, no 10 mr/10 mr
222. | NOATEX OTMNA | HaGip ans HauioHanb MNonbwa HauioHanbHun LieHTp Monbwa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | minbKu 8 UA/18402/01/01
NPUroTyBaHHA Hun LleHTp AnepHux JocnigpkeHb Tmny - 3MiHn 3 gkocTi. A®Il. Kontponb A®I. 3miHa y ymosax
pagioapmaveBTuy ApnepHux mMeTogax BunpobysaHHst APl abo BuxigHoro cmauioHapy
Horo npenaparty y Hocnigpxe marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
CKNsIHOMY hriakoHi, Hb BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
no 6 dnakoHis B (BUNyYeHHs MeTody BUNPODOYBaHHSA Ans
KapTOHHIN ynakoBLi Adl/peareHTy/NpoOMIXKHOro NPOAYKTY, SKLLO
anbTepHaTUBHUI METO BXe 3aTBepAXeHun) - A cave;
BUNYYEHHS 3i cneumdikauii 4iko4oi pe4oBMHM OOUH i3
MeToaiB nepeipku ineHTudikauii — 1TH AMP. 3miHa He
BMMMBAE Ha SKiCTb, 6e3neKy Ta ePEeKTUBHICTb
npoaykty. 3miHn | Tuny - 3miHm 3 skocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuudikadin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BUpobHMLTBa ADI (ONOBHEHHS cneuudikadii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40oM
BMNpoOyBaHHS) - A came goaaBaHHs 4o cneundikauii
TECTY Ha ineHTudIKaLilo BUXiAHOT CUPOBUHY 3a
ponomoroto [Y-cnektpomeTpii. 3MiHa He BNMBae Ha
AKICTb, 6e3neky Ta edpeKTUBHICTb MPOAYKTY.
223. | NOCTEPU3AH cynosuTopii; no 5 Op. Kage HimeyuunH Op. Kage HimeuunHa BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3minu | 6e3 UA/4864/02/01
CynosnTopiiB y dapmaves a dapmaveBTUYHa TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma
CTpvni; No 2 cTpunu TUYHa Pabpuka M'moX KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN) -
B KapTOHHIN nayui dabpuka OHOBMEHHSA BXE 3aTBEPAXEHUX METOAIB KOHTPOMO
m6X SIKOCTi Nikapcbkoro 3acoby, a came BUKNaOEHHS TEKCTY
AepXaBHOK MOBOI Y/MHHOTO 3aKOHOAABCTBA 3
BHECEHHSAM KOPEKTOPCbKUX NpaBok no TekcTy MKA y
BiANOBIAHICTb 4O OpuriHanbHUX MaTtepianis
peecTpauinHoro Aocbe. 3MiHu | Tuny - 3MiHM Wwoao
6esnekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW) BHECEHHS 3MiH A0 po3ainy “ MapkyBaHHs” MKA
I13. BatBepaxeHo: Mapkuposka. MNpunaraercs.
3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEpAXXEHOro
TEKCTY MapKyBaHHs1
224. | NOCTEPU3AH mMa3b; no 25 ry TyGi Op. Kage HimeyumH Op. Kage HimeuunHa BHECEHHS 3MiH O peecTpalinHmux maTtepianis: 3miHu | be3 UA/4864/01/01
antoMiHieBin 3 dapmaues a PapmaLeBTNyHa TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib. peuenma
annikatopom; no 1 TUYHa dabpuka M'mM6X KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHK) -
TyOi B KApPTOHHIMN dabpuka OHOBMEHHS BXe 3aTBEPAXXEHUX METOAIB KOHTPOMO
navui m6X SIKOCTi Nikapcbkoro 3acoby, a came BUKNaAEHHS! TEKCTY

[iep>XxaBHOK MOBOI YMHHOTO 3aKOHOAABCTBA 3
BHECEHHSIM KOPEKTOPCbKUX NpaBok no TekcTy MKA y
BiZNOBIAHICTb 4O OpuriHanbHUX MaTtepianis
peecTpauinHoro Aocbe. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW) - BHECEHHS 3MiH A0 po3ainy “ MapkyBaHHSA"
MKA 113.
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayitiHo20

noceio4yeHHs1

3aTBepaxeHo: Mapkuposka. Mpunaraetcs.
3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPAXXEHOro
TEKCTY MapKyBaHHSI.

225.

NMPAOAKCA®

Kancynu Teepai no
110 mr: no 10
kancyn y 6nictepi;
no 6 Gnictepis y
KapTOHHiN kopobui

BepiHrep
IHrenbxan
M
IHTepHeLw
HN TvBX

HimeyvunH
a

BepiHrep IHrenbxanm
®apma 'm6X i Ko. KI”

Himeuumna

BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3minu |l
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
ANs MEAUYHOTO 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMU
[aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KIiIHIYHUMX gaHUMK Ta
AaHvMu 3 hbapmakoHarnsgy. 3MiHM BHECEHO A0
IHCTPYKUiT ANA MEeANYHOro 3aCTOoCyBaHHS NiKapCbKoro
3acoby Ao posginis "®apmakonoriyHi BnactueocTi"
(peparyBaHHs nepeknagy Ta yTouYHeHHs iHdopMmauii),
"MokasaHHsA" (peparyBaHHA nepeknagy),
"MpoTunokasaHHs", "B3aemogisa 3 iHWNUMK NikapCbKUMMN
3acobamu Ta iHWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepioa BariTHOCTI
abo rogyBaHHS rpyaato” (BHeCeHi yToYHeHHs
iHdopMauii 3 6e3neku BIANOBIAHO 40 AaHWUX
3aBepLUeHnX gocnigkeHb), "Cnocib 3actocyBaHHA Ta
nos3un" (peparyBaHHs nepeknagy Ta getanisadis
iHdbopmalii), "diTn" (peparyBaHHsi nepeknagy 1a
YTOYHeHHS iHdpopmalii), "Mepeno3ysaHHs", "MNobiyHI
peakuii”. BBegeHHs 3MiH NpoTarom 6-tu micauis nicna
3aTBEPOKEHHS.

3a
peuenmom

He
nionse
ae

UA/10626/01/02

226.

NMPAOAKCA®

Kancynu TBepgi no
150 mr: no 10
kancyn y 6nicrepi;
no 3 abo no 6
GnicTtepiB y
KapTOHHIN kopobui

BepiHrep
IHrenbxan
M
IHTepHeLw
Hn Tm6X

HimeyuuH
a

BepiHrep IHrenbxanm
®apma M'mbX i Ko. KI

Himeyumna

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |l
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ANA MeAUYHOrOo 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTI, AOKNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
AaHvMu 3 papmakoHarnsgy. 3MiHM BHECEHO A0
IHCTPYKUiT ANS MEAWYHOro 3aCTOCYBaHHSA MikapCbKoro
3acoby Ao posginis "®apmakonoriyHi BnactusocTi"
(peparyBaHHsi nepeknagy Ta yTOYHEHHs iHdopmalii),
"Moka3aHHs" (pegaryBaHHs nepeknagy),
"MpoTunokasaHHs", "Baaemogais 3 iHWMMM NikapCbKUMun
3acobamu Ta iHWi Buamn B3aemogin", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaa” (BHECEHI YTOUYHEHHS
iHgbopMauii 3 6e3neku BIANOBIAHO 40 AaHNX
3aBepLUeHMX aocnigkeHb), "Cnocib 3acTocyBaHHS Ta
no3n" (pegaryBaHHs nepeknagy Ta geTanisadis
iHdbopmalii), "Mepeno3yBaHHa", "MNobiyHi peakuii”
TaKoX BHECEeHi peJaKkTopCbKi NpaBkn A0 Nigpo3ainy
"OcHoBHi hi3unko-ximivHi BnacTueocTi".
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS.

3a
peuerimom

He
nidnsie
ae

UA/10626/01/03

227.

NMPAOAKCA®

Karncynv TBepai no
75 mr no 10 kancyn
y 6nicTtepi; no 1 abo

BepiHrep
IHrenbxan
M

HimeyunH
a

BepiHrep IHrenbxanm
®apma M'mbX i Ko. KI

Himeyunna

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
papmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuui

3a
peuenmom

He
nionsie
ae

UA/10626/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

3, abo 6 bnicTepiB y
KapTOHHiN kopobui

IHTepHeLw
HN TMBX

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
ANs MEAUYHOTO 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMU
[aHMMWN 3 AKOCTI, AOKMIHIYHUMM, KIiIHIYHUMX gaHUMK Ta
AaHvMu 3 hbapmakoHarnsgy. 3MiHM BHECEHO A0
IHCTPYKUiT ANA MEeAMYHOro 3aCTOoCyBaHHS NiKapCbKoro
3acoby fo posginis "®apmakonoriyHi BnactueocTi”
(peparyBaHHs nepeknagy Ta yTouYHeHHs iHdopMmauii),
"MokasaHHs" (peaaryBaHHA nepeknagy),
"MpoTunokasaHHs", "B3aemogisa 3 iHWWUMK fNikapCbKUMMN
3acobamu Ta iHwWi Buam B3aemopin”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHOCTI
abo rogyBaHHS rpyaato” (BHeCeHi yToYHeHHs
iHdopMauii 3 6e3neku BIANOBIAHO 40 AaHWUX
3aBepLUeHnX gocnigkeHb), "Cnocib 3actocyBaHHA Ta
nos3un" (peparyBaHHs nepeknagy Ta getanisadis
iHcbopmalii), "diTn" (peparyBaHHsi nepeknagy 1a
YTOYHeHHS iHdpopmalii), "MepenosysaHHs", "MobiyHI
peakuii”. BBegeHHs 3MiH NpoTarom 6-tu micauis nicna
3aTBEPOKEHHS.

228.

NMPUCMACOI 2

pO34MH Ang
remodpinbTpauii Ta
remogianizy no 5000
My
[ABOKOMMOHEHTHOMY
MiLLIKY 3
nonisiHinxnopuay
(mane BigaineHHs
250 mn i Benuke
BigainenHs 4750 mn,
SKi po3ginse
KPUXKWUI HiNenb i B
TOEPIBCLKOMY
3'egHyBadi
NPUCYTHIN KnanaH
abo Kpuxkui
Hinenb), Wo
ynakoBaHui B
nposopy
6araTtoliapoBy
nniBKy; No 2 MilKK y
KapTOHHIN kopooLyj;
no 5000 mny
[ABOKOMMOHEHTHOMY
MIiLLIKY 3
nonionediHy (Mane
BigaineHHsa 250 mn i
BeENnuke BigaineHHs
4750 mn, ski
po3ainse isonsuiviHa
neyarka i B
NEPIBCbKOMY

BeHTiB
Benbris
C.P..

Benbris

BIE®OE MEAITANN
C.NA.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa
3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Haka3zy MOS3 Big 23.07.2015 Ne
460). TepmiH BBeAE€HHS 3MiH - MPOTAroM 6 micsauiB
nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHuM). 3MiHM BHECEHO A0 IHCTpYKUii AN MeanyHoro
3aCcTOCyBaHHsI Nnikapcbkoro 3acoby Ao po3giny "Cnoci6
3acToCcyBaHHA Ta 4o3un" Woa0 MOXIUBOCTI
AesiHdikyBaTn NopT AN iH'eKLin nikapcbKoro 3acoby.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Mmicauis nicnsa
3aTBEPOKEHHS.

3a
peuerimom

He
nidnsie
ae

UA/13428/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o

noceio4yeHHs1

3'egHyBadvi
MPUCYTHIN KNanaHx),
L0 ynakoBaHun B
nposopy
GaraToLiapoBy
nniBKy; No 2 MilKn y
KapTOHHiIN kopobLi

229.

NMPUCMACOI1 4

pO34uH Ansi
remoqinbTpadii Ta
remogianiay, no
5000 mny
[ABOKOMMOHEHTHOMY
MiLLIKY 3
nonisiHinxnopuay
(mane BiggineHHs
250 mn i Benvke
BigainenHs 4750 mn,
SAKi po3ginse
KPUXKWI Hinenb i B
NOEPIBCLKOMY
3'egHyBadvi
NPUCYTHIN KNanaH
abo Kpuxkui
Hinenb), Wo
ynakoBaHui B
nposopy
GaraToLuiapoBy
nniBKy; MO 2 MilKK y
KapTOHHIN kopobLyj;
no 5000 mn'y
[ABOKOMMOHEHTHOMY
MIiLLIKY 3
nonionediHy (Mane
BigaineHHsa 250 mn i
BENnuke BigaineHHs
4750 mn, saki
posainse isonsuivHa
neyarka i B
NOEPIBCLKOMY
3’egHyBaui
NPUCYTHIN Knanax),
LLIO YnakoBaHWi B
nposopy
baraToLwiapoBy
nniBKy; N0 2 MilKK y
KapTOHHI kopobui

BeHTiB
Benbriga
C.P.J.

Benbris

BIE®OE MEAITAN

C.NA.

ITanis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHa
3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakazy MOS Big 23.07.2015 Ne
460): TepmiH BBeAEHHS 3MiH - MPOTAroM 6 micsuiB
nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN) 3MiHM BHECEHO A0 IHCTpyKUii AN MeanyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao posginy "Cnoci6
3aCTOCyBaHHA Ta [03U" WOoA0 MOXIMBOCTI
AesiHdikyBaTn NopT AN iH'eKLiN nikapcbKoro 3acoby.
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micsuis nicns
3aTBEPOKEHHS.

3a
peuerimom

He
nidnsie
ae

UA/13428/01/02

230.

NYCTUPHUKA
TPABA

TpaBa pi3aHo-
npecosaHa, no 100 r
y navkax 3
BHYTPILLHIM MakeTom

MpAT
"NikTpasun"

YkpaiHa

MpAT "Niktpasun"

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
Cunctema KoHTeHep/3akynoproBanbHUiA 3aci6 (iHLui
3MiHW) - BHECEHHS 3MiH 0 HOPMYBaHHS! NOKa3HWKIB
«laeHTudikauis (30BHiLLHI 03HaKW)» (QoAaBaHHS onucy

6e3
peuenma

UA/5987/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
NNiBKX NakyBasnbHOI ); « TOBLUMHA MMiBKMY» (YTOYHEHHS
A0NyCTUMKX HOPM NMoKa3HuKa) cneumdikadii 3
KOHTPOMIO NEPBMHHOIO MakKyBarnbHOro MaTepiany Ans
ynakoBku no 100 r y nayui 3 BHYTPILHIM NakeToM
(nniBka nakyBanbHa (NepBMHHA)).
231. | PAMIMEO® Tabnetkn, 2,5 Mepokemi Kinp BUPOOBHMLTBO 3a ManbTa/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a He UA/10154/01/01
KOMBI mr/12,5 mr; no 10 nTa NOBHWUM LIMKIOM: Kinp Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom nionse
TabneTok y 6nicTepi; Axrtasic TA, ManbTa; dapmakoHarnsagy (iHwi 3miHn) 3miHM BHECEHO A0 ae
no 3 Gnictepny BUPOBHMLTBO IHCTPYKUiT ANst MEOUYHOrO 3aCTOCYBaHHS MikapCbKoro
KapTOHHiI kopooLi Hepo3dacoBaHOro 3acoby B po3ainu "OcobnmBOoCTi 3aCTOCyBaHHS",
NPOAYKTY, KOHTPOIb "Mo6iyHi peakuii" BiaNOBiAHO 4O OHOBMNEHOT
SAKOCTI, A03BiN Ha iHbopMmalii Wwoao 6e3nekn 3actocyBaHHS Lito4oi
BUMYCK Cepil: peyoBuMHM (rigpoxnopoTia3ung). TepMiH BBEAEHHS 3MiH
Mepokemi J1T[] - MpoTAroM 6 micauiB nicnsa 3aTBepAXKEHHSsI
(LleHTpanbHuii
3aBog), Kinp;
nepBuHHE Ta
BTOPWHHE NaKyBaHHS:
Megokemi JIT[ (3aBog
AZ), Kinp
232. | PAMIMEO® TabneTtku, 5 mr/25 Mepokemi Kinp BUPOBHMLTBO 3a ManbTa/ BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a He UA/10154/01/02
KOMBI mr; no 10 TabneTok nTa NOBHMM LIVKITOM: Kinp TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nidnse
y 6nicTtepi; no 3 AxTtasic TA, ManbTa; dapmakoHarnsaay (iHwi 3amiHn) 3miHM BHECEHO A0 ae
Gnictepn y BUPOBHMLUTBO IHCTPYKLUIii 4NA MeQUYHOro 3acTOCYBaHHS NiKapCbKOro
KapTOHHIN kopobLi Hepo3dacoBaHOro 3acoby B po3ainu "OcobnmBOoCTi 3aCTOCYBaHHS",
NPOAYKTY, KOHTPOIb "Mob6ivni peakuii" BiANOBIAHO A0 OHOBMEHOT
SAKOCTI, A03BiN Ha iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHSA Aito4oi
BUNYCK cepii: peyoBUHY (rigpoxnopoTia3vua). TepmiH BBEAEHHS 3MiH
Mepokemi T[] - MpoTAroM 6 micauiB nicnsa 3aTBepAXKEHHSsI
(UeHTpanbHui
3aBog), Kinp;
nepBuHHE Ta
BTOPWHHE NaKyBaHHS:
Mepokemi NTA (3aBog
AZ), Kinp
233. | PEMIOXEKT PO34uH ANs iH'eKuin, Amakca Benuka OHko Inau CaHai Be TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a He UA/18821/01/01
25 mr/mn no 0,4 mn o BpuTaHis Timxapet A.LL. TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom nionsia
(10 mr), 0,6 mn (15 dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui ae

mr), 0,8 mn (20 mr),
1™mn (25 mr) y
nonepenHL0
3anoBHEHOMY
wnpwui; no 1
LUNpULy pasom i3
BOynoBaHoO0
iH'EKLINHOIO rOMKOK
B KOHTYPHili
YapyHKOBIN
ynakoBui; no 1
KOHTYPHilA
YapyHKOBIN ynakoBLi

nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
01 MeQUYHOro 3acTOCyBaHHS Ha MiacTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
3acoby B nicnsApeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 [OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigkeHs (PIP)
(3MiHy Y3rofpkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHECEHI [0 TEKCTY iHCTPYKLUiT ANst MeAUYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWVMK nikapcbkuMm 3acobamm Ta iHLi
BMAM B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

B KAPTOHHI Kopobui

"MoGiyHi peakuii" LwLoao 6e3nekn 3acTocyBaHHs Oito4ol
peyoBuHM 3a pekomeHaauieto PRAC EMA. - 3minum |
My - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
Ans MEQUYHOTO 3acTOCYBaHHA Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnimxkeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiMXEHb, MPOBEAEHUX
BigMNOBIQHO 40 MnaHy negiatpuuHux gocnigkeHs (PIP)
(3MiHY y3roxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHEeCeHi [0 TEKCTY IHCTPYKUiT ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ain "3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaa” woao 6esnekn 3actocyBaHHSA
[iroYoi pevoBrHM 3a pekomeHaadieto PRAC EMA
(pekoMeHgaLi LWogo KoHTpauenuii Ans 4onosikis).

234.

PEHENIKC
CNAT. NMEKA

Kpanni opanbHi no
30 mr, mo 50 mny
dnakoHi; no 1
c¢nakoHy B
KapTOHHIN ynakoBLi

MEKAHA
HATYPXA
MNeMITT
ENb Mm6X

HimeuvunH
a

MEKAHA
HATYPXAVNBMITTE
Nb FM6X

Himeyunna

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu |
Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHVX gaHux Npo cuctemMy hapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
3AicHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnovaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
yrNoBHOBaXeHOoI ocobu 3asBHUKa, BiAMOBIAANbHOI 3a
bapmakoHarnsg.

[Hitoua pepakuisi: Op. Pynonbd Kypue / Dr. Rudolf
Kurze. MNponoHoBaHa pepakuis: MNani Janiena Xene /
Mrs. Daniela Hehle.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBAaXEHOI 3asiBHYKA,
BiZNOBIganbHoI 3a dpapMakoHarnag.

bes
peuenma

UA/13604/01/01

235.

PEHENIKC
CNAT. MEKA

Kpanni opanbHi no
30 mn, no 50 mny
donakoHi; no 1
dnakoHy B
KapTOHHIN ynakoBLi

MEKAHA
HATYPXA
MNBMITT
ENb M6X

Himeuv4uH
a

MEKAHA
HATYPXAVNBMITTE
Nb MM6X

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHWX AaHUX Npo cuctemMy dpapmMakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHsA hapmakoHarnsigy B YkpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[i1MCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
ainna cuctemu papmakoHarnsgy) - 3MiHa KOHTaKTHoOI

6e3
peuenma

UA/13604/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
ocobu 3asBHVKa, BiANOBiAanbHoi 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuia: Cyxix Ipura MuxannisHa.
MponoHoBaHa pepakuis: LWaxsaToBa Hatanis
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3asiBHMKa, BiANoBiaanbHoi 3a hapmakoHarnsg B
YkpaiHi.
236. | PUSOCTUH TabneTku, BKpUTI dapmacan Kanaga dapmacanHc IHK. Kanapga BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a UA/13396/01/01
obonoHkoto, no 35 HC [HK. Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
Mr, No 4 TabneTkn y dapmakoHarnagy (iHwi 3amiHm) 3MiHM BHECEHO B TEKCT
6nictepi, no 1 MapKyBaHHS NEPBUHHOI (MYHKTU 4, 6) Ta BTOPUHHOI
6nictepy y (nyHkTn 3, 6, 8, 17) ynakoBok nikapcbkoro 3acoby.
KapTOHHiIN kopooLi TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPOKEHHS
237. | PUCNETPUN TabneTkn, BKpUTI dapmacan Kanaga dapmacanHc IHk. Kanapga BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/3656/01/02
obornoHkoto no 1 mr HC IHK. TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 60 TabneTtoky dapmakoHarnsaagy (iHwi 3amiHn) BHeceHo He3HauHi
nakoHax 3MiHW Y TEKCT MapKyBaHHS NEPBUHHOI (PraKoH,
nyHktn 3, 17) Ta (6nictep, nyHkTH 4, 6), a TakoX
BTOPUWHHOI (NyHKTM 3, 17) yNnakoBOK NikapCbKoro
3acoby. TepMiH BBEEHHS 3MiH MPOTAroM 6 micsuis
nicnsa 3aTBepaXXeHHs
238. | PUCNETPUN TabneTkn, BKpUTI dapmacan Kanaga dapmacanHc IHk. Kanapga BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/3656/01/03
o6oroHKot no 4 wr; HC [HK. Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom
no 60 TabneTtok y tapmakoHarnagy (iHwi 3miHM) BHeceHo He3HauHi
nakoHax 3MiHW Y TEKCT MapKyBaHHS NEPBUHHOI (PNaKoH,
nyHktn 3, 17) Ta (6nictep, nyHkTn 4, 6), a TaKoX
BTOPUWHHOI (NyHKTM 3, 17) ynakoBOK NikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH MPOTAroM 6 micsauis
nicns 3aTBepAKEHHs
239. | PUCNETPUN TabneTku, BKPUTI dapmacan Kanapa dapmacanHc IHk. KaHapa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/3656/01/05
060r0HKO0 NO 2 Mr HC [HK. Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
no 60 TabneTok y apmakoHarnsgy (iHwi amiHn) BHeceHo He3HauHi
dnakoHax, no 10 3MiHW Y TEKCT MapKyBaHHS1 NEPBUHHOI (pNaKoH,
Tabnetok y bnicrepi; nyHktun 3, 17) Ta (6nictep, nyHkTH 4, 6), a TaKOX
no 2 6nictepu y BTOPUWHHOI (NyHKTM 3, 17) ynakoBOK NikapCbKoro
KapTOHHiI kopobui 3acoby. TepMmiH BBeAEHHS 3MiH NpoTsArom 6 micsuis
nicns 3aTBepAKEHHs
240. | PUOAMNILUUH TabneTkun BKPUTI TNroniH IHAis TroniH JlimiTen IHaia BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/11941/01/01
+I3OHIA3UO+E | o6GonoHkoto, no 28 NimiTen Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
TAMBYTONY TabneTtok y 6nicrepi; capmakoHarnsgy. BeegeHHs abo 3miHv oo
riAPOXNOPUA | no 24 Gnictepu B y3aranbHeHUX gaHux Npo cuctemy dapmakoHarnsgy

KapTOHHiIl kopobui

(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapmMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
3AiicHeHHsA hapmakoHarnsigy B YkpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[i1MCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemun hapmakoHarnsigy) - 3miHa
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag. Hitoya pegakuis: Dr. Priya Prasad.
MponoHoBaHa peaakuis: Dr. Chitra Bargaje. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
Bi4noBiganbHoi 3a papmakoHarnsag. 3miHa KOHTaKTHOI
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsag B
YkpaiHi. [itoya pegakuisi: Bondar Galyna Aleksiivna.
lMponoHoBaHa pepakuis: Onyshchuk Liudmyla /
OHuwwyk NMiogmuna BanepiiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
capmakoHarnsg B YkpaiHi. 3MiHa MicLle3HaxomKeHHS
mMacTep-daiina cuctemu papmakoHarnsgy. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
241. | PICT-HOPMA rpaHynu; no 10 r MpAT YkpaiHa MpAT "HaujioHanbHa YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 6e3 UA/4625/01/01
rpaHyn y neHani "HaujioHan [omeonaTnyHa TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuyenma
nonimepHomy, no 1 bHa Cninka" dapmakoHarnsagy. BeegerHs abo 3aminn o
neHany B nayuij 3 [omeonat y3aranbHeHVX gaHux Npo cuctemMy hapmakoHarnsgy
KapToHy; abono 10 r N4YHa (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
rpaHyn y cprakoHi 3 Cninbka" dapmakoHarnsay, 3MiHa YNnoBHOBaXeHOi ocobu,
KpuLKoto, no 1 BiAnNoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnaay;
dnakoHy B nayui 3 KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa Ansi
KapToHy; abono 5r 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
rpaHyn y KOHTENHepi BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3 03yBaHHAM, NO 2 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroyarym
KOHTEMHepU B nayui KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
3 KapTOHYy darina cuctemu chapmakoHarnsigy) - 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiAMOBIiganbHOI 3a
capmakoHarnsg. Lirova pegakuis: TkadeHko TeTsiHa
MeTpiBHa. MNponoHoBaHa pegakuisa: Enb Kasnb
Hatanis KOpiiBHa.
242. | PO3NITPEK® Kancynu TBepgi no TOB Ykpaina BMPOGHMLTBO CLUA/ BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |l 3a UA/19842/01/01
100 mr; no 30 «Pow Hepo3adacoBaHOro LLisenuapis Tuny - 3MiHK Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
Kancyn Teepaux y YkpaiHa» nikapcbkoro 3acoby, apmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
nnswyi; no 1 BUNPOOYBaHHSA 30060B'A3aHb Ta YMOB BuJaui peecTpaLiiHoro
NAAWLUi Y KApTOHHIN KOHTPOIIO SKOCTi Npwn noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA pyu3nkamm
kopooui BUMYCKYy Ta (3acTtocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
crabinbHocCTi: noAanbLIoro obrpyHTyBaHHS HOBUMUW 40OATKOBUM
KataneHT MNpiHBinn OaHUMU, WO MaloTb HagaBaTUCSH KOMNETEHTHUM
IHk., CLLUA; OpraHoMm, OCKifbKW BUMaraeTbCsl CyTTEBa OLiHKa
BUNPOOYBaHHSA KOMMETEHTHNM opraHoMm). 3assBHUKOM HafaHo

KOHTPOIO AKOCTi:
MikpobionoriyHa
yucToTa:

. XobbmaHH-Ia PoLwu
JIta, Weenuapis;
BMNPOOYBaHHs
KOHTPOIMIO SKOCTi Npu
BUMYyCKy Ta
cTabinbHOCTI, Kpim
MikpobionoriyHoi

OHoBrieHun NnaH ynpasniHHa pu3nkamu Bepcis 5.2.
3MiHu BHeceHo Ao YacTuH | «3aranbHa iHdopmais»,
Il «Cneundikauis 3 6e3nekmy, VI «Pe3stome nnaHy
ynpaBniHHa pusnkamuy, VIl «Jogatkun», 3 MeToto
BijOBpaKeHHs OCTaTOYHO 3aTBEPOXKEHUX NOKa3aHb Ta
[03yBaHHSA A nefiaTpMYHUX NauieHTiB, Ha nigcTasi
KniHiYHOrO ornagy, NiATBEepMKEHHS 3aTBEPAXEHHS
3MiH B kpaiHi 3asiBHUKa/BUpOGHMKa. Pestome MnaHy
ynpaBniHHA py3nkamu Bepcis 5.2 nogaeTbes.
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[IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
YUCTOTU, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS,
BUMYCK Cepii:
. XodbhmaHH-I5 PoLwu
JIta, Wseniuapis
243. | PO3NITPEK® Kancynu Teepai no TOB YkpaiHa BUPOBHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaulinHmx maTtepianis: 3miHu I 3a UA/19842/01/02
200 wr; no 90 «Pow Hepo3dacosaHoro LLisenuapis Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom
Kancyn Tsepamx y YkpaiHa» nikapcbkoro 3acoby, hapmakoHarnsgy. BHeceHHsi abo 3miHa(m) Ao
nnswuyi; no 1 BUNPOOYBaHHSA 30060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
NNAWLI Y KAPTOHHIN KOHTPOSIHO AKOCTi Npun noceigyeHHs, BKtovatoum NnaH ynpaeniHHA pysmkammn
KopobuLi BUNYCKY Ta (3acTtocyBaHHSA 3miH(K), Aki(a) BUMaraoTb(€)
cTabinbHocCTi: noganbLIoro obrpyHTyBaHHsS HOBUMMW J40OATKOBUM
KataneHT NpiHBinn OaHMMU, WO MaloTb HagaBaTUCH KOMNETEHTHUM
IHk., CLUA; OpraHoM, OCKiflbKu BUMaraeTbCs CyTTEBA OLiHKa
BMNPOOYBaHHs KOMMNETEHTHNM opraHoMm). 3asiBHUKOM HagaHo
KOHTPOSO SIKOCTI: OHoBNEeHWN NnaH ynpaBniHHA pu3nkamu Bepcis 5.2.
MikpobionoriyHa 3MiHM BHeceHo 0 YacTuH | «3aranbHa iHpopmalisi»,
yucrora: Il «Cneundpikanis 3 6eanekn», VI «Pestome nnaHy
&.XodpbmaHH-I1 Pow ynpaeniHHa pusukamny, VI «JogaTkmy», 3 MeToo
JIto, Weenuapis; BifOOpaXKeHHs OCTAaTOYHO 3aTBEPAXXEHNX MOKa3aHb Ta
BMNPOOYBaHHS [03yBaHHA oNs negiatpMyHMX NauieHTiB, Ha nigcTasi
KOHTPOIMIO SIKOCTi Npun KniHiYHOro ornsiAy, NiATBEPOXKEHHS 3aTBEPKEHHSI
BUNYCKY Ta 3MiH B KpaiHi 3asBHUKa/BMpo6HuKa. Pestome lMnany
cTabinbHOCTI, KpiM ynpaBniHHA pu3nkamu Bepcisa 5.2 gogaeTbces.
MikpoGionoriyHoi
YNCTOTU, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS,
BUMYCK cepii:
&.XodpdmaHH-T1a Pow
JIta, Weenuapis
244. | CANIUUNOBA PO3YUH HaLLKIpHWI AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis:3miHu | bes UA/7041/01/01
KUCIIOTA cnupTtosun, 20 "dapmak” TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenma
mr/mn, no 25 mny hapmakoHarnsgy (iHwi amiHu)
donakoHi; no 1 BHeceHO He3HauHi 3MiHW Y TEKCT MapKyBaHHS
hnakoHy B navui 3 nepBUHHOI (N. 6) Ta BTOPMHHOI (M. 16, 17) ynakoBku
KapTOHY nikapcbkoro 3acoby, a TakoX YTOYHEHO iHhopmMaLito
oo noroTuny.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
3minu | Trny - 3miHn woao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHu)
OHOBMEHO TEKCT MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOIT
yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4YeHO
iHdpopmaLito, 3a3HayYeHy poCiNCbKOK MOBOH.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3aTBEPOKEHHS.
245. | CANO®AIbK rpaHynu Op. ®anbk | HimewunH BignosipnanbHun 3a HimeyumHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a He UA/3745/01/04
racTpope3nCTEHTHI dapma a BUMYCK cepin Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsiz
NPOMOHroBaHoI Aji m6X KiHLLeBOrO MPOAYKTY: dapmakoHarnsay. 3miHa y KOpoTKili XapakTepucTuLi ae

no1,5r,no2,79r

rpaHyn y naketi

Op. ®anbk ®apma
'M6X, HimevyumnHa;

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANsi MeAUYHOTO 3aCTOCYBaHHs! Ha MigcTasi perynsipHo
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

«[pany-CTuke»; no
35 nakeTiB y kopobui
3 KapTOHY

BUPOGHMK 4030BaHOI
dopmu, NepBUHHE,
BTOPWHHE MaKyBaHHSA
Ta KOHTPOIb SKOCTi:
Jlosan ®apma M'mbX,
Himeuuunna; ®apbin
dapma 'M6X,
HimeuumHa; BUpOBHUK,
BigNOBiganbHUNM 3a
nepBuUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOJb SIKOCTI:
JlosaH dapma 'mbX,
HimeuuuHa;
Bupo6HuK,
BigNOBiganbHUI 3a
BTOPVHHE NaKyBaHHS:
Jlokcecc ®apma 'M6X,
Hime4uunHa; BUpOBHUK,
BiAnoBiganbHWi 3a
KOHTPOJb SIKOCTI:
HaykoBo-gocnigHuin
iHcTUTYT Xennenep
'M6X, HimeuyumnHa;
BUPOGHMK,
BignoBigansbHWi 3a
KOHTPOMb SIKOCTI:
anndameg PAPEBIS
ApuHanmittens M'vbX,
HimeyymHa

OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnimxkeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuiA nepiog, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMIMXEHb, MPOBEAEHUX
BigMNOBIQHO 40 NMnaHy negiatpuuHux gocnigxkeHs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXXeHUM
opraHom. 3MiHM BHECEHO A0 IHCTPYKUii NS Mean4Horo
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTtocyBaHHA" Ta "MMo6iYHI peakwii”
BignoBigHo fo pekoMeHaauii PRAC.

246.

CAJTIO®AINDbK

CycneHsis
pekTanbHa, 4 r/60 T;
no 60 r cycneHsii y
Kni3mi; No 7 kniam y
6nictepax B kKopobui
3 KapTOHY

Op. ®anbk
Papma
m6X

Himeuv4uH
a

BignosiganbHui 3a
BUNYCK Cepilt
KiHLLEBOro NPOAYKTY:
Op. ®anbk Papma
'm6X, HimeuunHa;
BupobHuk fo3oBaHoi
opmu, NepBUHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPOMb SIKOCTI:
KoppeH ®apma
®pibypr AI'
LiBanHigepnaccyHr
ETTiHreH, LBenuapis;
JlosaH ®apma M'mbX,
HimeuumnHa;
Bupo6Huky,
BianoBiganbHi 3a
KOHTPOMb SIKOCTI:
JlozaH dapma 'M6X,
HimeuunHa; KopaeH
dapma Ppibypr CA,

Himeuumnna/
LLiBeviLapis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
ANs MEAUYHOTO 3acTOCyBaHHA Ha NiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3nekn 3aCToCyBaHHS NikapcbKoro
3acoby B nicnapeecTpauiiHuiA nepion, abo sk
pe3ynbTaT OLUiHKK 3BiTY 3 AOCNIAXKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3ropkeHo 3 KOMMNETEHTHUM YMOBHOBaXXEHUM
opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT Ans MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobrnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BignoBigHo oo pekomeHaauii PRAC

3a
peuenmom

He
nionsie
ae

UA/3745/02/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

LLisenuapis; bioeksam
AT, Wsenuapis;
HaykoBo-gocnigHuin
iHCTUTYT Xennenep
'm6X, Himeudynna

247.

CAJTIO®AIDbK

rpaHynm
racTpope3nCTEHTHI
NPOSIOHroBaHoI Aii
no3r;no558r
rpaHyn y naketi
"INpany-Ctukc"; no
50 nakeTiB y kopobLi
3 KapTOHY

Op. danbk
dapma
meX

HimeyvunH
a

BignosiganbHui 3a
BUMNYCK Cepiln
KiHLEBOro MPOAYKTY:
Op. ®anbk Papma
'M6X, HimeuumHa;
BrpobHuk go3oBaHoi
¢opmu, NEPBUHHE,
BTOPUHHE NaKyBaHHS
Ta KOHTPOIb SKOCTi:
JlosaH dapma 'm6X,
Himeuuunna; ®apbin
dapma 'M6X,
HimeuumnHa;
Bupo6HuK,
BiAnoBiganbHWi 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SKOCTI:
JlosaH dapma 'mbX,
HimeuumnHa;
Brpo6HuK,
BiANoOBiganbHUI 3a
BTOPWHHE NaKyBaHHS:
Jlokcecc ®apma 'M6X
, HimeuunHa;
BUPOGHMK,
BianoBigansbHWi 3a
KOHTPOMb SIKOCTI:
Haykoso-gocnigHui
iHcTUTYT Xennenep
'M6X, HimeuuunHa;
BUPOGHMK,
BignoBigansbHWi 3a
KOHTPOMb SIKOCTI:
anndameg ®APBIN
ApuHanmitTens M'mbX,
HimeyunHa

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTKili XapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Ans MEQUYHOTO 3acTOCyBaHHA Ha NiacTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiHiiA nepion, abo sik
pe3ynbTaT OUiHKM 3BiTy 3 4OCMIMKEHb, MPOBEAEHUX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigkeHs (PIP)
(3MiHY y3roxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiH1 BHECEHO [0 iIHCTPYKLUIi ANns
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainis "OcobnumBocTi 3acTocyBaHHS" Ta "lMobiYHi
peakuii” BignosigHo Oo pekomeHaauii PRAC

3a
peuenmom

He
nionse
ae

UA/3745/01/03

248.

CAHOOCTATHU
H® NAP

MOPOLLIOK ANsi
cycneHxsii ans
iH'ekuin no 20 mr; 1
(hnakoH 3 MOPOLLKOM
y BUmsgi
Mikpocdep y
KOMMNNeKTi 3
PO3YMHHUKOM
(HaTpito

HogsapTic
dapma Al

LLsenuapi
a

BTopuHHe nakyBaHHs,
BUWMYCK Cepii roTOBOro
npoaykty: HosapTic
®apma LLtenH AT,
LLiseviLapis;
Bupo6HMuTBO,
KOHTPOMb SKOCTi,
NepBUHHE NakKyBaHHS
PO3YMHHUKA Ta

LLsenuapis/
Hinepnangm
/ ABcTpisi/
IcnaHia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUINyYEHHs cepTudikaTa BignoBiaHOCTI EBpoNENCHKiIl
capmakonei: ana A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BMKOPWCTOBYOTbCS Y BUPoBHMUTBI APl; ans

3a
peuenmom

UA/1537/02/02
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
Kapmenosy/HaTpito anbTepHaTMBHUI [OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
kapbokcumeTunuen BMPOBHWK Ans €sponelicbkin hapmakonei) - Houn ceptudpikat Ha
tonosy, maHit (E BTOPUHHOIO HecTepunbHuii A®I, sikun 6yae BUKOPUCTOBYBATUCS
421), Bogy ons nakyBaHHSi FOTOBOrO Ansi BUpobHULITBa CTEPUIBHOTO NiKapCcbKoro 3acooy,
iH’exuin, npoaykty: AGGoTT AKLLIO BOA BMKOPUCTOBYETLCSA HA OCTaHHIX eTanax
nonokcamep 188) no Bionogxwkanc b.B., CMHTe3y Ta MaTepiarn He BinbHWUI Big 6akTepianbHNX
2 mMn 'y nonepeaHbo Higepnanaw; €eHAOTOKCUHIB. NogaHHs HoBOro cepTudikaTa
3anoBHeHOMy Brpo6HuuTBO BignoBsigHocTi €sponewcekin dapmakonei Ne RO-CEP
LNpuLi Ta 04HO Hepo3adacoBaHOro 2020-229 - Rev 01 ans gitovoi pevoumHn Octreotide
rOrKoK Ta OOHUM NpoAyKTY, KOHTPOMb Bi HoBOro BMpo6HMKa Bachem AG (BoNoBHEHHS).
ajantepom B AKOCTi, NepBUHHE 3MiHu | TUny - 3minm 3 sikocTi. A®I. BupobHuuTBO.
KapTOHHiIN kopooLi nakyBaHHS MNOPOLLIKY: 3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
HoBaprTic npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
dapmacbioTukan BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUMKa
MaHydaktypiHr F'M6X, (BKNtovaouun, ge HeobxigHo, MicLe NpoBeaeHHs
ABCTpIfl; KOHTPOMb KOHTponto sikocTi) ADI (3a BiacyTHoOCTI cepTuddikarta
AKOCTi MOPOLLKY 3a BiAMOBIAHOCTI €Bponencekii apmakonei y
BCiMa napameTpamu 3aTBEPKEHOMY JOChE)(3MiHU [0 3aX0AiB, NOB'sI3aHNX
3a BUKIMIOYEHHAM 3 KoHTponem AdI, abo goaaBaHHS AinbHULI, Ae
MOMEKYNApHOi Macu NpoOBOANTLCS KOHTPOMb/BMNPOOyBaHHSA cepii).
nonimepy: [opaBaHHA QinbHWUI, Ae NPOBOAUTLCSA
CaHnpos 'm6X, KOHTponb/BunpoboByBaHHsA cepii APl Octreotide -
ABCTPpis; BUNYCK cepil: Bachem AG.
HoBaprTic
dapmackiotuka, C.A.,,
IcnaHis
249. | CAHOOCTATH MOPOLLIOK ANsi HoBapric Lsenuapi | BtopuHHe nakyBaHHs, | LlBeluapis/ | BHeceHHsi 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/1537/02/03
H® NAP cycneHsii ans dapma Al a BUNycK cepii rotoBoro | Higepnavam TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
iH'ekuin no 30 mr; 1 npoaykTy: HoaprTic / AscTpist/ cepTudikaT BignoBigHOCTI €EBpONenchKi
nakoH 3 NOPOLLKOM ®apma LLtenH AT, IcnaHis apmakonei/moHorpadii. MogaHHsa HoBoro abo

y BUrNsai
mikpocdpep y
KOMMNNeKTi 3
PO3YMHHUKOM
(haTpito
Kapmenoasy/HaTpito
kapbokcumeTunuen
tonoay, MaHiT (E
421), Bogy ons
iH’eKkUin,
nonokcamep 188) no
2 Mn y nonepeaHso
3anoBHEHOMY
LLNpUL Ta OAHOI
rOrKOK Ta OOHUM
afanTtepom B
KapTOHHiIN kopobuyi

Lisenuapis;
BupobHuuTBO,
KOHTPOMb AKOCTI,
nepBuHHE NakyBaHHSA
PO34MHHUKA Ta
anbTepHaTUBHUIA
BUPOGHMK Ans
BTOPWHHOIO
nakyBaHHsi FOTOBOrO
NPOAYKTY:
ABGOTT Bionogxukanc
B.B., Higepnanau;
BupobHuLTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPOMb
AKOCTi, NEPBUHHE
nakyBaHHs! MOPOLLIKY:
Hosapric
dapmacbioTukan
MaHydakTypiHr M'm6X,
ABCTpisi; KOHTPOb

OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKin
capmakonei: ana A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - HoBui ceptudpikat Ha
HecTepunbHun A®I, skun Byae BuKopucToByBaTmCH
Ans BUpOOHMLITBA CTEPUNBHOrO MikapCbKoro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCS HA OCTaHHIX eTanax
CVHTE3y Ta MaTepiarn He BinbHWUiA Big 6akTepianbHUX
€eHOO0TOKCUHIB. MNogaHHs HoBoro cepTudikara
BignoBigHocTi EBponelickkin chapmakonei Ne RO-CEP
2020-229 - Rev 01 ans gitoyoi pevouHn Octreotide
BiA HoBOro BUpoGHMKa Bachem AG (BOMOBHEHHS).
3miHu | Tuny - 3minm 3 sikocTi. A®l. BupobHuuTBO.
3MiHa BUPOOHWMKa BMXiAHOTO/MPOMIXKHOIO
NpoAYKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOoGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkrtoyaroum, fie HeobXxigHO, MicLle NPoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikaTa
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
SIKOCTi NOPOLLKY 3a Bi4NOBIgHOCTI €BponeWnchkin hapmakonei y
BCiMa napameTtpamu 3aTBEPPKEHOMY AOCLE)(3MiHU [0 3aX0AiB, NOB'A3aHNX
3a BUKIMIOYEHHAM 3 KoHTpornem AdI, abo goaaBaHHS AinbHULI, Ae
MOJEKYNAPHOT Macu NPOBOANTLCSI KOHTPOL/BUNPOBYBaHHS cepii).
nonimepy: CaHgos [oaaBaHHS AinbHWL, e NPOBOAUTLCS
'M6X, ABCTpis; BUNYCK KOHTponb/BunpoboByBaHHsA cepii API Octreotide -
cepii: HoBaprtic Bachem AG.
dapmacbiotuka, C.A.,
Icnanis
250. | CAHOOCTATHU NMOPOLLOK Anst Hosapric Lserinapi | BTopuHHe nakyBaHHs, LLseviyapis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/1537/02/01
H® JIAP cycnewsii gns dapma Al a BWMNYCK cepii rotoBoro | Higepnanau Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
iH'ekuini no 10 mr; 1 npoaykty: Hosaptic | AscTpisi/ cepTudikaT BianoBigHOCTI €BpONenchbKin
bnakoH 3 NOPOLLKOM dapma LLtenH AT, IcnaHia dapmakonei/moHorpadii. MogaHHsA HoBoro abo
y BUmsgi LLisenuapis; OHOBIEHOoro cepTudikarta BignosigHocTi abo
Mikpocdep y BupobHmuTBO, BUYyYEHHS1 cepTudikaTa BignoBigHOCTIi €Bponenchkii
KOMMMEKTi 3 KOHTPOMb AKOCTI, cdapmakonei: ana Adl; gnsa BuxigHoro
PO3YUHHUKOM nepBUHHE NaKyBaHHs matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
(HaTpito PO34YMHHUKa Ta BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
Kapmenosy/HaTpito anbTepHaTMBHUI [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
kapbokcumeTunuen BUPOBHMK Ansi €Bponencbkin dapmakonei) - HoBui ceptudikat Ha
tonosy, maHit (E BTOPVHHOIO HecTepunbHuii A®I, sikun 6yae BUKOPUCTOBYBATUCS
421), Bogy ons nakyBaHHsi FOTOBOrO Ans BUpobHULITBA CTEPUITBHOTO NiKapCbKoro 3acooy,
iH’exuin, npoaykTy: A66oTT AKLLIO BOA BMKOPUCTOBYETLCSA HA OCTaHHIX eTanax
nonokcamep 188) no Bionogxukanc b.B. , CVHTe3y Ta MaTepiarn He BinbHWUI Big 6akTepianbHNX
2 Mn 'y nonepeaHbo Higepnanaw; €HAOTOKCUHIB. NogaHHs HoBOro cepTudikaTa
3anoBHeHOMY BupobHuuTBO BignoBigHocTi €Bponerickkin dapmakonei Ne RO-CEP
LnNpuLi Ta 04HO Hepo3adacoBaHOro 2020-229 - Rev 01 ans gitoyoi pevosuHu Octreotide
rOrKoK Ta OOHUM NpoayKTy, KOHTPOMb BiA HoBOro BMpo6HMKa Bachem AG (BONOBHEHHS).
apanTepom B SIKOCTi, NEPBUHHE 3miHu | Trny - 3miHn 3 akocTi. A®l. BupobHuuTBo.
KapTOHHiI kopobui nakyBaHHS NMOPOLLIKY: 3miHa BUpOOHMKa BMXigHOIrO/MPOMiXKHOIO
HoBaprTic npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
dapmacbioTukan BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
MaHydakTypiHr M'm6X, (Bkntovaroum, ae HeobxigHo, MicLe NpoBeaEeHHS
ABCTPISi; KOHTPOb KOHTponto sikocTi) AdI (3a BigcyTHOCTI cepTudikaTa
AKOCTi MOPOLLKY 3a BiAMOBIAHOCTI €Bponenceki apmakonei y
BCiMa napameTpamu 3aTBEPKEHOMY [0CbE)(3MiHU 0 3aX0AiB, NOB'sI3aHMX
3a BUKIMOYEHHAM 3 koHTponem A®I, abo foaaBaHHs AinbHUUI, Ae
MOMEKyNApHOi Macu NpOBOANTLCS KOHTPOMbL/BMNPOOyBaHHSA cepii).
nonimepy: CaHgos [opaBaHHS AinbHWLI, e NPoBOAUTLCS
MM6X, ABCTpisi; BUNyck KOHTponb/BunpoboByBaHHs cepii APl Octreotide -
cepii: Bachem AG.
HoBapric
dapmacktotuka, C.A.,
IcnaHis
251. | CAHLERN - 1000 | nopoLuok ans CeHc IHAis CeHc JlabopaTtopic IHaisa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/19070/01/01
po3uunHy ans iH'ekuin | Nabopato MeT. JlTA. Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
no 1000 wr; no 1 pic MNBT. dapmakoHarnsay. 3miHa y KOpoTKili XapakTepucTuLi ae
dnakoHy 3 ITa. nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKUil
MOPOLLKOM Y Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiAcTaBi perynsipHo

KapTOHHIl ynakoBLi

OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3NeKkn 3aCTOCyBaHHS Nikapcbkoro
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
3acoby B nicnsipeecTpauiiHiii nepiog, abo sk
pe3ynbTaT OUiHKM 3BIiTY 3 OCNIOKEHb, NPOBEAEHNX
BignoBigHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXXeHUM
opraHom) - 3MiH1 BHECEHO [0 IHCTPYKLUIi ANns
MeAMYHOro 3aCTOCyBaHHSI Nikapcbkoro 3acoby B
po3ainu "OcobnueocTi 3acTocyBaHHA", "Mo6iYHi
peakuii” BignoBigHO 4O OHOBMEHOI iHpopmalii 3
6e3neku fgito4oi peyoBuHU. BBeaeHHs1 3MiH NPOTAroM
6-TW MicaLiB nicns 3aTBepOKEHHSA
252. | CENNCENT® kancynu no 250 wr, TOB Ykpaina Brpo6HuuTBO ITanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3minn |l 3a UA/6612/01/01
no 10 kancyny «Pow Hepo3dgacoBaHoI LLsenyapis TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 10 YkpaiHa» NPOAYKLil; NaKyBaHHS, tapmakoHarnagy. BHeceHHs abo 3miHa(u1) oo
6nictepis y BMNPOOYBaHHS 3060B's3aHb Ta YMOB BuAadi peecTpauinHoro
KapTOHHIN navui KOHTPOSO SIKOCTI: nocBigYeHHs, BKtovatoum NnaH ynpaeniHHA pyusmnkammn
Henbdapm MinaHo, (3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(e)
C.P.J1, Itanis; noAanbLIoro obrpyHTyBaHHS HOBUMMW 4OOATKOBUM
MakyBaHHS, BUNYCK OaHnMK, Wo MarTb HaaBaTUCS KOMMNETEHTHUM
cepii: ®.XoddmaHH- OpraHoMm, OCKiflbKW BUMaraeTbCsa CyTTEBA OLiHKA
Ja Pow JltA, KOMMETEHTHUM OpraHoMm) - 3asBHMKOM HagaHo
Lsenuyapis; Bunyck OHoBNEeHWN NnaH ynpasBniHHA pu3nkamu Bepcis 1.2.
cepii: ®.XodhdpmaHH- 3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHdopmaLisi»
Ja Pow JltA, 11l «[Mnan 3 dpapmakoHarnagy» VIl «dogatku»
LLsenyapis (oopaTkm 1-8) y 3B’A3KY 3 HagaHHAM O04aTKOBOI
iHCbopMaLii Woao OLHKM PO3LLMPEHHSA NOKa3aHb Ans
negiaTpuYHMX NauieHTiB Ta BUAANEeHHs 3Be4eHOI
Tabnuui fogaTkoBUX 3axoAiB 3 dhapmakoHarnsgy.
Pestome MNnaHy ynpasniHHS pusukamn Bepcis 1.2
AofaeTbes
253. | CUBA3OH® IC | Tabnetkm no 0,005r; | Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/4828/01/01
no 10 Tabnetok y BO 3 [04aTKOBOK TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
6nicTepi; no 2 [0[aTKoBO BiAMOBIAANbLHICTIO dapmakoHarnsaay (iHwi 3amiHw).
6nictepu B nayui 10 "IHTEPXIM" OHOBIEHO TEKCT MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOI
Bignosiga yNaKoBKU fikapcbKoro 3acoby, a came BUIy4eHO
NBHICTIO iHbopMmaLito, 3a3HavYeHy POCINCHLKOK MOBOIO.
"IHTEPXI BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
M" 3aTBEePAKEHHS
254. | CUBA3OH® IC | Tabnetkm no 0,01r; Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu | 3a UA/4828/01/02
no 10 TabneTtoky BO 3 [0[aTKOBOO Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 2 [00aTKOBO BignoBiganbHicTIO cbapmakoHarnsgy (iHwi 3amiHn).
Gnictepu B navui 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHS! NEPBUHHOI Ta BTOPUHHOT
Bignosiga yNakoBKM NikapcbKoro 3acoby, a came BUMy4YeHo
NBHICTIO iHcbopMmaLito, 3a3HavYeHy POCICHLKOK MOBOIO.
"IHTEPXI BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
M" 3aTBEePPKEHHS
255. | CAMETUKOH TabneTku, BKPUTI Tosapuct YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 6e3 UA/15907/01/01
oboroHkoto, no 125 BO 3 obmexeHo TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
Mr, o 7 TabneTok y obmexeHo BiZNoOBIganbHICTIO Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiiHoro
GnicTepi; no 2 10 "®apmaueBTn4Ha noceigyeHHs1). 3MiHa agpecu 3asiBHUKa
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
6nictepu y kopobui 3 | Bignosiga bipma "BepTekc”
KapToHy NbHICTIO (BPOGHULTBO 3
"dapmaue npogykuii in bulk
BTUYHA ToBapwucTBa 3
dipma obmexeHo
"BepTekc" BigNoOBiganbHICTHO
"®apmaueBTUYHa
KoMnaHisi "3gopos'a”,
YkpaiHa)
256. | CUHIYNdaP® TabneTkn, BKpUTI OpraHoH LLsenuapi Bupo6Humk Benvka BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/10208/01/03
NniBKOBOO CeHtpan a Hepo3dacosaHoi Bpuranis/ Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom
o6onoHkoto, no 10 leT TM6X nNpoAyKLii, NnepBUHHa Benbrisi/ capmakoHarnsgy. BeegeHHs abo 3amiHv oo
mr; no 14 TabneTok Ta BTOPWHHA HipepnaHngu y3aranbHeHVX gaHUX Npo cuctemMy hapmakoHarnsgy
y 6nictepi; no 2 ynaKoBKa, KOHTPOIb (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
Gnictepu B sikocTi: OpraHoH capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHiIN kopooLi dapma (UK) Nimiten, BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
Benvka bpuTaHis; KOHTaKTHOI 0cobu 3 hapMakoHarnsigy 3asiBHuUKa Ansi
MepBuHHa Ta 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BTOPMHHA yNakoBKa, BigMiHHa Big yNOBHOBa)eHOi ocobu, BignosigansHoi
KOHTPOMb SKOCTI, 3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
[003BiN Ha BUMNYCK KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
cepii: Mepk Wapn i davina cuctemn chapmakoHarnsgy) - 3miHa
Ooywm B.B., KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asABHMKA,
Higepnanawn; Jo3sin BignosigansHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKTHMX
Ha BUNYCK cepii: [aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
OpraHoH XelicT 68, dapmakoHarnsa B YkpaiHi. 3MiHa MicLe3HaxomKeHHs!
Benbris macTtep-darina cuctemu papmakoHarnagy. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
257. | CONIAH® 200 TabneTtku no 200 wmr, TOB YkpaiHa OENb®APM OIXKOH ®paHuis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/4292/01/03
Mmr Ne 30 (10x3): no 10 "CaHodi- Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
TabneTok y 6nictepi; ABeHTiC dapmakoHarnsagy. BeegerHs abo 3aminn o
no 3 6nictepu B YkpaiHa" y3aranbHeHUX JaHux Npo cuctemy dapmakoHarnsgy
KapTOHHiI kopobui (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapmMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLo BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
arina cuctemu hapmakoHarnsigy) - 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnagy. 3miHa micus 3giNCHEHHS OCHOBHOT
[isiNbHOCTI 3 dapmakoHarnsay
258. | conoakun kopeHi; no 50 r abo MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | bes UA/5695/01/01
KOPEHI no 100 r y naykax 3 "NikTpasun" Tmny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMin 3acib. peuenma

BHYTPILLHIM
naketom; no 1,5ry
GinbTp-nakeTi; No
20 cpinbTp-nakeTiB y

Cunctema KoHTenHep/3akynoproBanbHUiA 3aci6 (iHLui
3MiHW) - BHECEHHS 3MiH 0 HOPMYBaHHS! NOKa3HWKIB
«laeHTudikauia (30BHILHI 03HaKN)» (oAaBaHHSA onucy
NniBkM NakyBanbHoi ); « TOBLUMHA NNiBKU» (YTOYHEHHSI
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
nadui; no 1,5ry [OMyCTUMUX HOPM MOKa3HMKa) cneumdikaLii 3
dinbTp-nakeTi; No KOHTPOMIO MEPBMHHOIO MaKyBasbHOro MaTepiany Ans
20 cbinbTp-nakeTiB y ynakoBku no 50 r ta no 100 r y nayui 3 BHYTPIiLWHIM
nayi 3 BHYTPILWHIM nakeTom (nniBka nakyBarnbHa (nepBuHHA)).
nakeTom
259. | CONY-KOPTE® | nopoLuok gns Mdparizep CWA Mdparizep Beneris BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/9873/01/01
PO34UHY ANs iH'eKLuin IHK. MeHtiodekdypuHr YTOYHEHHS peecTpauinHoi npoueaypy B HaKasi peuenmom nionse
no 100 mr, 1 conakoH Benbria HB MO3 Ykpainu Ne 238 Big 11.02.2025 - 3minn Il Tuny - ae
3 MOPOLLKOM Y 3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
KapTOHHiIN kopobLyj; dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumLi
25 dnakoHis 3 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
MOPOLLIKOM Y MigAoHi Ansi MEQUYHOTO 3aCTOCYBaHHS Y 3B’AI3KY i3 HOBUMU
ans [aHMMWN 3 AKOCTI, AOKMIHIYHUMM, KIiHIYHUMW gaHUMK Ta
TpaHCMNopTyBaHHSA AaHnMm 3 dapmakoHarnsgy - 3MiHu BHeCeHo 4o
(6e3 BTOpUHHOI IHCTPYKLUIii 4NA MeQUYHOro 3acTOCYBaHHS NiKapCbKOro
yNaKoBKM) 3acoby go posainis "lMpoTtunokasaHHs", "OcobnmBocCTi
3acTocyBaHHs", "lNMobivHi peakuii”" BignosigHo oo
iHcbopMmalii 3 6e3nekm nikapcbkoro 3acoby. BeeaeHHs
3MiH NpOTAroM 9-Tn MicaLiB NicNs 3aTBEPOKEHHS.
260. | CNEKTPINA NMOPOLLOK ANA Mepak HimeuunH BrpobHuK, Lo HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/17474/01/01
KOHLeHTpaTy ans [esenblwa a BignoBigae 3a TMny - 3MiHK 3 akocTi. APl Cuctema peuenmom
po34nHy Ans T rop MapKyBaHHS, KOHTeWHep/3aKynoptoBanbHuUi 3acib (iHWwi 3MiHn) -
iHcpysin, no 10 000 KniHiwe BTOPWHHE MaKyBaHHSA 3MiHa meToAy cTepunisauii NepBUHHOI YNaKoBK/
O[; 1abo 5 Wneuiane Ta 3a BUMNYyCK cepii: [it040T pe4oBUHN 3 raMMa-oONPOMIHEHHSA Ha
hnakoHiB 3 npenapat Mepak lesenbwadt PEHTreHiBCbKe ONpoMiHEHHS. BBeaeHHs 3miH
NOPOLLUKOM Y e M6X drop KniHiwe NpoTArom 6-Tu MicsILiB Micnsi 3aTBepaKeHHS. 3MiHu |l
KapTOHHiI kopobui Lneuianbnpenapate Tuny - 3MiHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
M6X, HimeuunHa; meTozax BunpobyBaHHst A®I abo BuxigHoro
BrpobHuk, Lo marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
Bignosigae 3a BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
BMPOGHMLTBO roTOBOI (cyTTeBa 3miHa y
nikapcbkoi popmum, 6ionoriyHoMy/iMyHOmoriYHOMY/iMyHOXIMIYHOMY METOAI
NepBUHHE NaKyBaHHS, BUNpobyBaHHsa abo meToai, y skomy
BUNPoByBaHHA/KOHTPO BUKOPUCTOBYETLCS BIONOriYHWIA peareHT ans
Nb SIKOCTI: GionoriyHoro A®I, abo 1ioro 3amiHa) - BNIPOBaKEHHsI
TliokoHTpakT M'm6X, kBanidikauinHoro npoTtokony Ans in-house
HimeuuunHa CTaHAapTHOro 3paska Ans Ailo4oi PeHOBUHM.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepaKeHHs. 3miHu Il Tuny - 3miHKM 3 sKocTi.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo AoNYyCTUMUX MEX FOTOBOrO MikapcbKoro 3acoby
(3MiHa 3HaxoAMTbCS M03a 3aTBEPKEHUMU
O0nyCTMMUMUN MexamMu crieumdikauin) - amiHa
OONyCTUMMUX MEX ANnsi nokasHuka «KoHueHTpauis
6inka» 3 40-48 mr/conakoH Ha 38-46 mr/dnakoH y
cneundikauii [M13. BBeaeHHst 3MiH NpoTarom 6-Tu
MicsiLiB micnsi 3aTBEpPOXEHHS.
261. | CTONMITPEH TabneTkn, BKpUTI AT YkpaiHa AT "KMUIBCbKMIA YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a He UA/7229/01/02
NniBKOBOI "KNIBCbK BITAMIHHUA TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom nionsa
obornoHkoto, no 100 i 3ABOO" papmakoHarnsigy. 3miHa y KOpoTKili XxapakTepucTuui ae
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

Mmr; no 3 Tabnetkn y
GnicTepi; no 1
Gnictepy B nayui

BITAMIHH
nn
3ABOA"

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiiin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiMXEHb, MPOBEAEHUX
BignoBigHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHY y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKUii ans
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mo6ivHi peakuii” BiANoBiAHO 4O OHOBNEHOT
iH(opMauii 3 6e3nekn gito4oi peyoBUHU
(cymaTpunTaHy) 3rigHo 3 pekomeHgauismm PRAC.
TepmiH BBEOEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS

262.

CTOMMIrPEH

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 50
Mr; no 6 TabneTok y
onictepi; no 1
6nictepy B navui

AT
"KNIBCbK
nn
BITAMIHH
nn
3ABOA"

YkpaiHa

AT "KVTBCBKII
BITAMIHHI
3ABOL"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu |
Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnApeecTpauiiHui nepion, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMAXEHb, NPOBEAEHNX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHYy y3rompkeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHN BHECEHO [0 IHCTPYKLUIi Anst
Me[IMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3giny "MobiyHi peakuii" BiANOBIAHO A0 OHOBMEHOT
iHpopmalLii 3 6e3neku aito4oi peyoBUHM
(cymaTpunTaHy) 3rigHo 3 pekomeHpgauismu PRAC.
TepMmiH BBEOEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS

3a
peuenmom

He
nionsie
ae

UA/7229/01/01

263.

CYFAMALEKC-
BICTA

pO34MH Ans iH'ekuin,
no 100 mr/mn, no 2
mn abono 5 mny
donakoHi; no 10
nakoHiB y
KapTOHHiI kopobui

MicTtpan
Kenitan
MeHemxm
eHT
NimiTen

AHrnia

BUPOGHMLTBO roTOBOI
nikapcbKoi chopmu,
nepBMHHA ynakoBKa,
KOHTPOMb AKOCTi:
Baccepbyprep
ApuHanmiTTenbBepk
'M6X, HimeuunHa;
KOHTpOrb cepii
(dpisuko-ximiuHMI),
Bunyck cepii: CiHTOH
Xicnanis, C. .,
IcnaHis; koHTponb
cepii: KBiHTa-AHaniTika
C.p.o., Yecbka
Pecny6nika;
KOHTpOnb cepii
(6ionoriyHun,
cTepunbHicTb): Jlabop

Himeuumnna/
Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
3acoby B nicnsApeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTYy 3 4OCHIAXEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiH1 BHECEHO [0 iHCTPYKLUIi Anst
MEeAMYHOro 3aCTOCYBaHHsI NikapCcbKoro 3acoby B
po3ain "Mo6iyHi peakuii" BigNOBIAHO 4O OHOBMNEHOT
iHpopmalii 3 6e3neku aitovoi peyoBuHU. BBeaeHHs
3MiH NPOTArom 6-T MicsLiB Nicns 3aTBepAKEHHS

3a
peuenmom

He
nionsie
ae

UA/19867/01/01
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Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
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Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayitiHo20

noceio4yeHHs1

J1C CE eHa Ko. KT,
HimeyunHa; BTOpyHHA
ynakoBka: CBYC
dapma a.c., Yecbka
Pecnybnika

264.

cynbniPug

Tabnetku no 200 mr
no 12 Tabnetok y
GnicTepi; no 1
6nictepy B Kopobui;
no 15 tabnetok y
GnicTepi; no 2
6nictepu B kopobLi

TOB
«TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepenwHs MNonaHg

Monbwa

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBiAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUIyYEHHS cepTudikaTa BignoBiAHOCTI EBpONenchKin
capmakonei: ana A®l; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHuUn cepTudikaT
BiJ, y>Ke 3aTBEpPDKEHOro BUPOOHMKa NoAaHHSA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
ctapmakonei Ne R1-CEP 2011-074 - Rev 03
(3atBepmkeHo: R1-CEP 2011-074 - Rev 02) ansa AdI
cynbnipuay Bif BXe 3aTBEpAXEHOro BUpobHuKa
ICROM S.R.L., ITanis. - 3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
crneundikauisix Ha APl, abo BUXigHUA/NPOMIXKHWIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpOGHMLUTBa ADI (BUNYy4EHHS HE3HAYHOTO MoKa3HUKa
SIKOCTi (Hanpuknazg BUIyYEHHs1 3acTapinoro
nokasHuKa)) BUIy4eHHs nokasHuka «MikpobionoriyHa
yncToTay 3i cneumdikauii giro4oi pevyoBUHN Cynbhipua
BMpo6Huka ICROM S.R.L., ITanis.

3a
peuenmom

UA/4832/02/01

265.

cynbniPua

Kancynu TBepgi no
50 wr, no 12 kancyn
y 6nicTepi; no 2
6nictepu y kopobui

TOB
«TeBa
YkpaiHa»

Ykpaina

TOB TeBa
OnepenwHa Monang

Monbwa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: ans A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHW cepTudikat
Bifl y)Xe 3aTBEpAKEHOro BUPOOHMKa NnoaaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €EBpONenchKiln
dapmakonei Ne R1-CEP 2011-074 - Rev 03
(3aTBepgkeHo: R1-CEP 2011-074 - Rev 02) ans AdI
cynbnipuay Big, BXe 3aTBEPKEHOr0 BUPOOHMKA
ICROM S.R.L., ITanis. - 3minu | Tvny - 3miHK 3 siKOCTI.
AO®I. KoHTponb ADI. 3miHa y napameTpax
cneundikali Ta/abo JoNyCTUMKX MEX, BU3HAYEHUX Y
cneuudikauisix Ha A®I, abo BUXiAHNIA/NPOMiXHUIA

3a
peuerimom

UA/4832/01/01
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NpoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMpobHMUTBa AD| (BUNYYEHHSI HE3HAYHOIO NOKa3HMKa
AKOCTI (HanpvKknag BUMYyYeHHs 3acTapinoro
nokasHuKa)) BUIy4eHHs nokasHuka «MikpobionoriyHa
ymucToTay 3i cneumdikauii 4iro4oi pevoBUHU Cynbnipua
Bupo6Hmka ICROM S.R.L., lTanis.

266.

cynbniPua

Kancynu Teepai no
100 wmr, no 12
kancyn y 6nictepi;
no 2 Gnictepny
Kopoo6uUi

TOB
«TeBa
YkpaiHa»

Ykpaina

TOB TeBa
OnepenwHs MNonaHg

Monbwa

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTiI/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUYYEHHs1 cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: ana Adl; gnsa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkint hbapmakonei) - OHoBneHnn ceptudikar
Bifl y)xe 3aTBepKEHOro BUpobOHMKa nogaHHst
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne R1-CEP 2011-074 - Rev 03
(3aTBepakeHo: R1-CEP 2011-074 - Rev 02) gns AdI
cynbnipuay Bif BXe 3aTBEpAXeHOro BUpobHuka
ICROM S.R.L., ITanis. - 3minu | Tvny - 3miHKn 3 AKocTi.
A®I. KoHTponb ADL. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
crneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKHUIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BUpOGHMLUTBa ADI (BUNYy4EHHS HE3HAYHOTO MoKa3HUKa
SIKOCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
nokasHuKa)) BUny4eHHs nokasHuka «MikpobionoriyHa
yncToTay 3i cneumdikauii giro4oi pevyoBUHN Cynbhipua
BnpobHuka ICROM S.R.L., ITanis.

3a
peuenmom

UA/4832/01/02

267.

CYCNPIH®

PO34MH Ans
opanbHoro
3acToCcyBaHHs, 4
mr/5 mn;

no 50 mMn y donakoHi;
no 1 dnakoHy
pasom 3 MipHUM
CTakaH4YMKoM B
KapTOHHiIN ynakoBLi

TOB
"TMEODA
PM NTO"

YkpaiHa

TOB "KYCYM ®APM",
YkpaiHa
abo
TOB "MEOPAPM
NTA", Ykpaina

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AinbHULI BUpoOHULTBA Ans YacTuHK abo
BCbOr0 BUPOGHNYOro NpOLIeCy roTOBOrO MikapCbKoro
3acoby (ainbHMUA, Ha SKi NPoBOAATLCA Oyab-AKi
BUPOGHWYI CcTagii, 338 BUHATKOM BUMYCKY CEpin,
KOHTPOIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, Ans HECTEPUNBHUX MiKapCbKux 3acobiB).
CynyTHs 3MiHa- 3MiHU 3 siKOCTi. [0TOBMIA Nikapcbkuii
3aci6. 3MiHKM y BUpoOHUUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOOHMLTBA ANA YacTuHU abo
BCbOr0 BUPOGHNYOro NpoLIeCy roTOBOroO MikapCbKoro
3acoby (AinbHULSA AN BTOPUHHOIO NakyBaHHs1) - 3MiHU
3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3aMiHa abo BBeOEeHHS 40aaTKOBOI
AiNbHWLI BUPOOHULTBA ANs YacTUHKM abo BCbOro
BMPOBGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby
(BiNnbHWUA AN NepBMHHOrO NakyBaHHs1). BBeaeHHs

3a
peuerimom

He
nidnsie
ae

UA/18325/01/01
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anbTepHaTUBHOro BMpoGHuka TOB "TTEAPAPM
JNITA", YkpaiHa, BignosigansHOro 3a BUpOGHULITBO,
nepBUHHE Ta BTOPUHHE NaKyBaHHS MikapcbKoro
3aco0y. [Ins nponoHoBaHOro BUpobHuka BBOAWUTLCSH
ynakoBka - dornakoH no 50 mn.
3MiHW BHECEHO B iHCTPYKLitO A4NS MeANYHOro
3acTOCyBaHHSsI NikapcbKoro 3acoby, a came AONOBHEHO
po3sginamu "BupobHuk" Ta "MicLesHaxomxeHHs
BMpOGHMKa Ta agpeca Micus MpoBagXXeHHs Aoro
fisnbHOCTI" y 3B'A3Ky 3 BBElEHHAM 404aTKOBOro
BMPOGHMKA Ta SIK HACMIAOK - 3aTBEPAYKEHHS TEKCTY
MapKyBaHHs1 yNakoBKM MikapcbKoro 3acoby ans
[04aTKOBOro BUpOoOHMKa. BBegeHHs 3MiH npoTsirom 6
MicauiB Micnsa 3aTBepmKkeHHs. 3miHu | Tuny - 3miHu 3
siKkocTi. [oTOBMI Nikapcbkuii 3aci6. 3miHK y
BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYOTbCS
BUMYCKy Cepii Ta KOHTPOIO SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo gogaBaHHs
BMpOGHMKa, Lo BignoBigae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - Bkrtoyaoum KoHTponb/BunpobyBaHHs
cepii. BBegeHHs1 anbTepHaTuBHOIO BUpoGHMKa TOB
"TNEQPAPM NTLO", YkpaiHa, BignoBiganbHoOro 3a
KOHTpOrb Ta Bunyck cepii [113. Ans nponoHoBaHOro
BUPOGHMKA BBOAUTLCS ynakoBka - doniakoH no 50 mn.
3MiHW BHECEHO B IHCTPYKLit0 ANs MeANYHOro
3acToCyBaHHSA nikapcbkoro 3acoby, a came JA0NOBHEHO
po3ginamu "BupobHuk" Ta "MicLe3HaxomxeHHs
BUPOGHMKa Ta agpeca Micusi IpoBagXeHHSs Aoro
AisnbHOCTI" y 3B'A3KY 3 BBEAEHHAM A0AaTKOBOro
BMPOGHMKA Ta SIK HACMiAOK - 3aTBEPAXKEHHS TEKCTY
MapKyBaHHs1 yNakoBKM Mikapcbkoro 3acoby ans
[0[AaTKOBOrO BUPOBHMKA.
BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBEPOKEHHS.

268.

TAHTIBEPT

cnpen ons poToBoi
NOPOXHWHK, 1,5
mr/mn, no 30 mny
dnakoHi 3i ckna abo
3 NNacTuky; no 1
dnakoHy 3i cnpen-
[03aTOPOM Y
kopoobui

Tosapuct
BO 3
obGmexeHo
10
Bignosiga
NbHICTIO
"®dapmaue
BTMYHA
dipma
"BepTekc"

Ykpaina

BUWMYCK cepil:
TosapucTBo 3
obGMexeHo
BiANOBIgANbLHICTHIO
"®apmMaueBTnYHa
cipma "Beprekc”,
YkpaiHa;

BCi cTagii umkny
BMPOGHMLITBA KpiM
KOHTPOIO SIKOCTi:
TosapucTBo 3
oBMexeHo
BiANOBiganbHICTHO
"®apmaueBTNYHa
cipma "BepTekc”,
YkpaiHa;

BCi cTagii umkny

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |

TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiiHoro
noceigyeHHs ). 3miHa agpecu 3asBHUKa

6e3
peuenma

UA/16355/02/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
BMPOGHMLITBA, KPiM
BUNYCKY cepil:
ToBapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"®apmaueBTUYHa
KomMnaHis "3gopos's”,
YKpaiHa
269. | TAHTYM cnpew 4ns poToBoi AsieHge ITanis AsieHpe Kimike PiyHiTe ITanis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 6e3 UA/3920/02/01
BEPOE® NOPOXHWHK, 1,5 Kimike AnxeniHi PpaHyecko Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE- peuenma
mr/mn; no 30 mny PiyHiTe AKP.A®. C.nA. cepTudikaT BiANOBIAHOCTI €EBpONENChKi
cdnakoHi 3 AHXeniHi dapmakonei/moHorpadii. MogaHHsA HoBoro abo
Hebynansepom; no 1 dpaHyeck OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
hnakoHy y o- BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpONenchKiln
KapTOHHiIN kopooLi AKP.A.®. capmakonei: ana Adl; gnsa BuxigHoro
C.n.A maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO

BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHun cepTudikaT
Bif] y>Ke 3aTBEPIKEHOro BUPOOHMKA - NOAAHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne CEP 2021-203 - Rev 01
(3aTBepakeHo: RO-CEP 2021-203 - Rev 00) gnis
nitoyoi pedosuHn Benzydamine hydrochloride Big Bxe
3aTBepaxeHoro BupobHuka AZIENDE CHIMICHE
RIUNITE ANGELINI FRANCESCO - A.C.R.AFF. S.P.A.
3MmiHu | TUNYy - 3miHu 3 skocTi. APl. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieundikaLisx Ha
A, abo BMXigHWMI/NPOMIXXHWIA NpoAYKT/peareHT, Wo
BMKOPWCTOBYOTbCS Y npoLleci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO MOKa3HWKa SKOCTi (Hanpuknag,
BUIYyYEHHS 3aCTapinoro nokasHuka)) BUMy4eHHs i3
cneundikauii Ansa aitoyoi pevoBuHn Benzydamine
hydrochloride nokasHuka «Benzene < 2.0 ppm» (Gas-
chromatographic determination). 3minn | Tuny - 3miHn
3 sikocTi. A®I. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHNIA/MPOMIXHMIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BUpOo6HMLUTBa ADI (BUIy4YEeHHSA HE3HAYHOTO NMoKa3HUKa
SIKOCTi (Hanpuknazg BUIyYEHHs 3acTapinoro
nokasHuka)) - BUryYeHHs i3 cneumdikadii ans gitoyoi
pevoBuHM Benzydamine hydrochloride nokasHuka
Particle size (Sieving); 98% through 30 mesh. 3minu |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCcTUMNX MeX,
BM3Ha4YeHuX y cneuudikauisix Ha AdI, abo
BUXiOAHUA/MPOMIXXHWUI NpoayKT/peareHT, LWo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(BUMYYEHHS1 HE3HAYHOIO MOKa3HWKa SIKOCTi (Hanpuknag
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
BUITyYEHHS 3acTapinoro nokasHuka)) - BUNy4yeHHs i3
cneundikauii 4nsa aitoyoi pevosuHn Benzydamine
hydrochloride nokasHuka «Char. Of water solution»

(Visual and olfactory determination). 3mitu | Tuny -
3MmiHm 3 akocTi. A®I. KoHtponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo JonycTUMNX MeX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BVXiOHUA/MPOMIKHWI NPOAYKT/peareHT, Lo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUMNYYEHHS HE3HAYHOIO NMOKa3HWKa SIKOCTi (Hanpuknag,
BUMYYEHHS 3aCTapifioro NoKasHUKa)) - BUNyYEHHS i3
cneumdikauii gna gitodoi pedouHn Benzydamine
hydrochloride nokasHuka Colour of solution (Visual
evaluation): Not more colour than of the matching fluid.
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y creundikaLiax Ha
A®I, abo BUXiOHMI/MPOMDKHMIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOrO MOoKa3HWKa SKOCTi (Hanpuknag,
BUITyYEHHS 3aCTapinoro nokasHuka)) - BUNy4YeHHs i3
cneumikauii gna gitodoi pedouHn Benzydamine
hydrochloride noka3nuka pH of 10% solution
(Potentiometric determination): 4.00-5.50 - 3MiHu |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCTUMNX MEX,
BMU3Ha4YeHux y cneuudikauisx Ha AdI, abo
BUXiOAHUA/MPOMIXXHWUI NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTBCSH Y npoLeci BupobHuutea A®I
(BUNYYEHHS HE3HAYHOIO NMOKa3HWKa SIKOCTi (Hanpuknag
BUITyYEHHS 3aCTapinoro nokasHuka)) - BUNy4YeHHs i3
cneumdikauii Ansa Aiovoi peyosmHu Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): 0.01% as Anthranilic acid - 3minu | Tuny -
3miHm 3 akocTi. APl KoHTponb A®Il. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCTUMNX MeX,
BM3Ha4YeHux y cneuudikauisx Ha ADI, abo
BVXiOAHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea API

BWUIYYEHHS 3aCTapinoro NokasHUKa)) - BUIyYEHHS i3
crneundikauii gns gitoyoi pevoBuHn Benzydamine
hydrochloride nokasHuka A (1%, 1 cm 306 nm)
(Spectrophotometric determination): 155-165 - 3miHn
Tmny - 3MiHn 3 gxkocTi. A®l. KoHtponb A®I. 3miHa y

BM3Ha4eHux y cneuudikauisx Ha AdI, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, Wo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI

(BMNyYeHHs1 HE3HAYHOrO MoKa3HWKa AKOCTI (Hanpuknag

napameTpax cneuudikadii Ta/abo AonycTUMmUX MeX,

BWUTYYEHHS 3aCTapinoro NokasHuka)) BUIyYEHHs i3

(BI/IJ'IyLIeHHFI HE3HaYHOro NoKa3HWKa SKOCTi (Hanpvncnan
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cneundikauii gns gitoyoi pevosuHn Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C - 3MiHu | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauivi Ta/abo AONYCTUMMX MEX, BUSHAYEHMX Y
cneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BMpobHMUTBa AD| (BUNYYEHHSI HE3HAYHOrO NOKa3HMKa
SIKOCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
nokasHMKa)) BUIyYeHHs i3 cneundikauii ans giroyoi
pevoBuHM Benzydamine hydrochloride nokasHuka lonic
Chloride (Automatic electrometric titration): 9.95-
10.55% - 3miHm | Tuny - 3miHn 3 sikocTi. APL. KoHTponb
A®Il. 3miHa y napameTpax cneuudikauin Ta/abo
[OMNyCTUMUX MEX, BU3HAYEHMX Y cneuundikauiax Ha
A®I, abo BUXiOHMI/MPOMDKHMIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSH Y npoueci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HWKa SIKOCTi (Hanpuknag
BUIYYEHHS 3aCTapiforo nokasHuka)) BUMy4eHHs i3
cneuudikauii Ansa Aiovoi peyosmHu Benzydamine
hydrochloride nokasHuka Sulphates as Na2S0O4 (Limit
test): £0.05% - 3miHu | TMNY - 3miHn 3 akocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin
Ta/abo [onyCTUMUX MeX, BUSHAYEHUX Y
crneundikauisix Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BUPOGHMLUTBa ADI (BUNYy4EHHS HE3HAYHOTO MoKa3HUKa
SIKOCTi (Hanpuknaz BUIyYEHHs 3acTapinoro
NoKasHUKa)) BUINyYeHHs i3 cneundikadii ans airoyoi
peyoBuHU Benzydamine hydrochloride nokasHuka
Readily Carbonizable Substances (Visual evaluation):
Yellow solution which does not turn brown by 5
minutes.

270.

TE3NAWP

pPO34MH Ans iH'ekuin,
210 mr/1,91 mn (110
Mr/Mn); PO34UH Anst
iH'ekuin y
nonepegHLo
HanoBHEHOMY
wnpui
0[HOPa3oBOro
BMKOPUWCTaHHS i3
HE3HIMHOIO TrOfKO0
i3 3aXUCHUM
KOBMa4koM Ta
obmexyBayem xoay
nopLuHs; no 1
nonepeaHLo
HarnoBHEHOMY
wnpuuy
0HOPa30BOro

AcTtpa3eH
eka Ab

LBeuis

MonepedHbO
HarnosHeHul wnpuy:
BupobHuuTBO
nikapcbkoro 3acoby,
NepBUHHE MaKyBaHHS,
BUNpPOOYBaHHs
KOHTPOIO AKOCTi:
AwmreH MaHydekuypiHr
Tlimiteq (AML),
Crony4yeHi LWraTtn
(CLA);
BunpobyBaHHsi
KOHTPOIO SKOCTi:
AwmreH IHK. (AmMreH
TayseHp Oykc abo
ATO), CnonyyeHi
LWratn (CLWA);
BTOpuHHE nakyBaHHs

CronyyeHi
LWratn
(CLWAY
LLBeuis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHu) - 3mMiHM BHeCceHo B
TEKCT MapKyBaHHS BTOPMHHOI YNaKoBKM MikapCbKoro
3acoby y n. 12 "HOMEP PEECTPALINHOIO
NOCBIAYEHHA".

3a
peuenmom

UA/20682/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
BUKOPWUCTaHHS y (komnneKkTyBaHHA
TepmMoopMOBaHOM nonepegHbo
y 6nictepi; no 1 HanoBHEHOrO LNpuLa,
6nictepy B MapKyBaHHA Ta
KapTOHHiN kopobuyj; nakyBaHHS):
PO34MH ANs iH eKuin MNekkemxiHr
y nonepegHbo KoopgiHentopc, JIJIC
HanoBHEHIN WNpuL- (PCI), CnonyyeHi
pyuLi ogHopa3oBoro LraTtn (CLUA); Bunyck
BUKOPUCTaHHSA Ansa cepin: Actpa3eHeka
aBTOMaTUYHOroO AB, WBeuis
BBEOEHHS i3 lMonepedHbO
HE3HIMHOIO rofKoto HarnosHeHa wnpuy-
i3 3aXUCHUM py4Ka:
KOBMaYykoM Ta Brpo6HuuTBO
obmexyBayem xoay nikapcbkoro 3acoby,
nopLHs; no 1 nepBUHHE NaKyBaHHS,
nonepeaHLo BUNPOBYBaHHS
HaMOBHEHIN LWNpuL- KOHTPOSO SIKOCTI:
pyuLi 0A4HOPa3oBOro AwmreH MaHydekuypiHr
BUKOPUCTaHHS A5s Nimiteq (AML),
aBTOMaTUYHOrO CnonyuyeHi Wratn
BBE/IEHHSA B (CLA);
KapTOHHiI kopoOLi BunpobyBaHHs
KOHTPOIO AKOCTi:
AwmreH IHK. (AmreH
TayseHp Oykc abo
ATO), CnonyyeHi
LWratn (CLWA);
BTopuHHe nakyBaHHs
(komnneKkTyBaHHA
nonepeaHLo
HaMoBHEHOI LNpWL-
PYYKW, MapKyBaHHs Ta
naKkyBaHHS):
MekkeaxiHr
KoopgaiHevitopc, JINC
(PCI), Cnonyyeni
LWratn (CLWA); Bunyck
cepin: Actpa3eHeka
AB, WBeuis
271. | TEKA®YM Kancynu TOBAPUC YkpaiHa BUPOGHMLTBO rOTOBOI TypeuuunHa/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/20505/01/01
racTpope3nCTEHTHI TBO 3 nikapcbkoi chopmu, Bonrapis Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom nionsiz
TBepai no 120 mr, no | OBMEXE nepBuHHa Ta dapmakoHarnagy. 3MiHu y KOPOTKili xapakTepucTumui ae
7 kancyn y 6nictepi; HOIO BTOPUHHA yNaKoBKa, nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLil
no 2 6nictepu B BIANOBIO KOHTPOSb cepii: AN MeguyHoro 3acTocyBaHHS
KapTOHHIN nayui ANbHICT CAHOBEI/b INAY reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
10 "BYCT CAHAI BE 3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
DAPMA" TUOXAPET, A.LL., pecdepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs

Type44dunHa; Bunyck
cepii: KeBaPo 'PYT1

YKOAHUX HOBUX A0AATKOBUX AAHUX) - 3MiHN BHECEHO
00 IHCTPYKUIi ANS MeanYHOro 3acTocyBaHHSA
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
EOO[, Bonrapis nikapcbkoro 3acoby y po3gin "lMobivni peakuii” 3rigHo 3
iHcbopMmalLieto LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Tecfidera®,
gastro-resistant hard capsules 120 mg, 240 mg).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHS
272. | TEKA®YM Kancynum TOBAPUC Ykpaina BMPOBOHMLTBO rOTOBOT Typeuuunna/ BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a He UA/20505/01/02
racTpope3nCTEHTHI TBO 3 nikapcbKoi chopmu, Bonrapis Tuny - 3MiHK LWoao G6e3nekn/edeKTUBHOCTI Ta peuernmom nidnse
TBepai no 240 mr, no | OBMEXE nepBuHHa Ta dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui ae
7 kancyn y 6nictepi; HOKO BTOPUHHA yNaKoBKa, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
no 8 bnictepis B BIONOBIA KOHTPOMb Cepii: AN MeJn4HOro 3acTocyBaHHS
KapTOHHIN nayui AJTbHICT CAHOBEI/b 11144 reHepuYHUX/ribpnaHmx/GionoaibHMX nikapcbknx
10 "BYCT CAHAI BE 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
DOAPMA" TUOXKAPET, A.LL., pedepeHTHUI Npenapar (3miHa He noTpebye HagaHHA
Type4uunHa; Bunyck YKOOHMX HOBUX J0OATKOBUX AaHMX) - 3MiHW BHECEHO
cepii: KeBaPo M'PYI 00 IHCTPYKUIT 4Nna MegMyHOro 3actocyBaHHs
EOOQO[, bonrapis nikapcbkoro 3acoby y posgin "MobiuHi peakuii” 3rigHoO 3
iHdbopmauieto Woao MegmMyHOro 3acTocyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Tecfidera®,
gastro-resistant hard capsules 120 mg, 240 mg).
BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS
273. | TEO®EOPUH Tabnetkun no 10 Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a UA/9230/01/01
IC® TabneTtok y 6nicrepi; BO 3 [00aTKOBOO TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 1 6nictepy B [0[aTKoBO BiAMOBIAAMNbLHICTIO dapmakoHarnsagy (iHwi 3amiHun)
navuji 3 KapToHy 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
Bignosiga yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4eHO
NBHICTIO iHdbopMaLito, 3a3HavYeHy pOCICbKO MOBOHD, Ta
"IHTEPXI BHECEHO He3HayHi 3MiHM y . 2 Ta n. 3 TeKCTy
M MapKyBaHHsi BTOPUHHOI YNaKoBKM MikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAXKEHHS.
274. | TEPBI3UN kpem 1% no 15ry BAT YropuuHa BAT "lepeoH Pixtep" YropwuHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | bes UA/4558/01/01
Ty6i; no 1 Ty6i B "leneoH Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosigHoOcCTI/IE- peuenma
KapTOHHIN ynakoBLi PixTep" cepTudikaT BignoBigHOCTI €EBpONenchKi
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNenchKin
capmakonei: ana A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelickkint hapmakonei) - OHoBneHun cepTudikar
Bif ke 3aTBepKeHOro BUpobHuka - MNogaHHA
OHOBMEHOro cepTudikata EBponeiichbkin hapmakonei
Ne CEP 2012-310- Rev 03 (3aTBepaxeHo: R1-CEP
2012-310- Rev 02) ana A®I TepbiHadiHy
rigpoxnopuay Big BXe 3aTBeEpOXEHOro BUPOGHMKa
Hetero Labs Limited, India.
275. | TU®INOKC TabneTkn, BKpUTI Mini Benuka Menpo IHAis BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a He UA/8062/01/01
obornoHkoto, no 10 Xenckepe BpuTaHis dapmacbloTmKanc Tmny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom nionsiz
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
TabneTtok y 6nicrepi; Jlimiten Mpisat NimiTeqn dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui ae
no 1 Gnictepy B nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
KapTOHHiI kopooLi Ona Megu4yHoro 3aCTocyBaHHA Ha NigcTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnimxkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiHiiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiMXEHb, MPOBEAEHUX
BigMNOBIQHO 40 MnaHy negiatpuuHux gocnigkeHs (PIP)
(3MiHy y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXeHUM
opraHom) - 3MiHM BHECEHO B IHCTpyKLito ansi
MELMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" BianosiaHo Ao iHpopmauii
oo 6e3nekn 3acTocyBaHHS Git04NX PEYOBUH 3rigHO 3
pekomeHgauieto PRAC
276. | TIOKONXIKO3WU | po3unH gns iH'ekuin, | TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHa 3a UA/20349/01/01
i 4 Mr/2 mMnno 2 mn B TBO 3 obGMexeHo 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiitHoro peuenmom
amnyni; no 5 amnyn OBMEXE BiAMOBIAAMNbLHICTIO nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
y GnicTepi; no 1 HOKO "®apmMaueBTUYHa 460). BBegeHHs 3MiH NpoTsArom 6-Tv MicsiLiB nicnsi
6nictepy y kopobui 3 | BIOMNOBIO KoMnaHisi "3gopos's" 3aTBepAKEHHS. 3MiHK | TMny - 3MiHW Woao
KapTOHY; MO 2 M B ANbHICT 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
amnyni; no 10 amnyn 10) BBeneHHst abo 3miHM 4o y3aranbHEeHUX AaHux npo
y GnicTepi; no 1 "KOPINOP cuctemy chapmakoHarnsay (BBeAeHHs y3ararbHeHnx
6nictepy y kopobui 3 ALlIA AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
KapToHY "300POB ynoBHOBa)eHOi 0cobu, BignoeiganbHOI 3a 30iNCHEHHS
A" chapMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
ynoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3giNnCHeHHS
dapmakoHarnsaay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
hapmakoHarnsigy)
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsag. 3miHa
HOMepa MacTep-ganna cuctemu dpapMakoHarnsagy.
277. | TIOLUETAM® PO34uH ANS iH'eKuin, MNAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/0693/02/01
no 5 mn B amnyni; "Tanuuda TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom nionsiz
no 5 amnyny pm" Cucrtema KoHTenHep/3aKynoptoBanbHWi 3aci6 (iHLwi ae

KOHTYPHil
YapyHKOBIN
yMaKoBLji, MOKPUTIl
nniskoto; no 2
KOHTYPHI YapyHKOBI
yMakoBKM y nayuli; no
10 mn B amnyni; no
5 amnyn y KOHTYpHi
YapyHKOBIN
ynakoBLji, MOKPUTI

3MiHK) - CynyTHA 3MiHa
- 3MiHu 3 sKocTi. FoTOBUMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOOHULITBa rOTOBOrO
nikapcbkoro 3acoby, BKIKOYA4YN NPOMIKHUA NPOAYKT,
LL|O 3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS 3MiH Y
peecTpauinHe gocke M3 TioueTam®, po3unH Ans
iH'eKUi cnpuynHeHe HeobXiAHICTIO 3axMcTy npoayKuil
Big danbcmdikauii. [Ina Lboro KOHTYpHY YapyHKOBY
YNakoBKy 3 BKMageHumun amnynamm no 10 mn
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
nniBkoto; no 2 NOKPUBATMMYTb NINIBKOIO, 2 KOHTYPHI YapyHKOBI
KOHTYPHI YapyHKOBI YMaKoBKM MOKPUTI MNIBKOIO BKNaAaTUMyTb y NayKy.
yMakoBKM y nmauui; no 3MiHa He CTOCYETLCSA NEPBUHHOI YNAKOBKU i He
10 mn B amnyni; no BNNMBae Ha skicTb [T13. Ak Hacnigok, BHECEHHS
10 amnyn y kopobui BiANoBigHMx 3miH Ao p. 3.2.P.3.3. Onuc BnpobHmyoro
npouecy i KOHTponto npovecy. - 3aTBepaxeHo: Mo 5
MI1 B amnyni, N0 5 amnyn y KOHTYPHi YapyHKOBIN
yMaKoBLi, NOKPUTI NMIBKO; MO 2 KOHTYPHI YapyHKOBI
ynakoBku y nayi. Mo 10 mn B amnyni, no 5 amnyn y
KOHTYPHI YapyHKOBI YNakoBL,i, MO 2 KOHTYPHi
YapyHKOBI ynakoBku y nadui. Mo 10 mn B amnyni, no 10
amnyn y kopobui. 3anponoHoBaHo: Mo 5 mn B amnyni,
no 5 amnyn y KOHTYPHil YapyHKOBIW ynakoBLi,
MOKPUTI MMIBKOI, MO 2 KOHTYPHI YapyHKOBI YNakoBKu Y
nayui. Mo 10 mn B amnyni, N0 5 amnyn y KOHTYpPHi
YapyHKOBIW YNakoBLi, MOKPUTINA NNIBKOK, MO 2 KOHTYPHI
YapyHKOBI ynakoBku y nadui. Mo 10 mn B amnyni, no 10
amnyn y kopobui. 3miHyM BHeceHo B po3ain "Ynakoska"
B IHCTPYKLUIilO ANsi MEQUYHOro 3acTocyBaHHs 6e3 3MiH y
TEKCTi MapKyBaHHS YNakoBKW JlikapCbKOro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.
278. | TOBPAOEKC® Kpanni o4Hi; no 5 mn Hosapric LLsenuapi AnkoH KyBpbop Benbrisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/2448/01/01
y cbnakoHi- dapma Al a Tmny - 3MiHm 3 sikocTi. CepTudpikaT BianosiaHocTI/lE- peuenmom
KpanenbHuui; no 1 cepTudikaT BiaNnoBigHOCTI €BpONenchbKin
dnakoHy- dapmakonei/moHorpadii. NMogaHHA HoBoro abo

KpanenbHuLi B
KopobLji 3 KapTOHY

OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKiln
capmakonei: ans A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
Bifl y>Ke 3aTBepAKeHOro BUPOOHMKa - NOAAHHSA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €EBPONENnCchKin
dapmakonei Ne R1-CEP 1997-046 - Rev 05
(3aTBepakeHo: R1-CEP 1997-046 - Rev 04) ans AdI
TobpamiumHy Big BXe 3aTBepAXeHoro BMpobHuka Teva
Pharmaceutical Works Private Limited Company. -
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4deHHs ceptudpikata BiaNoBiAHOCTI
€sponevicbkint papmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkiit hapmakonei) - OHoBNeHW cepTudikat
BiJ YK€ 3aTBepaXeHOro BUpobHUKa - noJaHHs
OHOBMEHOoro cepTudikata BignoBigHOCTI €Bponeinchkii
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
capmakonei Ne R1-CEP 1997-046 - Rev 06 ans Adl
ToOpamiumHy Bif BXe 3aTBEepAKeHOro BUpobHuka Teva
Pharmaceutical Works Private Limited Company.

279. | TOPEHOO® TabneTku, BKPUTI KPKA, CnoBeHis Bupo6HuLTBO «in CnoBeHisi BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a He UA/5800/01/01

NniBKOBOO A.a., Hoso bulk», nepeuHHe Ta Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom nionse

060onoHKoto no 1 mr, MecCTO BTOPWHHE NaKyBaHHS, cepTudikaT BiaNoBiaHOCTI €BpONENChbKin ae

no 10 Tabnetok y
6nicTepi, no 2, 3 abo
6 GnictepiB y
KapTOHHiI kopooLi

KOHTpOMb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoeo mecto,
CnoBeHist; KOHTPOSb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €EBponenchkiin
capmakonei: ans Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BMpobHuka - MNogaHHs
OHOBIIEHOro cepTudikaTy BignosiaHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepeaHs Bepcis CEP R1-
CEP 2002-151-Rev 05) ans A®| PucnepugoHy Big,
BXe 3aTBepmpkeHoro BupobHmka JUBILANT
GENERICS LIMITED, Ingia. 3MiHu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BigNoOBIigHOCTI €Bponeichkiln thapmakonei/MoHorpadil.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUNy4YeHHs cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXiQHOro matepiany/peareHTy/npoMixXHOro
NpPOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
[Onsi JONOMiXXHOT peqyoBuHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHun ceptudikar
BiJ yXe 3aTBEpKeHOro BUpobHUKa - MNoaaHHs
OHOBMeHoro cepTudikaty BignosigHocTti EP CEP R1-
CEP 2002-151-Rev 07 (nonepepgHs Bepcis CEP R1-
CEP 2002-151-Rev 06) ons A®| PucnepuaoHy Bia
BXe 3aTBepaxeHoro BupobHuka JUBILANT
PHARMOVA LIMITED, IHgisi, y 38’A3Ky 3i 3MiHOO
Ha3Bu BUpobHuka 3 JUBILANT GENERICS LIMITED,
IHgis Ha JUBILANT PHARMOVA LIMITED, IHgis, 6e3
3MiHV agpecy BUpobHuka. 3minm | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - 3MiHWM BHECEHO [10 TEKCTY MapKyBaHHSI
nikapcbKoro 3acoby, a came B M. 8 BTOPUHHOI
YNaKOBKN BHECEHO YTOYHEHHS LLOAO TEPMiHY
npuaaTHOCTI, B N. 6 NepBMHHOI ynakoBku Ta n. 17
BTOPUWHHOI YNaKoBKW KOHKPETU30BaHO iHcbopmaLlito
wopno norotuny. 3miHum | Tuny - 3miHKM 3 sIKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3amMiHM) - OHOBMNEHHSI BXe
3aTBEPOKEHMX METOAIB KOHTPOIO SIKOCTi MikapcbKoro
3acoby, a caMe BUKNaAEHHsI TEKCTY JepXKaBHO
MOBOHO 3rifJHO Cy4acHuX BUMOr. 3MiHn | Tuny - 3MiHu
wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
(iHWi 3MiHW) - 3MiHW BHECEHO 80 IHCTPYKUii Ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii” WwWoao 3BiTyBaHHA NPO NOGIYHI
peakuii.
280. | TOPEHOO® TabneTku, BKPUTI KPKA, CnoBeHis Bupo6HuLTBO «in CnoBeHisi BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a He UA/5800/01/03
nniBKOBOK o.a., Hoeo bulk», nepBuHHe Ta Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE- peuernmom nidnse
obonoHKoto no 3 mr, MecTo BTOPUHHE MaKyBaHHS, cepTudikaT BiANOBIAHOCTI €EBpONENChKi ae

no 10 Tabnetok y
6nictepi, no 2, 3 abo
6 GnictepiB y
KapTOHHiN kopobui

KOHTpOMb cepii Ta
Bunyck cepii: KPKA,
a.a., Hoeo mecto,
CnoBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
HoBo mecTo,
CnoBeHiga

chapmakonei/MoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BianoBigHOCTIi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €EBponenchkiin
capmakonei: ana A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHun cepTudikaT
Bifl y>Ke 3aTBepaKeHOro BUpobHuKa - MoaaHHs
OHOBIIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepeaHs Bepcis CEP R1-
CEP 2002-151-Rev 05) ans A®| PucnepugoHy Big,
BXe 3aTBepaxeHoro BupobHmka JUBILANT
GENERICS LIMITED, IHgisi. 3MiHu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €Bponevickkin hapmakonei: ana Adl;
Ans BUXigHOro matepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
ONst AONOMIXXHOI peqoBuHM (cepTudikaT BiANoOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
Bifl y>Ke 3aTBepAKeHoro BUpobHuKa - MoaaHHs
OHOBIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 07 (nonepegHsi Bepcist CEP R1-
CEP 2002-151-Rev 06) ons A®| PucnepuaoHy Big
BXe 3aTBepaxeHoro BupobHmka JUBILANT
PHARMOVA LIMITED, IHgis, y 38’A3Ky 3i 3MiHOtO
Ha3Bu BUpobHuka 3 JUBILANT GENERICS LIMITED,
IHgis Ha JUBILANT PHARMOVA LIMITED, IHgis, 6e3
3MiHV agpecy BUpobHUuka. 3MiHu | Tuny - 3miHu Wwoao
6e3nekn/eekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - 3MiHM BHECEHO [10 TEKCTY MapKyBaHHS
nikapcbkoro 3acoby, a came B M. 8 BTOPUHHOI
YNaKoBKN BHECEHO YTOYHEHHS LLOAO TEPMIHY
npuaaTHOCTI, B N. 6 NnepBMHHOI ynakosku Ta n. 17
BTOPUHHOI YNaKOBKWN KOHKPETN30BaHO iHdopMalLiiio
wopno norotuny. 3miHu | Tuny - 3miHKM 3 sIKOCTI.
["oToBMI nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHN) - OHOBMEHHSI BXe
3aTBEpPAKEHNX METOAIB KOHTPOIIO SKOCTI Nikapcbkoro
3acoby, a caMe BUKNAAEHHS TEKCTY AepXKaBHOO
MOBOH 3riJHO cyvacHMX BUMor. 3MiHu | Tuny - 3miHu
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
wopno 6e3snekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKUii ANns
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii” WwWoao 3BiTyBaHHSA NPO NOGIYHI
peakuji.
281. | TOPEHOO® TabneTkn, BKpUTI KPKA, CnoBeHis Bupo6HMLTBO «in CnogBeHisi BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a He UA/5800/01/04
NNiBKOBOO n.4o., Hoeo bulk», nepsuHHe Ta Trny - 3MiHm 3 sikocTi. CepTudikaT BignosigHOCTI/IE- peuernmom nionse
060roHKoto no 4 mr, MecTo BTOPUHHE MaKyBaHHS, cepTudikaT BiANOBIAHOCTI €EBpONENChKi ae

no 10 Tabnetok y
6nictepi, no 2, 3 abo
6 bnictepiB y
KapTOHHiIN kopooLi

KOHTPOrb cepii Ta
Bunyck cepii: KPKA,
n.4., Hoso mecTo,
CnoBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
HoBo mecrTo,
CnoBeHis

dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUIyYEHHS cepTudikaTa BignoBiAHOCTI EBpONenchKin
capmakonei: ana A®l; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHuUn cepTudikaT
Bif] y>Ke 3aTBEepAKEeHOro BMpobHuKa - MNMogaHHs
OHOBIIEHOro cepTudikaTy BignosiaHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepeaHs Bepcis CEP R1-
CEP 2002-151-Rev 05) ans A®| PucnepuaoHy Bia
BXe 3aTBepmpkeHoro BupobHmka JUBILANT
GENERICS LIMITED, IHgisi. 3MiHu | Tuny - 3miHu 3
akocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BigNoOBIigHOCTI €Bponeinchkiln thapmakonei/MoHorpadil.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHocTi €Bponeicekini hapmakonei: ans AdI;
Ans BUXigHOro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
[Onsi JONOMiXXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
Bif] y>ke 3aTBEepAKeHOro BUpobHuKa - MogaHHs
OHOBMeHoro cepTudikaty BignosigHocTti EP CEP R1-
CEP 2002-151-Rev 07 (nonepegHsi Bepcist CEP R1-
CEP 2002-151-Rev 06) ans A®| PucnepuaoHy Bia
BXe 3aTBepaeHoro BupobHuka JUBILANT
PHARMOVA LIMITED, IHgis, y 38’A3Ky 3i 3MiHOtO
Ha3Bwu BUpobHuka 3 JUBILANT GENERICS LIMITED,
IHgis Ha JUBILANT PHARMOVA LIMITED, IHgis, 6e3
3MiHV agpecy BUpobHUuka. 3MiHu | Tuny - 3miHu Wwoao
6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - 3MiHWM BHECEHO [10 TEKCTY MapKyBaHHSI
nikapcbkoro 3acoby, a came B . 8 BTOPUHHOI
YNaKOBKM BHECEHO YTOYHEHHS LLIOA0 TEPMIHY
npuaaTHOCTI, B N. 6 NepBMHHOI ynakoBku Ta n. 17
BTOPUHHOI YNaKOBKWN KOHKPETN30BaHO iHdopMalLiiio
woao norotuny. 3miHu | Tuny - 3MiHK 3 SKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWwi 3MiHN) - OHOBMEHHSI BXe
3aTBEpPAKEHVX METOAIB KOHTPOO SIKOCTi MiKapCbKoro
3acoby, a caMe BUKNAAEHHSI TEKCTY JepKaBHO
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
MOBOHO 3riAHO Cy4acHUX BUMOT. 3MiHu | Tuny - 3miHK
wono 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHO 80 IHCTPYKUiT Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gain "Mobiyni peakuii" Woao 3BiTyBaHHS Npo NobiyHi
peakuii.
282. | TOPEHOO® TabneTku, BKPUTI KPKA, CnoBeHis Bupo6HuLTBO «in CnoBeHisi BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3Minu | 3a He UA/5800/01/02
NniBKOBOO A.a., Hoso bulk», nepeuHHe Ta Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTiI/lE- peuernmom nionse
06OOHKO0 MO 2 M, MecCTO BTOPWHHE NaKyBaHHS, cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin ae

no 10 Tabnetok y
6nicTepi, no 2, 3 abo
6 GnictepiB y
KapTOHHiI kopooLi

KOHTPOrb cepii Ta
Bunyck cepii: KPKA,
a.a., Hoso mecto,
CnoBeHisi; KOHTPOIb
cepii: KPKA, ao.4.,
HoBo mecTo,
CnoBeHis

dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUYYEHHs1 cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: ana Adl; gnsa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkint hbapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BUpobHuka - MNogaHHs
OHOBIIEHOTrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepeaHs Bepcis CEP R1-
CEP 2002-151-Rev 05) ans A®| PucnepugoHy Big
BXe 3aTBepmpkeHoro BupobHmka JUBILANT
GENERICS LIMITED, IHgia. 3MiHu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BigNOBIgHOCTI €BponeWnchkiln thapmakonei/MoHorpadir.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponeinchkini hapmakonei: ans AdI;
Ons BUXiQHOro matepiany/peareHTy/npoMixXHOro
NpPOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
[Onsi JONOMiXXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHnn cepTudikar
BiJ yXe 3aTBEpKeHOro BMpobHUKa - MNoaaHHs
OHOBMeHoro cepTudikaty BignosigHocTti EP CEP R1-
CEP 2002-151-Rev 07 (nonepegHs Bepcis CEP R1-
CEP 2002-151-Rev 06) ans A®| PucnepvaoHy Bia
BXe 3aTBepaeHoro BupobHuka JUBILANT
PHARMOVA LIMITED, IHgisi, y 38’A3Ky 3i 3MiHOO
Ha3Bu BUpobHuka 3 JUBILANT GENERICS LIMITED,
IHgis Ha JUBILANT PHARMOVA LIMITED, IHgis, 6e3
3MiHn agpecy BUPOGHUMKa. 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikadlin
Ta/abo [OMYyCTMMUX MEX FOTOBOrO MiKapcbKoro 3acoby
(iHWi 3miHK) - 3miHa y po3aini «Onucy MKA N3 ans
no3yBaHHs 2mr 3ateepmxeHo: Onuc. PoxeBi oBarnbHi,
[ABOOMYKIi, BKPUTI OOOMNOHKO TabneTku, 3 puUckoto 3
opHoro 6oky. 3anponoHosaHo: Onuc. Bia
rnomMapaH4eBOoro A0 CBIiTNO-KOPUYHEBOTO KOMNbOPY
OBarbHi, ABOONYKi, BKPUTI 0BOSNOHKOI TabneTtku, 3
PYCKOI 3 0HOro 6oKy. 3MiHM BHECEHO [0 IHCTPYKUIl
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

ONst MEQMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ain "Nikapcbka dpopma. OCHOBHI §i3NKO-XiMiuHi
BNacTMBOCTI " Anst 4o3yBaHHA 2Mmr. 3MiHu | Tvny -
3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) - 3MiHN BHECEHO A0
TeKCTy MapKyBaHHS nikapcbkoro 3acoby, a came B . 8
BTOPWHHOI YNaKOBKW/ BHECEHO YTOYHEHHS LWOAO0
TepMiHy NPUAATHOCTI, B M. 6 NEPBNHHOI YNaKoBKKX Ta n.
17 BTOPWHHOI yNakoBKM KOHKPETU30BaHO iHhopMmalLlito
woao norotuny. 3miHn | Tmny - 3mMiHK 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHM) - OHOBMNEHHS BXe
3aTBEPOKEHMX METOAIB KOHTPOHO SIKOCTi MiKapcbKoro
3acoby, a came BUKITAOEHHS TEKCTY OEPXXaBHO
MOBOIO 3riAHO Cy4acHUX BUMOT. 3MiHu | Tuny - 3miHK
wopo 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - 3MiHM BHECEHO A0 IHCTPYKUiT ANns
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii” WwWoao 3BiTyBaHHA NPO NOGIYHI
peakuji.

283.

TOPEHOO®

TabneTkn, BKpUTI
NniBkOBOIO
oboroHkoto no 1 wr;
no 10 TabneTtok y
6nictepi, no 2, 3 abo
6 6nictepiB y
KapTOHHiI kopobui

KPKA,
a.a., Hoeo
MecTo

CnoBeHis

Bupo6HMLTBO «in
bulk», nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPOIb cepii Ta
BUMYCK cepii:
KPKA, a.a., HoBo
MecTo, CrnoBeHisi;
KOHTPOrb cepii:
KPKA, a.a., HoBo
mecTo, CrioBeHis

CnogeeHisi

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionogibHMx Nikapcbkunx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3miHa He NoTpebye HagaHHs
YKOAHUX HOBUX A0OATKOBUX AaHUX) - 3MiHN BHECEHI [0
IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"B3aemogisi 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLi
BMAau B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"Mepepno3yBaHHs", "MobiuHi peakuii” 3rigHo 3
iHdbopMaLieto Woa0 MeAMYHOrO 3aCTOCYBaHHSI
pedepeHTHOro nikapcbkoro 3acoby (PUCMNOJENT®,
TabneTtku, BKpUTi 060MoHKOW). BBEAEHHS 3MiH
npoTArom 6-Tu MicauiB nicna 3aTBepAXeHHS. 3MiHu |
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLii
Ansi MEOUYHOTO 3aCTOCYBaHHS
reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecdepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs
KOOHUX HOBUX A0AATKOBUX AaHMX). 3MiHM BHECEHI A0
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "MokasaHHs", "3acTocyBaHHs y
nepio BariTHocTi abo rogyBaHHs rpyaato”, "Cnoci6
3acTocyBaHHsA Ta go3un”, "Oitn", "Mobiuni peakuii”
3rigHo 3 iHopmaLieo Woa0 MegnyHOro 3acTocyBaHHs

3a
peuerimom

He
nidnsie
ae

UA/5800/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

pedepeHTHOro nikapcekoro 3acoby (PUCMOJENT®,
TabneTku, BKpWTi 060M0HKO0). BBeaeHHS 3miH
nNpoTArom 6-Tu MicsLiB nicnsi 3aTBepaKeHHSA. 3MiHu |
My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Ans MEQUYHOTO 3acTOCYBaHHA Ha NiacTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiHiiA nepion, abo sk
pe3ynbTaT OUiHKM 3BIiTY 3 OCNIOKEHb, NPOBEAEHNX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigkeHs (PIP)
(3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHI 40 iHCTPYKUii ANst MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"OcobnueocTi 3acTocyBaHHA" BignoBigHoO 4o
OHOBIIEHOI iHhopMmaLii 3 6e3nekn Aikoyoi peHOBUHMN.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHM Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCyBaHHS Ha NiACTaBi perynspHO OHOBIHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo gocrnimpkeHb
3 Ge3nekn 3acTocyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK
3BiTY 3 AOCHiAXeHb, MPOBeAEeHUX BiANOBiAHO A0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (iHwi 3miHW). 3MiHn
BHECEHi [0 IHCTPYKLii Ans MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo oo
OHOBJIEHOI iHhopMmaLii 3 6e3neku Aikoyoi pevOBUHN.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW). 3MiHN BHECEHI A0 IHCTPYKLii ANS MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"B3aemogisi 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHSA"
BiMNOBIAHO 4O OHOBMEHOI iHpopMaLlii 3 6e3neku
L0401 pevyoBUHU.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS

284.

TOPEHO,0®

TabneTkn, BKpUTI
NniBKOBOO
060roHKot Mo 2 Mr;
no 10 Tabnetok y
6nicTepi, no 2, 3 abo
6 bnictepiB y
KapTOHHiIN kopobuyi

KPKA,
a.a., Hoeo
MecTo

CrnoBeHis

BupobHuuTBO «in
bulk», nepsuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOrb cepii Ta
BUNYCK cepii:
KPKA, a.a., HoBo
mecTo, CroBeHis;
KOHTPOIb cepii:

CnoBeHis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
AN MEeAUYHOro 3acTOCYBaHHS
reHepuYHuX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3MiHa He NoTpebye HadaHHs
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157 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

KPKA, a.4., HoBo
mecTto, CnoseHisi

YKOOHMX HOBUX J0OATKOBUX AaHWX) - 3MiHU BHECEHI A0
IHCTPYKUIii 4N MEANYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu "dapmakosoriyHi BnactMBocTi",
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BMAau B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Mepeno3syBaHHs", "MNobGiyHi peakuii" 3rigHoO 3
iHdbopmauieto Woao MegnMyHOro 3acTocyBaHHSA
pedepeHTHoro nikapcbkoro 3acoby (PUCMNOJIENT®,
TabneTtkn, BKpUTi 060N0HKO). BBEaeHHs 3MiH
NpoTArom 6-Tu MicsLiB nicnsi 3aTBepaKEHHSA. 3MiHK |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
0N MeQUYHOro 3acToCyBaHHS
reHepuYHUX/ribpnaHmx/GionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUI Npenapar (3miHa He noTpebye HagaHHA
KOOHUX HOBUX A0AATKOBUX AaHMX). 3MiHW BHECEHI A0
IHCTPYKLUIiT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
3acoby y po3ginu "MNokasaHHsa", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpygat”, "Cnocio
3acTocyBaHHsA Ta go3un”, "Oitn", "Mob6ivni peakuii”
3rigHO 3 iHhopMmaLieo Woa0 MeanyHoro 3acToCcyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (PUCMONENT®,
TabneTkn, BKpUTi 060N0HKO). BBEaeHHs 3MiH
npoTArom 6-Tu MicauiB Nicna 3aTBepAXeHHS. 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsipeecTpadiliHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiXEHb, NPOBEAEHUX
BigNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom). 3miHM BHeCeHi Ao IHCTPYKLUii Ans MeauyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHA" BigNoBigHO 40
OHOBIeHOT iHdopMaLlii 3 6e3nekun Ailo4oi pe4oBUHN.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y
KOPOTKii XapaKTepUCTUL Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3acTocyBaHHs Ha MiacTaBi perynsipHo OHOBMHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo gocrnimpkeHb
3 Be3nekn 3acToCyBaHHS NiKapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OuiHKK
3BiTY 3 AOCHifXEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
nepiatpuyHnx gocnigxenb (PIP) (iHwi 3miHW). 3MiHn
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BHECEHi [0 IHCTPYKLii ANs MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnumsocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
OHOBJEHOI iHchopMmalii 3 6e3nekn AitoyHoi pevoBUHN.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/ecbekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHM). 3MiHM BHECEHI A0 iHCTPYKUii 4NA MeguyHoro
3acToCyBaHHS NikapcbKkoro 3acoby y po3ginu
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BuAau B3aemogin", "OcobnmeocTi 3acTocyBaHHS"
BiZNOBIQHO [0 OHOBMEHOI iHhopMmaLii 3 6e3neku
Lil0401 peYOBUHM.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEePAKEHHSI

285.

TOPEHAO®

TabneTkn, BKpUTI
NniBKOBOIO
060roHKoto No 3 Mr;
no 10 TabneTtok y
6nictepi, no 2, 3 abo
6 GnictepiB y
KapTOHHiI kopoOLi

KPKA,
n.o., Hoeo
MecTo

CnoBeHis

Bupo6HMLTBO «in
bulk», nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPOIb cepii Ta
BWMNYCK Cepil:
KPKA, a.4., HoBo
mecTo, CrioBeHis
LLimap'ewka uecTa 6,
8501 HoBo mecTo,
CnogeHis;
KOHTPOMb Cepii:
KPKA, a.a., HoBo
mecTo, CrioBeHis

CnogeeHisi

BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu |
Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta
tapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
0N MeQUYHOro 3acToCyBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI Npenapar (3miHa He noTpebye HagaHHA
YKOOHMX HOBUX J0OATKOBUX AaHWX) - 3MiHW BHECEHI A0
IHCTPYKLUIiT ANA MeANYHOro 3acToCcyBaHHSA NikapCbKOro
3acoby y po3ginu "dapmakonoriyHi BnacTMBocTi",
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta iHLi
BMAan B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"MepepnosyBaHHs", "MMobiyHi peakuii” 3rigHO 3
iHdbopMmaLiieto Woao MeaNYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (PUCMNOJENT®,
TabneTtkn, BKpUTi 0600HKOW). BBEAEHHS 3MiH
npoTarom 6-Tu MicsuiB nicns 3aTBepaAXeHHs. 3MiHu |
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionogibHMx nikapcbKnx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pecdepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs
YKOL4HUX HOBMX 4OOATKOBUX AaHUX). 3MiHM BHECEHI [0
IHCTPYKUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "Moka3aHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3un", "Oitn", "MobiyHi peakwuii"
3rigHo 3 iHhopmaLi€eo Woa0 MeanyHoro 3acTocyBaHHs
pedepeHTHOro nikapcekoro 3acoby (PUCMOJIENT®,
TabneTkn, BKpUTi 060MoHKOW). BBEAEHHS 3MiH
npoTarom 6-Tu MicsLiB nicns 3aTBepAXeHHS. 3MiHu |
My - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
papmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
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nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiiin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiMXEHb, MPOBEAEHUX
BignoBigHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
(3MiHY y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHI 40 IHCTPYKLUii Ans MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0
OHOBJEHOI iHhopMmalii 3 6e3nekn AitoyHoi pevoBUHN.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTocyBaHHS Ha NiAcTaBi perynsipHo OHOBIHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo gocrnimpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sik pe3ynbTaT OUiHKN
3BITY 3 4OCNIOKEHb, NPOBEAEHMX BiANOBIAHO 40 NnaHy
nepiatpnyHnx gocnigxeHs (PIP) (iHwi 3miHn). 3MiHn
BHECEHI [0 iHCTPYKLUIT 4Na Megu4yHoro 3acTocyBaHHSA
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3acTocyBaHHs", "lNMobivHi peakuii”" BignosigHo oo
OHOBIeHOT iHdopMaLii 3 6e3nekun Ailo4oi pe4oBUHN.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW). 3MiHN BHECEHI A0 IHCTPYKUii ANs MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWKMU nikapcbkuMm 3acobamu Ta iHLwi
BMAan B3aemogin”, "OcobnmeocTi 3acTocyBaHHS"
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
L0401 pevyoBUHMN.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPKEHHSI

286.

TOPEHOO®

TabneTku, BKpUTI
NniBKOBOO
o6oroHKot no 4 wr;
no 10 TabneTok y
6nicTepi, no 2, 3 abo
6 GnictepiB y
KapTOHHiIl kopobui

KPKA,
a.a., Hoeo
MecTo

CnoBeHis

BupobHuLTBO «in
bulk», nepsuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPOIb cepii Ta
BUNYCK cepii:
KPKA, a.a., Hoso
MecTo, CrnoBeHisi;

KOHTPOMb Cepii:
KPKA, a.a., HoBo
mecTo, CrioBeHis

CnoseHisi

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUil
AN MEeAUYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
3acobiB nicns BHECEHHS TiET camoi 3MiHU Ha
pecdepeHTHUIA Npenapar (3miHa He NoTpebye HaaaHHs
YKOAHUX HOBUX A0AATKOBUX AaHUX) - 3MiHWN BHECEHI [0
iHCTPYKUIii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"B3aemogis 3 iHWVMK nikapcbkuMm 3acobamm Ta iHLwi
BMAM B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1

"MepenosyBaHHs", "MNobGiyHi peakuii" 3rigHoO 3
iHcbopMmalLieto LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcekoro 3acoby (PUCMOJENT®,
TabneTkn, BKpUTi 0600HKO). BBEaeHHs 3MiH
npoTArom 6-Tn MicauiB nicna 3aTBepAXeHHS. 3MiHu |
TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUIi
Ansi MEQUYHOTO 3aCTOCYBaHHS
reHepuYHMX/riopnaHmx/6ionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye HadaHHs
KOOHUX HOBUX A0AATKOBUX AaHMX). 3MiHW BHECEHI Ao
IHCTPYKLUIii AN MEANYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu "MNokasaHHsa", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpygat”, "Cnocio
3acTtocyBaHHsA Ta go3un”, "Oitn", "Mobiuni peakuii”
3rigHO 3 iHopMaUi€ero Woa0 MeQUYHOMo 3aCTOCYBaHHA
pedepeHTHOro nikapcbkoro 3acoby (PUCMONENT®,
TabneTkn, BKpuTi 060M0HKO0). BBEAEHHS 3MiH
nNpoTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHS. 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLii
Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiliHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMIMKEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHy y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHI 40 IHCTPYKLUii ANst MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"OcobnueocTi 3acTocyBaHHS" BiANOBIAHO A0
OHOBJIEHOI iHhopMmaLii 3 6e3nekn Aikoyoi pe4OBUHMN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i fikapCbKoro 3acoy, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHS Ha NiAcTaBi perynsipHO OHOBIHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo focrnimkeHb
3 BGe3nekun 3acTocyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pe3ynbTaT OuiHKK
3BIiTY 3 LOCHifKEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (iHwi 3miHn). 3MiHn
BHECEHi [0 IHCTPYKLii ANs MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo 0o
OHOBJIEHOI iHGhopMmaLii 3 6e3nekn Aitoyoi pevOBUHMN.
BBegeHHs 3MiH NpoTsarom 6-Tv MicauiB nicns
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3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHuM). 3MiHM BHECEHI 40 iHCTPYKUiT ANns MeguyHoro
3acToCyBaHHS NikapcbKkoro 3acoby y po3ginu
"B3aemogis 3 iHWMMK nikapcbkumMm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHSA"
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
Lito401 pevoBUHM.
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEePAKEHHS!

287.

TOP3AKC®

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 10
mr, no 10 TabneTok
B GnicTepi; no 3
Gnictepu B
KapTOHHiIN kopobui

ATKANOI
A0

Ckon'e

Pecnybnik
a lNiBHivHa
MakepgoHis

ATIKANOIO ALl Cror’e

Pecnybnika
MiBHiYHa
MakenoHisa

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCcyBaHHS MikapCbKoro
3acoby B nicnsipeecTpaLiiHuiA nepion, abo sik
pe3ynbTaT OUiHKM 3BiTy 3 4OCHiAXEHb, NPOBEAEHNX
BiQNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOrOo
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
Buau B3aemogin”, "OcobnmeocTi 3acTocyBaHHs" Ta
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHSA Aito4oi
pevoBUHY 3rigHo 3 pekoMeHgadieto PRAC. 3Mminn |
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHu) - 3mMiHM BHeCceHo B
iHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby go po3sginy "MobiyHi peakuii” woao
noBigoMMNeEHb Npo BUNagkM NobivyHMX peakuin Ta
BiJCYTHOCTi eheKTUBHOCTi NikapcbKoro 3acoby.

3a
peuenmom

He
nidnsie
ae

UA/12770/01/01

288.

TOP3AKC®

TabneTku, BKPUTI
NniBkOBOIO
oboroHkoto, no 20
mr, no 10 TabneTok
B GnicTepi; no 3
Gnictepu B
KapTOHHiIl kopobui

ATKANOI
O A0

Ckon'e

Pecny6bnik
a lNiBHivHa
MakenoHist

ANKANOIQ ALl Ckon'e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu |
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
Ansi MEOUYHOTO 3acTOCYBaHHS Ha NiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiHuin nepiod, abo sik
pe3ynbTaT OUiHKM 3BiTY 3 [OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
(3MiHY Y3roxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHECEHO B IHCTPYKLIitO ANt MEAUYHOTO
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWVMK nikapcbkuMm 3acobamm Ta iHLi
BMau B3aemogin", "OcobnmeocTi 3acTocyBaHHs" Ta

3a
peuenmom

He
nidnsie
ae

UA/12770/01/02




162

[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayiliHo2o
noceio4yeHHs1

"MoGiyHi peakwii" BiZNOBIAHO 4O OHOBMEHOI
iHcpopMmalii Lwoao Gesnekn 3acTocyBaHHS Aito4oi
pevoBUHY 3rigHo 3 pekoMeHgauieto PRAC. 3Mminu |
My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHn) - 3MiHM BHECEHO B
iHCTPYKLUiO AN MEQMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby no posainy "MobGiyHi peakuii” woao
noBiAOMIEHb NPO BMUNaakM NobivHMX peakuiii Ta
BiCYTHOCTi edpeKTMBHOCTI Nikapcbkoro 3acoby.

289.

TOP3AKC®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 40
mr no 15 TabneTok y
6nictepi; no 2
Gnictepn y
KapTOHHiIN kopooLi

ATNKANOI
nAn

Ckon'e

Pecny6nik
a lNiBHivHa
MakepnoHis

AITKANOIO ALl Ckorn'e

Pecny6bnika
MiBHiYHa
MakenoHisa

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTumui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBJHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS fikapCbKoro
3acoby B nicnApeecTpauiiHui nepion, abo sk
pe3ynbTaT OLiHKM 3BIiTY 3 4OCNIOKEHb, NPOBEAEHNX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigkeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHW BHECEHO B iHCTPYKLit0 ANs MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
Buan B3aemogin”, "OcobnmeocTi 3acTocyBaHHs" Ta
"Mo6iyHi peakwii" BiZNOBIAHO 4O OHOBMNEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBuWHM 3rigHO 3 pekomeHpaauieto PRAC. 3Minu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsgy (iHwi amiHun) - 3mMiHM BHeCeHo B
iHCTpYKLUil0 ANs MeQnYHOro 3acTOCyBaHHS NikapCbKoro
3acoby no posainy "MobiyHi peakuii” woao
noBiAoMMNEHb Npo BUNaaku NobivyHMX peakui Ta
BiJCYTHOCTi eheKTUBHOCTI NikapcbKoro 3acoby.

3a
peuenmom

He
nionse
ae

UA/12770/01/03

290.

TOP3AKC®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 80
mr, no 10 TabneTok
B GnicTepi; no 3
Gnictepu B
KapTOHHiIl kopobuyi

ANKATOI
A0

Ckon'e

Pecny6bnik
a lNiBHivHa
MakepnoHis

ATKANOIO AL Ckor’e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEQUYHOTO 3aCTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsipeecTpadiiiHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTYy 3 4OCHIIXEHb, MPOBEAEHUX
BigNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHY Y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHWN BHECEHO B iHCTPYKLitO ANS MEANYHOrO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMU nikapcbkuMm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmeocTi 3acTocyBaHHs" Ta
"Mob6ivHi peakuii" BigNoBiAHO 4O OHOBNEHOT

3a
peuenmom

He
nidnsie
ae

UA/12770/01/04
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHSA Lito4oi
peyvoBuHM 3rigHo 3 pekomeHaauieto PRAC. 3Minu |
My - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO B
IHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no posainy "MoGiyHi peakuii” woao
noBigoMIEeHb NPO BUMaAKM NOBIYHMX peakLuin Ta
BiICYTHOCTi e(peKTUBHOCTI NikapCbKoro 3acoby.
291. | TPAHEKCAMO NMOPOLLIOK AT YkpaiHa Awmi NandbcarieHs MNeT IHais BHECEHHS 3MiH [0 peecTpaulinHmx maTtepianis: 3miHu I - UA/20224/01/01
BA KUCJIOTA (cybeTaHuin) y "dapmak” It TMny - 3MiHK 3 akocTi. ADI. (iHLWi 3MiHM) - OHOBIEHHS
nonieTuneHoBmx macTep-canny Ha ADI TpaHekcamoBa KucnoTa
naketax ans BupobHuka AMI Lifesciences PVT LTD, IHgis 3 Bepcii
hapMaueBTUYHOrO [ALPL/TRA/AP/EP/01/00] go Bepcii
3acToCyBaHHS [ALPL/TRA/AP/EP/01/00+Addendum-II] 3aTBepaxeHo:
ALPL/TRA/AP/EP/01/00 MKA. Mepiog peTecTyBaHHs.
3 poku. 3anponoHoBaHo:
ALPL/TRA/AP/EP/01/00+Addendum-Il MKA. TepmiH
npuaaTHoCTI. 5 pokiB
292. | TPUAYKTAH TabneTkn, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a UA/5030/01/01
MB NniBKOBOIO "ACIHO Tmny - 3miHm 3 sikocTi. CepTudikaT BignosigHoOcCTI/IE- peuenmom
060onoHKolo, 3 YKPATHA" cepTudikaT BianoBigHOCTI €BpONenchbKin
MoandgikoBaHUM dapmakonei/moHorpadii. NMogaHHsA HoBoro abo
BUBIMbHEHHAM, MO OHOBIIEHOro cepTudikarta BignosigHoCTi abo
35mrno 10 BUYYEHHs1 cepTudikaTa BignoBigHOCTI €Bponenchkin
Tabnetok y bnicrepi, capmakonei: ans A®I; onsa BuxigHoro
no 3 abo 6 6nictepis matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Y KapTOHHI# nauuj; BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
no 20 TabneTok y [OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
6nictepi, no 1, 3 abo €Bponewicbkin bapmakonei) - HoBuin ceptudikat Big,
4 6nictepn y HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHST)
KapTOHHIN nayui MopaHHsa HoBoro cepTudikaTa BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2007-245 -
Rev 02 ans A®I TpumeTtasnavHy aurigpoxnopuay Big
HOBOrO anbTepHaTuBHOro BUpo6Huka «ANEK
PRAYOG PRIVATE LIMITED», IHgis
293. | TPUAYKTAH TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt"” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | - UA/5031/01/01
MB NniBKOBOO "ACIHO Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
06OmOHKO, 3 YKPAIHA" cepTudikaT BiAnoBiAHOCTI EBPONENCHKIN

mMoaundikoBaHUM
BUBINbHEHHAM, MO
35 mrin bulk: no 7 kr
TabneTok y
nonieTuneHoBmxX
nakeTax, ki
BKNagawTb y
KOHTeWHepu

apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBJIEHOro cepTudikaTta BianoBigHOCTIi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €EBpONenchkin
capmakonei: ana A®l; onsa BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponevicbkin dapmakonei) - HoBuin ceptudikat Big,
HOBOro BMpO6GHWKa (3aMiHa abo JONOBHEHHST)
[MogaHHA HOBOro cepTudikaTa BignoBigHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2007-245 -
Rev 02 ana A®I TpumeTtasnauHy avrigpoxnopuay Bif
HOBOrO anbTepHaTuBHOro BupobHuka «ANEK
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep

peecmpayitiHo20

noceio4yeHHs1

PRAYOG PRIVATE LIMITED», Ingis

294.

TPUKAPLO

TabneTku, BKPUTI
nniBKkOBOIO
obornoHkoto, no 20
mr; no 10 TabneTok
y GnicTepi; no 3
6nictepu y nayui

AT
"KNIBCLK
nm
BITAMIHH
N
3ABOA"

Ykpaina

AT "KUTBCBKII
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopo 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
Ans MEQUYHOTO 3acTOCyBaHHA Ha NiacTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pocnimxkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHiii nepiog, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiAXEHb, MPOBEAEHUX
BigMNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHY y3roxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO A0 IHCTPYKUiT ANS MeANYHOro
3acTocyBaHHs nikapcbkoro 3acoby B po3ainuv
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLii 3 6e3neku
nito4oi peyoBuHU. BBegeHHA 3MiH npoTarom 6-tn
MicsUiB Nicnsa 3aTBEPAXEHHSA

3a
peuyerimom

He
nidnsie
ae

UA/7597/01/01

295.

TPUTALE
nnoce 10
Mr/12,5 MIr

Tabnetku; Ne 28
(14x2): no 14
Tabnetok y bnicrepi;
no 2 6nictepu B
KapTOHHiIN kopooLi

TOB
"CaHoi-
ABeHTiC
Ykpaina"

YkpaiHa

CAHO®I C.P.1.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHUX JaHuX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLo BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
bavina cuctemu hapmakoHarnsagy) - 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
apmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOI
AiSnbHOCTI 3 dpapmakoHarnsgy

3a
peuenmom

UA/10165/01/01

296.

TPIOMBPACT®

PO34MH NS iH eKuin
60 % no 20 mn B
amnyni; no 5 amnyn
B nayui; no 20 mn B
amnyni; no 5 amnyn
y BnicTepi; no 1
Gnictepy B navui

AT
"®apmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHw).
OHOBMEHHS TEKCTY MapKyBaHHs1 MEPBUHHOI Ta
BTOPWHHOI YNaKoBOK IikapcbKoro 3acofy, a came:
BUIyYeHHS iHhopMaLlii, 3a3Ha4YeHOi POCINCHKOK
MOBOI0, Ta BUKIageHHS il aHrMiNcbko MOBOIO. TepMiH
BBEAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBepKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHN). OHOBMNEHHSA TEKCTY MapKyBaHHSA NEPBMHHOI Ta
BTOPUHHOI YNaKOBOK flikapcbKkoro 3acoby, a came: -
pogasaHHA MHH ykpaiHCbkolo MOBOI; - AOAaBaHHS
topuanyHoi agpecu BUpobHuka y n.11.
«HavmeHyBaHHs i MicLle3Hax0omKEHHS1 BUPOOHMKa
Ta/abo 3asiBHVKaY; - BHECEHHS1 HE3HAYHUX

3a
peuenmom

UA/3439/01/01




165 [TponoBkeHHs qoaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
pefakuinHMx NnpaBok Nno TekcTy; - y n. IHWE 3a3HayeHO
noroTun 3asiBHUKa. TepMiH BBEAEHHS 3MiH MPOTSAroM 6
MicsUiB Micnsa 3aTBEPAXEHHS
297. | TPIOMBPACT® | po3uuH Ans iH’ekuin AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/3439/01/02
76 % no 20 mn B "®apmak” Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
amnyni; no 5 amnyn capmakoHarnsgy (iHwi 3amiHn).
B nayui; no 20 mn B OHOBMEHHS TEKCTY MapKyBaHHA NEPBUHHOI Ta
amnyni; no 5 amnyn BTOPWHHOI YNaKoBOK Nikapcbkoro 3acoby, a came:
y GnicTepi; no 1 BUIyYeHHS iHGopMaLlii, 3a3Ha4YeHOi POCINCbKO
Gnictepy B nayui MOBOI0, Ta BMKNaAEeHHS ii aHrmincbkoo MOBOK. TepMiH
BBEOEHHS 3MiH NPOTArom 6 micauis nicns
3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN). OHOBMEHHSA TEKCTY MapKyBaHHSA NEPBMHHOI Ta
BTOPUWHHOI YNaKoBOK Nikapcbkoro 3acoby, a came: -
nopasaHHa MHH ykpaiHCbKOH MOBOIO; - Ao4aBaHHA
topnanyHoi agpecu BupobHuka y n.11.
«HanmeHyBaHHS | MicLie3HaxomKeHHs1 BUpobHMKa
Ta/abo 3asBHVKaY; - BHECEHHS1 HE3HAYHUX
peAakuinHnX NpaBoK Mo TekcTy; - y n. IHWE 3a3HaveHo
noroTun 3asiBHUKa. TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsUiB Nicnsa 3aTBEPAXEHHSA
298. | PEHA3ENAM® | tabnetkv no 0,0005 Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a UA/8564/01/01
IC rno 10 TabneTok y BO 3 [00aTKOBOO TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 5 [0[aTKOBO BiAMOBIAAMNbLHICTIO apmakoHarnsaay (iHwi 3amiHw).
6nictepis y navui 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
Bignosiga yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4eHO
NBHICTIO iHdbopMaLito, 3a3HavYeHy pOCICbKO MOBOHD, Ta
"IHTEPXI OHOBMEHO M. 2 TEKCTY MapKyBaHHS BTOPUHHOI
M" ynakoBku. BBedeHHsi 3MiH NpoTarom 6-tn micsuis
nicns 3aTBepOXKEeHHS.
299. | ®EHA3ENAM® | Tabnetku no 0,001 r Tosapuct Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/8564/01/02
IC no 10 TabneTok y BO 3 [00aTKOBOO Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; o 2 abo [0[aTKOBO BiAMOBIAANbLHICTIO dapmakoHarnsaay (iHwi 3amiHw).
no 5 Gnictepis y 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
navji 3 KapToHy Bignosiga yNaKoBKU fikapcbKoro 3acoby, a came BUIy4eHO
NBHICTIO iHdbopMaLito, 3a3HavYeHy pOCICbLKO MOBOID, Ta
"IHTEPXI OHOBMEHO M. 2 TEKCTY MapKyBaHHS BTOPUHHOI
M" ynakoBku. BBedeHHs1 3MiH NpoTarom 6-tn micsuis
nicns 3aTBepOKEHHS.
300. | PEHA3ENAM® | tabnetku no 0,0025 Tosapuct YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH O peecTpaLlinHmx maTtepianis: 3miHu | 3a UA/8564/01/03
IC rno 10 TabneTok y BO 3 [00aTKOBOO Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 2 [00aTKOBO BignoBiganbHicTIO cbapmakoHarnsgy (iHwi 3amiHn).
Gnictepu B nayui 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
Bignosiga yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4YeHO
NBHICTIO iH(bopMaLito, 3a3HavYeHy pOCiCbKO MOBOID, Ta
"IHTEPXI OHOBMEHO M. 2 TEKCTY MapKyBaHHS BTOPUHHOI
M" ynakoBku. BBegeHHsi 3MiH NpoTarom 6-tn micsuis
nicns 3aTBepOKEHHS.
301. | ®EHIBYT 100 NOpOLLOK ANs TOBAPUC YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix mMaTtepianis: 3miHa 3a UA/20572/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep

n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20

3acoby ynakoeka) HS noceio4yeHHs1
oparnbHOro PoO34nHy, TBO 3 obmMexeHo 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiitHoro peuenmom
100mr/ir;nolry OBMEXE BiANOBIgANbHICTIO nocBiayeHHs). BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis
naketi; no 10 HOKO "®apmaueBTUYHa nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woao
nakeTiB y kopobui 3 BIOMOBIO KoMnaHisi "3gopos's" 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
KapToHy ANbHICT BBeneHHs abo 3MiHM 40 y3aranbHeHVX AaHuX Npo
10] cucTemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHnX
«KOPINOP OaHunX Npo cuctemy bapmakoHarnagy, 3amiHa
AUIA yMNOBHOBaXeHoI ocobwu, BignosiaansHoi 3a 3giNnCHEHHS
«3[00POB dapmakoHarnagy; KOHTakTHoi ocobu 3
"Ax chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHa Big
ynoBHOBa)eHOi 0cobu, BignoeiganbHOI 3a 30iNCHEHHS
tapmakoHarnagy (Bko4ar4mn KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MilLleHHI MacTep-chaiina cuctemu
dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a chapmakoHarnsag. [itoya pegakuis:
LLleBueHko OneHa lropiBHa. [MponoHoBaHa peaakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHoI ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a
tbapmakoHarnag,.
3MiHa Homepa macTep-gaina cuctemm
dapmakoHarnsay.

302. | ®PEHIBYT 500 NMOPOLLOK ANsA TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpaLinHMx maTtepianis: 3miHa 3a UA/20572/01/02
oparnbHOro Po34nHy, TBO 3 obMexeHo 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
500 mr/2,51;n02,51r | OBMEXE BiANOBIgANbHICTIO nocBiaYeHHs1). BBeeHHsA 3MiH NpOTArom 6-Tu MicsiLiB
y naketi; no 10 HOKO "®apmMaueBTnYHa nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwopao
naketiB y kopobui 3 BIONOBIO KomnaHisi "3aopos'a” 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.

KapToHy ANbHICT BBeneHHs abo 3miHM A0 y3aranbHeHNX 4aHux npo
10] cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
«KOPTIOP OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
AUIA YNOBHOBAXEHOI 0cobu, BianoBiganbHOI 3a 30iNCHEHHS
«300POB hapmakoHarnsigy; KOHTakTHoi ocobu 3
A» dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bifg
yMnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHeHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHW y po3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnsgy).
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignoBigansHoi 3a chapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0cobu
3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-danna cuctemun dpapMakoHarnsagy.

303. | ®EHI®PEH kancynu no 250 mr MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a He UA/18745/01/01
no 10 kancyny "XIMPAP "XIMOGAPM3ABOL TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom nionsiz
6nicTepi, no 2 M3ABO[ "YEPBOHA 3IPKA" Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro ae
6nictepu y nayui 3 "YEPBOH NOCBiAYEHHS) 3MiHa HalMeHYBaHHS 3asiBHVKa
KapTOHY A 3IPKA"

(BnacHuka peecTpauiiHoro noceigvyeHHst). 3MiHu | Tuny
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
- AOoMmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy Micusi NPOBaPKEHHS AisiNbHOCTI
BMPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKITIOYAK04M AinbHULI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
BifnoBigae BUPOOHUK/iIMNopTEp, BKIHOYAO4N BUMYCK
cepilt) 3MiHa HanmeHyBaHHs BUpobHuka M13. 3miHn
BHECEHO B IHCTPYKLUIiO ANs MEANYHOro 3aCTOCyBaHHS Yy
po3ain "BMpoBHMK" y 3B'sI3KY 3i 3MIHOO HallMeHyBaHHS
BUPOBGHMKA Ta sIK HACNigoOK - BigNOBIgHI 3MiHW Y TEKCTI
MapKyBaHHS1 yakoBKU fikapcbKkoro 3acoby Lioao
BUpPOGHMKA. BBEgeHHs 3MiH NpoTsarom 6-Tm Micsiuis
nicnsi 3aTBepOXEHHS.
304. | ®EHOBAPBITA | Tabnetku no 5 wmr, Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/4052/01/01
nic no 10 TabneTtok y BO 3 [00aTKOBOO TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 5 [oaaTkoBo BiANOBIgANbHICTIO capmakoHarnsgy (iHwi amiHn).
6nictepis y navui 10 "IHTEPXIM" OHOBMNEHO TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
Bignosiga ynaKoBKU fikapcbKoro 3acoby, a came BUIy4eHO
NbHICTIO iHbopMaLito, 3a3Ha4YeHy POCINCLKOK MOBOLO, Ta
"IHTEPXI BHECEHO He3HauyHi pegakuinHi npaBku. BBegeHHs 3MiH
M" NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXEHHS.
305. | PEHOBAPBITA | Ttabnetku no 50 mr, Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a UA/4052/01/02
nic no 10 TabneTtok y BO 3 [00aTKOBOO TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 5 [0[aTKOBO BiAMOBIAAMNbLHICTIO apmakoHarnsaay (iHwi 3amiHw).
6nictepis y navui 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
Bignosiga yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4eHO
NBHICTIO iHdbopMaLito, 3a3HavYeHy pOCICbKO MOBOHD, Ta
"IHTEPXI BHECEHO He3HaYHi peaakuinHi npaBku. BBegeHHs 3MiH
M" NpOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
306. | PEHOBAPBITA | Ttabnetkun no 100 wmr, Tosapuct Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/4052/01/03
nic no 10 TabneTok y BO 3 [00aTKOBOO Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 5 [0[aTKOBO BiAMOBIAANbLHICTIO dapmakoHarnsaay (iHwi 3amiHw).
6nictepiB y navui 10 "IHTEPXIM" OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
Bignosiga yNaKoBKU fikapcbKoro 3acoby, a came BUIy4eHO
NBHICTIO iHdbopMaLito, 3a3HavYeHy pOCICbLKO MOBOID, Ta
"IHTEPXI BHECEHO He3HauyHi peaakuinHi npaBku. BBegeHHs 3MiH
M" NPOTArom 6-T MicsALIB MiCNS 3aTBEPOXKEHHS.
307. | ®IHNPOC TabneTkn, BKpUTI KPKA, CnoBeHis BMPOBHMLTBO «in CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | 3a He UA/7060/01/01
nniBKOBOI a.a., Hoeo bulk», nepsuHHe Ta Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom nidnsie
oboroHkot, no 5 mr; MecTo BTOPUHHE MaKyBaHHSA: dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTui ae

no 10 Tabnetok y
6nictepi; no 3 abo 9
GnicTtepis B
KapTOHHiI kopooLyj;
no 14 Tabnetok y
6nictepi; no 2
Gnictepu B
KapTOHHI kopobui

IHTac
dapmacbkioTukana
Nimiten, IHAis;
NnepBUHHE Ta
BTOPVHHE NaKyBaHHs,
KOHTPOrb cepii Ta
Bunyck cepii: KPKA,
n.4a., Hoso mecto,

nikapcbKoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
AN MEeAUYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecdepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs
YKOAHUX HOBUX A0AATKOBUX AAHUX) - 3MiHN BHECEHO
[0 IHCTPYKUIi ANs MeanyHoro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ginu "®apmMakonorivHi
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
CrnoBeHisi; BTOPUHHE BnactmeocTi" (iHpopmauis 3 6e3neku),
nakyBaHHs: KPKA, "MpoTtunokasaHHs", "OcobnmBOCTI 3acTocyBaHHA",
o.a., Hoeo mecto, "3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
CnogBeHisi rpypato”, "Cnocib 3actocyBaHHs Ta 403K" (YTOYHEHHSs
iHdpopmalii), "MepenosyBaHHs", "MobiyHi peakuii
3rigHO 3 iHopMmaUieto Woa0 MeaUYHOro 3aCTOCyBaHHA
pedepeHTHOro nikapcbkoro 3acoby (Proscar 5 mg
film-coated tablets). BBeaeHHs amiH npotarom 6-Tu
MicsuiB nicnsi 3aTBepaKeHHs - 3MiHM | Tuny - 3MiHn
wopno 6e3snekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (M. 6) Ta BTOpMHHOI (M. 8, n. 12, n. 14, n.17)
ynaKkoBKU nikapcbKoro 3acoby, a Takox 3a3HayeHo
OAMHWLI BUMIpIOBaHHSA y cucTemi S| natnHuueto.
BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS
308. | ®ITOHE®PON 36ipno50ry MpAT Ykpaina MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | bes UA/14132/01/01
naykax 3 BHyTpiwHim | "Jliktpasn" Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuyenma
naketom; no 1,5ry CuctemMa KoHTelHep/3akynoptoBanbHMIA 3aci6 (iHLwi
dinbTp-nakeTi; No 3MiHW) - BHECEHHS YTOYHEHHS B po3Ain "Ynakoska"
20 ginbTp-nakeTiB y MeTogiB KOHTPOMIO AKOCTI, a came 3a3Ha4yaeTbCs, Lo
nayui; no 1,5ry «[JoaaTKoBO Naykm MOXyTb 0BropTaTmcs 330BHi
dinbTp-nakeTi; No NMiBKOIO NOMINPOMiINEHOBO» 3aMiCTb «330BHi NaYvkn
20 cpinbTp-nakeTiB y o6ropTatoTb NAIBKOK NOMINPONiNeHOBOY.
nayi 3 BHyTPILLHIM
nakeTom
309. | ®NIEBOCMIH TabneTku, BKPUTI Dxun Em [pysis KEPH ®APMA, C.J1. IcnaHis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3minu | bes UA/20582/01/01
NniBKOBOKO dapmacbk My - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
obornoHkoto, no 500 toTMKanc dapmakoHarnsagy. BeegernHs abo 3aminn o
mr, no 10 TabneTok, y3aranbHeHVX AaHux Npo cuctemMy hapmMakoHarnsay
BKPUTUX MIiBKOBOKO (BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
oboroHkot, y dapmakoHarnsay, 3MiHa yNnoBHOBaXXeHOi ocobu,
6nicTepi; no 6 BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsaay;
GnicTepis B nayui 3 KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
KapToHy 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIganbHOI 3a
cbapmakoHarnsg,.
Litoya pepakuisi: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3MiHa KOHTaKTHUX gaHWX
YNOBHOBaXeEHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
¢hapmakoHarnsg.
310. | ®OPTE3A PO34uMH AN pOTOBOI OenbTa LLisenuapi ABAI IBPAXIM Inay TypeyurHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | bes UA/13797/01/01
nopoxHunHn 0,15 %, Megpiken | CaHai Be TimkapeT TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenma
no 60 mn a6o 120 MpomoyLu A.LL. hapmakoHarnsigy (iHwi amiHu) - 3MiHM BHECEHO B
MIT PO3YUHY Y H3 Al TEKCT MapKyBaHHS NEPBUHHOI (NMYHKT 6) Ta BTOPUHHOI

CKINSIHOMY cpriakoHi;
no 1 dpnakoHy

(nyHkTM 3, 15, 17) ynakoBOK NnikapCcbKoro 3acoby.
TepMmiH BBEOEHHS 3MiH - NPOTSArom 6 MicauiB nicns
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
pa3oM 3 MipHUM 3aTBEpKEHHS
KOBMa4KoM y
KapTOHHiIN kopobLi
311. | ®OPTE3A cnpen Ans poToBoi HenbTa LLisenuapi ABAI IBPAXIM Inay TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes UA/13797/02/01
nopoxHunn 0,15 % Megiken A CaHai Be Timxapet Tuny - 3MiHM LWoao G6e3nekn/edeKTUBHOCTI Ta peuenma
no 15 mn a6o 30 mn MpomoyL A.LL dapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO B
PO34MHY Yy hnakoHi 3 H3 Al TEKCT MapKyBaHHS1 NEPBUHHOI (MYHKT 6) Ta BTOPUHHOI
posnunosayem; no (nyHkTH 3, 17) ynakoBok nikapcbkoro 3acoby. TepmiH
1 conakoHy B BBeAEHHS 3MiH NPOTArom 6 micauis nicns
KapTOHHiI kopobui 3aTBEPAXKEHHS
312. | ®OCPOKOK rpaHynu ans Mictpan AHrnis INabiaHa Icnanis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/20101/01/01
OopanbHOro PO34nHy Kenitan dapmachktoTikanc, Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE- peuenmom
no3r, no8rrpaHyn | MeHemxm C.JLY. cepTudikaT BigNoBiAHOCTI €EBpONenchKin
y cawe; no 1 abo 2 EeHT dapmakonei/moHorpadii. NMogaHHsA HoBoro abo
calle y KapTOHHIn Jlimiteq OHOBJEHOro cepTudikaTta BignoBigHoCTi abo

nayui

BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNenchKin
capmakonei: ans A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoOBNeHuU cepTudikaT
BiJ, y>Ke 3aTBEpPDKEHOro BUpOOHMKa NogaHHSA
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBPONENnChKin
dapmakonei Ne CEP 2012-265 - Rev 03
(3aTBepokeHo: CEP 2012-265 - Rev 02) ans A®I
docomiLMHy TpOMEeTaMony Bif BXe 3aTBEpAKEHOro
BupobHuka LABIANA PHARMACEUTICALS, S.L.U.
(BupobHMYi AinbHMUi Bioquim S.A., Spain Ta Quimica
Sintetica S.A., Spain). 3miHu | TUnNYy - 3MiHK 3 FKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki apmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BignoBigHocTi abo BUny4eHHs cepTudikata
BignosigHocTi €Bponeincekini hapmakonei: ans AdI;
Ons BUXiQHOro matepiany/peareHTy/npoMixXHOro
NpPoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
[Onsi JONOMiXXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHun ceptudikar
Bifl y>Ke 3aTBepAKeHOro BUPOOHMKa - NOAAHHSA
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne CEP 2012-265 - Rev 04 gnsa AdI
dochomiumHy TpoMeTaMony Bif BXe 3aTBEPKEHOIO
BupobHuka LABIANA PHARMACEUTICALS, S.L.U.
(BupobHMYi AinbHWUI Bioquim S.A., Spain Ta Quimica
Sintetica S.A., Spain). 3miHu | TUnNy - 3MiHK 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki papmakonei/MoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTI €Bponevickkin hapmakonei: ana Adl;
Ans BUxigHoro matepiany/peareHTy/npoMixXHOro
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayiliHo2o
noceio4yeHHs1

NPOAYKTY, O BUKOPUCTOBYHOTLCSA Y BUPOOHMLTBI A,
Ons AONOMDKHOI pevoBuHK (cepTudikat BignoBigHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHu cepTudikaT
BiJ yXe 3aTBepAXeHOro BUpobHUKa - MoJaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpONENnCchKin
dapmakonei Ne CEP 2012-265 - Rev 05 gnsa Al
dochomiumHy TpomeTaMony Bif BXe 3aTBEPKEHOTO
BupoGHuka LABIANA PHARMACEUTICALS, S.L.U.
(BUpo6HMYi AinbHMU Bioquim S.A., Spain Ta Quimica
Sintetica S.A., Spain). 3MiHu | TUNy - 3MiHK 3 sKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BigNOBIgHOCTI €Bponeichkin thapmakonei/MoHorpadil.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUny4YeHHs cepTugikara
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXigHOro matepiany/peareHTy/npoMixxHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignosigHoCTi
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
HOBOrO BMPOBHMKa (3amiHa abo AONOBHEHHS) -
nogaHHs HOBOro cepTudikaTa BiaNOBIgHOCTI
€ponevickkin hapmakonei Ne CEP 2023-068 - Rev 01
ans A®| doccomiumHy Tpometamony FT23 Big
BupobHuka LABIANA PHARMACEUTICALS, S.L.U.
(BMpPOGHMYa ainbHUusa Bioquim S.A., Spain)

313.

dPOMITIA®

rpaHynu ans
npurotyeBaHHsa 60 mn
(250 mr/5 mn)
cycneHxsii ans
opanbHoro
3acTocyBaHHs, 1
hbnakoH 3
rpaHynamu Ta 1
Lwnpuvy Ans
oparnbHoro
BBEOEHHS CyCneHsii
B KapTOHHII kopobui

KPKA,
a.a., Hoeo
MecTo

CnioBeHis

BUpobHMUTBO "in bulk",
nepBUHHE Ta
BTOPWHHE NaKyBaHHS:
KPKA, a.a., HoBo
MecTo, CrnoBeHisi;

BTOPVHHE NaKyBaHHS,
KOHTPOMb Ta BUMYCK
cepil:

KPKA, a.a., HoBo
MecTo, CrnoBeHisi;

KOHTpOrb cepii
(pi3nyHi Ta XimivHi
METOAM KOHTPOI0):
KPKA, a.a., Hoso
MecTo, CrnoBeHis;

BUPOBHMLTBO
NPOMiXKHOrO NPOAYKTY
(nicns nokpuTTS):
CwuHTimep, labce
MpawsiT IlimiTea, IHaiA

CnoseHis/
IHaia

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BMpPOBHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAKUM AinbHULI BUNYCKy cepii abo Micue
NpoBEeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
BiZNoBigae BUPOOHUK/iMNopTep, HE BKITHOYaK4U
BUNYCK cepiln) 3MiHa HalMeHyBaHHS Ta KOperyBaHHsl
HanucaHHs agpecy BUPOBHMKa roTOBOrO fikapCbKoro
3acoby Ans ysromkeHHs 3 iHpopmauieto y GMP. 3miHn
| Tuny - 3miHn 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINyYEHHsI cepTudikaTa BignoBiaHOCTI EBpoNENChKil
capmakonei: ans A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHW cepTudikat
Bifl y>Ke 3aTBepKeHOro BUpobHMKa - MoaaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €BpONenchKiln
dapmakonei Ne CEP 2004-148-Rev 09 ana A®I
KNapuTPOMILWMHY Bif 3aTBepaeHoro BupobHuka IND-
SWIFT LABORATORIES LIMITED, India, skui1 3MiH1B
Ha3By Ha Synthimed Labs Private Limited, India. 3miHu

3a
peuerimom

UA/5026/01/02
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| TMny - 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUIyYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnChKin
capmakonei: ansa A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif YK€ 3aTBEpKEHOro BUPOOHUKa - MNoaaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmaxkonei Ne R1-CEP 2004-148-Rev 08
(satBepmxeHo: R1-CEP 2004-148-Rev 06) ans AdI
KNapuUTPOMILMHY Bif 3aTBepkeHoro BupobHuka IND-
SWIFT LABORATORIES LIMITED, India. BBegeHHs
3MiH NPOTSAroM 6-TW MICSILIB MiCNsi 3aTBEPAKEHHS.

314.

OYNBEOXEKT

PO3YMH OIS iH eKUin,
250 mr/5 mn; no 5
My Wwnpuui Ta
6nictepi, no 2
6nictepa i3
LUNPULIOM Ta 2 ronku
B KapTOHHIN nayui

EnEnCi
Pomdapm
KomnaHi
Ibxopoxns

Ipysia

K.T. POM®APM
KOMMAHI C.P.1.
(BMpPOBHMLTBO Ta
nepBMHHE NakyBaHHSA
nikapcbkoro 3acoby;
BTOPVHHE NaKyBaHHS,
KOHTPOMb KiHLIEBOro
NPOAYKTY Ta BUNYCK
cepii)

PyMyHis

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE-
cepTudikaT BiANOBIAHOCTI €EBPONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoONenchKin
capmakonei: ana Adl; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkiit hapmakonei) - OHoBNeHWn cepTudikat
Bif YK€ 3aTBepAKeHOro BUpobHUKa - MoJaHHSA
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne R1-CEP 2015-169 - Rev 00
(3aTBepakeHo: RO-CEP 2015-169 - Rev 00) gnis
airovoi pevoBurHK Fulvestrant Big BXe 3aTBepmkeHoro
BMpo6HuMKa Industriale Chimica S.R.L., Italy. 3minu |
Tuny - 3MiHn 3 skocTi. A®Il. CtabinbHicTb. 3MiHa
nepiody NOBTOPHWX BUNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHst ADI (3a BigcyTHOCTi y
3aTBEPPKEHOMY JOChbE cepTudikarta BiAnoBiaHOCTI
€Bponelicbkiit hapmakonei, Lo BKIoYae nepiof
NMOBTOPHOro BUNPOBYBaHHs1) (Nepio NOBTOPHOro
BunpobyBaHHs/nepion 36epiraHHs) - 36inbLUueHHs abo
BBeJEHHS nepiofy NOBTOPHOro BUNpobyBaHHs/Nepiody
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXEeHb Y
peanbHOMY 4Yaci - 36inbLIeHO nepion NOBTOPHOIO
BUNpobyBaHHsa Ans Aitovoi peyoBuHu Fulvestrant gns
3aTBepakeHoro BupobHuka Industriale Chimica S.R.L.,
Italy 3 2 pokiB fo 5 pokiB. 3miHu | TUNY - 3MiHK 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikaT
BiANOBigHOCTI E€Bponenchkii papmakonei/MoHorpadii.
MogaHHA HoBOro abo oHOBMEHOro cepTudikara
BignoBigHOCTi abo BUnyYeHHsi cepTudikata

3a
peuerimom

UA/17896/01/01
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315.

XABI®AK

BignoBigHocTi €Bponevickkin hapmakonei: ansa Adl;
Ans BUXiAHOrO maTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCSA Y BUPOOHMLTBI ADI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignoBigHOCTI
€sponewicbkin dbapmakonei) - Hosuin ceptudikat Big
HOBOrO BMPOGHMKa (3amMiHa abo JONOBHEHHS) -
nogaHHs HOBOro cepTudikaTa BianoBIgHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2016-169 -
Rev 00 ans gitoyoi pevoBuHu Fulvestrant Big HoBoro
BUpobHuKa Farmabios SpA, Italy. 3miHu | Tuny - 3miHu
3 sikocTi. A®I. CtabinbHicTb. 3MiHa nepiofy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHst abo ymoB
36epiraHHst A®I (3a BigcyTHOCTI y 3aTBEpPAKEHOMY
[ocbe cepTudikaTa BigNoBIAHOCTI €BpONEnChbKin
cbapmakoneli, Lo BKNtoYae nepios NOBTOPHOro
BMNpoOyBaHHS) (Nepiog NOBTOPHOIO
BunNpobyBaHHsa/nepion 36epiraHHs) - 36inbLueHHs abo
BBEZEHHS nepiofy NOBTOPHOro BMNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHOMY Yaci - BBeAeHHS nepiogy NOBTOPHOrO
BUNpobyBaHHA 5 pokiB Anst [ito4oi pevyoBrHN
Fulvestrant ans HoBoro BMpoGHuUka Farmabios SpA,
Italy

316.

CNAT. NMEKA

Kpanni opanbHi no
30 mn, no 50 mny
dnakoHi; no 1
NakoHi y KapTOHHIN
ynakoBLUj

MEKAHA
HATYPXA
MNbMITT
ENb Mm6X

HimeuvunH
a

MEKAHA
HATYPXANMBMITTE
Nb FMEX

HimeyumHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHVX AaHUX Npo cuctemMy hapmMakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
aina cuctemu papmakoHarnsgy) - 3miHa KOHTaKTHOI
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pegakuia: Cyxix Ipuna MuxannisHa.
[MponoHoBaHa pepakuis: LaxsaToBa Hatanis
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsz B
YKpaiHi.

6e3
peuenma

UA/13598/01/01

XNOPrekcua
WH-300POB'A

po3uuH 0,5 mr/mn no
50 mn y cornakoHax
nonimepHux, no 100
My donakoHax
noniMepHmx

TOBAPUC
TBO 3
OBMEXE
HOIO
BIANOBIA
AJTbHICT
o
«KOPTIOP

ALISA

YkpaiHa

BCi cTagii
BUPOOHMLTBA,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
oBMexeHo
BignoBiganbHIiCTIO
"®apmaueBTyHa
KomnaHisi "3gopos's”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKUil
Ans MEQUYHOTO 3acTOCYBaHHA Ha NiAcTaBi perynsipHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neku 3aCTOCyBaHHS NikapcbKoro
3acoby B nicnsapeecTpaLiiHuiA nepion, abo sk

pesynbTaT OLiHKM 3BIiTY 3 AOCMiAXeHb, NPOBEAEHNX

6e3
peuenma

nidnsie
ae

UA/10769/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
«340POB YkpaiHa; Bci ctagii BignoBigHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
"An BMPOOHMLTBA, (3MiHYy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
KOHTPOMb SIKOCTI: opraHom)
ToBapucTBo 3 3MiHM BHeceHo [0 IHCTpyKLUii Ans MeguyHoro
obmexeHo 3acToCyBaHHS fikapcbKkoro 3acoby Ao po3ainis:
BiAnoBiganbHICTIO "OcobnumeocTi 3acTocyBaHHs", "lMobiyHi peakuii” woao
"XapkiBcbke 6e3nekn 3aCToCyBaHHS 4il040T Pe4YOBUHM
dapmaLeBTU4He XIoprekcMaunH BignosigHo Ao pekomeHaadivi PRAC.
nianpuemMcTBo BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
"3gopoB s Hapoay", 3aTBEePYKEHHSI
YKpaiHa
317. | XONOKCAH® 1 | nopoliok ans Bakctep HimeyumH Bakctep OHkonogxi HimeuyunHa BHECEHHS 3MiH 40 peecTpauinHmux maTepianis: 3MiHu | 3a UA/2024/01/01
r po34MHy ans iH'ekuin | OHKoNomx a 'm6X TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
no 1r; 1 cdonakoH 3 i Tm6X Ta/abo agpecu MicLA NPOBaMKEHHS QiANbHOCTI

MOPOLLKOM Y
KapTOHHiIN kopooLi

BUPOGHMKaA (BKMOYaoum, 3a HEOOXiAHOCTI, MicLe
npoBeeHHS KOHTPOTH SIKOCTi), abo BnacHWKa macTep-
danna Ha AdI, abo noctayanbHuka AdDI/BUXigHOTO
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOBHMUTBI ADI (SIKLLO 3a3HaYeHOo
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei y 3aTBepmxeHoMy focbe, abo BUpoGHMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
nocbke) 3MiHK y Ha3Bi Ta agpecy BUPOOHUKa Ta
nocTavanbHuKa Aito4oi pedoBuHn ipoctamig
[itova pegakuisi:
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:

Baxter Oncology GmbH
KantstraBe 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at a
production plant 15 km from the Halle site (but
managed from above mentioned site):

Baxter Oncology GmbH
Artur-Ladebeck-Str. 128-152
33647 Bielefeld
Germany
MponoHoBaHa pepakuis
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:

Baxter Oncology GmbH
KantstraBe 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
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33647 Bielefeld
Germany

318.

XOJIOKCAH® 2

r

NMOPOLLOK Ans
PO34MHy Ans iH'eKuin
no 2r; 1 pnakoH 3
NMOPOLLIKOM Y
KapTOHHiN kopobui

Bakctep
OHKkonoax
i TMBX

HimeyvunH
a

Bakctep OHkonoxi
'mBeX

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu |
TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsi NPOBaMKEHHS QisnNbHOCTI
BUPOGHMKA (BKIMOYaouuM, 3a HEOOXiAHOCTI, MicLe
npoBeAeHHs! KOHTPOMO SKOCTi), abo BnacHunka mactep-
arina Ha AdI, abo noctayanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTLCS Y BUPOBHMUTBI API (SIKLLO 3a3HAYeHO
y AOCbE Ha nikapCbkuii 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €BponeiichbKii
thapmakonei y 3aTBepaxeHoMy focbe, abo BUpoBHMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
nocbke) 3MiHK y Ha3Bi Ta agpecy BUPOOHUKa Ta
nocTtavanbHuKa Aito4oi pedoBuHn ipoctamig
Litova pegakuisi:
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
KantstraBe 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at a
production plant 15 km from the Halle site (but
managed from above mentioned site):

Baxter Oncology GmbH
Artur-Ladebeck-Str. 128-152
33647 Bielefeld
Germany
MponoHoBaHa pepakuis
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:

Baxter Oncology GmbH
KantstraBe 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld

Germany

3a
peuenmom

UA/2025/01/01

319.

XOJIOKCAH®
500 MI"

MOPOLLIOK ANsi
PO34MHY AN iH'eKUin
no 500 mr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHI kopobui

BakcTep
OHKonoax
i TmM6X

HimeuvunH
a

Bakctep OHkonoaxi
m6X

Himeyunna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu Micua NPOBaAMKEHHST OiANbHOCTI
BUPOGHKMKa (BKINOYaK4n, 3a HeobXigHOCTI, Micue
NpoBEeEHHS KOHTPOIH SIKOCTi), abo BnacHWka macTep-
canna Ha A®I, abo nocTayanbHuka APl/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo

3a
peuenmom

UA/2026/01/01
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3aCTOCOBYHOTLCS Y BUPOBHMUTBI ADI (SIKLLO 3a3HaYeHO
y AOCbE Ha nikapCbkuin 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei y 3aTBepmxeHoMy fOCbe, abo BUpOoGHMKa
HOBOI AONOMiKHOI PEYOBMHU (SKLLO 3a3Ha4YeHo Yy
nocbke) 3MiHNM y Ha3Bi Ta agpecy BUPOOHUKa Ta
nocravanbHuKa fito4oi pevoBuHM idboctamig
Litova pegakuisi:
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
KantstraBe 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at a
production plant 15 km from the Halle site (but
managed from above mentioned site):
Baxter Oncology GmbH
Artur-Ladebeck-Str. 128-152
33647 Bielefeld
Germany
lMponoHoBaHa pepakuis
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
KantstraBe 2
33790 Halle/Westfalen
Germany
The synthesis of [fosfamide crude is performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld
Germany

320.

XOHAOPOITUH
CYNb®AT
HATPIIO

MOPOLLIOK
(cybcTaHuis) y
noABiNHMX NakeTax 3
nonieTuneHy ans
hapmaLeBTUYHOIO
BMKOPVCTaHHS

MNPAT
"OITODA
PM"

YkpaiHa

BIOIBEPIKA C.ALY.

IcnaHia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |

TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecu 3asBHUKA (BNAcHUKa peecTpaLiniHoro
NocBiAYEHHS) 3MiHa agpecu 3asiBHNKa

UA/15094/01/01

321.

XYMIPA®

pO34MH Ans iH'ekuin,
20 mr/0,2 mni; no 0,2
MIT PO3YMHY Y
nonepeaHLo
HarnoBHEHOMY
0[HOA030BOMY
wnpwui, no 1
wnpuuy pasom 3 1
CEpBETKOI0,
npocsikHyToo 70 %

EGGBI
Biodpapma
cbloTikans

mBeX

LLsenuapi
a

BMPOGHMLUTBO
nikapcbkoro 3acoby,
NepBUHHE NakKyBaHHS

nonepeaHL0
HanoBHEHMX LLNpULiB

bulk, TecTtyBaHHsi

(cTepunbHicTb Ta
GakTepianbHi
€HOOTOKCUHN):

BeTtTep Papma-

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu, Lwo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
roTOBOro fikapCbKkoro 3acoby (3amiHa abo JoaaBaHHs
OiNbHULI, Ha SKi 30IACHIETLCSA
KOHTponb/BUNpobyBaHHs cepii) - fogaBaHHs
anbTepHaTMBHOI BUPOGHMYOI AinbHULi Vetter Pharma

— Fertigung GmbH&Co0.KG, Schuetzenstrasse 87, 99-

101, 88212 Ravensburg, Hime4yuuHa, BignosigansHOi

3a
peuerimom

UA/16818/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
isonponinosmum ®epTiryHr MTm6X i Ko. 3a TECTyBaHHsI, a cCaMe: CTEpPUIbHICTb Ta GakTepianbHi
cnupTom (B KI, Himeuunha; €HA0TOKCWHM Ans Nikapcbkoro 3acoby B nonepeaHbo
namiHoBaHoOMy BTOPVHHE NaKyBaHHSA HanoBHeHMX Wwnpuuax bulk BHeceHHA nepenik
nonieTuneHom nonepegHbo BUPOGHMUMX AinbHuUbL B MKA i3 goaaBaHHAM
nanepi), BMiLLyOTb Y HanoBHEHMX LINPULLiB iHcbopmalUii Woao anbTepHaTUBHOI BUPOGHMYOT
KOHTYPHY YapyHKOBY bulk, TecTtyBaHHs ninbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
ynakoBKy; no 2 (CTepunbHicTb Ta Schuetzenstrasse 87 and 99-101, 88212 Ravensburg,
wnpuum (y HakTepianbHi HimeuumHa, i3 onmucom BignoBiaHMX yHKUIA. SMiHK |
KOHTYPHIW €HOOTOKCUHM): Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6.
YapyHKOBIN ynakoBLi Bettep dapma- 3MiHM y BUpobHMUTBI. 3MiHa iMnopTepa/3amiHu, LWwo
3 1 cepBeTKOIO ®epriryHr F'm6X i Ko. CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIIO SKOCTI
KOXEH) Y KapTOHHil KI', Hime4uuHa; roTOBOroO Jlikapcbkoro 3acoby (3amiHa abo gogaBaHHs
Kopobui TeCTyBaHHs (npu OiNbHWLI, Ha K 3OINCHIOETLCA
BMNYCKY cepil, KOHTpOnb/BUNpobyBaHHs cepii) - AoAaBaHHSA
TEeCTyBaHH4 nig Yac anbTepHaTUBHOI BUPOBHUYOI ainbHuui Vetter Pharma
BUNpobyBaHb — Fertigung GmbH&Co0.KG, Mooswiesen 2, 88214
cTabinbHOCTi): Ravensburg, Germany, BignosiganbHoi 3a
E66Bi [JonuneHa TEeCTyBaHHS, a caMe CTEPUIIbHICTb Ta bakTepianbHi
'm6X i Ko. KT, €HOOTOKCUHM ANs Nikapcbkoro 3acoby B nonepeaHbo
Himeyuunha; HanoBHeHux wnpuuax in bulk. BHeceHHsa nepeniky
TeCTyBaHHSA BUPOGHMUMX AinbHuUbL B MKA i3 goaaBaHHAM
(TecTyBaHHsi npu iHdopMaUii Woao anbTepHaTUBHOI BUPOOHUYOT
BUMYCKY cepii, ninbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
TECTyBaHH4 nig Yac Mooswiesen 2 88214 Ravensburg, Germany,i3
BUNpobyBaHb OMMCOM BIANOBIAHNX PYHKLIN TECTYBaHHSA
cTabinbHocTi): (cTepunbHicTb, HakTepianbHi eHA0TOKCUHM)). 3MiHum I
E66Bi BioTekHonomxi TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
NnTA, CWA; 3MiHn y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
BUWMYCK Cepil: CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
EGGBi BioTekHonomxi roToBOrO fikapcbkoro 3acoby (3amiHa abo foaaBaHHS
'M6X, Himeuunna [inbHULI, Ha SKIN 3AINCHIOETBCA KOHTPOIb
SKOCTi/BUNPODYBaHHS cepii Ans
GionoriyHoro/iMyHonori4Horo fnikapcekoro 3acoby, Ta
OyAb-sIKOi AiNbHULI, Ha SIKi 3aCTOCOBYETHLCS
BionoriyHuii/imyHomnoriyHuiA metoa BUNpobyBaHHs) -
[0[aBaHHA anbTepHATUBHOI BUPOOHMYOI AinbHUL
AbbVie Biotechnology LTD, USA, BignoBiganbHoi 3a
TECTYBaHHS MNPV BUMYCKy Cepil Ta TECTyBaHHS Nif Yac
BMNPoOyBaHb CTabiNbHOCTi FOTOBOro MiKapCbKOro
3acoby. BHeceHHs1 nepeniky BUpOOHUYMX OinbHULG B
MKA i3 nopaBaHHSM iHhopMalii woao
anbTepHaTUBHOI BUPOBHMYOT AinbHULi AbbVie
Biotechnology LTD, USA i3 on1com BignoBiaHux
YHKLIN.

322. | XYMIPA® pO34MH Ans iH'ekuin, EGGBI LLsenuapi BMPOGHMLUTBO Himeyumna BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/16818/01/02
40 mr/0,4 mn; no 0,4 | Biogapma a nikapcbkoro 3acoby, TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom
MIT PO3YUHY Y CbloTiKan3 nepBUHHE NakyBaHHs 3MiHn y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
nonepegHL0 m6X nonepegHe0 CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
HarnoBHEHOMY HanoBHEHMX LUNPULLIB roTOBOrO fikapcbkoro 3acoby (3amiHa abo foAaBaHHs
O[HOL,030BOMY bulk, TecTyBaHHsi OiNbHULI, Ha SKi 30IACHIETLCSA
wnpwui; no 1 (cTepunbHicTb Ta KOHTponb/BUNpobyBaHHs cepii) - fogaBaHHs!
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1
Lwnpuyy pasom 3 1 bakTepiarnbHi anbTepHaTUBHOI BUPOBHUYOI dinbHuLi Vetter Pharma
CepBeTKOI0, €HOOTOKCUHN): — Fertigung GmbH&Co0.KG, Schuetzenstrasse 87, 99-

npocsikHyTot 70 %
isonponinosmum
cnupTom (B
namiHoBaHoOMy
nonieTuneHom
nanepi), BMiLweHi y
KOHTYpPHY YapyHKOBY
ynakoBKy; no 2
wnpuum (y
KOHTYPHIN
YapyHKOBIl ynakoBLj
3 1 cepBeTKOO
KOXEH) Y KapTOHHIl
Kopobui

Bettep dapma-
®epTiryHr MTM6X i Ko.
KI', HimeuyunHa;
BTOPUHHE NaKyBaHHS
nonepeaHL0
HanoBHEHMX LINPULiB
bulk, TecTtyBaHHs
(cTepunbHicTb Ta
HakTepianbHi
€HOOTOKCUHM):
Bettep dapma-
®epTiryHr MTm6X i Ko.
KI', HimeudunHa;
TECTyBaHHs (nNpu
BMNYCKY cepil,
TeCcTyBaHHs nig yac
BUNpobyBaHb
cTabinbHocTi):
EGGBi JonuneHa
Mv6X i Ko. KT,
HimeuumnHa;
BUPOBHMLUTBO
nikapcbkoro 3acoby,
nepBUHHE NaKyBaHHS
nonepeaHL0
HanoBHEHMX LINPULLIB
bulk, TecTtyBaHHs
(Bi3yanbHUiA KOHTPOrb
AIKOCTi, TECTYBaHHS
npu BUNYCKy cepii,
TeCTyBaHHS nig vac
BUnNpobyBaHb
CcTabinbHOCTI:
EG6Bi bioTekHonoaxi
NnTA, CWA;
BTOPVHHE NaKyBaHHS:
E668i C.p.n., ITanis;
BUNYCK cepii:
EG6GBi bioTekHonomxi
M6X, Himeuunna

101, 88212 Ravensburg, HimeuyuunHa, BignosiganbHOi
3a TECTyBaHHS, a came: CTepUIbHICTb Ta 6akTepianbHi
E€HOOTOKCUHM ANs NiKapcbkoro 3acoby B nonepeaHbLo
HanoBHeHMX Wwnpuuax bulk BHeceHHa nepenik
BUPOBHMUMX AinbHuUbL B MKA i3 goaaBaHHAM
iHcbopmaLii Woao anbTepHaTUBHOI BUPOGHMYOT
ninbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
Schuetzenstrasse 87 and 99-101, 88212 Ravensburg,
HimeyuunHa, i3 onucom BignoBigHMx yHKLiNA. 3MiHN |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
roToBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHS
OiNbHWLI, Ha KN 3OINCHIOETLCA
KOHTpOnb/BUNpobyBaHHS cepii) - AoAaBaHHS
anbTepHaTUBHOI BUPOBHUYOI ainbHuui Vetter Pharma
— Fertigung GmbH&Co0.KG, Mooswiesen 2, 88214
Ravensburg, Germany, BignosigansHoi 3a
TEeCTyBaHHS, a caMe CTEPUIIbHICTb Ta bakTepianbHi
€HOOTOKCUHM ANS Nikapcbkoro 3acoby B nonepegHbLo
HanoBHeHux wnpuuax in bulk. BHeceHHsa nepeniky
BUPOGHMUMX AinbHuUbL B MKA i3 goaaBaHHAM
iHdopMaUii Woao anbTepHaTUBHOI BUPOOHUYOT
ninbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
Mooswiesen 2 88214 Ravensburg, Germany,i3
ON1COM BIANOBIAHNX (OYHKLi TECTYBAHHS
(cTepunbHicTb, 6akTepianbHi eHA0TOKCUHM)). 3MiHW |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
roToBOrO fikapcbkoro 3acoby (3amiHa abo foaaBaHHS
OiNbHWLI, Ha AKI 3OINCHIOETLCSA
KOHTpOnb/BUNpobyBaHHs cepii) - AoAaBaHHS
anbTepHaTUBHOI BUPOBHMYOT AinbHULi AbbVie
Biotechnology LTD, USA, BignosiganbsHoi 3a
TeCTyBaHHs, a caMe BidyarnbHWIN KOHTPOSb SKOCTI
nonepeaHb0 HanoBHEHUX LUMPULIB, TECTYBaHHSA Npu
BWMYCKY cepii Ta TeCTyBaHHS nig Yac BunpobyBaHb
cTabinbHocTi. BHeceHHs nepeniky BUpobHUYNX
oinbHuue B MKA i3 goaaBaHHAM iHdopmalii wono
anbTepHaTUBHOI BUPOGHMYOI AinbHULi AbbVie
Biotechnology LTD, USA i3 onvcom BignoBigHux
yHKUi. 3MiHM | TUNy - 3MiHK 3 skocTi. FoToBMI
nikapcbkuii 3aci6. 3miHu y BUpobHMUTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHULI BUPOOHMLTBA AN
YacTMHKU abo BCbOro BUPOBHMYOro MpoLiecy roToBOro
nikapcbkoro 3acoby (4inbHWULSA ANt BTOPUHHOTO
nakyBaHHs1) - OAaBaHHA anbTepHATUBHOI BUPOOHNYOI
ninbHUUi AbbVie S.R.L., ITanis, BinnosiganbHoi 3a
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

BTOPWHHE NaKyBaHHS FOTOBOro NikapcbKoro 3acoby
BHeceHHs1 nepenik BUpobHMUMx ainbHuub B MKA i3
[ofaeaHHSAM iHopMaLii Woao anbTepHaTUBHOI
BUpoGHMYOT ainbHUUi AbbVie S.R.L., ITanis (BTopnHHe
nakyBaHHs1). 3minHu Il Tuny - 3miHn 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMuTBi. 3amiHa abo
BBEAEHHS 40A4AaTKOBOI AiNbHULI BUPOOHMLTBaA ANns
YacTuHu abo BCbOro BUPOGHUYOro NpoLiecy roToBOro
niKapcbkoro 3acoby (AiNbHUUSA, Ha SKi NPOBOAATLCS
Oyab-aKi BUPOOHWYI cTagii, 3a BUHATKOM BUMYCKY
cepiil, NPOBEAEHHSA KOHTPOIIO SKOCTi Ta BTOPUHHOIO
nakyBaHHs1, NS fikapcbkux 3acobis
GionoriyHoro/iMyHONoriYHOro NOXo4XKeHHsi abo
nikapCbKnx hopM KOMMIIEKCHOro (CKNnagHoro)
BMPOGHMYOro NpoLecy) - AoAaBaHHs anbTepHaTUBHOI
BUPOGHMYOI ainbHMui AbbVie Biotechnology LTD,
USA, BignosiganbHoi 3a BUPOGHMLITBO Ta NEPBUHHE
nakyBaHHSA NonepeaHbO HanoBHEHMX LWnpuuis in bulk
BHeceHHs1 nepeniky BUpoGHMYMX AinbHuLb B MKA i3
AofaBaHHAM iHopMaLi Woao anbTepHaTUBHOI
BUPOGHMYOI ainbHMui AbbVie Biotechnology LTD,
USA, BignosiganbHOi 3a BUPOOGHULITBO Ta NEepBUHHE
nakyBaHHS nonepeaHbo HaMmoBHEHMX Wwnpuuis in bulk.

323.

LEPETUNIH

PO34MH AN iH'EKUIN,
1000 mr/4 mn, no 4
M1 B amnyni; no 5
amnyn y 6nictepi; no
1 6nictepy y
KopobLi 3 KapTOHyY

TOBAPUC
TBO 3
OBMEXE
HOKO
BIOMOBIO
ANbHICT
1O
«KOPINOP
ALlIA
«300POB
Ax

YkpaiHa

ToBapucTBo 3
obMexeHo
BiANOBIgANbHICTIO
"®apmMaueBTnYHa
KomnaHisi "3aopos'a”

YkpaiHa

BHECEHHS1 3MiH O peecTpaLinHMx maTtepianis: 3miHa
3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro
noceigyeHHs). BBeaeHHst 3aMiH npoTsarom 6-Tv micsauis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
[AaHuX Npo cuctemy chapmMakoHarnsgy, aMiHa
YNOBHOBAXEHOI 0cobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bifg
yMnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHeHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHW y po3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnsgy). 3MiHa ynoBHoBaxeHoi ocobu
3asBHWKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
pepakuis: LLeyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI 0cobu
3as1BHMKa, BignoBiganbHoi 3a papmakoHarnsg. 3miHa
HoMepa mactep-danna cuctemu dpapmakoHarnagy.

3a
peuerimom

UA/20534/01/02

324.

LEPETUNIH

pO34MH Ans iH'eKkuin,
500 mr/4 mn, no 4
MI B amnyni; no 5
amnyn y 6nictepi; no
1 Gnictepy y
kopobLii 3 KapTOHY

TOBAPUC
TBO 3
OBMEXE
HOIO
BIANOBIA
AJTbHICT

YkpaiHa

TosapucTBo 3
obmMexeHow
BignoBiganbHIiCTIO
"®apmaueBTNYHa
KomnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTtepianis: 3miHa
3asBHuka 113 (MIBI1) (BnacHvka peecTpauiiHoro
noceigyeHHs). BBegeHHsi 3aMiH npoTsirom 6-Tu micsuis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBegeHHs abo 3MiHM 40 y3aranbHEHWX AaHUX Npo

3a
peuenmom

UA/20534/01/01
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[IponoBxkeHHs foaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Pekna
MyeaH
HS

Homep
peecmpayitiHo20
noceio4yeHHs1

10)
«KOPINOP
AUIA
«340POB
Ax

cucTemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHNX
AaHuX nNpo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
dhapMakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
chapmakoHarnsay (BKMoYarum KOHTaKTHi AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-charnna cuctemum
capmakoHarnsgy). 3mMiHa ynoBHOBaXXeHOi ocobu
3asBHMKA, BiANoOBiAanbHoI 3a hbapmakoHarnsag. [itoya
penakuisi: LeeyeHko OneHa IropiBHa.
MponoHoBaHa peaakuis: MaHosa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
HOMepa macTep-ganna cuctemu bapmakoHarnagy.

325.

LIXKNO 3®
®OPT

Kancynu Teepai; no
10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIN ynakoBLji

Mep ®abp
Meankame
HT

DdpaHuis

M'ep ®abp
MeankameHT
MNpoaakwH

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: ans A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
Bif y)xe 3aTBepKeHOro BUpobHMKa nogaHHst
OHOBMEHOro cepTudikata €Bponenchbkin hapmakonei
Ne R1-CEP 2004-019 - Rev 06 (3aTBepaeHo: R1-
CEP 2004-019 - Rev 05) ana A®I kucnotun
ackopbiHOoBOI Bif 3aTBEepAKeHoro BupobHnka CSPC
WEISHENG PHARMACEUTICAL (SHIJIAZHUANG)
CO,, LTD., CHINA.

3a
peuerimom

UA/7550/01/01

326.

LUMPODPAPM®

Kpanni OYHi/BYLUHI

0,3 % no 5 abo 10
My dnakoHi; no 1
nakoHy y nayui 3
KapToHY

AT
"®papmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPMHHOI Ta
NepBUHHOI YNakoBOK Nikapcbkoro 3acoby, a came
BUny4eHo aybnioody iHpopMalLlito pociicbkor MOBOH.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKeHHS1. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHK). 3MiHU BHECEHO B TEKCT MapKyBaHHSI BTOPUHHOI
ynaKoBKU fikapcbkoro 3acoby y nyHktn 1, 16, 17 Ta B
TEKCT MapKyBaHHSA NEPBUHHOI YNaKoBKW Y NYHKT 1, 6.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS

3a
peuerimom

UA/3385/02/01

327.

LUMPO®APN®
LEKC

Kpanni ByLLHi,
cycnexsia no 7,5 mn
y cprnakoHi; no 1

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
papmakoHarnsigy (iHwi 3miHu)

3a
peuenmom

UA/15541/01/01
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[IponoBxkeHHs foaaTka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
hbnakoHy y nayui 3 3MiHM BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI
KapToHy yMakoBKM y NyHKTM 16, 17 Ta B TEKCTi MapKyBaHHs
NEPBUHHOI YNAKOBKWN Y MyHKT 6.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEpPAKEHHSA
3MiHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm)
3MiHVM BHECEHO B TEKCT MapKyBaHHS yNakoBOK
nikapcbKkoro 3acoby LWoAo BUMyYeHHs Ay6nioBaHHS
iHgbopMaLii poCiiCbKOK MOBOIO.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
328. | ULUTANPA TabneTkn, BKpUTI xn Em pysis BUPOBHMK IcnaHis BHECEHHS 3MiH [0 peecTpauiHux maTepianis: 3MiHu | 3a UA/20551/01/01
NMiBKOBOO dPapmacb BiAMOBiAanbHWIA 3a Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom
o6onoHkoto, no 10 toTUKanc KOHTPO~b cepii, capmakoHarnsgy. BeegeHHs abo 3amiHv oo
Mr; no 7 TabneTtok y nepBuHHE Ta y3aranbHeHVX AaHux Npo cuctemMy hapmakoHarnsgy
6nictepi; no 4 BTOPUHHE MaKyBaHHS: (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
6nictepu B navui 3 JIABOPATOPIOC capmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
KapTOHY LUMHDA C.A., IcnaHisi; BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
BUPOBHMK KOHTaKTHOI 0cobM 3 hapMakoHarnsigy 3asiBHuUKa Ansi
BigNOBiganbHUI 3a 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BUPOGHMLTBO, BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
KOHTpOMb Ccepii, 3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
nepBuHHE Ta KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BTOPWHHE NaKyBaHHS, dawina cuctemn chapmakoHarnsgy) - 3miHa
BUNYCK cepii: yrNoBHOBaXeHoI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
JTABOPATOPIOC dapmakoHarnsig.
LMH®A C.A., Icnanis Litoya pepakuisi: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3MiHa KOHTAKTHUX JaHWX
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
hapmakoHarnsg.
329. | UUTANPA TabneTkun, BKpUTI xn Em pysia BUPOBHMK IcnaHis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/20551/01/02
nniBKOBOK dapmacb BiANoOBiganbHUI 3a Tuny - 3MiHK Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 20 toTMKanc KOHTPOIb cepii, dapmakoHarnsgy. BeegerHs abo 3amiHn go
Mr; no 7 TabneTok y nepBUHHE Ta y3aranbHeHUX JaHuX Npo cucTemy apmakoHarnsay
6nicTepi; no 4 BTOPWHHE NaKyBaHHS: (BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
6nictepu B nayui 3 JIABOPATOPIOC dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHY LUMH®DA C.A., IcnaHis; BigNoBiganbHoOI 3a 34iCHEHHS chapMakoHarnsay;
BUPOGHMK KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
BiANoBiganbHUIA 3a 34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BUPOOHMLTBO, BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
KOHTPOIb cepii, 3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
nepBuHHe Ta KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BTOPUHHE MaKyBaHHS, darina cuctemun chapmakoHarnsgy) - 3miHa
BUMYCK cepii: yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIganbHOI 3a
JIABOPATOPIOC dapmakoHarnsig.
LINH®DA C.A., Icnanis [itoua pegakuisi: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3miHa KOHTakTHUX gaHUX
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIganbHOI 3a
chbapmakoHarnsg.
330. | YucToTiny TpaBano 50ry MpAT YKpaiHa MpAT "lliktpasn" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a UA/5701/01/01




181 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
TPABA naykax 3 BHyTpiwHim | "JlikTpasn" Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMit 3aci6. peuenmom
naketom; no 1,5ry CucTema KoHTelHep/3aKkynoptoBanbHuiA 3aci6 (iHLi
dinbTp-nakeTi, No 3MiHM) - BHECEHHS 3MiH 0 HOPMYBaHHSI NMOKa3HMKIB
20 cbinbTp-nakeTiB y «laeHTudikauisa (30BHILWHI 03HaKN)» (oAaBaHHSA onucy
navyi; no 1,5ry NMiBKM NakyBanbHOI ); « TOBLUMHA MNiBKN» (YTOYHEHHS
inbTp-nakeTi, No [OMyCTUMMX HOPM MOKa3HMKa) cneumdikaLii 3
20 inbTp-nakeTiB y KOHTPOMIO NEPBMHHOIO MakKyBarnbHOro MaTepiany Ans
navui 3 BHYTPILWHIM ynakoBku o 50 ry nayui 3 BHYTPILLHIM NakeTom
nakeTom (nniBka nakyBanbHa (NepBUHHA)).
331. | WABMITNUCTA | nncta no 50 r abo MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | bes UA/5809/01/01
no 60 r y navkax 3 "Miktpasn" Tuny - 3MiHK 3 siKocTi. FOTOBWI Nikapcbkuii 3acib. peuernma
BHYTPILLHIM CuctemMa KoHTelHep/3akynoptoBarnbHMI 3aci6 (iHLwi
naketom, no 1,0ry 3MiHM) BHECEHHS1 3MiH O HOPMYBaHHS MOKa3HWKIB
dinbTp-nakeTi; No «laeHTudikauia (30BHILWHI 03HaKN)» (oAaBaHHSA onucy
20 cpinbTp-nakeTiB y NNiBKX NakyBasnbHOI ); « TOBLUMHA MMiBKMY» (YTOYHEHHS
nayi 3 BHyTPILLHIM [OMyCTUMUX HOPM MOKa3HMKa) cneumdikaLii 3
naketom; mo 1,0ry KOHTPOMIO MEPBMHHOIO MaKyBasnbHOro MaTepiany Ans
dinbTp-nakeTi no 20 ynakoBku no 50 r Ta no 60 ry nayui 3 BHYTPIiLUHIM
inbTp-NakeTiB y nakeToMm (nniBka nakyBarnbHa (NepBuHHA)).
nayui
332. | ONEPIO TabneTkn, BKpUTI Hosapric Lsenuapi BUPOGHMLTBO, ITanis/ BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a UA/16691/01/01
NniBKOBOO Papma A KOHTPOMb SKOCTI, CnoseHis TMny - AGMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpobHuYoi peuernmom
000rnoHkoto, no 50 Cepsices nepBuHHE Ta OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
mr, no 14 TabneTok Al BTOPWHHE NaKyBaHHS, npoaykTy abo roToBOro nikapcbkoro 3acofy, OinbHULL

y BnicTepi; no 2 abo
4 6nictepn B
KapTOHHiI kopobui

BWMNYCK Cepil:
Hoeaprtic ®apma
C.n.A,, Itanis;

KOHTPOMb SKOCTi 3a
NOKa3HWKOM
«MikpobionoriyHa
yucToTan:

Ilek ®apmacbioTukanc
n.4a., CnoseHis;

BUPOGHMLTBO,
KOHTPOSb SIKOCTi OKPiM
nokasHuka
«MikpobionoriyHa
yucToTan:
HoBapric
dapmacbioTukan
Marydaktypinr J1J1C,
CnoBeHisi;
NepBUHHE MaKyBaHHS,
BTOPWHHE NaKyBaHHS,
BUWMYCK Cepil:

Jlexk ®apmacbioTukanc
n.4., CnoseHis;

KOHTpPOJ1b SKOCTIi 3a

AN NPOBEeAEHHs MaKyBaHHA, BUPOBHMKa,
BignoBigansHOro 3a BMMNycK cepil, Micue NpoBeeHHs
KOHTporto cepii) abo noctavanbHUKa BUXigHOro
mMaTepiany, peareHTy abo JOMOMDKHOI pe4OBUHM
(SKLLO 3a3HaYeHO y [OChE) - BUNYYEHHSA BUPOOHMKa
BiANOBifanbHOro 3a BUPOOHULTBO, KOHTPOIb AKOCTI:
Hosaprtic CiHranyp ®apmacbstotukan MaHydekTypiHr
Mre. NtA., CiHranyp. 3anvwaeTbcs anbTepHaTUBHWUIA
BUPOGHWK, LLIO BUKOHYE Ti X cami dyHKLUii, o 1
Buny4eHun: Hosaptic ®apma C.n.A., ITanis. BBegeHHs
3MiH NPOTArom 6-TV MICSILB MiCNs 3aTBEPKEHHS.
3miHu | TNy - 3miHK 3 skocTi. FoTOBMIA NiKapCbKUiA
3aci6. 3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYIOTbCS BUMNYCKY Cepil Ta KOHTPOMIO SKOCTI
roToBOro fikapCbKkoro 3acoby (3amiHa abo JoAaBaHHs
OiNbHWLI, Ha AKi 3AINCHIOETLCSA
KOHTpOnb/BUNpobyBaHHs cepii) - 4oAaBaHHS
anbTepHaTMBHOrO BUPOGHWMKA BiAMNOBIAaNsLHOMo 3a
KOHTPOMb SIKOCTi 3a nokasHukoM "MikpobionoriyHa
unctoTa": HauioHanbHa nabopartopis 340poB's
HaBkonuwHboro cepeposuila Ta ixi (MpBomaicbka
Bynuus 1, Mapi6op, 2000, CroBeHist) / National
Laboratory of Health Environment and Food
(Prvomajska Ulica 1, Maribor, 2000, Slovenia).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.




182 [IponoBxkeHHs foaaTka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) HS noceio4yeHHs1
NOKa3HWKOM
"MikpobionoriyHa
yucrora":
HauioHanbHa
naboparopis 300poB'st
HaskonuwHboro
cepegoBuLLa Ta ixi,
CnoseHis
333. | ONEPIO TabneTkn, BKpUTI Hosapric LLsenuapi BUPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/16691/01/02
NniBKOBOO dapma a KOHTPOMb SKOCTI, CnoseHis TUNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOBHMYOT peuenmom
obornoHkoto, no 100 Cepsices nepBuHHE Ta OinbHUU (BKMOYaoum ginbHuui ans A®Il, npomixHoro
mr, no 14 TabneTok Al BTOPWHHE MaKyBaHHS, npoaykTy abo roToBOro nNikapcbkoro 3acofy, OinbHULL
y 6nicTtepi; no 2 abo BUMNYCK Cepil: AN NPOBEeAEHHs MaKyBaHHA, BUPOBHMKa,
4 Gnictepn B HosapTic ®apma BiANOBIgaNbHOro 3a BUMYCK Cepii, MicLie NpoBeaeHHS
KapTOHHiIN kopooLi C.n.A,, Itanis KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO
MaTepiany, peareHTy abo JOMOMDKHOI pe4OBUHM
KOHTPOMb SIKOCTi 3a (SIKLLO 3a3HaYeHO y [OCbE) - BUNYYEHHS BUPOOHMKa
NOKa3HUKOM BiAMNOBiAaNbHOro 3a BUPOBHULITBO, KOHTPOMb SIKOCTI:
«MikpobionoriyHa Hosaprtic Cinranyp ®apmacbstotmkan ManydekTypiHr
yucrtoTa»: Mre. ita., CiHranyp. 3anvwaeTtbes ansTepHaTUBHUIA
Jlek ®apmacbkioTmkanc BUPOGHMK, LLIO BUKOHYE Ti X cami pyHKLT, Wo 1
0.4., CnoseHist Buny4yeHun: Hoeaprtic ®apma C.n.A., ITania. BBegeHHs
3MiH NPOTAroM 6-Tn MiCALIB NiCNs 3aTBEPOXKEHHS.
BUPOGHMLTBO, 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI NiKapcbkuii
KOHTPOJb SIKOCTi OKPiM 3aci6. 3MiHn y BUpoBHMUTBI. 3MiHa iMnopTepa/amiHu,
nokasHuka LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO SKOCTI
«MikpobionoriyHa roToBOro fikapcbkoro 3acoby (3amiHa abo JoAaBaHHs
ynucToTay: OiNbHULI, Ha SKiK 30IACHIETLCSA
HoBapric KOHTpOnb/BUNpobyBaHHs cepii) - foaaBaHHs
dapmacbiloTukan anbTepHaTMBHOrO BUpOOHMKa BiANoOBiAanLHOro 3a
Manydaktypinr J1J1C, KOHTPOMb SKOCTi 3a noka3Hukom "MikpobionoriyHa
CnoBeHisi; ynctoTa": HauioHanbHa nabopaTtopisi 300poB's
nepBrYHHE NaKyBaHHS, HaBkonuwHboro cepeposuLa Ta ixi (MpBomainceka
BTOPWHHE NaKyBaHHS, Bynuus 1, Mapi6op, 2000, CrioseHis) / National
BUWMNYCK cepil: Laboratory of Health Environment and Food
Ilek ®apmacbloTrkanc (Prvomajska Ulica 1, Maribor, 2000, Slovenia).
0.4., Cnoseist BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
KOHTPOMb SIKOCTi 3a 3aTBEPOKEHHS.
NMOKa3HUKOM
"MikpobionoriyHa
yucrora":
HauioHanbHa
naboparopis 300poB's
HaBkonuwHboro
cepegoBuLLa Ta ixi,
CnoBeHis
334. | IOMEPIO TabneTku, BKPUTI HoBaprtic LLsenuapi BUPOGHMLTBO, ITanis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | 3a UA/16691/01/03
NniBKOBOO Papma A KOHTPOMNb SIKOCTI, CnoBeHis TMny - AGMiHICTpaTuBHI 3MiHW. BunyyeHHs BUpobHUYoi peuernmom

o6onoHkoto, no 200

Cepsices

nepBuHHE Ta

OinbHULI (BKNtoYarum ainbHuui anst A®I, npomixxHoro




[IponoBxkeHHs foaaTka 3

KapTOHHiI kopooLi

KOHTPOJb SIKOCTi 3a
NOKa3HMKOM
«MikpobionoriuHa
yncToTar:
Jlek ®apmacbkloTmkanc
0.4., CnoseHis;

BUPOGHMLTBO,
KOHTPOJb SIKOCTi OKPiM
nokasHuka
«MikpobionoriyHa
ynucToTan:
HoBaprTic
dapmacboTukan
Manrydakrypinr J1J1C,
CnoBeHisi;

NepBUHHE NaKyBaHHS,
BTOPWHHE NaKyBaHHS,
BUMYCK cepii:

Jlex ®apmacbkioTrkanc

n.4a., CnoseHis;

KOHTPOMb SKOCTi 3a
NOKa3HUKOM
"MikpobionoriyHa
yucrtora":
HauioHanbHa
naboparopis 340poB's
HaBkonuwHboro
cepefoBuLLa Ta iXi,
CnogBeHisi

marepiany, peareHTy abo JONOMiIKHOT pe4OBUHU
(SIKLLLO 3a3HAYEHO Y AOCbE) - BUINyYEHHS1 BUPOOHWMKa
BigMOBiAanbHOro 3a BUPOBHULITBO, KOHTPOMb SIKOCTI:
Hosaprtic CiHranyp ®apmacbstotukan MaHydekTypiHr
Mre. Jita., CiHranyp. 3anvwwaetbes ansTepHaTUBHUIA
BUPOGHMK, LLLO BUKOHYE Ti X cami pyHKLiT, WO 1
BunyyeHun: Hosapric ®apma C.n.A., ITanis. BeegeHHs
3MiH NPOTAroM 6-Tn MICALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSHO SAKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHS
OiNbHULI, Ha SKiK 30IACHIETLCSA
KOHTPOMb/BUNPOBYBaHHSA cepii) - AogaBaHHs
anbTepHaTMBHOrO BUpOOHKKa BiANOBiAanbHOro 3a
KOHTPOMb SKOCTi 3a noka3Hukom "MikpobionoriyHa
unctoTa": HauioHanbHa nabopatopisi 340poB's
HaBkonuwHboro cepegosuwla Ta ixi (MpBomanicbka
Bynuus 1, Mapi6op, 2000, CrioseHis) / National
Laboratory of Health Environment and Food
(Prvomajska Ulica 1, Maribor, 2000, Slovenia).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ynakoeka) HS noceio4yeHHs1

Mmr, no 14 TabneTok Al BTOPWHHE NaKyBaHHS, npoaykTy abo roToBOro nikapcbkoro 3acofy, OinbHULL

y 6nictepi; no 2 abo BUMNYCK cepil: ANs NpoBeeHHs NakyBaHHS, BUPODOHWMKa,

4 6nictepn B HosapTic ®apma BiANOBIgaNbHOro 3a BUMYCK Cepii, MicLie NpoBeaeHHs

C.n.A., ltanisi; KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO

*y pa3i éHeceHHs1 3MiH Ao iHCMpPYKUii NpPo MeduyHe 3acmocyeaHHs

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHA

Oaexcanap I'PIHEHKO




