MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

21 yepBHsa 2023 poky Ne 1135

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX NpenapariB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiiHuX MaTepialiB
Ta BHeCEHHs 3MiH /JI0 AojaTKa 2 A0 Haka3dy MiHicTepcTBa 0XOpOHM 3/10POB’s
Ykpainu Bij 08 uepBHa 2023 poxky Ne 1037

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 9, 10 Ilopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JikapcbKuUX 3aco0iB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376, ab3ary aABaflTh ChOMOTO IMANMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHU 3[10POB’sl YKpaiHU, 3aTBep/KeHOoro mocTaHoBor KabiHety
Minictpie Ykpainu Big 25 OGepe3ns 2015 poky Ne 267 (B pepakiii 1moctaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiiHUX MarepiaiiB JiKapchbKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMX  mperapariB), 110 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHMX MaTepiajiB, TMPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUWM LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0ZI0 eheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCbKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 00
BHECeHHS1 3MiH [0 peeCcTpalliiHuX MaTepiajiB Ta peKoMeHZallii Moro o Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHs 3MiH ZI0 peeCcTpalLliiHiX MaTepiais,

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH 70 [lep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapcekKi 3acobu (MeauuHi iMyHoOiosnoriuHi mperapaTe) 3rifHO 3
Jomatkom 1.



2

2. TlepepeecTpyBaTy Ta BHeCTU 0 [lep)KaBHOTO peeCTpy JliKapCbKUX 3aco0iB

YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTu) 3rifHO 3
JI01IaTKOM 2.

3. BHectu 3MiHM [0 peecTpauliHuX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
ripeniapaTu) 3rijHO 3 JOJATKOM 3.

4. BigmMoBUTH y Jep)KaBHiM peecTpallil/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaLiiiHUX MarepiasiB Ta [lep>kaBHOTO PeeCcTpy JiKapChKUX 3acobiB YkKpaiHu
MiKapChbKMUX 3aco0iB 3riffHO 3 A0JaTKOM 4.

5. BHectu 3MiHU [0 JojaTKa 2 A0 Haka3ly MiHicTepcTBa OXOPOHM 3[0POB’st
Ykpaiuu Bifg 08 uyepBHsa 2023 poky Ne 1037 «IIpo pmepkaBHY peecTpaijito
(rmepepeecTpailito) JiKapCbKUX 3ac00iB (MeAMUHMX iMyHOOi0IOTiUHMX MperiapaTiB) Ta
BHECEHHS 3MiH []0 peeCTpaLliiHMX MaTepiaiB» BUIYUYMBILIH MTO3ULIII0 BiCIMHAALISTY.

Y 3B’AA3KYy 3 LM MO3ULII0 [eB’ATHAALATY BBa)KaTH IMO3ULIIEI0 BiCIMHALIATOLO.

6. dapmarieeTiuHOoMY yripaBiiHHIO (Tapacy JIsCKOBCbKOMY) 3a0e3reunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

7. KOHTpO/Ib 3a BUKOHAHHSIM IOT'0 HaKa3y TMOK/IAaCTH Ha TepIIoro 3acTyIHUKa
Minictpa Cepris [IyopoBa.

MiHuicTp BikTop JISALIIKO



IIEPEJIIK

Aopartok 1
Ao Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po aepxaBHY

peecTpauito (nepepeecTpadito)
NniKapcbKnX 3aco6iB (MeagnUYHUX

iMyHoGionoriuHux npenapariB) Ta
BHECEHHSA 3MiH 4,0 peecTpavliiiHux
maTtepiasiiB Ta BHECEHHS 3MiH A0 AoAaTKa
2 fo Haka3y MiHicTepcTBa OXOpPOHU
300poB’A YKkpaiHu Big 08 uepsHa 2023
poKy Ne 1037»
Bif, 21 yepBHA 2023 poky Ne 1135

3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJUYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), SIKI
BHOCATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Hassa nikapcbko20 Popma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
Ne 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayitiHo20
n/n yrnakosKa) nocBi04Y€eHHs1
1. | L-APTIHIH L- KpUucTaniyHMin NopoLLIoK TOB "Opis- Ykpaina dnamma C.n.A. ITanis Peectpauis Ha 5 - He UA/20073/01/01
ACNAPTAT (cy6ceTaHuis) y noagiiHMX Papm” pokiB nionsi2ae
nosieTUNeHOBUX NakeTax
ans hapmavueBTUYHOro
3aCTOCYBaHHS
2. | POKYPOHIO nopoLUokK (cybeTaHuis) y PisnyHa Ykpaina Kypis Itania C.p.n. (Kypis ITanisa ITania PeecTtpauist Ha 5 - He UA/20074/01/01
BPOMIA, CKNSAHUX NAALWKAX AN ocoba- Cpn) pokiB nionsieae
thapmMaLeBTUYHOTO nignpuemeLb
3acToCyBaHHSA I'y6eHko
Ceprii
AHaToniiosny
3. | TIOKONXIKO3ua, KpUCTanNiuHUiA MOPOLLIOK TOB YkpaiHa KBag, falichcaeHcec MpaiiBeT IHAiA PeecTpauis Ha 5 - He UA/20075/01/01
KPUCTANMIBOBAHWUI | (cy6eTanuis) y noasiiiHmx "®APMACEN" Niviten pokiB nionsi2ae
3 ETAHONY nonieTuIeHoBMX nakeTax
Ansa dapmaleBTUYHOro
3aCTOCyBaHHSA
4. | TIONEHTAN HATPIKO | nopowok (cy6cTaHuis) y NAT YkpaiHa BMPOGHMLTBO Ta BUMyck Adl: ITanis/ PeecTpauis Ha 5 - He UA/20076/01/01
TA HATPIIO repmMmeTuYHUX, "KviBmegnpen Biodhep C.n.A., ITanis TailiBaHb pokiB nionsizae
KAPBOHAT CBITNOCTIliKMX apar” KOHTPO/b CTePUsIbHOCTI ADI:
CTEPU/IbHUI antoMiHieBMX BigoHax ans EypocpiHc Bionab c.p.n., Itanisa
hapmaLeBTUYHOrO KOHTPO/Ib CTepW/IbHOCTI ADI:
3aCTOCyBaHHSA Nab6aHanis c.p.n., Itanisa
BVMPOGHMLTBO TiONEHTas10B01
KMCNoTu:
Cki ®apmatex IHk., TaliBaHb
5. | ®EHIBYT NopoLLIOK (CybCcTaHuis) y TOB Ykpaina OUMLLEHHS TEXHIYOrO DEHIBYTY, Ykpaina/ Peectpauis Ha 5 - He UA/20077/01/01
KOHTEelHepax nosliMepHmx "papmaueBTu CyLUKa, hacyBaHHs, BUNYCK cepil: Kutaii pokKiB niossieae




Ha3sBsa nikapcbko2o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
nonietuneHTeTpadpTanarH YHa KOMMaHis TOB "®apmaveBTryYHa KOMMNaHis
nx ons papMaueBTUYHOro "®apKoC" "®apKoC", YkpaiHa
3aCcTOCyBaHHA rigpyBaHHs, Luknisalis, rigponis,
KpucTanisauisi, CyLUka,
hacyBaHHs, KOHTPO/Ib cepii:
KOHO YEM KO., T4, KnTait
HavyanbHUK

dapmavLeBTUYHOIO ynpaB/liHHA

Tapac IACKOBCbKUIA




ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po gepxaBHy
peecTpauito (nepepeecTpauito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyHMXx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHux
MaTtepiasniiB Ta BHECEHHA 3MiH A0 AoAaTKa
2 po Hakasy MiHicTepcTBa OXOpOHU
340poB’A YKpaiHu Big, 08 uepBHa 2023
poKy Ne 1037»
Bij 21 yepBHsa 2023 poky Ne 1135

rA30MoAIEHNIN

na6o?2n,abo3n
abo 4 n,abo5n
a6o 10 n, abo 12 n,
a6o 40 n, abo 50 n
Ta y rasucpikatopax
KpiOreHHMX

peakui’™ IHCTpYKLUii Ana Meau4Horo
3acTocyBaHHA NikapcbKoro 3acoby Wwoao
3BiTyBaHHS Npo NOGiYHI peakyii.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO 40
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHW
340poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM
300pOB'a YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HuUKk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YMakKkoBKa) nocsio4YeHHs1
1. KWCEHb rasy ctasieBux TOB "Alni Ykpaina TOB "AIMNI ENP YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHWIA TEPMIH. 3a He UA/16705/01/01
MEANYHWUIA 6asoHax o6'emom 1 EWP rA3" rA3" OHoBreHo iHdhopmadto y po3aini "MobiuHi peyenmom nionsizae




mr; no 10 TabneTtok
y 6nictepi; no 1
6nictepy B
KapTOHHIM navi

MeAUYHOro 3acToCyBaHHA NikapcbKoro 3acoby B
po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
ATX " (yTO4YHEHHS iHdhopMaLii 6e3 3MiHW Koy

ATX), "dapmakonoriyHi BnactmeocTi",
"MokaszaHHsa" (yTOuHeHHs), "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMM NniKapcbknmu 3acobamu Ta
iHWi B1Ay B3aemogiii", "OcobnnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof

BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHicTb
BMNAMBATY Ha LBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLIMMN MexaHi3mamu,

"Cnoci6 3acTocyBaHHsA Ta f03un", "Mo6GiuHI
peakui" BiANOBIAHO A0 iHdopmaLii
pedhepeHTHOro nikapcbkoro 3acoby (Levaquin
500 mg; 750 mg tablet).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO f0
Mopsaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Bif 27 rpygHsa 2006 poky Ne

898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi

Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y

pejakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMK y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
2. NEBOKC-500 TabneTku, BKpUTI Tynin Nla6 IHAaisa Tynin Nla6 MBT. IHAis MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH 3a He UA/15680/01/01
NNiBKOBOIO MpaiiBiT nra. OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae
060/10HKOI0, M0 500 Niviteq




CTakaH4MKOM B
nauuj

AT "KNIBCBbKUI
BITAMIHHWIA
3ABO/[", YkpaiHa
BUPOGHULTBO
Hepo3dghacoBaHo!
NpPOAYKLUi,
nepBMHHa Ta
BTOPVHHA
ynakoBka,
KOHTpO/b cepii Ta
BUMNYCK Cepil:
Eii.Bi.Ci.
dapmachbHoTili
C.IM.A,, lTanis

3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepfakuii Hakasy MiHicTepcTBa OXOPOHU
3710p0B's YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HavYeHUMN y NepiognMYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3. NEBOKC-750 TabneTku, BKpUTI Tynin Nla6 IHAaisa Tynin Nla6 MBT. IHAis MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH 3a He UA/15680/01/02
NNiBKOBOIO MpaiiBiT nra. OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae
060/10HKOt0, N0 750 Nimiteq MeZMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby B
mr; no 10 TabneTok po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
y 6nictepi; no 1 ATX " (yTO4YHEHHS iHdhopMaLii 6e3 3MiHW Koy
6nictepy B ATX), "®apmakonoriyHi BnactTueocTi",
KapTOHHIM navi "MokaszaHHsa" (yTOuHeHHs), "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMM NniKapcbknmu 3acobamu Ta
iHWi B1Ay B3aemogiii", "OcobnnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHicTb
BMNAMBATY Ha LBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLIMMN MexaHi3mamu,
"Cnoci6 3acTocyBaHHsA Ta f03un", "Mo6GiuHI
peakui" BiANOBIAHO A0 iHdopmaLii
pedhepeHTHOro nikapcbkoro 3acoby (Levaquin
500 mg; 750 mg tablet).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO f0
Mopsaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pejakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMK y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
HOBIPUH® cupon no 50 mr/mn AT YkpaiHa KOHTPO/b cepii Ta YkpaiHa/ MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH 3a He UA/16831/01/01
no 120 mny "KUIBCbKW BUMYCK Cepil; ITania MepioanyHiCTb NOAAHHSA PErynsipHo peyenmom nionsizae
donakoHi; no 1 " BTOPUHHE OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
hnakoHy y BITAMIHHW nakyBaHHA A1 Mopsaky 34iicHeHHs dhapMakoHarnagy,
KOMM/IEKTI 3 MipHUM " 3ABOA" ynakoBku in bulk:




onakoHy 3 MipHOH
JIOXKOK abo MipHUM
CTakaH4MKoM y
nauuj

"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbkMmM 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta f031" (YTOYHEHHS
iHchopmawii), "Mo6iuHi peakyii” BigNoBIgHO A0
iHbopmaLii Woa0 3acToCyBaHHA pediepeHTHOro
nikapcbkoro 3acoby TiBopTiH® AcnapTart, 200
mr/mn.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YkpaiHuu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN Y NepiogMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
5. HOBIPUH® cvpon no 50 mr/mn, AT YkpaiHa KOHTpO/b cepii Ta YkpaiHa/ MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH - He UA/19674/01/01
in bulk: no 120 mny "KUIBCbKN BMNYCK cepil; ITania MepioAnYHICTb NOAAHHS pPerynspHO niosnsieae
chnakoHi, no 40 % BTOPUHHE OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignosiaHO [0
h1aKoHIB y BITAMIHHN nakyBaHHs ans Mopsaky 34iicHeHHs dhapMakoHarnagy,
KOMMNAEKTI 3 MipHUM " 3ABOA" ynakoBku in bulk: 3aTBEepKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
CTaKaH4MKOM B AT "KUIBCbKINIA 3[10pOB’s YKpaiHu Big 27 rpyaHs 2006 poky Ne
KapTOHHI/ Kopoo6Li BITAMIHHWIA 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
3ABO/[", YkpaiHa Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BVMPOGHNLTBO pepakuii Hakasy MiHicTepcTBa OXOpPOHM
Hepo3acoBaHo| 300pOB'sa YKpaiHu Big 26 BepecHst 2016 poky Ne
npoayKuir, 996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
nepBrHHa Ta 3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
BTOPUHHA perynsipHux 3BiTiB 3 6e3neku.
ynakoBka,
KOHTPO/b cepii Ta
BWMYCK Cepii:
Eii.Bi.Ci.
dapmacbHoTiLi
C.N.A,, ltanis
6. TIBOMAKC® A PO34MH OpasIbHUIA, MpAT YkpaiHa MpAT YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/16994/01/01
200 mr/mn no 100 "®apmaueBT "PapmaueBTnyHa OHOB/EHO iHGhopmauito B IHCTpYKLiT ans peyenma
M abo no 200 mny nyHa dipma thipma "AapHuusa” MeJMYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby y
donakoHi; no 1 "dapHuus” po3aini "MokasaHHA", Ta IHWKX po34iniB




Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

TOMNPA3

TabneTkn
racTpopesnCTeHTHi,
40 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHilA KOpo6Li

AypobiHao
®apma /114

IHais

Aypob6iHao ®apma
NimiTen - FOHIT VII,
IHais
Aypob6iHgo ®apma
N, ®opmyneiwH
FOHIT XV, IHgisa

IHais

MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH
BHeceHO OHOBNEHY iHhopMaLito B iIHCTPYKLitO
015 MeANYHOT0 3aCTOCYBaHHS /iKapCbKOro
3acoby fo posginis "OcobmBocTi
3acTocyBaHHA", "Mo6ivHi peakuii" BignosigHO 00
OHOBJ1EHOI iHGhopMaLii pedhepeHTHOro
nikapcbKoro 3acoby Protium®, 40 mg, gastro
resistant tablets (B YkpaiHi 3apeecTpoBaHuii, siK
KOHTPO/IOK®, TabneTkn racTpope3nCcTeHTHI
no 40 mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO 40
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
YKpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/16735/01/01

HayanbHUK

dapmavLeBTUYHOIO ynpaB/liHHA

Tapac IACKOBCbKUIA
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ITEPEJIIK
JITIKAPCBKHMX 3ACOBIB (MEJVNUYHUNX IMYHOBIOJIOI'TYHUX ITPETTAPATIB), OO AKUX BYJ/IK BHECEHI

Hoparok 3
[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po gepxaBHy

peecTpadito (nepepeecTpalito)
JNiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriyHMx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
MaTtepiasniiB Ta BHECEHHA 3MiH A0 AoAaTKa
2 po Hakasy MiHicTepcTBa OXOpOHU
340poB’A YKpaiHu Big, 08 uepBHa 2023
poKy Ne 1037»

Bij 21 yepBHsa 2023 poky Ne 1135

3MIHU /10 PEECTPAIIIMHMX MATEPIAJIIB, IKI BHOCATECS J10 JEPKABHOI'O PEECTPY JIIKAPCEKHNX

3ACOBIB YKPAIHN
Ne Hassa dopma sunycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknam Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHA* | peecmpayiliHo20
3acoby yrnakoska) nocsio4YeHHs1
1. | ABIPTPOH TabneTku, BKPUTI MicTpan AHrnis Pemegpika A, Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/19467/01/02
NNiBKOBOO Kenitan 3MiHK | TNy - 3MiHK 3 AkocTi. AdI. peyenmom
060/10HKO10, M0 500 MeHemKMeHT Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
Mmr, no 10 TabneTok NimiTen A®| (He3HauHa 3MiHa Y 3aKpUTili YaCcTUHI
y 6nicTepi, no 6 macTep-haiina Ha A®I) - He3HauHI 3MiHW Y
6nicTepis B 3aKpUTIl YacTuHI MaiicTep-haiina Ha Ad|
KapTOHHI Kopoo6Li abipatepoHy auetarty
2. | ABIPTPOH TabneTku, BKpUTI Mictpan AHrnis Pemegika N14. Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/19467/01/01
N/1iBKOBOIO Kenitan 3MiHM | Tuny - 3MiHK 3 skocTi. AdI. peyenmom
060/10HKO10, MO 250 MeHeKMeHT Brvpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBa
mr, no 10 TabneTok Nimiteq A®| (He3HauHa 3MiHa Y 3aKpuTilili YaCTUHI

y 6nicTepi, no 12
6nictepis B
KapTOHHI/ Kopobui

mMacTtep-aiina Ha A®l) - He3HauHi 3MiHN Y
3aKpUTIl YacTuHI MaiicTep-halina Ha AdI
abipaTtepoHy auetarty
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Hassa
JliKapcbKO20
3acoby

dopma sunycky

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AJAMNTON®

Tabnetkn no 500 wmr;

no 10 Tabnetok y
6nictepi; no 2
6nicTepy B navw,i

AT
"OnaiiHcpapm”

Narteis

AT "OnaiiHdpapm"

Nartsis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [jtoua pepakuis: Mpuckoka AHAPIiA.
MponoHoBaHa pegakuis: CaByeHko AMUTpo
CeprilioBny. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
hapMakoHarnisg B YKpaiHi

6e3
peyenma

UA/2785/01/01

AOBAHTAH®

masb 0,1 %, no 15r
y Ty6i; no 1 Ty6i B
KapTOHHIA KopoobLi

JIEO dapma
AlIC

[aHis

NEO dapma

MaHyhakTypiHr ITani

CPN

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3aMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIA&UIbHOI 3a 34IICHEHHSA
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHOI 0cobu
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiAnoBiAa/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/0784/04/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
5. | ABBAHTAH® | kpem 0,1 %; no5r NEO dapma [OaHis NEO dapma ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/0784/01/01
ab6o no 15 r y Ty6i; AlC MaHydakTypiHr ITani 3MiHK | TUNY - 3MiHK Woao peuyenma
no 1 Ty6i B CPN 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

KapTOHHI KopoobLi

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itoya pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa Xammepwoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX JAaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BigNoBiAa/IbHOI 32 dhapmakoHarnsg
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6. | AAEHOMNPOC | cynosuTtopii "BioTexHoc" PymyHis TOB “dapmanpim” Pecny6nika BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/16035/01/01
NH pekTasibHi no 150 mr AT Mongosa 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

no 5 cynosutopiis y
6nicTepi; no 2
6nictepu y
KapTOHHIiA ynakoBL,i

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs).
AAMiHICTpaT/BHa 3MiHa Ha3BW 3as1BHMKA.
HalimeHyBaHHs 3asiBHVKa NpUBEAEHO Y
BiANOBIAHICTb A0 OQILAHNX JOKYMEHTIB. 3MiHN
BHeCeHi B po3ain "3asaBHUK" B IHCTPYKLiO ANs
MEeAMYHOrO 3aCTOCYBaHHSA NMiKapCbKoro 3acoby y
3B"A3KY 3 YTOUHEHHAM Ha3BW 3asiBHMKA Ta K
HacnifokK - BignoBigHi 3MiHW Y TEKCTI MapKyBaHHS
yNakoBKM MikapcbKoro 3acoby. 3miHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3araslbHeHVX AaHnx npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHux
[aHuxX nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
3[iiCHEHHST hapMakoHarIsay; KOHTakTHOI 0cobu
3 (hapMakoHarnsgy 3asBHvKa ANs 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa

BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,

BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MiHa KOHTaKTHOI 0cobu
3asBHVKa, BigNoBifanbHOI 3a thapmakoHarnsg, s
YkpaiHi.

[itoua pepakuis: Hectepeub Onekcii
MwkonaiioBuy. MponoHoBaHa pefakuis:
BopuicoBa Hagjis BaneHTuHiBHa. 3MiHa

KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBiAabHOI 3a thapmakoHarnsag, B YkpaiHi.
3MiHa HoMepa macTep-ghaiina cuctemu
chapmakoHarnsgy.
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Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

A3AKT CNAN

niodpinisat gns
pO34nHYy ANA iH'eKUl
no 100 wmr; 1 donakoH
3 fioghinizatom y
KapTOHHilA KopooLi

PP
$apmacbloTika
n3 MpaiiseT
NimiTeq

IHais

CI Akyp /la6c lMNBT.
nra.

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
3MiHM BHECEHI 10 iIHCTPYKUii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonorivyHi B1acTmBocTi”,
"MpoTunokasaHHA", "Ocobnusi 3axoan 6esnekn”,
"B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnnBocTi
3acTocyBaHHA", "34aTHICTb BNAMBATU Ha
LWUBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMKN MexaHismamu',
"Cnoci6 3acTocyBaHHsA Ta f03u1", "Mo6GiuHI
peakuji" 3rigHo 3 iHhopmaLjieto Woa0 MenyHOro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (Vidaza 25 mg/ml powder for suspension
for injection). BeefeHHs 3MiHM NpoTArom 6-Tn
MicsILiB Micns 3aTBepAKEHHS.

3a
peyenmom

He
nionsieae

UA/18492/01/01

A3IIEKT

Tabnetku no 1 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

TOB «TeBa
Ykpaina»

YKpaiHa

BMPOGHUK, SIKWiA
Bignosigae 3a
BVPOGHMLTBO

npopykty in bulk,

nepBuHHE
nakyBaHHs,

BTOPVHHE
nakyBaHHs1,

KOHTpO/b cepii,
BMNYCK cepil:

TeBa
dapmaueBTikas

IHpacTpi3 NTa,,

13painb; BUPOOHUK,
KW BignoBiaae 3a
KOHTPO/b cepil:
dapmaxewmi b.B.,
Higepnangn

13paine/
HigepnaHgm

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBa/ibHKiA 3aci6. 3MiHa
napameTpiB crneungikauii Ta/abo gonycTummx
MeX NepBYHHOT yNakoBKM rOTOBOTO MiKapCbKOro
3acoby (4oMNOBHEHHS creundikaLii HoBUM
NOKa3HUKOM 3 BifNOBI4H/M METOAOM
BMNpoOyBaHHA) AoAaBaHHA A0 cneundikadii
ons antomiHieBoi ponbrn 250 mm 6aictepHol
ynakoBKM HOBOro nokasHuka “Foil Thickness” 3
BiAMOBIAHUM METOA0M BUNPOOYBaHHA /1S
BUPOGHMYOT ainbHUL TeBa, Kap-Caba;
BHECEHHS pefakLiiHuX 3MiH. FAKicHW Ta
KiNbKiCHWI cknag, antoMiHieBoi donbru,
KpecneHHs Ta iHWa JOKyMeHTaLis 3a1mwaloTbCs
6e3 3MiH.

3a
peyenmom

UA/13573/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
9. | AKHETPEKC Kancysm m'siki no 10 Mera TainaHpg, Mera NaiidcaiieHci3 TainaHg, BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/16557/01/01
10 Mmr; no 10 kancyny NaiidpcaiieHcis Mab6nik KomnaHi YTOUHEHHSA peecTpauiliHol npoueaypu B peyenmom
6nicTepi, no 3 Mabnik Nimiten Hakasi Ne 1037 Bip, 08.06.2023 B npoueci
6nictepu B KomnaHi nepepeecTpauii - MNepepeecTpauis Ha 5 pokis.
KapTOHHilA KopooLi Nimiten OHoB/eHo iHhopmauito B iHCTPYKUii Ans

MefUYHOro 3aCTOCYBaHHSA JliKapCbKOro
3aco0by y pospginax: "Oco6nuBocTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiop,
BariTHOCTi a60 rogyBaHHsA rpyaao”,
"3pgaTHiCTb BN/IMBATX Ha WBUAKICTb peakuil
npu KepyBaHHi aBTOTPaHCNOPTOM a6o
iHWKMMKN mexaHismamn”, "MoGiyHi peakuii”
BignoBigHO [0 iHhopmauii Wwoao MegnuyHOro
3acTocyBaHHA pe)epeHTHOro likapCbKoro
3aco0y (POAKKYTAH, kancynu).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6€3nekn, BigNoBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10p0B’sA YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
10. | AKTEMPA® PO34MH A8 iH'EKUi, TOB "Pou YkpaiHa Brpo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa" Hepo3gacoBaHo! LLiBeiiuapis 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peyenmom
nonepeaHL0 NpoAyKuii, NnepBnHHe A®l. 3miHa y napameTpax cneumdikauiii Ta/abo
HarnoBHEHNX nakyBaHHs, JONYyCTUMUX MEX, BU3HAUYEHUX Y crneundikaLisx

wnpumua (KoxeH
o6'emom 1 mn) y
KapTOHHI Kopo6Li 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
4 nonepefHLO
HanoBHEHNX
wnpuua (KoxeH
o6’emom 1 mn) y
KapTOHHIA KopobLi 3
MapKyBaHHSAM
aHrNIfcbKOIo,
opaHLy3bKoo Ta
apabCbkoo MoBaMu
3i CTMKepom
YKpaiHCLKOH MOBOKO

BUMPOOYBaHHA Ha
CTEPUNIBHICTb Ta
6akTepiasibHi
€HA0TOKCUHU:
Bettep ®apma-
®epTuryHr MmoX i
Ko KT, HimeuuunHa;
BunpobyBaHHs Ha
CTEPUIbHICTb Ta
bakTepiasibHi
€H0TOKCUHMN:
BetTtep ®apwma-
®epturyHr rméexi
Ko KT, HimeuuunHa;
BetTtep ®apwma-
®epturyHr rméexi
Ko KT, HimeuuunHa;
BunpobyBaHHs
KOHTPO/HO AKOCTI
(kpim BUNPOOYBaAHHSA
Ha CTEPW/BHICTb Ta
bakTepiasibHi
€H0TOKCUHK): PoLu
dapma AT,
HimeuuunHa;
BTopuHHe
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI
(kpim BUNpOBYBaHHSA
Ha CTEpPUNbHICTb Ta
6akTepiasibHi
€HL,0TOKCUHM),
BMNYCK cepil:
®.XothpmaHH-/15
Pow /14,
LLiBeiiLapis

Ha A®l, abo BUXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCH Y
npoueci BupobHuuTea AP (3By)KeHHS
OONyCTUMUX MeX, BU3HaYeHUX Yy cnevumdikadir)
BHeceHHs 3MiH [0 MaTepiasniB peecTpauiliHoro
[0CbE 3 METOI NPUBEAEHHS Y BIANOBIAHICTb A0
opuriHaIbHUX [OKYMEHTIB BUPO6HMKa, a came -
3BY)EHHS KpUTEpIiB NPUAHATHOCTI A5
nokasHuka "AKTMBHICTb" AN MaibyTHLOI
KBanigikauii ctTaHgapTHOro 3paska. HagaHo
HOBWI BTOPUHHUIA CTaHAAPTHWI 3ap030K A5t
Toumnizymaby IV ta SC. HoBuiA BTOPUHHWIA
CTaHAapTHWIA 3pas3ok (IoT SMRA2108)
OTPMMaHO 3 NiKapCbKoi peyoBUHM ToLMNI3yMab
napTii 20AB09, BUroTOB/EHOT 3a MPOL,ECOM
G5U. HapgaHo oHoBneHuii po3gin 3.2.S.5
CTtaHgapTHi 3pa3ku abo npenapaTu.
3artBepkeHo: Potency Bioassay: 0.7x 10° -
1.3x10° U/mg
3anponoHoBaHo: Potency Bioassay: 0.90x 10° -
1.10x10° U/mg
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
11. | AIbBYHOPM | po3uvH Ans iHdysii, OkTachapma ABCTpist BMPOBHUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17703/01/01
20 % 200 r/n, no 50 mn dapmaLeBTUK BiANoBigabHUii 3a LLseuis/ 3MiHu | TUny - 3MiHKM 3 AKocTi. ADI. peyenmom

a6o 100 mMn po3unHy a BMPOGHMLTBO in- PpaHuin/ Brpo6HMLUTBO. 3MiHW B Npoueci BUpobHMLTBA

y thnakoHi, no 1 MpopykTioHcre bulk, nepBuHHY HimeuunHa A®| (He3HauHa 3MiHa y npoueci BUpobHNLTBA

onakoHy B c. M.6.X. ynakoBKY, KOHTPO/b AdI)

KapTOHHIA KOpO6L

AKOCTI, BTOPUHHY
YNakoBKy, BidyasibHa
iHCneKuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dPapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpIS;
BMPOGHUK,
BiANOBifa/IbHWIA 32
BVMPOGHMLTBO in-
bulk, nepsuHHy
YNakoBKY, KOHTPO/1b
SKOCTIi, BUNYCK cepii:
Oxktadhapma AB,
LLiBewjsi; BUPOGHMK,
BignoBigasibHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
YNaKkoBKy, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTtadthapma,
®paHLis; BUPOBHNK,
BiANoBigabHUii 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNakoBKy, KOHTPO/1b
AKOCTI, BUNYyCK cepil:
OxTadapma
MpoaykTioHcrecenw
adt foitunaHg M6X,
HimeuuunHa;
BMPOGHUK,
BiANOBifa/IbHWIA 32
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
Oxtathapma [leccay
'm6X, HimeyunHa

BBefeHHs anbTepHaTnBHOrO npe-cinstpa < 0,5
MKM Ha eTani Step 9 nmicnsa onepauii Bulk
Pasterization B npoueci BUpo6HMLTBA.
Pepakuiiini npasku fo posginy 3.2.5.2.2
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
12. | AIbBYHOPM | po3uvH Ans iHdysii, OkTachapma ABCTpist BMPOBHUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17703/01/01
20 % 200 r/n, no 50 mn dapmaLeBTUK BiANoBigabHUii 3a LLseuis/ 3MiHY | TUNY - 3MiHK 3 AKOCTi. 3MiHK A0 peyenmom

a6o 100 mMn po3unHy a BMPOGHMLTBO in- PpaHuin/ peecTpaLiiiHoro NocBiAYeHHs BHACMIAOK iHLUNX

y thnakoHi, no 1 MpopykTioHcre bulk, nepBuHHY HimeuunHa perynsaTopHux npoueayp. NMM®/BA3d (mactep-

onakoHy B c. M.6.X. ynakoBKY, KOHTPO/b thaiin Ha nnasmy/3arasibHuii haiin Ha

KapTOHHIA KOpO6L

AKOCTI, BTOPUHHY
YNakoBKy, BidyasibHa
iHCneKuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dPapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpIS;
BUPOOHUK,
BiANOBifa/IbHWIA 32
BVMPOGHMLTBO in-
bulk, nepsuHHy
YNakoBKY, KOHTPO/1b
SKOCTIi, BUNYCK cepii:
Oxktadhapma AB,
LLiBewjsi; BUPOGHMK,
BignoBigasibHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
YNaKkoBKy, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTtadthapma,
®paHLis; BUPOBHNK,
BiANoBigabHUii 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNakoBKy, KOHTPO/1b
AKOCTI, BUMNYCK Cepil:
OxTadapma
MpoaykTioHcrecenw
athT doiunaHa M6X,
HimeuuunHa;
BUPOOHUK,
BiANOBifa/IbHWIA 32
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
Oxtathapma [leccay
'm6X, HimeyunHa

BaKLWHHWI aHTWUreH). BKIOYEHHSA HOBOTO,
OHOBJ/IEHOTO ab0 3MiHEHOro MacTep-caiina Ha
nnasmy y peectpauiliHe JOCbe Ha NikapCbKuii

3aci6 (npoueaypa 2-ro etany ana NMMo)
(BK/TOYEHHS OHOB/IEHOTO/3MIHEHOTO MacTep-
chaiina Ha nnasmy, AKLO 3MiHW He BNAVBalOTb
Ha BNaCcTMBOCTI FOTOBOrO JliKapCbKOro 3acoby)
Bk/1l04eHHs1 OHOB/IEHOTO MacTep-aiina Ha
nnasmy y peectpauiliHe JOCbe Ha NikapCbKuii
3aci6: EMEA/H/PMF/000008/05/AU/025/G.
3MmiHu | TMNy - 3MiHKW 3 AKOCTIi. 3MiHW A0
peecTpauiiiHoro NocBigYEeHHS BHAC/TIAOK iHLIMX
perynatopHux npouegyp. NMM®/BA3® (mactep-
thaiin Ha nnasmy/3arasibHuii haiin Ha

BaKLWHHWI aHTWUreH). BkoYeHHA HOBOro,
OHOB/IEHOr0 abo 3MiHeHOro MacTep-chaiina Ha
nnasmy y peectpauiiiHe fOCbE Ha MiKapCbKuii

3aci6 (npoueaypa 2-ro etany ana NMo)
(BKIHOYEHHSA OHOBMIEHOTO/3MIHEHOrO MacTep-
thaiina Ha nnasmy, SKLL0 3MiHU HE BMNNBAKOTb
Ha BNacTUBOCTI FOTOBOrO JliKapCbKOro 3acoby)
BK/1HOYEHHS OHOB/IEHOTO MacTep-ghaiina Ha
nnasmy y peectpauiliHe fOCbE Ha MiKapCbKuii
3aci6: EMEA/H/PMF/000008/05/11/026/G. 3MiHn |

TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.

3MmiHa y meTogax BunpobyBaHHsA roTOBOrO

nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNpobyBaHHs) 3MiHV B
MeTOZi BUNPO6YBaHHS rOTOBOIO NiKapCbKOro
3acoby 3a NoKasHMKOM «AJIIOMIHIl», a came
00 NiAroTOBKM 3paska Ta NifAroToBKM
po3BefeHb
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
13. | AIbBYHOPM | po3uvH Ans iHdysii, OkTachapma ABCTpist BMPOBHUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17703/01/02
25 % 250 r/n no 50 mn dapmaLeBTUK BiANoBigabHUii 3a LLseuis/ 3MiHu | TUny - 3MiHKM 3 AKocTi. ADI. peyenmom

a6o 100 mMn po3unHy a BMPOGHMLTBO in- PpaHuin/ Brpo6HMLUTBO. 3MiHW B Npoueci BUpobHMLTBA

y thnakoHi, no 1 MpopykTioHcre bulk, nepBuHHY HimeuunHa A®| (He3HauHa 3MiHa y npoueci BUpobHNLTBA

onakoHy B c. M.6.X. ynakoBKY, KOHTPO/b AdI)

KapTOHHIA KOpO6L

AKOCTI, BTOPUHHY
YNakoBKy, BidyasibHa
iHCneKuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dPapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpIS;
BMPOGHUK,
BiANOBifa/IbHWIA 32
BVMPOGHMLTBO in-
bulk, nepsuHHy
YNakoBKY, KOHTPO/1b
SKOCTIi, BUNYCK cepii:
Oxktadhapma AB,
LLiBewjsi; BUPOGHMK,
BignoBigasibHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
YNaKkoBKy, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTtadthapma,
®paHLis; BUPOBHNK,
BiANoBigabHUii 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNakoBKy, KOHTPO/1b
AKOCTI, BUNYyCK cepil:
OxTadapma
MpoaykTioHcrecenw
adt foitunaHg M6X,
HimeuuunHa;
BMPOGHUK,
BiANOBifa/IbHWIA 32
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
Oxtathapma [leccay
'm6X, HimeyunHa

BBefeHHs anbTepHaTnBHOrO npe-cinstpa < 0,5
MKM Ha eTani Step 9 nmicnsa onepauii Bulk
Pasterization B npoueci BUpo6HMLTBA.
Pepakuiiini npasku fo posginy 3.2.5.2.2
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
14. | AIbBYHOPM | po3uvH Ans iHdysii, OkTachapma ABCTpist BMPOBHUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17703/01/02
25 % 250 r/n no 50 mn dapmaLeBTUK BiANoBigabHUii 3a LLseuis/ 3MiHY | TUNY - 3MiHK 3 AKOCTi. 3MiHK A0 peyenmom

a6o 100 mMn po3unHy a BMPOGHMLTBO in- PpaHuin/ peecTpaLiiiHoro NocBiAYeHHs BHACMIAOK iHLUNX

y thnakoHi, no 1 MpopykTioHcre bulk, nepBuHHY HimeuunHa perynsaTopHux npoueayp. NMM®/BA3d (mactep-

onakoHy B c. M.6.X. ynakoBKY, KOHTPO/b thaiin Ha nnasmy/3arasibHuii haiin Ha

KapTOHHIA KOpO6L

AKOCTI, BTOPUHHY
YNakoBKy, BidyasibHa
iHCneKuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dPapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpIS;
BUPOOHUK,
BiANOBifa/IbHWIA 32
BVMPOGHMLTBO in-
bulk, nepsuHHy
YNakoBKY, KOHTPO/1b
SKOCTIi, BUNYCK cepii:
Oxktadhapma AB,
LLiBewjsi; BUPOGHMK,
BignoBigasibHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
YNaKkoBKy, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTtadthapma,
®paHLis; BUPOBHNK,
BiANoBigabHUii 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNakoBKy, KOHTPO/1b
AKOCTI, BUMNYCK Cepil:
OxTadapma
MpoaykTioHcrecenw
athT doiunaHa M6X,
HimeuuunHa;
BUPOOHUK,
BiANOBifa/IbHWIA 32
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
Oxtathapma [leccay
'm6X, HimeyunHa

BaKLWHHWI aHTWUreH). BKIOYEHHSA HOBOTO,
OHOBJ/IEHOTO ab0 3MiHEHOro MacTep-caiina Ha
nnasmy y peectpauiliHe JOCbe Ha NikapCbKuii

3aci6 (npoueaypa 2-ro etany ana NMMo)
(BK/TOYEHHS OHOB/IEHOTO/3MIHEHOTO MacTep-
chaiina Ha nnasmy, AKLO 3MiHW He BNAVBalOTb
Ha BNaCcTMBOCTI FOTOBOrO JliKapCbKOro 3acoby)
Bk/1l04eHHs1 OHOB/IEHOTO MacTep-aiina Ha
nnasmy y peectpauiliHe JOCbe Ha NikapCbKuii
3aci6: EMEA/H/PMF/000008/05/AU/025/G.
3MmiHu | TMNy - 3MiHKW 3 AKOCTIi. 3MiHW A0
peecTpauiiiHoro NocBigYEeHHS BHAC/TIAOK iHLIMX
perynatopHux npouegyp. NMM®/BA3® (mactep-
thaiin Ha nnasmy/3arasibHuii haiin Ha

BaKLWHHWI aHTWUreH). BkoYeHHA HOBOro,
OHOB/IEHOr0 abo 3MiHeHOro MacTep-chaiina Ha
nnasmy y peectpauiiiHe fOCbE Ha MiKapCbKuii

3aci6 (npoueaypa 2-ro etany ana NMo)
(BKIHOYEHHSA OHOBMIEHOTO/3MIHEHOrO MacTep-
thaiina Ha nnasmy, SKLL0 3MiHU HE BMNNBAKOTb
Ha BNacTUBOCTI FOTOBOrO JliKapCbKOro 3acoby)
BK/1HOYEHHS OHOB/IEHOTO MacTep-ghaiina Ha
nnasmy y peectpauiliHe fOCbE Ha MiKapCbKuii
3aci6: EMEA/H/PMF/000008/05/11/026/G. 3MiHn |

TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.

3MmiHa y meTogax BunpobyBaHHsA roTOBOrO

nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNpobyBaHHs) 3MiHV B
MeTOZi BUNPO6YBaHHS rOTOBOIO NiKapCbKOro
3acoby 3a NoKasHMKOM «AJIIOMIHIl», a came
00 NiAroTOBKM 3paska Ta NifAroToBKM
po3BefeHb
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
15. | AIbBYHOPM | po3uvH Ans iHdysii, OkTachapma ABCTpist BMPOBHUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17703/01/03
5% 50 r/n no 100 mn, dapmaLeBTUK BiANoBigabHUii 3a LLseuis/ 3MiHu | TUny - 3MiHKM 3 AKocTi. ADI. peyenmom

250 mn a6o 500 mn a BMPOGHMLTBO in- PpaHuin/ Brpo6HMLUTBO. 3MiHW B Npoueci BUpobHMLTBA

po3unHy y donakoHi, MpopykTioHcre bulk, nepBuHHY HimeuunHa A®| (He3HauHa 3MiHa y npoueci BUpobHNLTBA

no 1 cpnakoHy B c. M.6.X. ynakoBKY, KOHTPO/b AdI)

KapTOHHIA KOpO6L

AKOCTI, BTOPUHHY
YNakoBKy, BidyasibHa
iHCneKuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dPapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpIS;
BMPOGHUK,
BiANOBifa/IbHWIA 32
BVMPOGHMLTBO in-
bulk, nepsuHHy
YNakoBKY, KOHTPO/1b
SKOCTIi, BUNYCK cepii:
Oxktadhapma AB,
LLiBewjsi; BUPOGHMK,
BignoBigasibHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
YNaKkoBKy, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTtadthapma,
®paHLis; BUPOBHNK,
BiANoBigabHUii 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNakoBKy, KOHTPO/1b
AKOCTI, BUNYyCK cepil:
OxTadapma
MpoaykTioHcrecenw
adt foitunaHg M6X,
HimeuuunHa;
BMPOGHUK,
BiANOBifa/IbHWIA 32
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
Oxtathapma [leccay
'm6X, HimeyunHa

BBefeHHs anbTepHaTnBHOrO npe-cinstpa < 0,5
MKM Ha eTani Step 9 nmicnsa onepauii Bulk
Pasterization B npoueci BUpo6HMLTBA.
Pepakuiiini npasku fo posginy 3.2.5.2.2
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
16. | A/IbBYHOPM | po3uvH Ans iHdysii, OkTachapma ABCTpist BMPOBHUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17703/01/03
5% 50 r/n no 100 mn, dapmaLeBTUK BiANoBigabHUii 3a LLseuis/ 3MiHY | TUNY - 3MiHK 3 AKOCTi. 3MiHK A0 peyenmom
250 mn a6o 500 mn a BMPOGHMLTBO in- PpaHuin/ peecTpaLiiiHoro NocBiAYeHHs BHACMIAOK iHLUNX
po3unHy y donakoHi, MpopykTioHcre bulk, nepBuHHY HimeuunHa perynsaTopHux npoueayp. NMM®/BA3d (mactep-
no 1 cpnakoHy B c. M.6.X. ynakoBKY, KOHTPO/b thaiin Ha nnasmy/3arasibHuii haiin Ha
KapTOHHIA KOpO6L AKOCTI, BTOPUHHY BaKLWHHWI aHTWUreH). BKIOYEHHSA HOBOTO,
yMakoBKy, Bi3yasibHa OHOBJ/IEHOTO ab0 3MiHEHOro MacTep-caiina Ha
iHCneKuis, nnasmy y peecTpadiiiHe fOCbe Ha NikapCbkuii
MapKyBaHHs, BUMYCK 3aci6 (npouenypa 2-ro etany gns NM®)
cepii: OkTacdhapma (BK/IHOYEHHS OHOB/IEHOTO/3MIHEHOTO MacTep-
dapmaueBTUKa chaiina Ha nnasmy, AKLO 3MiHW He BNAVBalOTb
MpogykTioHcrec. Ha B/1aCTMBOCTI FOTOBOIO /iKaPCbKOro 3acoby)
M.6.X., ABCTpIS; Bk/1to4eHHS OHOB/IEHOTO MacTep-ghaiina Ha
BUPOGHMK, nnasmy y peectpauiliHe JOCbe Ha NikapCbKuii
BiANOBifa/IbHWIA 32 3aci6: EMEA/H/PMF/000008/05/AU/025/G.
BVMPOGHMLTBO in- 3MmiHu | TMNy - 3MiHKW 3 AKOCTIi. 3MiHW A0
bulk, nepsuHHy peecTpauiiiHoro NocBigYEeHHS BHAC/TIAOK iHLIMX
YyNakoBKY, KOHTPOJ1b perynatopHux npoueayp. NMM®/BA3® (macTep-
SKOCTIi, BUNYCK cepii: thaiin Ha nnasmy/3arasibHuii haiin Ha
Oxktadhapma AB, BaKLMHHWI aHTUreH). BK/IoYeHHs HOBOro,
LLiBewjsi; BUPOGHMK, OHOB/IEHOr0 abo 3MiHeHOro MacTep-chaiina Ha
BiANOBIAa/IbHUI 32 nnasmy y peectpauiiiHe fOCbE Ha MiKapCbKuii
BMPOGHMLTBO in- 3aci6 (npoueaypa 2-ro etany ana NMo)
bulk, nepBuHHY (BKIHOYEHHSA OHOBMIEHOTO/3MIHEHOrO MacTep-
YNaKkoBKy, KOHTPO/1b chaiina Ha nnasmy, AKLWO 3MiHV He BNAVBaloTb
SAKOCTI, BUMYCK cepii: Ha BNacTUBOCTI FOTOBOrO JliKapCbKOro 3acoby)
OkTtadthapma, BK/1HOYEHHS OHOB/IEHOTO MacTep-ghaiina Ha
®paHLis; BUPOBHNK, nnasmy y peectpauiliHe fOCbE Ha MiKapCbKuii
BiANoBigabHUii 3a 3aci6: EMEA/H/PMF/000008/05/11/026/G. 3MiHn |
BMPOGHMLTBO in- TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
bulk, nepBuHHY 3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
yNakoBKy, KOHTPO/1b 3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
AKOCTI, BUNYCK cepil: nikapcbKoro 3acoby (He3HayHa 3miHa y
OxTadapma 3aTBEPMKEHUX MeToAax BUNpobyBaHHs) 3MiHV B
MpoaykTioHcrecenww MeTOZi BUNPO6YBaHHS rOTOBOIO NiKapCbKOro
athT doiunaHa M6X, 3acoby 3a NoKasHMKOM «AJIIOMIHIl», a came
HimeuuunHa; 00 NiAroTOBKM 3paska Ta NifAroToBKM
BUPOGHMK, po3BefeHb
BiANOBifa/IbHWIA 32
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
Oxtathapma [leccay
'm6X, HimeyunHa
17. | AMAHTUH TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/6991/01/01
NNiBKOBOO YKPAIHA" 3MiHn | TURY - 3MiHK 3 SIKOCTi. FOTOBWMIA peuyenmom | nidssieae
060/10HKOH0, No 100 nikapcbkuii 3aci6. 3MiHM y BUPOOHMLTBI (iHLWi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

mr no 10 TabneTok y
6nicTepi; no 3 abo
no 6 6nictepis B
KapTOHHIM navu,i

3MiHM) BHECEHHS 3MiH [0 peecTpauiliHnX
mMaTtepianis y posginax 3.2.P.3.3, 3.2.P.3.4 Ta
3.2.P.3.5, a came akTyanisauisa Ha3BW, OOUHUL
BMMIpY Ta fiana3oHun Aeskux napameTpis
npoLecy HaHeCeHHs NOKPUTTA TabneTok, y
3B'A3Ky 3 MOJiepHi3aLjielo yCTaHOBKM A1
HaHeCeHHs MOKPUTTA, a came OHOBJ/IEHHSA
anapaTHOro Ta NPorpamMHoOro 3abe3neyeHHs.
[itoua pepakuis:
MapameTp «TUCK BXigHOTO NOBITPS»
Twck BXIAHOrO NOBITPS, MM.BOZA,.CT
MponoHoBaHa pegakuis:
MapameTp «TUCK BXigHOTO NOBITPS»
Twck BXIAHOrO NOBITPS, MM.BOA,.CT
Ab6O
BuTpara BXxigHoro nositps, m3/rog,
3MmiHu | TMNy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHKM) 3MiHa dhopmaTty
posginis 3.2.P.3.3, 3.2.P.3.4, 3.2.P.35,3.2.P.5.1
Ta 3.2.P.8.1. a came NPOMOHYETLCA BUAASIEHHSA 3
po3ginis “3.2.P.3.3 Onuc Bupo6HUYoro npouecy
Ta KOHTposo BUpobHuuTea’, “3.2.P.3.4
KOHTPO/b KPUTUYHKX eTaniB i TPOMIKHOT
npoaykuii”, “3.2.P.3.5 Banigauis npouecy Ta/abo
oro ouiHka” iHchopmal,ii LLoA0 KOHTPOSO
roTOBOI NPOAYKLi Y 3B'A3KY 3 NPUBEAEHHAM [0
chopmarty 3arasibHOro TEXHIYHOTO [OKYMEHTY.
IHhopMaLis WoA0 KOHTPOIO FOTOBOI NPOAYKLT
npusegeHa y po3sgini “3.2.P.5.1. Cneuudikavis”.
B p.3.2.P.8.1. BuJaneHo He akTyasibHy
iHchopMmauito. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOIO
nikapcbkoro 3acoby (iHLWwi 3MiHK) 3miHa
dhopMmysIOBaHHS BUMOT A0 MOKa3HMKa
«Po34nHeHHsA» Ta onucy TabneTtku, a cave: -
npuBefeHHs PopMy/IIoBaHHA BUMOT A0
nokasHuka «PO34nMHEHHS» BIAMOBIAHO A0
€MHoro popmary B kpaiHax peecTpauii Ta
BMK/TIOYEHHS iHGhOpMaLis No KpuTepiam
NPUAHATHOCTI CTYNEHI0 PO3YNHEHHS MO TPbOM
piBHAM, OCKiNbKY L BUMOrn onucaxi y ey
2.9.3, Ha fike flaeTbCA NOCUIaHHA B
cneumdikauii Ta MeToAax KOHTPOSIHO; - 3 Onucy
TabneTok BuaaneHo gpasy «3a 30BHILLHIM
BUIIS40M MaloTb BifnoBsigatn Bumoram APy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

cTaTTa «TabneTkn», OCKiNIbkM BOHa HEMae
iHchopmauiiHoro 3micTy. Lis 3MiHa Hece nuie
pefakuiiHuiA XxapakTep i He CTOCYETbCSI 3MiHU
30BHILUHBbOTO BUMIAAY TabneTku. 3MiHN BHECeHI
B iHCTPYKL,it0 415 MEAMYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3ain "fikapcoka opma”
(OCHOBHI ¢hi3uKo-XiMi4HI BacTuMBOCTi). BBeAeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHN | TMNy - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (iHwi 3MiHM) 3MiHa
nepioANYHOCTI KOHTPOTIO NOKa3HUKa
«MikpobionoriyHa unctota», a came
NPOBEEHHA KOHTPOJIIO B PEXUMI MOHITOPUHTY -
Ha nepLuili cepii B pouji i He pifLue, HiX Ha KOXHIlA
10-1 cepii. 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI
(iHWi 3MiHM) YTOYHEHHS iH)OopMaLil CTOCOBHO
HaHeceHHs HoMepy cepii Ta TepMiHy
NPUAATHOCTI Ha CcTagisx «dPacyBaHHA» Ta
«[MaKyBaHHs», WO 06yMOBNEHO TEXHOMOTIYHO
MOX/IMBICTIO HAHECEHHA HOMepy cepii Ta
TepMiHy NPMAATHOCTI — METOAOM APYKY B
[OMOBHEHHA O METOAY HAHECEHHS BiATHCKY,
Lo cTocyeTbeAa po3ginis 3.2.P.3.3. Onuc
BMPOBHNYOro NpoLecy Ta KOHTPOJIHO NPoLEecy,
3.2.P.3.4. KOHTPO/b KPUTUYHUX CTagil i
NpPOMiXHOI Npoaykuii, 3.2.P.3.5. Banigauis
npouecy Ta/abo 11oro ouiHKa.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
18. | AMBPOKCOI/1 | po34vH OpasibHuiA, TOB «TeBa YkpaiHa Mepkne Mv6X, HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/1853/03/01
-TEBA 7,5 mr/mn, no 40 mn YkpaiHa» HimeuunHa 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenma

a6o 100 mny (BupobHuuTBO nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y

chnakoHi; no 1 Hepo3dacoBaHo| npoweci BUPO6HMLITBA rOTOBOTO NiKapCbKOro

donakoHy 3 NPOAYKLT, NepBUHHA 3aco0y, BKIOYaoUy NPOMDKHWI NPOAYKT, L0

npo6Koto- Ta BTOPUHHA 3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO

KpanesbHuLEl, yMakoBKa, KOHTPO/Ib nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci

[03Y0400 cepil; Jlo3sin Ha BMPOOHULTBA) BBEEHHA HOBOrO eTarny 0

CK/ISIHOYKOIO B BUMYCK cepii) BMPOGHMYOI NpoLeaypw - ETany 3:

Kopoo6Li «[MpuroTyBaHHA NonepesHLOro PO3YNHY CONSAHOI

KMCNOTU: CnoYaTKy [0/IMBAIOTL YaCTUHY
OYMLLEHOT BOAW B EMHICTb 3 HEPXaBito4oi cTasli,
npv nepemillyBaHHi 0fal0Tb X/I0PUCTOBOAHEBY

kucnoty. OgepxaHuii po3unH gofatoThb B

peakLjiiiHy EMHICTb NPy NepeMiLLyBaHHi.»

CrabinbHicTb npouecy BUpobHMLTBA
nikapcbKoro 3acoby NpoAeMOoHCTpoBaHa

LLNISAXOM PErY/IAPHOrO KOHTPOJIHO AKOCTI.
3asBHUK MiATBEPAKYE, L0 He BigOYN0Cs XOAHUX

3MiH y sikicHOMY a60 KinlbkicHOMY cknagi

[OMILLOK @60 i3MKO-XiIMIYHUX BNACTUBOCTSAX

'N3. Cneuudikauii 13 Ta npoMixXHOro

NPOAYKTY 3a/MLLAITLCA HE3MIHHUMU. YNHHWIA Ta
HOBWIA NpoLecK NPU3BOANTL O OTPUMAHHS
NPOAYKTY TOTOXHOTIO 3a BCiMa acnekramm siKocTi,
6e3nekun Ta epekTMBHOCTI. Takox, BBEAEHO
HaCTYMHi pefakuiliHi 3MiHW: - BUNPaB/IeHHS
OpyKapcbKol MOMUIIKN Y BUPOGHWUIl hopmy i
KiNbKIiCTb BOAW OYMLLEHOT Ta 3arasibHa KinbkicTb
PO34nHY BKa3aHi npaBuibHO Anst 06'eMy cepil
1000 n Ta 3000 1. - 3MiHa BU3HAYEHHSA
KOHTeliHepa A1 HehacoBaHOro NPOAYKTY 3
KOHTeliHepa AnA 36epiraHHs piguH 3
Hep)xaBitouoi CTasli Ha NpuaaTHUIA KOHTeliHep
AN HedhacoBaHOro NPOAYKTY 3 METOI0
OTPUMaHHS BiNbLUIOT FTHYYKOCTI NPW PO3/UBI; -
npuBeeHHs hOpMy/TtoBaHb Y BiANoBIAHICTb A0
Bumor GMP, a Takox BUMpaB/ieHHA
dhopmyntoBaHb. B 060x BUNaakax 3MicT BUknagy
3a/IMWAETLCA HE3MIHHWM; - 3aro/I0BOK 3MiHEHO 3
" Ambroxol-ratiopharm 7.5" Ha " Ambroxol-HCl
7.5 mg/ml solution (drops)" Ta Ha3By cxemu
BMPO6HMLTBA 3MiHEHO 3 " Manufacture of
Ambroxol-ratiopharm 7.5" Ha "Manufacture of
Ambroxol-HCI 7.5 mg/ml Drops". 3asBHuK
niATBEPIXYE, WO 3MiHM, 3anponoHOBaHi AK
peakLiiiHi, He 3MiHIOKTb 3MICT BifNOBIAHNX
4acTuH [OCbE 3a Mexammn obesary
npeacraBaeHol 3mMiH1, B paMKax SiKOi NoAal0TbCa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
19. | AMBPOKCO/ | nopoLuok TOB YkpaiHa FEMA IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/18451/01/01
Yy (cybeTaHuis) y «®PAPMACEN PAPMACBIOTIKAN 3MiHn | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
rAPOXNOPWU | nonietuneHoBux » C NBT NTA4 HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
il naketax gns (BnacHviKa peecTpauiiHoro NocBigYeHHs) 3miHa
chapmaL,eBTU4YHOro afpecu 3asBHUKa
3aCTOCyBaHHs
20. | AMBPOCAH® | TabneTtku no 30 mr, MPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 - UA/8271/01/01
no 10 TabneTtok y Mpara a.c. Pecny6nik Mpara a.c. Pecny6nika 3MiHu | TUNYy - 3MiHK 3 AkocTi. A®L. KOHTpob peuyenma
6nicTepi; no 2 a A®l. 3miHa y meTogax BunpobysaHHs Adl abo
6nictepu y BMXigHOro Martepiany/npomixxHOro
KapTOHHIlA KOpooLi npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
3aTBEPAKEHNX MeToAax BUNPOOYBaHHS)
He3HauHi 3MiHW B 3aTBEPKEHOMY MEeTOAi
BMNPOGYyBaHHA BUPOGHYMKa /13 3a NOKasHWMKOM
«KinbkicHe BM3HaYeHHs» (TUTPYBaHHs)
21. | AMIGAPOH Tabnetku no 200 wmr; AT YkpaiHa AT "KWIBCbKWN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/4514/01/01
no 10 TabneTok y "KNIBCbKW BITAMIHHWIA 3MiHW | TURY - 3MiHK Woao peuyenmom | nidnseae
6nicTepi; no 3 BITAMIHHW/ 3ABO4" 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
6nictepn y nauui 3 3ABO4" 3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro

KapToHY

3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAM4HOro 3acToCyBaHHA
reHepuyHUX/ribpuaHNX/6ionodibHNX NikapCbKnUx
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Npenapar (3MiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHN BHECEHO A0 IHCTPYKLIT 415 MenyHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis:
"®apmakonoriyHi BnactnsocTi”, "MokasaHHsA",
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbkMmM 3acobamu Ta iHLWi B1uam
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "AOitn", "Mo6iuHi peakwii" BiANoBiAHO A0
pedhepeHTHOro likapcbkoro 3acoby KopaapoH®
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB 3 Aatu
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
22. | AMIOguNIH TabneTtkn no 5 mr, KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoBeHisi BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/10105/01/01
KPKA no 10 Tabnetok y HoBo mecTo BMPOGHMLTBO “in 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
6nicTepi, no 3 abo 9 bulk”, nepsuHHy Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nicTepiB y BTOPUHHY YMaKoBKY, 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
KapTOHHilA KopooLi KOHTPO/Ib Ta BUMYCK 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
cepii: KPKA, a.4., MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
HoBo mecTo, perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
CnoseHis nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
BignosiganbHuii 3a 3acTOoCyBaHHS NikapcbKoro 3acoby B
KOHTPO/b cepii: nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
KPKA, a.4., Hoso OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
mecTo, CnoBeHis BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (iHWwi 3MiHK1) 3MiHM BHECEHO B iHCTPYKLitO
ONS MeANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao posginy "MepenosysaHHa" BiANOBIAHO
[10 OHOB/EHOT iHdhopmaLii Wwoao 6e3nekn
3acTOCyBaHHS Ajto4oi pe4yoBVHM 3rifgHO 3
pekomeHgauieto PRAC. TepMiH BBe4EHHSA 3MiH
npoTsirom 6 MicsiLiB Micnsi 3aTBePAKEHHS!
23. | AMIoguniH Tabnetku no 10 mr, KPKA, a.4., CnoseHis BignosiganbHuii 3a CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/10105/01/02
KPKA no 10 TabneTtok y HoBso mecTo BUPOBHMLTBO “in 3MiHu | TMNYy - 3MiHK WoA[0 peyenmom nionseae

6nicTepi, no 3 abo 9
6nictepiB y
KapTOHHI Kopobui

bulk®, nepBuHHy Ta
BTOPUHHY YMaKoBKY,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis
BignosiganbHuii 3a
KOHTPO/b cepil:
KPKA, a.4., Hoso
mMecTo, CroBeHis

6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (iHLWi 3MiHM) 3MiHN BHECEHO B iHCTPYKLtO
015 MeANYHOT0 3aCTOCYBaHHS /iKapCbKOro
3acoby Ao posginy "lMNepenosysBaHHa" BigMoBigHO
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCyBaHHA Ait040T PEYOBUHM 3rigHO 3
pekomeHaaujieto PRAC. TepMiH BBeAEHHS 3MiH
npoTArom 6 MicsiLiB nicns 3aTBepaKEeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

24. | AMOKCUN-K MOPOLLIOK AN MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10656/01/01

po3unHy ANns iH'ekuii | "KuiBmegnpen "Kuismegnpenapar” 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

no 1,2 r NopoLLKy Yy apat"” nikapcbkuii 3aci6. Cuctema

chnakoHi; no 1 KOHTeliHep/3aKynopoBa/ibHWii 3aci6 (iHLWi 3MiHN)

donakoHy B nauuj; no BUyYeHHs 3 p. 3.2.P.7. Cnuctema koHTelHep/

1,2 1 NOpOLLKY Y 3aKynoproBasIbHWIA 3aci6 HaliMeHyBaHHSA hipM-

chnakoHi; no 10 BMPOGHWKIB MEPBMHHUX NaKyBaslbHUX MaTepiasliB

hnakoHiB y (CkNsAHMX oN1aKoHIB Ta ryMOBUX NPO6OK)

KOHTYpHiIl

YapyHKOBIl

ynakosLi; no 1

KOHTYpHiIlA

YapyHKOBIli ynakoBLyi

B nauuii
25. | AHANbIIH- PO34MH A1 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/3222/02/02

AAPHUUSA 500 mr/mn, no 2 mn "®apmavneBTu "®apmaueBTUYHa 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN. peyenmom
B amnyni; no 5 YHa thipma ipma "OapHuus” BunyuyeHHs BUPOGHMYOT AibHULI (BKIHOYAKUN
amnyn y KOHTYpPHIi "fapHnus” AinbHuui ana A®Il, npoMixHoro npoaykTy abo

YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKM y naui

roTOBOrO JlikapCcbkoro 3acoby, AinbHWL ANns
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
Bi4NOBIAA/IbHOIO 3a BUMYCK Cepiid, Micue
NpoBefeHHS KOHTPOSIO cepii) abo
noctayanbHUKa BUXiAHOTO MaTepiany, peareHty
a60 [ONOMIXHOI PeyoBUHU (SKLLO 3a3HAYEHO Y
[0CbE) BUTYUNTV BUPOGHMYY AiNIbHULIO 3i
cknagy npenapaty A®l meTamizony Hatpito
(aHanbrin), chipmn Wuhan Wuyao
Pharmaceutical Co., Ltd., China.
3MiHu | TUNYy - 3MiHKM 3 aAkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEpAXEHOro
BMPOGHMKa. MojaHO OHOBMEHWI cepTudikaT Big,
yXXe 3aTBEPLKEHOro BUPOGHMKa Ha AdI
MeTawmi3zon HaTpito (aHasTbriH), BUpO6HULITBA
Shandong Xinhua Pharmaceutical Co., Ltd.,
China, CEP Ne R1-CEP 2001-356-Rev 04 Ha
3amiHy CEP Ne R1-CEP 2001-356-Rev 03.
BignosigHo oHoBNeHO po3ainn 3.2.S.4.1.
Cneundpikauis 1a 3.2.S.4.2. AHaNITUYHI
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®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

MeToAnKW. 3MiHu | Trny - 3MiHM 3 AKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikar
BiZJNOBIAHOCTI E€BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI
A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBEHWiA cepTUdiikar Bif, y>e 3aTBepaKeHoro
BMPOGHMKa. MNogaHo OHOBEHWI cepTudikar Big,
yXe 3aTBepKeHOro BUpo6HvKa Ha Adl
MeTami3zon HaTpito (aHasbriH), BUPOOHULITBA
Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
China, CEP Ne R1-CEP 2005-143-Rev 01 Ha
3amiHy CEP Ne R1-CEP 2005-143-Rev 00. Hk
HacCnMifOoK 3MiHM Yy NePBUHHINA ynakosLi Ad|
MeTamizon Hatpito, BUpo6bHuLTBa Hebei Jiheng
Pharmaceutical Co., Ltd., China, a came:
npuvBeAeHHs po3ainy «YnakoBka» y
BignosigHicTb 0 CEP Ne R1-CEP 2005-143-
Rev 01 (¥YnakoBka BifinoBigHO 40 HOPMATUBHOI
JoKymMeHTauii hipmu-BUpo6HMKa (B OAUHAPHMX
ab60 noABiliHWX NONIETUNEHOBMX MakeTax),
ocHallleHa eTUKeTKO, PO3MILLEHO Ha
NepBUHHI Ta/abo BTOPWHHII ynakoBL,). 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BMpPOGHMKa. MofaHo OHOBNEHWI cepTudikaT Big,
yXe 3aTBEpPKEHOro BUPOGHMKa Ha AdI
MeTawmi3on HaTpito (aHasTbriH), BUPOOHULITBA
Hebei Jiheng Pharmaceutical Co., Ltd., China
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
€sponelicbkin hapmakonei CEP Ne R1-CEP
2005-143-Rev 02 Ha 3amiHy CEP Ne R1-CEP

2005-143-Rev 01. Ak Hacnigok 3amiHuNacs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

afpeca MicLus NpoBaXeHHA AiS/IbHOCTI Ta
YTOUYHEHO Ha3By hipMu BUpO6HMKa AP| (Hebei
Jiheng Pharmaceutical Co., Ltd., China; No. 1,
Weiwu Street Hengshui Industrial Park China —
053 000 Hengshui City, Hebei Province). 3miHu |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb A®L. 3miHa
y napameTpax creuudikauin Ta/abo gonycTmmmnx
MeX, BU3HaYeHux y cneumadikauisax Ha A®l, abo
BUXIZHWIA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(DONOBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA40M BUNPOOYBaHHS)
[OMOBHEHO HOBUM MOKA3HUKOM SIKOCTI
«BbakTepianbHi eHAO0TOKCUHW» BifMNoBigHO [0
BMMOT 3arasibHoi cTaTTi «CybcTaHuii ans
hapmaLeBTMYHOro 3aCToCyBaHHsA» AdY. 3miHu |
Uy - 3MiHK 3 AKoCTi. APl KoHTposb APL. 3miHa
y napameTpax creuudikauiii Ta/abo gonyctmmmnx
MeX, BU3Ha4YeHX y crneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHWwi 3miHW). CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTpornb A®I. 3miHa y meTogax
BMNpobysaHHsA APl abo BUxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MeTOoAAX
BMNPOGYBaHHS) BHOCATLCS HE3HAYHI 3MiHU Ta
pefakuiiiHi yTouHeHHs ao posginis: 3.2.5.4.1.
Cneuudpikauisa Ta 3.2.5.4.2. AHaiTUYHI
METOAVKMN 3a NMOKa3HUKOM AKOCTI
"Mikpob6ionoriyHa uncrora”. 3MiHu | Tuny - 3miHn
3 AKocTi. A®l. KoHTponb AP, 3miHa y
napameTpax cneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaYeHux y cneumadikauisax Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPpoAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW). CynyTHA 3MiHa- 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTofax
BMNpo6yBaHHsA A®| abo BuxigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BMNPOGYBaHHS) BHECEHO HE3HAuUHI 3MiHM Ta
pefakuiiiHi yTOYHEHHS, Siki 0dDOpPMEHi
BiAMOBIAHO A0 MaTepianiB ipmMu-BMpobHUKA Ta
pekomeHpauin AdY, no posginis: 3.2.S.4.1.
Cneuucpikauis 3a Tectamu «lgeHTudikais»,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

«KNCNOTHICTb ab0 NYXHICTb», «CynpoBigHi
OOMILLKU», «PopManbgerify», «3a/ULLKOBI
KINIbKOCTi OpraHiyHnX po3vnHHUKIB», 3.2.5.4.2.
AHaNITUYHI METOANKMN 3a TECTamMu
«lpeHTudpikauis», «Cynbgartun», «CynposigHi
[OMILLKM» (BHECEHO YTOYHEHHS 40 NPUAATHOCTI
XpomatorpacdiyHoi cuctemu (KinbKocTi
TEeOopeTUYHNX Tapifnok) 3a pesynbraramu
Bavigav,ii), «3a/ULWKOBI KifIbKOCTi OpraHiyHmnX
PO34YUHHKKIB» Ta «Dopmanbaeria» (40NoBHEHO
TepMiHaMu NpuAAaTHOCTI PO3YMHIB 3a
pesynbTatamun Basigauii).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
26. | AHANbOM cynosuTopii MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/8459/01/01
pekTasibHi no 100 "MoHdpapm" 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

mr/10 mr; no 5
CynosunTopiiB y
CTpvni; No 2 cTpunm
B NauLj 3 KapToHy

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro nocBigYeHHs) -
3MiHa agpecu 3asaBHUKA. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB NicnsA 3aTBEPAKEHHS; 3MiHN
| TMnYy - AAMIHICTpPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOO AKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYAKYM BUMYCK Cepild) -
3MiHa agpecu Bupo6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHW micus BUpobHuLTBa. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEepMKEHHS; 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 260 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bif, YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobu 3as1BHMKA, BiAMNoBiAa/IbHOT 3a
hapmakoHarnag. fitoua pegakuis: Cosrupa
Cepriii CepriioBuy. MNponoHoBaHa peAakuis:
MacTyleHko IHHa BikTopiBHA. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-chaiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
27. | AHANbOM cynosuTopii MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/8459/01/02
pekTasibHi no 250 "MoHdpapm" 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

Mmr/20 mr; no 5
CynosunTopiiB y
CTpvni; No 2 cTpunm
B NauLj 3 KapToHy

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro nocBigYeHHs) -
3MiHa agpecu 3asaBHUKA. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB NicnsA 3aTBEPAKEHHS; 3MiHN
| TMnYy - AAMIHICTpPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOO AKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYAKYM BUMYCK Cepild) -
3MiHa agpecu Bupo6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHW micus BUpobHuLTBa. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEepMKEHHS; 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 260 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bif, YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobu 3as1BHMKA, BiAMNoBiAa/IbHOT 3a
hapmakoHarnag. fitoua pegakuis: Cosrupa
Cepriii CepriioBuy. MNponoHoBaHa peAakuis:
MacTyleHko IHHa BikTopiBHA. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-chaiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
28. | AHIAYNOME MOPOLLIOK AN Anbvega LLiBenuapi KOHTPO/Ib SIKOCTI: PymyHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/18490/01/01
AA NPUroTyBaHHSA $apmacbloTika A CiHgaH ®apma ITania 3MiHK | TUNY - 3MiHK Woao peyenmom

KOHLEeHTpaTy Ans nc Ar C.P.J1., PymyHis; 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

pO34nHy Ans BUPOHULTBO, BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX

iHpy3iiA, no 100 mr; nepBuHHE, BTOPUHHE npo cuctemy papmakoHarnsgy (BBefeHHs

no 1 dolakoHy B nakyBaHHs1, y3arasisHeHWX faHUX Npo cucTemy

KapTOHHI KopoobLi KOHTPO/Ib SIKOCTI, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

BMNYCK cepil: BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
AkTasic ItTani C.n.A., hapMakoHarnagy; KOHTakTHoi ocobu 3
ITanisa thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS

thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBiAa/IbHOI 3a
hapmakoHarnag B Ykpaiti
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
29. | AHY30n cynosuTopii MNAT YkpaiHa MAT «MoHapm» YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/7303/01/01
pekTasibHi; no 5 «MoHdapm» 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenma

CynosunTopiis y
CTpwni; No 2 cTpunu
B MauLi 3 KapTOHY

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
afpecu 3asBHUKa (BNnacHuka peectpauiiiHoro
noceifgyeHHs). TepmiH BBEEHHS 3MiH NPOTAroM
6 micauiB nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaKuM AiNbHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/IIO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
3miHa agpecu Bupo6Huka N3 MNAT "MoHtapm”,
YkpaiHa, 6e3 3miHM micus BUpobHuuTBa. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOT 0cobu
3asBHUKA, BiANOBIA&IbHOI 3a thapmakoHarnsg,
[itoua pepaxuis: Cosrupa Cepriii CeprilioBuy.
MponoHoBaHa pefakuis: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLie3HaxoKeHHs1 MacTep-haiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34iACHEHHS
OCHOBHOI flifANIbHOCTI 3 dpapmakoHarnsay
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
30. | ACKOPYTUH | Tabnetku; no 10 MNAT YkpaiHa MAT «MoHapm» YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/7706/01/01
Tabnetok y «MoHdapm» 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenma

6nictepax; no 10
TabneTok y 6nictepi;
no 2, 5 a6o 10
6nicTepiB y nayui 3
KapToHY

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
afpecu 3asBHUKa (BNnacHuka peectpauiiiHoro
noceifyeHHs). TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAUiB Nicns 3aTBEpAKEHHS. 3MiHU
| TMNy - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHA AiS/IbHOCTI BUPObHUKa/iMnopTepa
roTOBOrO /liKapcbKoro 3acoby, BkIovaun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
3miHa agpecu Bupo6Huka N3 MNAT "MoHtapm”,
YkpaiHa, 6e3 3miHM micus BUpobHuuTBa. TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOT 0cobu
3asBHUKA, BiANOBIA&IbHOI 3a thapmakoHarnsg,
[itoua pepaxuis: Cosrupa Cepriii CeprilioBuy.
MponoHoBaHa pefakuis: MacTyweHko IHHa
BikTopiBHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXEHOT 0CO6YU
3asBHVIKa, BigNoBiga/ibHOT 3a hapmakoHarnsg.
3MiHa MicLe3HaxoKeHHA MacTep-taiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
dhapmakoHarnsay
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
31. | ACKO®EH- Tabnetku, no 10 AT YkpaiHa AT "ly6Hndhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/7541/01/01
EKCTPA Tabnetok y 6nictepi; | “/ly6Huchapm"” 3MiHu | TUNY - 3MiHK Woa0 peuyenma
no 1 6nictepy B

nauui

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHWN BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "Bsaemogis 3
iHLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit”, "Oco6MBOCTI 3acTOCYyBaHHA" LLOA0
iHhopMmauii 3 6e3nekn Ai4oi pevyoBUHM
napaueTtamors. BeegeHHs 3MiH NpoTarom 6-Tn
MicAUIB nicnsa 3atBepkeHHs. CynyTHA 3MiHa -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo 3miHa(1) oo
3060B'A3aHb Ta YMOB BUfaui peecTtpauiiHoro
nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA
pu3nkamm (3acTocyBaHHA TEKCTY, AKWi
NOroXEHW 3 KOMNETEHTHUM OPraHoMm)
3asBHVKOM HaiaHO OHOBEHWI MnaH
ynpas/iHHA pusnkamu Bepcia 1.1
3MiHV BHeceHo A0 yYacTuH: || «Cneyudikadis 3
6e3nekn» , |l «MnaH 3 hapmakoHarnsgy», V"
3axoau 3 MiHimizavii pusumkis", VIl «JogaTku» Ha
OCHOBI OHOB/1EHOI iHGhopMaLiii 3 6e3neku Ajtoyoi
peyoBuHW. 3MiHK | TMNy - 3MiHK Woa0
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsgy
(iHLWi 3MiHW) 3MiHVM BHECEHO A0 IHCTPYKLT A1
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
[0 po3ainis "3acTtocyBaHHS Y nepiog, BariTHOCTi
abo rogyBaHHA rpyaaro” (pegaryBaHHs B TEKCTI
po3giny) Ta "Mo6iyHi peakuii" (4ONOBHEHHS
iH(bopMmaLii CTOCOBHO MOBIAOM/IEHb NPO MOGIYHI
peakujii). BBefeHHs 3MiH NpoTArom 6-Tv MicsuiB

nicns 3aTBepAKEHHSI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
32. | ACTPIA TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/15979/01/01
NNiBKOBOO "ACTPA®APM "ACTPA®APM" 3MiHu | TUNY - 3MiHK Woa0 peuyenma

060/10HKOHD, N0 5 Mr;
no 10 Tabnetok y
6nictepi; no 1
6nicTtepy B KOopobui

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHeCeHi A0
IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3giny "MNo6iyHi peakuii”
00 6e3neky 3acTOCyBaHHS NikapCbKoro
3aco6y. 3minu | TUny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
3MiHUN Y KOpOTKili XapakTepucTuL, NlikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeMYHOro 3acTOCyBaHHS
reHepuYHUX/riopuaHNX/6ionodibHMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Mpenapar (3mMiHa He noTpebye
HajaHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
3MiHU BHECEHO [0 IHCTPYKUiT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"papmakonoriyHi BnactusocTi’, "B3aemopis 3
HLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUAm
B3aeMOgji", "3acTocyBaHHs y nepiog, BariTHOCTi
ab0o rogyBaHHA rpyaar”, "3aaTHicTb BNAMBaTn
Ha LUBWAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMK MexaHismamu',
"Aitn", "Mo6iyvHi peakuii" BignosigHO A0
OHOB/EHOT iH(hopMaLii pedoepeHTHOro
nikapcbkoro 3acoby (Epiyc® tabnetku, BKpuUTI
NNiBKOBOK 060/10HKOK0 N0 5 Mr, 3apeecTpoBaHuii

B YKpaiHi)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
33. | ATEHATUB MOPOLLIOK Ta OkTachapma ABCTpist BVMPOGHMLTBO Bif Lsewjs/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17557/01/02
1000 MO PO3YMHHUK ANns dapmaLeBTUK nnasmu go in bulk HimeyunHa/ 3miHu Il TMny - 3MiHK 3 siKoCTi. FoTOBUIA peyenmom

pO34YuHy Ans a NpPOAYKTY, NepBUHHA AscTpis/ nikapcbkuii 3aci6. KOHTponb rotoBoro

iHcpysin, 50 MO/mn; MpopykTioHcre yrnakoBka Ta Icnanis nikapcbKoro 3acoby. 3MiHa y meTogax

1 dhnakoH 3 c. M.6.X. MapKyBaHHS BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby

nopotukom (1000 NOpoLUKY AN (cyTTeBa 3MiHa y

MO) Ta 1 donakoH 3 PO34mnHy Ans 6ionoriyHoMy/iMyHONOriYHOMY/iMyHOXIMIYHOMY

PO34MHHMKOM (20
MJ1) B KQPTOHHIi
Kopobui

iHdpysiiA, BUNYCK
cepii KiHLeBoro
npoAyKTy (NopoLUIoK
0719 PO34MHY ANns
iHy3iil Ta
PO3YUHHVK):
Oxktadhapma AB,
LWsewis
BMNPOGYBaHHSA
00 Bi3yaslbHOrO
KOHTPOSIO,
nepeBipKy LiNicHOCTI
AN NOPOLLKY ANs
pO34nHy Ans
iHcpysin,
MapKyBaHHS,
BTOPVHHE
nakyBaHHS
KIHLLeBOro NpoayKTy
(nopowwok ans
PO34nHyY Ans
iHdhysin Ta
PO3UYNHHUK):
OkTadapma [Jeccay
mM6X, HimewunHa
BMNPOGYBaHHSA
00 Bi3yaslbHOTO
KOHTpONIO,
nepesipKX LiNicHOCTI
AN NOPOLUKY 415
PO34nHY Ans
iHdDy3ilt :
OxkTadapma
PapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpis
BMPOGHMLTBO
PO3UMHHYKA:
Contodhapm
dapmavoiiTilwe
EpuolirHicce MvoX,
Himeyunna

MeToAi BUNpo6yBaHHS abo MeTofi, y AKoMy
BUKOPWCTOBYETLCA 6Gi0NOriYHNI peareHT, abo ix
3amiHa, abo 6ionoriyHoro npenapary
NOPIBHAHHA (CTaH4APTHOro npenapary), Wwo He
3a3HayeHunii y 3aTBepAKEHOMY NPOTOKOSTI)
3amiHa meTogy BUNpobyBaHHS Pyrogen test Ha
Bacterial Endotoxin test y cneuudikavii
KiHL,eBOro NpoAyKTy. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsLiB Nicns 3aTBEPAXKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
34. | ATEHATUB MOPOLLIOK Ta OkTachapma ABCTpist BVMPOGHMLTBO Bif Lsewjs/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17557/01/01
500 MO PO3YMHHUK ANns dapmaLeBTUK nnasmu go in bulk HimeyunHa/ 3miHu Il TMny - 3MiHK 3 siKoCTi. FoTOBUIA peyenmom

pO34YuHy Ans a NpPOAYKTY, NepBUHHA AscTpis/ nikapcbkuii 3aci6. KOHTponb rotoBoro

iHcpysin, 50 MO/mn; MpopykTioHcre yrnakoBka Ta Icnanis nikapcbKoro 3acoby. 3MiHa y meTogax

1 dhnakoH 3 c. M.6.X. MapKyBaHHS BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby

nopowukom (500 MO) NOPOLLKY Ans (cyTTeBa 3MiHa y

Ta 1 chnakoH 3 PO34mnHy Ans 6ionoriyHoMy/iMyHONOriYHOMY/iMyHOXIMIYHOMY

PO34MHHMKOM (10
MJ1) B KQPTOHHIi
Kopobui

iHdpysiiA, BUNYCK
cepii KiHLeBoro
npoAyKTy (NopoLUIoK
0719 PO34MHY ANns
iHy3iil Ta
PO3YUHHVK):
Oxktadhapma AB,
LWsewis
BMNPOGYBaHHSA
00 Bi3yaslbHOrO
KOHTPOSIO,
nepeBipKy LiNicHOCTI
AN NOPOLLKY ANs
pO34nHy Ans
iHcpysin,
MapKyBaHHS,
BTOPVHHE
nakyBaHHS
KIHLLeBOro NpoayKTy
(nopowwok ans
PO34nHyY Ans
iHdhysin Ta
PO3UYNHHUK):
OkTadapma [Jeccay
mM6X, HimewunHa
BMNPOGYBaHHSA
00 Bi3yaslbHOTO
KOHTpONIO,
nepesipKX LiNicHOCTI
AN NOPOLUKY 415
PO34nHY Ans
iHdDy3ilt :
OxkTadapma
PapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpis
BMPOGHMLTBO
PO3UMHHYKA:
Contodhapm
dapmavoiiTilwe
EpuolirHicce MvoX,
Himeyunna

MeToAi BUNpo6yBaHHS abo MeTofi, y AKoMy
BUKOPWCTOBYETLCA 6Gi0NOriYHNI peareHT, abo ix
3amiHa, abo 6ionoriyHoro npenapary
NOPIBHAHHA (CTaH4APTHOro npenapary), Wwo He
3a3HayeHunii y 3aTBepAKEHOMY NPOTOKOSTI)
3amiHa meTogy BUNpobyBaHHS Pyrogen test Ha
Bacterial Endotoxin test y cneuudikavii
KiHL,eBOro NpoAyKTy. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsLiB Nicns 3aTBEPAXKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
35. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa Tesa dapma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16377/01/01
TUH-TEBA NNiBKOBOO YkpaiHa» 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
060n0HKot0 no 10 signosigHocTi/l E-cepTudikar BignosigHoCTI
mr: no 10 Tabnetok €Bponelicbkiin dhapmakonei/moHorpadii.
y 6nicTepi; no 3 abo MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
6, abo 9 bnicTepiB y Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
kopo6bui; no 15 BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
TabneTok y 6nicrepi; A®I; onsa BUXigHoro
no 2 a6o 4, abo 6 marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
6nicTepiB y kopobLi BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADl; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpo6HUKa. MofaHHs OHOBNEHOrO cepTudikaTa
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2010-366-Rev 03 (3aTBepgxeHo: R1-CEP
2010-366-Rev 02) gna [ioyoi peqoBuHU
aTopsacTaTuHy Bif, 3aTBEPL)KEHOr0 BUPOOHMKA
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
36. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a - UA/16377/01/04
TUH-TEBA N/1iBKOBOIO YkpaiHa» 3MiHM | Tuny - 3miHK 3 akocTi. CepTudiikat peyenmom

060/10HKOI0 Mo 80
Mmr: no 10 Tabnetok
y 6nicTepi; no 3, abo
9 6nicTepiB y
Kopobu,i

BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/npoOMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0NOMIXHOT peqoBuHK (cepTudikaT
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHoBMeHWI cepTUdiKaT Bif YXe 3aTBEPAKEHOr0
BMPOGHUWKa. MNogaHHs OHOBEHOroO cepTudikata
BiAnNoBigHOCTI EBponeiickkili hapmakonei R1-
CEP 2010-366-Rev 03 (3aTBepgxeHo: R1-CEP
2010-366-Rev 02) ans ito4oi pevoBUHN
aTopBacTaTuHy Bif, 3aTBEPLKEHOr0 BUPOOHUKA
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
37. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa Tesa dapma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16377/01/02
TUH-TEBA NNiBKOBOO YkpaiHa» 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
06010HKOt0 No 20 signosigHocTi/l E-cepTudikar BignosigHoCTI
mr: no 10 Tabnetok €Bponelicbkiin dhapmakonei/moHorpadii.
y 6nicTepi; no 3 abo MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
6, abo 9 bnicTepiB y Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
kopo6bui; no 15 BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
TabneTok y 6nicrepi; A®I; onsa BUXigHoro
no 2 a6o 4, abo 6 marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
6nicTepiB y kopobLi BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADl; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpo6HUKa. MofaHHs OHOBNEHOrO cepTudikaTa
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2010-366-Rev 03 (3aTBepgxeHo: R1-CEP
2010-366-Rev 02) gna [ioyoi peqoBuHU
aTopsacTaTuHy Bif, 3aTBEPL)KEHOr0 BUPOOHMKA
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.
38. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a - UA/16377/01/03
TUH-TEBA N/1iBKOBOIO YkpaiHa» 3MiHM | Tuny - 3miHK 3 akocTi. CepTudiikat peyenmom

060/10HKOI0 M0 40
Mmr: no 10 Tabnetok
y 6nicTepi; no 3, abo
9 6nicTepiB y
Kopobu,i

BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/npoOMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0NOMIXHOT peqoBuHK (cepTudikaT
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHoBMeHWI cepTUdiKaT Bif YXe 3aTBEPAKEHOr0
BMPOGHUWKa. MNogaHHs OHOBEHOroO cepTudikata
BiAnNoBigHOCTI EBponeiickkili hapmakonei R1-
CEP 2010-366-Rev 03 (3aTBepgxeHo: R1-CEP
2010-366-Rev 02) ans ito4oi pevoBUHN
aTopBacTaTuHy Bif, 3aTBEPLKEHOr0 BUPOOHUKA
CENTRIENT PHARMACEUTICALS INDIA
PRIVATE LIMITED.




43

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
39. | A®PNTA3NH® kancysv no 200 mr TOB YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/11171/01/01
no 10 kancyny "BANAPTIH DAPMA" 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma
6nictepi, 3 6nictepn PAPMA" nikapcbkuii 3aci6. Cuctema
B ynakoBLj KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW Y
mMeToJax BUNpobyBaHb (BK/1HOHYAKUM 3aMiHy abo
[ofaBaHHs))
[0AaBaHHA aflbTEPHATUBHOIO METoAY
BU3HAYEHHA TeCTy «AAresia gpyKy» y MeTogax
BMNPOGYBaHHSA NepBUHHOI ynakoBku 13 chonbru
/IOMIHIEBOI.
40. | ADPNAA Kancysm M'siki no Oenbta LLiBeruapi [xenTek MNpaiiBeT IHais BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 - UA/18381/01/01
EKCINPEC 200 wmr; no 10 Megiken A NimiTen 3MiHK | TUny - 3MiHK 3 AkocTi. APl. KoHTponb peuyenma
Kancyn m'akmx y MpoMOoyLLH3 A®l. 3miHa y napameTpax cneyudpikauin Ta/abo
6nicTepi; no 1 abo 2 Al [ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikavisx

6nictepu B
KapTOHHI Kopoobui

Ha A®I, a6o BUXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHM) -
BHeceHHs 3MiH 1o p.3.2.S.4.1 Cneuundikavis
ana A®l ibynpoceH BupobHuka SOLARA
ACTIVE PHARMA SCIECES LIMITED, IHgis, a
came- 3MiHa 0 NokasHuka «Po3Mip YacTUHOK».
3rigHo 3aTBEpMXeHIl cneundikauii, BAPOOHUK
"’13 He NPOBOAMB KOHTPO/Ib 3a LM NOKa3HWKOM,
a «MepeHocuB» pesynbTaTu KOHTPOSIo 3
cepTudpikaTy SKocTi BUpo6HuKa AP, 3rigHo Ao
3asB/1€HOI 3MiHW, BUPO6HWKK 13 Byae
NPOBOANTM KOHTPO/Ib NOKa3HWKa «Po3mip
YacTUHOK»; 3MiHK | TNy - 3MiHKn 3 AkocTi. API.
KoHTposnb Adl. 3miHa y napameTpax
cneuudikaLin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHWi 3miHK) - BHeceHHs 3MiH go p.3.2.5.4.1
Cneuudpikauis gns A®| ibynpodheH BUpo6HMKa
SOLARA ACTIVE PHARMA SCIECES LIMITED,
IHAjA , a came- 3MiHa 40 NoKasHUKa «3auTMLLKOBI
KifIbKOCTi OpraHiyHuX po34MHHUKIB». 3rifgHO
3aTBepAXeHIli cneumndikauii, BUpo6HuK M3 He
NpPOBOAMB KOHTPO/Ib 3a LM MOKa3HUKOM, a
«MepeHocKB» pesynbTaTh KOHTPO 3
cepTuduikaty skocTi BUpo6Huka AP, 3rigHo Ao
3a5B/1E€HOI 3MiHW, BUPO6HWK 13 6yae
NPOBOANTN KOHTPOSIb NOKa3HMKa «3a/NLLKOBI
KiNbKOCTi OpraHiyHnX po34MHHUKIB». BUPOBHUK
N3 Buganse i3 posginy 3.2.S.4.1 Cneundikauis
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

PO3YMHHMK METaHO Ta KpUTepil NPUAHATHOCTI
0151 MeTaHony, OCKiNbku Ana Bupo6HuuTea M3
BMPOBHUK BUKOpUCTOBYE ibynpodieH Tuny S250,

npv BUPOBGHULITBI IKOTO HE BUKOPVCTOBYETLCA
Leli PO3UMHHMK; 3MiHM | TUNy - 3MiHK 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWIA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW) - BUpo6HUKa IOL CHEMICALS AND
PHARMACEUTICALS LTD, IHgjs, a came- 3MiHa
[10 nokasHuka «Po3mip 4acTUHOK». 3rigHo
3aTBepAXeHIli cneumndikauii, BUpo6HuK M3 He
NPOBOAMB KOHTPO/Ib 3a LM MOKa3HUKOM, a
«MepeHoCcKB» pesynbTaTh KOHTPOIO 3
cepTudikaTy sKocTi BUpo6HuKa AP, 3rigHo Ao
3a5B/1€HOI 3MiHW, BUPOBHWK 13 6yae
NPOBOANTW KOHTPOJIb NOKa3HVKa «Po3Mip
YaCTUHOK»; 3MiHM | TUNy - 3MiHK 3 AKoCTi. API.
KoHTposnb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWIA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3MiHW) - BHeceHHs 3MiH 0o p.3.2.5.4.1
Cneuudpikauis gns A®| ibynpodeH BupobHuKa
I0L CHEMICALS AND PHARMACEUTICALS
LTD, IHgisa , a came- 3MiHa A0 NOKasHWKa

«3a/IMLLKOBI KifIbKOCTi OpraHiyHnX PO3UYNHHUKIB».
3rifHo 3aTBepayKeHin cneyudikauii, BUPOGHMK

['N13 He NPOBOAMB KOHTPO/Ib 3a LM MOKa3HUKOM,

a «NnepeHoCcuB» pesy/ibTaTh KOHTPOSIO 3
cepTudikaTy AKoCTi BUpo6HuKa AP, 3rigHo Ao
3asB/1€HOI 3MiHW, BUPOGHWK 13 6yae
NPOBOAMUTU KOHTPO/b MOKa3HMKa «3a/TULLKOBI

KifIbKOCTi OpraHiyHuX PO34MHHUKIB»; 3MiHu | Trny
- 3MiHM 3 AkocTi. A®L. KoHTponb A®I. 3miHa y

mMeTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo

BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI

(iHWi 3mMiHK y MeTOoAax BUNPoBYyBaHHSA

(BKtovarouM 3aMiHy abo JonoBHeEHHS) APl abo
BUXIAHOrO/NPOMIXHOr0O NPOAyKTY) - BHECeHHs
3MiH 80 p.3.2.S.4.2 AHaNITUYHI METOANKN ANS
A®| ibynpocpeH Brpo6Hmka IOL CHEMICALS

AND PHARMACEUTICALS LTD, IHgjs , a came

- 3MiHa A0 NoKasHUKa «Po3Mip YacTUHOK».
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3rifHo 3aTBepayKeHin cneyndikauii, BUPOGHMK
['N13 He NPOBOAMB KOHTPO/1b 3a LM MOKa3HUKOM,
a «NnepeHoCcuB» pesy/ibTaTh KOHTPOSIO 3
cepTudikaTy SKoCTi BUpo6HuKa AP, 3rigHo Ao
3asB/1€HOI 3MiHW, BUPOGHWK 13 6yae
NPOBOANTU KOHTPO/Ib NOKasHWKa «Po3mip
YacTWMHOK»; 3MiHK | TNy - 3MiHKM 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHs
A®| abo BuXxigHOro matepiany/npoMixxHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoteci BUpo6HMuTBa AP (iHWi 3MiHK Y
MeToAax BUNpPobyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) A®| abo
BUXIAHOrO/NPOMIXHOr0o NPOAyKTY) - BHECeHHs
3MiH 80 p.3.2.S.4.2 AHaNITUYHI METOANKN ANA
A®| ibynpocpeH Brpo6Hmka IOL CHEMICALS
AND PHARMACEUTICALS LTD, Ingis , a came-
3MiHa A0 NoKasHUKa «3a/IMLLIKOBI KiNIbKOCTI
OpraHiYHUX PO3YMHHUKIB». 3rifHO 3aTBEPKEHIi
cneuudikayii, BUpo6Huk 13 He npoBoaMB
KOHTPO/1b 3a LM MOKA3HUKOM, a «MepeHOoCnB»
pe3ynbTaTi KOHTPOso 3 cepTudikaTy SKoCTi
BMpOGHUKa A®I. 3rigHO 40 3asBNEHOI 3MiHU,
BMPOGHWK /13 6yAe NpoBOAUTN KOHTPOSb
noKasHuka «3asIMLLKOBI KifIbKOCTI OpraHivyHmx
PO3YMHHYKIB». 32 METOAMKY BUNPOGYBaHHS
BUPOGHWK /13 B3SB METOAMKY Bif, ApYroro
3aTBepmxeHoro BupobHuka A®l SOLARA
ACTIVE PHARMA SCIECES LIMITED; 3MiHu |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb A®L. 3miHa
y MeTogax BunpobysaHHsA A®l abo BuxigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(iHWi 3mMiHM y MeToAax BUNpPoByBaHHS
(BKtOMaOUM 3aMiHy abo LONOBHEHHS) AD| abo
BWXifHOro/NMPOMDKHOro NpoAyKTy) - BHeceHHs
3MiH 80 p.3.2.S.4.2 AHaNITUYHI METOANKN A5
A®I ibynpodpeH Brpo6HMKa SOLARA ACTIVE
PHARMA SCIECES LIMITED, IHgjs , a came -
3MiHa [0 nokasHuka «Po3mip yacTuHOK». 3rigHo
3aTBEpAXeEHIli cneumndikauii, BUpo6HuK M3 He
NPOBOAMB KOHTPO/Ib 3a LM MOKa3HUKOM, a
«MepeHocKB» pesynbTaTh KOHTPOIO 3
cepTudikaTy skocTi BUpo6Huka AdIL. 3rigHo Ao
3asB/1€HOI 3MiHW, BUPOBHWK 13 6yae
NPOBOANTW KOHTPOJIb NOKa3HVKa «Po3mip
YaCTUHOK»; 3MiHM | TUNy - 3MiHK 3 AKoCTi. API.

KoHTponb A®I. 3miHa y meTofax BUNpobyBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

A®| abo BMXxigHOro MaTepiasy/MpoMiXHOro
NPoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHSA (BK/IIOHYAKUN 3aMiHY
abo gonoBHeHHs) A®| abo
BWXifHOro/NMPOMIKHOro NPoAyKTy) - BHeceHHs:
3MiH 80 p.3.2.S.4.2 AHaNiTUYHI METOAVKN A5
A®I ibynpodpeH Brpo6HMKa SOLARA ACTIVE
PHARMA SCIECES LIMITED, Ingjs , a came-
3MiHa A0 NOKasHUKa «3a/IMLLKOBI KifIbKOCTI
OpraHiYHUX PO3YMHHUKIB». 3riHO 3aTBEP/KEHIi
cneumdikauii, BUpo6bHWK 13 He nposBoaMB
KOHTPO/1b 3a LM MOKA3HUKOM, a «MepPEHOCUB»
pesynibTaTu KOHTPOSIO 3 CePTUQIKATY AKOCTI
BMpOGHUKa API. 3rigHO A0 3aaBNEHOI 3MiHK,
BUPOGHWK /13 6yAe NpoOBOANUTH KOHTPOTb
NoKasHMKa «3a/IMLLKOBI KiNTbKOCTi OpraHiyHnx
PO3UYMHHWKIB»; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA [ONOMIXKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiicbkin hapmakonei) -
OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKa - MoJaHHA OHOBIEHOrO cepTudikata
BiAMOBIgHOCTI €Bponeiickkili hapmakonei gns
Al ibynpodpeHy R1-CEP 2008-316-Rev 03
(nonepepgHs Bepcis R1-CEP 2008-316-Rev 02)
Bif] BXe 3aTBeppKkeHoro BupobHmka IOL
CHEMICALS AND PHARMACEUTICALS LTD,
IHAisA; 3MiHW | TURy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOGHMUTBI API; ana
[0NOMDKHOT pevoBuHN (cepTudikaT
BiANOBIAHOCTI EBponeiicbkin hapmakonei) -
OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKa - MoJaHHsA OHOBNIEHOIO cepTudikata
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

41.

BAMPE

BiAMOBIgHOCTI €Bponeiicbkili hapmakonei gns
Al ibynpodpeHy R1-CEP 2008-316-Rev 04
(nonepepgHs Bepcis R1-CEP 2008-316-Rev 03)
Bif] BXe 3aTBeppKkeHoro BupobHmka IOL
CHEMICALS AND PHARMACEUTICALS LTD,
IHAisA; 3MiHW | TUny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa sBuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyvoBuHN (cepTudikaT
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKa - MoJaHHA OHOBMEHOrO cepTudikata
BiAMOBIgHOCTI €Bponeiicbkili hapmakonei gns
Al ibynpodpeHy R1-CEP 2008-316-Rev 05
(nonepepgHs Bepcis R1-CEP 2008-316-Rev 04)
Bif] BXe 3aTBeppKkeHoro BupobHmka IOL
CHEMICALS AND PHARMACEUTICALS LTD,
IHAis

nocsBi0OYeHHs

Karncynum no 75 mr,
no 10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

leTepo /1a63
NimiTen

IHais

[eTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLliHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OPraHom).
3MiHN BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby y po3gin
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekn fjiroyoi peyoBmHH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns

3aTBEpAKEHHS

3a
peyenmom

He
nionsieae

UA/19101/01/01




48

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
42. | BANPE kancysv no 150 wr, [eTepo /1a63 IHAaisa [eTepo /la63 IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/19101/01/02
no 10 kancyny NimiTen NimiTen 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
6nicTepi; no 3 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nictepu y 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
KapTOHHilA KopooLi 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3acToCyBaHHS NikapCbKoro 3acoby y po3gin
"Mo6iuHi peakwi" BigNOBiIAHO A0 OHOBMEHOT
iHchopmawii 3 6e3neku fityoi pevyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMAKEHHSA
43. | BAMNPE kancynu no 300 wr, leTepo /1ab3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/19101/01/03
no 10 kancyny NimiTeq NimiTeq 3MiHM | TUny - 3MiHK Wwoao peyenmom | nionsizae

6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHiii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)eHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MEAUYHOTO
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHbopmaLii 3 6e3neku Aitoyoi peHoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHSA
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Hassa

®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

44. | BA®A30N MOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/18760/01/01

(cybeTaHuin) y [0aTKOBOK [04aTKOBOK 3MiHu | TUny - 3MiHKM 3 AKocTi. ADI.

nakeTax noaBiliHNX BiANOBIAa/IbHI BiANOBIAA/IBHICTIO Brpo6HMLUTBO. 3MiHW B Npoueci BUpobHMLTBA

i3 nniBKkn CTHO "IHTEPXIM" A®I (iHWi 3MiHV) BBEAEHHSA anbTepHATUBHOIO

nonieTnneHoBoil Ans "IHTEPXIM"

thapmaueBTUYHOro
3acToCyBaHHs

BMPOBGHUKA BUXiAHOI CUPOBUHU , LLIO
BMKOPUCTOBYETLCA Y BUPOGHMUYOMY npoueci AdI,
5-eTokcu-2-(2-mopdpoain-4-in-etun) Tio)-1H-
6eH3imigasony gurigpoxnopug) AT"GRINDEKS",
NaTBisA [0 BXe 3aTBEpMKEHOro BUpobHuka TOB
"XBOIMM", YkpaiHa. 3miHu | Tmny - 3MiHM 3 AKOCTI.
A®I. BUpobHMLTBO. 3MiHa po3mipy cepii
(Bkntovaroun gianasoxun) APl abo NPOMKHOrO
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NPOLIEC
BUPo6HMLTBA AP (iHLWi 3MiHM) BBEAEHHS
aNbTEpPHATMBHOIO PO3Mipy Cepii, 3aTBEPA)KEHO:
OuikyBaHuiA po3mip CTaHAapTHOI cepii
cTaHoBUTb (12,0 + 2,0) Kr; a/ibTepHaTUBHI
po3mipu cepii ctaHoBnATb (2+ 0,5) kr Ta (19,0+
2,0) kr 3anponoHoBaHo: O4ikyBaHMWii po3mip
cTaHAapTHOT cepil ctaHoBUTL (4,0 + 2,0) Kr;
anbTepHaTUBHI PO3MipU cepii CTaHOBNATbL (2+
0,5) kr, (8,0 £2,0) «kr, (12,0 + 2,0), (19,0+ 2,0) kr
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
45. | BENNTAPA® TabneTku, BKpUTI BAT "lepeoH YropuwyHa BAT "lepeoH YropwuHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/2059/01/01
NNiBKOBOO PixTep" PixTep" 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae

0060/10HKOI0, 2
mr/0,03 mr; no 21
Tabnetui y 6nicrepi;
no 1 a6o 3 6nictepn
Y KapTOHHii
ynakoBLiji

6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW) 3MiHM BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
00 posginis "Ocob6MBOCTI 3acTOCyBaHHSA",
"Mo6iuHi peakyii” (BigNoBigHO A0 pekoMeHaaLii
PRAC EMA), "Cnoci6 3acTtocyBaHHs Ta f03u1",
"[iTn" (peparosaHi hopmynioBaHHa 6e3
hakTU4HOT 3MiHM iHchopMmaii) BBegeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPIAXKEHHS.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
3MiHa(K) y KOpOTKili XapakTepucTuLL SlikapcbKoro
3aco6y, TeKCTi MapKyBaHHs abo IHCTPYKLiT An1s
MeAMYHOr0 3aCTOCYBaHHS A/1 NiKapCbKOro
3acoby, niyeHsoBaHoro y €C 3a npoLeaypoto
B3AaEMHOI0 BM3HAHHS (NiKapCbkuii 3aci6 He
BXOAUTb A0 cdhepm Aii npoueaypyn B3aEMHOTO
BW3HaHHS, ane 3MiHa BHOCUTbLCA AK pesynbTar
npoueaypu i Big BNacHvka Toprosoi MiLeHsil He
BMMaraeTbCs HafaHHs XXOAHUX HOBUX
[00aTKOBUX AaHnX) 3MiHUM BHECEHO A0
IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3ginis
"MpoTunokasaHHsa", "OcobanBOCTI
3acTocyBaHHA" BiANOBIAHO A0 iHhopmav,i 3
6e3nekun Ailo4oi PeHOBUHM, L0 BHOCUTLCA 3a
npoLeayporo B3aEMHOIO BU3HaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX JOCNiLKeHb
(PIP) (iHWi 3MiHK) 3MiHM BHECEHO [0 IHCTPYKLi
AN19 MeANYHOI0 3aCTOCYBaHHS NikapCbKOro
3acoby A0 po3ainis "MpoTunokasaHHN",
"B3aemogis 3 iHWMMK Nikapcbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnnBocTi
3acTocyBaHHA" BignoBigHO A0 pekomMeHaau,i
PRAC EMA. BBefieHHs1 3MiH NpOTArom 6-Tu
MiCALIB NicNA 3aTBEePKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
46. | BEHE®IKC niodpinisat gns Mdpaiizep CLIA BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16134/01/03
PO34UHY AN5 iH KLl Eiiu.Ci.Mi. niocpinizaty 3a HimeyunHa/ 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
no 1000 MO; 1 KopnopeiiLuH NOBHUM LMK/IOM; CWA nikapcbkuii 3aci6. (iHLWi 3MiHK) - OHOBNEHHS p.
chnakoH 3 KOHTPO/Ib SKOCTI 3.2.P.7. Cnctema koHTelHep/3akynoproBasibHUiA
niogpinizatom, 1 PO3UMHHMKA (KpiM 3acib, a came BUNpaB/IEHHS afpecu
nonepeaHL0 TecTy "Cuna TepTs noctavasibHuka 3ibpaHoro npuctpoto (Syringe

HamoBHEHWI WNpuL,
3 PO3YMHHWKOM
(0,234 % po3unH
HaTpilo x0puay y
BOAji ANs iH'eKU,iA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TaMNoHK
3i cnupTtom, 1
nnactvp, 1 mapneBy
noayLueyky
BKafaTb y
KapTOHHY KOPOGKY

nopwHsa");
nakyBaHHs
PO34YMHHKKA Yy HaobIp;
KOHTPO/Tb SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYyCK Habopy;
BiANoBiganbHUii 3a
BUMYCK cepii: BaeT
dapma C.A,,
Icnanis;
anbTepHaTUBHa
naboparopis Ans
TecTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUbHICTb»:
biofla6, C./.,
IcnaHis;
BMPOOGHULTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4yaTKoBOro 3cyBy
nopLuHs", "Cuna
TEpTA NopLUHA",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
BMPOOGHULTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4yaTKoBOro 3cyBy
nopLuHs", "Cuna
TEpTA NopLUHA",
"flocnimpKeHHs
repMeTnyHoCTI"):
Betep dapma-
PepTuryHr rméX &

Closure) 3arBepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3miHu | Tuny -
3MiHM 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHuiA 3aci6.
3MmiHa chopmum abo po3Mipy KOHTelHepa un
3aKynoplBasIbHOTO 3ac06y (NepBUHHOI
ynakoBKW) (CTepwsbHi Nnikapcbki 3acobm) -
OHoBneHHs p. 3.2.P.7. Cnuctema koHTelHep/
3aKynopoBasIbHWI 3aci6, a came OHOB/IEHHSA
KpecneHHs Ta cneyudikaLii Npookun NopLUHA A1
rotoeoro npenapaty bBeHe®ikc, niodinizarty Ta
PO3YMHHWKY A5 PO3YMHY ANS iH'EKLiNA:
30BHiLWHIl giameTp nameni (Mm) Big 12,6 +0,25
(12,35 po 12,85) go 12,55 +0,15 (12,40 go
12,60); BHyTpiwHili giameTp nameni (Mm) Big,
11+0,25 (10,75 go 11,25) go 10,95 +0,15 (10,80
00 11,10); 3arasibHa goBxwuHa (Mm) Big 8,5
+0,35 (8,15 fo 8,85) go 8,5 +0,25 (8,25 fo
8,75); 3MiHu | TNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
chopmu abo po3mipy KOHTeliHepa um
3aKynopBasIbHOTO 3ac06y (NepPBUHHOI
ynakoBku) (CTepusbHi nikapcbki 3acobn) -
OHoBNeHHs p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came OHOBAEHHS
KpecneHHs Ta cneumdikauii wnpuua ans
roTOBOro NPOAYKTY, Niodini3aTy NOpPoLUKy Ta
PO3YMHHMKA AN PO3UNHY A5 iH EKLiA:
3aranbHa foBxuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) no 80+1 (79 po 81); 30BHILWHIN giameTp
(mm) Big 14,45+0,2 (14,25 po 14,65) go
14,45+0,1 (14,35 po 14,55); BHyTpiwwHii giameTp
(mm) Big 11,85+0,3 (11,55 po 12,15) go
11,85+0,2 (11,65 po 12,05); foBxunHa
nanbLesoro naHua (Mm) Big 23+1,1 (21,9 go
24,1) no 23+1 (22 no 24)




Hassa

3asBHUK

52

n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

47.

BEHE®IKC

Ko. KT, HimeuumnHa;
Bizya/lbHWi
KOHTPO/Ib, KOHTPO/1b
AKOCTi PO3YUMHHUKA
(kpim TecTiB "Cuna
[O/15 OYaTKOBOro
3CyBY NopLuHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUYHocCTI"):
Betep dapma-
PepTuryHr Nv6X &
Ko.KI", HimeuuunHa;
Bi3yaslbHWiA
KOHTPO/Ib, KOHTPO/1b
SAKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
[O/151 MOYaTKOBOro
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimKeHHs
repmeTuyHocTI"):
Betep dapma-
PepTuryHr NM6X &
Ko.KT, HimeuuunHa;
KOHTPO/b SIKOCTI
PO3UMHHKKA (KpiM

TecTiB "Cuna gns
no4aTkoBoro 3cyBy
nopwHs", "Cuna
TepTAa nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI"):
BaeT biodapma
niBixH och Baet
dapmaceyTukanc
NAC, CLWA

nocsBi0OYeHHs

niodpinizat gns
PO34UHY A5 iH KLl
no 2000 MO; 1
chnakoH 3
niogpinizatom, 1
nonepeaHLo
HamoBHEHWI WnpuL,
3 PO3YMHHMKOM

(0,234 % po3unH

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CLUA

BVMPOGHMLTBO
niocpinizaty 3a
NOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO3UMHHKKA (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHs

Icnanisi/
Himeuunna/
CLWA

PO34YMHHVKA Yy HabIp;

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA
nikapcbkuii 3aci6. (iHWi 3MiHK) - OHOBMEHHSA p.
3.2.P.7. Cnctema koHTelHep/3akynoproBasibHUiA
3acib, a came BMNpaB/ieHHs agpecu
nocTavasibHuKa 3ibpaHoro npuctpoto (Syringe
Closure) 3areepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.

KG, Schutzenstrasse 87 and 99-101, 88212

3a
peyenmom

UA/16134/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

HaTpilo x0puay y
BOAji ANs iH'eKU,iA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TaMNoHK
3i cnupTtom, 1
nnactvp, 1 mapneBy
noayLueyky
BKafaTb y
KapTOHHY KOPOGKY

KOHTPO/Tb AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYyCK Habopy;
BiANoBigabHUii 3a
BUMYCK cepii: BaeT
dapma C.A,,
Icnanis;
anbTepHaTUBHa
nabopartopis aAns
TecTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUbHICTb»:
biofla6, C.1.,
IcnaHis;
BMPOOGHULTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopLuHs", "Cuna
TEpTA NopLUHA",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
BMPOOGHULTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopLuHs", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repMeTnyHoCTI"):
Betep dapma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
Bizya/lbHWi
KOHTPO/1b, KOHTPO/1b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[O/15 OYaTKOBOro
3CyBY NopLuHA",
"Cuna tepTa
nopLuHs",

Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3miHu | Tuny -
3MiHM 3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHuiA 3aci6.
3miHa chopmum abo po3Mipy KOHTelHepa un
3aKynopBaUILHOTO 3ac06y (NePBUHHOI
ynakoBKW) (CTepwsbHi Nnikapcbki 3acobm) -
OHoBneHHs p. 3.2.P.7. Cnuctema koHTelHep/
3aKynoploBasIbHWI 3aci6, a came OHOB/IEHHSA
KpecneHHs Ta cneyudikaLii Npookun NopLUHA AN
rotoeoro npenaparty beHe®ike, niodinizarty Ta
PO3YMHHWKY A71S PO3UMHY ANS iH'EKLiNA:
30BHiILWHIl giameTp nameni (Mm) Big 12,6 +0,25
(12,35 po 12,85) go 12,55 +0,15 (12,40 go
12,60); BHyTpiwHili giameTp nameni (Mm) Big,
11+0,25 (10,75 go 11,25) go 10,95 +0,15 (10,80
00 11,10); 3arasibHa goBxwuHa (Mm) Big 8,5
+0,35 (8,15 fo 8,85) go 8,5 +0,25 (8,25 fo
8,75); 3MiHu | TNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
chopmu abo po3mipy KOHTeliHepa um
3aKynopBasIbHOTO 3ac06y (NepPBUHHOI
ynakoBku) (CTepusbHi nikapcbki 3acobn) -
OHoBNeHHA p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came OHOBAEHHS
KpecneHHs Ta cneumdikauii wnpuua ans
roTOBOro NPOAYKTY, Nioddini3aTy NOpPoLUKy Ta
PO3YMHHMKA AN PO3UNHY A5 iH EKLiA:
3aranbHa foBxuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) no 80+1 (79 po 81); 30BHILWHIN giameTp
(mm) Big 14,45+0,2 (14,25 po 14,65) go
14,45+0,1 (14,35 po 14,55); BHyTpiwwHii giameTp
(mm) Big 11,85+0,3 (11,55 po 12,15) go
11,85+0,2 (11,65 po 12,05); foBxunHa
nanbLesoro naHua (Mm) Big 23+1,1 (21,9 go
24,1) po 23+1 (22 po 24)
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"[ocnimpKeHHs
repMeTUYHOoCTI"):
Betep dapma-
PepTuryHr Nv6X &
Ko.KI", HimeuuuHa;
Bi3yaslbHWiA
KOHTPO/Ib, KOHTPO/1b
SAKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
[O/171 MOYaTKOBOro
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimKeHHs
repmeTuyHocTI"):
Betep dapma-
PepTuryHr NrM6X &
Ko.KT, HimeuuunHa;
KOHTPO/b SIKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
rno4aTkoBOro 3cyBy
nopwHs", "Cuna
TepTAa nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI"):
Baet bio®apma
niBixH och Baet
dapmaceyTukanc
NAC, CWA

48.

BEHE®IKC

niodpinizat gns
PO34UHY A5 iH KLl
no 3000 MO; 1
chnakoH 3
niogpinizatom, 1
nonepeaHL0
HamoBHEHWI WnpuL,
3 PO3YMHHMKOM
(0,234 % po3unH
HaTpilo xopuay y
BOAj ANA iH'eKLiA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TaMnNoHN

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CLUA

BVMPOGHMLTBO
niocpinizaty 3a
NMOBHWM LMK/IOM;
KOHTPO/b SKOCTI
PO3UMHHKKA (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHs
PO34YMHHMKA Yy HaobIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYyCK Habopy;
BiANoBiganbHUii 3a
BUMYCK cepii: BaeT

Icnanisi/
Himeuunna/
CLWA

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA
nikapcbkuii 3aci6. (iHWi 3MiHK) - OHOBMEHHSA p.
3.2.P.7. Cnctema koHTelHep/3akynoproBasibHUiA
3acib, a came BMNpaB/eHHs agpecu
nocTavasibHuKa 3ibpaHoro npucTpoto (Syringe
Closure) 3areepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3miHu | Tuny -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoproBasibHUiA 3aci6.

3i cnupTom, 1 dapma C.A., 3MiHa chopmum abo po3Mipy KOHTelHepa un
nnacTtup, 1 mapnesy IcnaHis; 3aKynoprBa/IbHOIO 3acoby (NepBUHHOT
noAyLeyky a/IbTepHaTUBHA ynakoBkK) (CTepusbHi Nikapcbki 3acobm) -

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BKNafawTb y naboparopis Ans OHoBneHHs p. 3.2.P.7. Cnuctema koHTelHep/

KapTOHHY KOpPOGKY

TecTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUbHICTb»:
biofla6, C.1.,
IcnaHis;
BMPOGHULITBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopLuHs", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
®epTuryHr rm6X &
Ko. KT, HimeuumnHa;
BMPOGHULITBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopLuHs", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repMeTnyHoCTI"):
Betep dapma-
®epTuryHr rméX &
Ko. KT, Himeuunha;
Bizya/lbHWi
KOHTPO/1b, KOHTPO/1b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[N N0YaTKOBOro
3CyBY NopLuHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUYHOCTI"):
Betep dapma-
PepTuryHr Nv6X &
Ko.KI", HimeuuuHa;
Bi3yaslbHWiA
KOHTPO/Tb, KOHTPO/b
AKOCTi PO3YMHHUKA

(nvwe Tectn "Cuna

3aKynopoBasIbHWI 3aci6, a came OHOB/IEHHSA
KpecneHHs Ta cneyudikawii Npookun NopLUHA A1
rotoeoro npenaparty bBeHe®ike, niodinizaty Ta
PO3YMHHWKY A5 PO3YMHY ANS iH'EKLiNA:
30BHiLWHIl giameTp nameni (Mm) Big 12,6 +0,25
(12,35 po 12,85) go 12,55 +0,15 (12,40 go
12,60); BHyTpiwHili giameTp nameni (Mm) Big,
11+0,25 (10,75 go 11,25) go 10,95 +0,15 (10,80
00 11,10); 3arasibHa goBxwuHa (Mm) Big 8,5
+0,35 (8,15 fo 8,85) o 8,5 +0,25 (8,25 fo
8,75); 3MiHu | TNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuiA 3aci6. 3MiHa
chopmu abo po3mipy KOHTeliHepa um
3aKynopB&aUIbHOTO 3ac06y (NepPBUHHOI
ynakoBku) (CTepusbHi nikapcbki 3acobn) -
OHoBNeHHs p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came OHOBAEHHS
KpecneHHs Ta cneumdikauii wnpuua ans
roTOBOro NPOAYKTY, Niodini3aTy NOPOLUKy Ta
PO3YMHHMKA AN PO3UNHY A5 iH EKLiA:
3aranbHa foBxuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) no 80+1 (79 po 81); 30BHILWHIN giameTp
(mm) Big 14,45+0,2 (14,25 po 14,65) go
14,45+0,1 (14,35 po 14,55); BHyTpiwwHii giameTp
(mm) Big 11,85+0,3 (11,55 po 12,15) go
11,85+0,2 (11,65 po 12,05); foBxunHa
nanbLesoro naHua (Mm) Big 23+1,1 (21,9 go
24,1) po 23+1 (22 po 24)
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[O/151 MOYaTKOBOro
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimKeHHs
repmeTuyHocTI"):
Betep dapma-
PepTuryHr NM6X &
Ko.KT, HimeuuunHa;
KOHTPO/b SIKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBoro 3cyBy
nopwHs", "Cuna
TepTAa nopLuHa",
"[ocnimpKeHHs
repMeTUYHOoCTI"):
Baet bio®apma
niBixH och Baet
dapmaceyTukanc
NAC, CWA

49,

BEHE®IKC

niodpinizat gns
PO34UHY A5 iH KLl
no 500 MO; 1
chnakoH 3
niogpinizatom, 1
nonepeaHL0
HamoBHEHWI WnpuL,
3 PO3YMHHMKOM
(0,234 % po3unH
HaTpilo xopuay y
BOAj ANA iH'eKLiA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TaMnNoHK
3i cnupTom, 1
nnactvp, 1 mapney
noayLueyky
BKMajaTb y
KapTOHHY KOPObKY

Mdpaiizep
Eiu.Ci.Mi.
Kopnope#iwH

CLUA

Icnanisi/
Himeuunna/
CLWA

BVPOGHMLTBO
niocpinizaty 3a
NOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO3UMHHKKA (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHs
PO34YMHHMKA Yy HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYyCK Habopy;
BiANoBiganbHUii 3a
BUMYCK cepii: BaeT
dapma C.A,,
Icnaris;
anbTepHaTUBHa
naboparopia Ans
TeCcTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUbHICTb»:
biofla6, C./.,
IcnaHis;
BMPOOGHULITBO Ta
KOHTPO/b SKOCTI

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA
nikapcbkuii 3aci6. (iHWi 3MiHK) - OHOBEHHSA p.
3.2.P.7. Cnctema koHTelHep/3akynoproBasibHUiA
3acib, a came BMNpaB/eHHs agpecu
nocTavasibHuKa 3ibpaHoro npuctpoto (Syringe
Closure) 3areepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3miHu | Tuny -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa chopmum abo po3Mipy KOHTelHepa un
3aKynoplBasIbHOTO 3ac06y (NepPBUHHOI
ynakoBKW) (CTepW/IbHI Nikapcbki 3acobm) -
OHoBneHHs p. 3.2.P.7. Cnuctema koHTelHep/
3aKynopoBasIbHWIA 3aci6, a came OHOB/IEHHSA
KpecneHHs Ta cneyudikauii Npoodkun NopLUHA AN
roToeoro npenapaty beHe®ikc, niocinizarty Ta
PO3UYMHHWKY 415 PO3UMHY ANA IH EKLiA:
30BHiLLHIl giameTp nameni (Mm) Big 12,6 +0,25
(12,35 po 12,85) go 12,55 +0,15 (12,40 po
12,60); BHyTpiwHili giameTp nameni (Mm) Big,
11+0,25 (10,75 go 11,25) go 10,95 +0,15 (10,80

3a
peyenmom

UA/16134/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopLuHs", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
BMPOGHULITBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopLuHs", "Cuna
TEpTA NopLUHA",
"flocnimpKeHHs
repMeTnyHoCTI"):
Betep dapma-
®epTuryHr rméX &
Ko. KT, Himeuunha;
Bizya/lbHWi
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[O/15 OYaTKOBOro
3CyBY NopLuHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUYHOCTI"):
Betep dapma-
PepTuryHr Nv6X &
Ko.KI", HimeuuunHa;
Bi3yaslbHWiA
KOHTPO/Tb, KOHTPO/b
AKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
AN NOYaTKOBOTO
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimKeHHs
repmeTuyHocCTI"):
Betep dapma-
PepTuryHr NM6X &
Ko.KI', HimeuuunHa;

00 11,10); 3arasibHa goBxwuHa (Mm) Big 8,5
+0,35 (8,15 fo 8,85) go 8,5 +0,25 (8,25 fo
8,75); 3MiHu | TNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
chopmu abo po3mipy KOHTeliHepa um
3aKynopBasIbHOTO 3ac06y (NepPBUHHOI
ynakoBku) (CTepusbHi nikapcbki 3acobn) -
OHoBNeHHA p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came OHOBAEHHS
KpecneHHs Ta cneuudikauii wnpuua ans
roTOBOro NPOAYKTY, Nioddini3aTy NOPOLUKy Ta
PO3YMHHMKA AN PO3UNHY A5 iH EKLiA:
3aranbHa foBxuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) no 80+1 (79 po 81); 30BHILWHIN giameTp
(mm) Big 14,45+0,2 (14,25 po 14,65) go
14,45+0,1 (14,35 po 14,55); BHyTpiwwHii giameTp
(mm) Big 11,85+0,3 (11,55 po 12,15) go
11,85+0,2 (11,65 po 12,05); foBxXnHa
nanbLesoro naHua (Mm) Big 23+1,1 (21,9 go
24,1) po 23+1 (22 po 24)




58

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/b SIKOCTI
PO3UMHHKKA (KpiM
TecTiB "Cuna gns
no4yaTKoBOro 3CyBY
nopwHs", "Cuna
TepTAa nopLuHa",
"[ocnimpKeHHs
repMeTUYHOCTI"):
BaeT biodapma
niBixH och Baet
dapmaceyTukanc
NAC, CLWA
50. | BEHE®IKC niodpinizat gns Mdpaiizep CLIA BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a - UA/16134/01/01
PO34UHY A5 iH KLl Eiiu.Ci.Mi. niocpinizaty 3a HimeyunHa/ 3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA peyenmom
no 250 MO; 1 KopnopeiiwH NOBHVM LMK/TOM; CWA nikapcbkuii 3aci6. (iHWi 3MiHK) - OHOBMEHHSA p.
chnakoH 3 KOHTPO/b AKOCTI 3.2.P.7. Cnctema KoHTelHep/3akynoproBasibHUiA
niogpinizatom, 1 PO3UMHHKKA (KpiM 3acib, a came BMNpaB/ieHHs agpecu
nonepegHL0 TecTy "Cuna TepTa nocTtavasibHuka 3ibpaHoro npucTpoto (Syringe

HamoBHEHWI WnpuL,
3 PO3YMHHMKOM
(0,234 % po3unH
HaTpilo xopuay y
BOAj ANA iH'eKLiA) no
5 wmn, 1 agantep
ansa donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TaMnNoHN
3i cnupTom, 1
nnactvp, 1 mapney
noayLueyky
BKMajaTb y
KapTOHHY KOPObKY

nopwHsa");
nakyBaHHs
PO34YMHHMKA Yy HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYyCK Habopy;
BiANoBiganbHUii 3a
BUMYCK cepii: BaeT
dapma C.A,,
Icnaris;
anbTepHaTUBHAa
naboparopia Ans
TeCcTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUnbHICTb»:
biofla6, C./.,
IcnaHis;
BMPOOGHULITBO Ta
KOHTPO/b SKOCTI
PO34unHHKKA (KpiM
TecTiB "Cuna gns
ro4yaTKoBOro 3cyBy
nopLuHs", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repmMeTnyHoCTI"):
BeTtep dapma-
PepTuryHr rm6X &

Closure) 3arBepmxeHo: Supplier of assembled
device: Vetter Pharma-Fertigung GmbH & Co.
KG, Schutzenstrasse 87 and 99-101, 88212
Ravensburg, Germany 3anponoHoBaHo:
Supplier of assembled device: Vetter Pharma-
Fertigung GmbH & Co. KG Eisenbahnstrasse 2-
4 88085 Langenargen Germany; 3miHu | Tuny -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa chopmum abo po3Mipy KOHTelHepa un
3aKynoplBasIbHOTO 3ac06y (NepPBUHHOI
ynakoBKW) (CTepW/IbHI Nikapcbki 3acobm) -
OHoBneHHs p. 3.2.P.7. Cnuctema koHTelHep/
3aKynopoBasIbHWIA 3aci6, a came OHOB/IEHHSA
KpecneHHs Ta cneyudikauii Npoodkun NopLUHA AN
roToeoro npenapaty beHe®ikc, niocinizarty Ta
PO3YMHHWKY 415 PO3UMHY ANA IH EKLiA:
30BHiLLHIl giameTp nameni (Mm) Big 12,6 +0,25
(12,35 po 12,85) go 12,55 +0,15 (12,40 po
12,60); BHyTpiwHili giameTp nameni (Mm) Big,
11+0,25 (10,75 go 11,25) go 10,95 +0,15 (10,80
00 11,10); 3arasibHa goBxwuHa (Mm) Big 8,5
+0,35 (8,15 fo 8,85) o 8,5 +0,25 (8,25 fo
8,75); 3MiHn | TNy - 3MiHM 3 SKOCTi. [OTOBMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBa/ibHKiA 3aci6. 3MiHa
chopmu abo po3Mipy KOHTelHepa um
3aKyNnopB&aUIbHOTO 3aco6y (NepBUHHOI
ynakoBku) (CTepusbHi nikapcbki 3acobun) -
OHoBneHHs p. 3.2.P.7. Cuctema koHTeHep/
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Ko. KI', HimeuunHa; 3aKyrnoproBasibHWiA 3acib, a came OHOBAEHHS
BMPOGHULITBO Ta
KOHTPO/b AKOCTI

PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopLuHs", "Cuna
TepTA NopLUHA",
"flocnimpKeHHn
repMeTnyHoCTI"):
Betep dapma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
Bizya/lbHWi
KOHTPO/1b, KOHTPO/1b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[O/15 OYaTKOBOro
3CyBY NopLuHA",
"Cuna tepTa
nopLuHs",
"[ocnigpKeHHs
repMeTUYHOCTI"):
Betep dapma-
PepTuryHr Nv6X &
Ko.KI", HimeuuunHa;
Bi3yaslbHWiA
KOHTPO/Tb, KOHTPO/b
AKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
AN NOYaTKOBOTO
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimKeHHs
repmeTuyHocTI"):
Betep dapma-
PepTuryHr NM6X &
Ko.KT, HimeuuunHa;
KOHTPO/b SIKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
no4yaTKoBOro 3CyBY
nopwHs", "Cuna
TepTAa nopLuHa",
"[ocnimpKeHHs
repMeTUYHOoCTI"):
Baet bio®apma

AiBixH 0h Baet

KpecneHHs Ta cneumdikauii wnpuua ans
roTOBOro NPOAYKTY, NioddinizaTy NOPOLUKy Ta

PO3UYMHHMKA AN PO3UNHY A5 iH EKLiA:
3aranbHa foBxuHa (Mm) Big 79,4+1,1 (78,3 o
80,5) no 80+1 (79 po 81); 30BHILWHIN giameTp

(mm) Big 14,45+0,2 (14,25 po 14,65) go
14,45+0,1 (14,35 po 14,55); BHyTpilwHii giameTp
(mm) Big 11,85+0,3 (11,55 po 12,15) go
11,85+0,2 (11,65 po 12,05); foBxunHa
nanbLesoro naHua (Mm) Big 23+1,1 (21,9 go
24,1) po 23+1 (22 po 24)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
51. | BEPNITIOH® | kancynu m'ski no BEP/IIH-XEMI | HimeuuunH Brpo6HMK, HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/6426/02/02
600 600 wmr, 15 kancyn y Al a BiANoBigabHUii 3a 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
KAMNCYnn 6nictepi; no 1 abo BUPOBHMLTBO «in nikapcbkuii 3aci6. KOHTPOb roTOBOro

no 2 6nictepu y
KapTOHHI KopobLyj;
no 10 kancyny
6nicTepi, no 3
6nictepu y
KapTOHHilA KOpO6L

bulk», kOHTpONb
cepiii: KataneHt
HimeuyunHa E6epbax
mM6X, HimeuunHa,;
Brpo6HuK,
BiANOBifa/IbHWIA 32
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
KatasneHT
HimeuunHa
LWopHaopd M6X,
HimeuuunHa;
Brpo6HuK,
BiANOBifa/IbHWIA 32
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs Ta
BWMYCK CepiiA:
BEP/NIH-XEMI AT,
HimeuunHa

nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO
niKapcbKoro 3acoby (Buy4eHHSI HE3HAYHOro
nokasHuka (Hanpvkiag 3actapisioro nokasHuka,
Takoro siK 3anax Ta cMmak, abo igeHTudikais
6apBHYKIB YN CMaKoBMX 406aBOK)) - BunyyeHHs
He3HayHoro napameTpa 3i cneumndikayii /13 Ha
BUNYycK: «laeHTUdikavis Kapmiis»; 3MiHu | Tuny
- 3MiHK 3 sIKOCTi. FoTOBUIA NiKapcbkuii 3aci6.
KOHTpO/b roToBOro fikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikalili Ta/abo fonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby (BUIyYEHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokKasHUKa, Takoro sk 3anax Ta cmak, abo
iaeHTudikauis 6apBHYKIB UM CMaKOBUX
[06aB0OK)) - BuiyyeHHs1 He3HauHOro napameTpa
3i cneuundikauii J13 Ha Bunyck: «lgeHTudikavisn
TUTaHy giokcuay»; 3miHu | Tuny - 3mMiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOB6YBaHHS) - He3HauHi 3MiHW A0
3aTBEPAKEHOTO METOAY BUNPOGYBaHHS -
[paHnyHMiA TecT nonimepy TIOKTOBOI KMCMOTU B
M’SIKNX XXENaTUHOBMX Kancynax y Mogyni
3.2.P.5.2 pns rapmoHisadii onvcie aHaniTMYHUX
MeTOoZiB iHWKMX opM J13; 3MiHn | TUny - 3MiHn 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y meTtoAax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOO6YBaHHSA) - He3HauHi 3MiHn fo
3aTBEPAKEHOIO METOAY BUNPOOYBaHHS -
Br3Ha4eHHA TIOKTOBOI KUCMOTU B M'AKUX
XenaTtnHosux Kancynax y mogyni 3.2.P.5.2 ana
rapmoHi3aLii onuciB aHalITMYHUX METOAIB iHLLNX
dhopM /13; 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOGYBaHHS) - He3HauHi 3MiHn 1o
3aTBEPAKEHOTO METOAY BUNPOOYBaHHS -
Br3HauveHHs 6,8-eniTpUTIOKTOBOI KUC/I0TU Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

HEBIZOMUX AOMILLOK TiIOKTOBOI KMC/IOTU B M'SIKUX
XenaTnHoBux Kancynax y mogyni 3.2.P.5.2 ansa
rapMoHi3aLii onuciB aHaNiTUYHNX METOAIB iHLLIMX
chopm N13; 3miHm | TNy - 3MiHKM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOOHULTBI. 3MiHW Y Npoueci BUpoOHNULTBA
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO /iKAPCLKOro 3acoby (iHLWi
3MiHM) - 3MiHU Y NpoLeci BUPO6HULITBA FOTOBOTO
nikapcbkoro 3acoby (niapo3ain 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOJSII0 NPoLecy) -
[opaHHA HoBoro «bulk»-koHTelHepa:
Komno3uTHuii miwok 3 chonbru PET/AIU/PE;
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoLeci BUPOGHMLITBA FOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaUM NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHW Y
npoeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3acoby (nigpo3gin 3.2.P.3.4. KoHTponb
KPUTUYHMX CTagji i NpoMibXHOI NpoaykKuii) —
3MiHa Yyacy BUTPUMKM NMPOMIXKHOTO NPOAYKTY:
CTabinbHICTL 6anKy MakcuMyM 9 MicaLUiB npu
36epiraHHi B MilLkax 3 nonieTusieHy abo
MakcumyMm 12 micsuis npu 36epiraHHi B Millkax 3
nonieTneHoBOi KOMNO3UTHOI chonbrn (PET 12
MKM/Alu 12 MKM/PE 75 MKM); 3MiHW | Tvny -
3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIovaumn
[iana3oH po3mipy cepil) roToBOro /likapcbKoro
3ac006y (iHLWi 3MiHK) - BuaganeHHs ogHoro
po3mipy cepii (500,000 kancyn) rotoBoro
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHn 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa 4ONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdIKaT Bif yXe 3aTBEPAKEHOr0
BMpo6HUKa - NMogaHHA oHoBNeHoro CepTtudikaty
BiNOBIgHOCTI €Bponelicbkilt Papmakonei Ne R1-
CEP 2007-269-Rev 01 (nonepegHs sepcis Ne
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
52. | BETO®TAH® | kpanni ouHi, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15505/01/01
3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom

cycneHsis no 2,5
Mmr/mn, no 5 mny
chnakoHi, no 1
dhnakoHy y nauui 3
KapToHy

nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BUNPOOYBaHHS) - - yTOYHEHO BUKNAAEHHSA
aHaniTMYHMx metoauk 13 3a nokasHukammn
«CynposigHi Aomilukm» (APY, 2.2.29),
«KinbkicHe BU3HaueHHs. beH3asKoHito xopua,
N-naypoincapkosuH» (4®Y, 2.2.29), «KinbkicHe
BM3Ha4YeHHs. bopHa kucnota» (4PY, 2.2.25),
«KinbkicHe BU3HaueHHs. [luHatpito egetar»
(A®Y, 2.2.29), 30kpema 3 onucy MeToauk
BW/Iy4EHO XpoMaTtorpamu, hopmynu po3paxyHKy
Ta NocunaHHA Ha AKiCTb CTaHAaPTHUX 3pas3kKiB.
IHdhopMavuisa wono sakocTi C3 HagaeTbCs B
n.3.2.P.6. CTaHgapTHi 3pa3kn Ta npenaparu;
3MiHM | TURY - 3MiHK 3 AKkocTi. [oToBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y metoax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(iHWwi 3miHM y MeTogax BunNpobyBaHb
(BKIHOYAIOUM 3aMiHY @60 [ONOBHEHHS)) -
OHOB/IEHHA MeTOANKMN BUNpobyBaHHs /13 3a
nokasHUKoM «KinbkicHe BU3Ha4YeHHs. 3arasibHuii
6eTtakconon» (APY, 2.2.29) Ta «KinbkicHe
BM3Ha4eHHs. 3B'A3aHnii 6eTakconon» (JdY,
2.2.29) y 3B’A3Ky 3 ONTUMI3aLiel0 MeTOANK
KOHTpOA0. OCKiNbKM B OHOB/EHI MeToAuL
BUKOPVCTOBYETLCA TifIbKX OAUH PO3YNH
NOPIBHAHHSA, YTOYHEHO BUMOTY B crieumdikauii
'N13 Ta MeTOAi KOHTPO/IO 3a NOKA3HUKOM
«lpeHTudikauis. Betakconon» (4®Y, 2.2.29)
BU3HAYEHHS SIKOr0 MPOBOANTLCA NpU
npoBefeHHi TecTy «KiflbKicHe BU3HAUYEHHS.
3arasibHuin 6etakconon»
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

53.

BICENTON

CyCMneH3is opasibHa,
200 mr/40 mr/5 mn
no 80 mMn 'y hNakoHi;
no 1 dpriakony i
MipKOI0 3 nodinkamu
B KAPTOHHIlA KOpOOL

PapmaneBTUy
HWA 3aBOS,
"MONb®APM
A" C.A.

MonbLa

dapmaleBTUYHNI
3aBof,
"MONIb®APMA"
C.A. Biggin MegaHa
B Cepaggai

Monba

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
nocravasnbHUKa nakyBasibHUX mMatepiasis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HAYEHO B [OCHE)
(3amiHa abo foAaBaHHSA NnocTavaibHMKa) —
3MiHa nocTavaibHMKa MipHOT Yalum 3
PODWYSOCKI ENTERPRISE MULTI-
INDUSTRY, Monbua Ha LUBELSKIE
ZAKL.FARM.POLFA S.A., lMonbLa. OHOBMEHHIO
nignarae nuwe posain 3.2. R., a came:
OHOB/IIETLCA Ha3Ba noctavasibHuka, CE
cepTudikaT. 3anponoHoBaHa 3MiHa He BMN/vVBae
po3mip Ta rpagytoBaHHi (2,5 mn, 5 mn) mMipHoi
yawm Ta AKiCHUIA Cknag nakyBasibHOro
mMarepiany.

3a
peyenmom

UA/9311/01/01

54.

BJIOKMAKC
AN AITEN

CyCneHsisi opasibHa,
100 mr/5 mn; no 100
My cpriakoHi, no 1
pNakoHy 3 MipHUM
LUMPULIOM Y
KapTOHHIlA KOpooLi

ANKANOIL AL
Ckon'e

Pecny6nik
a NisHiyHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiyHa
MakefoHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby. 3miHa y metogax

BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA) HE3HAYHA 3MiHa B METOSI
BMNpo6yBaHHSA /13 3a nokasHnkoMm «KinbkicHe
BM3Ha4YeHHs HaTpito 6eH3oarty» (HPLC), a came
B NPUroTyBaHHI JOCNIAKYBAHOI0 PO34nHY. 3MiHM
| Tuny - 3MiHK 3 AKOCTI. FOTOBWIA NMikapcbkuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTogax BMNpPO6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeToAax BUNPOOYBaHHS)
He3HayHa 3miHa B MeTogi BunpobysaHHsa 13 3a
NokasHUKoM «KinbKiCHe BU3HaYeHHS
ibynpodpeHy» (HPLC), a came B NpuUroTyBaHHi
[0CAiIMKYBAHOTO PO3UYUHY

6e3
peyenma

UA/17749/01/01

55.

BPOHXO-
MYHAN® N

kancynu TBepgi no
3,5 mr, no 10 kancyn
y 6nicTepi; no 1 abo
3 6nictepuy
KapTOHHIl KopooLi

CaHpos
$apmacbloTika

n3 a.4a.

CnoBeHis

CnoseHisi/
LLiseiiuapis

Nex
PapmaLeBThyHa
KomnaHis g.4.,
CnoseHisa (nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepil,
BUnyck cepii); OM
Papma CA,
LLiBefiuapis
(BUPOBHMLTBO in
bulk, KOHTpOsb

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHKW 3 siKOCTi. ToTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasbHuii 3aci6. 3MiHa
6yAb-AKOI YaCTUHW MaTepiany NepBUHHOT
yMakoBKU, LLIO He KOHTAKTYE 3 FOTOBUM
nikapcbkvM 3aco60M (Hanpuknag, konip
KPWLLEYOK 3 KOHTPONIEM MEPLLOTO BiAKPUTTS,
KONip KOJOBMX KineLb Ha amnynax, KoHTeliHepa
[ONs roM10K (Pi3Hi BUAM nnactmacwk) (3MiHa, sika
He BM/IMBAE Ha KOPOTKY XapaKTepUCTUKy
NiKapcbKoro 3acoby) 3MiHa y YacTuHi maTepiany

6e3
peuyenma

UA/14268/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cepii) NepPBUHHOI YNakoBKW, WO HE KOHTaKTYE 3

roToBUM NikapCcbk1UM 3aco60M, a came Matepias
TPYHTOBKW A1 HAHECEHHS APYKY Ha atloMiHIEBIl
chonbsi gna 6rictepy, WO MiCTUTbL
HITPOLEN003y 3MIHIOETLCA Ha MaTepian
TPYHTOBKM, LLO HE MICTUTb HITpoLentonosn. Y
3B'A3KY 3 Lji€I0 3MiHOI 0 creuudikauii
antoMiHieBOl honbrn gogaHo NPUMITKY Mpo Te,
LLLO I'PYHTOBKA A/151 APYKY, SKa
BUKOPWCTOBYETLCA /15 (PO/BIN, HE MICTUTb
HiTpoLentono3un. Kputepii NpuiHATHOCTI
IOMIHIEBOT (hONbIN 3 I'PYHTOBKOIO, LU0 HE
MiCTUTb HITPOLLE0MN03U, aHAOTIYHI KpUTEpIAM,
BCTAHOBNEHWUM N5 (DONbIV 3 FPYHTOBKOMO, Ka
MICTUTb HITPOLLENN03Y, afKe AKICTb
aIloOMiHIEBOTO LUApy | TEPMOaky 3anvLIaeTbCs
He3MiHHO. 3MiHU | TUny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikalili Ta/abo fonycTUMMX
MEX NepPBUMHHOT YNakoBKN rOTOBOrO NiKapCbKoro
3aco0y (BWlyYEHHS HE3HAYHOrO NoKasHMKa
(Hanpuknag, 3actapinoro nNokasHuka)) -
OHOBJEHHA p. 3.2.P.7. Cuctema koHTeliHep/
3aKynoproBasibHWIA 3acib, a came BUTyYEHHS 3i
cneumadikaLii 4na antomiHieBOI hosbrn
napameTpy «LupurHax» (Aluminium foil width).
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTuMmx
MeX NepBVHHOT yNakoBKM rOTOBOTO NikapCbKoro
3aco6y (BUTyYEHHS] HE3HAYHOIO MOKa3HMKa
(Hanpwviknag, 3acTapifioro nokasHuka)) -
OHOBJ/IEHHS p. 3.2.P.7. Cnctema koHTelHep/
3aKynoproBasIbHWIA 3acib, a came BUYYEHHS 3i
cneuudikauii ana PVC/PVDC foil napameTpis
«PVC/PVDC foil width», «<PVC/PVDC foil
thickness», « Determination of the PVDC
humidity». 3miHu | TUny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTuMmx
MeX NepBYHHOT yNakoBKM rOTOBOTO NikapCbKoro
3aco06y (3BYXXEHHS AONYCTUMUX MEX,
BM3HAYEHNX Y cneundikadii) - OHOB/IEHHS p.
3.2.P.7. CncTema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BHECEHHS 3MiH A0 creumdikavi
ana PVC/PVDC foil 3a n. «3aranbHa Bara
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

56. | BYCTPUKC™ | cycneHsia ans nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/14955/01/01

KOMBIHOBA iH'ekujnn, 0,5 AiH EkcnopT BpuTaHis Bionoaxikans C.A. 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom

HA mn/gosy; no 1 fosiy Nimiteq nikapcbkuii 3aci6. KOHTponb rotoBoro

BAKUMHA nonepegHbL0 nikapcbKoro 3acoby. 3MiHa napameTpis

Anda HanoBHEHOMY cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO

MPO®INTIAKT wnpuui; no 1 NiKapCbKOro 3acoby (3BYXXEHHS [OMyCTUMUX

KN nonepeaHbL0 MeX). 3BY)XEHHSI KpUTEpIiB NPUAHATHOCTI B

LUNDTEPII, HanoBHEHOMY cneumdikauii M3 ana BU3Ha4YeHHA BMIiCTY

NMPABLA, LUNPULLY Y KOMMNEKTI €HA,0TOKCUHIB XPOMOTE€HHUM KiIHETUYHUM

KALU/TIOKY 3 ABOMA rosikaMu B MeToAoM. 3MiHu | Trny - 3MiHK 3 AKocTi. AdI.

(ALENONAP nnacTMKoBoOMy KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHs

HWUIA KOHTeliHepi; no 1 A®I ab0 BuUxigHOro Matepiasy/npomMixHoro

KOMMOHEHT | KoHTeliHepy y npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y

) KapTOHHIlA KopooLi npoueci BUpobHuuTBa AP| (HE3HAYHI 3MiHK Y

(AACOPBOB 3aTBEPKEHNX MEeTOoAax BUNPOOYBaHHS).

AHA, 3I BvinpaBneHHs B onuci TecTy ANs igeHTudikaw,i

3MEHLUEHU B. pertussis Ha Bordet-Gengou nnacTuHkax B

M BMICTOM npoueci hepmeHTaLii npy BUPOOGHULTBI

AHTUTEHIB) KOMMOHEHTY Kawsoky. 3miHu Il Tuny - 3miHun 3

AKOCTi. A®I. KoHTponb AdL. 3miHa y meTogax
BMNpobyBaHHsA APl abo BUxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMyHOXIMIYHOMY
MeToAi BUNpo6yBaHHS abo MeTofi, y AKoMy
BUKOPWCTOBYETLCA BiONOriYHNI peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa).
OnTumizauis metoay ELISA, wo
BUKOPVCTOBYETLCA [/151 BUSHAYEHHSI BMICTY Ta
ineHTndikauii PRN aHTUreHy npu BUpOGHMLTBI
MPOMIDKHOTO NPOAYKTY Ta Ha eTani KOHTPOsIo
AKOCTI KIHLLeBOro NPoAyKTYy 6e3 3MiHu KpuTtepiis
NPUIAHSATHOCTI.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

57. | BYCTPUKC™ | cycneHsia ans nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15071/01/01

nonio iH'ekujin no 1 posi AiH EkcnopT BpuTaHis Bionoaxikans C.A. 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom

KOMBIHOBA (0,5 mn/gosy); no 1 Nimiteq nikapcbkuii 3aci6. KOHTponb rotoBoro

HA [03i y nonepesHb0 nikapcbKoro 3acoby. 3MiHa napameTpis

BAKLUVHA HanoBHEHOMY cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO

Anda wnpuui; no 1 NiKapCbKOro 3acoby (3BYXXEHHS [OMyCTUMUX

MPO®DINAKT nonepeaHbL0 MeX) - 3BY)XEHHS! KpUTEPIiB MPUAHATHOCTI B

KU HanoBHEHOMY cneumdikauii M3 ana BU3Ha4YeHHA BMIiCTY

BUNOTEPII, LUNPULLY Y KOMMNEKTI €HA,0TOKCUHIB XPOMOTE€HHUM KiIHETUYHUM

NPABLA, 3 IBOMa rosikamu B meTodoM. 3aTBepakeHo: He 6GinbLue Hix 25,00

KALUJTHIOKY nnacTMKoBoOMy EO/mn 3anponoHoBaHo: MeHLue Hix 25,00 EO

(ALENONAP KOHTeliHepi; no 1 Ha M/1; 3MiHK | TUny - 3MiHK 3 AkocTi. AdI.

HUIA KOHTEliHepy y KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs

KOMMOHEHT | KapTOHHii kopo6ui A®I ab0o BuxigHoOro matepiasy/npomixHoro

)TA NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y

noniomieni npoueci BupobHuutea A®| (He3HauHi 3MiHW y

TY 3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -

(IHAKTUBOB BunpaBneHHs B onuci Tecty ANs igeHTudikayi

AHA) B. pertussis Ha Bordet-Gengou nnacTuHkax B

(AocoprPb0B npoueci hepmeHTauii Npy BUPOOGHULTBI

AHA, 3I KOMMOHEHTY KaLwsioky; 3MmiHu Il Tuny - 3miHun 3

SMEHLLEHU akocTi. A®l. KoHTponb A®L. 3miHa y meTogax

M BMICTOM BMNpo6yBaHHsA A®I abo BuxigHOro

AHTUTEHIB) marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo

BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BMKOPUCTOBYETHLCA GioNoriYHniA peareHT Ans
6ionoriuHoro A®l, a6o iioro 3amiHa) -
OnTtumisauis metoay ELISA, wo
BUKOPVCTOBYETLCA [/151 BU3HAYEHHS BMICTY Ta
ineHTudikauii PRN aHTureHy npu BUpo6HULTBI
MPOMIDXHOIO NPOAYKTY Ta Ha eTani KOHTPOsIo
SAAKOCTi KiHL,EBOro npoAykTy 6e3 3miHu KpuTepiiB
NPUAHSATHOCTI




67

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
58. | BAJIAPOKC TabneTku, BKpUTI KPKA, ao.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/16269/01/01
NNiBKOBOO HoBo mecTo bulk", nepsuHHe Ta 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
o6onoHkoto, 10 BTOPUHHE 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
mr/80 mr; no 10 nakyBaHHs, (iHWi 3miHK). 3MiHW BHeceHo 80 IHCTpyKuii gns
TabneTok y 6nictepi; KOHTPO/b Ta BUNYCK MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
no 3 aéono 9 cepii: KPKA, a.4., 00 po3ginis "OcobMBOCTI 3acTOCyBaHHA" Ta
6nicTepiB y kopobLi HoBo mecTo, "Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
CNOBEHIfA; KOHTPO/b iHhopmaLii 3 6e3nekn 3acTocyBaHHS
cepii: nikapcbKoro 3acoby. BeeAeHHsA 3MiH NPOTArom
KPKA, a.a., Hoso 6-TV MicALIB Nicn1sA 3aTBepKeHHs. 3MiHu | Tvny -
mMecTo, CrioBeHis 3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHUM BHECEHO
00 IHCTPYKUIiT 4519 MEANYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 posainy "MobiuHi peakwii”
LLI0A0 HEOOXIAHOCTI 3BiTYBaHHA NPO YCi BUNaAKM
nifo3proBaHnX NOGIYHMX peakLili Ta BiACyTHOCTI
eeKTMBHOCTI NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tn MicaLiB nicns
3aTBEPMAKEHHSA
59. | BAJIAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOBHUUTBO "in CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/16269/01/02
NNiBKOBOO HoBso mecTo bulk”, nepsuHHe Ta 3MiHK | TUNy - 3MiHN Woao peyenmom nionseae
o6onoHkoto, 20 BTOPUHHE 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
mr/80 mr; no 10 nakyBaHHs, (iHWi 3MiHM). 3MiHM BHECEHO [0 IHCTPYKUii ons
TabneTtok y 6nictepi; KOHTPO/Ib Ta BMMYCK MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKOro 3acoby
no 3 abono 9 cepii: KPKA, a.4., 00 po3gainiB "Ocob/MBOCTi 3aCTOCYBaHHA" Ta
6nictepiB y Kopobui HoBo mecTo, "Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
CnoBEHis; KOHTPO/Tb iHchbopmawii 3 6e3nekn 3acToCyBaHHSA
cepii: nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom

KPKA, a.4a., Hoso
mecTo, CnoBeHis

6-T1 MicALIB Nicnsa 3aTBEPKEHHA. 3MiHM | Tvny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn). 3MiHU BHECEHO
00 [HCTPYKUiT N8 MeAUYHOro 3acToCyBaHHsA

nNikapcbKoro 3acoby A0 po3ainy "MobivHi peakwii”
LLI0A0 HeoOXiAHOCTI 3BITYBaHHS MPO YCi BUNaaKM
nifo3proBaHnX NOGIYHMX peakLili Ta BiACYTHOCTI
ehekTMBHOCTI Nikapcbkoro 3acoby. BeegeHHs

3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
60. | BAIAPOKC TabneTku, BKpUTI KPKA, ao.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/16269/01/03
NNiBKOBOO HoBo mecTo bulk", nepsuHHe Ta 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
o6onoHkoto, 10 BTOPUHHE 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
mr/160 wmr; no 10 nakyBaHHs, (iHWi 3miHK). 3MiHW BHeceHo 80 IHCTpyKuii gns
TabneTok y 6nictepi; KOHTPO/b Ta BUNYCK MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
no 3 aéono 9 cepii: KPKA, a.4., 00 po3ginis "OcobMBOCTI 3acTOCyBaHHA" Ta
6nicTepiB y kopobLi HoBo mecTo, "Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
CNOBEHIfA; KOHTPO/b iHhopmaLii 3 6e3nekn 3acTocyBaHHS
cepii: nikapcbKoro 3acoby. BeeAeHHsA 3MiH NPOTArom
KPKA, a.a., Hoso 6-TV MicALIB Nicn1sA 3aTBepKeHHs. 3MiHu | Tvny -
mMecTo, CrioBeHis 3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHUM BHECEHO
00 IHCTPYKUIiT 4519 MEANYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 posainy "MobiuHi peakwii”
LLI0A0 HEOOXIAHOCTI 3BiTYBaHHA NPO YCi BUNaAKM
nifo3proBaHnX NOGIYHMX peakLili Ta BiACyTHOCTI
eeKTMBHOCTI NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tn MicaLiB nicns
3aTBEPMAKEHHSA
61. | BAJIAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOBHUUTBO "in CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/16269/01/04
NNiBKOBOO HoBso mecTo bulk”, nepsuHHe Ta 3MiHK | TUNy - 3MiHN Woao peyenmom nionseae
o6onoHkoto, 20 BTOPUHHE 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
Mr/160 wmr; no 10 nakyBaHHs, (iHWi 3MiHM). 3MiHM BHECEHO [0 IHCTPYKUii ons
TabneTtok y 6nictepi; KOHTPO/Ib Ta BMMYCK MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKOro 3acoby
no 3 abono 9 cepii: KPKA, a.4., 00 po3gainiB "Ocob/MBOCTi 3aCTOCYBaHHA" Ta
6nictepiB y Kopobui HoBo mecTo, "Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
CnoBEHis; KOHTPO/Tb iHchbopmawii 3 6e3nekn 3acToCyBaHHSA
cepii: nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom

KPKA, a.4a., Hoso
mecTo, CnoBeHis

6-T1 MicALIB Nicnsa 3aTBEPKEHHA. 3MiHM | Tvny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn). 3MiHU BHECEHO
00 [HCTPYKUiT N8 MeAUYHOro 3acToCyBaHHsA

nNikapcbKoro 3acoby A0 po3ainy "MobivHi peakwii”
LLI0A0 HeoOXiAHOCTI 3BITYBaHHS MPO YCi BUNaaKM
nifo3proBaHnX NOGIYHMX peakLili Ta BiACYTHOCTI
ehekTMBHOCTI Nikapcbkoro 3acoby. BeegeHHs

3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
62. | BANIEPIAHA TabneTku, BKpUTI TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/17505/01/01
POPTE NNiBKOBOO "TepHodhapm" 3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA peuyenma
06010HKOt0, No 40 nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
mr; no 10 TabneTok TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs
y 6nicTepi; no 5 abo roToBOro Nikapcbkoro 3acoby (36iNbLIeHHs
no 10 6nictepis y TEePMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
nauuj 3acoby) - 115 ToproBoi ynakoBku
(niaTBEPMKYETHCA AAaHUMU PEasIbHOTO Yacy)
36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOIO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB [OBrOCTPOKOBUX AOCAIHKEHb
CTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepKeHo:
Po3gin «TepMiH NpuaaTHOCTI» 2 poKu.
3anponoHoBaHo: Po3ain «TepMmiH npuaaTHOCTI»
3 poKK.
63. | BA/IbCAKOP | Tabnetku, BKpUTI KPKA, ao.4., CnoBeHis B1po6HWK, CnoseHis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/6227/01/01
® NNiBKOBOO HoBo mecTo BiANoBiganbHUii 3a Kutaii 3MiHK | TUNy - 3MiHK Woao peyenmom | nidssieae

0060/10HKOI0, MO 40
Mr, Mo 7 TabneTok y
6nictepi, no 4
6nictepn y
KapTOHHI kopobuyj,
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHI KopobLj,
no 14 TabneTtok y
6nicTepi, no 2
6nictepu y
KapTOHHI Kopobui

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis
Brpo6HuK,
BiANoBigasIbHUIA 3a
KOHTpOsb cepii
(dhisnuHi Ta XiMiuHi
METOAUN KOHTPOSIIO):
KPKA, a.4., HoBo
mMecTo, CroBeHis
Bunpo6HuK,
BignoBigasbHWi 3a
KOHTPOb cepil
(chiznuHi Ta XimiuHi
MeTOAW KOHTPO/HO):
Kewminab g.0.0.,
CnoseHis
B1po6GHWK,
BiANoBiganbHUii 3a
BMPOGHMLTBO "in
bulk":
HiHr6o MeHoBso
TiaHkaHr
PapmacbloTUKanc
Ko., iTp, Kutait

6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"MokaszaHHs", "OcobAnBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6GiuHI
peakujii" 3rigHo 3 iHhopmaLji€eo Woa0 MeanyHoro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3acoby ([JioBaH®, TabneTkn, BKPUTI NIIBKOBO
060n0Hkoto, no 80 mr, no 160 mr). BeegeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 IHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"34aTHICTb BNMBATY Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHisMamm" 3rigHo 3 iHpopmalieto Wwoao
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MeJMYHOro 3aCTOCyBaHHS pethepeHTHOro

nikapcbkoro 3acoby ([ioBaH®, TabneTkun, BKPUTI
nniBKOBOK 060/10HKOIO, Mo 80 Mr, no 160 mr).

3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro

reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX

peakui” 3rigHo 3 iHhopmaLjieto Woa0 MeanyHOro

3acoby ([ioBaH®, TabneTkn, BKPUTI N/1IBKOBOKO

"B3aemogis 3 iHWMMWM flikapcbkumuy 3acobamm Ta

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS

3ac06iB nicns BHECEHHA TiET camoi 3MiHN Ha
pedhepeHTHUIT npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI 10 iIHCTPYKUii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BractmsocTi", "lMokasaHHs",
"Cnoci6 3acTocyBaHHsA Ta f03u", "Mo6iuHI

3acTocyBaHHsA PeIEPEHTHOTO JTIKapCbKOro

06010HKOt0, No 80 mr, o 160 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHN Ha
pedhepeHTHMIH npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iIHCTPYKUii AN MegnyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3ain

iHWI BMAOW B3aemogjit" 3rifHo 3 iHhopMalLlieto
LLIOA0 MEAUYHOTO 3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKPUTI
NNiBKOBOK 060/10HKO0, Mo 80 Mr, no 160 mr).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B

nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm). 3MiHV BHECEHI [0
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3ginn "dapmakonoriyHi
BractmsocTi", "lMobiuHi peakwyii" BignoBigHO A0
OHOBNEHOT iHhopMaL,i 3 6e3neku Aitoyol
peyoBUHN.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpMKEHHSA. 3MiHN | TUNYy - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEeHi [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTueocTi",
"B3aemogis 3 iHWMMWM flikapcbkumu 3acobamm Ta
iHWi BMAW B3aemogijin”, "OcobnmBocTi
3acTocyBaHHs" BigMnoBigHO A0 OHOBNEHOT
iHchopmawii 3 6e3nekn Ajitoyoi pevyoBUHU.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS

64.

BANIbCAKOP
®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO 80
Mr, No 7 TabneTok y
6nictepi, no 4 abo
no 12 6nictepis y
KapTOHHI kopobLyj,
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHI KopobLj,
no 14 TabneTtok y
6nicTepi, no 2 abo
no 6 6nictepis y
KapTOHHI Kopoobui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

B1po6GHWK,
BiANoBiganbHUii 3a
BMPOGHMLTBO "in
bulk", nepBnHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis
Brpo6HuK,
BiANoBigasIbHUIA 3a
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
METOAUN KOHTPOSIIO):
KPKA, a.4., HoBo
mecTo, CnoBeHis
Bunpo6HuK,
BignoBigasibHWi 3a
KOHTPOb cepil
(hi3nyHi Ta XimiyHi
MeTOAW KOHTPO/HO):
Kewminab g.0.0.,
CnoseHis
B1po6GHWK,
BiANoBiganbHUii 3a
BMPO6HMLTBO "in

CnoseHisi/
Kutaii

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iIHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"MokaszaHHs", "OcobmnBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta f03un", "Mo6GiuHI
peakujii" 3rigHo 3 iHhopmaLji€eo Woa0 MeanyHoro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3acoby ([JioBaH®, TabneTkn, BKPUTI NIIBKOBO
060n0Hkoto, no 80 mr, no 160 mr). BeegeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEpMKEHHS. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedyepeHTHUIA NpenapaT (3mMiHa He NoTpebye

3a
peyenmom

He
nionsieae

UA/6227/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
bulk": HaJaHHS XXOLHVX HOBMX AOAATKOBUX AAHNX).
HiHréo MeHoBo 3MiHM BHECEHI 10 iIHCTPYKLii AN MegnyHoro
TiaHkaHr 3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
PapmacbloTukanc "34aTHICTb BNMBATY Ha LWBUAKICTb peakuii npu

KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK

Ko., NiTg, Kutaii

nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKPUTI
nniBKOBOK 060/10HKOIO, Mo 80 Mr, no 160 mr).

MexaHismammn" 3rigHo 3 iHchopmalieto Wwoao
MeAUYHOr0 3acTOCYBaHHsi pepepeHTHOro

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpMKEHHSA. 3MiHN | TUNYy - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ri6puaHMX/6ionoaiGHMX NiKapCbKUX
3ac06iB nicns BHECEHHSA TiET camoi 3MiHU Ha
pedhepeHTHMI npenapar (3mMiHa He NoTpebye
HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI 10 iIHCTPYKLii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BractmsocTi", "lMokasaHHs",
"Cnoci6 3acTocyBaHHsA Ta f03un", "Mo6GiuHI
peakuji" 3rigHo 3 iHhopmaLjieto Woa0 MenyHOro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3acoby ([ioBaH®, TabneTKn, BKPUTI N/1iBKOBOKO
06010HKOt0, No 80 mr, no 160 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHMI npenapar (3mMiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI 10 iIHCTPYKLii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3gin

iHLWI BMAW B3aemogjit" 3rifHo 3 iHhopMalLlieto

nNiBKOBOK 060/10HKO0, NO 80 Mmr, No 160 mr).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns

3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.

LLOAO MEAMYHOrO 3acTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTkun, BKPUTI

"B3aemogis 3 iHWMMWM flikapcbkumuy 3acobamm Ta

3MiHa y KOpOTKili XapaKTepuCTuLLi NliKkapCbKoro




73

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
YMOBHOB&XXEHVIM OpraHoMm). 3MiHV BHECEHI [0
HCTPYKLU,T ANA MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3ginn "dapmakonoriyHi
BractmsocTi", "MobiuHi peakwyii" BignoBigHO A0
OHOB/EHOT iHhopMaL,i 3 6e3neku Aitoyol
peyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPMKEHHSA. 3MiHN | TUNy - 3MiHY LWoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEeHi J0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTueocTi",
"B3aemogis 3 iHWMMWM flikapcbkumu 3acobamm Ta
iHWi BMAW B3aemogijin”, "OcobnmBocTi
3acTocyBaHHs" BigMnoBigHO A0 OHOBNEHOT
iHchopmawii 3 6e3nekn Ajitoyoi peyoBUHU.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS

65.

BANIbCAKOP
®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, N0 160
Mr; Mo 7 TabneTok y
6nictepi, no 4 abo
no 12 6nictepis y
KapTOHHI kopobLyj,
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHI KopobLj,
no 14 TabneTtok y
6nicTepi, no 2 abo
no 6 6nictepis y
KapTOHHI Kopoobui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

B1po6GHWK,
BiANoBiganbHUii 3a
BMPOGHMLTBO "in
bulk", nepBnHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis
Brpo6HuK,
BiANoBigasIbHUIA 3a
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
METOAUN KOHTPOSIIO):
KPKA, a.4., HoBo
mecTo, CnoBeHis
Bunpo6HuK,
BignoBigasibHWi 3a
KOHTPOb cepil
(hi3nyHi Ta XiMiyHi

CnoseHisi/
Kutaii

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHM Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iIHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
"MokaszaHHs", "OcobAnBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6iuHI
peakuii" 3rigHo 3 iHhopmaLji€eo Woa0 MeanyHoro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (JioBaH®, TabneTkn, BKPUTI NIIBKOBOD
060n0Hkoto, no 80 mr, no 160 mr). BeegeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.

3a
peyenmom

He
nionsieae

UA/6227/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MEeTOAMN KOHTPOJIHO): 3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns

Kewminab g.0.0.,
CnoseHis
Brpo6HuK,
BiANoBigabHUii 3a
BMPOGHMLTBO "in
bulk":
HiHr6o MeHoBso
TiaHkaHr
PapmacboTukanc
Ko., NiTg, Kutaii

Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ri6puaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicns BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHUI npenapar (3mMiHa He NnoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iIHCTPYKUiT AN MegnyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3gin
"34aTHICTb BNMBATY Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHismammn" 3rigHo 3 iHchopmalieto Wwoao
MeAMYHOro 3acTOCyBaHHS pet)epeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKPUTI
nniBKOBOK 060/10HKOIO, Mo 80 Mr, no 160 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPMKEHHSA. 3MiHN | TUNy - 3MiHY LWoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NnoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iIHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BractusocTi", "lMokasaHHs",
"Cnoci6 3acTocyBaHHsA Ta f03u1", "Mo6GiuHI
peakuji" 3rigHo 3 iHhopmaLjieto Woa0 MenyHOro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3acoby ([ioBaH®, TabneTkn, BKPUTI N/1IBKOBOKO
06010HKOt0, No 80 mr, o 160 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ri6puaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI 10 iIHCTPYKLii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMWM flikapcbkumu 3acobamm Ta

iHLWI BMAW B3aemogiit" 3rifHo 3 iHhopMalLlieto
010 MEAMYHOIO 3aCTOCYBaHHA pediepeHTHOro
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKPUTI
nNiBKOBOK 060/10HKO0, NO 80 Mmr, No 160 mr).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | TUMy - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuUCTML NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCnNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
YMOBHOB&XXEHVM OpraHoMm). 3MiHV BHECEHI [0
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3ginn "dapmakonoriyHi
BractmsocTi", "MobiuHi peakwyii" BignoBigHO A0
OHOBNEHOT iHhopMaL,i 3 6e3neku aitoyol
peyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEeHi [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby y
po3ainu "®apmakosnoriyHi BnactTueocTi",
"B3aemogis 3 iHWMMWM slikapcbkumu 3acobamm Ta
iHWI BMAW B3aemogiji”, "OcobnmBocTi
3acTocyBaHHs" BigMnoBigHO A0 OHOBNEHOT
iHchopmawii 3 6e3nekn Aitoyoi peyoBUHU.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS

66.

BANIbCAKOP

®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, M0 320
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
no 6 6nictepis y
KapTOHHI kopobuyj,
no 14 tabneTtok y
6nictepi, no 2 abo
no 4 6nictepu y
KapTOHHI KopobLj,
no 15 TabneTtok y
6nicTepi, no 2 abo
no 4 6nictepu y
KapTOHHI/ Kopobui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

B1po6GHWK,
BiANoBiganbHUii 3a
BMPOGHMLTBO "in
bulk", nepBmHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis
Brpo6HuK,
BiANoBigasIbHUIA 3a
KOHTpOsb cepii
(hiznuHi Ta XimiyHi
METOAM KOHTPO/IHO):

CnoBeHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 IHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"MokaszaHHs", "OcobAnBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6GiuHI
peakujii" 3rigHo 3 iHhopmaLjiero Woa0 MeanyHoro

3a
peyenmom

He
nionsieae

UA/6227/01/04
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mMecTo, CroBeHis
Bupo6HuK,
BignoBigasibHWI 3a
KOHTPONb cepil
(hi3nyHi Ta XimiyHi

METOAMN KOHTPOSII0):

Kewmina6 g.0.0.,
CnoseHis

3acoby ([ioBaH®, TabneTkn, BKPUTI N/1IBKOBOKO
060n0Hkoto, Nno 80 mr, no 160 mr). BeegeHHn
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicns BHECEHHA TiET camoi 3MiHN Ha
pedhepeHTHUIT npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI 10 iIHCTPYKUii AN MegnyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3ain
"34aTHICTb BNMBATY Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHismammn" 3rigHo 3 iHchopmalieto Wwoao
MeAMYHOro 3acTOCYBaHHS pet)epeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTkun, BKPUTI
nniBKOBOK 060/10HKOIO, Mo 80 Mr, no 160 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHN Ha
pedhepeHTHMIH npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI [0 iIHCTPYKUii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BiactusocTi", "lMokasaHHs",
"Cnoci6 3acTocyBaHHsA Ta f03u1", "Mo6GiuHI
peakuji" 3rigHo 3 iHhopmaLjieto Woa0 MenyHOro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3acoby ([ioBaH®, TabneTkn, BKPUTI N/1IBKOBOKO
06010HKOt0, No 80 mr, o 160 mr).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHN Ha

pedepeHTHUIA npenapar (3miHa He NnoTpebye

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KPKA, a.4a., Hoso 3acTocyBaHHsA pethepeHTHOro NikapcbKoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHM BHECEHI 10 iIHCTPYKLii AN MegnyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3gin
"B3aemogis 3 iHWMMWM flikapcbkumu 3acobamm Ta
iHWI BMAW B3aemogjit" 3rifHo 3 iHhopMalLlieto
00 MEAMYHOIO 3aCTOCYBaHHA pethepeHTHOro
nikapcbkoro 3acoby ([ioBaH®, TabneTku, BKPUTI
NAiBKOBOK 060/10HKO, Mo 80 Mr, no 160 mr).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm). 3MiHV BHECEHI [0
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3ginn "dapmakonoriyHi
BractmsocTi", "lMobiuHi peakwyii" BignoBigHO A0
OHOBNEHOT iHhopMaL,i 3 6e3neku Aitoyol
peyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEeHi [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTueocTi",
"B3aemogis 3 iHWMMWM flikapcbkumuy 3acobamm Ta
iHWi BMAW B3aemogijin”, "OcobnmBocTi
3acTocyBaHHs" BigMnoBigHO A0 OHOBNEHOT
iHchopmawii 3 6e3nekn Aitoyoi peyoBUHU.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
67. | BA/IbCAPIA TabneTku, BKpUTI CaHpo3 CnoBeHis Nexk CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15619/01/01
H NNiBKOBOO $apmacbloTika dapmaueBTUYHa ITania/ 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
060/10HKOI0, No 160 n3 a.a. KomnaHia g.4., PymyHis signosigHocTi/l E-cepTudikar BignosigHoCTI

mr /12,5 mr no 14

TabneTok y 6nicrepi;
no 1 a6o 2 6nictepn
Y KapTOHHIi1 kopobu,i

CroBeHis (BMNycK
cepiid, TeCcTyBaHHs);
HosaprTic ®apma
C.n.A,, Itanisa
(BMpPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHpgo3s C.P./1.,
PymyHis (Bunyck
cepii, TeCcTyBaHHs)

€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
€sponeiicbkiii hapmakonei Ne R1-CEP 2013-
159 - Rev 02 (3atBepaxeHo: R1-CEP 2013-159
- Rev 01) ana A®l BancapTaHy Bif BXe
3aTBEpAXeHoro Bupo6Huka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii. 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
€sponeiicbkiii hapmakonei Ne RO-CEP 2016-
290 - Rev 04 (3atBepaxeHo: RO-CEP 2016-290
- Rev 03) ana A®l BancaptaHy Bif BXe
3aTBEpAXeHoro Bupo6Hnka NOVARTIS
PHARMA AG
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
68. | BA/IbCAPIA TabneTku, BKpUTI CaHpo3 CnoBeHis Nexk CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15620/01/02
H NNiBKOBOO $apmacbloTika dapmaueBTUYHa ITania/ 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
060/10HKOI0, No 160 n3 a.a. KomnaHia g.4., PymyHis signosigHocTi/l E-cepTudikar BignosigHoCTI
mr/25 mr no 14 CroBeHis (BMNycK €Bponelicbkiin dhapmakonei/moHorpadii.
TabneTok y 6nicrepi; cepii, TeCTyBaHHs); MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
no 1 a6o 2 6nictepu HosaprTic ®apma Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
Y KapTOHHIi1 kopobu,i C.n.A, Itanis BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
(BMpPOGHMLTBO "in A®I; onsa BUXigHoro
bulk", nakyBaHHs); marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
C.K. CaHpgos C.P.J1., BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADl; ans
PymyHis (Bunyck [LOMOMDKHOT peyoBUHM (CepTudikaT
cepii, TeCcTyBaHHs) BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -

OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
€sponeiicbkiii hapmakonei Ne R1-CEP 2013-
159 - Rev 02 (3atBepaxeHo: R1-CEP 2013-159
- Rev 01) ana A®l BancapTaHy Bif BXe
3aTBEpAXeHoro Bupo6Huka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii. 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
€sponeiicbkiii hapmakonei Ne RO-CEP 2016-
290 - Rev 04 (3atBepaxeHo: RO-CEP 2016-290
- Rev 03) ana A®l BancaptaHy Bif BXe
3aTBEpAXeHoro Bupo6Hnka NOVARTIS
PHARMA AG
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
69. | BA/IbCAPIA TabneTku, BKpUTI CaHpo3 CnoBeHis Nexk CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15620/01/01
H NNiBKOBOO $apmacbloTika dapmaueBTUYHa ITania/ 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
060n0HkKot0, No 80 n3 a.a. KomnaHia g.4., PymyHis signosigHocTi/l E-cepTudikar BignosigHoCTI
mr/12,5 wr; no 14 CroBeHis (BMNycK €Bponelicbkiin dhapmakonei/moHorpadii.
TabneTok y 6nicrepi; cepii, TeCTyBaHHs); MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
no 1 a6o 2 6nictepu HosaprTic ®apma Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
Y KapTOHHIi1 kopobu,i C.n.A, Itanis BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
(BMpPOGHMLTBO "in A®I; onsa BUXigHoro
bulk", nakyBaHHs); marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
C.K. CaHpgos C.P.J1., BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADl; ans
PymyHis (Bunyck [LOMOMDKHOT peyoBUHM (CepTudikaT
cepii, TeCcTyBaHHs) BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -

OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
€sponeiicbkiii hapmakonei Ne R1-CEP 2013-
159 - Rev 02 (3atBepaxeHo: R1-CEP 2013-159
- Rev 01) ana A®l BancapTaHy Bif BXe
3aTBEpAXeHoro Bupo6Huka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii. 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
€sponeiicbkiii hapmakonei Ne RO-CEP 2016-
290 - Rev 04 (3atBepaxeHo: RO-CEP 2016-290
- Rev 03) ana A®l BancaptaHy Bif BXe
3aTBEpAXeHoro Bupo6Hnka NOVARTIS
PHARMA AG
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
70. | BAHATEKC TabneTku, BKpUTI dapmaueBTny Monbuwa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/12839/01/01
KOMBI NNiBKOBOO HWA 3aBOS, 3aBof, 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
o060noHkoto, 160 "MONMb®APM "MONMTbOAPMA" nikapcbkuii 3aci6. KOHTponb rotoBoro
mr/12,5 wr; no 14 A" C.A. C.A. nikapcbKoro 3acoby. 3MiHa y meTogax
TabneTok y 6nicrepi; BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
no 2 6nictepuy (He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
KapTOHHI KopoobLi BMNPOGYBaHHS) - HE3Ha4YHa 3MiHa B
3aTBepMKEHOMY MeToi BunpobysaHHA 13 3a
NOKa3HUKOM «KiflbKiCHWIA BMICT HITPO3aMiHiB»
(F’X-MC/MC) BHOCUTbCS 3 METOI YTOUHEHHS
onucy Temnepartypu 36epiraHHs KaniopyBasibHUX
PO34MHiB. TaKoX BHECEHO peAakLiiiHi 3MiHW B
Tabnuuo napaMeTpiB Mac-CnekTpomeTpa
71. | BIKANIH Tabnetku; no 10 MAT YkpaiHa MAT "MoHchapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 nionsieae UA/7212/01/01
Tabnetok y "MoHdapm" 3MiHW | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenma

6nictepax abo
cTpunax; no 10
TabneTtok y 6nictepi;
no 2 a6o 10
6nicTepiB y nayui 3
KapToHy; no 10
TabneTok y cTpuni;
no 2 a6o 10 cTpunis
y nayuj 3 KapToHY

HaliMeHyBaHHs Ta/abo agpecu 3asBHMKa
(BNacHuKa peecTpauiiiHoro NocBigYeHHs) -
3miHa agpecy 3asBHUKa (BnacHMka
peecTpauiiHoro NocBig4yeHHs). TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBepMKEHHS; 3MiHKM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
MiCLS NPOBAMKEHHS [isiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro
3acoby, BK/IHOYaKuM AilbHULL BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/OYAKOYM BUMYCK Cepild) -
3miHa agpecu BupobHuka M3 MAT "MoHdapm®”,
YkpaiHa, 6e3 3miHu micus BUpobHuuTBa. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEepMKEHHS; 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 a60 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M,
BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOUM KOHTAKTHI gaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) -3MiHa ynoBHOBaXXeHOT 0cobu
3as1BHVIKa, BignoBiga/ibHOT 3a hapMakoHarnsg.
[itoua pepakuin: Cosrupa Cepriii CeprilioBuy.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MponoHoBaHa pegakuisi: MacTylieHKo IHHa
BikTopiBHA. 3MiHA KOHTAKTHUX AaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BiAMOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy. 3MiHa micua 34iiCHEHHSA
OCHOBHOI AjsiIbHOCTI 3 hapmakoHarnsagy; 3miHm
I TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHUL (BKNHOYAKUN AiNbHAL ANS
A®I, npomikHOro NpoayKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANs NpoBefeHHS
nakyBaHHs, BUPOOHYKa, BifNOBiAaNIbHOIO 3a
BWMYCK CEPiiA, MicLie NPOBEAEHHS KOHTPO/THO
cepii) abo nocTayasibHUKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLIO
3a3HavYeHo y A0CbE) - aAMiHICTpaTUBHA 3MiHa
BWU/TYYEHHSI BUPOOHMKA Ail040T PeYOBUHU MarHito
Kap6oHaTy ocHoBHOro TOB "Toprosuii Aim
ManvHose O3epo”, Pocilicbka ®enepauis.
3amMwaeTbesa anbTepHaTUBHUIA BUPOGHUK
Ai04OT PEYOBVHN KOHLIEHTPATY MarHito
kap6oHaTty ocHoBHoro Hebei Xingtai Metallurgy
Magnesium Co., Ltd, KnuTaii

72.

BIHOPE/bBI
H "EBEBE"

KOHLLeHTparT ans
pO34nHy Ans
iHcpy3iiA, 10 mr/mn,
no 1 mn (10 mr) a6o
5wmn (50 mr) y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

EBEBE
dapma
Fec.m.6.X.
Hdpr. KI

ABcCTpis

NOBHUIA LMK
BMPOGHMLTBA:
DAPEBA YHTepax
'm6X, ABCTpis
BUMYCK Cepii:
EBEBE ®apma
lec.m.6.X. Hdor. KT,
ABCTpIsi
TeCTyBaHHS:
MmN
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIs
TeCcTyBaHHS:
Nab6op /IC CE &
Ko.KI, HimeuunHa

AscTpis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiliHiii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHM BHECEHI [0 iIHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"Mo6iuHi peakwi" BigNOBiIAHO A0 OHOBEHOT
iHbopmaLii 3 6e3neku Aitoyoi peHoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA

3a
peyermom

He
nionsieae

UA/4020/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
73. | BITANPOCT niodpinisat gns TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/2988/01/01
pPO34unHy Ana "BIOPAPMA" "BIO®APMA" 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

iH'eKUil; 5 donakoHiB
3 fioghinizatom y
6nictepi; no 2
6nictepn y nauui 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPKEHNX METOAAX BUNPOGYBaHb)
BHeceHHs 3MiH fo p.3.2.P.7 Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6 y
cneumdikauito BxigHoro koHTposnto Cn. 5.14-01-
319 «[Mpobku rymoBi 451 MioisIbHOI CYLLKM», a
came - fofaHo iHhopmauito Wwoho MeToay
KOHTPO/O «LIMHK, L0 eKCTparyeTbecs»:
[eTanizoBaHo NPUroTyBaHHA eTaIoHHNX
PO34MHIB, HABEAEHO PO3PaxyHKOBY hopmyny.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6. 3MiHa y
mMeToAax BUNPoBYBaHHA NEPBVHHOI yNakoBKu
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeTogax BUNpobyBaHb)
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6 y
cneumdikauito BXigHOro koHTposto Cn. 5.14-01-
319 «[Mpobku rymoBi 4515 1i0hiIbHOI CyLUKM», a
came - yTOYHEHO MeTof, KOHTporio «Mpo3opicTb
pO3unHy» 3aTBepayKeHo 4.Mpo30picTb PO3UUnHY.
Po3unH S 3a cTyneHem kaslamyTHOCTi He Mae
nepesuLLyBaTV eTanoH |l. BunpobyBaHHs
npoBogATb 3rigHo APY, 2.2.1. BUKOHaHHSA
KOHTPO/H0. 40-MM Luap PO34nHy S NOPIBHIOTb 3
40-mM Wapom Boan P, BUKOPUCTOBYHOUMN
ofiHakoBi Npobipkn 3 6e36apBHOrO NPO30POro
HelTpasIbHOro ckna 3 N/I0CKAM LHOM, SKi MatoTb
BHYTPILLHIN giameTp Big 15 MM A0 25 MMm.
MopiBHAHHA NPO30POCTi NPOBOAATL Y
pO3CisiHOMY AEHHOMY CBITi, Nepernsgawym
3paskn B3[40BX BEPTUKa/IbHOT OCi NPO6ipoK Ha
6inomy ¢hoHi. 3anponoHoBaHo 4.Mpo30opicTb
po3unHy. PO3urH S 3a cTyneHem onasecueHLii
He Ma€ nepesuLLlyBaTn eTasioH Il
BunpobysaHHsA npoBoAaTb 3rigHo AdY, 2.2.1.
BriKOHaHHSA KOHTPO/I0. 40 MM LIap Po3ynHy S
NopiBHIOIOTL 3 40 MM LLIAapoM eTasony ll,
BMKOPMCTOBYHOUN OAHAKOBI NPOGIPKM 3
6e36apBHOro NPO30POro HENTPasILHOIO Cka 3
NI0CKMM AHOM, SIKi MalTb BHYTPILLHI AiameTp
BiA 15 MM A0 25 mMm. MOpiBHAHHA NPO30pOCTi
NpPOBOAATL Y PO3CIAHOMY [IEHHOMY CBIT/li
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
74. | BOPUKA3 TabneTku, BKpUTI neHmapk IHAaisa neHmapk IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/15815/01/02
NNiBKOBOO PapmMacbloTHK PapmacbloThKan3 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
060n0HKot0 no 200 ans /itg,. Nimiten 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr; no 10 TabneTok 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
y 6nicTepi; no 1 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
6nicTepy B MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHI KopoobLi perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHWN BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "Oco6nmBocCTi
3acTocyBaHHs" Ta "Mo6iuHi peakuii" BignoBigHO
[0 pekomeHpaauin PRAC
75. | BOPUKA3 TabneTku, BKpUTI neHmapk IHAaia neHmapk IHgjis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/15815/01/01
NNiBKOBOO PapmMacbloTHK PapmacbloTUKan3 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssieae
06010HKOt0 Nno 50 ans /itg,. Niviten 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
mr; no 10 Tabnetok 3MiHa y KOpOTKili XapakTepucTyuL, NikapCbKoro
y 6nicTepi; no 1 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
6nictepy B MeJMYHOro 3aCTOCyBaHHS Ha MigcTasi
KapTOHHIA KopoobLi perynspHO OHOB/IIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMAaHy negiaTpuyHNX JOCiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobnmnBocTi
3acTocyBaHHA" Ta "MMo6iYHI peakuii" BiANOBILHO
[0 pekomeHgauiin PRAC
76. | BYrinns Tabnetkn no 0,25, TOB Ykpaina TOB "BAJTIAPTIH YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 - UA/12759/01/01
AKTUBOBAH | no 10 Tabnetoky "BANAPTIH DAPMA" 3MiHu | TNy - 3MiHKW 3 siKOCTi. ToTOBMIA peuyenma
E 6nictepax; no 10 OAPMA"

TabneTok y 6nictepi;
no 3 6nictepu y
nadui 3 KapToHy

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
MeTofax BUNPOo6yBaHHS NEPBUHHOT YNakoBKM
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW Y
mMeToAax BUNpo6yBaHb (BKOYaUM 3aMiHy abo
[0[aBaHHs))

[0faBaHHA anbTepHaTVBHOIO MeToAyY
BM3HAYEHHSA TecTy «Aaresis ApyKy» y MeToAax
BMNPO6YBaHHA NepPBUHHOT ynakoBkun MN13 conbru
aJIloMiHIEBOT
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
77. | TABICKOH® CyCNeHsis opasibHa; PexkkiTT Benuka PexkkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/13393/01/01
noAaBIAHOI no 150 mny BeHkizep BpuTaHis Xenckep (FOKeit) BpuTaHis 3MiHK | TUNY - 3MiHK Woao peuyenma
an chnakoHi 3 Xernckep Niviten, 6e3nekn/eeKTMBHOCTI Ta dhapMakoHarisaay.
HaHeceHo (FOKei1) BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
POXEeBOIO M/1iIBKOKO Nimiten npo cuctemy papmakoHarnsgy (BBefeHHs
(6e3nocepeHbo Ha y3araslbHeHVX gaHnx npo cuctemy
chnakoH) abo y hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
NakoHi 3 poxXeBUM BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
nokpuTTAM; no 10 hapMakoHarnagy; KOHTakTHoi ocobu 3
mn 'y cawe, no 10, chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
12, 20 ab6o 24 cawe thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
Y KapTOHHiii Kopobuj BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobu 3as1BHMKA, BiAMNoBiAa/IbHOT 3a
hapmakoHarnag. fitoya pegakuis: 4p. XenbmyT
Meik BexpeHc / Dr. Helmut Meik Behrens.
MponoHoBaHa pepakuis: Ap. Ynbpike Pomep /
Dr. Ulrike Roemer. 3MiHa KOHTaKTHMUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHMKA,
BignoBiga/IbHOI 32 dhapmakoHarnsa B YkpaiHi
78. | TANTA3O/IH® | Kkpanni Ha3asibHI, BapLuaBcbkuii Monbwa BapLuaBcbkuii Monbua BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 - UA/0401/02/02
po3uuH 0,1 % no 10 thapmauesTuy dapmaueBTUYHNI 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenma
MmNy HWI1 3aBOS, 3aBog, Monbha AT, nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
nosnieTuIeHoBnxX Monbgha AT Monbuia; po3Mipy cepii (BkIOYatoun fAianaszoH po3mipy
chnakoHax- dapmaueBTUYHNI cepil) roToBOro Nikapcbkoro 3acoby (36ibLeHHs
KpanenbHMUAX 3 3aBof, [0 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHNM
KOHTpONEM nepLioro "TIONb®APMA" po3Mipom) fofaBaHHA Po3Mipy cepii NlikapCbKoro

BiAKpMTTS; no 1

chnakoHy y
KapTOHHI KOopoo6Li

C.A. Biggin MegaHa
B Cepaggsi, Monblia

3aco6y 4000 n Ha fofaToK A0 BXe
3aTBepMAKEeHMX po3MipiB cepiii: 500 n ta 700 n
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
79. | TENAMETIOH | niocpinizat gns MNAT YkpaiHa BMPOGHMK YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15978/01/01
® pO34uHy ans "Kuismegnpen niodpinizary, 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peyenmom

iH"ekuili no 400 wmr, 5 apar” BiANOBifa/IbHWIA 32 A®l. 3miHa y meTofdax BunpobysaHHsA A®|l abo

chakoHiB 3 BMMNYCK cepil BMXigHOro Martepiany/npomiKHOro

niogpinizatom y roToBOro npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y

KOMMekTi 3 5 nikapcbkoro 3acoby: npoteci BupobHuuTea AP (iHWi 3MiHK Y

amnynamu 3 NAT mMeToAax BUNpobyBaHHA (BKIOYAOUN 3aMiHy

PO3YMHHMKOM (L- "KuiBmegnpenapart”, a60 fonoBHeHHs) APl abo

Ni3NH, HaTPIto Ykpaina BWXifHOro/MPOMIXHOro NPOAYKTY) - 3MiHN B

rigpokcua, Boga ans BMPOGHWK meTogi BunpobyBaHHA AP| 3a NOKa3HUKOM

iH'ekuilt) no 5 mn B PO3YMHHVMKA: «CynpoBigHi Aomilkn» (TecT A, ED 2.2.29)

KOHTYpHiIlA MNAT "Tannucapm”, BMPO6HUMKa /13 3 MeTOI onNTUMiI3aL|ii MeETOANKN

YapyHKOBIl YkpaiHa KOHTPO/O Ta NpuBeLeHHsM 1T 40 MaTepiasis

ynakosLi; no 1 BUpOoOHUKa ADI. 3MiHM | TUNY - 3MiHW 3 AKOCTI.

KOHTYpHiIlA A®I. KoHTponb A®I. 3miHa y meTofax

YapyHKOBIli ynakoBLyi
B KapTOHHIi navi

BMNpo6yBaHHsA A®| abo BuxigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI

(iHwWi 3mMiHM y MeToAax BUNpPoByBaHHS
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXifHOro/MPOMIXHOro NPOAYKTY) - 3MiHU B
MeToZi KOHTposto A®| 3a NOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs. ALeMeTIOHiIHY KaTioH»
(TecT A, EP 2.2.29) BUpobHuka M3y
BiAMOBIAHOCTI A0 MaTepianiB BUpobHuka AdI.
3MiHM 06yMOBEHI HEOBXIAHICTIO onTUMI3aLi
METOAMKM KOHTPOJIIO Ta NPUBEAEHHAM i 40
MaTtepianis BUpobHuka AdPI.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
80. | TEMAMETIOH | niocpinizat gns TOB YkpaiHa BVMPOGHMLTBO YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/18995/01/01
® pO34nHYy ANA iH'eKUl "APTEPIYM po3unHHuKa: MAT 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peyenmom

no 500 mr; no 5 nTar "Tannudapm", A®l. 3miHa y meTofdax BunpobysaHHsA A®|l abo

chakoHiB 3 YkpaiHa; BMXigHOro Martepiany/npomiKHOro

niogpinizatom y BMPOGHMLTBO npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y

KOMMekTi 3 5
amnynamm
PO34MHHMKA No 5 MmN
Y KOHTYpHilA
YapyHKOBIl
ynakosLi; no 1
KOHTYpHiIlA
YapyHKOBIli ynakoBLyi
B nauuii

niogpinizaTy, BUNYCK
cepii rotoBoro
NiKapcbkoro 3acoby:
MAT
"KuiBmegnpenapar",
YKpaiHa

npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHS (BK/IIOHYAKUN 3aMiHY
a60 fonoBHeHHs) APl abo
BVXiZHOro/NPOMDKHOro NPOAYKTY) 3MiHW B METOA
BMNpo6yBaHHA A®I 3a nokasHUKOM «CynpoBigHi
nomiwkm» (Tect A), (EP, 2.2.29) ansa
BM3HAYEHHA AOMILLOK AfEHO3WHY, AfEHiHY, 5'-
[eokKCi-5'-meTunTioaaeHo3unHy, S-ageHo3unn-L-
romoumcTeiny i S-(5'neokci-5'ageHosnn)-3-
MeTUATIo-NponinamiHy TpMopomigy y BUpo6HuKa
'N3. 3MiHM 06yMOB/EHi HEOOXIAHICTIO
onTUMI3aLii MeToaukn KoHTponto Ad®l Ta
npusefeHHsaM 1i 4O MaTepiasiB BUPOOHMKa
A®1.3MiHn | TURY - 3MiHK 3 SKocTi. AdDI.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHs
A®| abo BuXxigHOro matepiany/npoMixxHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BUpo6HMuTBa AP (iHWi 3MiHK Y
MeToAax BUNpPobyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) A®| abo
BUXIAHOrO/NPOMIXHOrO NPOAYKTY) 3MiHW B MeToai
BMNpobyBaHHA A®I 3a nokasHukom «KinbkicHe
BM3HAYEHHS ALlEMETIOHIHY KaTioHy» (E®, 2.2.29)
y BUpO6HWKa /13. 3MiHN 06yMOB/IEHI
HeoOXiAHICTIO ONTUMI3aLii METOAUKN KOHTPOSTIO
A®| Ta npuBeAeHHsAM 1 40 maTepiasiB
BMpoGHUKa ADI.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
81. | TEMAMETIOH | Tabnetku TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/19198/01/01
® KMLLKOBOPO3UUHHI, "APTEPIYM "Kuismegnpenapar” 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peyenmom
no 500 mr no 10 nTta" A®l. 3miHa y meTogax BunpobyBaHHA AdD| abo

TabneTok y 6nictepi,
no 2 6nictepu y
nauuj

BMXigHOro Martepiany/npomiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHS (BK/IIOHYAKUN 3aMiHY
a60 fonoBHeHHs) APl abo
BWXifHOro/MPOMIXHOro NPOAYKTY) - 3MiHN B
meToAi BUnpobysBaHHs A®| 3a NOKa3HUKOM
«CynpoBigHi Aomilkn» (TecT A, ED 2.2.29)
BMpO6HMKa 13 y BiANOBIAHOCTI A0 MaTepiasis
BMpo6HMKa APl. looaTkoBO, BUNPAaB/IEHHS
NOMWJIKM B pO3paxyHKOBIi oopmyni B MeToamLi
BunNpobyBaHHsA BNpobHrKa APl OMNIABIOS
S.R.L., ITanis. 3miHu | TNy - 3MiHW 3 AKOCTI.
A®I. KoHTpornb A®I. 3miHa y meTogax
BMNpobysaHHsA APl abo BuxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3mMiHM y MeToAax BUNPoBYyBaHHSA
(BKtova0uM 3aMiHy abo JoNoBHEHHS) Ad| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - 3MiHU B
MeTOZAj KOHTPOst0 AD| 3a NOKA3HUKOM
«KinbkicHe BU3HaueHHs» (TecT A, €D 2.2.29)
BMpo6HuKa MN13 y BignoBigHOCTI A0 MaTepianis
BMPO6HMKA API. 3MiHN 06yMOB/EHI
HEeOOXiAHICTIO 3aMiHN afanToBaHOI METOAMNKM
KOHTPO/110 BUPOGHMKA /13 MeToAuMKo
BMpO6HMKa ADI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
82. | TENATOKC KOHLeHTpaT Ans TOB YkpaiHa BTopuHHa ynakoBka, | HimeuumHa/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/12890/01/01
pPO34unHy Ana "®APMACEN" KOHTPOSb: YKpaiHa 3MiHu | TUNY - 3MiHK Woa0 peyenmom
iHdpy3iiA, 500 mr/mn; XONOMNAK 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
no 10 mn B amnyni; depnakyHrcTexHik BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
no 10 amnyn y navuj m6X, HimeuunHa; npo cuctemy papmakoHarnsgy (BBefeHHs
3 KapTOHY Brpo6HMLTBO y3araslbHeHVX gaHnx npo cuctemy
Hepo3dacoBaHo| hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
npoAayKuii, NnepBrHHa BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
Ta BTOPUHHA hapmakoHarnsgy; KOHTakTHoOT ocoou 3
ynaKoBKa, KOHTPO/Ib: chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
XONOMMAK thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
PepnakyHrcTexHik BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
'M6X, HimeuunHa; BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
KoHTpoO#b, BUNYyCK (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
cepii: TOB PO3MiLLEHHI MacTep-haiina cuctemm
«®APMACE/», thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
YKpaiHa 3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itoya pepakuis: CynpyH Egyapg,
Bonogvmuposuy. MponoHoBaHa pefakuis:
Borau TeTtsHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHUKA, BiANOBIAA/IbLHOI 3a hapMakoHarnsg,
3MiHa HoMepa mMacTep-ghaiina cuctemu
dpapmakoHarnsay
83. | NMHKOP kancysv no 10 TOHI®APM ®paHuisa BO®YP INCEH ®paHuisa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 - UA/10317/01/01
DOPT Kancyn y énictepi, IHAYCTPI 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peuyenma
no 3 6nictepu B signosigHocTi/l E-cepTudikar BignosigHoOCTI
KapTOHHIA Kopoo6Li €Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUIYyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif yXe 3aTBEepAKEHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOrO cepTucpikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne R1-
CEP 2005-263 - Rev 07 (3atBepmxeHo: R1-CEP
2005-263 - Rev 06) ana A®| TpokcepyTuHy Bif
3aTBepAXeHoro Bupo6Hrka Expansia PCAS,
France, siknii 3miHuB Ha3By PCAS, France
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
84. | TNINPECUH MOPOLLIOK AN ®eppiHr TM6X | HimeuunH ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9315/01/01
pO34nHYy ANA iH'eKUl a HimeuunHa LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 1 mr; 1 chnakoH 3 (BMPOGHWK rOTOBOTO 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
MOPOLLIKOM Y NPOAYKTY, BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
KomnaekTi 3 1 BiANoBigabHUii 3a npo cuctemy papmakoHarnsgy (BBefeHHs
amnysoto nepBuHHE y3arasisHeHWX faHUX Npo cucTemy
PO34YMHHMKA (HaTpito nakyBaHHs, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

X/10png, KicnoTa
xnopucrtosogHesa 1
M, Boga ans
iH'ekUjin) no 5 Mny
KapTOHHIiA ynakoBL,i

KOHTPO/b SIKOCTi Ta
BUNYCK cepil);
PeppiHr
IHTepHewwHN CeHTep
CA, LWBeliuapis
(BignoBiganbHuii 3a
BTOPVHHE
nakyBaHHs)

BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
85. | MMHOKOCAT PO34MH A5 iH'EKLN; TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15851/01/01
no 2 mn B amnyni A "BIO®APMA" BIO®APMA" 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peyenmom

Y KOMMN/IEKTi 3
PO3YNHHNKOM
(oieTaHonamiH, Boga
Ans iH'ekuin) no 1
M B amnyni B; no 5
amnyn Ay 6nictepi;
no5amnyn By
6nicTepi; no 1
6nictepy 3
amnynamv Atano 1
6nictepy 3
amnynamu By nauui
3 KQpTOHY; N0 2 MN B
amnyni Ay
KOMMNEKTi 3
PO34YNHHNKOM
(nieTaHonamiH, Boga
Ans iH'ekuiid) no 1
M B amnyni B; no 1
amnyniATtal
amnyni B y 6nictepi;
no 1 6nictepy y
nauti 3 KapToHy; No
2mnBavnyni Ay
KOMMNEKTi 3
PO3YNHHNKOM
(oieTaHonamiH, Boga
Ans iH'ekuii) no 1
M B amnyrni B; no 6
amnyn Ay 6nictepi;
no 6 amnyn By
6nicTepi; no 1
6nictepy 3
amnynamv Atano 1
6nictepy 3
amnynamu By nauui
3 KAPTOHY

A®l. 3miHa y napameTpax cneumdikauiii Ta/abo
[ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikavisx
Ha A®l, abo BUXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCSA Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumaikaLii HOBUM NOKa3HUKOM SKOCTI Ta
BiZANOBIAHUM METOA0M BMNPOBYBaHHS)
[JonoBHeHHs cneuudikauii AP (IFnoko3amiHy
cynbat HaTpito xs1opua) n. "PO3YMHHICTL"
BIANOBIAHO A0 BUMOr MOHorpadii 2447 EP
«["roko3amiHy cynibgaT HaTpito X1opua». 3MiHun
| Tuny - 3miHn 3 AkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx
Ha A®l, abo BUXigHWA/NPOMIKXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea A®I (iHWi 3MiHK)
MpuBeaeHHA NokasHuka «MikpobionoriyHa
yucToTa» 0 BUMOT MOHorpadii €Bponeincbkol
dapmakonei 07/2019:2447 «[ noko3amiHy
cynbaT HaTpito x1opua»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
86. | TMIOKODAX | Tabnetkmn Mepk CaHTte ®paHuisa Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3994/02/02
XR NPOIOHIoBaHoT Aji c.a.c. PpaHuin; Mepk HimeyunHa 3MiHu |l Tuny - 3MiHK Woao peyenmom
no 1000 wr; no 10 Xenckea KlraA, 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
TabneTok y 6nictepi; HimeuunHa BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
no 3 abo no 6 BMAAui peecTpaviliHoro nocBiAYeHHs,
6nicTepis y BKtOYaroun MnaH ynpasniHHA pyu3nkamm
KapTOHHI KopoobLi (3acTocyBaHHs 3MiH(1), siki(a) BUMararTb(€)
noAabLIOro 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM A@aHMK, L0 MatoTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CYyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
3asBHMKOM HajaHO OHOBEHWIA MnaH
ynpas/iHHA pu3nkamu Bepcis 8.1. 3MiHu
BHECEHO A0 YacCTWH: IHchopmauia Wwoao cuctemm
ynpasiHHA pu3nkamu. 3MiHU BHECEHO 0
yacTuH: |l «Cneuudikauis 3 6e3nekv» (Mogyni
CVII «lgeHTudpikoBaHi Ta MOTEHLiHI pU3unkn»,
CVIII «Pe3tome npobnem 6e3nekun»); V «3axogn
3 MiHiMi3auii pu3ukie»; VI «Pestome nnany
ynpasniHHA pusnkammn»; VIl «ogatkus», y
3B'A13Ky 3 OHOBJ/IEHHAM NPO6eM 3 6e3neku
BiCYTHbOI iHchopMaLii LLoAo BiaaaneHnx
Hacnigkis Ha NOTOMCTBO Nicns
BHYTPILLHbOYTPOGHOIO BNAVBY METCHOPMIHY, Ha
nigcrasi aHanisy nicnspeecTpauiiHoro
JocnimKeHHs 3 6e3nekun, Ta npusedeHHs MNnaxy
ynpas/iHHA pu3nKamu 40 OHOBJIEHOT CTPYKTYpU
BignosigHo fo Bumor EMA (Rvieu Il). Pestome
MnaHy ynpaBniHHA pu3mkamu Bepcis 8.1
[03€ETLCA.
87. | TPUNMNOCTA | kpanni Ha3aslbHi, CTALA HimeuuunH CTALA HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 - UA/3090/02/02
A® PUHO po3uurH 0,05 %; no ApuHaiimiTten a ApuHalimitTrens Al 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoToBWMIA peuyenma
0,05% 10 mn y dhnakoHi; no b Al nikapcbkuii 3aci6. KOHTpoNb rotToBOro
HA3A/bHI 1 donakoHy B nikapcbKoro 3acoby (iHLWi 3MiHN) OHOB/IEHHS BXe
KPANN KapTOHHIlA KOpooLi 3aTBEPAKEHNX METOIB KOHTPOSO AKOCTI
nikapcbKoro 3acoby, a came: BUKTaAEHHSI TEKCTY
[epXXaBHOI MOBOHO 3TiHO CY4aCHWNX BUMOT 3
BHECEHHSM KOPEKTOPCbKUX NPaBOK BiANOBIAHO
[0 OpUriHa/IbHUX JOKYMEHTIB
88. | FPUMMOCTA Kpanni Ha3aslbHi, CTALA HimeuuunH CTALA HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 - UA/3090/02/01
A® PUHO po3unH 0,1 %, no 10 | ApuHaiimiTTen a ApuHalimitrens Al 3MiHu | TMNy - 3MiHK 3 siKOCTi. ToTOBMIA peuenma
0,1% My chrakoHi; no 1 b Al nikapcbkuii 3aci6. KOHTpoNb roToBOro
HA3A/bHI donakoHy B nikapcbKoro 3acoby (iHLWi 3MiHN) OHOBNIEHHS BXe
KPAN/I KapTOHHIl KopooLi 3aTBEPAKEHNX METOAIB KOHTPOSIO AKOCTI

nikapcbKoro 3acoby, a came: BUKTaAEHHSI TEKCTY
[epXXaBHOI MOBOHO 3TiHO CY4aCHWNX BUMOT 3
BHECEHHSIM KOPEKTOPCbKUX NPaBOK BifNOBIAHO
[0 OpUriHa/IbHUX JOKYMEHTIB
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
89. | BAMBOBET masb, o 15 r a6o 30 NEO dapma [OaHis NEO Na6opatopic IpnaHgjs BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/7276/01/01
r masiy Ty6i; no 1 AlC NimiTen 3MiHu | TUNY - 3MiHK Woa0 peuyenma

Ty6i Yy KApTOHHiiA
Kopobui

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itoya pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa Xammepwoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX JAaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BigNoBiAa/IbHOI 32 dhapmakoHarnsg




94

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
90. | AEKANENTU PO34MH AN1S iH'EKLI ®eppiHr LLiBenuapi BignosiganbHuii 3a Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7106/02/01
n 0,1 mr/1mn; no 1 mn IHTEepHELIHN A BMPOGHMLTBO Pecny6nika/ 3MiHu | TUNY - 3MiHK Woa0 peyenmom

y wnpwuui; no 7 CeHntep CA roTOBOrO NPOAYKTY, HimeuunHa 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

LUNPULLIB Y KOHTYPHIl NMepBUHHY YNakoBKy, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX

YapyHKOBIl KOHTPO/b SIKOCTi Ta npo cucTemy hapmakoHarnsgy (BBefeHHs

ynakosui; no 1 BUMYCK Cepii: y3araslbHeHUX AaHux Npo cuctemy

KOHTYPHIi ®eppiHr MTM6X, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

HimeyunHa,; BiANOBIAa/IbHOI 3a 3AiAiCHEHHS

YapyHKOBIli ynakoBLyi
Y KapTOHHiii Kopobuj

BignoBiganbHwii 3a
BTOPVIHHY YNaKOBKY:
deppiHr-/leunBa,
a.c., Yecbka
Pecny6nika

hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
91. | AEKAMENTA MOPOLLIOK AN ®eppiHr TM6X | HimeuunH ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7106/01/01
n peno cycneHsii ans a HimeuunHa Yecbka 3MiHK | TUNY - 3MiHK Woao peyenmom
iH'ekuUit no 3,75 wmr; (BignoBiganbHWiA 3a Pecny6nika 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
1 nonepefHL0 BUPOBHNLITBO BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
3an0oBHEHWIA LWNpuL, roTOBOrO NPOAYKTY, npo cucTemy hapmakoHarnsgy (BBefeHHs
3 nopotukom Ta 1 NepPBUHHY YMNakKoBKY, y3arasisHeHWX faHUX Npo cucTemy
nonepegHL0 KOHTPO/1b SIKOCTi Ta thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
3aMoBHEHWI Wnpuy, BUNYyCK cepii); BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
nolwmns deppiHr-/leunBa, hapMakoHarnagy; KOHTakTHoi ocobu 3
PO3YNHHNKOM a.c., Yecbka chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
(oexctpaH 70; Pecny6nika thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
nonicop6ar 80; (BignoBiganbHWiA 3a BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
HaTpilo x1opug; BTOPUHHY YMakKoBKY) BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
Hatpito (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
avrigpocbocdiar, po3MilLieHHi MacTep-haiina cuctemm
avrigpat; 1 N thapmakoHarnagy). 3miHa KOHTaKTHUX JaHuX
PO34MH HaTpito YNOBHOB&XXEHOI 0CO6OU 3a5BHUKA,
rigpokcugy, Boga BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
ONs iH'eKUin), KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
MapKyBaHHs thapmakoHarnag B YkpaiHi. [itova pegakuis:
NepBUHHUX Kyuma Bonogumunp OnexkcaHapoBuy.
yMakoBOK MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
YKpaiHCLKOK MOBOIO; IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
3'eAHYBa/IbHUIA 0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
eNleMeHT, rofkv Ans thapmakoHarnsg, B YkpaiHi. 3miHa
iH'EKLi Y KAPTOHHIN MiCLLe3HaXOMKEHHSI MacTep-goaiina cuctemm
ynakosLi chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
92. | BEKCAMETA | Tabnetku no 20 wmr, KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a He UA/16902/01/01
30H KPKA no 10 Tabnetok y HoBo mecTo bulk", nepBnHHe Ta 3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA peyenmom | nionsizae
6nictepi; no 1, 2 abo BTOPUHHE nikapcbkuii 3aci6. KOHTpob roToBOro
3 6nictepuy nakyBaHHs, nikapcbKkoro 3acoby (iHLWi 3MiHN) - nepeknag
KapTOHHIA KopoobLi KOHTPO/Ib Ta BUMYCK MK$ N3 ykpaiHCbkolo MOBO 6€3 3MiHU
cepiii: KPKA, a.4., aHaiTUYHUX METOLIB, ane 3 BUNpaB/IeHHAM
HoBo mecTo, [EsIKNX TEXHIYHUX NMOMUIIOK Ta HE3HAYHUMU
CnoBeHis; nepBuHHe KOpeKLjisiMv onncy MeTogiB Ta cneumdikadii.
Ta BTOPUHHE BBefeHHs 3MiHM NpOTAroM 6-Tn MicsLiB nicns
nakyBaHHs: KPKA, 3aTBepKEHHS; 3MiHM | TNy - 3MiHKM 3 AKOCTI.
a.4., Hoso mecrTo, Ceptudpikat BignosigHocTi/l E-cepTudpikat
COBEHIf; KOHTPO/b BiANOBIAHOCTI EBpONeichbkili
cepii: KPKA, g.4., hapmakonei/moHorpadii. MogaHHA HoBoro abo
HoBo mecTo, OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
CnoseHisa BU/IyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkin thapmakonei: ansa A®l; ons
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; AnsA 4ONOMIXHOI pevyoBuHU (cepTudikar
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHOCTI EBponeiickbkin hapmakone) -
OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne R1-

CEP 1996-019 - Rev 08 gns A®I
[ieKcaMeTasoHy Bif BXe 3aTBEPXEHOr0
Brnpo6Huka SANOFI CHIMIE, France, sikuii
3MiHuB Ha3By Ha EUROAPI FRANCE, France;
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyvoBuHN (cepTudikat

BiANOBIAHOCTI EBponeiickbkin hapmakone) -
OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1996-019 - Rev 07 (3aTBepaxeHo: R1-CEP
1996-019 - Rev 06) ans APl gekcameTasoHy Bif

BXe€ 3aTBepmxeHoro BupobHuka SANOFI
CHIMIE, France; 3miHu | Tyny - 3MiHun Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeEHb
(PIP) (iHWi 3MiHK) - 3MiHM BHeceHi B n.6 "IHLLUE"
TEKCTYy MapKyBaHHS NEPBUHHOI YNakoBK/
(6nicTep) nikapcbkoro 3acoby, a came
[0AaBaHHsA Ha NepPBUHHY YMakoBKy YOPHOI MiHiT 3
MeTOo0 6e3neYHOro 3acTocyBaHHA TabneTok no
20 mr Ta 40 Mr. BBegeHHsA 3MiHM NpoTArom 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS

93.

AEKCAMETA
30H KPKA

Tabnetku no 40 mr,
no 5 TabneTok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHI/ Kopobui

KPKA, a.4.,
Hoso mecTo

CnoBeHis

BMPOBHUUTBO "in
bulk”, nepsuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib Ta BUMNYCK

CnoseHisi

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro

niKapcbKoro 3acoby (iHwWi 3MiHW) - nepeknaz
MK$A /13 ykpaiHCbKOK MOBO 6€3 3MiHK

3a
peyenmom

He
nionseae

UA/16902/01/02
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HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPUHHE
nakyBaHHs: KPKA,
A.4., HoBo mecTo,
CnoBeHIsi; KOHTPO/b
cepiii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

[esKNX TeXHIYHUX MOMUIIOK Ta He3HaYHUMU
KOpeKLjisimm onuncy MeTozis Ta cneumdikadi.
BBefeHHs1 3MiHM NpoTArom 6-Tu MicsuiB nicns
3aTBEePAKEHHS; 3MiHN | TUny - 3MiHK 3 SIKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeCchbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ansa A®l; ons
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 1996-019 - Rev 08 gia Adl
[eKcaMeTasoHy Bif BXe 3aTBepayKeHoro
BMpo6HMKa SANOFI CHIMIE, France, sikuit
3miHMB Ha3By Ha EUROAPI FRANCE, France;
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTuddikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 1996-019 - Rev 07 (3atBepaxeHo: R1-CEP
1996-019 - Rev 06) ana A®P| gekcameTasoHy Bif,
BXe 3aTBepaKeHoro BupobHmka SANOFI
CHIMIE, France; 3miHu | Tvny - 3miHu woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B

nicnsipeecTpauiiinii nepiog, abo sk pesynbtar

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cepiii: KPKA, a.4., aHaniTMYHNX METOAIB, asie 3 BUMPaB/IEHHAM
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (iHwi 3MiHK) - 3MiHK BHeceHi B n.6 "IHLLE"

TEKCTY MapKyBaHHS NEPBUHHOI YNakoBK/

(6nicTep) nikapcbkoro 3acoby, a came
[0AaBaHHA Ha NePBUHHY YNakoBKYy YOPHOI NiHiT 3
MeTOo0 6e3nevHOro 3acTocyBaHHs TabneTok no
20 mr Ta 40 mr. BBefieHHs 3MiHM NPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAYKEHHS

94.

AEKCAMETA
30H KPKA

Tabnetkv no 8 wmr,
no 10 TabneTtok y
6nictepi; no 1, 2 abo
3 6nictepu y
KapTOHHIlA KOpooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO “in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHis; nepBuHHe
Ta BTOPUHHE
nakyBaHHsA: KPKA,
A.4., HoBo mecTo,
CnoBEHIS; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro

nikapcbKoro 3acoby (iHwi 3mMiHn) nepeknag MKA
N3 ykpaiHCbKO MOBOI 6€3 3MiHWM aHaliTUYHNX
MeTOoZiB, asie 3 BUNPaBIEHHAM AEAKNX
TEXHIYHMX NOMWOK Ta HE3HAYHUMM KOpeKLisMu
onucy metogis Ta cneundikauii. BBegeHHs
3MiHM MPOTAroM 6-Tv MicsLiB nicns
3aTBEpMKEHHS. 3MiHW | TMny - 3MiHM 3 AKOCTI.
CepTtuchikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BPONENChKil
hapmakonei/moHorpadii. MogaHHA HoBOro abo

OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60

BWyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ansa A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; Ans fONOMIXHOT peqyoBuHU (cepTudikar
BiANoOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHW cepTUdiKaT Bif YXe 3aTBEPIAKEHOr0
BMPOGHMKA - NOAAHHSA OHOBJIEHOTO cepTudiikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1996-019 - Rev 08 (3atBepaxeHo: R1-CEP
1996-019 - Rev 07) ans A®| gekcameTasoHy Bif
BXe 3aTBepKeHoro BupobHuka SANOFI
CHIMIE, France, sikuit 3MiHMB Ha3BY Ha
EUROAPI FRANCE, France

3a
peyenmom

UA/16902/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
95. | AEKCAMETA | TabneTtku no 4 wmr, KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16902/01/03
30H KPKA no 10 Tabnetok y HoBo mecTo bulk", nepsuHHe Ta 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
6nictepi; no 1, 2 abo BTOPUHHE nikapcbkuii 3aci6. KOHTPOb roTOBOro
3 bnictepu y nakyBaHHs, nikapcbKoro 3acoby (iHwi 3MiHn) nepeknag MKA
KapTOHHilA KopooLi KOHTPO/Ib Ta BUMYCK N3 ykpaiHCbKo MOBOK 6€3 3MiHM aHasTITUYHMX
cepii: KPKA, a.4., MeTOoZiB, asie 3 BUNPaB/EHHAM AeAKnX
HoBo mecTo, TEXHIYHMX NOMWOK Ta HE3HAYHUMM KOPeKLissMU
CnoBeHis; nepBuHHe onucy MeTogiB Ta cneumdikaLii. BeegeHHs
Ta BTOPUHHE 3MiHM NpPOTAroM 6-Tv MicsLiB nicns
nakyBaHHs: KPKA, 3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
n.4., HoBo mecTo, CepTtucpikat BignosigHocTi/lE-cepTudikar
CnOBEHISA; KOHTPO/Tb BiZJNOBIAHOCTI E€BpPONENChKiit
cepii: KPKA, a.4., hapmakonei/moHorpadii. MogaHHA HOBOro abo
HoBo mecTo, OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
CnoseHis BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; onsa fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBNeHWIA cepTUddikar Bif, y>e 3aTBepAKeHOoro
BMPOGHMKA - MOAAHHS OHOB/IEHOTO cepTudiikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1996-019 - Rev 08 (3atBepaxeHo: R1-CEP
1996-019 - Rev 07) ans A®| gekcameTasoHy Bif
BXe 3aTBepmKeHoro BupobHmka SANOFI
CHIMIE, France, sikuii 3MiHWB Ha3By Ha
EUROAPI FRANCE, France
96. | AEKCAOOP KOHUeHTpaT ans OpioH diHNAHAIA Bupo6HuK, Wwo PiHNsAHAIA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/11627/01/01
pO34uHy AN Kopnope#iwH 3[jCHI0E 3MiHn | TURY - 3MiHN WoAao peyenmom | nionsi2ae
iHcpy3iiA, 100 MKr/mn; BMPOGHMLITBO, 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
no 2 mna B amnyni; nepBrHHe Ta (iHWi 3MiHW) 3MiHM BHECEHO [0 IHCTPYKUIT AN
no 5 a6o 25 amnyny BTOPUHHE MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby
KapTOHHI kopo6Lyj; nakyBaHHs, [0 po3ainiB "Ocob/MBOCTi 3aCTOCYBaHHS",
no 4 mn a6o no 10 KOHTPO/1b SIKOCTI, "Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
My chriakoHi; no 4 BUNyck cepiii: OpioH iHhopmawii 3 6e3neku Aityoi pevyoBUHM 3rigHO 3
dhnakoHn y KopnopefiwH, pekomeHgauismu PRAC. TepmiH BBEAEHHS 3MiH
KapTOHHIlA KOpooLi PiHNAHAIA; NPOTAroM 2 MicAILiB MicNs 3aTBEPIKEHHS
Brpo6HWK, LWo
3[iICHIOE KOHTPO/b
AIKOCTi Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiwH, OpioH
®apma, 3aBoj B
Typky, PiHNaHgIA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
97. | OEKCMPO® rpaHynv ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17373/02/01
0OpasibHOro pPo3ynHy "®apmaueBTn "®apmaueBTUyHa 3MiHu | TUNY - 3MiHK Woa0 peyenmom nionsieae
no 25 wmr, no 10 YyHa chipma dhipma "AapHuua” 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
0HOA030BUX "NapHuus" 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
nakeTiB y navuj 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKL,i10 ANA MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3fainy "3acTocyBaHHs
y nepiof BariTHOCTi abo rofyBaHHs rpyaat”
BiAMNOBIAHO 40 OHOBNEHOI iHGhopMaLi Woao
6e3Mnekn 3acToCyBaHHS Ajit040i Pe4YOBUHM 3TiAHO
3 pekomeHpauieto PRAC. TepMiH BBeieHHS 3MiH
npoTsArom 6 micsuis nicns 3aTBepAKeHHS
98. | AEMNAKIH® TabneTku, BKpUTI TOB "CaHodhi- YkpaiHa CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/2598/02/01
EHTEPIK 300 060/10HKOI0, ABeHTIC IHoacTpia, PpaHuis; IcnaHis 3MiHK | TUNy - 3MiHK Woao peyenmom | nidssieae
KMLLKOBOPO3YMHHI N0 YkpaiHa" CAHO®I-ABEHTIC 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.

300 mr; Ne 100
(10x10): no 10
TabneTtok y 6nictepi,
no 10 6nictepiB y
KapTOHHIlA KOpooLi

C.A., IcnaHis

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"®apMakonorivyHi BNactTnsocTi" (BHECEHHS
iHchopmauii gaHnx JOKNIHIYHKX [OCAIIKEHDb NPO
AereHepauito/atpodito seyok abo aHomanii
crepmartoreHesy Ta 3HVDKEHHSI Macy S€4OK y
Aopocnux Wwypis i cobak), "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(BHECEHHS iH(hopmaLLii LoA0 BPOMKEHUX BaS,
po3BuTKy), "Cnocib 3actocyBaHHs Ta fo3m"
(BHECeHHs iHdhopMaLlii PO HeobXigHICTb
KOpexkLii f,031) BiANOBIAHO fO pekoMeHaaLil
PRAC. BBefieHHs1 3MiH NpOTArom 6-Tu Micsuis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nicnsa 3aTBepmKeHHs. 3MiHu Il Tuny - 3miHu

oo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCyBaHHS Y 3B’13KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOK/MIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
JaHumu 3 hapmakoHarnagy. 3MiHu BHeCeHo A0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3finy "3acTocyBaHHs
y nepiof BariTHOCTi abo rofyBaHHs rpyaa”
(BHECEHHS iHthopmaLii NPo MigBULLLEHWIA PU3MK
TAXKUX Baf, PO3BUTKY LleHTpasibHOI HepBOBOT
cucTemu) BIAMOBIAHO A0 MaTepianis
peecTpaLiiiHoro gocke. BBefeHHs1 3MiH
NPOTAroM 6-TU MiCALIB MiC/IA 3aTBEPMKEHHS.
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKAIHIYHUMM, KIiHIYHAMMN
JaHUMKU Ta faHvmy 3 hapmakoHarnsgy. 3miHu
BHECEHO [0 IHCTPYKLiT 418 MeAnyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMM NiKapcbknmu 3acobamu Ta
iHWi BMAW B3aemogiii" (B3aemosis 3
MeTami30/10M) BiANOBIAHO A0 MaTepiasiB
peecTpauiiHoro focbe. BBeaeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3MiHu |l TUny - 3MiHn Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHM y KOPOTKi/i XapakTepuUCTuL NlikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHnUMK 3 SKOCTI, AOKAIHIYHUMU, KIHIYHUMKN
JaHuMKn Ta faHvmy 3 hapmakoHarnsgy. 3miHu
BHECEHO [0 iHCTPYKLIi 413 MefnMyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3giny
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpyaar” (BHeceHHs iHpopmalii npo
nopyLieHHs hepTunbHOCTI), "MobiuHi peakuii”
(BHeceHHs iHdhopmaLii mpo 6e3nnigasa y
4O/10BIKiB, MOBIAOM/IEHHS MPO NiLO3PHOBaHi
no6iyHi peaxuii) BignoBigHO Ao MaTepianis
peecTpaLiiHoro gocke. BBeieHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
3MiHn |l TUny - 3MiHK Wwoao
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
3MiHM Y KOpOTKili XapakTepucTuL, NlikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
AaHVMU Ta JaHumy 3 dhapmakoHarnsagy. 3miHm
BHECEHO [0 IHCTPYKLi 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
"B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWI B1AW B3aeMogii" (BHeCceHHs iHchopmauii
Npo 0fHOYacHe 3acTOCyBaHHA Ba/bMPOEBOI
Kucnotu/kapbaneHemis Ta Npo pU3NK ypakeHHs
neuyiHkm), "OcobmBOCTi 3aCTOCyBaHHA"
(BHECEHHS iH(hopmaLii Npo HEOBXiAHICTb
NMOBTOPHOrO NPOBEAEHHS AOCAIMKEHHS PYHKLT
neyiHkK) BIANOBIAHO A0 MaTepianis
peecTpauiiHoro focbe. BBeaeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3MiHu |l TUny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHM y KOPOTKili XapakTepuUCTMLL NliKkapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHnUMK 3 SKOCTI, AOKAIHIYHUMU, KIHIYHUMKN
AaHuMKn Ta faHvmn 3 hapmakoHarnsgy. 3miHu
BHECEHO [0 iHCTPYKLIi 415 MefnMyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3giny
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpyaao” (BHeceHHs iHpopmalii npo
pu3unk po3suTky CAYT y fiTeit) BignosiaHo oo
marepianis peecTpadiiHoro gocke. BBegeHHs
3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPKEHHS.
3MiHn |l TUny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
3MiHM Y KOpOTKili XapakTepucTuL, NlikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 SKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
AaHVMU Ta faHumy 3 dhapmakoHarnsagy. 3miHm
BHECEHO [0 IHCTPYKLi 415 MeAM4YHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"®apmMakonorivyHi B1acTmBocTi" (BHECEHHSA
iHchopmav,ii Mpo AOKNIHIYHI faHi 3 6e3neku LWoao
reHOTOKCUYHOCTI, KaHLLeporeHHoCTi Ta
penpoAyKTVBHOI TOKCUYHOCTI) Ta "3acTocyBaHHsA
y nepiof BariTHOCTi abo rogyBaHHs rpyaa”
(nepexpecHe nocunaHHA Ha po3ain
"®apmMakoorivHi B1aCTUBOCTI" iIHCTPYKLIT)
BINOBIHO [0 MaTepiaiB PeecTpauiiHoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
99. | OEPUBA C renb no 5r abo no neHmapk IHAaisa neHmapk IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9245/01/01
FENb 151y 1y6i; no 1 Ty6i | dapmacbioTuK PapmacbloThKan3 3MiHu | TUNY - 3MiHK Woa0 peyenmom
B KAPTOHHIlA KOpOGL ans Jita,. nra. 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHWN BHECEHO [0
IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3giny "MNo6iyHi peakuii”
o0 6e3neky 3acTOCyBaHHSA Ailo4oi PeHOBUHM
KNiHAaMiLWH BiANOBIAHO A0 pekoMeHaau,il
PRAC. TepmiH BBeeHHSs 3MiH NpoTArom 6-tu
MiCAILiB Micns 3aTBEPKEHHSA He
pekomMeHA0BaHO. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUYyHNX JOCAiAKEHb
(PIP) (3MiHY y3roi)XeHo 3 KOMNEeTEeHTHUM
YNOBHOBaXEHVUM OpraHoM) 3MiHN BHECEHO 0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posainis "OcobnnBocCTi
3acTocyBaHHsa" Ta "lMobiuHi peakuii” Wwoao
6e3nekn 3acToCyBaHHA fil0401 peYOBUHN
KiHAAMILMH BiANOBIAHO 40 pekoMeHaaLiii
PRAC
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
100. | AEPUBA C renb, no 15 ry Ty6i; neHmapk IHAaisa neHmapk IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/14954/01/01
MC no 1 1y6i B PapmMacbloTHK PapmacbloThKan3 3MiHu | TUNY - 3MiHK Woa0 peuyenma
KapTOHHIlA KOpO6L ans Jita,. nra. 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MenyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"MobiyHi peakuii” 1WoA0 6e3nekn 3acTocyBaHHS
Ait040T peYOBVHM KNIHAAMILMWH BiANOBIAHO A0
pekomeHpauii PRAC. 3MiHn | Tuny - 3MiHn
oo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainis "Ocob6nmnBocCTi
3acTocyBaHHA" Ta "Mo6iyHI peakui™ woao
6e3nekn 3acTocyBaHHs fjito40i PevyoBUHN
KTiHAAMILMH BIANOBIAHO 40 pekoMeHaaLlii
PRAC.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
101. | ANKNO®EHA | renb, 50 mr/r, no 50 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/1539/01/03
K-340POB'A rabono 100ry 06MeXeHOo 06MeXeHo 3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA peuyenma
YNbTPA Ty6i; no 1 Ty6i B BiANOBIAa/IbHI BiANOBIAA/IBHICTIO nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
KapTOHHI KopoobLi cTHo "®apmaueBTUYHa ab0 BBeEHHS 40A4ATKOBOI AiNbHUL
"®apmaLeBTu KoMnaHis BMPOBHMLTBA 4151 YACTUHM abo BCbOro
YHa KOMMaHis "300poB'a”, YkpaiHa BMPOBHMYOrO NpoLEecy roTOBOrO JliKapCbKOro
"3nopos'a” (Bci cragii 3aco6y (AinbHMLSA, Ha SKi NPOBOAATLCA Oy b-
BMPOGHULTBA, AKi BUPOGHWYI cTagil, 3a BUHATKOM BUMYCKY

KOHTPO/Ib SIKOCTI,
BMMYCK cepii)
ToBapucTBO 3

0bMexXeHot

BignoBiga/IbHICTIO

"®apmaueBTUyHa

KoMnaHis
"3p0pos'a”, YkpaiHa
(Bci cTagii
BMPOGHMLTBA, OKpPIM
KOHTPOJIIO AKOCTI Ta
BUMYCKy cepii)

cepiil, KOHTPO/IHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakKyBaHHSA, /1 HECTEPUSIbHUX
nikapcbknx 3acob6is). CynyTHA 3MiHa- 3MiHU 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHM abo BCbOro
BMPOGHMYOro NPOLLECY rOTOBOTO liKapCbKOro
3aco0y (AiNbHWLA 415 BTOPUHHOTO NakKyBaHHS) -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOGHMLTBA 415 YACTUHN
ab0 BCbOro BMPOGHNYOTro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUA 415 NEPBUHHOMO
nakyBaHHs1) BBEAEHHSA A0AATKOBOT AiMbHULL
MI® (appeca: YkpaiHa, 08301, Kuicbka 0611.,
M. Bopucnine, Byn. LWesuenka, 6ya. 100, niT. B-1I
(kopriyc 4)) [0 3aTBEPKEHOI AiNbHNL
MPN®CIA (uex ®XLl) (agpeca: YkpaiHa, 61013,
Xapkiscbka 0671., MiCTO Xapkis, Bynuus
LlleBueHka, 6yanHok 22). Ha ginbHuui M1
6yayTb NPOBOAMTUCS YCi BUPOGHWYI cTagii (y
TOMY YAC/i NEPBMHHE Ta BTOPYHHE NakKyBaHHS),
3a BUHATKOM KOHTPOJt0 AKOCTi J13 Ta BUNYyCcKy
cepii.OHOBMEHHS TEKCTY MapKyBaHHSA ynakoBKU
nikapcbKoro 3acoby, a came 3a3HauyeHHs1 PYHKLT
BMPOGHMKA Y 3B'A3KY 3 BBEAEHHAM J04ATKOBOI
BMPOBHUYOT AiNbHULI. BBEAEHHS 3MiH NPOTAroM
6-Tv MicALIB NicnsA 3aTBepKEHHA. 3MiHu | Tuny -
3MiHu 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/ItovaoUn
[iana3oH po3mipy cepii) roToBOro /likapCbKoro
3aco6y (3meHLweHHs 1o 10 pasis) BBeAEeHHS
[0[aTKoBOro po3Mmipy cepii /13 ans goaaTkosi
AinbHULi BUpO6GHMLTBa ToBapucTea 3
06MEXEHOH BiANOBIAA/IbHICTIO
"apmaLueBTUYHa KOMNaHisa "3p0poB’a” - uex
M/1®, W0 3HaXoANTLCA 3a afpecoro: YkpaiHa,
08301, KviBcbka 0611., M. Bopucninb, Byn.
LLleByeHka, 6ya. 100, nit. b-1l (kopnyc 4).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
102. | ANHACTAT niodpinisat gns Mdpaiizep IHk. CLIA BTOPUHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/2286/01/02
pO34nHYy ANA iH'eKUl nakyBaHHs1, BUMYCK CWA 3MiHu 1l TUny - 3MiHK Woa0 peuyenmom | nidssieae
no 40 wr; 10 cepii: 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
chakoHiB 3 Mdpaiizep 3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
niogpinizatom y MeHo ek ypuHr 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
KapTOHHIA KOpO6L Benbria HB, benbris MeJMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBYMMU
BMPOGHMLTBO in OaHUMK 3 IKOCTI, AOKAIHIYHUMM, KIiHIYHAMMN
bulk, nepsuHHe OaHumy Ta AaHumu 3 hapmakoHarnagy - 3miHu
naxkyBaHHs: BHECEHO A0 IHCTpYKLii Ana MmegmyHoro
dapmavisa i AnmxoH 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
Komnani N11C, CWWA "Mepeno3yBaHHA" BiANOBIAHO A0 MEANYHUX
pekomeHaauin CHMP EMA wof0 roctporo
nepefo3yBaHHA HECTEPOigHMU
npoTu3ananbHUMK 3acobamn. BeegeHHs 3MiH
npoTarom 9 micsLiB Nicns 3aTBEPAKEHHS.
103. | ANHACTAT niodpinizat gns Mdpaiizep IHk. CLIA BTOpPUHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/2525/01/01
pO34nHY ANs iH'eKUl nakyBaHHs1, BUMYCK cuwA/ 3MiHu Il TUnYy - 3MiHK Woa0 peyenmom | nidssieae
no 40 mr; 5 cepii: ITanisa 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
chnakoHiB 3 Mdpaiizep 3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
niogpinizatom y MeHodeKUypUHr 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns

KOMMekTi 3 5
amnynamu
PO3UMHHMKA MO 2 M/
(HaTpito xnopua,
BOAA ANS iH'EKLiN) Yy
KapTOHHIlA KOpooLi

Benbris HB, Benbris
BMPOGHMLTBO in
bulk, nepsuHHe

nakyBaHHS:
dapmavis i AnmxoH

KomnaHi /11C, CLUA
BMPOGHWKN ANA

PO3YMHHYKA:
NOBHUIA LMK
BMPOOHULITBA TA
BUMYCK:
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB, Benbris
NOBHUIA LMK
BMPOOHULITBA TA
BUMYCK:
AxTasic |Tanis
C.n.A., ltanis

MeAMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMM, KIiHIYHAMMW
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mepefo3yBaHHA" BiANOBIAHO 4O MEANYHUX
pekomengauii CHMP EMA w040 roctporo
nepefo3yBaHHA HECTePOigHMU
npoTu3ananbHUMK 3acobamun. BeegeHHs 3MiH
npoTArom 9 micsALiB NicNs 3aTBEPAXKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
104. | ANNPOCIMAH | cycneHsia ans OpraHoH LLiBenuapi [na amnyn: ®paHuia/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9168/01/01
® iH'ekujil; no 1 mn B CeHTpan Ict A Bupo6HuK in bulk, Benbris 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
amnyni; no 5 amnyn M6X nepsuHHe signosigHocTi/l E-cepTudikar BignosigHoCTI
B KapTOHHIiA nakyBaHHs: €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
Kopo6ui; no 1 mn B CEHEKCI HSC, NnoB'A3aHi 3 HeOOXIAHICTIO NPYBEAEHHS Y
nonepeaHL0 ®paHuia; BUpobHWK BiANOBIAHICTL A0 MoHOrpadii APY abo
HaroBHEHOMY 3a NOBHUM LK/TOM: €Bponelicbkoi hapmakonei, abo iHwoTi
wnpuyi; no 1 LepiHr-Mnay Na6o HauioHasbHOT hapmakonel gepxasun €C (3MiHa
LINPULY B KOMNAEKTI H.B., Benbriga; Ans y cneundikauisix, nos's3aHa 3i 3MmiHamu B oY,
31a6o2 nonepegHL0 abo €sponelicbkiii hapmakonei, abo iHLWii
CTepU/IbHUMU HanoBHEHUX HaLjioHasnbHili hapmakonei gepxasu €C)
rofikamvi B LwnpuLiB: BUpobHMK npuBefeHHs cneundikauii Ta MeToAis KOHTPO/IO
nnacTyKoBoMy 3a MOBHUM LMK/IOM: A®| BeTameTasoHy AunponioHaty y
KOHTEliHepi B CEHEKCI HSC, BiANOBIAHICTb 4O BUMOTr MOHoOrpadii
KapTOHHilA KOpO6L ®paHuis; BUpobHWK €sponeiicbkoi thapmakonei 10.3.
3a MOBHUM LMK/IOM:
LepiHr-Mnay Naéo
H.B., Benbris
105. | ANTUNIH- PO34MH A5 iH'EKLA TOB "BIOJIIK YkpaiHa TOB "BIOJIIK YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/4076/01/01
BIONIK 20 mr/mnno 5 mn B PAPMA" DAPMA" 3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA peyenmom
amnyni; no 5 abo no nikapcbkuii 3aci6. KOHTponb rotToBoro
10 amnyn y nauuj; nikapcbKoro 3acoby (iHwi 3MiHn). 3MiHn o MKA
no 5 mn B amnyni; N3 nepeknag 3 pociicbkoi MOBU Ha YKpaiHCbKY;
no 5 amnyny BHECEHHS YTOUHEHHS B HyMepaLlii No3Ha4YeHHs
6nicTepi, no 1 abo BeNMUMHM X B pO3paxyHKoBUX hopmynax, a
no 2 6nictepu y came BMICT AUTuUAIHY sk X1, a BMiCT
nauuj ackop6iHOBOT KMCNOTY AK X2. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHWN. BuyuyeHHs1 BUPOGHUYOT
OinbHUL (BKIHOYaoUM AinbHUL Ana Adl,
NPOMIXXHOrO MPOAYKTY abo roToBOro NMikapCbKoro
3aco6y, AiNbHULI A58 NPOBeAEHHS NakKyBaHHS,
BMPOGHMKA, BiANOBifaNIbHOIO 3a BUMYCK Cepil,
MicLie NpOBEeAEHHSI KOHTPO/IO cepii) abo
noctavasibH1Ka BUXiAHOIO MaTepiasy, peareHty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0Cbe). BunyyeHHs Bupo6Huka AP auTunix -
®AYMN "CKTB"TexHonor". 3atBepaKeHo:
HTLUO®X HAH PB AHKO IHCTUTYT TOHKOI
opraHiyHoi ximii im. A.J1. MHgKosHa, Pecnybnika
BipmeHis;
®AYTM "CKTB "TexHonor", Pociiicbka
depepauis. 3anponoHoBaHo: HTLLO®X HAH PB
[OHKO IHCTUTYT TOHKOT opraHiuHoi ximii im. A.J1.
MHmpkosiHa, Pecny6nika BipmeHis
106. | AINTAKCA® kancynu no 200 wr, KPKA, 4.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/14780/01/02
no 10 kancyny HoBo mecTO mMecTo, C/ioBeHis 3MiHK | TUNy - 3MiHK Woao peyenmom | niosisieae
6nictepi; no 1, 2 abo (NOBHWIA LKA 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
3 6nictepu B BMPO6HMLITBE,; (iHWi 3miHK) - 3mMiHKM Ao MKSA /13 3a po3ginom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KapTOHHI KopoobLi

KOHTpO/b cepii)

«MAPKYBAHHSA»
3arsepaxeHo: MAPK/IPOBKA CooTseTcTByeT
npeAocTaBEHON MapKUPOBKe YNakoBKY;
3anponoHoBaHo: MAPKYBAHHA. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3aco6y 3 BHECEHHSM iHthopMmalii Lwoao
3a3HaYeHHs O4MHULL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NpOTArom 6-Tu micauis nicns
3aTBEPMKEHHS; 3MiHM | TMNy - 3MiHW 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikar
BiZJNOBIAHOCTI E€BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; onsa fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBNeHWIA cepTUddikar Bif, y>e 3aTBepAKeHOoro
BMPOOHUKA - MOJaHHS OHOB/IEHOrO cepTudikaTy
BiANoBigHOCTI E€Bponeiickkoi hapmakonei Ne
R1-CEP 2012-404-Rev 00 (nonepefHs Bepcis
CEP Ne RO-CEP 2012-404-Rev 02) Big,
3aTBepAKEHOro BUPo6bHUka Ad| Lienekokecuody
Jiangxi Synergy Pharmaceutical Co., Ltd; 3miHu
| TNy - 3miHK 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkili hbapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikara
BiANoBiAHOCTI a60 BUYYEHHS cepTudikaTa
BiNOBIgHOCTI €Bponelickkilt thapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/npoOMKHOI0 NPOAYKTY, O
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBEHWiA cepTUdiikar Bif, y>e 3aTBepaKeHoro
BMPOOHUKA - MOJaHHS OHOB/IEHOrO cepTudikaTy
BiANoBigHOCTI E€Bponeiickkoi hapmakonei Ne
R1-CEP 2012-388-Rev 02 Big 3aTBEpP4KEHOMO
BMpoGHMKa AD| uenekokcnby Alembic
Pharmaceuticals Limited, IHgjis; 3miHu | TUnYy -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHWLTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOJAHHA OHOBEHOTO cepTudikaTy
BifnoBigHOCTI €Bponelicbkol chapmakonei Ne
R1-CEP 2012-388-Rev 01 Big 3aTBEpAXeHOro
BUpo6HMKa AP Lienekokcnby Alembic
Pharmaceuticals Limited, IHgis; 3minu | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkin hapmakone) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOOGHUKA - NOAAaHHSA OHOBJ/IEHOTO cepTudikaty
BiAMOBIgHOCTI €Bponeiicbkoi hapmakonei Ne
R1-CEP 2012-388-Rev 00 (nonepeaHs Bepcis
CEP Ne RO-CEP 2012-388-Rev 01) Big,
3aTBepAKEHOro BUpo6Huka A®I Lenekokcmoy
Alembic Pharmaceuticals Limited, IHAis; 3MiHK |
TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. KoHTposb roToBOro NMikapcbKoro 3acoby
(iHWi 3MiHW) - OHOB/IEHHS BXe 3aTBepIKEeHNX
MeTO/IB KOHTPOJII0 AKOCTi NikapCbKoro 3acoby, a
came: BUKNAAEeHHS TEKCTY AePXaBHOK MOBOIO
3riiHO Cy4acHWX BUMOT. BBeaeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS;
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
TepMiHax NpuaaTHOCTI abo ymMoBax 36epiraHHs
roTOBOrO NiKaPCbKOro 3acoby (36i/bLIeHHS
TEepMiHy NpuaaTHOCTI FOTOBOro NiKapcbKoro
3acoby) - /19 TOprosoi ynakoBkn
(nigTBEPAXYETHCA AaHUMW PEasTbHOr0 Yacy) -
36i/bLLUEHHS TepPMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby [fitoua pegakuis TepmiH
npuAaTHOCTI: 2 pokn MNMponoHoBaHa peaakuis
TepMiH npugatHocTi: 3 poku BHeceHi B
IHCTPYKL,i10 418 MeANYHOro 3acTOCyBaHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbKoro 3acoby y po3ain "TepMiH
npuaaTHocTI". BBeAeHHS 3MiH NpOTArom 6- Tn
MiCALIB MiCNA 3aTBEPKEHHS; 3MiHu | TNy -
3MiHu 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNPobyBaHb
(BKNKOYALOUM 3aMiHy ab60 [OMNOBHEHHS)) - 3MiHU
METOAY KOHTPOJIK0 SIKOCTi 38 NOKa3HWKOM
«PO34YNMHEHHSA» Y 3B'A3KY 3 BUKOPUCTaHHAM
0,01M HCL po3uunHy 3 nencuHamm i 0,75% SLS
i3 nonacTamu i3 WBKUAKICTIo 75 rpm.
BBeaeHHs 3MiH NpoTarom 6- TM MicAUiB micas
3aTBEepPMKEHHS; 3MiHN | TUny - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapCbKOro 3acoby (3BYXXEHHS JOMyCTUMUX
MeX) - 3MiHV napameTpiB cneyudikauii MN13 3a
NOKa3HNMKOM «PO34YMHeHHS». BBeeHHs 3MiH
NpoTArom 6- T MicALIB NiCNSA 3aTBEPKEHHS

107.

LOINAKCA®

Kancynu no 100 wr,
no 10 kancyny
6nictepi; no 1, 2 abo
3 6nictepu B
KapTOHHIlA KOpooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo
mMecTo, CroBeHis
(noBHMIA LMKN
BMPOGHMLITBA;
KOHTPO/Ib cepil)

CnoBeHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHWWi 3miHK) - 3mMiHM Ao MKA N13 3a po3ginom
«MAPKYBAHHS» 3aTBepaxeHo:
MAPKMPOBKA CooTseTcTBYyeT
npeAocTaBeHON MapKUPOBKE YMakoBKY;
3anponoHoBaHo: MAPKYBAHHA. BignosigHo Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOBNEHHS
TEKCTY MapKyBaHHA yNakoBKN NikapCbKoro
3aco6y 3 BHeCeHHsAM iHdhopMauii Wwoao
3a3Ha4YeHHs OAVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeAeHHS 3MiH NpPOTArom 6-TW MicAuiB nicns
3aTBEPKEHHS; 3MiHN | TUny - 3MiHM 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONechkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkilt hapmakonei: ans Adl; ons
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif yXe 3aTBEepAKEHOro
BMPOOHUKA - NOJAaHHSA OHOBJ/IEHOrO cepTuddikaty
BiANoBIigHOCTI €Bponeicbkoi dhapmakonei Ne

3a
peyenmom

He
nionsieae

UA/14780/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
R1-CEP 2012-404-Rev 00 (nonepeaHs Bepcis

CEP Ne RO-CEP 2012-404-Rev 02) Big,
3aTBEpPAXEHOro BUpo6HMKa AP| Lienekokcnby
Jiangxi Synergy Pharmaceutical Co., Ltd; 3miHn

| TMny - 3miHK 3 AkocTi. CepTuUdikat
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NoBIAHOCTI ab0 BUIyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peYoBUHM (CepTuddikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOJAaHHA OHOBMEHOTO cepTudikaTy
BiAnoBigHOCTI €Bponelicbkol chapmakonei Ne
R1-CEP 2012-388-Rev 02 Big, 3aTBepAXeHOro
BUpo6HMKa AP Lenekokcnby Alembic
Pharmaceuticals Limited, IHgis; 3minu | Tuny -
3miHu 3 gkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana

BMXigHOro Matepiany/peareHTy/npomikHOro

NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT pevoBuHU (cepTudikar

BiANOBIAHOCTI EBponeiickbkin hapmakonei) -

OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOOGHUKA - NOAAaHHA OHOBJ/IEHOrO cepTudikary
BiAMOBIgHOCTI €Bponeiicbkoi hapmakonei Ne
R1-CEP 2012-388-Rev 01 Big 3aTBEpKEHOr0

BMpOGHMKa AP| Lienekokenby Alembic
Pharmaceuticals Limited, IHgis; 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. MogaHHA HOBOro abo

OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60

BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons

BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro

A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHNLTBI

OHOB/EeHWIA cepTUddikar Bif y>Ke 3aTBepAKeHOoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMPOOHUKA - MOJaHHS OHOB/IEHOrO cepTudikaTy
BiANoBigHOCTI EBponeiickkoi hapmakonei Ne
R1-CEP 2012-388-Rev 00 (nonepefHs Bepcis

CEP Ne RO-CEP 2012-388-Rev 01) Big,
3aTBepAKeHOro BUpo6bHUka Ad| Lenekokecuoby
Alembic Pharmaceuticals Limited, IHais; 3miHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA NikapCbknii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
(iHLWi 3MiHW) - OHOBJ/IEHHS BXE 3aTBEPLKEHNX
MeTOZIB KOHTPOJIK0 AKOCTi NiKapCbKoro 3acoby, a
came: BUKNaAEeHHS TEKCTY AEePXKaBHOK MOBOLO
3riHO Cy4yacHUX BUMOT. BBeAEeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPAKEHHS;
3MmiHu | TMNy - 3MiHK 3 SKOCTi. ToTOBMIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepMiHax NpuAaTHOCTIi abo yMoBax 36epiraHHs
roTOBOrO NliKapCbKoro 3acoby (36i/bLIeHHS
TEePMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - 115 TOproBoi ynakoBku
(nioTBEPAXKYETHCA AAaHUMU PEA/ILHOIO Yacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby [itoya pegakuis TepmiH
npuAaTHOCTI: 2 poky MNMponoHoBaHa peaakuis
TepMiH npugaTtHocTi: 3 pokn BHeceHi B
IHCTPYKLU,iI0 4151 MeAIMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH
npugaTHocTi". BBeAEHHA 3MiH NPOTAroM 6- Tn
MiCALIB MiC/1A 3aTBePKEHHS; 3MiHu | Tuny -
3MiHM 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BunpobysaHb
(BKtOYAOUMN 3aMiHy ab0 AONOBHEHHS)) - 3MiHW
MeTOAY KOHTPOJIH0 SKOCTi 38 NOKa3HVKOM
«PO34YMHEHHSA» Y 3B'A3KY 3 BUKOPUCTaHHAM
0,01M HCL po3uunHy 3 nencuHamu i 0,75% SLS
i3 nonacTamu i3 WBKUAKICTIo 75 rpm.
BBefeHHA 3MiH NpOTArom 6- TM MicAuiB nicns
3aTBEPAKEHHS; 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (3BYXXEHHS JOMYyCTUMUX
MeX) - 3MiHK napameTpis cnevumdikadii M3 3a

NOKa3HUKOM «PO34YMHEHHS». BBEAEHHS 3MiH
NpPOTSArom 6- TM MicALB Nic/ia 3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
108. | AOKTOP NbOASHUKK; MO 4 TOB YkpaiHa HOHik IHais BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 UA/2412/01/01
MOM® 3I NbOASHVKA Y CTPUNI; "[I>XOHCOH i dapmMacboTUKa YTOUHEHHSA peecTpauiliHol npoueaypu B peyenma
CMAKOM no 5 ctpunis y [>KOHCOH Nab6opaTopi3 Hakasi Ne 1037 Big 08.06.2023 B npoueci
NMMOHA KapTOHHI KopoobLi YkpaiHa" (BippineHHs dipmun BHECEHHSA 3MiH - 3MiHu | Tuny - 3MiHW 3 AKOCTI.
"Ox. B. Kemikans [oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHLwi
eHf 3MiHM) - 3MiHN B KOpUryBaHHi cknagy
dapmacbloTUKan3 NiKapCbKOro 3acoby, a came yTOUHIETbCSA
nrp.") KINbKICTb aKTUBHUX Ait0UMX peYOBUH. KinbkiCTb
iHrpedieHTiB 3a3HavaeTbCa y nepepaxyBaHHi
POC/IMHHOT CUPOBUHW — NiKAPCbKNX Tpas
(conopkm ronoi, iM6upy, em6ikM) Ha KiNlbKiCTb
CYXVX eKCTPaKTIB, L0 OTPUMYIOTb 3 LUX Tpas, 3
BiANOBIAHMMYK 3MiHamy B po3ain «Cknag» MKA
N13. 3MiHN BHeceHO B iHCTPYKLito Ans
MeAUYHOro 3aCTOCyBaHHS NliKapCbKOro
3aco0by y po3gin «Cknag» 3 BignoBigHUMuN
3MiHaMM y TeKCTi MapKyBaHHSA yNakoBKu
nikapcbKoro 3acoo6y. BeefeHHs1 3MiH NpoTArom
6-TW MicsUIB NicNs 3aTBEPKEHHS.
109. | AONTIOKC TabneTku, BKPUTI "HOHiK IHais FOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/3939/02/01
PETAPL NNiBKOBOO PapmacboThK dapmacboTUKas 3MiHK | TUNy - 3MiHN Woao peyenmom nionseae
060/10HKOI0, an JNlabopaTopis 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
NPOIOHTOBaHHOI Ail Na6opaTtopiz” (BipfineHHs dipmu 3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
no 100 mr no 10 (BipgaineHHs "Ix. B. Kemikan3 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
Tabnetok y 6nictepi; | cipmun "Ox. B. eH MeJMNYHOro 3acTOCyBaHHS Ha MigcTaBi
no 1, no 2, a6o no Kemikans eHg, dapmacbloTUkan3 perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
10 6nicTepiB y dapmMacblTHK Nt nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
Kopobui ans /itg.")

3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHV BHECEHO B IHCTPYKLiO 415 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"MpoTrnoka3aHHA", "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHs rpy4Aat0" BignoBigHO
[0 OHOB/EHOI iHGhopMaLT LWoao 6e3nekn
3aCTOCyBaHHA Ait040T PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC. BBeeHHS 3MiH
npoTArom 3-x MicAUiB 3 aTN 3aTBepKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
110. | AOHOPMIN TabneTku, BKpUTI YMNCA CAC ®paHuisa YMNCA CAC ®paHuia BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: Ne 10 — 6e3 - UA/7213/02/01
060/10HKOM0, M0 15 3MiHu | TUNY - 3MiHK Woa0 peyenma;
mr; no 10 a6o no 30 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy. Ne 30 — 3a
Tabnetok y Ty6i; no BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX peyenmom
1 Ty6i B KAPTOHHiIl npo cuctemy papmakoHarnsgy (BBefeHHs
KopooLi y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHKa, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy: fitoua pegakuis: Lilit
Khatchikian, MD, MS. MNponoHoBaHa peaakuis:
El Mahdi Benchekroun, MD. 3MiHa KOHTakTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKa,
BiNOBiAA/IbHOI 32 3AiCHEHHS hapmakoHarasay
111. | AOHOPMIN TabneTky Wwunyyi no YIMNCA CAC PpaHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: Ne 10 - 6e3 - UA/7213/01/01
15 wr, no 10 3MiHu | TMNYy - 3MiHK WoA[0 peyenma;
Tabnetok y Ty6i; no 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy. Ne 20 — 3a
1a6o2T1y6M B BBeneHHs ab0 3MiHM A0 y3arasibHeHUX JaHnUX peyenmom

KapTOHHI Kopoobui

npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3aMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIA&UIbHOI 3a 34IICHEHHSA
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHOI 0cobu
3a8BHWVKa, BiANOBIAAILHOI 38 34iiCHEHHSA
thapmakoHarnsgy: fOitoua pegakuyis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis:
El Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXXEHOT 0CO6Y 3asiBHYMKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
112. | AOP30N® Kpanni O4Hi, po3ymH Aapas- Xopsaris AppaH-IaneHcbkuit XopBarTisi BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/14027/01/01
2%;no5mMny laneHcbKuii Na6oparopiit 4.4. 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
doNakoHi- Na6opaTopiii 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
KpanesnbHuui; no 1 4.4, 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
donakoHy- 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
KpanesnbHuLi B MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHI KopoobLi perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainm "Cnoci6
3acTocyBaHHA Ta o3un”, "MobiyHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
L0401 pevyoBUHU
113. | APOTABEPU | Ta6bnetku 40 Mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 - UA/7468/01/01
H-OAPHULA 10 TabneTok y "papmaueBTu "®apmMaLeBTnyHa 3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb peyenma
KOHTYPHIi yHa chipma thipma "AapHuusa” A®l. 3miHa y napameTpax crneuudikauiii Ta/abo
YapyHKOBIl "OapHuus” [ONyCTUMUX MeX, BU3HaYeHUX Yy cnevmdikaisax

ynakosLi, no 2 a6o 3
KOHTYPHI YapyHKOBI
yNakoBKM Yy naull

Ha A®|, abo BMXifgHWIA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa API (BUITYUYEHHS
HEe3Ha4YHOro MoKasHuKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) BUTy4YeHHS
NOKA3HWKIB AKOCTI «PO3UNHHICTb»,
«Temneparypa nnasfeHHs», «Baxki metanm» 3i
cneuudikauii A®| gpotaBapuHy rigpoxnopuay,
Bi4NOBIAHO A0 aKTyasibHUX MaTepianis
BMPOBHMKA Ta aHas1i30M py3ukiB 3rigHo 3 ICH
Q3D Guideline for Elemental Impurities. 3MiHu |
Uy - 3MiHKU 3 AKOCTi. APl KoHTposb APL. 3miHa
y napameTpax cneuugikauii Ta/abo gonyctmmMmmx
MeX, BU3Ha4YeHNX y crneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMXHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHwi 3miHn) Jo po3ginis: 3.2.S.4.1.
Cneuundpikanis Ta 3.2.S.4.2. AHaNITUYHI
mMeToavkm Ans APl apotaBapuHy rigpoxaopuay,
BHOCATbCS HE3HAYHI 3MiHW Ta peAakLiliHi
YTOYHEHHSI 3@ MOKa3HNKOM AKOCTi
"Mikpo6ionoriyHa unctoTta". CynyTHs 3MiHa -
3miHu 3 axkocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA A®| abo BUXIgHOIO
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BUKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BUNPOOGYBaHHSA) . 3MiHN | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®Il. 3MiHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3mMiHM y MeTogax BUNPo6yBaHHS
(BKtOvaroun 3aMiHy abo fonoBHeHHS) Ad| abo
BVXiZHOro/npomikHOro NpoaykTy) BHeceHo
3MiHW Ta peAakLiiHi yTOUHEHHS, siki opopMIIeHi
BiANOBIAHO A0 matepianis dipmu-BMPOOHUKA Ta
pekomeHgauin AdY, pns APl gpotaBapuHy
rigpoxnopugy go posginis: 3.2.5.4.1.
Cneuudpikauist 3a nokasH1UkamMm ssKocTi «Onme»,
«KonbopoBiCcTb pPO3unHy», «CynpoBigHi
JOMILLKM», «CynbhaTHa 30M1a», «3a/IULWKOBI
KiNIbKOCTi OpraHiyHnX po34NHHUKIB»
(HopMyBaHHA MOKa3HWKIB NPMBEAEHO A0 BUMOT
BMpOOHUKa), 3.2.S.4.2. AHaNITUYHI METOAMKM 3a
nokasHukamm sikocTi «Onuc» , «Btpata B Maci
npy BUCYLLYBaHHI» (METOAW NPUBELEHO A0
BMMOT BUPO6HUKA), «laeHTudikaulis»,
«Mpo30picTb Po3unHy», «Boga», «KinbkicHe
BM3HAYEHHS» (BHECEHO pefaKLuiiiHi npaBku),
«CynpoBigHi AOMILLKM», «3a/TULLIKOBI KiTbKOCTI
OpraHiYHMX PO34MHHKKIB» (NpYBEAEHO 40 BUMOT
BMPOGHMKA Ta MPOBEAEHO BaslifaLilo METOAMK).
CynyTHS 3MiHa
- 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo gonycTuMmx
MeX, BU3HaYeHux y cneumadikauisax Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW). 3MiHW | TUNY - 3MiHK 3 SKOCTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHA A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [1OCLE cepTudikaTa
BiANOBIAHOCTI €Bponelickkili hapmakonei, Lo
BKJ/1HOYAE Nnepios, MOBTOPHOr0 BUNPOGYBaHHS)
(IHLWI 3MiHW) BHECEHHSA 3MiH 40 PO3Ainy «YMOBU
36epiraHHa» ans APl gpotaBapuHy
rigpoxnopuay, a came BHECEHO nuLle
pefaKuiiiHi yTOYHEHHS LW0A0 36epiraHHs
cybcTaHUii B opuyriHanbHii ynakosu,i (B
opuriHanbHii ynakoBLji Npy Temneparypi He
BuLle 25°C)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
114. | EBKABA/N® cupon, 3 /151 B 100 ecrnapma HimeuunH | dapma BepHirepoge HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/5754/01/01
cupon rno 100 mny M6X a v6X 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma
chnakoHi i3 ckna; no nikapcbkuii 3aci6. Cuctema
1 donakoHy B KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y

KapTOHHilA KopooLi

NEepPBUHHIN yNakoBLji rOTOBOro NikapcbKoro
3acoby (SKicHMI Ta KinbkicHuiA cknag) - M'siki Ta
HecTepw/IbHi pigki nikapcbki hopmMm - —
BHECEeHHS 3MiH A0 p.3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3aci6, a came
3MiHa noninponisieHy Ta KoSIbOPOBOro areHTa
KPULLIEYKY, Y 3B'A3KY 3 NPUMNHEHHAM
BMPOGHULTBA paHille 3aTBEePKEHNX
matepianis. 3arBepmxeHo: KSK, NW 28 of
Polypropylene ExxonMobil PP 1013 HI white
Color concentrate HT MAB PE 9071
3anponoHoBaHo: KSK, NW 28 of Polypropylene
e.g. Repsol Healtheare HPP08G, white Color
concentrate HT-MAB SE 9050 or REMAFIN-EP
white. 3miHu | Tvny - 3miHu 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
nocTavasnibHvKa nakyBasibHVUX martepianis abo
KOMNEKTYUMX (SKLWO 3a3Ha4YeHO B AOCLE)
(3amiHa abo foAaBaHHsS NocTavyasibHUKa) —
3aMiHa nocTavasibHMKa CKASAHUX qO1aKOHIB.
3artBepmkeHo: Amber glass bottle 100 ml GL 28
according to the hydrolytic class Ill Ph. Eur.
Supplier 100 ml: Remy&Geiser Gerresheimer
Rak Ghani 3anponoHoBaHo: Amber glass bottle
100 ml GL 28 according to the hydrolytic class IlI
Ph. Eur. Supplier 100 ml: e.g. Remy&Geiser e.g.
Bormioli e.g. Rak Ghani
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
115. | EBO/IOHI® MOPOLLIOK AN OPrAHOCWVH OAE BMPOOHULITBO 3a MopTtyranis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17087/01/01
PO3uMHY Ans iH'ekuiii | JTAMDCAEHC NOBHUM LMK/TOM: TypeyunHa 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
a60 iHdysiii no 40 N3 (E® 3ET 1) Codghapimekc — 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.

mr; 1 a6o 10
oNakoHiB 3
MOPOLLKOM Yy nayLi

IHgycTpia Kimika e
PapmacbloTika,
C.A., MopTyranis;
BVMPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NEPBUHHE
nakysaHHsa: JEBA
XongiHr Ei. Ec.,
TypeyunHa

3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainm "OcobnneocTi
3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
OHOB/IEHOT iHdopMaLiii 3 6e3neku gitoyoi
peyoBMHW. BBELEHHA 3MiH MPOTAroM 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
116. | EKBOPA/N® Kancynm m'siki no 50 TOB «TeBa YkpaiHa Tesa Uex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7471/02/02
mr; no 10 kancyn y YkpaiHa» c.p.o. Pecny6nika 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

6nictepi; no 5
6nicTepiB y kopobLi

nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevundikayisx, nig vyac
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOOYBaHHSA B
npoLeci BUPOGHULITBA) BUMYYEHHS 3 po3giny
3.2.P.3.4. KOHTPO/b KPpUTUYHKX CTagii Ta
NPOMDKHOI MpoAyKuil BUNpobyBaHHSA 3a
napameTtpom «lgeHtudikauia (BEPX)» nig vac
BMPOGHULITBA /151 KOHTPOSIHO HANMOBHEHHS
Karcyn B 38'A3Ky 3 Ay61t0BaHHAM BUNPOOYBaHHA
LibOr0 HEKPUTUYHOTO NapameTpy 3
BMNPOGYBaHHAM NPOMDKHOrO NPOAYKTY Ta
roToBOro NpPoAyKTy. BeefeHHs1 3MiH npoTsrom 6-
TN MiCALIB Nicna 3aTBEPLXKEHHSA. 3MiHW | Tvny -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBHNLTBI. 3MiHM BUNpo6yBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA rOTOBOrO
NikapcbKoro 3acoby (BUy4eHHS HECYTTEBOTO
BMNPO6YBaHHSA B Npoueci BUPOOHULTBA)
BUYyYeHHS 3 po3giny 3.2.P.3.4. KoHTposb
KPUTUYHKX CTaAjiil Ta NPOMDKHOT NpoAyKLi
BMNPOOYBaHHA 3a NapameTpom «BmicT Bogu»
nig Yac BUPOGHULITBA A/151 KOHTPOSIO
HanoBHEHHSA Kancyn B 3B'A3Ky 3 Ay61t0BaHHAM
BUMPOOYBaHHA LibOr0 HEKPUTUYHOTO NapameTpy
3 BUNMPOGYBaHHSAM NMPOMIXHOIO NPOAYKTY Ta
rOTOBOrO NPOAYKTY.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
117. | EKBOPAN® Kancysm M'siki no TOB «TeBa YkpaiHa Tesa Uex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7471/02/03
100 wmr; no 10 YkpaiHa» c.p.o. Pecny6nika 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

Kancyn y énictepi;
no 5 6nictepiB y
KopooLi

nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevundikayisx, nig vyac
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOOYBaHHSA B
npoLeci BUPOGHULITBA) BUMYYEHHS 3 po3giny
3.2.P.3.4. KOHTPO/b KPpUTUYHKX CTagii Ta
NPOMDKHOI MpoAyKuil BUNpobyBaHHSA 3a
napameTtpom «lgeHtudikauia (BEPX)» nig vac
BMPOGHULITBA /151 KOHTPOSIHO HANMOBHEHHS
Karcyn B 38'A3Ky 3 Ay61t0BaHHAM BUNPOOYBaHHA
LibOr0 HEKPUTUYHOTO NapameTpy 3
BMNPOGYBaHHAM NPOMDKHOrO NPOAYKTY Ta
roToBOro NpPoAyKTy. BeefeHHs1 3MiH npoTsrom 6-
TN MiCALIB Nicna 3aTBEPLXKEHHSA. 3MiHW | Tvny -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBHNLTBI. 3MiHM BUNpo6yBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA rOTOBOrO
NikapcbKoro 3acoby (BUy4eHHS HECYTTEBOTO
BMNPO6YBaHHSA B Npoueci BUPOOHULTBA)
BUYyYeHHS 3 po3giny 3.2.P.3.4. KoHTposb
KPUTUYHKX CTaAjiil Ta NPOMDKHOT NpoAyKLi
BMNPOOYBaHHA 3a NapameTpom «BmicT Bogu»
nig Yac BUPOGHULITBA A/151 KOHTPOSIO
HanoBHEHHSA Kancyn B 3B'A3Ky 3 Ay61t0BaHHAM
BUMPOOYBaHHA LibOr0 HEKPUTUYHOTO NapameTpy
3 BUNMPOGYBaHHSAM NMPOMIXHOIO NPOAYKTY Ta
rOTOBOrO NPOAYKTY.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
118. | EKBOPA/® Kancysm mM'siki no 25 TOB «TeBa YkpaiHa Tesa Uex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7471/02/01
mr; no 10 kancyn y YkpaiHa» c.p.o. Pecny6nika 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

6nictepi; no 5
6nicTepiB y kopobLi

nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevundikayisx, nig vyac
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOOYBaHHSA B
npoLeci BUPOGHULITBA) BUMYYEHHS 3 po3giny
3.2.P.3.4. KOHTPO/b KPpUTUYHKX CTagii Ta
NPOMDKHOI MpoAyKuil BUNpobyBaHHSA 3a
napameTtpom «lgeHtudikauia (BEPX)» nig vac
BMPOGHULITBA /151 KOHTPOSIHO HANMOBHEHHS
Karcyn B 38'A3Ky 3 Ay61t0BaHHAM BUNPOOYBaHHA
LibOr0 HEKPUTUYHOTO NapameTpy 3
BMNPOGYBaHHAM NPOMDKHOrO NPOAYKTY Ta
roToBOro NpPoAyKTy. BeefeHHs1 3MiH npoTsrom 6-
TN MiCALIB Nicna 3aTBEPLXKEHHSA. 3MiHW | Tvny -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBHNLTBI. 3MiHM BUNpo6yBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA rOTOBOrO
NikapcbKoro 3acoby (BUy4eHHS HECYTTEBOTO
BMNPO6YBaHHSA B Npoueci BUPOOHULTBA)
BUYyYeHHS 3 po3giny 3.2.P.3.4. KoHTposb
KPUTUYHKX CTaAjiil Ta NPOMDKHOT NpoAyKLi
BMNPOOYBaHHA 3a NapameTpom «BmicT Bogu»
nig Yac BUPOGHULITBA A/151 KOHTPOSIO
HanoBHEHHSA Kancyn B 3B'A3Ky 3 Ay61t0BaHHAM
BUMPOOYBaHHA LibOr0 HEKPUTUYHOTO NapameTpy
3 BUNMPOGYBaHHSAM NMPOMIXHOIO NPOAYKTY Ta
rOTOBOrO NPOAYKTY.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
119. | ENENICO MOPOLLIOK Mdpaiizep CLIA BVMPOGHMLTBO CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/14379/01/01
niodpinizoBaHuii Ans Eiiu.Ci.Mi. (dbopmyna, IpnaHgis/ 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
pO34YuHy Ans KopnopeiiLuH acenTnyHe I3painb HaliMeHyBaHHS Ta/abo agpecu micus
iHcpysivi no 200 O[ 1 HamnoBHEHHS, NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa

¢hN1akoH 3 NOpPOLLKOM
Y KapTOHHiii Kopobuyj;
1 donakoH 3
MOPOLUKOM Y
KapTOHHilA KOpO6L

niocpinizauis),
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
MapKyBaHHs1, BUNYCK
cepii:
dapmais i AnmKoH
Komnari /INC, CLWA
KOHTPO/b SIKOCTi Npw
BUMYyCKy Ta
[OCNIgKEHHSA
CTabisIbHOCTI:
Mdpaiizep IpnaHgis
dapmacbloTikac,
IpnaHgis
KOHTPO/b SKOCTi Npwn
BUMyCKy Ta
LOCNiMKEHHS
cTabinbHoCTI:
Mpotanikc N14,.,
13painb

roTOBOrO /iKapcbKoro 3acoby, BkIovaun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BUPOGHMK/IMMOPTEpP, HE BK/TKOYAOUM BUMYCK
cepiit) AgMiHiCTpaTBHA 3MiHa NOLUTOBOrO
iHaekcy Bupo6Huka N3 MpoTanike /114, y
3B'AI3KY i3 3MiHOIO MOLUTOBOrO IHAEKCY PerioHy,
[e po3TalloBaHa BUPO6HMYA [iTbHULSA.
MicLe3HaxomkeHHs BUPOGHMYOTO caiiTy He
3MiHEeHO. 3MiHu | Tuny - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS OiS/IbHOCTI BUPO6HUKA
(BKTrOYatouK, 3a HeObXIAHOCTI, Micue
nNpoBeAeHHS KOHTPO/I0 AKOCTI), ab0o BNacHuka
MacTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro matepiany/peareHTy/npomixkKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y [JOCBE Ha NiKapCbKnii
3acib) 3a BiACYTHOCTI cepTudikaTa Bi4noBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE)
AfMiHicTpaTMBHa 3MiHa NOLITOBOrO IHAEKCY
BMPOGHMKa Aito4oi pevosuHy MpoTanike Nitg, y
3B'AI3KY i3 3MiHOI MOLUTOBOrO IHAEKCY PerioHy,
[e po3TalloBaHa BUPO6HMYA [iTbHULSA.
MicLe3HaxomkeHHs BUPOGHMYOTO caiiTy He
3MiHeHo. 3aTBepxeHo: Protalix Ltd. 2 Snunit St.
Science Park Carmiel 20100 Israel
3anponoHoBaHo: Protalix Ltd. 2 Snunit St.
Science Park Carmiel 2161401 Israel
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
120. | ENI3IYM TabneTku, BKpUTI CninbHe YkpaiHa AxTasic JITg,. ManbTa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/18453/01/01
NNiBKOBOO YKpPaiHCbKO- 3MiHK | TUNY - 3MiHK Woao peyenma
060/10HKOI0 N0 5 Mr, icnaHcbke 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
no 10 Tabnetok y niANPMEMCTBO 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
6nicTepi; no 1 a6o 3 "CMNEPKO 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
6nicTepu y nauyyj 3 YKPATHA" Me[MYHOro 3aCTOCYBaHHs Ha nigcTasi
KapTOHY perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3acToCyBaHHS NikapCbKoro 3acoby y po3gin
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3neku fityoi pevyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ain "Mo6iuHi peakwyii” WoA0 BAXNNBOCTI
3BiTyBaHHS Npo No6iyHi peakuii. BBeAeHHS 3MiH
NPOTAroM 6-TM MicALB NiC/IA 3aTBEPAKEHHS.
121. | EMABEWUN PO34NH A1 iH'EKLIN, TOB "tOpis- YkpaiHa LeHbaH CaHwaiiH Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/15967/01/02
3000 MO/mn; no 1 dapm” dapmacstoTikan Ko., 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
M1y nonepeaHbo nra. nikapcbkuii 3aci6. KOHTponb rotoBoro
HanoBHEHOMY nikapcbKoro 3acoby (iHwi 3miHn) MpuBeaeHHs
wnpuui; no 1 cneyudikalii Ta MeToay KOHTPO/IK0 SKOCTI 3a
LUNPULLY B KOHTYPHIl nokasHNKOM «OCMOANBHICTL» Y BifNOBIAHICT
YapyHKOBIl [0 matepianis BMpobHuka. B cneumdikavii MN3
ynakosui; no 1 nokasHuK «OCMOMAPHICTb>» 3aMiHEHO Ha
KOHTYpHIlA «OCMONANBHICTb», & TaKOX NOCUNaHHS 3 EP
YapyHKOBI ynakoBL,i 2.3.25 Ha Ph.Eur.2.2.35. KpuTepii npuiAHATHOCTI
B nauuj 3anvwarTbes 6e3 3MiH. 3MiHu | Tuny - 3miHun 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW)
BunyyeHHs nokasHuka SKocTi «laeHTudikauis.
Harpiii» (E® 2.3.1) Ta «lgeHTundikauis.
Xnopuamn» (E$ 2.3.1) 3i cneuudpikauii M3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
122. | EMABENN PO34MH A5 iH'EKLIN, TOB "tOpis- YkpaiHa LeHbaH CaHwaiiH Kutaii BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15967/01/03
4000 MO/mn; no 1 Papm" dapmacstoTikan Ko., 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
My nonepeaHLo nra. nikapcbkuii 3aci6. KOHTponb rotoBoro
HaroBHEHOMY nikapcbKoro 3acoby (iHwi 3miHN) MNpuBeaeHHs
wnpuyi; no 1 crneundikaii Ta MeToAy KOHTPO/ AKOCTI 3a
LUINPULY B KOHTYPHIl MOKa3HNMKOM «OCMOSIASBHICTLY» Y BiANOBIAHICTL
YapyHKOBIl [0 matepianis BUpobHuka. B cneumdikayii MNN3
ynakosLi; no 1 nokasHUK «OCMOIAPHICTb» 3aMiHEHO Ha
KOHTYpHiIl «OCMONSANBHICTb», & TaKoX NocuaaHHA 3 E®
YapyHKOBIli ynakoBLyi 2.3.25 Ha Ph.Eur.2.2.35. KpuTepii NpuitHATHOCTI
B nauuii 3aMwaTbea 6e3 3MiH. 3MiHu | TUny - 3MiHKn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby (iHLi 3miHWM)
BunyyeHHs nokasHuka sKocTi «laeHTudikadis.
Harpiii» (E® 2.3.1) Ta «lgeHTundikauis.
Xnopuamn» (E® 2.3.1) 3i cneundikauii N3
123. | EMABEWMN PO34UH A5 iH'EKLLN, TOB "tOpis- YkpaiHa LeHbaH CaHLlwaiiH Kutaii BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/15967/01/04
10000 MO/mn; no 1 Papm” dapmacsioTikan Ko., 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
My nonepeaHs0 nrp. nikapcbkuii 3aci6. KOHTponb roToBoro
HanoBHEHOMY nikapcbKoro 3acoby (iHwi 3miHn) MNpuBeaeHHs
wnpuyi; no 1 crneundikauii Ta MeToay KOHTPO/IO SKOCTI 3a
LUNPULLY B KOHTYPHIl nokasHUKoM «OCMONANBHICTb» Y BiANOBIAHICTb
YapyHKOBIl [0 MaTepianis BUpo6HKKa. B cnevumdikayii MNN3
ynakosui; no 1 nokasHUK «OCMOMAPHICTb» 3aMiHEHO Ha
KOHTYPHIi «OCMONSAMBHICTb», a TAKOX NOCUIaHHA 3 E®
YapyHKOBIli ynakoBLji 2.3.25 Ha Ph.Eur.2.2.35. KpuTepii NpuitHATHOCTI
B nauji 3a/MwaTbea 6e3 3MiH. 3MiHu | Tuny - 3MiHn 3
AKocTi. [oToBwMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK)
BunyyeHHs nokasHuka SKocTi «lgeHTudikadis.
Hatpiit» (E® 2.3.1) Ta «lgeHTudikauis.
Xnopuan» (E® 2.3.1) 3i cneundikauii N3
124. | EMABEUN PO34MH A1 iH'EKLIN, TOB "tOpis- YkpaiHa LeHbaH CaHwaiiH Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a - UA/15967/01/01
2000 MO/mn; no 1 Papm” dapmacstoTikan Ko., 3MmiHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
M1y nonepeaHbo nra. nikapcbkuii 3aci6. KOHTponb rotoBoro
HanoBHeHOMY nikapcbKoro 3acoby (iHwi 3MiHn) MpuBeaeHHS
wnpuyi; no 1 crneundikauii Ta MeToy KOHTPO/IKO AKOCTI 3a
LUNPULLY B KOHTYPHIl NokasHNKOM «OCMONANBHICTL» Y BifNOBIAHICTb
YapyHKOBIl [0 matepianis BUpobHuka. B cneumdikavii MNN3
ynakosLi; no 1 NnoKasHUK «OCMOIAPHICTb» 3aMiHEHO Ha
KOHTYpHiIlA «OCMONANBHICTb», & TaKOX NOCUNaHHS 3 EP
YapyHKOBIl ynakoBL,i 2.3.25 Ha Ph.Eur.2.2.35. KpuTepii npuiAHATHOCTI
B nauuii 3avwarTbcs 6€3 3MiH. 3MiHu | TUny - 3MiHKn 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO /iKapCbKOro 3acoby (iHLwi 3MiHW)
BunyyeHHs nokasHuka aKocTi «laeHTudikadis.
Harpiii» (E® 2.3.1) Ta «lgeHTundikauis.
Xnopuamn» (E® 2.3.1) 3i cneyudpikauii M3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
125. | EHOOMETPW | TabneTku BariHaslbHi ®eppiHr I3painb BeH-LUumoH ®nopic I3painb BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7764/01/01
H no 100 wmr; no 6, 15 $apmaueBTika nra. 3MiHu | TUNY - 3MiHK Woa0 peyenmom
abo 30 TabneTok y n3 NTh 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
KOHTeliHepi; mo 1 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KOHTelHepy 3 npo cucTemy hapmakoHarnsgy (BBefeHHs
annikatopom ans y3arasisHeHWX faHUX Npo cucTemy
BHYTPILLUHbOBAriHab hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
HOro BBEZleHHA Y BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
KapTOHHIli KopooLi hapMakoHarnagy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
126. | EPIYC® cupon, 0,5 mr/mn; no Baiep Lseiuyapi | OpraHoH XeiicT B.B. Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 6e3 nionsizae UA/5827/02/01
60 mn a6o no 120 KoHcblomep a 3MiHM | TUMY - AAMIHICTPaTVBHI 3MiHU. 3MiHa peyenma
My cpriakoHi; no 1 Kep Al HalilMeHyBaHHs Ta/abo agpecy Micus
chnakoHy pa3om 3 NpoBaf)KEHHN AiS/IbHOCTI BUPO6HUKa/iMnopTepa
MiPHOIO JTOXEYKOt0 roTOBOrO /liKapCbKOro 3acoby, BKIoyaoun
a60 [03yHuUM AOinbHULI BUNYCKy cepii abo micLle npoBefeHHs
LLINPULOM Y KOHTPO/O AKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
KapTOHHIA Kopoo6Li BMPOGHMK/IMNOpPTEp, BK/OYAKOYM BUMYCK Cepild) -
3MiHa Ha3BY PUAMYHOT 0Co6Y BUPO6HUMKa MN13.
Brpo6Huya ainbHuus, agpeca Ta yci BUpobHui
onepaujii 3anMLwatTbCA HE3MIHHUMUW. 3MiHK
BHECEHO B iHCTPYKLIit0 418 MeAUYHOro
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
«BrpOo6HWK» 3 BIAMOBIAHUMN 3MiHAMYW Y TEKCTi
MapKyBaHHS YNakoBKV NiKapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHSA
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

6e3

yBaHHS*

peecmpayiliHo2o
nocsioYyeHHs1
UA/5632/01/01

127.

3acoby
ECKYNnOC
KOMMNO3nTy
M

Kpanni opasibHi no
30 My donakoHi-
KpanesnbHuui; no 1
chnakoHy-
KpanenbHuui y
KOpo6Li 3 KapTOHY

Bionoriwe
XainbMitTenb
Xeenb MTM6X

HimeuumnH
a

Bionoriwe
Xannbmitrenb
Xeenb MTM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
NnoB'A3aHi 3 HeOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneundikalisx, nos'a3aHa 3i 3amMiHOK BUMOT
MoHorpadii 4PY abo iHLWOoi HalioHanbHOT
thapmakonei gepxasu €EC Ha BUMOTU
MoHorpadii €Bponelicbkoi hapmakonei) 3miHa B
cneumdikauii ana Rhus toxicodendron mother
tincture, a came- 3MiHa crneuudikawii 3rigHo 3
HAB Ha cnevudikauito 3rigHo 3 EBponeiicbkoio
thapmakoneeto. 3aTBepmxeHo Specification
according to HAB monograph “Rhus
toxicodendron-Toxicodendron quercifolium”.
3anponoHoBaHo Specification according to
Ph.Eur. monograph “Toxicodendron quercifolium
for homoeopathic preparations”

peyenma

3a

He

UA/5332/01/01

128.

ECMNEPANb®

Tabnetkn no 500 wmr;
Ne 20: no 20
TabneTok y go1akoHi,
no 1 donakoHy B
KapTOHHIlA KOpooLi

TOB "CaHodhi-
ABEHTIC
YkpaiHa"

YkpaiHa

Codpapumekc -
IHaycTpia Kimika e
dapmaceyTika, C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu 1l TUnYy - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMM, KIiHIYHAMMW
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "MobivHi peakuii”
BiANOBIAHO A0 iHGhopMaLii CTOCOBHO 6e3neku
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom

6-T1 MicsLIB NicNs 3aTBEPKEHHS

peyenmom

nionsieae
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
129. | ECOM niodpinisat gns Acnipo ®apma IHAaisa Acnipo ®apma IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17184/01/01
pO34nHYy ANA iH'eKUl NimiTen NimiTen 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
Ta iHgysil, no 40 wmr; nikapcbkuii 3aci6. Cuctema
1 donakoH 3 KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
niogpinizatom y chopmu abo po3Mipy KOHTeliHepa um
Kopobui 3aKynopBa/IbHOrO 3acoby (NepBUHHOT
yMakoBKM) (CTepUsIbHI Nikapcbki 3aco6m)
BHECEHHS 3MiH 0 MaTepianiB peecTpayiiiHoro
[OCbE, a came OHOBJIeHHA p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib (BBeAEHHS
OHOB/IEHOr0 h/1aKoHY i 3aKynoploBasIbHOro
3aco6y 3 6ibLUINM AiaMeTpoM ropamvwika 6e3
3MiHM EMHOCTI/MICTKOCTi Ta cknagy
nakyBaslbHOrO MaTepiany). 3aTBepAXeHO: 5 mn
hnakoH 3 NPO30pOro ckia Tvny | Ta ropanKom
13 MM, 3aKynopeHuii ryMOBOI NPOBKOLO i
06XaTuin aNtoMIHIEBUM KOBNAYKOM
KOMGIHOBaHUM NNacTukosoto kpuLukoto flip-off,
po3mipom 13 mM. 3anponoHoBaHo: 5 M/ hakoH
3 NPO30pOoro ckna tuny | Ta ropnnwkom 20 MM,
3aKyMnoOpPEeHMWin ryMOBOI MPOGKO0 | 06XaTuii
/TIOMIHIEBMM KOBMAYKOM KOMGIHOBaHNM
nnacTmkoBoto kpuwkoto flip-off, posmipom 20 MM.
130. | 3AHIAIN® TabneTku, BKpUTI Pekopgaari Ipnangis Pekopgarti IHgacTpia ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a - UA/11126/01/02
NNiBKOBOIO AineHp Nt Ximika e 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
060/10HKO10, M0 20 dapmaceBTika nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
C.n.A. BMNPOGYBaHb abo fONYCTUMUX MEX,

Mr o 14 Tabnetok y
6nicTepi; no 1, abo
2,a60 4, abo 7
6nictepiB y
KapTOHHIA Kopoo6Li

BCTAHOBJIEHNX Y cneuudikauisx, nig vac
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby
(BUNYyYEHHA HECyTTEBOrO BUNPOOYBaHHS B
npovueci BUpobH1LTBa) BuaaneHHs HecyTTEBOrO
TecTy B npoueci BUpobHULTBA (Ki/ibKicHe
BM3HAYEHHA Ail040l PEYOBWHW Y rpaHynsTi Ta
HenoKpUTNX 06OJTOHKOI TabneTkax MeToAoM
BEPX a60 Y®). 3miHu | Tuny - 3MiHM 3 SIKOCTI.
[oTOBMIA NiKapcbknii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0MNYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUPOOHULTBA rOTOBOrO
nNikapcbKoro 3acoby (BUyYeHHS HECYTTEBOTO
BMNPO6YBaHHSA B NpoLeci BUPOOHULITBA)
BuaaneHHs HECYTTEBOrO TECTY B NPOLECI
BMPOGHMLTBA (iAeHTudiKalisa Ailo4oi pe4yoBUHN y
HenoKpUTNX 06OJIOHKOID TabneTkax MeToAoM
Y®). 3miHn | Tuny - 3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPo6yBaHHA rOTOBOTO NiKapCbKOoro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

(iHLWi 3MiHW)

BuaaneHHs anbTepHaTVBHOIO aHaniTUYHOro
MeTogay (KiflbKicHe BU3HAYEHHS Y MOKPUTUX
060/10HKO0 TabneTkax meTogom Y®). 3miHu |
TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BK/OYatoum 3amiHy abo
[OMOBHEHHS)) 3amiHa aHauTITUYHOTO MeToay
(loeHTrdikauia aitoyvol pevyoBUHY Y NOKPUTUX
060/10HKOI0 TabneTkax MeTofom Y&
3aMiHleTbCS Ha MeTog BEPX (JdeTekTop
UVIVIS).
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunNpobyBaHb
(Bkntovaroum 3aMiHy abo ONOBHEHHS)) 3amiHa
aHaniTnyHoro metogy HPLC (lgeHTudbikauis Ta
KiflbKiCHE BM3HAYEHHS Ait04O0T PEYOBUHN
roTOBOrO /1iKapCbKOro 3acoby) OHOBIEHUM
metogom HPLC.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(iHWwi 3miHM y MeTogax BunNpobyBaHb
(Bkntovaroun 3amiHy abo ONOBHEHHS)) 3amiHa
aHaniTnyHoro metogy HPLC y TecTi BU3HaueHHs
CYNyTHiX AOMILLIOK rOTOBOrO JlikapCbKoro 3acoby
Ha oHoBNeHwWih meTog HPLC. 3milu | Tuny -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeToax BUNPobyBaHb
(Bkntovaroum 3aMiHy abo ONOBHEHHS)) 3amiHa
aHanitTnyHoro metogy HPLC y TecTi po3uUnMHeHHS
rOTOBOrO /iKapCbKOro 3acoby Ha OHOB/IEHWI
meTog HPLC. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOGYyBaHHA) He3HauHi 3MiHN B
3aTBEpKEHOMY MeTofi ifeHTudikauii Tutany
Aiokeunay (YTOYHEHHS y npo6onigroTosLi). 3MiHu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
| Tuny - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkunii
3aci6. (iHwi 3miHM) FapMoHi3aLis cneumndikauii
(Compression specification) y po3gini 3.2.P.3.4.
Control of Critical Steps i3 mbxHapogHo
CUCTEeMOI0 OAMHULL BUMiptoBaHHA (Hardness
specifications among procedures, part of the
WS), a came NprBeAEHHS OAUHWLI BUMIpIOBAHHS
B po3aini Compression nokasHvk Hardness go
MiKHapoAHUX ognHULb "N" (HbIOTOH) 3aMicTb KP
(KiTOdpyHT).
131. | 3AHIAIN® TabneTku, BKPUTI Pekopparti IpnaHgais Pekopparti IHaacTpia ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/11126/01/01
nAiBKOBOO Ainenp 1o Ximika e 3MiHn | TMNy - 3MiHK 3 AKOCTI. [o0TOBMIA peyenmom
obonoHkoto, no 10 dapmaceBTika nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
Mr o 14 Tabnetok y C.n.A.

6nictepi; no 1, abo
2,a60 4, abo 7
6nictepiB y
KapTOHHI Kopoobui

BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig vac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby
(BMNyYEHHS1 HECYTTEBOTO BUNPOGYBaHHSA B
npoueci BUpobH1LTBa) BuaaneHHs HecyTTeBOro
TecTy B npoLeci BUPo6HMLTBA (KiflbKicHe
BU3HAYEHHS Ajil040i PEYOBMHM Y rpaHynaTi Ta
HernoKpPUTUX 06OJIOHKOK TabneTkax MeToAoM
BEPX a60 Y®). 3miHu | Tvny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHN BUNpObyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
crneuudikaisx, nig yac BUPO6HMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUyYEHHST HECYTTEBOIO
BMNpPOGYyBaHHSA B NPOLIECi BUPOGHMLTBA)
BuaaneHHs HeCyTTEBOro TeCTy B Npoueci
BMPOGHMLTBA (iAeHTudiKalisa Ailo4oi peyoBUHN y
HenoKpUTNX 06OJTOHKOI TabneTkax MeToAoM
Y®). 3MiHn | TUny - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby

(iHLWi 3MiHW)

BuaaneHHs aslbTEPHATVBHOIO aHaNiTUYHOTO
MeTogay (KiflbKicHe BU3HAYEHHS Y MOKPUTUX
060/10HKO0 TabneTkax metogom Y®). 3minu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbknii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTodax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meTogax
BUNPO6YBaHb (BK/OUAOUM 3aMiHy abo
[OOMNOBHEHHS)) 3amiHa aHaliTUYHOTO MeToay
(lpeHTudbikauis fitoyoi pevyoBUHU Y NOKPUTUX
060/10HKOI Tabnetkax MeTofoMm Yo
3aMiHETbCA Ha MeTog BEPX (feTekTop
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

UVIVIS).
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntovaroum 3amiHy abo JOMOBHEHHS)) 3amiHa
aHanituyHoro metogy HPLC (laeHTudikania Ta
KiflbKiCHE BU3HAYEHHS Ait04O0T PEYOBUHN
rOTOBOrO J1iKapCbKOro 3aco6y) OHOB/IEHUM
meTtogom HPLC.
3MiHu | TUNY - 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunNpobyBaHb
(BkntovarouM 3aMiHy abo OMNOBHEHHS)) 3amiHa
aHaniTnyHoro metogy HPLC y TecTi BU3HauYeHHs
CYNyTHiX AOMILLIOK rOTOBOrO JliKapCbKOro 3acoby
Ha oHoBneHwuii metog HPLC. 3MiHun | Tuny -
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco6y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(Bkntovaroum 3amiHy abo JOMOBHEHHS)) 3amiHa
aHaniTuyHoro metogy HPLC y TecTi po34mMHEHHs
rOTOBOrO J1iKapCbKOro 3acoby Ha OHOBJIEHWIA
meTtog HPLC. 3minu | Tuny - 3MiHK 3 SKOCTiI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y metoax
BMNPOOYBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPO6YyBaHHA) HesHauHi 3MiHN B
3aTBEPMKEHOMY MeTOAj ifeHTudikawii TuTaHy
niokeuay (YTOYHEHHS y Mpo6oniaroTosL). 3MiHK
| TNy - 3MiHKW 3 siKOCTi. FOTOBUIA NikapcbKuii
3aci6. (iHwi 3miHn) MapMoHisauis cneundikaw,i
(Compression specification) y po3gini 3.2.P.3.4.
Control of Critical Steps i3 MmixHapogHo
CMCTEMOI0 OMHMLb BUMiptoBaHHA (Hardness
specifications among procedures, part of the
WS), a came npvBeAeHHA OAUHULI BUMIpIOBAHHSA
B po3gini Compression nokasHuk Hardness go
MiXXHapOAHUX 0anHULL “"N" (HBIOTOH) 3amicTb KP

(KinOQyHT).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
132. | 3E/IBOPA®® | TabneTtku, BKpUTI TOB «Pouw YkpaiHa Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/12699/01/01
NNiBKOBOO YkpaiHa» Hepo3gacoBaHo! LLiBeiiuapis 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | nionszae
060/10HKOI0, No 240 NpoAyKuii, NnepBnHHe HaliMeHyBaHHS Ta/abo agpecu micus
Mr; no 8 TabneTok y nakyBaHHs, NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
6nictepi, no 7 BTOPUHHE roTOBOro NikapcbKoro 3acoby, BKIYaun
6nicTepis y nakyBaHHs, AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
KapTOHHI ynakoBsL,i BMNPOGYBaHHSA KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
KOHTPOJIO SIKOCTI: BMPOGHMWK/iMNOpTEp, BK/OYAOUM BUMYCK Cepild) -
[Jenbdapm MinaHo, B pamkax paujioHanisaduii odpicHnx nnowy, Roche,
C.P.N., Itanisa MPOMNOHYETLCA 3MiHa agpecu odicy, ska
Bunyck cepii: 3pjiicHioe Bunyck N13. JaHa 3MiHa BigbyBaeTbCA
®.XothpmaHH-/15 B pamkax OfHi€l CUCTEMU KOHTPOJTHO SKOCTI |
Pow N7a, CTOCYETbCSA BUK/TIOUYHO DYHKLT BUMYCK cepii, | He
Lseliuapis Mage BN/MBY Ha BUPOGHMUMIA NpoLec npenapary.
He mae BnamBy Ha SiKicTb, 6e3neky Ta
edhekTVBHICTb Npenaparty. Micue BUpo6GHMLTBA
'N3 He 3MiHMNOCh. 3MiHY BHECEHO B IHCTPYKLiO
ONS MeAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3aco6y y po3ain «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLs NPOBapKEHHS 1ioro
OiSNBHOCTI» 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS
133. | BEPBAKCA® | nopowiok ans Mepk Wapn i LLiBeruapi BMPOGHULITBO 3a CLIA/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/16362/01/01
KOHLeHTpaTy ans Joym IAEA a NOBHUM LMK/IOM: PpaHuis 3MiHu |l TUny - 3MiHK Woao peyenmom
pO34urHy ANns 6X Crepi-dapwma, /1/1C, 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.

iHcpysiiA, 1 1/0,5 1; no
10 chnakoHis 3
NOPOLLKOM Y
KapTOHHIA Kopoo6Li

CLUA;
a/lbTepHaTUBHWI
BMPOGHWK: BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BiANoBigasIbHUIA 3a
BUMYCK Cepii:
DAPEBA Mipa6ensb,
®paHuis

BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro nocBigYeHHs,
BK/ItOYaK0UVM MNNaH ynpasniHHS pusnkamu
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
noAabLIOro 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM A@aHMK, L0 MatoTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm).
3asBHVMKOM HaZiaHO OHOB/EHWIA NnaH
ynpaBniHHA pu3vkamu Bepcist 4.0. 3MiHW BHeCeHi
[0 YacTuH: | «3aranbHa iHchopmauis», 11
«Cneundikauis 3 6e3nekn», y 38'a3ky 3
OHOBJ/IEHHAIM iHGhopMaL,i WoA0 edheKTUBHOCTI
nikapcbKoro 3acoby, AONOBHEHHS iHhopmaLii
Npo 3aCcTOCYBaHHS JlikapCbKOro 3acoby y
neaiatpunyHiii nonynsyii Ta 3aTBepoKeHHS
BkasaHoi Bepcii MYP B EMA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
134. | BEPBAKCA® | nopowiok ans Mepk Wapn i LLiBenuapi BMPOOHULITBO 3a CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/16362/01/01
KOHUeHTpaTy ans Ooywm IAEA A NOBHUM LMK/TOM: PpaHuis 3MiHu 1l TUny - 3MiHK Woa0 peuyenmom | nidssieae
PO34unHY 1A 6X Crepi-Papwma, /1/1C, 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
iHcpysiiA, 1 1/0,5 1; no CLWA 3MiHM Yy TepaneBTUYHNX NMoKa3aHHAX
10 donakoHiB 3 anbTepHaTNBHUI (oofaBaHHSA HOBOro TepaneBTUYHOrO NOKa3aHHsA
NMOPOLLKOM Y BMPOGHWK: BTOPUHHE abo 3miHa y 3aTBepA)KeHOMy nokasaHHi) (B.1.6.
KapTOHHI KopoobLi nakyBaHHs, (@1
KOHTPO/1b SIKOCTI, 3MiHV BHeceHOo A0 [HCTpYKUii Ana MeguyHoro
BiAnNoBiganbHUii 3a 3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
BUMYCK Cepii: "Moka3aHHsA", Ta, AK HacNifokK, Ao po3ainis
PAPEBA Mipa6ensb, "®apmakonoriyHi BnactmsocTi, "Ocobnusi
dpaHuis 3axoan 6e3nekn”, "OcobaMBOCTI 3aCTOCyBaHHA",
"Cnoci6 3actocyBaHHs Ta go3un", "Aitn", "MobiuHi
peakuii”. BBefeHHS 3MiH NPOTAroM 6-Tu MicauiB
nicns 3aTBepikeHHs.
135. | 3EPKANIH® PO34MH HALLKipHWIA, Aapan- XopBaris AppaH-IaneHcbkuit XopBarTist BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 - UA/12443/01/01
1%no30mny FaneHcbKuii Na6oparopiit 4.4. 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuyenma
CKNSIHOMY (DN1aKoHi; Na6opatopii nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI. 3MiHU Y
no 1 donakoHy B 4.4, npoveci BUPO6HMLITBA rOTOBOrO NiKapCbKOro

KapTOHHIlA KOpooLi

3aco0y, BKIOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHV) BHeceHHs
YyTOUHEeHHs go p.3.2.P.1.2 Composition of drug
product WoA0 po3paxyHKy Macu KniHgamiLuHy
xnopugy (rapmoHisauisi i3 3a3Ha4eHHAM Macy B
peuenTypi npenaparty) Ta p.3.2.P.3.2 Batch
formula woa0 po3paxyHky Macu KiiHgaMILUHY
X70pyay B peuenTtypi NpoaykTy 3aTBepaKeHo:
Section 3.2.P.3.2 Batch formula Quantity of
Clindamycin hydrochloride for 400 kg batch is
5.00 kg Quantity of Clindamycin hydrochloride
for 90 kg batch is 1.17 kg Section 3.2.P.1.2
Composition of drug product Unit formula (mg of
Clindamycin hydrochloride/ml of solution) 11.50.
3anponoHoBaHo: Section 3.2.P.3.2 Batch
formula Quantity of Clindamycin hydrochloride
for 400 kg batch is 4.93582 kg Quantity of
Clindamycin hydrochloride for 90 kg batch is
1.11056 kg Section 3.2.P.1.2 Composition of
drug product Unit formula (mg of Clindamycin
hydrochloride/ml of solution) 10.8588
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

136. | 30/T1AAEKC Kancyna ans AcTpa3eHeka Benuka AcTpa3eHeka HOK Benuka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4236/01/01

nigLWwkipHoro tOK NimiTep, BpuTaHis NimiTen BpuTaHis 3MiHK | TUNY - 3MiHK Woao peyenmom

BBEfleHHA 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy

NPOJIOHroBaHoI fji (iHLWi 3MiHW) - BUny4YeHHs TEKCTY MapKyBaHHs

no 3,6 mr; 1 kancyna 6e3 3a3HayYeHHs MbKHapOAHOI CUCTEMU OANHULb

y wnpuu-annikatopi Sl|. OHOBEHHS TEKCTY MapKyBaHHS i3

i3 3aXUCHUM 3a3HaYeHHSAM MiXXHapPOLHOT CUCTEMU OAVNHMLIb

MexaHi3Mom; no 1 Sl. BBefieHHs 3MiH NpoTArom 6 micsAuis nicns

LUMPULLY B KOHBEPTI 3 3aTBEPKEHHS

NPUKPINIEHUM

npanopem-

aHoTaulielo 3

BOJIOrOMNOr/IMHAKYO

10 Kancynoto; no 1

KOHBEPTY B

KapPTOHHI KOpooOLii
137. | S3ONALEKC Kancyna ans AcTpa3eHeka Benvka AcTtpa3eHeka tOK Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/4236/01/02

nigLWwkipHoro IOK Nimiteq BputaHis Niviten BputaHis 3MiHY | Tuny - 3MiHK Wwoao peyenmom

BBEEHHS 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy

NPOIOHIOBaHoT Aji (iHWi 3MiHW) - BUyYeHHs TEKCTY MapKyBaHHS

no 10,8 mr; 1 6e3 3a3HayYeHHs MbDKHapOAHOI CUCTEMW OAVNHWLb

Kancynay Lnpuu- Sl. OHOBEHHA TEKCTY MapKyBaHHS i3

annikatopi i3 3a3HaYeHHAM MDXHapOAHOT CUCTEMU OAVNHULLb

3axXMCHUM Sl. BBeAeHHA 3MiH NpPOTArom 6 MicauiB nmicas

mexaHiamom; no 1
LUMPULLY B KOHBEPTI 3
NPUKPINIEHNM
npanopuem-
aHoTauieto 3
BOJIOTrONOrINHAKY0
l0 Kancysoto; no 1
KOHBEPTY B
KapTOHHI/ Kopobui

3aTBepKeHHA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
138. | 3SOMAKTOH MOPOLLIOK AN ®eppiHr TM6X | HimeuunH Baccepbyprep Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10477/01/02
PO34UHY AN5 iH KLl a ApuHalimiTTensBepk Yecbka 3MiHK | TUNY - 3MiHK Woao peyenmom
no 4 wmr; 1 chnakoH 3 vm6X, HimeuyunHa Pecny6nika 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
MOPOLLKOM y (BignoBiganbHuii 3a BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KOMNekTi 3 1 BUPOGHMLTBO npo cucTemy hapmakoHarnsgy (BBefeHHs
amnysnoto no 3,5 mn NOPOLLKY Ta y3arasibHeHuUx gaHux npo cucrtemy
PO34YMHHMKA (HaTpito PO34YNHHMKA); hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
xnopug, cnmpt ®eppiHr TM6X, BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
6eH3unoswuit (9 HimeuunHa hapmakoHarnsgy; KOHTakTHoOT ocoou 3
mr/mn), Boga ons (BignoBiganbHuii 3a thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
iH'EKL) Y KAPTOHHIN BMPOGHMLTBO thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
ynakosLi NOPOLLIKY, BTOPUHHE BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
nakyBaHHs, BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
KOHTPO/b AKOCTi Ta (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
BUNYCK cepil); po3MilLieHHi MacTep-haiina cuctemm
deppiHr-/leunsa, thapmakoHarnagy). 3miHa KOHTaKTHUX JaHuX
a.c., Yecbka YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
Pecny6nika BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
(BignoBiganbHuii 3a KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
BTOPUHHE thapmakoHarnag B YkpaiHi. [itova pegakuis:
nakyBaHHs) Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
139. | I30-MIK® 5 TabneTtkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a - UA/3186/03/01
Mr cy6niHrBanbHi no 5 «MIKPOXIM>» «MIKPOXIM>» 3MiHM | TUMY - AAMIHICTPaTVBHI 3MiHU. 3MiHa peyenmom
mr no 50 TabneTtok y HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
6aHuj, no 1 6aHL y (BnacHviKa peecTpauiiHoro nNocBig4eHHs) 3miHa
nauti 3 KapToHy; No HaliMeHyBaHHA Ta agpecu 3asBHVKa. BBegeHHA
25 TabneTtok y 3MiH NPOTAroM 6-Tu MicALiB nicns
6aHuj; no 1 6aHu y 3aTBepMKEHHS. 3MiHKM | Tuny - AgMiHICTpaTUBHI
nauuj 3 KapToHy; No 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
40 Tabnetok y MiCLS NPOBAMKEHHS [isiNIbHOCTI
6aHuj, no 1 6aHL y BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro
nauuj 3 KapToHy 3acoby, BK/IHOYaKuM dilbHUL BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJTIO AKOCTI.
(@isnbHicTb, 3a AKy BigNoBifae
BMPOGHMWK/IMNOpPTep, BK/IOYAUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHS Ta IopUANYHOT agpecu
BMpo6HUKa N3, 6e3 3MiHK Micusi BUpo6HMLTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAXKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
140. | I3OCOPBIAY | nopoLok TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/4632/01/01
AVNHITPAT (cybeTaHuin) y «MIKPOXIM» «MIKPOXIM>» 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
PO3BEJEHN | milkax i3 nnigku HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa

n

nosieTuneHoBol aAns
hapMaLeBTUYHOTO
3acTOoCyBaHHA

(BnacHviKa peecTpauiiHoro NocBigYeHHs) 3miHa
HaliMeHyBaHHS Ta agpecu 3asaBHUKa. 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NpoBaPKEHHSA Aisi/IbHOCTI BUPOOHUKA
(BKtOUarouK, 3a HeObXIAHOCTI, Micue
NpoBefEeHHS KOHTPOJTI AKOCTI), abo BnacHuka
MacTep-haiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixxHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y LOCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEeYOBUHM (SKLLO 3a3HAYEHO Y [OCLE)
3MiHa opuanyHoi agpecu Ta HaiMeHyBaHHS
BUpoGHMKa AdI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
141. | IKEPBUC® Kpanni ouHi, CaHteH AT PiHNAHAIA EkcenbBiXeH, ®paHuia/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17100/01/01
emyrnbcis, 1 mr/mn PpaHuin PiHNAHAIA 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peyenmom
Ne 30 (5x6): no 0,3 (BpPOGHMLTBO, BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UM
M1 B THOOWK- KOHTPO/Ib SIKOCTI, AinbHuui ana A®l, npoMixHoro npoaykTy abo
KpanenbHuui ons nepBuHHE roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
O[IHOKpaTHOro nakyBaHHs Ta NpOoBefEeHHs NakyBaHHs, BUPOGHUKA,
3acTocyBaHHs; no 5 BTOPUHHE BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
TIOGVK-KpanenbH1Lb nakyBaHHs); CaHTeH npoBefeHHs KOHTPOIo cepii) abo
y NamiHoBaHOMy AT, diHnaHgis noctavasibHUKa BMXi4HOrO MaTtepiasy, peareHty

anoMiHieBOMY
nakeTi; No 6 nakeTis
Y KapTOHHiii Kopobuj

(Bunyck cepii);
Cepsinak, ®paHuis
(BTOPUHHE
nakyBaHHs)

ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
[0CbE) BUTYYEHHS BUPOOGHMYOI AinbHULi AD]
CKD BIO CORPORATION, 292, Sinwon-ro,

Danwon-gu, Korea (Republic of)-15604 Ansan-

si, Gyeonggi-do BiAnoBiAa/IbHOro 3a NocTayaHHs

L0401 PEYOBUHN LMKNOCNOPUHY. 3MiHK | TRy -

3miHu 3 gkocTi. CepTudikar BignosigHocTi/lE-

cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI

A®I; oA fONOMIKHOT peqyoBuHU (cepTudikar

BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudlikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1999-034 - Rev 06 (3aTBepaxeHo: R1-CEP

1999-034 - Rev 05) gns A®| LMKIOCNOPUHY Y

3B'A3KY 3i 3MiHOO Ha3BW BMPOGHMKa 3 AMRI Italy
S.r.l., ITanis Ha CURIA ltaly S.r.l., ITanif. 3miHu |
TMny - 3MiHK 3 aKocTi. CepTudikar

BignosigHocTi/l E-cepTudikar BignosigHOCTI

€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT

HaujioHasIbHOT hapmakonei gepxasu €C (3miHa

y cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii

HauioHasbHin chapmakonei gepxasu €C) 3MiHN

[0 crneumndikauji gjtoyoi pevyoBMHN LUKIOCNOPYH

BHECEHO A1 NPUBELEHHS Y BiANOBIAHICTb J0

MOHorpadii €sponelicbkoi apmakonei.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
142. | IMOAIYM® TabneTku, Wo MakHin AHrnis KataneHT HOK Benvka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/9831/02/01
EKCINPEC aucnepryloTbes B Mpopaktc CBiHAOH 3uaic BpuTaHis/ 3MiHu | TUNY - 3MiHK Woa0 peuyenma
POTOBI NMOPOXHWHI, Nimiteq Nimiten, Benuka ®paHuisa 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

no 2 mrno 6
TabneTok y 6nicrepi;
no 1 6nictepy B
KapTOHHI ynakoBsL,i

BpuTtaHis
BTopvHHa ynakoBka,
[,03BiNT Ha BUMYCK
cepii:
OXKHT/1 KoHcblomep
Xenc (PpaHc) CAC,
®paHuis

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BigNoBiga/ibHOT 3a hapMakoHarnsg.
[itoua pepakuis: ArHewka Meituep-AaHH /
Agnieszka Majcher-Dann. MponoHoBaHa
pepakuis: ArHewka LWnmxens / Agnieszka
Szymchel.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0CO6YU
3asBHVIKa, BignoBigasibHOT 3a hapmakoHarnsg.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOo! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa KOHTakTHOI ocobu
3asBHVKa, BigNoBifanbHOI 3a thapmakoHarnsg, s
YkpaiHi. [jtoua pegakuis: ApHayTtosa tOnis
NeoHigisHa / Arnautova Yuliya Leonidivna.
MponoHoBaHa pepakuis: HaropHa KatepuHa
IBaniBHa / Nahorna Kateryna Ivanivna. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a hapmMakoHarsa B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
143. | IHO3UHY MOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/17740/01/01
NMPAHOBEKC | (cy6cTaHuis) y 06MeXeHOo 06MeXeHo 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob

nonieTuIeHoBMX BignoBigasIbHI Bi4NoBiAa/IbHICTIO A®I. 3MiHa y NnapameTpax crneuudikauiii Ta/abo

MilKkax ans cTHo "®APMXIM" [ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikavisx

hapMaLeBTUYHOTO "PAPMXIM" Ha A®l, abo BUXigHWA/NPOMIKHWIA

3acTocyBaHHS NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCSA Y

npoueci BupobHuutea AP (iHWi 3MiHN)
BHeceHHs 3MiH A0 N. «CynpoBigHi OMILLKMU» Ta
«KinbKiCHe BU3HaUYEHHS», a CaMe- BHECEHHS
NPUMITKM ** «3a AaHNM NOKa3HNKOM B
cepTuguikaT SAKoCTi BHOCATLCA AaHi KOHTPOSI0
Hepo3sdacoBaHol NPOAYKLi» BBeAeHHS 3MiH
NpOTSArom 6-Tv MiCSILiB MicAsi 3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

144. | IHGAHPUKC cycnensis (DTPa- nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16235/01/01

FEKCA™/INF HBV-IPV) gna AliH EkcrnopT BputaHis Bionopxikans C.A. 3MiHu 1l TUnYy - 3MiHK 3 AKoCTi. ADI. peyenmom

ANRIX iH'ekuii mo 0,5 mn (1 Nimiteq Brpo6HMLUTBO. 3MiHa BUPOOHMKa

HEXA™ [03a) Ta niodinisar BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo

KOMBIHOBA (Hib); 1 nonepeaHbO BVKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECi

HA HarnoBHeHWA Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae

BAKLUMHA 0HOPAa30Buii HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)

Anda wnpuy, (no 0,5 mn (1 A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI

MPO®DINAKT [03a)) Y KOMMNIEKTi 3 €Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY

NKN [ABOMa rosikamu Ta [0CbE)(3MiHM A0 3ax0fiB, NOB'A3aHUX 3

LUNDTEPII, onakoH 3 KOHTPO/IEM aKTUBHOI PEYOBUHY GIONIOMNYHOIO

NMPABLA, niogpinizatom (Hib) NOXOPKEHHS: 3amiHa abo foAaBaHHS AiNbHULY,

KALLUJTIOKY ana 1 nosu, wo [le MPOBOANTLCS KOHTPO/Ib/BUNPODBYBaHHSA cepil,

(ALENONAP | 3miyoTbea nepes BK/TOHAKOUN 3aCTOCYyBaHHA

HWUIA BUKOPUCTaAHHAM 6i0N10riYHOro/iMyHOOMNYHOr0/iMyHOXIMIYHOTO

KOMMOHEHT | (wnpwy 3 ronkamu mMeToay) MNepeHeceHHs TEeCTiB 3 KOHTPOJIIO SKOCTI

), FENATUTY 3aKpuTi rymoBUMU in vivo 3 ginbHuui GSK Vaccines GmbH,

B, KoBnavkamu); aBi Marburg (HimeuunHa) Ha ginbHuL0

noniomieni ronku (ogHoro GlaxoSmithKline S.A., Rixensart (benbrisi), a

TYTA po3mipy), Wwnpu, Ta came: 1. Minimum Lethal Dose (MLD) performed

3AXBOPIOB oNakoH repMeTuyHO on Diphtheria pre-Working Seeds and Tetanus

AHb, 3anakoBaHi y Master Seeds. 2. Absence of Toxin and

3BYAHUKOM | nnacTvKoBuii irreversibility of Tetanus Toxoid performed on

AKNX € KOHTeliHep; no 1 a6o Tetanus toxoid drug substance (release and

HAEMOPHIL no 10 nnacTUKoBMUX stability). 3. Tetanus potency and Diphtheria

us KOHTEliHepIB y potency on DTcc (drug product intermediate,

INFLUENZAE | KapTOHHii1 kopobui 3 stability testing only)

TAMY B MapKyBaHHAM

YKpaiHCLKOK MOBOIO;
1 nonepefHLO
HarnoBHEHWI
0HOPAa30BUiA
wnpwuy, (no 0,5 mn (1
[03a)) y KOMM/IeKTi 3
[BOMa rofikamu Ta
onakoH 3
niodgpinizatom (Hib)
ansa 1 nosu, wo
3MILLYIOTLCA Nepes,
BUKOPVCTaHHAM
(wnpwy, 3 ronkamu
3aKpuTi FyMOBUMM
KoBnavkamu); aBi
roniku (04Horo
po3mipy), Lwnpuy, Ta
dhnakoH repMeTUyHO
3anakoBaHi y
nnacTukoBuii
KOHTeiHep; no 1 abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

145. | IHOGAHPUKC cycnensis (DTPa- nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15832/01/01

™INB XIb / IPV) ons iH’ekuiii no AliH EkcrnopT BputaHis Bionopxikans C.A. 3MiHu | TUNy - AOMIHICTpaTUBHI 3MiHW. peyenmom

INFANRIX™ 0,5wmn (1 po3a) Ta Nimiten BunyuyeHHs BUPOOGHMYOI AibHULI (BKIKOYAOUN

IPV HIB niodpinizar (Hib); AinbHuui ana A®l, npoMixHoro npoaykTy abo

KOMBIHOBA cycneHsis (DTPa- roTOBOro Nikapcbkoro 3acoby, AinbHULi AN

HA IPV) gns iH’ekuijin no nNpoBeAEeHHs NaKkyBaHHS, BUPOOHMKA,

BAKUMHA 0,5mn (1 go3a) y BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe

ana nonepeaHL0 NpPOBE/LEHHSI KOHTPOSO cepii) abo

NMPO®INAKT HanoBHeEHOMY noctavasibHUKa BMXi4HOrO MaTtepiasy, peareHty

KN 0/fHOPa3oBOMY ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y

LUNDTEPII, wnpuui Ne 1y [ocbe) - BuBefieHHs 3 ekcnnyartauii 6yaisni

NMPABLA, KOMMNEKTi 3 ABOMa RX59.0 Ha BUPOGHWYIiA AinbHUL

KALUMOKY ronkamm Ta GlaxoSmithKline Biologicals S.A., Rixensart,

(ALENONAP | nioginizat (Hib) y Belgium, Ha skili npoBoAUNOCL BUPOGHULITBO

HWUIA donakoHi Ne 1, wo aHTUreHiB auentnspHoro kawwnoka (acellular

KOMMOHEHT | 3miwwytoTbecsa nepes, Pertussis antigens bulk); 3mitu | Tuny -

)s BMKOPUCTaHHAM: MO AIMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPpOOHUYOT

noniomMien 1 nonepefHLO AiNbHUUI (BKAOYaoumn AinbHUL ana Adl,

TYTA HanoBHEHOMY MPOMiXXHOro NPoAYKTy abo roToBOro JliKkapCbKOro

3AXBOPHOB 0/fiHOpa3oBoOMYy 3aco6y, AiNbHULI A58 NPOBEAEHHS NakKyBaHHS,

AHb, LUNPULLY Y KOMMNEKTI BMPOOGHWKa, BifNOBIAa/IbHOMO 3a BUMYCK Cepild,

3BYAHVNKOM | 3 gBOMAa rosikamu Ta MicLie NpoBeAEHHsI KOHTPOSO cepii) abo

AKNX € 1 chnakoHoM 3 nocravasnibHMKa BUXiAHOro Martepiasny, peareHTy

HAEMOPHIL niogpinizatom (Hib) y ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y

us BaKyyMHiiA [ocbe) - BuBefeHHs 3 ekcnnyatauii 6yaisni

INFLUENZAE | cTepwibHiii RX39.3 Ha BMPOGHMUIi AinbHULI

TMny B ynakosui; no 1 GlaxoSmithKline Biologicals S.A., Rixensart,

BaKyyMHiiA Belgium, Ha akili npoBoAUIOCE BUPOGHULITBO

CTEPW/bHIN yNakoBLi
Y KapTOHHiii Kopobuj

aHTUreHiB iHaKTMBOBAHOIO BipyCy NosioMieniTy
(Bulk manufacturing operations of Inactivated
Poliomyelitis Virus (type 1, 2 and 3)); 3miHu |
My - AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHUL (BKNHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANs NpoBefeHHS
nakyBaHHs, BUPOOHYKa, BifNOBiAaNIbHOIO 3a
BWMYCK CEPiiA, MiCLle NPOBEAEHHS KOHTPO/THO
cepii) abo nocTayasibHUKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
3a3Ha4YeHo y A0CbE) - BunyyeHHs doyHKuil
HanoBHeHHs wnpuuis (Filling manufacturing
operations) y npumiwenHi building A/B Ha
BMPOGHUUIli AinbHULI GlaxoSmithKline
Biologicals, Branch of SmithKline Beecham
Pharma GmbH & Co. KG, Dresden, Germany
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

146. | IHOGAHPUKC cycnensis (DTPa- nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15832/01/01

™INB XIb / IPV) ons iH’ekuiii no AliH EkcrnopT BputaHis Bionopxikans C.A. 3MiHu 1l TUnYy - 3MiHK 3 AKoCTi. ADI. peyenmom

INFANRIX™ 0,5 mn (1 gosa) Ta Nimiteq Brpo6HMLUTBO. 3MiHa BUPOOHMKa

IPV HIB niodpinizar (Hib); BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo

KOMBIHOBA cycneHsis (DTPa- BVKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECi

HA IPV) ons iH’ekuili no A®I, abo 3miHa BUpOOHYKa (BKNOYaoun, ae

BAKUMHA 0,5mn (1 go3a) y HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)

Anda nonepegHsL0 A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI

MPO®ITAKT HanoBHEHOMY €Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy

KN 0HOpPa30BOMY [0CbE)(3MiHM A0 3ax0fiB, NOB'A3aHUX 3

LUNDTEPII, wnpuui Ne 1y KOHTPO/IEM aKTUBHOI PEYOBUHY GIONIOMNYHOIO

NMPABLA, KOMMNEKTi 3 ABOMa NOXOPKEHHS: 3amiHa abo foAaBaHHS AiNbHULY,

KALLUJTIOKY rofikamu Ta [le MPOBOANTLCS KOHTPO/Ib/BUNPODBYBaHHSA cepil,

(ALENONAP | nioginizat (Hib) y BK/1H0YaA0UM 3aCTOCYBaHHSA

HUIA chnakoHi Ne 1, wo 6i0/10r4YHOr0/iMyHONOrYHOTO/iMYHOXIMIYHOTO

KOMMOHEHT | 3miwwytoTbecsa nepes, mMeToay) MNepeHeceHHs TEeCTiB 3 KOHTPOJIIO SKOCTI

)s BMKOPUCTaHHAM; No in vivo 3 ginbHuui GSK Vaccines GmbH,

noniomMien 1 nonepefHLO Marburg (HimeuunHa) Ha ginbHuL0

TY TA HaroBHEHOMY GlaxoSmithKline S.A., Rixensart (benbrisi), a

3AXBOPHOB 0 HOpPa30BOMY came: 1. Minimum Lethal Dose (MLD) performed

AHb, LUNPULLY Y KOMMNEKTI on Diphtheria pre-Working Seeds and Tetanus

3BYAHVNKOM | 3 gBoMa rosikamm Ta Master Seeds. 2. Absence of Toxin and

AKNX € 1 chnakoHoM 3 irreversibility of Tetanus Toxoid performed on

HAEMOPHIL niogpinizatom (Hib) y Tetanus toxoid drug substance (release and

us BaKyyMHiiA stability). 3. Tetanus potency and Diphtheria

INFLUENZAE | cTepwibHiii potency on DTcc (drug product intermediate,

TNy B ynakosui; no 1 stability testing only)

BaKyyMHiiA

CTEPW/bHIN yNakoBLi
Y KapTOHHiii Kopobui
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
147. | INPAOYAN aepo3osib TOB YkpaiHa TOB «MynbTicnpeit» YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/16432/01/01
[030BaHuii no 20 "MynbTicnpeii” 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

MKr/50 mMkr/go3a no
200 po3 B
a/TOMIHIEBUX
6anoHax,
repmMeTuyHO
3aKpUTUX JO3YHUUM
KnanaHom Ta
3a6e3nevyeHnx
Haca/Koto-
iHranaTopom i3
3aXUCHUM
KoBnaykom. Mo 1
6as10Hy nomiLarTb
B Nauky 3 KapTOHYy

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) 3miHa
agpecu 3asaBHMKa. 3MiHu | Tuny -
AAMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro J1ikapcbkoro
3aco6y, BK/IKYaKUM AiNbHALL BUNYCKY cepii abo
MiCLie NPOBEAEHHSA KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEp, BKIHOYAOUN BUMYCK CEPINA).
3miHa agpecy BUpOGHMKA Y 3B'A3KY 3
NPUAHATTAM PilweHHs 25 cecii XapkiBcKbOoi
MICbKOI pagy 7 cknvkaHHA "Mpo BnopsaaKyBaHHA
HaliMeHyBaHb 06'EKTIB TOMOHIMIK/" Big,
27.02.2019 Ne 1531/19 yacTUHy Bynuui
KoHTOpCbKOi nepelimeHyBaTh Ha BY/INLO
Banepis MNeTpocosa. Bupo6Hnya AinbHuus,
ajzpecy sKoi 3MiHEHO, Ta BCi BUPO6GHMYI onepau;i
3a/IMLLNANCE He3MIHHUMK. [itova pepakuis: TOB
«MynbTicnpeii» YkpaiHa, 61052, M. Xapkis, By/1.
KoHTOopchka, 6ya. 90, NiT. «A-2» NponoHoBaHa
pepakuis: TOB «MynbTicnpeit» YkpaiHa, 61052,
XapkiBcbka 06/1., M. Xapki, Byn. Banepis
MeTpocoBa, 6ya. 24, NiT. «<A-2»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
148. | INPATPONIKO | nopoLuok TOB YkpaiHa Ny3oximika C.n.A ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/16306/01/01
BPOMI[, KpucTaniyHmi "MynbTicnpeii” 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT

(cybeTaHuis) y
noABiHMX NakeTax 3
nonieTuneHy ans
thapmaueBTUYHOro
3acTocyBaHHs

signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2004-220 - Rev 01 (3atBepaxeHo: R1-CEP
2004-220 - Rev 00). fk Hacnigok 3 3MiHN y
cneumdikauii Ta MeTogax BunpobyBaHHA 3a
nokasHnkamm «lgeHtudikayis», «Mpo3opicTb
PO3UMHY», «3a/IMLLKOBI PO3YMHHUKN» Ta
«KifbkicHe BM3HaYeHHs» (CTas10: inpaTponito
6powmigy Big 99,0 % go 100,5 %y
nepepaxyBaHHi Ha 6e3B0AHY PeYOBUHY). 3MiHN Y
MeToAWLji NPUroTYBaHHA PO3UKHY AKWIA
BUKOPWCTOBYETLCA B TeCTax «pH», «lMpo3opicTb
PO34MHy» Ta «Ko/bOpOoBICTb PO34MHY» (PO34MH
S). BunpasneHHs pefakuiliHux NoMuiokK y
XiMiUHi/i Ha3Bi Ta MeToAMKax BUNPobyBaHHSA ADI.
3amiHa TepMiHy NpuaaTHoOCTI 5 pokiB Ha nepiof,
nepekoHTposto 5 pokis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
149. | NOrekcon MOPOLLIOK AT "dapmak” YkpaiHa XesHr Crappi Kutaii BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/14557/01/01
(cybeTaHuin) y PapmacboTuKas 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
nonieTnIeHoBmX Ko., N4, signosigHocTi/l E-cepTudikar BignosigHoCTI
naketax gns €Bponelicbkiin dhapmakonei/moHorpadii.
hapMaLeBTUYHOLLIO MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
3acTOoCyBaHHA BiANOBIAHOCTI abo BUNyYeHHs cepTudikara

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
HoBuii cepTuddikat Bif BXe 3aTBEPAXEHOr0
BMPOGHMKa - NoJaHHA HOBOro cepTudikara
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2009-018-Rev 02 ana A®l itorekcon Big
BXe 3aTBepKeHoro BnpobHuka Zhejiang Starry
Pharmaceutical Co., Ltd, China. ditoua
pepakuisi: lohexol DMF (Version 2.0) Jenuary,
2015. MNMponoHoBaHa pejakuis:

CEP No. R1-CEP 2009-018-Rev 02, dated
08/02/2018 Name of holder: ZHEJANG STARRY
PHARMACEUTICAL CO., LTD.No.1 Starry
Road of Xianju Modern Industrial Centralization
Zone China-317300 Xianju, Zhejang Province
Production of intermediate(s): JIANGXI STARRY
PHARMACEUTICAL CO., LTD. North of the
Wuyi Road Salt Chemical Base China-331 200
Zhangshu, Jiangxi Province Production of
lohexol:

ZHEJANG STARRY PHARMACEUTICAL CO.,
LTD. No.1 Starry Road of Xianju Modern
Industrial Centralization Zone China-317300
Xianju, Zhejang Province
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
150. | MOrEKCON- PO34MH AN1S iH'EKLI Mictpan AHrnis 14001 INAY ONYM TypeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/18233/01/01
BICTA no 350 mr lioay Ha 1 Kenitan CAH BE TIOX AL 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
mn no 50 mn, abo no MeHeKMeHT 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
100 mn, abo no 200 Nimiteq 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
MY CKISSHOMY 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
thnakoHi; no 1 MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
donakoHy y perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
KapTOHHIlA KopooLi nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainm "OcobnneocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHoCTi abo rogysaHHs rpyaat”, "MobiyHi
peakuii" BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun ajtyoi pevyoBuHU. BBeaeHHs 3MiH
nNpoTArom 6-Tn MicALUiB NicNs 3aTBepPAXKEHHS
151. | NOrEKCOIn- PO34MH A5 iH'EKL Mictpan AHrnis 14001 INAY JONYM TypeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/18233/01/02
BICTA no 300 mr liogy Ha 1 Kenitan CAH BE TIOX AL 3MiHu | TMNY - 3MiHK Woa0 peyenmom | nidssieae
M no 50 mn a6o no MeHeKMeHT 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
100 M1y CKNHOMY Nimiteq 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro

donakoHi; no 1

donakoHy y
KapTOHHIA Kopoo6Li

3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEeHI A0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu "OcobnnBocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHoCTi abo rogysaHHs rpyaat”, "MobiyHi
peakuii" BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun ajtyoi pevyoBuHU. BBeaeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
152. | KANbLUIO Tabnetkn no 0,5r; MNAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 He UA/1933/01/01
FNHOKOHAT no 10 Tabnetok y «MoHdapm» 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenma nionsizae

cTpunax; no 10
Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi,
no 10 6nictepiB y
naJi 3 KapToHy

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
afpecu 3asBHUKa (BNnacHuka peectpauiiiHoro
noceifyeHHs). TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAUiB Nicns 3aTBEpAKEHHS. 3MiHU
| TMNy - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHA AiS/IbHOCTI BUPObHUKa/iMnopTepa
roTOBOrO /liKapcbKoro 3acoby, BkIovaun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
3miHa agpecu Bupo6Huka N3 MNAT "MoHtapm”,
YkpaiHa, 6e3 3miHM micus BUpobHuuTBa. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOT 0cobu
3asBHUKA, BiANOBIA&IbHOI 3a thapmakoHarnsg,
[itoua pepaxuis: Cosrupa Cepriii CeprilioBuy.
MponoHoBaHa pefakuis: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLie3HaxoKeHHs1 MacTep-haiina cuctemu
thapmakoHarnsgy. 3miHa Micus 34iACHEHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsay.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

153.

KAHANBOP

niodpinisat gns
pO3uuHy Ansi
iHdpy3iiA, mo 200 wmr;
no 1 donakony y
KopooLi

Acnipo ®apma
NimiTen

IHais

Acnipo ®apma
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NnoTpebye
HalaHHS XXOAHWNX HOBUX AOAATKOBUX AaHUX) -
3MiHM BHECEHI 10 iIHCTPYKUii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonorivyHi B1acTmBocTi”,
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUamn
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta f031" (pefaryBaHHs),
"Mo6iuHI peakuii" 3rigHO 3 iHchopmavjielo Woa0
MeAMYHOro 3acTOCYBaHHS pet)epeHTHOro
nikapcbKoro 3acoby (BidheHa, NopoLIok Ans
PO34nHy ans iHgysili no 200 mr). BBeAEHHSA 3MiH
NpOTSArom 6-Tv MiCSILiB MicAsi 3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/17810/01/01

154.

KAPISOH®

masb 0,5 mr/r, no 15
ra6o 30r, a6o 50 r
y Ty6i; no 1 Ty6i B
KapTOHHI nauwi

TOB "MIBE
YKPAIHA"

YKpaiHa

Mibe MTmM6X
ApuHalimiTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK WoA[0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3mMiHWM) OHOB/IEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby, a came: 3miHa y
n. 10. <cHOMEP PEECTPALINHOIO
MOCBIAYEHHA» Ta n. 13. «IHWE» nepBrHHOT
ynakosku, y n. 8. «4ATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI», n. 12. <HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA» Ta n. 13.
«HOMEP CEPIl IKAPCbKOIO 3ACOBY»
BTOPUHHOT yNakoBkn. TepMiH BBEAEHHS 3MiH
npoTArom 6 MicsiLiB nicns 3aTBepaKeHHs

3a
peyenmom

UA/10950/03/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
155. | KEQON PO34MH A5 iH'EKLIN, ToBapucTBO 3 YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17035/01/01
50 mr/2 mn, no 2 mn 06MeXeHOo akuioHepHe 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
npenapary B amnyni; | BignosigasbHi TOBapuCcTBO 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
no 50 amnyny CTHO "lekxim-Xapkis" 3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
KapTOHHI KopobLyj; "BEPKAHA+" 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns

no 5 amnyny
6nicTepi, no 1 abo 2
6nictepu y
KapTOHHilA KOpO6L

Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
3MiHM BHECEHI 10 iIHCTPYKUii AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"®apmakonorivyHi B1acTmBocTi”,
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUamn
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTb BNaMBaTu Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCMOPTOM abo iHLWMMK MexaHiamamu',
"Mo6iuHI peakuii" 3rigHO 3 iHchopmavji€elo Woa0
MeAMYHOro 3acTOCyBaHHS pet)epeHTHOro
nikapcbKoro 3acoby ([ekcanriH® iH'eKT, po3yunH
ANA iH'eKUii/iHcby3iiA, 50 Mr/2 mn). BBeAeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEpMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeEHb
(PIP) (3MiHy y3roixeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
NiKapcbKoro 3acoby y po3ain "3actocyBaHHSA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ail040i peyoBVHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
156. | KEPABOPT kpem 5 %; no 250 mr neHmapk IHAaisa neHmapk IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13581/01/01
Kpemy B cawle; no 12 | dapmMacbiTnk PapmacboTuKan3 3MiHu | TUNY - 3MiHK Woa0 peyenmom
abo 24 cawe y ans /itg,. nrp. 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
KapTOHHI KopoobLi (iHWwi 3miHW) OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby, a came: 3MiHa y
n. 3. kcHOMEP CEPII IKAPCbKOIO 3ACOBY»
Tan. 4. «4ATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI» nepBuHHOI ynakoBsku, y n. 13.
«HOMEP CEPIl IKAPCbKOIO 3ACOBY»
BTOPWHHOI yNakoBkW. TepMiH BBEAEHHS 3MiH -
npoTArom 6 MicsLiB nicns 3aTBepapKeHHs
157. | KETAMIH-3H PO34MH A1 iH'EKLIN, ToBapucTBO 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a He UA/12951/01/01
50 mr/Mino 2 mn B 06MeXeHOo 06MeXeHOo 3MiHu | TURY - 3MiHK WoAao peyenmom | nionsizae
amnyni, no 10 amnyn | BignoBiganbHi BigNoBiga/IbHICTIO 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
y KOpOG6Lii 3 KapTOHY; cTio "XapkiBcbke 3MiHa y KOpOTKili XapakTepucTyL,i NikapCbKoro
no 2 mn B amnyi, "XapkiBcbke thapmaueBTUYHe 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
no 5 amnyny dhapmaveBTHy nianpueMcTBO MeAMYHOro 3acTOCyBaHHA Ha niacTasi
6nicTepi, no 2 He "3p0poB's Hapoay" perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
6nicTepn y kopobui 3 | nignpuemcTeo nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
KapToHy "340poB'a 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
Hapoay" nicnapeecTpauiiHniii nepiod, abo sk pesynbTtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHV BHEeCeHOo A0 [HCTpyKUii Ana MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ginis:
"Ocob6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakwii”
o0 6e3neKky 3acTOCyBaHHSA Ailo40oi PeHOBUHM
KeTaMiH BignoBigHo Ao pekomeHgauin PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAXKEHHS
158. | KETO N/t0C LamnyHb no 60 mn neHmapk IHAaia neHmapk IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 - UA/10142/01/01
abo no 150 mn y PapmMacbloTHK PapmacbloTUKan3 3MiHu | TMNY - 3MiHK WoA0 peyenma
donakoHi; no 1 ans Jta,. nra. 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsgy

chnakoHy B
KapTOHHIA Kopoo6Li

(iHWwi 3MiHWM) OHOBMEHHS TEKCTY MapKyBaHHS
BTOPWHHOT YNakoBKW NliKapCbKoro 3acoby, a
came: 3miHa y n. 8. «JATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI» Ta n. 13. «<HOMEP
CEPII NIKAPCbKOIO 3ACOBY». TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

159.

KETOPON

PO34MH A5 iH'EKLIN,
30 mr/mn; no 1 mn B
amnyni; no 10 amnyn
y bnicTepi

4-p Peapi'c
Na6opaTopic
nig

IHais

f-p Peppi'c
Na6opatopic
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nNiKapcbKoro 3acoby y po3ain "3actocyBaHHSA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ail040i peyoBVHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MicAILiB nicns 3aTBepKEHHS; 3MiHM | Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) - 3MiHWM BHeECeHi
[0 IHCTPYKUiT 415 MeANYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
LLIO0 BaX/IMBOCTI 3BiTYyBaHHS NPO NOGIYHi
peaxuii.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/2566/01/01

160.

KMIBAC 10

TabneTku, BKPUTI
NNiBKOBOO
obonoHkoto, no 10
Mmr; no 10 TabneTok
y 6nicTepi; no 1 abo
3, a6o 9 6nicTepiB y
KapTOHHI nauwi

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHK | TUNy - 3MiHN Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHV BHECEHI A0 iHCTPYKLiT 4518 MeanyYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
"Oco6nmBocCTi 3acTocyBaHHA", "MobiuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
Lito4oi pevoBuHY. BBeEHHS 3MiH NPOTAToM 6-Tn
MicsLIB NiCNsA 3aTBEPAKEHHS.

3a
peyenmom

He
nionseae

UA/12971/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
161. | K/MIBAC 20 TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/12971/01/02
NNiBKOBOO YKPAIHA" 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
06010HKOt0, No 20 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr; no 10 TabneTok 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
y 6nicTepi; no 1 abo 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
3, abo 9 6nicTepiB y MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHIM navu,i perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnyHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3gainm
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ail040i peyoBVHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MicALiB Nic/a 3aTBepXEHHS.
162. | KNOANPEH Kpanni O4Hi, pO34uH, TOB "YOPN[, YkpaiHa yorPna MEOMLINH TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a He UA/18961/01/01
1wmr/mMn; no5mny MEANLINH" INAY CAH. BE 3MiHM | TUny - 3MiHK Wwoao peyenmom | nionsizae
pNakoHi- TIOK. A.LL. 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
KpanenbHuui; no 1 3MiHM Y KOPOTKIli XapaKTepuCTULLi Nikapcbkoro
chnakoHy- 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns

KpanenbHuLi B
KapTOHHI Kopoobui

MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicns BHECEHHA TiET camoi 3MiHN Ha
pedhepeHTHMI Npenapar (3mMiHa He NnoTpebye
HalaHH$ XXOLHNX HOBUX AOAATKOBUX AaHUX) -
3MiHW BHECEHI A0 iHCTPYKLiT 4518 MeanYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
"apmakonoriyni BnactnsocTi”, "MokasaHHs",
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "Ocob6aMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaaro”, "Cnocié 3actocyBaHHs Ta
aosn", "[itn" (yTouHeHHs), "Mepeno3ysaHHs",
"Mo6iuHi peakwii” 3rigHO 3 iHhopMaLieto Woa0
MeAMYHOro 3acTOCyBaHHs pehepeHTHOro
nikapcbkoro 3acoby (Voltaren Ophtha, eye drops
solution 0,1 %). BBeAeHHS 3MiH NpoTArom 6-Tu
MicALB Nicnsa 3aTBepAKEHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

163. | KNTIO®ENIH IC | TabneTkn no 0,15 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16533/01/02

Mmr; no 10 TabneTok [0aTKOBOK [04aTKOBOK 3MiHu | TUNY: 3MiHN 3 AkocTi. A®L. CTabiNbHICTb. peyenmom

y 6nicTepi; no 3 abo BiANOBIAa/IbHI BiANOBIAA/IBHICTIO 3miHa nepiogy NOBTOPHWMX BUNpobyBaHb/nepiogy

5 6nicTepiB y nayui CTHO "IHTEPXIM" 36epiraHHa abo ymoB 36epiraHHs Ad®l (3a

"IHTEPXIM" BiJCYTHOCTI Y 3aTBepKEHOMY [0CbE

cepTudikaTa BignoBiAHOCTI EBpoONechkiii
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO
BMNPO6YBaHHs) (Nepios NOBTOPHOr0
BUNpoGyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHS Mepiody NOBTOPHOrO
BMNpobyBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCIAXKEHb Y peaslbHOMY Yaci -
36iNbLUEHHA TepMiHy 36epiraHHs AdI,
3aTBEpPKEHO: TePMiH 36epiraHHs 3 poku,
3anponoHOBaHO: TEPMIH 36epiraHHA 4 poku.
3miHu | TYny: 3MiHn WoAao
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsgy
(iHwi 3miHW) MpuBeaeHHs hopmyntoBaHHA
po3ainy «MapkyBaHHs» A0 dhopmarty BiZnoBigHO
BMMOT fil040ro 3aKOHOAaBCTBa, 3aTBEPAKEHO:
BIAANOBIAHO [0 3aTBEPKEHOIO TEKCTY
MapKyBaHHS, WO A0AAETHCS; 3anponoHOBaHO:
3riiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHS.
3MiHu | TUNY: 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby (iHwi 3miHu)(B.IL.r. (X),l1A),
YTOUHEHHS hOPMY/TIIOBAHHSI HOPMYBaHHS TeCcTy
06yMOB/IEHO MPVBEAEHHAM Y BiAMOBIAHICTb [0
BuMor AdY gitoyoi pegakuii. CynyTHSA 3MiHa:
3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBGHMLTBI. 3MiHM BUNpo6yBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHS
chopMy toBaHHA HOPMYBaHHS TECTY
«OfHOPIAHICTb A030BaHMX O4MHULB» Y MKA 13
Ta cneuudikayisix i MeToANLj KOHTPOSO SKOCTI
NPOMIXHOro NpoaykTy «Hepo3sdacoBaHi
nNpoAyKTU»( K CynyTHS 3MiHa). 3MiHu | Tuny:
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHwi
3MiHW) YTOUHEHHSA (hOPMY/THOBaHHSA HOPMYBaHHS
TecTy «Po34mHeHHs» y MKA /13
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
164. | KNNO®ENIH IC | TabneTkn no 0,1 mr; ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16533/01/01
no 10 Tabnetok y [0aTKOBOK [04aTKOBOK 3MiHu | TUNY: 3MiHN 3 AkocTi. A®L. CTabiNbHICTb. peyenmom
6nictepi; no 3 BignoBigasIbHI Bi4NoBiAa/IbHICTIO 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/nepioay
6nicTepn y navui CTHO "IHTEPXIM" 36epiraHHa abo ymoB 36epiraHHs Ad®l (3a
"IHTEPXIM" BiJCYTHOCTI Y 3aTBepKEHOMY [0CbE

cepTudikaTa BignoBiAHOCTI EBpoONechkiii
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO
BMNPO6YBaHHs) (Nepios NOBTOPHOr0
BUNpoGyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHS Mepiody NOBTOPHOrO
BMNpobyBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCIAXKEHb Y peaslbHOMY Yaci -
36iNbLUEHHA TepMiHy 36epiraHHs AdI,
3aTBEpPKEHO: TePMiH 36epiraHHs 3 poku,
3anponoHOBaHO: TEPMIH 36epiraHHA 4 poku.
3miHu | TYny: 3MiHn WoAao
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsgy
(iHwi 3miHW) MpuBeaeHHs hopmyntoBaHHA
po3ainy «MapkyBaHHs» A0 dhopmarty BiZnoBigHO
BMMOT fil040ro 3aKOHOAaBCTBa, 3aTBEPAKEHO:
BIAANOBIAHO [0 3aTBEPKEHOIO TEKCTY
MapKyBaHHS, WO A0AAETHCS; 3anponoHOBaHO:
3riiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHS.
3MiHu | TUNY: 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby (iHwi 3miHu)(B.IL.r. (X),l1A),
YTOUHEHHS hOPMY/TIIOBAHHSI HOPMYBaHHS TeCcTy
06yMOB/IEHO MPVBEAEHHAM Y BiAMOBIAHICTb [0
BuMor AdY gitoyoi pegakuii. CynyTHSA 3MiHa:
3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBGHMLTBI. 3MiHM BUNpo6yBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHS
chopMy toBaHHA HOPMYBaHHS TECTY
«OfHOPIAHICTb A030BaHMX O4MHULB» Y MKA 13
Ta cneuudikayisix i MeToANLj KOHTPOSO SKOCTI
NPOMIXHOro NpoaykTy «Hepo3sdacoBaHi
nNpoAyKTU»( K CynyTHS 3MiHa). 3MiHu | Tuny:
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHwi
3MiHW) YTOUHEHHSA (hOPMY/THOBaHHSA HOPMYBaHHS
TecTy «Po34mHeHHs» y MKA /13
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

165. | KNTIO®ENIH IC | TabneTkn no 0,3 mr; ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16533/01/03

no 10 Tabnetok y [0aTKOBOK [04aTKOBOK 3MiHu | TUNY: 3MiHN 3 AkocTi. A®L. CTabiNbHICTb. peyenmom

6nictepi; no 3 BignoBigasIbHI Bi4NoBiAa/IbHICTIO 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/nepioay

6nicTepn y navui CTHO "IHTEPXIM" 36epiraHHa abo ymoB 36epiraHHs Ad®l (3a

"IHTEPXIM" BiJCYTHOCTI Y 3aTBepKEHOMY [0CbE

cepTudikaTa BignoBiAHOCTI EBpoONechkiii
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO
BMNPO6YBaHHs) (Nepios NOBTOPHOr0
BUNpoGyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHS Mepiody NOBTOPHOrO
BMNpobyBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCIAXKEHb Y peaslbHOMY Yaci -
36iNbLUEHHA TepMiHy 36epiraHHs AdI,
3aTBEpPKEHO: TePMiH 36epiraHHs 3 poku,
3anponoHOBaHO: TEPMIH 36epiraHHA 4 poku.
3miHu | TYny: 3MiHn WoAao
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsgy
(iHwi 3miHW) MpuBeaeHHs hopmyntoBaHHA
po3ainy «MapkyBaHHs» A0 dhopmarty BiZnoBigHO
BMMOT fil040ro 3aKOHOAaBCTBa, 3aTBEPAKEHO:
BIAANOBIAHO [0 3aTBEPKEHOIO TEKCTY
MapKyBaHHS, WO A0AAETHCS; 3anponoHOBaHO:
3riiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHS.
3MiHu | TUNY: 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby (iHwi 3miHu)(B.IL.r. (X),l1A),
YTOUHEHHS hOPMY/TIIOBAHHSI HOPMYBaHHS TeCcTy
06yMOB/IEHO MPVBEAEHHAM Y BiAMOBIAHICTb [0
BuMor AdY gitoyoi pegakuii. CynyTHSA 3MiHa:
3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBGHMLTBI. 3MiHM BUNpo6yBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHS
chopMy toBaHHA HOPMYBaHHS TECTY
«OfHOPIAHICTb A030BaHMX O4MHULB» Y MKA 13
Ta cneuudikayisix i MeToANLj KOHTPOSO SKOCTI
NPOMIXHOro NpoaykTy «Hepo3sdacoBaHi
nNpoAyKTU»( K CynyTHS 3MiHa). 3MiHu | Tuny:
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHwi
3MiHW) YTOUHEHHSA (hOPMY/THOBaHHSA HOPMYBaHHS
TecTy «Po34mHeHHs» y MKA /13
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
166. | KO-AIOBAH® | Tabnetku, BKpUTI HoBaprTic LLiBenuapi HoBapTic ®apma LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8688/01/01
NNiBKOBOO dapma Al A LLTelH AT, ITania 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
060n0HkKot0, No 80 LBeliuapis; Brpo6HMLUTBO. 3MiHa BUPOOHMKa

mr/12,5 wr; no 14

TabneTok y 6nicrepi;
no 1 a6o 2 6nictepn
y KOpO6Lj 3 KAapTOHY

HoBapTic ®apma
C.n.A,, ltanis;
lMepBuHHE Ta

BTOPVIHHE
nakyBaHHs: Michapm
C.n.A., ltanis

BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae

HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTposniem A®l, abo foaasaHHS AiNbHULI, Ae
NPOBOAMUTLCA KOHTPO/b/BUNPOBYBaHHS cepii) -
[ofaBaHHA HOBOro BUpo6Huka Novartis Grimsby
Ltd., Great Britain BignoBiganbHOro 3a KOHTPOs1b
AKOCTI Ail040i peyoBMHY BasicapTaHy; 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.

MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANoBIAHOCTI a60 BUYYEHHS cepTudikaTa

BiNOBIgHOCTI E€Bponelickkilt thapmakonei: ans

A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Big BXe 3aTBEPAXEHOT0
BMPOGHMKA - MoAaHHSA HOBOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-

CEP 2016-290 - Rev 00 gna A®| BancaprtaHy
Bif BXe 3aTBepAkeHoro BupobHuka Novartis

Pharma AG, Switzerland
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
167. | KO-AIOBAH® | Tabnetku, BKpUTI HoBaprTic LLiBenuapi HoBapTic ®apma LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8688/01/02
NNiBKOBOO dapma Al A LLTelH AT, ITania 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
060/10HKOI0, No 160 LBeliuapis; Brpo6HMLUTBO. 3MiHa BUPOOHMKa

mr/12,5 wr; no 14

TabneTok y 6nicrepi;
no 1 a6o 2 6nictepn
y KOpO6Lj 3 KAapTOHY

HoBapTic ®apma
C.n.A,, ltanis;
lMepBuHHE Ta

BTOPVIHHE
nakyBaHHs: Michapm
C.n.A., ltanis

BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae

HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTposniem A®l, abo foaasaHHS AiNbHULI, Ae
NPOBOAMUTLCA KOHTPO/b/BUNPOBYBaHHS cepii) -
[ofaBaHHA HOBOro BUpo6Huka Novartis Grimsby
Ltd., Great Britain BignoBiganbHOro 3a KOHTPOs1b
AKOCTI Ail040i peyoBMHY BasicapTaHy; 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.

MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANoBIAHOCTI a60 BUYYEHHS cepTudikaTa

BiNOBIgHOCTI E€Bponelickkilt thapmakonei: ans

A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Big BXe 3aTBEPAXEHOT0
BMPOGHMKA - MoAaHHSA HOBOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-

CEP 2016-290 - Rev 00 gna A®| BancaprtaHy
Bif BXe 3aTBepAkeHoro BupobHuka Novartis

Pharma AG, Switzerland
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
168. | KO-AIOBAH® | Tabnetku, BKpUTI HoBaprTic LLiBenuapi HoBapTic ®apma LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8688/01/03
NNiBKOBOO dapma Al A LLTelH AT, ITania 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
060/10HKOI0, No 160 LBeliuapis; Brpo6HMLUTBO. 3MiHa BUPOOHMKa

mr/25 mr; no 14

TabneTok y 6nicrepi;
no 1 a6o 2 6nictepn
y KOpO6Lj 3 KAapTOHY

HoBapTic ®apma
C.n.A,, ltanis;
lMepBuHHE Ta

BTOPVIHHE
nakyBaHHs: Michapm
C.n.A., ltanis

BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae

HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTposniem A®l, abo foaasaHHS AiNbHULI, Ae
NPOBOAMUTLCA KOHTPO/b/BUNPOBYBaHHS cepii) -
[ofaBaHHA HOBOro BUpo6Huka Novartis Grimsby
Ltd., Great Britain BignoBiganbHOro 3a KOHTPOs1b
AKOCTI Ail040i peyoBMHY BasicapTaHy; 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.

MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANoBIAHOCTI a60 BUYYEHHS cepTudikaTa

BiNOBIgHOCTI E€Bponelickkilt thapmakonei: ans

A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Big BXe 3aTBEPAXEHOT0
BMPOGHMKA - MoAaHHSA HOBOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-

CEP 2016-290 - Rev 00 gna A®| BancaprtaHy
Bif BXe 3aTBepAkeHoro BupobHuka Novartis

Pharma AG, Switzerland
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
169. | KO-AIOBAH® | Tabnetku, BKpUTI HoBaprTic LLiBenuapi HoBapTic ®apma LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8688/01/04
NNiBKOBOO dapma Al A LLTelH AT, ITania 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
060n0HKot0, Nno 320 LBeliuapis; Brpo6HMLUTBO. 3MiHa BUPOOHMKa

mr/12,5 wr; no 14

TabneTok y 6nicrepi;
no 1 a6o 2 6nictepn
y KOpO6Lj 3 KAapTOHY

HoBapTic ®apma
C.n.A,, ltanis;
lMepBuHHE Ta

BTOPVIHHE
nakyBaHHs: Michapm
C.n.A., ltanis

BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae

HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTposniem A®l, abo foaasaHHS AiNbHULI, Ae
NPOBOAMUTLCA KOHTPO/b/BUNPOBYBaHHS cepii) -
[ofaBaHHA HOBOro BUpo6Huka Novartis Grimsby
Ltd., Great Britain BignoBiganbHOro 3a KOHTPOs1b
AKOCTI Ail040i peyoBMHY BasicapTaHy; 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.

MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANoBIAHOCTI a60 BUYYEHHS cepTudikaTa

BiNOBIgHOCTI E€Bponelickkilt thapmakonei: ans

A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Big BXe 3aTBEPAXEHOT0
BMPOGHMKA - MoAaHHSA HOBOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-

CEP 2016-290 - Rev 00 gna A®| BancaprtaHy
Bif BXe 3aTBepAkeHoro BupobHuka Novartis

Pharma AG, Switzerland
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

170.

KO-AIOBAH®

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, M0 320
mr/25 mr; no 14
TabneTok y 6nicrepi;
no 1 a6o 2 6nictepn
y KOpO6Lj 3 KAapTOHY

HoBaprTic
Papma Al

LLiBenuapi
A

HoBapTic ®apma
LTeiiH AT,
LBeliuapis;
HoBapTic ®apma
C.n.A,, ltanis;
lMepBuHHE Ta
BTOPVIHHE
nakyBaHHs: Michapm
C.n.A., ltanis

LLiBenuapis/
ITanis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TNy - 3MiHK 3 AKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTposniem A®l, abo foaasaHHS AiNbHULI, Ae
NPOBOAMUTLCA KOHTPO/b/BUNPOBYBaHHS cepii) -
[ofaBaHHA HOBOro BUpo6Huka Novartis Grimsby
Ltd., Great Britain BignoBiganbHOro 3a KOHTPOs1b
AKOCTI Ail040i peyoBMHY BasicapTaHy; 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANoBIAHOCTI a60 BUYYEHHS cepTudikaTa
BiNOBIgHOCTI E€Bponelickkilt thapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Big BXe 3aTBEPAXEHOT0
BMPOGHMKA - MoAaHHSA HOBOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2016-290 - Rev 00 gna A®| BancaprtaHy
Bif BXe 3aTBepAkeHoro BupobHuka Novartis
Pharma AG, Switzerland

3a
peyenmom

UA/8688/01/05

171.

KONNTOMAK®
M

PO3YMH HALLKIPHWIA
167,0 mr/r; no 10 mn
y chnakoHi, no 1

donakoHy y
KapTOHHIA Kopoo6Li

ANEKCOAPM
TMBX TA

CnonyuyeH
e
KoponiscT
BO

dapmanabop
MpoayTtoc
dapmacbtoTikoc C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TURy - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHN AiS/IbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaun
AOinbHULI BUNYCKy cepii abo micle npoBefeHHs
KOHTPO/O AKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYAKOUM BUMYCK Cepild) -
3miHa agpecu BupobHuka MN3, y 38'A3ky 3
aAMiHICTPaTVBHUMYW 3MiHAMY HaceNeHoro
NYHKTY, Tak sk Ceban € 4aCTUHOLO
MyHiumnanitety KoHgeliwa-a-HoBa. Takox
He3HayHa 3MiHa y Ha3Bi BUPOOHMKA, Y 3B'A3KY
npuBeAeHHS [0 OHOB/EHOI NiueHsii Ta GMP
cepTudikaTy. BupobHuya ainbHUUSA Ta yci
BMPOGHMWUYI onepauii 3a/IMLWaTbCs HE3MIHHUMM

6e3
peyenma

nionsieae

UA/17397/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
172. | KOMBOII3A | TabneTtku, BKpUTI ACTPA3EHEK LBeuis AcTpa3eHeka CLIA BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/12952/01/02
XR NNiBKOBOO A Ab PapmacboTrKanc 3MiHu | TUNY - 3MiHK Woa0 peyenmom
060/10HKO0, N0 5 nn 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
mr/500 wmr; no 7 (iHWi 3MiHW) BruyyeHHs TEKCTY MapKyBaHHs 6e3
TabneTok y 6nicrepi; 3a3HavyeHHs MXHapoAHOT cucTeMu oaunHuub Sl.
no 4 6nictepu y OHOB/IEHHS TEKCTY MapKyBaHHS i3 3a3Ha4EHHAM
KapTOHHI KopoobLi MiXHapOAHOI CMCTEMU OANHUL SI.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
173. | KOMBOINI3A | TabneTtku, BKpUTI ACTPA3EHEK LBeuis AcTpa3eHeka CLA BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/12952/01/03
XR NNiBKOBOO A Ab dapmacboTrKanc 3MiHu | TUNY - 3MiHK Woa0 peyenmom
060/10HKOI0, N0 5 nn 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
mr/1000 mr; no 7 (iHWi 3MiHW) BruyyeHHs TeKCTY MapKyBaHHs 6e3
Tabnetok y 6nictepi; 3a3HavyeHHs MXHapoAHOT cucTeMu oaunHuub Sl.
no 4 6nictepu y OHOB/EHHSI TEKCTY MapKyBaHHS i3 3a3HaYEHHAM
KapTOHHIA Kopoo6Li MiXXHapOAHOI cMCTEMU OANHULb SI.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS
174. | KOMBOII3A | TabneTtku, BKpUTI ACTPA3EHEK LBewis AcTpa3eHeka CWA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a - UA/12952/01/01
XR nNiBKOBOO A Ab PapmacboTrKanc 3MiHu | TMNY - 3MiHK Woa0 peyenmom
060n0HKot0, Mo 2,5 nan 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
Mmr/1000 mr; no 7 (iHwWi 3MiHW) BruyyeHHs TEKCTY MapKyBaHHs 6e3
Tabnetok y 6nictepi; 3a3HavYeHHs MKHapOAHOT cucTeMun oauvHub Sl.
no 4 6nictepu y OHOB/EHHS TEKCTY MapKyBaHHS i3 3a3Ha4eHHAM
KapTOHHI KopoobLi MiXXHapPOAHOI cucTeMu ognHULb Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
175. | KOHTPUBEH | po3uunH ANns iH'ekuji, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10355/01/01
10 000 KIO/mn; no 1 "BIO®APMA" "BIO®APMA" 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

M B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepn y nauuj 3
KapToHy; no 5 Mmn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B nauui 3
KapToHy; Mo 50 mny
dhnakoHi; no 1
chnakoHy B nauuj 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPKEHNX METOAAX BUNPOGYBaHb)
BHeceHHs 3MiH fo p.3.2.P.7 Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6, a came-
npuBeeHHs cneyndikauii Ha amnynn CKAsHI 3a
n. «[oBepxHeBa rifgposiTuyHa CTilikicTb
BHYTPILLUHbOT MOBEPXHI» Yy BignoBigHicTb go AdY
3.2.1 3aTBepaxeHo: 4.NoBepxHeBa
rigponiTMyHa CTilKiCTb BHYTPILUHLOT NOBEPXHI
KinbkicTb BUNpobyBaHux 3paskis, HEOOXigHNX
AN 3aK/TI0YHOTO BU3HAYEHHS, Mae ByTn He
MeHLLe 25 ana amnyn 06’eMom 1 mn
3anponoHoBaHo: 4.MoBepxHeBa rigponitTnyHa
CTiKICTb BHYTPILLHbOT NoBepxHi KinbkicTb
BUNPOBYyBaHUX 3pa3kiB, HEOOXIAHWX A/1A
3aK/OYHOTO BU3HAYEHHS, Mae ByTW He MeHLe
20 ans amnyn o6’emMom 1 M
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

176.

KOHTPUBEH

PO34MH A5 iH'EKLIN,
10 000 KIO/mn; no 1
M B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepun y nayui 3
KapToHy; no 5 Mmn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B nauui 3
KapTOHY

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoweci BUPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKIOYaoUy NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULTBA) - 3MiHa A0 po3ainy 3.2.P.3
"MpoLec BUpOBHMLTBA NiKapcbKoro 3acoby", a
came BMHECEHHS okpemoto onepaduii 3.1
"OTpMMaHHA Ta NiAroToBKa NakyBabHUX
marepianis"; 3mMiHu | TMny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAAX
BUNPOBYBaHHSA) - NpUBEAEHHA MeTohoNorii
nokasHuka «CTepusbHICTb» Y BigNOBIAHOCTI A0
BMMOT 3arasibHOi cTatTi AdY 2.6.1 gitoyoro
BUAAHHS; 3MiHK | TUNy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHWii 3aci6. 3MiHa y
NEepPBUHHIN yNakoBLji rOTOBOro NikapcbKoro
3aco6y (TvN KoHTelHepa abo AofAaBaHHS HOBOTO
KOHTeliHepa) - BunyyeHHs nepBMHHOI yNakoBKu,
LL|0 He NP13BOAWTb A0 NOBHOMO BUMYYEHHS
NiKapcbKoro 3acoby 3 NEBHO CUo il abo y
MeBHili Nikapcbkili hopmi - BunyyeHHs
NnepBUHHOT yNnakoBku (donakoHy 06'emom 50 mi),
LLIO HE NPU3BOAMUTb [0 MOBHOIO BUyYEHHS
nNiKapcbKoro 3acoby 3 NeBHOK CWUJ/IoK Aji abo y
NeBHili nikapcbkiii hopMi , 3MiHa NoB'sA3aHa i3
BiZICYTHICTIO KOMepLiiHOT HeobXigHOCTI Ta
TEXHIYHOT MOX/IMBOCTi BUTOTOB/IEHHSA [aHOro
06'eMy HanoBHEHHS. 3MiHN BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ginis "Cnocib
3acTocyBaHHsA Ta 031" Ta "Ynakoska", 4o
KOPOTKOI XapakTepuUCcTUKN NikapCbKOoro 3acoby
00 po3ainis "4.2. [1o3n Ta cnoci6 3actocyBaHHS"
Ta "6.5. Tvn Ta BMICT NEPBUHHOI yNnakoBKn" Ta
[0 MapKyBaHHS YNakoBKW /liKapCbKOro 3acoby
(BrnyyeHHs npoLiecy BUPO6HMLTBA Npenapary y
donakoHax no 50 mn). TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuis nicns 3aTBepAKeHHS

3a
peyenmom

He
nionsieae

UA/10355/01/01

177.

KO-
NMPEHECA®

Tabnetku, 2
mr/0,625 mr; no 10
TabneTtok y bnictepi;

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo
mecTo, CnoBeHisa
(BMpO6HMLTBO "in

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.

3a
peyenmom

He
nionsieae

UA/10953/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 3 a6o 6, abo 9 bulk", nepBmHHe Ta 3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
6nictepiB y BTOPUHHE 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
KapTOHHIlA KOpo6L; nakyBaHHs, MeANYHOro 3aCTOCyBaHHsA

no 15 tabnetok y
6nicTepi; no 2 a6o 4,
abo 6 6nicTtepis y
KapTOHHI KopoobLi

KOHTPO/Tb Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/b
cepir)

reHepuyYHUX/ri6puaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicns BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHUI npenapar (3mMiHa He NnoTpebye
HafJaHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
3MiHM BHECEHI [0 iIHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginm
"apmakonoriyHi BnactmBocTi”, "B3aemogis 3
iHLWIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi B1uam
B3aemogii", "Oco6/MBOCTi 3aCTOCYBaHHSA" 3rifHO
3 iHhopMaLji€ero Woa0 MeanyYHOro 3acToCyBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® dopte
4,0 mr/1,25 wmr). BBeeHHs 3MiH NpoTArom 6-1n
MicsILiB nicns 3aTBepMKEHHS. 3MiHM | Tuny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA
reHepuYHUX/riopuaHNX/6ionodibHMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Mpenapar (3mMiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX)
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ginm
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUamn
B3aemogiin", "OcobamBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpyaaro”, "rMo6ivHi peakuii" srigHo 3
iHchopmaLieto LWoA0 MeANYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® dopte
4,0 mr/1,25 wmr). BBeeHHs 3MiH NpoTAarom 6-1u
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA Ha MiAgcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo focnigkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLIiHKM 3BITY 3 AOC/I)KEHb, MPOBEAEHNX
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n/n

JliKapcbKO20

Hassa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BIANOBIAHO [0 M1aHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (iHLi 3MiHW) 3MiHX BHECEHI [0 IHCTPYKLIT
ONS MeAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3ainu "B3aemogis 3 iHWrMm
nikapcbkMKW 3acobamu Ta iHLWi B1uam
B3aeMogijin", "MobiuHi peakuii" BignoBiaAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku aiyol
peyoBMHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (iHWi 3MiHW1) 3MiHM BHECEHI A0 IHCTPYKL,i
AN19 MeANYHOr0o 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "MNobivHi peakuii" BianosigHo A0
OHOBJ/IEHOT iHdhopMalLii 3 6e3neku gitoyoi
peyoBMHW. BBELEHHSA 3MiH MPOTAroM 6-Tu
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECeHi Ao
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ain "MobivHi peakuii”
BIANOBIAHO A0 iHhopMaL,i WoA0 BaXK/IMBOCTI
3BiTyBaHHA Npo NobiyHi peakLii. BBegeHHSA 3MiH
NpoTArom 6-Tn MicALUiB NicNs 3aTBEpPMAKEHHS

178.

KO-

NMPEHECA®

Tabnetku, 4 mr/1,25
Mr, no 10 TabneTok
y 6nicTepi; no 3 abo
6, abo 9 bnicTepiB y
KapTOHHI Kopo6Lyj;
no 15 TabneTtok y
6nicTepi; no 2 a6o 4,
abo 6 6nictepiB y
KapTOHHI Kopoobui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo
mMecTo, CroBeHis
(BMpPOGHMLTBO "in
bulk", nepBmHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTpO/b
cepir)

CnoBeHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
3MiHM BHECEHI [0 IHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactmBocTi”, "B3aemogis 3
iHLWIMMK NiKapcbknuMy 3acobamu Ta iHLWi BUAW
B3aemMogiin", "OcobMBOCTi 3aCTOCYBaHHS" 3rigHO

3a
peyenmom

He
nionsieae

UA/10953/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3 iH(hopMaLji€ero Woa0 MeAnyYHOro 3acToCyBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® dopte
4,0 mr/1,25 wmr). BBeeHHS 3MiH NpoTArom 6-1u
MicAILiB nicns 3aTBepMKEHHS. 3MiHM | Tuny -
3MiHN Wopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA
reHepuYHUX/riopuaHNX/6ionodibHNX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIN Mpenapar (3mMiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX)
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnyHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3gainm
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUamn
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpyaaro”, "rMo6ivHi peakuii" 3rigHo 3
iHchopmaLieto W00 MeANYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® dopte
4,0 mr/1,25 wmr). BBeeHHs 3MiH NpoTArom 6-1u
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA Ha MiAcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo focnigkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NeaiaTpUyHNX JOCAiAKEHb
(PIP) (iHLi 3MiHW) 3MiHX BHECEHI [0 IHCTPYKLIT
015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
3aco6y y po3ainu "B3aemogis 3 iHWrMm
nikapcbkMKW 3acobamu Ta iHLWi B1uam
B3aeMogijin", "MobiuHi peakuii" BignoBiaAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku aiyol
peyoBMHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (iHWi 3MiHW1) 3MiHM BHECEHI A0 IHCTPYKL,i
AN19 MeANYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "MNobivHi peakuii” BianosigHO A0
OHOBJ/IEHOT iHdopMalLiii 3 6e3neku gitoyoi
peyoBMHW. BBELEHHA 3MiH NPOTAroM 6-Tu
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECeHi 40
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BIANOBIAHO A0 iHhopMaL,i WoA0 BaXK/IMBOCTI
3BiTyBaHHA Npo NobiyHi peakLii. BBegeHHSA 3MiH
nNpoTArom 6-Tn MicALUiB NicNs 3aTBepPAXKEHHS

179.

KO-
NMPEHECA®

Tabnetku, 8 mr/2,5
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6, abo 9 6nicTepiB y
KapTOHHI Kopo6Lyj;
no 15 TabneTtok y
6nicTepi; no 2 abo 4,
abo 6 6nictepiB y
KapTOHHI Kopobui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo
mMecTo, CroBeHis
(BMPOGHMLTBO "in
bulk", nepBnHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTpO/b
cepir)

CnoBeHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMol 3MiHK Ha
pedrepeHTHUIA npenapaT (3MiHa He NoTpebye
HajaHHS XXOAHWUX HOBUX AOAATKOBMX JaHWX)
3MiHM BHECEHI [0 iIHCTPYKLIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactmBocTi”, "B3aemogis 3
iHLWMMK NiKapcbknMy 3acobamu Ta iHLWi BUAW
B3aemMogijin", "OcobMBOCTi 3aCTOCYBaHHS" 3rigHO
3 iHhopMaLji€elo Woa0 MeanyYHOro 3acToCyBaHHS
pechepeHTHOro slikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® dopte
4,0 mr/1,25 wmr). BBegeHHS 3MiH NpoTarom 6-tu
MicsILiB nicns 3aTBepMKEHHS. 3MiHM | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA
reHepuYHUX/riopuaHNX/6ioNoAi6HNX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha

3a
peyenmom

He
nionsieae

UA/10953/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

pedhepeHTHWIT Mpenapar (3mMiHa He noTpebye
HafjaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX)
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnyYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUamn
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpyaar”, "rMo6ivHi peakuii" srigHo 3
iHchopmaLieto LWoA0 MeANYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Honinpen®
2,0 mr/0,625 wmr, Tabnetkn Ta Honinpen® dopte
4,0 mr/1,25 wmr). BBeeHHs 3MiH NpoTArom 6-1n
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA Ha MiAgcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo focnigkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (iHLi 3MiHW) 3MiHX BHECEHI [0 IHCTPYKLIT
ONS MeAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3ainu "B3aemogis 3 iHWrMm
nikapcbk1MKW 3acobamMu Ta iHLWi BUuam
B3aeMogijin", "MobiuHi peakuii" BignoBiaAHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku aiyoi
peyoBMHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3aco6y, abo gocnimkeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX JOCNiLKeHb
(PIP) (iHWi 3MiHW1) 3MiHM BHECEHI A0 IHCTPYKL,i
AN19 MeANYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "MNobivHi peakuii” BianosigHO A0
OHOBJ/IEHOT iHd)opMalLii 3 6e3neku gitoyoi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
peyoBMHW. BBELEHHA 3MiH MPOTAroM 6-Tu
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECeHi 4o
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BIANOBIAHO A0 iHhopMaL,i WoA0 BaXK/IMBOCTI
3BiTyBaHHA Npo NobiyHi peakLii. BBegeHHSA 3MiH
NpoTArom 6-Tn MicALUiB NicNs 3aTBepPAXKEHHS
180. | KOPOAPOH® | po3uuH ans iH'ekuiid, | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon ®paHuia BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/3683/01/01
50 mr/mn; Ne 6: no 3 ABeHTIC IHpacTpia 3MiHK | TUNy - 3MiHK Woao peyenmom | nidssieae
M/ B amnyni; no 6 YkpaiHa" 6e3nekn/edhekTNBHOCTI Ta hapMakoHarnisay
ammnysn B NoniMepHuX (iHLWi 3MiHK). 3MiHWM BHECEHO B iHCTPYKLit0 AN
YyapyHkax y MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
KapTOHHI Kopoobui A0 posginis "MpotunokasaHHs", "OcobnnBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
3acToCyBaHHSA Ta 403U" BignoBigHO A0
OHOB/IEHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYyBaHHS [OMNOMDKHOT PEYOBUHU, & TakoX
[0 3a3HaYeHnX Po34iniB BHECEHI HE3HAYHI
KOPEKTOPChKi NPaBKy.
181. | KOPAAPOH® | po3uuH ans iH'ekuiid, | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/3683/01/01
50 mr/mn, Ne 6: no 3 ABEHTIC IHoacTpia 3MiHK | TUNy - 3MiHK Woao peyenmom nionseae
M/ B amnyri; no 6 YkpaiHa" 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.

amMnyn B noniMepHUx
YyapyHkax y
KapTOHHIA Kopoo6Li

3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3roi)KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) - 3MiHN BHECEHO B
IHCTPYKLiI0 AN151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o posainis "Bsaemogis 3
HLIMMKM NikapcbkMKM 3acob6amMu Ta iHLWi BUam
B3aemogiit" Ta "MNobiyHi peakuii" BignosigHo A0
OHOBNEHOT iHhopMaLii LWoao 6e3neku
3aCTOCYBaHHSA Ait040T PeYOBUHM 3rigHO 3
pekomeHgauieto PRAC
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

182.

KOPHEPETE
Nb®

reflb O4HUiA, 50 mr/r,
no5ryTy6i;no 1
Ty6i B KAPTOHHIi
Kopobui

TOB "bayL
Xenc"

YkpaiHa

Ap. l'epxapg MaHH
XeMm.-chapm. Pabpuk
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax

BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby

(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHS) BHECEHHS HE3HAYHOT 3MiHU B
3aTBEpPAKEHY MeTOAMKY BUNPo6yBaHHA 3a
NMOKa3HMKOM «laeHTUchikaLis Ta KinbKicHWi
aHaJli3 IeKCNaHTeHO Ty », a caMe 3MiHu
napameTpiB KOJIOHKM, SKa BUKOPUCTOBYETbLCA
3artBepaxeHo: 3.2.P.5.2.2 Column parameter
Nucleosil 100 C18 125x4 mm, 5 pm or
comparable Pre-Column parameter Nucleosil
100 C18 8x4 mm, 5 um + Phenomenex Security

Guard L=4.0 mm x ID=3.0 mm or comparable

3anponoHosaHo: 3.2.P.5.2.2 Column parameter

Nucleosil 100 C18 or equivalent, 150x4 mm, 5

pum Pre-Column parameter C18 or equivalent,

4x3 mm

6e3
peyenma

UA/8545/01/01

183.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 80
mr/12,5 mr no 10
TabneTok y 6nictepi;
no 3 a6ono 6
6nicTepiB y nauui

AT "®apmak”

Ykpaina

AT "dapmak”,
YKpaiHa
(cbacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-B1pOGHMKa
BankaHdapma
AynHnua AT,
Bonrapisi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TUny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHiii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)eHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHM BHECEHI [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakwii”
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3neku
Ai040T peyvoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicALB Nic/a 3aTBepAKEeHHs

3a
peyernmom

He
nionsieae

UA/14293/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
184. | KOPCAP® H TabneTku, BKpUTI AT "dapmak” YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/14293/01/02
NNiBKOBOO Ykpaina 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
o060noHkoto, 160 (dhacyBaHHA Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr/25 mr no 10 nakyBaHHs 3 in bulk 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
TabneTok y 6nicrepi; hipm-BMpOOHUKA 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 3 abo no 6 BankaHtapma MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
6nicTepiB y naui Oynuuus AT, perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
Bonrapis) nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnyHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3gainm
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ail040i peyoBVHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
185. | KOPCAP® H TabneTku, BKpUTI AT "®apmak” Ykpaina AT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a He UA/14294/01/01
N/1iBKOBOIO YkpaiHa 3MiHu | TURY - 3MiHK WoAao peyenmom | nionsizae

060n0HkKot0, 160
mr/12,5 mr; no 10
TabneTok y 6nictepi;
no 3 abo 6 6nictepis
y nayui

(cbacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-B1pOGHMKa
BankaHdapma
AynHnua AT,
Bonrapisi)

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHiii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)eHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHM BHECEHI [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakwii”
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3neku
Ai040T peyvoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicALB Nic/a 3aTBepAKEeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
186. | KOPCAP® H TabneTku, BKpUTI AT "dapmak” YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/14294/01/02
NNiBKOBOO Ykpaina 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
o060noHkoto, 320 (dhacyBaHHA Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr/25 mr no 10 nakyBaHHs 3 in bulk 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
TabneTok y 6nicrepi; hipm-BMpOOHUKA 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 3 abo 6 6nictepis BankaHtapma MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
y nauui Oynnnua AT, perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
Bonrapis) nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnyHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3gainm
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ail040i peyoBVHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
187. | KOPCAP® H TabneTku, BKpUTI AT "dapmak" YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a He UA/14295/01/01
N/1iBKOBOIO YkpaiHa 3MiHu | TURY - 3MiHK WoAao peyenmom | nionsizae

060/10HKO0, 320
mr/12,5 mr no 10
TabneTok y 6nictepi;
no 3 a6ono 6
6nicTepiB y nauui

(cbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipMmn-BMpOGHMKa

BankaHdapma

AynHnua AT,
Bonrapisi)

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHiii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)eHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHM BHECEHI [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakwii”
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3neku
Ai040T peyvoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicsLiB nicns 3aTBepAKEHHS.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

188.

KOPTUMEHT

Tabnetku
NPOIOHIoBaHoT Aji
no 9 mr; no 10
TabneTok B 6nicTepi;
no 3 6nictepu B
ynakosLi

®eppiHr MTM6X

HimeuumnH
a

KOCMO C.IM.A.

ITanis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/19127/01/01

189.

KPECTOP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
Mr; no 14 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

AcTpa3eHeka
HOK NimiTepq,

Benuvka
BputaHis

BMPOGHMK
nikapcbKoro 3acoby
«in bulk»: AMIEp
PapmacboTUKaNc
IHK., CLUA,
BMPOOBHUK,
BiANoBiga/IbHUI 3a
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii: AcTpa3eHeka
HOK NimiTen, Benuka
BpuTaHis

CLIA/
Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTpob roToBOro

NiKapcbKoro 3acoby (iHLi 3MiHW) - OHOBNEHHS

BXe 3aTBePAKEHUX METO/iB KOHTPO/IIO AKOCTI

NikapcbKoro 3acoby, a came: BUKNaAEeHHA TEKCTY

[epXxaBHOI MOBOHO 3riHO Cy4acHWUX BUMOT 3

BHECEHHSAM KOPEKTOPCbKUX NPaBOK BiAMOBIAHO

[0 opuriHaibHUX JOKYMEHTIB. BBeeHHS 3MiH

NpoTArom 6-Tn MiCALB NiCNA 3aTBEPMAKEHHS

3a
peyermom

UA/3772/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
190. | KPECTOP TabneTku, BKpUTI AcTpa3eHeka Benuka BMPOGHMK CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3772/01/02
NNiBKOBOO tOK NimiTep, BpuTaHis nikapcbKoro 3acoby Benvka 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
06010HKOt0, No 20 «in bulk»: AAMIEp BputaHis nikapcbkuii 3aci6. KOHTponb rotoBoro
Mr; no 14 tabnetok dapmacboTrKanc nNikapcbKoro 3acoby (iHLWi 3MiHN) - OHOB/IEHHS
y 6nicTepi; no 2 IHK., CLUA, BXE 3aTBepIKEHNX METOLIB KOHTPOJIHO AKOCTI
6nictepu B BMPOBHUK, nikapcbKoro 3acoby, a came: BUKaAEHHS TEKCTY
KapTOHHI KopoobLi BignoBigasibHWI 3a [epXxaBHOI MOBOHO 3riHO Cy4acHWX BUMOT 3
nakyBaHHs, BHECEHHSAM KOPEKTOPCbKUX NPaBOK BiAMNOBIAHO
KOHTPO/1b Ta BUMYCK [10 OpUriHa/IbHNX JOKYMEHTIB. BBEAEHHSA 3MiH
cepii: AcTpa3eHeka NpoTArom 6-Tu MiCALB NicNs 3aTBEpPMAKEHHS
IOK Nimiten, Benuka
BpuTtaHis
191. | KPECTOP TabneTku, BKpUTI AcTpa3eHeka Benuka BMPOGHMWK CLIA/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a - UA/3772/01/03
NNiBKOBOO tOK NimiTepq, BpuTaHis niKkapcbKoro 3acoby Benvka 3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA peyenmom
060n0HkKot0, No 40 «in bulk»: AiMNIEp BputaHis nikapcbkuii 3aci6. KOHTpoNb roToBOro
Mr; No 7 TabneTok y dapmacboTrKanc nNikapcbKoro 3acoby (iHWi 3MiHN) - OHOB/IEHHS
6nictepi; no 4 IHK., CLUA, BXE 3aTBepIKEHUX METOLIB KOHTPOJIO AKOCTI
6nictepu B BMPOGHUK, nikapcbKoro 3acoby, a came: BUKTaAEHHSI TEKCTY
KapTOHHIA Kopoo6Li BignoBigasibHWi 3a [epXaBHOI MOBOIO 3riHO Cy4acHWX BUMOT 3
nakyBaHHs1, BHECEHHSM KOPEKTOPCbKUX NPaBOK BifNOBIAHO
KOHTPO/1b Ta BUMYCK [0 OpUriHa/IbHNX AOKYMEHTIB. BBEAEHHSA 3MiH
cepii: AcTpa3eHeka npoTArom 6-Tu MicALiB Nicns 3aTBEpPAKEHHS
IOK Nimiten, Benuka
BpuTtaHis
192. | KPECTOP TabneTku, BKpUTI AcTpa3eHeka Benuvka BMPOGHMWK CuA/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a - UA/3772/01/04
nNiBKOBOIO HOK Nimitepq, BpuTaHis nikapcbKoro 3acoby Benvka 3MiHM | TUNY - 3MiHK 3 sAKOCTi. FOTOBWMIA peyenmom
060/10HKOI0, N0 5 Mr; «in bulk»: AiMNIEp BputaHis nikapcbkuii 3aci6. KOHTpoNb roToBOro
no 14 tabnetok y dPapmacbloTukanc nNikapcbKoro 3acoby (iHWi 3MiHN) - OHOBMEHHS
6nictepi; no 2 IHK., CLUA,; BXE 3aTBEpPIKEHNX METOLIB KOHTPOJIHO AKOCTI
6nictepu B BMPOGHUK, nikapcbKoro 3acoby, a came: BUKTaAEHHSI TEKCTY
KapTOHHIlA KopoobLi BignoBigasnbHWiA 3a [epXXaBHOK MOBOHO 3TiHO Cy4acHUX BUMOT 3
nakyBaHHs1, BHECEHHSIM KOPEKTOPCHKUX NPaBOK BifNOBIAHO
KOHTPO/1b Ta BUMYCK [0 OpUriHa/IbHNX JOKYMEHTIB. BBEAEHHSA 3MiH
cepii: AcTpa3eHeka NPOTArom 6-TV MiCALIB MiCNs 3aTBEPOYKEHHS
IOK Nimiten, Benuka
BpuTtaHis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
193. | KPECTOP TabneTku, BKpUTI ACTPA3EHEK Benuka AMNIEp CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3772/01/04
NNiBKOBOO A HOK NimiTeq BpuTaHis dapmacbloTukanc Benvka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
060/10HKOI0, N0 5 Mr: IHk., CLLA BputaHis 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
no 14 tabnetok y (BMPOGHYMK (iHWi 3MmiHW) BrganeHHs TEKCTY MapKyBaHHs
6nictepi; no 2 nikapcbKoro 3acoby yNakoBKM NiKapcbKoro 3acoby 6e3 3a3HayeHHs
6nictepu B "in bulk™); oavHMLb S| Ans BCix A03yBaHb. OHOBMEHHSA
KapTOHHI KopoobLi AcTpa3eHeka FOK TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro
Nimiten, Benvka 3aco6y (He3HauHi pefakLiiiHi npaBku), B SKOMY
BpuTtaHis 3a3HayveHi ognHuL S, AnS BCIX 403YBaHb.
(BMPOGHMK, BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
BiANoBigabHUii 3a 3aTBEpPKEHHS
nakyBaHHs1,
KOHTPO/Tb Ta BUMYCK
cepin)
194. | KPECTOP TabneTku, BKpUTI ACTPA3EHEK Benuka AMIEp CLIA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/3772/01/02
N/1iBKOBOIO A HOK Nimiteq BputaHis dapmacboTrKanc Benuka 3MiHu | TURY - 3MiHK WoAao peyenmom
060/10HKO10, M0 20 IHk., CLLUA BpuTaHis 6e3nekun/ethekTVBHOCTI Ta hapMakoHarnsgy
Mr: no 14 tTabneTok (BMPOGHYMK (iHWi 3miHW) BrganeHHsa TeKCTy MapKyBaHHS
y 6nicTepi; no 2 nikapcbKoro 3acoby YMakKoBKM NMiKapCbKoro 3acoby 6e3 3a3HavyeHHst
6nictepu B "in bulk™); oanHWLUG S| ans BCix fo3yBaHb. OHOB/EHHSA
KapTOHHI KOpoobLyi AcTpa3eHeka HOK TEKCTY MapKyBaHHS1 YNakoBKW NiKkapCbKOro
Nimiten, Benuka 3aco6y (He3HauHi pefakLiiiHi npaBku), B SKOMY
BpuTaHis 3a3HaveHi oanHuLi Sl, ons BCiX 403YyBaHb.
(BMPOGHMK, BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
BignoBigasbHWi 3a 3aTBEPIKEHHS
nakyBaHHs1,
KOHTPO/Ib Ta BUMYCK
cepii)
195. | KPECTOP TabneTku, BKPUTI ACTPA3EHEK Benvka ANIEp cuwaA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a - UA/3772/01/03
nAiBKOBOIO A tOK Jlimiteq BpuTaHis PapmacboTHKanNc Benuka 3MiHu | TMNY - 3MiHK Woa0 peyenmom
o6onoHkoto, no 40 IHk., CLLWA BpuTaHis 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy
Mr: o 7 TabneTok y (BUPOBHYK (iHWi 3miHW) BuaaneHHst TEKCTY MapKyBaHHS
6nictepi; no 4 NiKapcbKoro 3acoby YNaKoBKM NiKapCbKoro 3acoby 6e3 3a3HayYeHHs
6nictepu B "in bulk™); 0AnHWLUB S| ans BCix fo3yBaHb. OHOB/EHHSA
KapTOHHIA KOpO6L AcTpa3eHeka HOK TEKCTY MapKyBaHHS yNakoBKW MikapCbKoro
Nimiten, Benuka 3ac06y (He3HauHi pefakLiiiHi npaBku), B SKOMY
BpuTaHis 3a3HaveHi oauHuui Sl, anA BCiX 403yBaHb.
(BUPOBHMK, BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
BiANOBigaIbHUI 3a 3aTBepKEeHHSA
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
196. | KPECTOP TabneTku, BKpUTI ACTPA3EHEK Benuka AMNIEp CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3772/01/01
NNiBKOBOO A HOK NimiTeq BpuTaHis dapmacbloTukanc Benvka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
06010HKOt0, No 10 IHk., CLLA BputaHis 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
Mr: no 14 tabnetok (BMPOGHYMK (iHWi 3MmiHW) BrganeHHs TEKCTY MapKyBaHHs
y 6nicTepi; no 2 nikapcbKoro 3acoby yNakoBKM NiKapcbKoro 3acoby 6e3 3a3HayeHHs
6nictepu B "in bulk™); oavHMLb S| Ans BCix A03yBaHb. OHOBMEHHSA
KapTOHHI KopoobLi AcTpa3eHeka FOK TEKCTY MapKyBaHHS yNakoBKMW NiKapCbKoro
Nimiten, Benvka 3aco6y (He3HauHi pefakLiiiHi npaBku), B SKOMY
BpuTtaHis 3a3HayveHi ognHuL S, AnS BCIX 403YBaHb.
(BMPOGHMK, BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
BiANoBigabHUii 3a 3aTBEpPKEHHS
nakyBaHHs1,
KOHTPO/Tb Ta BUMYCK
cepin)
197. | NTAMAN® TabneTkn no 50 mr, ANKANOIA AL | Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHix MaTtepianis: 3a - UA/9679/01/02
no 10 Tabnetok y Ckon'e a NisHiyHa Ckon'e MiBHiyHa 3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWiA peyenmom
6nictepi, no 3 MakefoHis MakefoHis nikapcbkuii 3aci6. KOHTpob roToBoro
6nicTepu y nauuj 3 nikapcbKoro 3acoby. 3MiHa y meTogax
KapTOHY BUNPOBYBaHHS rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METOAAX
BMNPO6YBaHHA) HE3HaYHa 3MiHa Y
3aTBEpAKEHOMY MeToAi BUNpobysaHHs 13 3a
NnokKasHNKOM «KifnbkicHe BU3HauYeHHs» (BEPX), a
came BuMnpasneHHs HOPMYIN PO3PaxyHKY
KiSIbKiICHOro BMIiCTY
198. | TAMAN® Tabnetku no 100 mr, | ANKANOIL AL | Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a - UA/9679/01/03
no 15 tabnetok y Ckom’'e a NisHiyHa Ckom'e MiBHiyHa 3MiHM | TUNY - 3MiHK 3 AKocTi. FoToBWMiA peyenmom
6nicTepi; no 2 MakefoHis MakefoHis nikapcbkuii 3aci6. KOHTponb roToBoro
6nictepn y nauui 3 nikapcbKoro 3acoby. 3miHa y meToax
KapTOoHYy BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOGYBaHHS) HE3HAYHa 3MiHa Y
3aTBEpAXEHOMY MeToZi BunpobyBaHHs /13 3a
nokKasHNKoM «KifnibkicHe BU3HauYeHHs» (BEPX), a
came BuMNpaBieHHs hopMyn po3paxyHKy
KiSIbKICHOro BMIiCTY
199. | TAMAN® Tabnetku no 200 Mmr | ANIKANIOIL AL | Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a - UA/9679/01/04
no 15 tabnetok y Ckom'e a NMisHiyHa Ckom'e MisHiyHa 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWIA peyenmom
6nictepi, no 2 MakefoHis MakefoHist niKapcbknii 3aci6. KOHTpoNb roToBOro
6nicTepn y nauui 3 nikapcbKoro 3aco6y. 3MiHa y meToax
KapToHYy BMNPOBYBaHHA rOTOBOrO fliKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX MeToaax
BMNPO6YBaHHS) He3Ha4YHa 3MiHa Yy
3aTBepAKEHOMY MeToAi BunpobysaHHs 13 3a
nokasHnkom «KisfibkicHe BU3HaueHHsi» (BEPX), a
came BuMNpaBieHHs (hopMyn po3paxyHKy
KifIbKiICHOro BMIiCTY




176

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
200. | NAMAN® TabneTtkn no 25 mr ANKANOIL AL | Pecny6rik AJTKANOIQ AL Pecny6nika BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9679/01/01
no 10 Tabnetok y Ckon’e a lMiBHiYyHa Ckon'e MiBHIiYHA 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
6nictepi, no 3 MakefoHis MakefoHis nikapcbkuii 3aci6. KOHTPOb roTOBOro
6nicTepn y nauuj 3 nikapcbKoro 3acoby. 3MiHa y meTogax
KapTOHY BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOGYBaHHS) HE3HaYHa 3MiHa Y
3aTBepMKEHOMY MeToi BunpobysaHHA 13 3a
nokasHukom «KinbkicHe Bu3HaueHHs» (BEPX), a
came BuMNpas/ieHHs hOpMyn PO3paxyHKy
KifIbKiCHOro BMIiCTy
201. | NAMIKTAN TabneTku, o FnakcoCwmitKn Benvka Jendbapm Mo3HaHb Monba BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a - UA/0452/01/01
AncnepryloTbes, no AnH Ekcnopt BputaHis C.A. 3MiHY | Tuny - 3MiHK 3 skocTi. AdI. peyenmom

5 mr; no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KOpooLi
a6o no 30 TabneTok
y hnakoHi; no 1
donakoHy B
KapTOHHI Kopobui

NimiTeq

Brvpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBa
A®| (iHWi 3MiHW) peecTpavis anbTepHaTUBHOIO
BMPOGHMYOro npouecy, a came, Ha eTtani 2
BMPOGHMLTBA HANIBNPOAYKTY. Y 3B'A3KY 3 UM
OHOB/IOKOTbCA po3ginu: 3.2.S.2.2 Description of
manufacturing process and process controls
(hopaBaHHs anTepHaTMBHOTO MpoLiecy);
3.2.S.2.4 Controls of critical steps and
intermediates (BMganseTbca 3acTapinuii npouec
1 i30/110BaHHA LWIAXOM CUHTE3Y HEOUULLLEHOTO
namoTpuapknHy). BBegeHHs 3miH npoTtsarom 6-v
MiCALIB MicNA 3aTBepAXEHHS. 3MiHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHYBaHHSs!
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/THOYAKYM, 38 HEOOXIAHOCTI, MicLe
NpoBeleHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
macTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (KL 3a3HAYEHO Y [OCE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEUYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE). 3MiHA
afpecy 3aTBepAXEHOr0 BUPOGHUKA NPOMIKHOTO
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, o6ymoBneHa afMiHICTpaTUBHOIO
peopraHizauieto wrarty TenaHra. Takox
YTOUYHEHHS A4/15 3aTBEPAKEHNX BUPOOHUKIB
Divi's Laboratories Ltd, Unit-1 (qogaBaHHs
Homepa nigpo3giny Unit-1), Divi's Laboratories
Ltd, Unit-2 (gogaBaHHs HOMepa nigpo3giny Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBWIbHOrO NMOLUTOBOrO iHAeKca). BBegeHHs




Hassa

dopma sunycky

3asBHUK

177

n/n

JliKapcbKO20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

202.

NAMIKTAN

Tabnetku, Lo

3MiH NpOTArom 6-Tn MicauiB nicns
3aTBepXeHHs. 3MiHY | TUny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHNYOI AinbHUL
(Brtovaroun ginbHNLi ans A®|, npoMixXHOro
npoaykTy abo roToBOro fikapcbKoro 3acoby,
OiNbHUL 418 NPOBeAEHHS NakKyBaHHS,
BMPOGHMKA, BiANOBiJaNIbHOTO 3a BUMYCK Cepil,
MicLie NPOBELEHHSI KOHTPOSKO cepii) abo
nocTavasnibHvKa BUXifHOro Martepiany, peareHty
ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
[0Cbe). BuaaneHHs fesknx BUPOGHUKIB Y
3B'A3KY 3 MPUMUHEHHSM BUPOGHMYOTO npoLiecy
Ta noctayaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3a/MWwaeTbCa asibTEPHATUBHUI
BMPOGHUK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China. 2. Arkema,
France (3anvwaeTbca anbTepHaTUBHUI
BMpo6HUK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France. 3. Rhodia
Pharma Solutions Limited. 4. Saltigo GmbH,
Germany (3aWaeTbCs a/lbTEPHATUBHWIA
BMPO6HUK Divi's Laboratories Ltd "Unit-1" Ta
Divi's Laboratories Ltd "Unit-2") Lamaotrigine is
manufactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(anmwaeTbes anbTepHaTUBHUIA BUPOGHMK
Divi's Laboratories Ltd "Unit-2")

AncnepryrTbes, no
50 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopoobLi

nakcoCmiTKn
AanH Ekcnopt
NimiTeq

Benvka
BputaHis

Oendapm Mo3HaHb
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMUTBO. 3MiHM B Mpoueci BUpoGHNLTBa
A®I (iHWi 3MiHW) peecTpaLis aflbTepHaTUBHOIoO
BMPOBHMYOrO npovecy, a came, Ha eTani 2
BMPOOHMLTBA HANIBNPOAYKTY. Y 3B'A3KY 3 UMM
OHOBNIOKTLCA po3aiun: 3.2.S.2.2 Description of
manufacturing process and process controls
(nopaBaHHS anTepHaTMBHOTO MpoLiecy);
3.2.S.2.4 Controls of critical steps and

3a
peyenmom

intermediates (BMAganseTbCcs 3acTapinunii npouec

UA/0452/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

1 i30/110BaHHA LW/IAXOM CUHTE3Y HEOUULLLEHOTO
namoTpumknHy). BBeaeHHs 3MiH NnpoTarom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BMPOGHMKA (BK/IKOYAOYM, 38 HEOOXIAHOCTI, MicLe
NpoBefEeHHS KOHTPOJTI AKOCTI), abo BnacHuka
MacTep-haiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y LOCLE Ha NiKapCbKuii
3acib) 3a BifgCcyTHOCTI cepTuddikaTa BifnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE). 3MiHA
afipecy 3aTBepiKeHOro BUPOGHMKa NPOMIKHOTO
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agMiHiCTpaTUBHO
peopraHisaujeto wraty TenaHra. Takox
YTOUHEHHS 415 3aTBEPAYKEHNX BUPOOHMKIB
Divi's Laboratories Ltd, Unit-1 (gogaBaHHs
HoMepa nigpo3gainy Unit-1), Divi's Laboratories
Ltd, Unit-2 (gopasaHHsA HoMepa nigpo3giny Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBW/ILHOrO MOLUTOBOTO iHAEeKca). BBeaeHHs
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTpaTUBHI
3MiHW. BrnyyeHHsi BUPOGHMYOI AinbHUL
(Brntovaroun ainbHNL ans A®|, IPOMiXHOTo
npoaykTy abo rotToBOro NikapcbKoro 3acooy,
OiNbHWL ANA NPOBeAeHHSA nakyBaHHS,
BMPOOGHWKa, BifNOBIAaIbHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEHHsI KOHTPOSO cepii) abo
noctayanbHUKa BUXIAHOTO MaTepiany, peareHty
a60 [ONOMIXHOI PevoBUHU (SKLLO 3a3HAYEHO y
[ocbe). BuganeHHs gesiknx BUPO6HUKIB y
3B'A3KY 3 MPUMUHEHHSAM BUPOGHMYOrO npoLiecy
Ta noctavaHHsl, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3aWaEeTbCs a/lbTEPHATUBHWIA
BMPOGHMK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China. 2. Arkema,
France (3a/MwaeTbcsa aflbTepHaTUBHUI
BMpo6HUK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

China) (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France. 3. Rhodia
Pharma Solutions Limited. 4. Saltigo GmbH,
Germany (3a/MwaeTbcsa anbTepHATUBHUI
BMPO6HUK Divi's Laboratories Ltd "Unit-1" Ta
Divi's Laboratories Ltd "Unit-2") Lamotrigine is
manufactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anmwaeTbcs anbTepHaTUBHUA BUPOBHMK
Divi's Laboratories Ltd "Unit-2")

203.

NAMIKTAN

TabneTku, o
aucnepryloTbes, no
100 wmr; no 14
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopobui

nakcoCmiTKn
AlH EkcnopT
Nimiteq

Benuka
BpuTaHis

[Jencapm MNo3HaHb
C.A.

Monba

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHK | TNy - 3MiHK 3 AKocTi. ADI.
Brpo6HMLUTBO. 3MiHM B nMpoueci BUpobHMLTBa
A®| (iHwWi 3MiHM) peecTpauis anbTepHaTUBHOIO
BMPOGHMYOro npouecy, a came, Ha eTtani 2
BVMPOGHMLTBA HANIBNPOAYKTY. Y 3B'A3KY 3 UMM
OHOB/IIOKOTLCA po3ginu: 3.2.S.2.2 Description of
manufacturing process and process controls
(nopaBaHHA anTepHaTUBHOTO Npoecy);
3.2.5.2.4 Controls of critical steps and
intermediates (BuaganseTbcs 3acTapinuii npouec
1 i30110BaHHSA LLIAXOM CUHTE3Y HEOUULLEHOTO
namoTpumknHy). BBefieHHA 3MiH npoTarom 6-Tu
MicsILiB nicns 3aTBepMKEHHS. 3MiHuM | Tuny -
AOMiHICTpaTMBHI 3MiHU. 3MiHA HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa (BK/IKOYAKOUK, 38 HEOOXIAHOCTI, MicLe
NpOBeAEHHS KOHTPO/IO AKOCTi), ab0 BNacHUka
MacTep-caiina Ha A®l, abo noctavanbHVKa
Adl/BnxigHoro matepiany/peareHTy/npomixkKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbHCS Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y JOCLE Ha NikapCbKuii
3aci6) 3a BiACYTHOCTI cepTudikaTa Bi4nNoBIgHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y J0CbE). 3MiHa
afipecy 3aTBEPL)KEHOro BUPOGHVKA NPOMIKHOrO
npoaykty (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, o6ymoBneHa agMiHiCTpaTUBHO
peopraHisaujeto wraty TenaHra. Takox
YTOUHEHHS 419 3aTBEPAXXEHNX BUPOGHUKIB
Divi's Laboratories Ltd, Unit-1 (qogasaHHs

3a
peyenmom

UA/0452/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

HoMepa nigpo3giny Unit-1), Divi's Laboratories
Ltd, Unit-2 (gogaBaHHa HOMepa nigpo3zainy Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeCeHHs
npaBW/IbHOrO MOLUTOBOTO iHAeKca). BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHKM | TUNy - AgMIHICTpaTUBHI
3MiHW. BrnyyeHHs BUPO6HMYOI AinbHUL
(BKtovaroumn ginbHuLi ans A®l, npomMixHoro
npoaykTy abo rotToBoro NikapcbLKoro 3acoby,
AiNbHUL 4119 NPOBEAEHHA NakKyBaHHs,
BMPOGHMKA, BigNOBifaNIbHOIO 3a BUMYCK Cepil,
MicLie NpoBefEHHsI KOHTPOIO cepii) abo
noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHty
a60 [JONOMIKHOI PEHOBMHU (SKLLO 3a3HaYeHO Y
[0CbE). BuganeHHs fesknx BUPO6HUKIB y
3B'A3KY 3 MPUMUHEHHSAM BUPOBGHMYOrO NpoLecy
Ta nocravaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3a/MwaeTbcsa anbTepHATUBHUI
BMPOG6HUK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China. 2. Arkema,
France (3anvwaeTbcsa anbTepHaTUBHUIA
BMpo6HUK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France. 3. Rhodia
Pharma Solutions Limited. 4. Saltigo GmbH,
Germany (3a/MWaeTbCa asibTEPHATUBHUI
BMPOGHUK Divi's Laboratories Ltd "Unit-1" Ta
Divi's Laboratories Ltd "Unit-2") Lamotrigine is
manufactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anMwaeTbesa anbTepHaTUBHUI BUPOOHMK
Divi's Laboratories Ltd "Unit-2")
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
204. | NA®EPOBIO | niodpinizar gns TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13720/01/01
H® po3unHy ans iH'ekuii | "BIO®APMA" "BIO®APMA" 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom

1 000 000 MO; no 5
chnakoHis
niodpinizata 'y
6nictepi; no 2
6nicTepn y nauuj 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPMKEHNX MeToAax BUNPO6yBaHb) -
BHeceHHs 3MiH fo p.3.2.P.7 Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6 y
cneumdikauito BxigHoro koHTposnto Cn. 5.14-01-
319 «[Mpobku rymoBi 451 MioisIbHOI CYLLKM», a
came - fofaHo iHhopmauito Wwoho MeToay
KOHTPO/O «LIMHK, L0 eKCTparyeTbecs»:
[eTanizoBaHo NPUroTyBaHHA eTaIoHHNX
PO34KHIB, HABEAEHO PO3paxyHKoBY hopmyny;
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6. 3MiHa y
mMeToAax BUNPoBYBaHHA NEPBVHHOI yNakoBKu
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeToAax BUNpobyBaHb) -
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6 y
cneumdikauito BXigHOro koHTposto Cn. 5.14-01-
319 «[Mpobku rymoBi 4515 1i0hiIbHOI CyLUKM», a
came - BUNpaB/ieHHsA TEXHIYHOT NOMWU/IKN B
MeTOfi KOHTPO/I0 «[PO30PICTb PO3UNHY».
3arBepakeHo: 4.Mpo3opicTb po3ynHy. Po3unH S
3a CTyrneHeM onanecueHLji He Mae
nepesuLLyBaTn eTasoH |l. BunpobyBaHHs
npoBogATb 3rigHo APY, 2.2.1. BukoHaHHsS
KOHTPO/H0. 40-MM LIap po34mMHy S NOPIBHIOKOTHL 3
40-MM Wapom Boau P, BUKOPUCTOBYOUY
ofHakoBi Npobipkn 3 6e36apBHOrO NPO30pPOro
HelTpasbHOro ckna 3 N/I0CKAM LHOM, SKi MatoTb
BHYTPILLHI/ giameTp Big 15 MM 1o 25 MM.
MopiBHAHHA NPO30POCTi NPOBOAATL Y
PO3CISHOMY AeHHOMY CBIiTNi, Nnepernsgaryn
3pasku B340BX BEPTUKasIbHOI OCi NPOBIipoK Ha
6inomy choHi. 3anponoHoBaHo: 4.Mpo3opicTb
po34unHy. PO34nH S 3a cTyneHem onanecLeHuii
He Mae nepesuLLlyBaTn eTasioH Il
BunpobyBaHHsA npoBoAATb 3rigHo AdY, 2.2.1.
BUWKOHaHHS KOHTPOs1I0. 40 MM LWap Po3ynHy S
MOPIBHIOIOTL 3 40 MM LUApPOM eTasoHy I,
BMKOPMCTOBYKOUN OAHAKOBI NPOGIpPKM 3
6e36apBHOr0 NPO30POro HeMTPasIbHOro ckna 3
N/IOCKMM [HOM, SIKi MatoTb BHYTPILLHINA fiamMeTp
Big 15 MM 0 25 MM. MOPIBHAHHA NPO30POCTi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
205. | NA®EPOBIO | niodpinizar gns TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13720/01/02
H® po3unHy ans iH'ekuii | "BIO®APMA" "BIO®APMA" 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom

3000 000 MO; no 5
chnakoHis
niodpinizata 'y
6nictepi; no 2
6nicTepn y nauuj 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPMKEHNX MeToAax BUNPO6yBaHb) -
BHeceHHs 3MiH fo p.3.2.P.7 Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6 y
cneumdikauito BxigHoro koHTposnto Cn. 5.14-01-
319 «[Mpobku rymoBi 451 MioisIbHOI CYLLKM», a
came - fofaHo iHhopmauito Wwoho MeToay
KOHTPO/O «LIMHK, L0 eKCTparyeTbecs»:
[eTanizoBaHo NPUroTyBaHHA eTaIoHHNX
PO34KHIB, HABEAEHO PO3paxyHKoBY hopmyny;
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6. 3MiHa y
mMeToAax BUNPoBYBaHHA NEPBVHHOI yNakoBKu
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeToAax BUNpobyBaHb) -
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6 y
cneumdikauito BXigHOro koHTposto Cn. 5.14-01-
319 «[Mpobku rymoBi 4515 1i0hiIbHOI CyLUKM», a
came - BUNpaB/ieHHsA TEXHIYHOT NOMWU/IKN B
MeTOfi KOHTPO/I0 «[PO30PICTb PO3UNHY».
3arBepakeHo: 4.Mpo3opicTb po3ynHy. Po3unH S
3a CTyrneHeM onanecueHLji He Mae
nepesuLLyBaTn eTasoH |l. BunpobyBaHHs
npoBogATb 3rigHo APY, 2.2.1. BukoHaHHsS
KOHTPO/H0. 40-MM LIap po34mMHy S NOPIBHIOKOTHL 3
40-MM Wapom Boau P, BUKOPUCTOBYOUY
ofHakoBi Npobipkn 3 6e36apBHOrO NPO30pPOro
HelTpasbHOro ckna 3 N/I0CKAM LHOM, SKi MatoTb
BHYTPILLHI/ giameTp Big 15 MM 1o 25 MM.
MopiBHAHHA NPO30POCTi NPOBOAATL Y
PO3CISHOMY AeHHOMY CBIiTNi, Nnepernsgaryn
3pasku B340BX BEPTUKasIbHOI OCi NPOBIipoK Ha
6inomy choHi. 3anponoHoBaHo: 4.Mpo3opicTb
po34unHy. PO34nH S 3a cTyneHem onanecLeHuii
He Mae nepesuLLlyBaTn eTasioH Il
BunpobyBaHHsA npoBoAATb 3rigHo AdY, 2.2.1.
BUWKOHaHHS KOHTPOs1I0. 40 MM LWap Po3ynHy S
MOPIBHIOIOTL 3 40 MM LUApPOM eTasoHy I,
BMKOPMCTOBYKOUN OAHAKOBI NPOGIpPKM 3
6e36apBHOr0 NPO30POro HeMTPasIbHOro ckna 3
N/IOCKMM [HOM, SIKi MatoTb BHYTPILLHINA fiamMeTp
Big 15 MM 0 25 MM. MOPIBHAHHA NPO30POCTi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
206. | NEBOMILIET Tabnetkn no 0,5r; MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/6366/01/01
NH no 10 Tabnetok y "MoHdpapm" 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

cTpuni; no 1 ctpuny
y naneposomy
KoHBepTi, no 10
TabneTok y cTpuni;
no 2, a6o no 10
CTpVNiB y nayui 3
KapToHy, no 10
TabneTok y 6nictepi;
no 1, abo no 2, a6o
no 10 6nicTepiB y
nauti 3 KapToHy; No
10 TabneTok y
cTpunax abo y
6nicTepax

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro nocBigYeHHs) -
3MiHa agpecu 3asaBHUKA. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB NicnsA 3aTBEPAKEHHS; 3MiHN
| TMnYy - AAMIHICTpPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOO AKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYAKYM BUMYCK Cepild) -
3MiHa agpecu Bupo6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHW micus BUpobHuLTBa. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEepMKEHHS; 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 260 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bif, YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobu 3as1BHMKA, BiAMNoBiAa/IbHOT 3a
hapmakoHarnag. fitoua pegakuis: Cosrupa
Cepriii CepriioBuy. MNponoHoBaHa peAakuis:
MacTyleHko IHHa BikTopiBHA. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-chaiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
207. | NEBO®NIOKC | nopowiok TOB "TK YkpaiHa LaHtoii LI3nHcuHb Kutaii BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/10977/01/01
AUNHY (cybeTaHuin) y "Aspopa" PapmacboTuKas 3MiHM | Tuny - 3MiHK 3 skocTi. ADI. CTabinbHICTb.
FEMICIAPAT noaBiiHMX Ko., NTA4 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/nepioay
nonieTuIeHoBMX 36epiraHHa abo ymoB 36epiraHHs Ad®l (3a
Milkax ans BiJCYTHOCTI Y 3aTBepKEHOMY [0CbE
thapmaueBTUYHOro cepTudikaTa BignoBiAHOCTI EBpoONechkiii
3acTocyBaHHSA dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO

BMNPO6YBaHHs) (Nepios NOBTOPHOr0
BUNpoGyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHS Mepiody NOBTOPHOrO
BMNpobyBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCIAXKEHb Y peaslbHOMY Yaci -
36inblUeHHs nepiogy petecty A®l Ha OCcHOBI
pe3ynbTaTiB AOC/iAKEeHb Y peasibHOMY Yaci
(3aTBEpPMAKEHO: NEPIOA, NEPEKOHTPONIO 4 POKU;
3anponoHOBaHO: Nepiof NEPEeKOHTPO 5 pokiB)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
208. | NEMTPALA KOHLeHTpaT Ans TOB "CaHodi- YkpaiHa BTopuHHe BE/IKA BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17376/01/01
pO34uHy ans ABeHTIC nakyBaHHs, BEPUTAHISA/ 3MiHu | TUNY - 3MiHK Woa0 peyenmom
iHpy3iil no 12 mr/1,2 YkpaiHa" MapKyBaHHs, IpnaHgis/ 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
m; Ne 1: no 1,2 mn 36epiraHHa 13 Ta HimeuunHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
y chnakoHi, no 1 BMNYCK Cepil: npo cuctemy papmakoHarnsgy (BBefeHHs
chnakoHy y FOPOEWIMIAIA y3arasibHeHNX JaHnx npo cucTemy
KapTOHHI KopoobLi FOKEW NIMITEA, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BE/IMKA BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
BPUTAHIS; hapMakoHarnagy; KOHTakTHoi ocobu 3
BTopuHHe chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
nakyBaHHs, thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
MapKyBaHHs, BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
36epiraHHa MM13 Ta BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
BMNYCK cepil: (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y

[bxeHsalim Ipnang,
Niviten, lpnaHais;
BUpo6HULTBO (fill-
finish/nepBuHHe
nakyBaHHs)
KOHTPO/b AKOCTI (B
npoueci
BMPOGHMLITBA,
KOHTPO/b SKOCTI
'N3, BkNtovaroun
TecTyBaHHA AN
OLiHKM CTEPUNBHOCTI
i BMiCTY
MiKpOOpraHi3mis),
TecTu Ha
CTabiNbHICTb):
BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI,
HimeuuunHa;
TecTyBaHHS ANns
OL|iHKM CTEPWU/IBHOCTI
i BMiCTY
MiKpoopraHi3mis
(anbTepHaTMBHa
nabopartopis): Ec
i Ec IHCTuTyT
dpe3seHiyc Nm6X,
Himeyunna

po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BigNoBiga/ibHOT 3a hapMakoHarnsg.
[itoya pepakuis: Xogakiscbka TeTaHa
BsavecnasiBHa. [TponoHoBaHa pefakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHWMKa, BiANOBIAaNIbHOI 3a hapMakoHarnsg,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
209. | NIAOKCAH NbOoAAHNKN, 5 Mr/1 TOB "CaHpos YkpaiHa Bunyck cepiii: ek CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/16168/01/01
NAMOH Mr; no 12 YkpaiHa" dapmaueBTUYHa Benbris 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peuyenma
NbOASAHUKIB Y KomnaHia g.4., BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UM
6nicTepi; no 2 CnoBeHis; AinbHuui ana A®l, npoMixHoro npoaykTy abo
6nictepu y BMPOOGHULITBO 3a roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
KapTOHHIA KOpO6L NOBHUM LMK/TOM: NpoBefieHHA NakyBaHHs, BUPOOHYIKa,
Na6opaTtopia BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
Kesanichap HB NpPOBE/LEHHSI KOHTPOSO cepii) abo
(Keanidpap HB), nocTavasnibHvKa BUXifHOro Martepiany, peareHty
Benbrisa ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
[ocbe) ALMiHICTpaTMBHA 3MiHa BU/TyYEHHS
BMPOGHMKa AP| X10prekCcnanHy auriapoxnopua;
Dishman Biotech Limited, India. 3anvwaetbcs
anbTepHaTUBHUI BUPOOHUK AD| XoprekcuamHy
avrigpoxnopug: Medichem SA, Spain
210. | NIAOKCAH NbOAAHNKN, 5 Mr/1 TOB "CaHgos YkpaiHa Bunyck cepiii: ek CnoseHis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 - UA/16208/01/01
MEHTON Mr; no 12 YkpaiHa" dapmaueBTUYHA Benbris 3MiHu | TUNy - AOMIHICTPaTUBHI 3MiHW. peuyenma
NbOASAHUKIB Y KomnaHis g.4., BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOHYAK0UM
6nicTepi; no 2 CnoBeHis; AinbHuuUi ana A®l, npoMixxHoro npoaykTy abo

6nictepu y
KapTOHHI Kopobui

BMPOOGHULITBO 3a
NMOBHWM LMK/IOM:
Na6opaTtopia
Kesanichap HB
(Keanidpap HB),
Benbris

roTOBOro Nikapcbkoro 3acoby, AinbHULi A1
NpoBefeHHA NakyBaHHs, BUPOBHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeAeHHS KOHTPOsItO cepii) abo
noctavasibHMKa BMXi4HOro martepiasy, peareHty
a60 [OMNOMIXKHOT peyoBUHU (SKLLO 3a3HaYeHo y
[ocbe) ALMIHICTpaTMBHA 3MiHa BU/TyYEHHS
BUPO6HMKa ADI XxnoprekcnanHy guriapoxiopua;
Dishman Biotech Limited, India. 3anvwaetbcs
anbTepHaTUBHUI BUPOBHUK AD| XxoprekcuamHy
avrigpoxnopug: Medichem SA, Spain
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
211. | NINCTEP® Tabnetkv no 400 wmr, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/18320/01/02
no 10 Tabnetok y 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

6nictepi, no 2
6nicTepy B navw,i

nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (iHLwi 3MiHW) 3MiHW B
cneuudikauii 13 3a nokasHMkom «CynpoBifHi
[JOMILLKV», & caMe BUyYeHHs Aomilok ATa Oy
BIANOBIAHOCTI A0 BUMOT MoHorpadii BP
«Aciclovir Tablets», oHoBneHoi MmoHorpadii Ha
A®| AumKNOBIp Ta NPUNUHEHHS BUpO6HULTBa C3
Ph.Eur. CRS auuknosipy Ans nepesipku
npuaaTHoOCTI XpomaTorpadivyHoi crucTemu,
iaeHTMikauii nikis 1, aunknosipy A5
ineHTudbikauii nikis 2 Ta 3amiHy iX Ha cTaHfapTHI
3pasku Ph.Eur. CRS auvknoBipy /15 nepesipku
npuaaTHoCTi XxpomaTtorpagiyHoi cuctemu A,
auvknosipy ans igeHtudikauii gomiwkm C Ta
fomiwkn G. [loaaTkoBO, BHECEHHS 3MiH B
n.3.2.P.3.4.KOHTpOb KPUTUUHUX CTagili Ta
NPOMDKHOI NpoAyKUii. 3MiHu | TURY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHS) HE3HAYHI 3MiHN B MeTO.j
KOHTponto 13 3a nokasHnkoM «CynpoBigHi
OOMILLKM» BHAcAigok 3miHn C3 Ph.Eur. 3MiHn |
TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MEeTOoAax BUNPOBYyBaHHS)
He3HauHi 3MiH1 B MeTogi koHTposto 13 3a
NokasHUKOM «KinbKiCHe BU3HaYeHHs», a came
NPUroTyBaHHS PO34MHY NOPIBHAHHSA C,
BHacnigok 3amiHyn Ph.Eur. CRS auwknioBipy ans
ifeHTudikayii nikis 1 Ha po3ynH Ans
ineHTudikauii gomiwkun C; iHchopmavito woao
CTaHJapTHYX 3pas3kiB NepeHeceHo B
n.3.2.P.6.CTaHfapTHi 3pas3ku Ta npenapatu
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
212. | NINCTEP® Tabnetkv no 800 wmr, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/18320/01/03
no 10 Tabnetok y 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

6nictepi, no 2
6nicTepy B navw,i

nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (iHLwi 3MiHW) 3MiHW B
cneuudikauii 13 3a nokasHMkom «CynpoBifHi
[JOMILLKV», & caMe BUyYeHHs Aomilok ATa Oy
BIANOBIAHOCTI A0 BUMOT MoHorpadii BP
«Aciclovir Tablets», oHoBneHoi MmoHorpadii Ha
A®| AumKNOBIp Ta NPUNUHEHHS BUpO6HULTBa C3
Ph.Eur. CRS auuknosipy Ans nepesipku
npuaaTHoOCTI XpomaTorpadivyHoi crucTemu,
iaeHTMikauii nikis 1, aunknosipy A5
ineHTudbikauii nikis 2 Ta 3amiHy iX Ha cTaHfapTHI
3pasku Ph.Eur. CRS auvknoBipy /15 nepesipku
npuaaTHoCTi XxpomaTtorpagiyHoi cuctemu A,
auvknosipy ans igeHtudikauii gomiwkm C Ta
fomiwkn G. [loaaTkoBO, BHECEHHS 3MiH B
n.3.2.P.3.4.KOHTpOb KPUTUUHUX CTagili Ta
NPOMDKHOI NpoAyKUii. 3MiHu | TURY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHS) HE3HAYHI 3MiHN B MeTO.j
KOHTponto 13 3a nokasHnkoM «CynpoBigHi
OOMILLKM» BHAcAigok 3miHn C3 Ph.Eur. 3MiHn |
TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MEeTOoAax BUNPOBYyBaHHS)
He3HauHi 3MiH1 B MeTogi koHTposto 13 3a
NokasHUKOM «KinbKiCHe BU3HaYeHHs», a came
NPUroTyBaHHS PO34MHY NOPIBHAHHSA C,
BHacnigok 3amiHyn Ph.Eur. CRS auwknioBipy ans
ifeHTudikayii nikis 1 Ha po3ynH Ans
ineHTudikauii gomiwkun C; iHchopmavito woao
CTaHJapTHYX 3pas3kiB NepeHeceHo B
n.3.2.P.6.CTaHfapTHi 3pas3ku Ta npenapatu
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
213. | NINCTEP® Tabnetkv no 200 wmr, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/18320/01/01
no 10 Tabnetok y 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

6nictepi, no 2
6nicTepy B navw,i

nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (iHLwi 3MiHW) 3MiHW B
cneuudikauii 13 3a nokasHMkom «CynpoBifHi
[JOMILLKV», & caMe BUyYeHHs Aomilok ATa Oy
BIANOBIAHOCTI A0 BUMOT MoHorpadii BP
«Aciclovir Tablets», oHoBneHoi MmoHorpadii Ha
A®| AumKNOBIp Ta NPUNUHEHHS BUpO6HULTBa C3
Ph.Eur. CRS auuknosipy Ans nepesipku
npuaaTHoOCTI XpomaTorpadivyHoi crucTemu,
iaeHTMikauii nikis 1, aunknosipy A5
ineHTudbikauii nikis 2 Ta 3amiHy iX Ha cTaHfapTHI
3pasku Ph.Eur. CRS auvknoBipy /15 nepesipku
npuaaTHoCTi XxpomaTtorpagiyHoi cuctemu A,
auvknosipy ans igeHtudikauii gomiwkm C Ta
fomiwkn G. [loaaTkoBO, BHECEHHS 3MiH B
n.3.2.P.3.4.KOHTpOb KPUTUUHUX CTagili Ta
NPOMDKHOI NpoAyKUii. 3MiHu | TURY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHS) HE3HAYHI 3MiHN B MeTO.j
KOHTponto 13 3a nokasHnkoM «CynpoBigHi
OOMILLKM» BHAcAigok 3miHn C3 Ph.Eur. 3MiHn |
TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MEeTOoAax BUNPOBYyBaHHS)
He3HauHi 3MiH1 B MeTogi koHTposto 13 3a
NokasHUKOM «KinbKiCHe BU3HaYeHHs», a came
NPUroTyBaHHS PO34MHY NOPIBHAHHSA C,
BHacnigok 3amiHyn Ph.Eur. CRS auwknioBipy ans
ifeHTudikayii nikis 1 Ha po3ynH Ans
ineHTudikauii gomiwkun C; iHchopmavito woao
CTaHJapTHYX 3pas3kiB NepeHeceHo B
n.3.2.P.6.CTaHfapTHi 3pas3ku Ta npenapatu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
214. | NICOBAKT NbOASHNKN BocHanek g.4. BocHist i BocHanek g.4. BocHist i BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/17498/01/01
AYyo® npecosai; no 10 l'epuerosu lepuerosuH 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenma
NbOASAHUKIB Y Ha a nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
6nicTepi; no 2 po3mipy cepii (Bk1oUauy gianasoH po3mipy
6nictepu B cepil) roToBOro Nikapcbkoro 3acoby (36ibLIeHHS
KapTOHHIA KOpO6L [0 10 pasiB NOPIBHAHO i3 3aTBEPLKEHNM
po3mipom) BBefeHHst 4oaaTkoBOro po3mipy cepii
N3 o Bxe 3aTBepAXeHOro. 3aTBepaKeHunii
po3mip cepii: 29,0 kr (145 000 NboASHNKIB
npecoBaHux). 3anpornoHoBaHWin po3Mip cepii:
240,0 kr (1 200 000 NbOASAHUKIB MPECOBAHUX),
29,0 kr (145 000 NbOAAHMKIB NPECOBaHMX).
3miHu |l Tuny - 3MiHn 3 skocTi. AdI.
Brvpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBA
A®I (iHWi 3MiHM) BHeceHHs 3miH B ASMF Ha API
nisouymy rigpoxnopuay BupobHukom LMC
Lysozyme Manufacturing Company B.V.(a
Bioseutica company), The Netherlands (3amiHa
Version ASMF Number 15-Nov-17/date 15-11-
2017 Ha Version Number 12-Feb-2021 from
12.02.2021).
215. | NOPNATIN® TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHgjis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: Ne 10 - 6e3 He UA/7643/01/01
060/10HKO10, M0 10 «NMEAPAPM NBT NTA 3MiHK | TUNy - 3MiHK Woao peyenma, nionszae
TabneTtok y 6nictepi, NT0» 6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy. Ne 100 - 3a
no 1 6nictepy y 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro peyenmom

KapTOHHIA ynakoBL,i;
no 10 TabneTtok y
cTpuni, no 1 ctpuny
Y KapTOHHiii
ynakosui; no 10
TabneTok y 6nictepi,
no 1 6nictepy y
KapTOHHI/ ynakosL,,
no 10 ynakoBoK y
KapTOHHI Kopo6Lyj;
no 10 TabneTtok y
cTpuni, no 1 ctpuny
Y KapTOHHiii
ynakosui, no 10
yNaKoBOK Y
KapTOHHI Kopo6Lyj;
no 10 TabneTtok y
6nicTepi, no 10
6nictepiB y
KapTOHHI/ ynakosL,i

3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHW BHECEHO B IHCTPYKLIiO 418 MEANYHOIO
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iH(hopMaLii o0 6e3nekn 3acToCyBaHHs
[il04NX PEYOBVH 3TiAHO 3 peKoMeHAaL e
PRAC. BBeieHHS1 3MiH NPOTArom 6-Tv MicsuiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
NikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3nekn
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY y3roi)XeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVM opraHom). 3MiHW BHECEHO B
IHCTPYKLIiIO A58 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posainis "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs rpyaato”, "MobiyHi
peakui™ BignoBigHO A0 OHOBMEHOT iHhopmaLi 3
6e3nekn 3acToCyBaHHA [iUMX PEYOBUH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepAKeHHs. CynyTHS 3MiHa- 3MiHK LWoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro nocBigYeHHs,
BK/IKOYaK0UVM MNaH ynpasniHHS pusnkamm
(3acTocyBaHHsA TEKCTY, SKUIA NOTOAKEHNI 3
KOMNETEHTHUM OpraHoMm). 3MiHVN BHECEHO A0
yacTuH: | «3aranbHa iHhopmavis», V «3axoau 3
MiHimi3auii pusukiB», VI «Pe3tome nnaHy
ynpasiHHA pusmkamm», VIl «logaTku»y 3B’A3Ky
3i 3MIHOK PYTUHHMX 3aX0AiB 3 MiHMI3aLii pu3nkis
Ha MmigcTaBi OHOB/IEHOT iHdhopMaLlii 3 6e3neku
Litounx pevyoBuH
3MiHn | TURY - 3MiHN WoAao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BuAavi peecTpauiliHoro nocBig4eHHs,
BK/IIOYaK0uM MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHS TEKCTY, SIKWIA NOrOKEHWI 3
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOB/IEHUIA [naH ynpaBniHHA pu3nkaMu Bepcis
1,6. 3MiHX BHeCeHO B yci YyacTuHu MYPa ta
[0[ATOoK 2.2 'y 3B'A3KY 3 NpUBEAEHHAM dhopmaTy
MYPa go Bumor, Lo BKasaHi B goaatky 14 oo
Mopsaky 34ilicHeHHs hapMakoHarnagy,
3aTBepAxeHoro Hakasom MO3 Ykpainu Big 27
rpyaHs 2006 poky Ne898 (y pefakuii Hakasy
MO3 YkpaiHu Big 26 BepecHs 2016 poky Ne996)
Mepenik npo6aem 3 6e3nekn He 3MiHMUBCS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
216. | MATHIKYM- TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/16534/01/01
AHTUCTPEC NNiBKOBOO "KNIBCbKWI BITAMIHHUIA 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma
® 060n0HKot0 no 10 BITAMIHHWIA 3ABO4" nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TabneTok y 6nictepi; 3ABOA" TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs
no 6 6nictepis y roToBOro Nikapcbkoro 3acoby (36iNbLIeHHs
nauuyj; no 12 TEePMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
TabneTok y 6nictepi; 3acoby) - 115 ToproBoi ynakoBku
no 4 a6o 5 6nictepis (niaTBEPMKYETHCA AAaHUMU PEasIbHOTO Yacy)
y nayui 36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOIO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB [OBrOCTPOKOBUX AOCAIHKEHb
CTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepKeHo:
TepMiH NpugaTHoCTi: 2 poku. 3anponoHoOBaHo:
TepMiH NpuaaTHoCTi: 3 pOKWU. 3MiHW BHECEHI B
po3gin "TepMiH npuaaTHOCTI" B IHCTPYKLi0 A1
MeAMYHOro 3aCTOCYBaHHSA /iKapCbKOoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
217. | MAOONAP® Tabnetku, 200 mr/50 TOB «Pouw YkpaiHa Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/11355/01/01
Mr; no 100 TabneTok YkpaiHa» Hepo3acoBaHo! LLiBeiiuapis 3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyennmom | nions2ae
y naswuj; no 1 npoayKuii, NnepBnHHe HalilMeHyBaHHs Ta/abo agpecy Micus
NAAWLU Y KAPTOHHIN nakyBaHHs, NpOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
Kopobui BTOPUHHE roTOBOro NikapcbKoro 3acoby, BKIYaun
nakyBaHHs, AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
BMNPO6GOBYBaHHSA KOHTPOJO SIKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
KOHTPOJIO SIKOCTI: BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
[Nenbdapm MinaHo, B pamkax paujioHanisaduii ocpicHnx nnowy, Roche,
C.P.N., Itanisa MPONOHYETLCH 3MiHa agpecu odicy, ska
MepBuHHE 3pjiicHioe Bunyck N13. JaHa 3MiHa BigbyBaeTbCA
nakyBaHHs, B pamkax OfHi€i CMCTEMU KOHTPOJTKO SKOCTI |
BTOpPUHHE CTOCYETbCSA BUK/TIOUYHO (DYHKLT BUMYCK cepii, i He
nakyBaHHs1, Mage BN/MBY Ha BUPOGHMUMIA NpoLec npenapary.
BMNPOGYBaHHSA He mae BnamBy Ha SiKicTb, 6e3mneky Ta
KOHTPOJO SKOCTI, edhekTVBHICTb Npenaparty. Micue BUpo6GHMLTBA
BMNYCK cepil: 'N3 He 3MiHNMNOCh. 3MiHY BHECEHO B IHCTPYKLiIO
®.XothdpmaHH-/15 015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
Pouw /Tg, 3aco6y y po3ain «Micue3HaxomKeHHs
LLBeliLapis BMPOGHMKa Ta afpeca MicLs NPOBapKEHHS 1ioro
Bunyck cepii: OiSNBHOCTI» 3 BiANOBIAHUMMN 3MiHAMM Y TEKCTI
®.XohpmaHH-/15 MapKyBaHHS1 YNakoBKU NikapcbKoro 3acoby.
Pow NTpg, BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
LLsenuapis 3aTBepKEHHSA
218. | ME3AKAP® Tabnetku no 200 mr TOB YkpaiHa KYCYM XENTXKEP IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/9832/01/01
no 10 TabneTok y «NEADPAPM MBT NTA, IHajsa YkpaiHa 3MiHM | TUny - 3MiHK WwoAo peyenmom | nionsi2ae
6nicTepi; no 5 NT0» AnbTepHaTUBHUIA 6e3nekv/edeKkTMBHOCTI Ta hapMakoHarnaay.
6nictepiB y BUPOBHUK, L0 3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro
KapTOHHI ynakosL,i 3[iICHIOE BTOPUHHE 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nakyBaHHs, MeMYHOro 3acTOCyBaHHS
KOHTPO/b AKOCTi Ta reHepuYHUX/riopuaHNX/6ionoai6HNX NiKapCbKUX
BUMYCK Cepii: 3ac06iB NicNs BHECEHHS TiET caMoi 3MiHM Ha
TOB "KYCYM

PAPM", YKpaiHa

pedhepeHTHWIT Mpenapar (3mMiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHW BHECEHI A0 IHCTPYKLIT 418 MeAnYHOro
3aCTOCyBaHHSA y po3ainun "®apmakonoriyHi
BnactusocTi" , "lMokasaHHA", "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnnBocTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHs Ta go3n", "[itn",
"MepeposyBaHHA", "Mo6IYHI peakui™ BignoBigHO
00 iHdhopmaLii pedhepeHTHOro nikapcbkoro
3acoby (Terpeton®, Tabnetku no 200 wmr).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepxeHHs. CynyTHA 3MiHa- 3MiHU LWoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BuAavi peecTpauiliHoro nocBig4eHHs,
BK/IIOYaK0uM MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHS TEKCTY, SIKWIA NOrOKEHWI 3
KOMMETEHTHUM opraHom). 3asBHUKOM HafaHo
OHOB/IEHUIA [naH ynpaBniHHA pu3nkaMu Bepcis
1.6.3MiHM BHECEHO A0 YacTuH:| «3aranbHa
iHchopmauis»V «3axoam 3 MiHiMi3aLii pu3mnKiB»,
VI «Pe3tome nnaHy ynpasniHHSA pusnkamus, VIl
«Jlopgatkn» (4OAATOK 2) Y 3B'A3KY 3 OHOB/IEHHAM
iHbopMaLii 3 6e3nekun 4ityoi pevyoBuHN
Kapb6amaseniH, Lo € pyTUHHUMM 3axo4amu 3
MiHiMi3aLji py3uKiB.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY y3roi)XeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVNM OpraHom).
3MiHN BHECEHI A0 iHCTPYKLiT 4515 MeanyYHOro
3acToCyBaHHA y po3in: "B3aemogis 3 iHWMmMu
NikapcbkrMmn 3acobamu Ta iHWi BUam
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo
rogysaHHs rpyaar”, "MobivHi peakuii" wono
6e3nekn 3acTocyBaHHS NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy NejiaTpUYyHNX JOCAiAKEHb
(PIP) (3MiHY y3roi)XeHo 3 KOMNEeTEeHTHUM
YMOBHOBaXEHVUM OpraHom). 3MiHV BHECEHI [0
IHCTPYKLT 4719 MEANYHOr0o 3aCTOCYBaHHA y
po3ginu "B3aemogis 3 iHLWIMMK NikapCbKuMu
3acob6amMu Ta iHLWi BUAW B3aemogii",
"Oco61MBOCTI 3acTOCyBaHHS" WoA0 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEeHi [0 IHCTPYKUIT Ans
Me/ZIMYHOr0o 3aCTOCYBaHHs y po3ain "MobiyHi
peakui™ LWoAo 3BiTyBaHHA NP0 NOGIYHI peakuii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMAKEHHSA

219.

ME3AKAP®S
R

Tabnetkun
NPOJIOHroBaHoI fji
no 400 mr no 10
TabneTtok y 6nictepi;
no 5 6nictepiB y
KapTOHHIiA ynakoBL,i

TOB
«NEQPAPM
NTh»

YKpaiHa

KYCYM XENTXKEP
MBT NTA, IHais
AnbTepHaTUBHWIA
BMPOGHWK, LLIO
3[iiCHIOE BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BUMYCK Cepii:
TOB "KYCYM
PAPM", YkpaiHa

IHpis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicns BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHMI npenapar (3mMiHa He NnoTpebye
HalaHH$ XOLHNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHI A0 iHCTPYKLiT 4518 MeanyYHOro
3aCTOCYBaHHSA y po3ainy "®apmMakonorivHi
BnactmsocTi", "MokasaHHA", "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMWM slikapcbkumuy 3acobamm Ta
iHWi BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHg", "3acTocyBaHHs y nepioa

3a
peyermom

He
nionsieae

UA/9832/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta fo3n”, "lMepeno3yBaHHA",
"Mo6iuHi peakwyi" BigNoBigHO A0 iHdopmaii
pedhepeHTHOro nikapcbkoro 3acoby (Tegretol®
Prolonged Release 400 mg Tablets). BBegeHHsA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA
CynyTHS 3MiHa
- 3MiHK Wopao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB Buavi peecTpadiiiHoro
noceigYeHHs, BKNoYaroun Mnax ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOroXeHW 3 KOMNETEHTHAM OpraHom) -
3asBHMKOM HajaHO OHOBEHWIA MnaH
ynpaBniHHA pu3nkamn Bepcis 1.6.
3MiHM BHECEHO [0 YaCTUuH:
| «3aranbHa iHhopmavis»
V «3axoau 3 MiHiMi3auii pu3ukiB»,
VI «Pe3tome nnaHy ynpasniHHA pusnkamm»
VIl «dopaTkn» (qoaaTtok 2)

y 3B’I3KYy 3 OHOBJ/IEHHAM iH(hOpMaLlii 3 6e3neku
Liro4oi pevyoBUHY KapbamaseniH, LWo €
PYTUHHUMM 3axof4amu 3 MiHiMi3av,ii pu3ukis;
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) 3MiHN BHECEHI A0
IHCTPYKLT AN MEAUYHOro 3aCTOCYBaHHA y
po3zinu "B3aemogis 3 iHLWIMMK fikapCbKnuMu
3acob6amu Ta iHWi BUAM B3aemMogiin”,
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"MobiyHi peakuii” LWoao0 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBeaeHHS 3MiH NpPOTArom
6-Tv MicALIB NicnsA 3aTBepKEHHS; 3MiHu | Tvny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHN BHECEHI A0
IHCTPYKLUT AN MEAUYHOro 3acTOCYBaHHSA y
po3zinu "B3aemogis 3 iHLWIMMK fikapCbKnuMu
3acob6amu Ta iHWi BUAM B3aemMogiin”,
"Oco61MBOCTI 3aCTOCYBaHHA" WOA0 6e3neku
3acTocyBaHHsA NikapcbKoro 3acoby. BeefeHHA
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEepMKEHHS; 3MiHN | TUNy - 3MiHW Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW) - 3MiHN BHECEHI A0 IHCTPYKLiT Ans
Me/ZIMYHOr0o 3aCTOCYBaHHs y po3ain "MobiyHi
peakui™ LWoAo 3BiTyBaHHA NP0 NOGIYHI peakuii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMAKEHHSA
220. | MENNIOKCUKA | nopowiok TOB YkpaiHa Mikpo Jla6c Nimiteq, IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: - - UA/18153/01/01
M (cybeTaHuis) y «®APMACEN 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
nakeTax » HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
nonieTnIeHoBMX (BnacHviKa peecTpauiiHoro NocBig4eHHs) 3miHa
ans afipecu 3asBHUKa:
chapmaLeBTU4HOro
3aCTOCyBaHHs
221. | MEJTOKCUKA | nopoLuok TOB Ykpaina Caarti CneHToC IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - - UA/18152/01/01
M (cybeTaHuin) y «PAPMACEN MpaiieT fimiTepq, 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
nakeTax noABiNHUX » HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa
nosnieTuIeHoBMX (BnacHviKa peecTpauiiHoro NocBig4eHHs) 3mMiHa
ans afpecu 3asBHUKa
thapmaLeBTUYHOro
3aCTOCYBaHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

222. | MEHONYP MOPOLLIOK ®eppiHr LLiBenuapi BiANOBIAa/IbHUI 32 Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/6705/01/02

niodpinizoBaHuii Ans IHTEepHELIHN A BMPOGHMLTBO LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom

PO34MHY ANA iH'eKUl CeHntep CA NMOPOLLIKY Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

no 600 MO ®CTI Ta PO3YMHHMKA, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX

600 MO /r; 1 KOHTPO/b AKOCTi Ta npo cuctemy papmakoHarnsgy (BBefeHHs

h1aKkoH 3 NOPOLLKOM BUMYCK Cepii: y3araslbHeHVX gaHnx npo cuctemy

y KOMMekTi 3 1 ®eppiHr MTM6X, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

nonepegHsL0 HimeuyunHa BiANOBIAa/IbHOI 3a 3AiAiCHEHHS

3anoBHeHUM BiAnNoBiganbHUii 3a hapMakoHarnagy; KOHTakTHoi ocobu 3

LUMPULIOM 3 BTOPVIHHE chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS

PO3YMHHUKOM (M-
Kpeson, Boga Ans
iH'ekuin) no 1 mn, 1
ronKoto Ans
posBefeHHs, 9
wnpuyamu ans
BBe/leHHs Ta 9
CNUpTOBUMU
cepseTkamu B
KapTOHHIA ynakoBL,i

nakyBaHHs: ®eppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis

thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

223. | MEHONYP MOPOLLIOK ®eppiHr LLiBenuapi BiANOBIAa/IbHUI 32 Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/6705/01/03

niodpinizoBaHuii Ans IHTEepHELIHN A BMPOGHMLTBO LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom

PO34MHY ANA iH'eKUl CeHntep CA NMOPOLLIKY Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

no 1200 MO o®CTI Ta PO3YMHHMKA, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX

1200 MO JT'; 1 KOHTPO/b AKOCTi Ta npo cuctemy papmakoHarnsgy (BBefeHHs

h1aKkoH 3 NOPOLLKOM BUMYCK Cepii: y3araslbHeHVX gaHnx npo cuctemy

Y KOMMNIEeKTi 3 2 ®eppiHr MTM6X, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

nonepegHsL0 HimeuyunHa BiANOBIAa/IbHOI 3a 3AiAiCHEHHS

3anoBHeHMHN BiAnNoBiganbHUii 3a hapMakoHarnagy; KOHTakTHoi ocobu 3

wnpmuamm 3 BTOPVIHHE chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS

PO3YMHHUKOM (M-
Kpeson, Boga Ans
iH'ekuin) no 1 mn, 1
ronKoto Ans
po3BefeHHs, 18
wnpuyamu ans
BBe/leHHs Ta 18
CNUpTOBUMU
cepseTkamu B
KapTOHHIA ynakoBL,i

nakyBaHHs: ®eppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis

thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
224. | METEOKCAH | kancynu; no 15 Anbghacirma ®paHuisa Anbthacirma C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/11345/01/01
Kancyn y énictepi; $paHc 3MiHK | TUNY - 3MiHK Woao peuyenma
no 1 a6o 2 a6o 4 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nictepu B BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KapTOHHilA KopooLi npo cuctemy papmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [iitoya pegakuis: NlenewkiHa IpuHa
AHatoniiBHa. [ponoHoBaHa pefakuis:
Lknspesuy Irop OnekcaHaposuy. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHMKA,
BignoBiga/IbHOI 32 dhapmakoHarnsa B YkpaiHi
225. | METOKNOMP | po3yvH Ans iH'exuii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/7726/01/01
AMIA- 5 mr/mn; no 2 mn B "papmaueBTu "®apmMaLeBTnyHa 3MiHY | Tuny - 3MiHK Wwoao peyenmom | nionsi2ae
AAPHULUA amnyni; no 5 amnyn yHa chipma thipma "AapHuusa” 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
Y KOHTYpHili "OapHuus” 3MiHM Y KOPOTKiil XapakTepucTuLi NikapCbKoro

YapyHKOBIN
ynakosLi; no 1 abo
N0 2 KOHTYpHI
YapyHKOBI YNaKOBKU
B nauui

3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeMYHOro 3acToCyBaHHSA
reHepuYHUX/riopuaHNX/6ioNoAi6HNX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Npenapar (3mMiHa He NnoTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHV BHECEHO B IHCTPYKLitO 4719 MeANYHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis:
"apmMakosoriyHi BnactusocTi", "Oco6nnBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHs rpyaa”, "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLjii Npu KepyBaHHI
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnocib 3acTocyBaHHS Ta fo3mn",
"MepeposyBaHHA", "Mo6IYHI peakuii” BignoBigHO
[,0 OHOBMEHOT iHGhopMAaLii LLOAO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby LIEPYKAN®,
PO34uH NS iH'ekuiid, 10 mMr/2 mn.
BBefeHHs1 3MiH NpoTArom 6-Tm MicALiB 3 gatn
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
226. | METOMNPO/O | nmopolok AT "dapmak” YkpaiHa CAH IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/5518/01/01
ny TAPTPAT | (cy6cTaHuis) y PapmacboTuKas 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
MiLLIKax NoABiAHMX IHpacTpis NTA,. HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa

nonieTnIeHoBUxX
Ons BupobHuuTBa
HecTepuIbHNX
nNikapcbknx hopm

(BnacHviKa peecTpauiiHoro NOCBifYEHHS) - 3MiHa
HaViMeHyBaHHs Ta agpecu 3asaBHUKa (BnacHuka
peecTpauiiHoro noceigyeHHs); 3MiHu | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BVPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2000-056 - Rev 06 (R1-CEP 2000-056 -
Rev 05) ana A®l Metoprolol tartrate
3aTBEepAXeHOro BUpobHnka SUN
PHARMACEUTICAL INDUSTRIES LIMITED,
IHAiA; 3MiHK | TURY - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUTYYEHHS HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpviknag, BUTy4YeHHs 3acTapisioro NokasHuka))
- AONOBHEHHS cneumndikauii APl HoBUM
nokasHukom skocTi 1,2-Enokci-3(4-(2-meTokci
eTun)deHokci)nponan) He GinbLue 3,75 ppm 3
Bi4NOBIAHMM METOA0M BUNPOOYBaHHSA; 3MiHN |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb A®L. 3miHa
y napameTpax creuudikauin Ta/abo gonycTmmmnx
MeX, BU3HaYeHux y cneumadikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(DoNOBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS)
- BWIy4eHHS i3 crieumdikalii/MeToiB KOHTPOso
A®I nokasHmka «Baxki MeTanmn»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
227. | MET®OPMIH | Tabnetku, BKpUTI CaHpos CnoBeHis Jlex C.A., Monbwa Monbwa/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9477/01/02
CAHAO3® NNiBKOBOO $apmacbloTika (BMpPOGHMLTBO 3a CnoBeHis 3MiHu | TUny - 3MiHK 3 AkocTi. A®l. KoHTponb peyenmom
060/10HKOI0, No 850 n3 a.a. NOBHUM LMK/IOM; A®l. 3miHa y meTofdax BunpobysaHHsA A®|l abo
mr; no 10 TabneTok nakyBaHHs, BUNYyCK BMXigHOro Martepiany/npomiKHOro
y 6nicTepi; no 3 abo cepii); Jlek npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
12 6nictepiB y PapmaLeBTUYHa npoteci BupobHuuTea AP (iHWi 3MiHK Y
KapTOHHI Kopo6Lyj; KoMnaHis g.4., MeToAax BUNPOOyBaHHS (BK/IIOHYAKUN 3aMiHY
no 12 tabnetok y CnoseHis a60 fonoBHeHHs) APl abo
6nicTepi; no 10 (koHTponb/BNPobYB BWXiAHOr0/MPOMIXHOro NPOAYKTY) — BBEAEHHS
6nicTepiB y aHH#A cepii) anbTepHaTUBHOrO MeToAy BunpobysaHHa Adl 3a
KapTOHHilA KopooLi NOKa3HWKOM «3a/IMLLKOBI KiSIbKOCTi OpraHiuHmnx
PO3YMHHIKIB», @ Came BU3HAYEHHS 2-MponaHony
Ta N,N-gumetnndopmamigy metogom X.
KpuTepii npuitHATHOCTI 3anMnwaTbesa 6e3 3MiH
228. | MET®OPMIH | Tabnetku, BKpUTI CaHpo3 CnoseHis Nex C.A., Monbwa Monba/ BHECEHHS 3MiH 4,0 peecTpavLiiHux martepianis: 3a - UA/9477/01/01
CAHAO03® N/1iBKOBOIO dapmacbloTika (BMpPOGHMLTBO 3a CnoBeHis 3MiHW | Tuny - 3MiHK 3 skocTi. A®l. KoHTponb peyenmom
060/10HKO10, N0 500 n3 a.a. NOBHUM LMK/IOM; A®l. 3miHa y meTogax BunpobysaHHA AP| abo
mr, no 10 TabneTok nakyBaHHs, BUMYCK BMXIAHOTO MaTepiany/MpoMiXKHOro
y 6nicTepi; no 3 a6o cepii); Nek npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
12 6nictepiB y dapmaueBTUYHA npoueci Bupo6HuuTBa AP (iHLWi 3MiHK y
KapTOHHI Kopobui KomnaHis g.4., mMeTodax BUNPo6yBaHHS (BKIHOYAKOUN 3aMiHy
CnoBeHis abo gonoBHeHHs) A®| abo
(koHTpONbL/BUNPOGYB BMXIZAHOTO/NPOMIXHOr0 NPOAYKTY) — BBEAEHHS
aHH#A cepii) anbTepHaTUBHOrO MeToAy BunpobysaHHa APl 3a
MOKa3HNKOM «3a/TULLIKOBI KiTbKOCTi OpraHivyHmx
PO3YMHHWKIB», @ Came BU3HAYEHHS 2-MponaHony
Ta N,N-gumeTnndopmamigy metogom X.
KpuTtepii NpUAHATHOCTI 3aMLaloTbesi 6e3 3MiH
229. | MINAHOA TabneTku BKpUTI 3eHTiBa, K.C. Yecbka NOBHUIA LMK IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a - UA/13152/01/01
N1iBKOBOIO Pecny6nik BMPOGHMLTBA: 3MiHM | TUNY - 3MiHK 3 AKocTi. FoToBWMiA peyenmom
060/10HKOI, 3 a Na6opaTtopioc JleoH nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
mr/0,03 mr; no 21 dPapma C.A., IcnaHis iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii
Tabnetuyi y bnicrepi; aNlbTePHATUBHUIA Ta KOHTPOJ1t0 AKOCTi rOTOBOTO /iKapCbKOro
no 1 6nictepy y BMPOGHUK, SKWiA 3acoby (3amiHa abo JofaBaHHSA Ai/TbHULI, Ha
KapTOHHIA ynakoBL,i Bignosigae 3a AKilA 30iAICHIOETLCSA KOHTPO/1L/BUNPOBYBaHHS
BTOPUHHE cepii)
nakyBaHHS: BBe/leHHs BUpo6Huka Laboratorio Echevarne,
MAHAHTIAN S.A. (3 HoBOO AinbHULe ABeHiga KaH Benner,
IHTETPA, CJ1.Y., 61-65 CaHT Kyrat genb Bannec, 08174,
IcnaHis BapcenoHa) Ta Biolab, S.L., ki BignosigaTb 3a
AnbTepHaTUBHWIA MiKpOGionoriyHe TecTyBaHHs. B 3aTBepoKeHOMY
BUPOBHUK, SKWIA [0Cbe OyNN 3aTBEPKEHI AaHi BUPOOHMKM, ane
Bignosigae 3a He 6ynn BuHeceHi ao PN ta MKAN3. 3miHu |
BTOpPUHHE TMNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
nakyBaHHs: 3aci6. 3mMiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
ATAIC ®APMA, (BK/IKOYAlOUM fiana3oH po3Mipy cepii) roToBoro
C.J1., IcnaHis nikapcbKoro 3acoby (36inbLweHHs fo 10 pasis
Brpo6HWK, Skuii NMOPIBHAHO i3 3aTBEPAKEHUM PO3MiIPOM).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BignoBsigae 3a
Mikpob6ionoriyHe
TECTyBaHHS:
Biona6, C.J/1.,
IcnaHis
BMPO6HYK, SKWiA
BignoBsigae 3a
Mikpob6ionoriyHe
TECTyBaHHS:
Na6opatopio
EueBapHe, C.A.,
Icnanis

3arBepmkeHo: 125 000 Tab; 1250 000 Tab.
3anponoHoBaHo: 125 000 Ta6;1 250 000 Tab;
2500000 T1a6. 3miHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHULTBI. 3MiHM Y Npoueci BUpo6HULTBA
roTOBOro MikapcbKoro 3acoby, BKIYaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPy
BUPOBGHMLTBI rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHMLTBA).
He3HauHa 3MiHa y npoueci BUpobHuLTBa y
3B'A3KY 3 BBEEHHAM [,04aTKOBOro po3mipy cepii
BBOAUTBLCA MiHiA BUPOOHMLTBA 3 A0 BXe
3aTBepmMkeHol niHii 1. ObnagHaHHs, Wo
BUKOPUCTOBYIOTLCS HA 060X BUPOBHUUNX MiHISX,
BiHOCWTLCA 1O OZHOTO i TOrO X Kacy Ta
nifKnacy, BBXa€ETbCH, WO BOHO MAE OHaKOBY
KOHCTPYKLIito Ta NpUHLMA po6oTu. 3miHu | Tuny -
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax B1NPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco6y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BK/THOYAOUM 3aMiHY 260 AOMOBHEHHS)). 3MiHN Y
mMeToAax BUNpo6yBaHb - AOMOBHEHHS METOANKM
aNbTEPHATUBHUMMW YMOBaMW NPOBELEHHS
aHanisy 3a n. «KinbkicHe BU3HAYEHHS»,
«CynpoBiaHi AOMILLKW». 3MiHK | TUNY - 3MiHN 3
AakocTi. A®l. BupobHuLTBO. 3MiHa BUPOOHMKa
BVXifHOro/MPOMKHOro NpPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
HeobxigHO, MicLe NPOBeAEHHS KOHTPO/IHO SKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0Cbe)(BBEAEHHS HOBOI AiNbHULI, e
3[iCHI0OETLCS MiKpOHi3auis). Ans aitouol
pPevYoBUHM eTUHINECTpagiony AN1a BUPOBHMKa
Industriale Chimica s.r.l .BBoanTbCS goaaTkoBa
AinbHUUA MikpoHisauii LAB-SERVICE S.A.
(PpaHuis)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
230. | MIHIPUH Tabnetkv no 0,1 mr ®eppiHr LLiBenuapi ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16236/01/01
no 30 Tabnetok y IHTepHeLHN a HimeuunHa LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
thnakoHi; no 1 CeHntep CA (BignoBiganbHWiA 3a 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

chnakoHy B
KapTOHHIA ynakoBLi

BMNYCK cepii);
deppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis
(BUPOBHULTBO)

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
231. | MIHIPUH Tabnetkv no 0,2 mr ®eppiHr LLiBenuapi ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16236/01/02
no 30 Tabnetok y IHTepHeLHN a HimeuunHa LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
thnakoHi; no 1 CeHntep CA (BignoBiganbHWiA 3a 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

chnakoHy B
KapTOHHIA ynakoBLi

BMNYCK cepii);
deppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis
(BUPOBHULTBO)

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
232. | MIHIPUH niodpinizat ®eppiHr LLiBenuapi BMPOGHMLITBO, Benunko6put BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/5118/02/02
MENT opanbHuii no 120 IHTepHeLHN a nepBuHHe aHis/ 3MiHu | TUNY - 3MiHK Woa0 peyenmom
MKr, no 10 CeHntep CA nakyBaHHs, Lseliuapis/ 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
niodgpinisatis y KOHTPO/Ib SIKOCTI: HimeuunHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX

6nictepi; no 1, a6o
no 3, a6o no 10
6nicTepiB y
KapTOHHIlA KopooLi

KataneHT O.K.
CsiHfoH 3igic
NimiTea,
BenukobpuTaHis;
BTOPVHHE
nakyBaHHA: ®eppiHr
IHTepHewwHN CeHTep
CA, Weeiiyapis;
BignoBigasibHWI 3a
KOHTPO/b AKOCTI,
BUMYCK Cepii:
®eppiHr TM6X,
HimeuunHa

npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
233. | MIHIPUH niodpinizat ®eppiHr LLiBenuapi BMPOGHMLITBO, Benunko6put BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/5118/02/03
MENT opanbHuii no 240 IHTepHeLHN a nepBuHHe aHis/ 3MiHu | TUNY - 3MiHK Woa0 peyenmom
MKr, no 10 CeHntep CA nakyBaHHs, Lseliuapis/ 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
niodgpinisatis y KOHTPO/Ib SIKOCTI: HimeuunHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX

6nictepi; no 1, a6o
no 3, a6o no 10
6nicTepiB y
KapTOHHIlA KopooLi

KataneHT O.K.
CsiHfoH 3igic
NimiTea,
BenukobpuTaHis;
BTOPVHHE
nakyBaHHA: ®eppiHr
IHTepHewwHN CeHTep
CA, Weeiiyapis;
BignoBigasibHWI 3a
KOHTPO/b AKOCTI,
BUMYCK Cepii:
®eppiHr TM6X,
HimeuunHa

npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
234. | MIHIPUH niodpinizat ®eppiHr LLiBenuapi BMPOGHMLITBO, Benunko6put BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/5118/02/01
MENT opasibHWiA no 60 Mkr, IHTepHeLHN a nepBuHHe aHis/ 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 10 niocpinizatis y CeHntep CA nakyBaHHs, Lseliuapis/ 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nicTepi; no 1, abo KOHTPO/Ib SIKOCTI: HimeuunHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
no 3, a6o no 10 KataneHT O.K. npo cuctemy papmakoHarnsgy (BBefeHHs
6nicTepis y CsiHfoH 3igic y3araJlbHeHUX AaHux npo cucrtemy
KapTOHHI KopoobLi Nimites, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BenukobpuTaHis; BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
BTOpPUHHE hapMakoHarnagy; KOHTakTHoi ocobu 3
nakyBaHHs: ®eppiHr thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
IHTepHewwHN CeHTep thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
CA, Wseiiyapis; BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BignoBigasibHWI 3a BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
KOHTPO/Ib SIKOCTI, (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
BUMYCK Cepii: po3MilLieHHi MacTep-haiina cuctemm
®eppiHr TM6X, hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
HimeuunHa YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
235. | MIPAMICTUH | nopoLuok ToBapucTBo 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: - - UA/11216/01/01
(cybeTaHuis) y 0bMexeHot obmMexeHoto 3miHu | TMny - 3miHu 3 skocTi. A®l. KoHTponb
MiLLKax BignoBigasbHi BignoBigasIbHICTIO A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
nonieTnIeHoBmX cTio "®APMXIM" [ONYCTUMMX MEX, BU3HAUEHMX y cneuudikavisx
ans "PAPMXIM" Ha A®l, abo BVXigHWA/NPOMKHWIA
chapmaLeBTUYHOro NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
3aCcTOCyBaHHA npoueci BupobHuutea AP (iHWwi 3MiHW)
BHeceHHs 3MiH A0 n. «CynpoBifHi AOMILLIK/», a
came- BHECEHHS MPUMITKN * «3a AaHnum
NoKa3HUKOM B cepTudpikaT SKOCTi BHOCATbCSA
[aHi KOHTPO/TI0 Hepo3chacoBaHOI NPOAYKLLT».
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS
236. | MIPAMICTUH | ma3b, 5mr/r; no 151 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 - UA/1804/01/01
®-A4APHNUA a6o no 30 ry Ty6i; "papmaueBTu "®apmMavueBTnyHa 3MiHu | TUnYy - 3MiHK 3 aAkocTi. CepTudikaT peuenma
no 1 Ty6i y nauyj yHa chipma thipma "fapHuus” BignosigHocTi/l E-cepTudikar BignosigHoCTI
"fapHuus” €Bponelicbkin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii PY abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) NpuBeAeHHs cneuudikaLii Ta MeToanK
KOHTPOJIHO AKOCTi Ha [ONOMIXXHY PEYOBUHY
MonieTnnexrnikons (Makporon 400) o BUMOT
Aitoyoi MoHorpadii «Macrogols» €sponeiicbKoi
dapmakonei, 3 BpaxyBaHHAM pekoMeHauiin Ta
cTunictnkn AdY, a came BignNoOBigHO [0 BUMOT
Aoy, 1.4 «<MoHorpadii» nokasHuk
«PO34YMHHICTb» Mae pekoMeHaauiiHWiA
XapakTep, Ha Uili niacTasi, BUMOru Ao
PO3YMHHOCTI NepeHeceHo A0 3araibHuX
B/1ACTMBOCTEN; B NMOKasHMKax «laeHTudikauis»,
«KNCNOTHICTb ab0 NYXHICTb» Ta «BigHOBAOOUI
PEYOBUHM» HOPMYBaHHSA 3a/LLeHi 6e3 3MiH,
BHECEHI pefakLiliiHi npaBku, Lo ohopMaeHHI
BiANOBIAHO [0 pekoMeHAaLiil Ta CTUMICTUKK
L®Y. 3MiHun | TMNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByH. 3MiHa y MeToAax BUNpoGyBaHHSA
[OMNOMDKHOT peyoBUHY (IHLLI 3MiHW y MeToaax
BMNpOoGYyBaHHSA (BK/THOYAKOUM 3aMiHy abo
nofasaHHs)) CynyTHA 3MiHa - 3MiHU 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KOHTponb
[LOMOMDKHMX peqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AONYyCTUMMX MEX ANA
[OMNOMDKHOT peYOBUHY (IHLLI 3MiHW) BHECEHHSA
3MiH Ha [OMOMKHY PEeYOBUHY
MonieTnnexrnikons (Makporon 400), a came: 3a
nokKasHukoMm «ETuneHokcug, i giokcaH»
3anpornoHOBaHO BBEAEHHSI HOBOI in-house
MeTOAMKM BUNpoGyBaHHs X (4PY, 2.2.28), wo
€ a/IbTepHaTVBHOI MEeTOAMLI, 3a3Ha4YeHOl B
MoHorpadii E® «Macrogols»; BHECEHHS
CTUNICTUYHMX Ta peakuiliHiX NpaBok, 6e3 3MiH
BCTaHOB/IEHUX KPUTEPI NPUAHATHOCTI 3a AaHUM
MOKa3HNKOM SKOCTI.
3MmiHu | TMNy - 3MiHK 3 SKOCTi. ToTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
peyoBuH. 3MiHa NapameTpiB cneuudikauii
Ta/abo fonycTUMMUX MEX AN AONOMDKHOT
peyoBUHM (iHLWI 3MiHK) CynyTHA 3MiHa - 3MiHN 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PeYyoBMH. 3MiHa Yy MeTodax
BMUNPOBYBaHHA [OMOMDKHOI PEYOBUHW (HE3HAYHI
3MiHM Y 3aTBEpIKEHNX MeToAax BUNPOOyBaHb)
npuBefeHHs cneuudikauii Ta MeToauk
KOHTPO/IO AKOCTI Ha [OMOMDKHY PEYOBUHY
Nonietunenrnikons (Makporon 400) A0 Ajloumnx
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

237.

MOJIECKIH®

mMa3b 0,1 % no15ry
Ty6i; no 1 Ty6i y
nauuj 3 KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOBMEHOTO cepTudikaTy
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2008-094-Rev 04 Big 3aTBEpAXEHOIO
BMpPOo6HMKa «AURISCO PHARMACEUTICAL
CO., LTD», KnTait gitouoi pevoBuHm
MomeTa3oHy doypoaT (3aTBepaxeHo: R1-CEP
2008-094-Rev 03; 3anponoHosaHo: R1-CEP
2008-094-Rev 04)

3a
peyenmom

UA/7002/02/01

238.

MOJIECKIH®
Cc

masb no 15 ry Ty6i,
no 1 1y6i y navuj 3
KapToHyY

AT «®apmak»

YkpaiHa

AT «®apmak»

Ykpaina

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BigMNOBIAHOCTI ab60 BUyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHoBEeHWI cepTUdikaT Bif yXe 3aTBEepAKEHOro
BMPOOHUKA - NOJAaHHSA OHOBJ/IEHOrO cepTuddikaty
BiAnoBigHOCTI €Bponeiicbkili hapmakonei R1-
CEP 2008-094-Rev 04 Big 3aTBEpAXEHOIO
BUMpPOo6HMKa «AURISCO PHARMACEUTICAL
CO., LTD», Kutait gito4oi pe4oBuHu
MomMeTa3oHy doypoaT (3aTBepaxeHo: R1-CEP
2008-094-Rev 03; 3anponoHosaHo: R1-CEP
2008-094-Rev 04)

3a
peyenmom

UA/13153/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
239. | MOMEUA, kpem 0,1 %; no5r neHmapk IHAaisa neHmapk IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/7827/01/01
KPEM a6o 15rBTYy6i; N0l | dapmMacbloTuK PapmacbloThKan3 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peuyenmom | nidssieae
Ty6i Yy KApTOHHiiA ans Jita,. nra. BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UM

ynakoBLi

AinbHuui ana A®l, npoMixHoro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
NpOoBefEeHHs NakyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpPOBE/LEHHSI KOHTPOSO cepii) abo
nocTavasnibHvKa BUXifHOro Martepiany, peareHty
ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
[ocbe) BunyueHHs BUpo6HUYOI ginbHuLi M3
"nenmapk ®apmacbioTukans flimites
(KiwaHnypa, bBagai-Hanarapx Poyg, p-H ConaH,
Ximauan Mpagew, 173 205, IHgjn)" 3
MapKeTUHIOBKX MipKyBaHb. 3a/NLLIAETLCS
a/lbTEPHATUBHUI BUPOOHUK - MNeHMapk
dapmacbiotukans fitg. (4inbHuusa Ne Y-37/39,
Em.Ai4.Li.Ci., Catnyp, Hacik - 422 007, IHgis).
3MiHVN BHECEHI B IHCTPYKLi0 4518 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
"Bnpo6HuK", "MicLie3HaxompKeHHs BUPOGHMKa Ta
afpeca MicLs NpoOBaXEHHS MOro AisnbHocTi"
(BUTyYEHHSI BUPOGHMYOI AiNibHML). BBEAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
240. | MOP®IHY Tabnetkv no 0,010 r ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/12735/01/02
CYNb®AT no 10 Tabnetok y [,00aTKOBOKO [,04aTKOBOKO 3MiHY | Tuny: 3miHKW 3 AKocTi. FoToBUIA peyenmom nionsieae

6nicTepi; no 1 abo BiANOBIAa/IbHI BiANOBIAA/IBHICTIO nikapcbkuii 3aci6. KOHTponb rotoBoro

no 5 6nictepiB y CTHO "IHTEPXIM" nikapcbKoro 3acoby (iHWi 3MiHN) YTOYHEHHS

naJui 3 KapToHy; No "IHTEPXIM" hOpMy/HOBaHHSI HOPMYBaHHS TECTY

10 TabneTok y
6nicTepi; no 14
6nicTepiB y rpynosii
Tapi

06yMOB/IEHO NPUBEAEHHAM Y BiAMOBIAHICTb [0
Bumor A®Y gitouoi pegakuii. CynyTHS 3miHa:
3MiHu 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHSA
chopMy tOBaHHA HOPMYBaHHS TECTY
«OfHOPIAHICTL [030BaHUX 0AMHULBL» Y MKA N3
Ta cneuudikalisx i MeToanLj KOHTPOO AKOCTI
NPOMKHOro NpoAaykTy «Hepo3sdacoBaHi
NPOAYKTU» (SIK CYNyTHA 3MiHa). 3MiHu | Tuny:
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax NnpuaaTHoOCTI
abo ymoBax 36epiraHHsi roTOBOrO J1ikapCbKOro
3ac006y (36inbLEeHHS TEPMIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - [51s Toprosoi
ynakoBku (MiATBEPAKYETHCS AaHUMMN peasibHOro
yacy). 36inbLUeHHA TepMiHy npugatHocTi MN13
06YMOB/IEHO A@HVMMW, OTPUMAHVMW Nif yac
BMBYEHHS CTabi/IbHOCTI BUPOGHUUMX cepiid N3y
peasibHOMY 4aci, fjiloya pefakuis: 2 poku,;
nponoHoBaHa pefakuyis: 3 poku. 3MiHN BHECEHI B
po3ain "TepMiH npuaaTHOCTI" B IHCTPYKUiO AN
MeJMNYHOro 3aCTOCYBaHHA MiKapcbKoro 3acoby.
3MiHu | TUny: 3miHK 3 AKocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTponb rotoBoro
NikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHSA
chopMy OBaHHA HOPMYBaHHS TECTY
«P0o34nHeHHs» y MKA /13
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

241.

MOP®IHY
CYNb®AT

Tabnetkn no 0,005 r
no 10 Tabnetok y
6nictepi; no 5
6nicTepiB y navuj 3
KapTOHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAa/IbHI
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/IBHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY: 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro

nikapcbKoro 3acoby (iHWi 3MiHN) YTOYHEHHS
chopMy toBaHHA HOPMYBaHHS TECTY

06yMOB/IEHO NPUBEAEHHAM Y BiAMOBIAHICTb [0

Bumor A®Y gitouoi pegakuii. CynyTHS 3miHa:
3MiHu 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHSA
chopMy tOBaHHA HOPMYBaHHS TECTY
«OfHOPIAHICTL [030BaHUX 0AMHULBL» Y MKA N3
Ta cneuudikalisx i MeToanLj KOHTPOO AKOCTI
NPOMKHOro NpoAaykTy «Hepo3sdacoBaHi
NPOAYKTU» (SIK CYNyTHA 3MiHa). 3MiHu | Tuny:
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.

CTabinbHicTb. 3MiHa y TepMiHax NnpuaaTHoOCTI

abo ymoBax 36epiraHHsi roTOBOrO J1ikapCbKOro

3ac006y (36inbLEeHHS TEPMIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - [51s Toprosoi
ynakoBku (MiATBEPAKYETHCS AaHUMMN peasibHOro
yacy). 36inbLUeHHA TepMiHy npugatHocTi MN13
06YMOB/IEHO A@HVMMW, OTPUMAHVMW Nif yac
BMBYEHHS CTabi/IbHOCTI BUPOGHUUMX cepiid N3y
peasibHOMY 4aci, fjiloya pefakuis: 2 poku,;
nponoHoBaHa pefakuyis: 3 poku. 3MiHN BHECEHI B
po3ain "TepMiH npuaaTHOCTI" B IHCTPYKUiO AN

MeJMNYHOro 3aCTOCYBaHHA MiKapcbKoro 3acoby.
3MiHu | TUny: 3miHK 3 AKocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTponb rotoBoro

NikapcbKoro 3acoby (iHLWi 3MiHN) YTOYHEHHSA
chopMy OBaHHA HOPMYBaHHS TECTY
«P0o34nHeHHs» y MKA /13

3a
peyenmom

He
nionsieae

UA/12735/01/01

242,

HAAPOMAPU
H-®APMEKC

PO34MH A5 iH EKU,i,
9500 MO
aHTu-Xa/mn;no 0,3
M (2850 MO aHTK-
Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6
mn (5700 MO aHTK-
Xa) abo no 0,8 mn
(7600 MO aHTu- Xa)
B nonepegHb0
HarnoBHEHWX
wnpuuax; no 2
nonepeAHbL0

TOB
"®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn

YKpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3miHu | TUny - 3miHu 3 skocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobysBaHHA AP| abo
BMXiAHOrO Martepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPMAKEHUX MeToAax BUNPOOYyBaHHS)
He3HauHi 3MiHV y 3aTBEpPAKEHOMY MeTofi
BMNPo6yBaHHA A®I 3a nokasHuKoM «KinbkicHe
BM3HAYEHHSA» HaAPONapuHy KasbLiito, Lo
06yMOB/IeHi aBTOMaTU3aLjiern 061aaHaHHS.
3MiHu | TURNY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro

3a
peyermom

UA/15411/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HarnoBHEHNX nikapcbKoro 3acoby. 3MiHa y meTogax

LUMPMLLA B KOHTYPHIiA
YapyHKOoBIli ynakoBLi
abo 6nictepi; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBoK abo
6nictepiB y nayui
KapTOHHiiA; no 0,3
mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTK-Xa), no 0,6
mn (5700 MO aHTu-
Xa) a6o no 0,8 mn
(7600 MO aHTu-Xa)
B nonepegHL0
HanoBHEHWX
wnpuuax; no 5
nonepegHL0
HanoBHEHWX
LUMPWLIB B KOHTYPHIA
YapyHKOBIli ynakoBLyi
abo 6nictepi; no 2
KOHTYPHI YapyHKOBI
ynakoBku abo
6nictepn y nayuj
KapTOHHiiA; no 0,3
mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTK-Xa), no 0,6
mn (5700 MO aHTu-
Xa) a6bo no 0,8 mn
(7600 MO aHTu-Xa)
B nonepegHL0
HanoBHEHNX
wnpuuax; no 1
nonepegHL0
HarnoBHEHOMY
LUMPULY B KOHTYPHIl
YapyHKOBIli ynakoBLyi
abo 6nictepi; no 1
KOHTYpHiIlA
YapyHKOBIli ynakoBLyi
abo 6nictepy y
nayLi KapTOHHIi

BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOBYBaHHSA) HE3HAYHI 3MiHW Y
3aTBepMKEHOMY MeToi BUnpobysaHHsA 13 3a
NOKa3HMKOM «KiflbKiCHe BU3HAYEHHSA», L0
06ymoB/ieHi aBTOMaTu3aLjier0 061agHaHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
243. | HAKOM® Tabnetku, 250 mr/25 CaHpo3 CnoBeHis Nexk CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9134/01/01
Mr o 10 Tabnetoky | PapmacbioTika dapmaueBTUYHa 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
6nicTepi; no 10 n3 a.a. KomnMaHisa 4.4, signosigHocTi/l E-cepTudikar BignosigHoCTI
6nicTepiB y €Bponelicbkiin dhapmakonei/moHorpadii.
KapTOHHilA KopooLi MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2005-057 - Rev 05 (3atBepmxeHo: R1-CEP
2005-057 - Rev 04) ana A®l kapbigonu Big BXe
3aTBEpAKEHOro BMpo6Huka DIVI'S
LABORATORIES LIMITED, IHgis.
244. | HAPOMIH PO34UH A5 iH'EKLLN, AcneH dapma IpnaHgis AcTtpa3eHeka Ab LLBeuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/9670/01/03
10,0 mr/mn; no 10 Tpenginr 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nionsi2ae
M B amnysii; no 1 Nimiteq HalilmeHyBaHHs Ta/abo agpecy Micud
amny/i B KOHTYPHil NpoBaPKEHHSA AiSIbHOCTI BUpoOHUKa/imnopTepa
YapyHKOBIl rOTOBOrO /liKapCbKoro 3acoby, BKIYaumn
ynakosLi; no 5 AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTYPHUX KOHTPOJO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnoBifae
YapyHKOBMX BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpilf)
yMakoBOK y AAMiHiCTpaTMBHa 3MiHa NOLITOBOrO iHAEKCY 6e3
KapTOHHI nauui 3MiHM (PaKTUYHOro MiCLe3HaXOMKEHHS
BMPOGHUWKa /13. BBEAEHHSA 3MiH NPOTATOM 6-TK
MicsLiB nicns 3aTBepAKEHHS.
245. | HAPOIMIH PO34UH A5 iH'EKLLN, AcneH dapma IpnaHgis AcTtpa3eHeka Ab LLBeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/9670/01/02
7,5 mr/mn no 10 mn TpengiHr 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nionsi2ae
B amnyni; no 1 Nimiten HalimeHyBaHHs Ta/abo agpecy MicuA
amny/i B KOHTYPHil NpoBaPKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
YapyHKOBIl rOTOBOrO /liKapCbkoro 3acoby, BKIYaumn
ynakosLi; no 5 AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTYPHUX KOHTPO/O SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnNoBifae
YapyHKOBUX BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid)
ynakoBOK y AAMiHiCTpaTMBHa 3MiHa NOLUTOBOrO iHAEKCY 6e3
KapTOHHI navw,i 3MiHM (PaKTUYHOrO MiCLe3HaXOMKEHHS
BMPOGHUWKa /13. BBEAEHHS 3MiH NPOTArOM 6-TK
MiCSLIB MiCNs 3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
246. | HAPOMIH PO34MH A5 iH'EKLIN, AcneH ®apma Ipnangis Brpo6HMUTBO, AscTpanis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/9384/01/01
2 mr/mn; no 100 mn TpeigiHr KOHTPO/1b SIKOCTI, LLBeuis 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidssieae
y KOHTelHepi; no 1 Nimiteq nepBrHHe Ta HaliMeHyBaHHS Ta/abo agpecu micus
KOHTEliHepy B BTOPUHHE NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
KOHTYpHiIl nakyBaHHs, BUMYyCK roTOBOrO /iKapcbKoro 3acoby, BkIovaun
YapyHKoBIli cepii: AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
ynakosui; no 5 AcTpa3eHeka [MTi KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
KOHTYPHUX N, ABcTpanis BMPOGHMWK/IMNOpPTEp, BK/IOUAUM BUMYCK Cepild)
YapyHKOBMX B1po6HMK, AfMiHiCTpaTMBHa 3MiHa NOLITOBOrO iHAEKCY 6e3
yMakoBOK y BignoBigasibHWI 3a 3MiHM (haKkTUYHOro MicLle3HaXO0MKEeHHS
KapTOHHI navwi KOHTPO/Ib SIKOCTI: BUpo6HuKa N3 ana fosysaHHsa 7,5 mr/mn.
AcTtpa3eHeka Ab, BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
Lsewjs 3aTBEPKEHHS.
Brvpo6HuK,
BiANOBifa/IbHWIA 32
KOHTPO/Tb AKOCTI:
AcTpa3eHeka Ab,
Lsewis
247. | HEMPOMION PO34MH A5 iH'EKLN, AT Nat.is AT "OnaiiHcpapm”, Nartsisi/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/2083/01/01
H® 5mr/Mnno 1 mn B "OnaiiHcpapm” NatBia (£03BiN Ha Bonrapis 3MiHu | TMNY - 3MiHK Woa0 peyenmom

amnyni, no 10 amnyn
B KOHTYPHIl
YapyHKOBIl
ynakosui, no 1
KOHTYPHIi
YapyHKOBIli ynakoBLji
B nauuj

BUNYyCK cepii); AT
"Codpapma’,
Bonrapis
(BMpPOGHMLTBO
Hepo3dacoBaHo|
nNpoAayKLUii, NnepBrHHA
Ta BTOPVHHA
yrnakoBka)

6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 @60 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M,
BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOUM KOHTAKTHI gaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.

[itoua pepakuin: MNpuckoka AHAPIN.
MponoHoBaHa pepfakuin: CaB4yeHko AMUTPO
CeprilioBny. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
248. | HEMPOMION PO34MH A5 iH'EKLIN, AT Nat.is AT "OnaiiHchapm”, Nartsisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/2083/01/02
H® 15 mr/mn no 1 mn B "OnaiiHcpapm” NatBisa (£03BiN Ha Bonrapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
amnyni, no 10 amnyn BUNYCK cepii); AT 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
B KOHTYPHIl "Codhapma’, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
YapyHKOBIl Bonrapis npo cuctemy papmakoHarnsgy (BBefeHHs
ynakosui, no 1 (B1POGHNLTBO y3araJlbHeHUX AaHux npo cucrtemy
KOHTYPHIi Hepo3dacoBaHo| hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
YapyHKOBIli ynakoBLyi npoAayKuii, NnepBrHHa BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
B nauui Ta BTOpMHHa hapMakoHarnagy; KOHTakTHoi ocobu 3
ynakoBka) thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.
[itoua pepakuin: MNpuckoka AHApIN.
MponoHoBaHa pepakuis: CaB4yeHko AMUTPO
CepriiioBny. 3mMiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi
249. | HEOTPU30N | Tabnetku BariHanbHi | OPTAHOCUH OAE EBepTopxeH Nandg IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/10674/01/01
® no 4 TabneTkn y NANGCAEHC CaeHcus fimiTeq 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom | nionsizae
CTpwvni; No 2 cTpunu N3 (E® 3ET 1) nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
B KapTOHHIi TepMiHax NpuaaTHOCTIi abo ymoBax 36epiraHHs
Kopobui, y roTOBOrO NiKapcbKoro 3acoby (36i/bLIeHHS
KOMMNIeKTi 3 TepMiHy NpuaaTHOCTI rOTOBOro NiKapcbKoro
annikatopom; rno 8 3acoby) - /191 TOprosoi ynakoBkn
TabneTok y 6nictepi; (nigTBEPOKYETHCA AaHUMK peasibHOro Yacy)
no 1 6nictepy B 36i/bLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOIO
KapTOHHI Kopo6ui, y nikapcbKkoro 3acoby (3aTBepakeHo: 18 micauis,
KOMMEKTi 3 3anpornoHoBaHo: 2 poku). BBeaeHHS 3MiH
annikaTopom NPOTAroM 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
250. | HE®PONAM- pO34MH A4 iH ekuiil, | ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17470/01/01
340POB'A 20 Mr/2 mn, no 2 mn 06MeXeHOo BMPOGHULTBA, 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peuyenmom | nidssieae
B amnyni; no 5 BiANOBIAa/IbHI KOHTPO/Ib SKOCTI, nikapcbkuii 3aci6. Onuc Ta cknag, (iHLWi 3miHu)
amnyn y KapTOHHIl CTHO BWMYCK Cepii: npuseaeHHs po3ginis «Cknag» Ta Metogis
KopooLi 3 "®apmaueBTn ToBapucTBO 3 KoHTponto MKA 13 3a nokasHukom «OB6’eM, L0
neperopoakoto; no 2 YHa KOMMaHis 06MmeXeHo BUTAraeTbea» (4PY, 2.9.17) y BigNOBIgHICTL A0
M B amnysii; no 5 "3p0pos'a” BiANOBIAA/TIbHICTIO HOBOrO 3aTBepPAKEHOro BUAY nakyBaHHA - 1
amnyn y 6nictepi; no "GapmMaueBTUYHa onakoH no 2 M. 3MiHY BHECEHO B IHCTPYKLi0
1 6nictepy y KOMNaHis 01 MeAUYHOro 3aCTOCYBaHHSA NiKapcbKoro
KOpPOO6Lii 3 KApTOHY; "3popoB's", YkpaiHa,; 3acoby y po3gin "Cknag" (qogaBaHHa hiakoHa)
no 2 mn 'y chnakoHi, BCi cTagii Ta SIK HacnifgokK - y po3zin "Cnoci6 3acTocyBaHHs
no 5 dpnakoHis y BMPOGHMLITBA, Ta [o3v". BBeAeHHs 3MiH NpOTArom 6-Tu Micsuis
KOHTYPHIi KOHTPO/Ib SIKOCTI, nicns 3aTBepmAkKeHHs
YapyHKOBIl BMNYCK cepil:
ynakosui, no 1 ToBapucTso 3
KOHTYPHIi 0bMexeHo

YapyHKOBIli ynakoBLyi
B KAPTOHHIlA KOpOGL

BigNoBiga/IbHICTIO
"®APMEKC Irpyn",
YKpaiHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
251. | HITPOCOPBI | Tabnetkn no 0,01 T; MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/7349/01/01
A no 20 TabneTok y "MoHdpapm" 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

6nictepi; no 2
6nicTepn y nauuj 3
KapTOHY

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
afpecu 3asBHUKa. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB NicnsA 3aTBEPAKEHHS. 3MiHN
| TMnYy - AAMIHICTpPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOO AKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid)
3MiHa agpecu Bupo6Huka M3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHW micus BUpobHuLTBa. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEpPMKEHHSA. 3MiHN | TUNy - 3MiHY LWoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 260 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bif, YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. firoya
pepakuis: Cosrupa Cepriii CepriioBuy.
MponoHoBaHa pefakuis: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigabHOI 3a hapMakoHarnsg.
3MiHa MicLe3HaxoKeHHA MacTep-taiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
252. | HOBOKAIH cynosuTopii MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/7586/01/01
pekTasibHi no 0,1 ; "MoHdpapm" 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

no 5 cynosutopiis y
CTpwni; No 2 cTpunu
y nauLii 3 KapToHy

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro nocBigYeHHs) -
3mMiHa agpecun 3asBHuKa (Bf1acHMKa
peecTpauiiHoro noceigyeHHs). TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBepXeHHs; 3MiHY | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLii MPOBAKEHHS AiS/TIbHOCTI
BUPOGHMKa/iMnopTepa roToBoro J1ikapcbkoro
3aco06y, BK/IKYaKUM AiNbHALL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPOJTIO AKOCTI.
([isnbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNOPTEp, BK/OYAKOUN BUMYCK Cepild) -
3miHa agpecu Bupo6Huka N3 MNAT "MoHdapm”,
YkpaiHa, 6e3 3MiHM Micusi BUpo6HULTBa. TepmiH
BBEEHHSA 3MiH NPOTAroM 6 Micauis nicns
3aTBEPMKEHHS; 3MiHK | TUMy - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX JaHux Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BigNoBiga/IbHOI 3a 34iACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobM,
BiZiNOBIAANbHOI 3a 34jiCHEHHS thapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3miHa ynosHoBaXeHoi
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
thapmakoHarnsag. fitoya pegaxuis: Cosrupa
Cepriii CeprilioBuy. MponoHoBaHa pefakLis:
MacTyweHko IHHa BikTopiBHA. 3MiHa KOHTaKTHMX
[JaHux ynoBHOBaXXEHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
MiCL,e3HaxXoMKeHHST MacTep-daiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 3iiCHEeHHS
OCHOBHOI ififIbHOCTI 3 chapmakoHarnsgy




220

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
253. | HOO®EH® Tabnetkv no 250 wmr; AT Nat.is AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3773/01/01
no 10 Tabnetok y "OnaiiHcpapm” 3MiHu | TUNY - 3MiHK Woa0 peyenmom
6nicTepi; no 2 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nicTepn y navui BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KapTOHHiiA npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.
[itoua pepakuin: MNpuckoka AHApIN.
MponoHoBaHa pepakuis: CaB4yeHko AMUTPO
CepriiioBny. 3mMiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YKpaiHi.
254. | HYTPUDNEK emynbCis ans B. bpayH HimeuunH Brpo6HMUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a - UA/13247/01/01
C niniAa NEPI | iHdysiit; no 1250 mn Menb3yHreH a nepBuHHa Ta TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
ab6o no 1875 mny Al BTOpPVHHA ynakoBKa, 23.07.2015 Ne 460) BuvnpaBneHo TEXHIYHY
MiLLKaX MI1acTUKOBUX BUMYCK cepii: B. NMOMWJIKY B IHCTPYKUIT 4719 MEeANYHOro
TpMKamepHux; no 1 BpayH Menb3yHreH 3aCTOCYBaHHS /ikapcbkoro 3acoby, AonyLLeHy Y
MiLLIKY Al, HimeuunHa; [Oari 3aTBepKeHHs Ta Homepi Hakazy MO3
nacTMKoBoMy KoHTponb cepii: B. Ykpainun: 3atsepaxeHo: SATBEPIYKEHO Haka3s
TpUKamepHomy y BpayH Menb3yHreH MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu
3aXMCHOMY MILLKY; Al', HimeyunHa 06.09.2013 Ne 783 PeecTpaljiiiHe NocBig4eHHst
no 5 3aXUCHUX Ne UA/13247/01/01 3anponoHoBaHo:
MILLIKIB B KQPTOHHIA 3ATBEP)KEHO Haka3 MiHicTepcTBa OXOPOHM
Kopobui 340poB’A Ykpainm 20.11.2018 Ne 2142
PeecTtpaujiiHe nocBigueHHs Ne UA/13247/01/01
3a3HavyeHe BMMpaB/IEHHS BiAMoBiAae
MarepiasiaM peecTpauiiHoro 10CheE.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
255. | HYTPUDJNIEK | emynbcia ans B. BpayH HimeuunH B. BpayH HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13297/01/01
cnnig iHpy3iiA; no 625 mn Menb3yHreH a Menb3yHreH Arl, TexHiyHa nomwuska (3rigHo Hakasy MOS3 Big peyenmom
CMNEUIANBbH (250 mn po3unHy Al HimeuyunHa 23.07.2015 Ne 460) BunpaBneHo TEXHIYHY
i amiHokucnoT + 125 (BMpPOGHMLTBO, MOMWJIKY B IHCTPYKUIT 4719 MEANYHOro
MJ1 XKMPOBOI nepBuHHe Ta 3aCTOCYBaHHSA Nikapcbkoro 3acoby, AonyLLeHy Yy
emynbCeii + 250 mn BTOpPUHHE [Oarti 3aTBepAxeHHs Ta Homepi Hakasy MO3

PO3YMHY [/IH0KO3W) B
MiLLIKax MNacTUKoBUX
TpukamepHux; rno 1
MIiLLIKY Y 3aXMCHOMY
nnacTyKkoBoMy
MiLLIKY; NO 5 MiLLKIB y
KapTOHHI Kopo6Lyj;
no 1250 mn (500 mn
PO34nHYy
amiHokmcnoT + 250
M/1 XMPOBOI
emynbCeii + 500 mn
PO3YMHY [/IH0KO3W) B
MiLLKax MNacTUKoBUX
TpukamepHux; no 1
MIiLLIKY Y 3a8XMCHOMY
nnacTyKoBoMy
MiLLIKY; NO 5 MiLLIKIB y
KapTOHHI Kopo6Lyj;
no 1875 mn (750 mn
PO34nHYy
amiHokmcnot + 375
M/1 XMPOBOI
emynbcii + 750 mn
PO3YMHY [/IH0KO3W) B
MiLLKax MnacTUKoBUX
TpukamepHux; no 1
MIiLLIKY Y 3aXMCHOMY
nnacTyKoBoMy
MiLLIKY; NO 5 MiLLIKIB Y
KapPTOHHI KOpooLii

nakyBaHHs, BUMYyCK
cepii); b. bpayH
Menb3yHreH Al,
HimeyunHa
(koHTpOb cepii)

YKpaiHu:
3arsepaxeHo: SATBEP)KEHO Hakas
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu
28.10.2013 Ne 916 PeecTpauiiHe nocBig4eHHs
Ne UA/13297/01/01 3anponoHoBaHo:
3ATBEP)KEHO Haka3 MiHicTepcTBa OXOPOHU
340poB’A Ykpainn 20.11.2018 Ne 2142
PeecTpauiiHe noceigueHHs Ne UA/13297/01/01
3a3HayeHe BUNpaBneHHN Bignosigae
mMarepianam peecTpauiiHoro JOChe.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
256. | OKTOCTUM PO34MH A5 iH'EKLIN, ®eppiHr LLiBenuapi BMPOGHMLITBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/12728/01/01
15 mkr/mMn; no 1 mn B IHTepHeLHN a nepBuHHe Yecbka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
amnyni; no 10 amnyn CeHntep CA nakyBaHHs, Pecny6nika 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

Y KapTOHHii
ynakoBLiji

BignoBigasibHWI 3a
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
®eppiHr MTM6X,
HimeyunHa,;
BTOPUHHE
nakyBaHHs: ®eppiHr-
Jleumnsa, a.c.,
Yecbka Pecny6nika

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy




223

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
257. | OJIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17624/01/01
nnoc NNiBKOBOO Pecny6nik v6X 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
060s10HKO0, 20 a

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKUiO AN MEAUYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ainis "Oco6nmBocCTi
3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA [jil0UMX PEYOBUH 3riAHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH

mr/12,5 wr; no 14
TabneTok y 6nictepi,
no 2 6nictepay
KapTOHHIM navu,i

nNpoTArom 6-Tn MicALUiB NicNs 3aTBepPAXKEHHS
258. | OJIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Haiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/17624/01/02
nnoc NNiBKOBOO Pecny6nik 6X 3MiHu | TMNY - 3MiHK Woa0 peyenmom | nidssieae
060/10HKO0, 20 a

6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKUilO AN MEAUYHOTO 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ginis "OcobnmnBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
3aCTOCYBaHHSA [il04MX PEYOBUH 3riAHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS

mr/25 mr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHI navu,i
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
259. | O/IMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17624/01/03
nnoc NNiBKOBOO Pecny6nik v6X 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
060n0HKot0, 40 a 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr/12,5 wr; no 14 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
TabneTok y 6nictepi, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 2 6nictepa y MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHIM navu,i perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKUIiO AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "Oco6nmBocCTi
3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA [jil0UMX PEYOBUH 3riAHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH
nNpoTArom 6-Tn MicALUiB NicNs 3aTBepPAXKEHHS
260. | O/IMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Haiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/17624/01/04
nnoc NNiBKOBOO Pecny6nik 6X 3MiHu | TMNY - 3MiHK Woa0 peyenmom | nidssieae
060s10HKO0, 40 a

mr/25 mr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHI navu,i

6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKUilO AN MEAUYHOTO 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ginis "OcobnmnBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
3aCTOCYBaHHSA [il04MX PEYOBUH 3riAHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
261. | ONNITAP® 2 TabneTkv no 2 mr; MeHapiHi INokcemby BMPOGHMLTBO "in ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/6108/01/02
Mmr no 30 Tabnetok y IHTepHeLLoHan pr bulk", kiHueBe 3MiHM | TUNY - AQMIHICTPaTVBHI 3MiHW. peyenmom
6nicTepi; no 1 abo OnepeliLoHc nakyBaHHs, BUNYCK BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UM
no 2 6nictepu B TNMokcembypr cepiii: AinbHuui ana A®l, npoMixHoro npoaykTy abo
KapTOHHilA KopooLi C.A. A. MeHapiHi roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
MaHydakTypiHr NpoBefieHHA NakyBaHHs, BUPOOHYIKa,
JloricTikc eHp, BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
Cepsicec C.p.J1., NpPOBE/LEHHSI KOHTPOSO cepii) abo
ITania noctavasibHUKa BMXi4HOrO MaTtepiasy, peareHty
KOHTPO/b cepii: ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
A. MeHapiHi [0CbE) - aMiHICTpaTMBHA 3MiHa BU/TyYEHHS
MaHydakTypiHr BMPOGHWYOI AiNbHUL BIANOBIAA/IbHOI 3a
NoricTikc eHp BVMPOGHMLTBO Nikapcbkoro 3acoby “in bulk" USV
Cepsicec C.p.J1., Private Limited, India. 3anuwaeTtbcsa
ITanisa anbTepHaTUBHUIA BUPOGHUK KOTPUIA BUKOHYE
TaKy X qoyHKUII0, WO i BUIyYeHnin "A. MeHapiHi
MaHydaktypiHr floricTikc eng Cepsicec C.p.J1.,
ITanisa (Bia Kamno gi MNine...)"
262. | ONNITAP® 3 Tabnetkv no 3 mr; MeHapiHi Iokcemby BMPOGHMLTBO “in ITanisa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/6108/01/03
Mr no 30 TabneTok y IHTepHeLLoHan pr bulk", kiHUeBe 3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. peyenmom
6nicTepi; no 1 abo OnepeiiLoHc nakyBaHHs, BUNYCK BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOYAK0UM
no 2 6nictepu B Tokcembypr cepiii: AinbHuui Ana A®l, npoMixxHoro npoaykTy abo
KapTOHHIlA KOpooLi A. MeHapiHi roTOBOro Nikapcbkoro 3acoby, AinbHULi A
MaHydakTypiHr NpoBefEeHHA NakyBaHHs, BUPOBHNIKa,
JloricTikc eHp, BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
Cepsicec C.p.J1., npoBeAeHHS KOHTPOsItO cepii) abo
ITanis noctavasibHMKa BMXi4HOrO martepiasy, peareHty
KOHTPO/b cepii: a60 [OMNOMIXXHOT pevyoBUHU (SKLLO 3a3HaYeHo y
A. MeHapiHi [ocbe) ALMIHICTpaTMBHA 3MiHa BU/TyYEHHS
MaHydhakTypiHr BMPOGHWYOI AiNbHNL BiANOBIAA/IbHOI 3@
NoricTikc eHp BVMPOGHMLTBO Nikapcbkoro 3acoby “in bulk" USV
Cepsicec C.p.J1., Private Limited, India. 3anuwaeTtbcsa
ITania anbTepHaTUBHUI BUPOOHUK KOTPUIA BUKOHYE
TaKy X qyHKUII0, WO 1 BUIyYeHuin "A. MeHapiHi
MaHydaktypiHr floricTikc eHg, Cepsicec C.p.J1.,
ITania (Bia Kamno ai MNine...)".
263. | OHOAHCETP | Tabnetku, BKpUTI My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a - UA/3803/01/01
OH 060/10HKOI0, M0 4 Mr, akuioHepHe akuioHepHe 3MiHM | TUNY - 3MiHK 3 sAKOCTi. FOTOBWMIA peyenmom
no 10 TabneTtok y TOBapUCTBO TOBapUCTBO nikapcbkuii 3aci6. KOHTpoNb roToBOro
6nicTepi; no 1 "HaykoBo- "HaykoBo- nikapcbKoro 3acoby. 3MiHa napameTpis
6nictepy y nauui 3 BMPOGHUYNIA BMPOGHUYNIA LEHTP cneuudikauin Ta/abo fonyCTUMNX MEX FOTOBOIO
KapToHy LeHTp "BopLuariBCbkuii nikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHW B
"bopLuariBcbk XiMiKo- crneundikavii /13 npy BUNYCKy Ta NPOTArom
NiA XiMiKo- hapmaLeBTUYHNI TEepMiHy NpUAATHOCTI LWOA0 BUNPaBAEHHS
hapmaueBTny 3asofg" NOMWJ/IKM B MONIEKYNSIPHIA chopMyni Aitouol
HWii 3aBog” peyoBuHM OHAAHCETPOH B po3aini «KinbkicHe
BU3HAYEHHS»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
264. | OHOAHCETP | Tabnetku, BKpUTI My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3803/01/02
OH 060/10HKOI0, M0 8 Mr, akuioHepHe akuioHepHe 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
no 10 TabneTtok y TOBapuUCTBO TOBapUCTBO nikapcbkuii 3aci6. KOHTPOb roTOBOro
6nicTepi; no 1 "HaykoBo- "HaykoBo- nikapcbKoro 3acoby. 3MiHa napameTpis
6nicTepy y nauyi 3 BMPOGHUYNIA BMPOGHUUUIA LLEHTP cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO
KapToHy LeHTp "BopLyariBcbkuii nNikapcbKoro 3acoby (iHLWi 3MiHN) - 3MiHW B
"BopuyariBcbk Ximiko- cneuudikauii /13 npu BUMYyCcKy Ta NPOTArom
niA XiMiKo- hapmaLeBTUYHNI TEepMiHy NpUAATHOCTI WOoA0 BUNPaBAEHHs
hapmaueBTny 3asofg" NOMWUJIKM B MOJSIEKYNAPHIN chopmyni Aitouoi
HWIi 3aBog” peyoBuHM OHAAHCETPOH B po3gini «KinbkicHe
BU3HAYEHHS»
265. | OHOAHCETP | nopoLok TOB YKpaiHa IHKE, C.A. IcnaHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - - UA/18848/01/01
OHY (cybeTaHuis) y «®APMACEN 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
FAPOXNOPU | noagiliHnx » HalilMeHyBaHHs1 Ta/abo agpecu 3asBHUKaA
A AUTAPAT nosieTUIEeHoBMX (BnacHuKa peecTpauiiniHOro NocBig4YeHHs) 3MiHa
nakeTtax gns afipecu 3asBHUKa
chapmaL,eBTU4YHOro
3acTocyBaHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

266.

ONATAAVH
EKO

Kpanni O4Hi, pO34uH,
1 mr/mn; no 5 mn
pO34uMHY B
nonieTnaeHoBoMy
oNakoHi-
KpanesnbHuLi
MICTKIiCTIO 5 M1 i3
KPWLLIKOIO 3
rapaHTiiHum
Kinbuewm; no 1 abo
no 3 pnakoHn y
KapTOHHIlA KOpO6L

BapLuaBcbkuii
thapmaueBTny
HWii 3aBOf,
Monbcha AT

MonbLa

BapLuaBcbkuii
hapmaLeBTUYHNI
3aBof Monbha AT

Monba

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHY | TUnNY - 3MiHK 3 AKOCTi. ADI. (iHWi 3MiHW)
oHoB/ieHHss DMF Ha gjtouy peyvoBuHy
ofionataguH rigpoxaopua Bif 3aTBepkeHoro
BUpo6HMKa Curia Spain S.A.U., Spain
(3atBepmxeHo: Open part: DMF 02AP05-
V0673/0-Oct2015; Restricted part: DMF
02RP05-V0673/0-Oct2015 3anponoHoBaHo:
DMF 02AP010-V0673/0-Feb2022; Restricted
part: DMF 02RP010-V0673/0- Feb2022). 3miHu |
Uy - 3MiHK 3 AKOCTi. APl KoHTposnb APL. 3miHa
y napameTpax creuudikauiii Ta/abo gonyctmmmnx
MeX, BU3Ha4YeHNX y crneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMNYYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag, BUTyYEeHHs 3acTapifioro nokasHvka))
BU/TYYEHHS HE3HAYHOTO MOKa3HMKa AKOCTI 3i
cneumdikauii 4ilo4oi pe4yoBuHM, a came «Baxki
MeTanim». 3MiHu | TUny - 3MiHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECI
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
HeobxigHO, MicLe NPOBeAEHHS KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0Cbe)(iHLWi 3MiHX) AOMOBHEHHS B 3aKpUTY
yacTuHy DMF Ha gjtouy peyoBuHy ononatajuH
rigpoxnopua BUpo6HMKa BUXIAHOTO MaTepiasny.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micud
NPOBaKEHHSA AisS/IbHOCTI BUPOOHUKA
(BkntOUaKoUM, 3a HeO6XigHOCTI, Micue
NpoBefleHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
mMacTep-chaiina Ha A®I, abo noctavanbHUKa
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (AKLLO 3a3HAYEHO Y OCbE Ha NikapCbKuii
3acib) 3a BigCcyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHoMy
nocbe, abo BMPOOHUKA HOBOI AOMOMIXKHOT
PEUYOBMHM (SIKLLO 3a3HAYEHO Y A0CbE) 3MiHA
HaliMeHyBaHHS BUPOOHYKa Aito4H0i peyoBUHU
ononartaguH rigpoxnopug
3arBepmkeHo:Crystal Pharma S.A.U., Spain
3anponoHoBaHo: Curia Spain S.A.U., Spain

3a
peyenmom

UA/19029/01/01

267.

OTPUBIH 3

cnperi HaszanbHWA,

rCK

Lisenuapi

'CK KoHcbtomep

LLiseiiuapis

BHECEHHS 3MiH [10 peecTpaliiiHux maTepianis:

6e3

UA/5416/01/01




228

KapTOHHI KopoobLi

hapmakonei) 3miHu y napameTpi cneumdikauii
«OAHOPIAHICTb [03W, WO JOCTaBNAETLCA» 3
METOI0 NPUBELEHHS Y BiANOBIAHICTb 3 MOTOYHUM
BUAaHHAM € no sumor EP0676 Nasal
preparations. TakoX 3asBHVK BHOCUT HE3HauHI
YTOYHEHHS [0 po3ainy gocbe 3.2.P.5.6.
«OBrpyHTyBaHHA crieumdikad,ii» LWoa0 OLiHKu
pY3NKy AN HITPO3aMiHy BifnoBigHO A0
Cy4acHux Bumor. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y metofax
BMNPOOYBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(oHOBNEHHS NpoLeAypy BUNPOBYBaHHA A1A
npvBeLEHHS Y BiANOBIAHICTb 3i 3MIHEHOO
3aranbHoto ctatTelo Y abo Esponeiicbkol
thapmakonei) OHOB/IEHHA npoLeaypu
BMNPOGYBaHHS 3a NOKa3HUKOM «OAHOPIAHICTb
[1031, L0 AOCTABMAETHCA» 3 METOIO NPUBEAEHHS
Y BiANOBIAHICTb 3 NOTOYHUM BUAAHHAM
€sponelicbkoi Papmakonei BignoBiAHO A0 BUMOT
EP0676 Nasal preparations. 3miHu | Tuny -
3MiHM 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTuMmx
MeX rOTOBOr0 NiKapcbKoro 3acoby (BHECeHHs
3MiH 0 AOCbE MiCNS1 OHOBMIEHHS 3ara/ibHOl
CTarTTi Ha rOTOBY NiKapcbKy opmy y
[oY/EBponelickkiit hapmakonei) 3MiHn y
napameTpi cneumndikauii «CepegHs fo3a, Lo
[OCTaBAAETLCA» 3 METOK0 NPUBEAEHHSA Y
BiANOBIAHICTb 3 NOTOYHUM BUAAHHAM
€Bponeiicbkoi Papmakonei go Bumor EP 0676
Nasal preparations. 3miHu | Tvny - 3MiHu 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y meTtoAax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(oHOBNEHHS NpoLleAypy BUNPOBYBaHHA A1A
npuBEeLEHHS Y BiANOBIAHICTb 3i 3MIHEHOO
3aranbHoto ctatTelo Y abo Esponeiicbkol
thapmakonei) OHOB/IEHHA npoLeaypu

BMNPOO6YBaHHA 3a NokasHUKoMm «CepenHs 4033,

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MEHTO/IOM [o3oBaHuit 0,1 %; KoHcblomep A Xenckep CAPN 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
TA no 10 mny Xenckep nikapcbkuii 3aci6. KOHTponb roToBoro
EBKANINTO nonimepHomy CAPN nikapcbKoro 3acoby. 3MiHa napameTpis
M chnakoHi 3 cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOrO
posnuaBayem; no nNiKapcbkoro 3acoby (BHECEHHSA 3MiH [0 [0CbE
1 donakoHy B nicns OHOBMIEHHS 3araslbHOI CTaTTi Ha rOTOBY
nikapcbky copmy y AdY/EBponeiickkiii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

LLIO JOCTABNSAETHCA» 3 METOIO NPUBEAEHHS Y
BiANOBIAHICTb 3 NOTOYHUM BUAAHHAM
€Bponeiicbkoi Papmakonei go Bumor EP 0676
Nasal preparations. 3miHu | Tvny - 3miHu 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonyCTUMNX MEX FOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS cneumdikawi
HOBMM MOKA3HWMKOM 3 BiANOBIAHUM METOA0M
BUNpobyBaHHs) [logaBaHHA napameTpy
cneumaikauii «KinbKicTb po3nuieHb oas 0gHOro
KOHTeliHepa» Ta BifnoBigHOro MeToay
BMNpobyBaHHSA BigNoBigHO Ao Bumor EP0676
Nasal preparations
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
268. | OPNNIOKCALWN | Ttabnetkm no 0,2 r no MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/5050/01/01
H 10 TabneTok y akuioHepHe akuioHepHe 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
6nicTepi; no 1 TOBapuCTBo TOBapUCTBO "/lekxim signosigHocTi/l E-cepTudikar BignosigHoCTI
6nicTepy y navyj 3 "Nekxim - - XapkiB", YkpaiHa; €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
KapToHy; no 10 Xapkis" MpAT «TexHonor», NnoB'A3aHi 3 HeOOXIAHICTIO NPYBEAEHHS Y

Tabnetok y 6nictepi,
no 50 a6o 100
6nicTepiB y nayui 3
KapToHy

Ykpaina

BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneuudikauisx, nos'asaHa 3i 3MiHamu B 4dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHili hapmakonei gepxasu €C) 3MiHa
y cneyucpikauii Aito4oi pevoBUHN 0dhNOKCaLNHY,
noB'sA3aHa 3i 3MiHamu B y EBpONeNiChKiii
thapmakonei.

CynyTHSA 3MiHa- 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaLjioHas1bHOI thapmakonei aepxasun €C (iHLWi
3MiHM) 3MiHM y cneuudikauii Ta meTogax
KOHTPO/IO AKOCTI Ajt040T pevyoBuHU
odph/ioKcaLmMHy 3a NokasH1kamm
«lgeHTudikayis», «Jomiwka A» Ta «CynpoBigHi
[OOMILLKM» MOB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BifiNoBigHiCTb A0 MoHorpadii €Bponeiicbkol
thapmakonei. 3miHu | Tuny - 3MiHn 3 sKocTi. AL,
KoHTpornb A®l. 3miHa y napameTtpax
cneumdikaLii Ta/abo AoNYyCTUMUX MEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BWNYYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHvka))
BU/TYYEHHS NapameTpa «Baxki MeTanu» 3i
cneuudikauii Aito4oi pevoBrHN 0hIOKCALMHY .
3MiHu | TUny - 3MiHKM 3 AKocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHA A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [1OCLE cepTugikaTa
BiANOBIAHOCTI €Bponelickkili hapmakonei, Lo
BKJ/1HOYAE Nnepios, MOBTOPHOr0 BUNPOGYBaHHS)
(nepiof, NOBTOPHOro BUNPOOYBaHHA/NEPIOA
36epiraHHs) - 36inblUeHHss abo BBeAEHHS
nepiogy NOBTOPHOro BUnpobyBaHHs/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB JOCAIMKEHb Y
peanibHOMY Yaci. 36ifbLIeHHsA nepiogy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
269. | OP/IOKCALM | Ttabnetkn no 0,2 T; in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/5049/01/01
H bulk: no 3000 akuioHepHe akuioHepHe 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
Tabnetok y TOBapuCTBo TOBapUCTBO "/lekxim signosigHocTi/l E-cepTudikar BignosigHoCTI
KOHTeliHepax "Nekxim - - XapkiB", YkpaiHa; €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
Xapkis" MpAT «TexHonor», NnoB'A3aHi 3 HeOOXIAHICTIO NPYBEAEHHS Y

Ykpaina

BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneuudikauisx, nos'asaHa 3i 3MiHamu B 4dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHili hapmakonei gepxasu €C) 3MiHa
y cneyucpikauii Aito4oi pevoBUHN 0dhNOKCaLNHY,
noB'sA3aHa 3i 3MiHamu B y EBpONeNiChKiii
thapmakonei.

CynyTHSA 3MiHa- 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaLjioHas1bHOI thapmakonei aepxasun €C (iHLWi
3MiHM) 3MiHM y cneuudikauii Ta meTogax
KOHTPO/IO AKOCTI Ajt040T pevyoBuHU
odph/ioKcaLmMHy 3a NokasH1kamm
«lgeHTudikayis», «Jomiwka A» Ta «CynpoBigHi
[OOMILLKM» MOB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BifiNoBigHiCTb A0 MoHorpadii €Bponeiicbkol
thapmakonei. 3miHu | Tuny - 3MiHn 3 sKocTi. AL,
KoHTpornb A®l. 3miHa y napameTtpax
cneumdikaLii Ta/abo AoNYyCTUMUX MEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BWNYYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHvka))
BU/TYYEHHS NapameTpa «Baxki MeTanu» 3i
cneuudikauii Aito4oi pevoBrHN 0hIOKCALMHY .
3MiHu | TUny - 3MiHKM 3 AKocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHA A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [1OCLE cepTugikaTa
BiANOBIAHOCTI €Bponelickkili hapmakonei, Lo
BKJ/1HOYAE Nnepios, MOBTOPHOr0 BUNPOGYBaHHS)
(nepiof, NOBTOPHOro BUNPOOYBaHHA/NEPIOA
36epiraHHs) - 36inblUeHHss abo BBeAEHHS
nepiogy NOBTOPHOro BUnpobyBaHHs/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB JOCAIMKEHb Y
peanibHOMY Yaci. 36ifbLIeHHsA nepiogy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
270. | OPNOKCALM | nmopowiok MpuBaTHe YkpaiHa XesHr IcT-A3is Kutaii BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/12129/01/01
H (cybeTaHuin) y akuioHepHe dapmacstoTikan Ko., 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
noABiiHNX TOBapuCTBo nra. signosigHocTi/l E-cepTudikar BignosigHoCTI
nonieTuIeHoBMX "Jlekxim- €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
naketax gns Xapkis" NnoB'A3aHi 3 HeOOXIAHICTIO NPYBEAEHHS Y
hapMaLeBTUYHOTO BigNoBigHICTL 40 MOHorpadii 4PY abo
3acToCyBaHHs €Bponelicbkoi hapmakonei, abo iHwoTi

HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneuudikauisx, nos'asaHa 3i 3MiHamu B 4dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHili hapmakonei gepxasu €C) 3MiHa
y cneuudpikadii, nos'sa3aHa 3i 3miHaMu B y
€Bponelicbkiin hapmakonei. CynyTHs 3MiHa -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii AdPY abo €sponeiicbkol
thapmakornei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu €C (iHLi 3MiHX) 3MiHW Y
cneuudikaLii Ta MeTogax KOHTPOJII0 AKOCTI 3a
nokasHukamm «lgeHTudikauis», «[Jomiwka A» Ta
«CynpoBifHi AOMILLKM» NOB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii €sponeiicbkoi hapmakonei. 3miHu |
Uy - 3MiHKU 3 AKOCTi. APl KoHTposb APl 3miHa
y napameTpax creuudikauiii Ta/abo gonyctmmmnx
MeX, BU3Ha4YeHX y crneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BMNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUTyYEeHHs 3acTapifioro nokasHvka))
BUYyYEHHSA napameTpa crneumdikaii «Baxki
MeTanu». 3MiHu | TMny - 3MiHu 3 SKocTi. API.
CT1abinbHiCTb. 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHA A®I (3a BigCyTHOCTI Y
3aTBEpAKEHOMY A0CbE cepTudikaTa
BignoBigHocCTI €Bponelicbkili hapmakonei, Lo
BK/IO4AE Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiof noBTOpPHOro BMNPO6YyBaHHA/Mepios
36epiraHHs) - 36inbLUeHHs abo BBeAEHHS
nepiofy NOBTOPHOro BMNpoGyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCIMKEHb Y
peasibHOMY Yaci - 36iNbLUEHHSA nepiogy
NMOBTOPHOrO BUNPOOYBaHHSA Ha OCHOBI
pe3ynbTaTiB AOC/NIMKEeHb Yy peasibHOMY yaci. A
TaKoX 3MiHa «TepMiHy NPUAATHOCTI» Ha «TepPMiH
nepekoHTponto». [itoya pegakuis: TEPMIH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
271. | OPOP® TabneTku, BKpUTI OPrAHOCWVH OAE EBepTogxeH Maiich IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/7732/01/01
NNiBKOBOO NANDCAEHC CaeHcu3 Jlimiteq 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
060/10HKO10, M0 10 N3 (E® 3ET 1) nikapcbkuii 3aci6. KOHTPOb roTOBOro
TabneTok y 6nictepi; nikapcbKoro 3acoby. 3MiHa napameTpis
no 1 6nictepy B cneuudikaLin Ta/abo fONyCTUMUX MEX FOTOBOTO
KapTOHHIA navui Nikapcbkoro 3acoby (iHLWi 3MiHN) AONOBHEHHS
nokasHukiB crneuudikaii ans n.
"Mikpob6ionoriyHa unctora" (3arasibHa 4ncno
XnTTE3gaTHux mikpoopraniamis (TAMC) Ta
(Escherichia coli) y BignosigHocTi fo Bumor BP.
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb
(BKNHOUAKOUM 3aMiHY @60 [OMOBHEHHS))
[OMoBHEHHSA Y TecTi "MikpobionoriyHa yuctora”
MeTogAiB aHanisy (3aranbHa uncno
XnTTE3AaTHMX Mikpoopraniamis (TAMC) Ta
(Escherichia coli) y BignosigHocTi o Bumor BP
272. | OPOP® TabneTku, BKpUTI OPIAHOCVH OAE EBepTogxeH Maiid IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: - - UA/7733/01/01
N/1iBKOBOIO NANGCAEHC CaeHcua flimiteq, 3miHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA
060/10HKO10, in bulk: N3 (E® 3ET 1) nikapcbkuii 3aci6. KOHTpob roToBOro

no 2500 TabneTok y
nakeTi; no 1 nakety
y KOpo6Ui i3
rogopoKapToHy

nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonyCTUMNX MEX FOTOBOrO
nNiKkapcbKkoro 3acoby (iHLi 3MiHW) ONOBHEHHS
nokasHukis cneuudikauii gns n.
"MikpobionoriyHa uncrora” (3arasibHa umcno
XUTTE3AaTHNUX MikpoopraHiamis (TAMC) Ta
(Escherichia coli) y BignosigHocTi fo sumor BP.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO fliKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BMNpobyBaHb
(BKNHOYaKOUM 3aMiHy abo [OMOBHEHHS))
[OOMNOBHEHHS y TecTi "MikpobionoriyHa unctora”
MeToZiB aHanidy (3arasibHa uicno
XuTTesgaTHmx mikpoopraniamis (TAMC) Ta
(Escherichia coli) y BignosigHocTi o Bumor BP
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
273. | NABAN PO34MH A5 iH'EKLIN, ®eppiHr TM6X | HimeuunH ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8834/01/01
100 mkr/mn; no 1 mn a HimeuunHa Yecbka 3MiHK | TUNY - 3MiHK Woao peyenmom
y thnakoHi; no 5 (BpPOGHMLTBO, Pecny6nika 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
chnakoHiB y BignoBigasibHWI 3a BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KapTOHHIA ynakoBL,i nepBuHHE npo cucTemy hapmakoHarnsgy (BBefeHHs
nakyBaHHs1, y3arasisHeHWX faHUX Npo cucTemy

KOHTPO/1b SIKOCTi Ta
BUNYyCK cepii);
Peppinr-leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHWiA 3a
BTOPUHHE
nakyBaHHs)

hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa KOHTaKTHUX JaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxomkeHHs MacTep-haiina
cucTeMmn chapmakoHarnsay Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
274. | NACK MOPOLLIOK AN AT Nat.is AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/11571/01/01
HATPIEBA 0OpasibHOro pPo3ynHy "OnaiiHcpapm” 3MiHu | TUNY - 3MiHK Woa0 peyenmom
Cilb no5,52r,no125r 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.

npenapary y
nakeTuky 3
nawmiHaTty; no 25 a6o
300 nakeTukis B
KapTOHHIlA KopooLi

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.

[itoua pepakuin: MNpuckoka AHApIN.
MponoHoBaHa pepakuis: CaB4yeHko AMUTPO
CepriiioBny. 3mMiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
275. | NEHTAKCUM | nopowiok CaHodi ®paHuisa NOBHUIA LWKN ®paHuia/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13010/01/01
® BAKUMHA Haemophilus MacTep BMPOGHULTBA, YropwumHa 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peyenmom
ansa influenzae Tuny b Ta 3anoBHeHHs Ta A®I. 3MiHa y NnapameTpax crneuudikauiii Ta/abo
MPO®DINAKT cycneHsis ans niodpinizauis [ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikavisx
KN iH'ekuiii (0,5 mn); no (cbnakoHu), Ha A®l, abo BUXigHWA/NPOMIKHWIA
BUNOTEPII, 1 conakoHy 3 BTOPUHHE NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCH Y
NPABLA, nopoLukom Ta 1 nakyBaHHs, npoueci BupobHuutea A®| (4ONOBHEHHS
KALLU/TIOKY nonepegHsL0 KOHTPO/1b SIKOCTI, cneumaikaLii HOBUM NOKa3HUKOM SKOCTI Ta
(ALUENONAP | 3anoBHeHOMY BUMYCK Cepii: BiANOBIAHUM METOAO0M BMNPOGYBaHHS) 3MiHa Y
HUIA wnpuuy (0,5 mn) 3 CaHodpi MacTep, cneumdikauii po34mHy HaTpilo nakrary, Wo
KOMMOHEHT | npukpinnieHoo ®paHuisa; BTOPUHHE BUKOPUCTOBYETHLCA B AKOCTI BUXiZAHOrO
)s ronkoto (a6o 2 nakyBaHHs, BUNYCK marepiasny npv BUPOOHULITBI OUMLLEHOTO
noniomieni OKpPEMUMU rosiKkamu), cepii: CaHodi- AV TEPINHOTO aHATOKCUHY Ta Hepo3dhacoBaHOro
TY IO MICTUTb AseHTic MpaliBiT Ko. KOH'toroBaHoro nonicaxapugy Haemophilus b.
IHAKTUBOBA | cycneHzsito ons Nta., Nnatgopma 3aTtBepmkeHo: “Sodium lactate solution” Ph.Eur.
HATA iH'EKLi, B KAPTOHHIN NoricTvkM Ta 1151, Edition 9.0. 3anponoHoBaHo: “Sodium (S)
BAKUVHA Kopob6ui; no 1 AncTpubyii y m. lactate solution” Ph.Eur. 2033, current edition.
Anda hnakoHy 3 Byaanewr, TepMiH BBELEHHS 3MiH - YepBeHb 2024. 3MiHu |
MPO®INAKT nopoLukom Ta 1 YropwmHa Tuny - 3MiHM 3 akocTi. A®I. KoHTponb AdL. 3miHa
KN nonepeaHL0 y meTogax sunpobysaHHsA APl abo BUXiAHOrO
IHOEKLIIA, 3arnoBHeHOMY marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
CMNPUYUNHEH | wnpuuy (0,5 mn) 3 BMKOPMCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
nx NPUKpPINIEHo0 (iHwi 3miHM) 3amiHa in-house reference standard
HAEMOPHIL ronkoto (abo 2 (cepist S3190), AKW1 BUKOPUCTOBYETLCS 4715
us Tuny B OKpPEMUMU rosiKkamu), BM3HAYEHHS BMICTY AMPTEPIHOro TOKCMHY abo
KOH’IOFOBA IO MICTUTb aHaToKCUHY (TUTP 10Ky NALii) Bi4HOCHO Ajto4ol
HA, cycneHsito ans PEYOBMHM OUULLLEHOTO ANGITEPIAHOTO
AACOPBOBA | iH'ekuii, y aHaTokcuHy (PDT) Ha komepLiliHy cepito
HA cTaHJapTHO- ANPTEPINHOrO aHTUTOKCUHY Bif, 30BHILLUHLOTO

€KCMOPTHIl
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHIiA KopobLi (3
iHCTpYKLUj€Et0 Ans
MeAMYHOro
3acToCyBaHHs)

noctavyanbHuvika (cepis 14AD19004). TepmiH
BBE/EHHS 3MiH - YyepBeHb 2025
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
276. | NEHTACA cynosuTopii ®eppiHr LLiBenuapi ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4990/01/01
pekTasibHi no 1000 IHTEepHELIHN A HimeuunHa LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
Mmr; o 7 CeHntep CA (BignoBiganbHWiA 3a 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

CynosunTopiiB y
6nictepi; no 4
6nictepu B
KOMMN/IEKTi 3
ririeHiYHMMK
HanasbHMKamMn B
KapTOHHI ynakoBL;
no 7 cynosuTopiis y
6nicTepi; no 4
6nictepu B
KapTOHHIiA ynakoBLi

BMNYCK cepii);
deppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis
(BUPOBHULTBO)

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
277. | NEHTACA Tabnetkn ®eppiHr LLiBenuapi ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4990/02/01
NPOIOHIoBaHoT Aji IHTEepHELIHN A HimeuunHa LLiBeiiuapis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 500 wmr; no 10 CeHntep CA (BignoBiganbHWiA 3a 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

TabneTok y 6nictepi;
no 5 a6o 10
6nictepiB y
KapTOHHI KopoobLi

BMNYCK cepii);
deppiHr
IHTepHewwHn CeHTep
CA, Weeiiyapis
(BUPOBHULTBO)

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
278. | NEHTACA rpaHy ®eppiHr LLiBenuapi BignosiganbHuii 3a LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4990/03/01
NPOIOHIoBaHoT Aji IHTepHeLHN a BMPOBHULTBO, HimeyunHa 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 1 r; no 50, 100, CeHtep CA nepBuHHE Ta 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
a60 150 nakeTukis 3 BTOPUHHE BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
rpaHynamu y nakyBaHHs, npo cucTemy hapmakoHarnsgy (BBefeHHs
KapTOHHIA KOpO6L KOHTPO/Ib SIKOCTI: y3araJlbHeHUX AaHux npo cucrtemy
PeppiHr hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

IHTepHewwHN CeHTep
CA, Weeiiyapis;
BignosiganbHuii 3a
BMNYCK Cepil:
®eppiHr MTM6X,
HimeuunHa

BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
279. | NEHTACA rpaHy ®eppiHr LLiBenuapi BignosiganbHuii 3a LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4990/03/02
NPOIOHIoBaHoT Aji IHTepHeLHN a BMPOBHULTBO, HimeyunHa 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 2r; no 60 CeHntep CA nepBrHHe Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
nakeTvKis 3 BTOPVIHHE BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
rpaHynamu y nakyBaHHs, npo cucTemy hapmakoHarnsgy (BBefeHHs
KapTOHHIA KOpO6L KOHTPO/Ib SIKOCTI: y3araJlbHeHUX AaHux npo cucrtemy
PeppiHr hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,

IHTepHewwHN CeHTep
CA, Weeiiyapis;
BignosiganbHuii 3a
BMNYCK Cepil:
®eppiHr MTM6X,
HimeuunHa

BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
280. | NEHTACA cycneHsis ®eppiHr LLiBenuapi deppiHr-/leunsa, Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4990/04/01
pekTasibHa no 1 IHTepHeLHN a a.c. Pecny6nika 3MiHu | TUNY - 3MiHK Woa0 peyenmom
r/100 mn; no 100 mn CeHntep CA 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
cycnexsii y dpnakoHi BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
3 HAKOHEYHWKOM i npo cucTemy hapmakoHarnsgy (BBefeHHs
BHYTPILLHIM y3arasibHeHuUx gaHux npo cucrtemy
KnanaHom; no 1 thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
donakoHy y nakeri 3 BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
antoMiHieBoi hapmakoHarnsgy; KOHTakTHoOT ocoou 3
chonbru; no 5 abo 7 thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
hnakoHiB Ta 5 abo 7 thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
nonieTuIeHoBMX BiAMiHHa Big, yNOBHOBaXKeHOT 0co6u,
nakeTiB y KapTOHHIi BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
ynakoBLiji (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
281. | MEHTOKCU® | nopoLok TOB YkpaiHa CYMPIA IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - - UA/18986/01/01
1NIH (cybeTaHuis) y «®APMACEN NAVOCAEHC NTA. 3MiHM | TUMY - AAMIHICTPaTVBHI 3MiHU. 3MiHa
noaBiniHMX » HalilMeHyBaHHs1 Ta/abo agpecu 3asBHUKa
nonieTnIeHoBmX (BnacHviKa peecTpauiiHoro nNocBig4eHHs) 3miHa
nakeTtax gns afipecu 3asBHUKa
chapmaLeBTUYHOro
3acTocyBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
282. | NEPACVH MOPOLLIOK AN AHTNBIOTUKN PymyHis BVMPOGHMLTBO Kurai/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/19691/01/01
pO34uHy ans CA CTEepPU/IbHOI CyMiLLi PymyHis 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
iHdpys3iiA, no 2 r/0,25 ninepaunnivy nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
ry donakoHax; no 1 HaTpilo Ta npoweci BUPO6HMLITBA rOTOBOTO NiKapCbKOro
a60 no 10 cpnakoHis Tasobaktamy 3aco6y, BK/1HOYAKUM NPOMDKHUIA NPOAYKT, L0
Y KapTOHHiii navui HaTpito: LaHaoHr 3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
AHKCIH nikapcbkoro 3acoby (iHLWi 3MiHX) 3MiHWN B NPOLIECi
dapmac toTikan Ko., BMpobHUUTBa /13, a came AogaBaHHA HOBOrO
N1, Kvtaii; etany «External decontamination of the crimped
BVMPOGHMLTBO vials». 3miHu | Tuny - 3miHK 3 skocTi. FoToBWIA
KIHLLeBOro NPoAyKTy, nikapcbkuii 3aci6. Cuctema
nakyBaHHs, KOHTeliHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
KOHTPO/Ib SIKOCTI, napameTpiB cneuudikauiii Ta/abo JonycTuMmx
BMNYCK cepil: MeX NepBUHHOI YNakoBKy rOTOBOrO NiKapCbKoro
AHTUBIOTUKW CA, 3aco6y (iHLWi 3MiHK) 3MiHa AOMYCTUMUX MEX
PymyHis cneumdikauii CksHMX h1akoHiB 3a NapaMeTpoM
«30BHILLHI BUrNsAA», L0 BPaxoBYE
pekomeHAaLji Woao Bi3yaslbHUX
HeBignosigHocTel 3rigHo ISO 2859-1 «Sampling
procedures for inspection by attributes».
283. | NEPACUVH NMopoLUOK ANs AHTVGIOTUKM PymyHis BVMPOGHMLTBO Kuraw/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/19691/01/02
po3unHy Ans CA CTEPW/IbHOI CyMiLLli PymyHis 3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA peyenmom

iHcpysiiA, no 4 r/0,50
ry onakoHax; no 1

abo no 10 dnakoHiB
Y KapTOHHIi nauui

ninepauuniny
HaTpito Ta
TazobakTamy
Hatpito: LWaHaoHr
AHKCIH
dapmac toTikan Ko.,
Nra., Kntai;
BVMPOGHMLTBO
KiHLIeBOro NpoAykKTY,
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
AHTUBIOTUKN CA,
PymyHis

nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHN Y
npoLeci BUPO6HULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/1I0YAKUU NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO

nikapcbKoro 3acoby (iHLWi 3MiHX) 3MiHWN B NPOLIECI
BMpo6HMUTBa /13, a came fofaBaHHS HOBOrO

eTany «External decontamination of the crimped
vials». 3miHu | Tuny - 3miHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB crneungikauii Ta/abo gonycTummx

MeX NepBYHHOT yNakoBKM rOTOBOTO MiKapCbKOoro
3aco6y (iHLWi 3MiHK) 3MiHa AOMYCTUMUX MEX

cneundikauii CkNsHMX hnakoHis 3a napaMmeTpomM

«30BHILLHIN BUrNAA», L0 BPaXOBYE
pekomeHAauii WoAo BizyasibHUX

HesignosigHocTen 3rigHo ISO 2859-1 «Sampling

procedures for inspection by attributes».
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
284. | NIKOTAKC® Kpanni opasibHi 0,75 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/1522/01/01
% no 15 mn a6o 30 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma

My chrakoHi; no 1
chnakoHy y nauuj 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikalilii Ta/abo fonycTUMMX
MEX NepPBNHHOT YNakoBKN rOTOBOrO NiKapCbKoro
3ac006y (iHWi 3MiHN) BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BUIyYeHHs 3i cneymdikadii Ha
maTepianiv NeEPBUHHOTO NaKyBaHHS (KPULLIKK 3
KOHTPONIEM MEPLLOro BigKPUTTS) 4acToTu
KOHTPO/O 3a M. «epMETUYHICTb»,
«MikpobiosnoriyHa 4YncToTa», OCKINbKM
nepioAnYHICTb BUNPOGYBaHb € 30HO0
BiANOBIAaNbHOCTI BUPOOHUKA (3as1BHUKA). 3MiHN
| Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii
3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU
3aci6. 3miHa napameTpiB cneumdikauili Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNaKkoBK/ rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiH1) BHECEHHS 3MiH
o p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3acib, a came BUTyYEHHS 3i
cneumdikauii Ha MaTepiann NepBNUHHOrO
nakyBaHHs (hnakoHu nonieTuneHosi EMHICTIO 15
MJ1) YaCTOTU KOHTPO/IO 3a M. «FepMETUYHICTbY,
«MikpobionoriyHa 4ncToTa», OCKIbKM
nepiofuuHiCTb BUNPoByBaHb € 30HOH
BiANOBIAANbHOCTI BUPOOHUKA (3as1BHUKA). 3MiHU
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKunii
3aci6. Cuctema KoHTeliHep/3akynoptoBaibHUi
3aci6. 3miHa napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNakoBKy rOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHM) BHECEHHS 3MiH
[o p. 3.2.P.7. Cuctema KoHTeiiHep/
3aKynoproBasibHWIA 3acib, a came BUyYEHHS 3i
cneuudikauii Ha marepiany NepBUHHOIO
nakyBaHHs (ch1akoHu nonieTuneHoBi EmMHicTO 30
MJ1) YaCTOTU KOHTPOAIO 3a N. «FepMEeTUYHICTb»,
«Mikpo6ionoriyHa YncToTa», OCKiNbKu
nepioguYHICTb BUNPOBYBaHb € 30HO0
BiANOBiAa/IbHOCTI BUPOBGHMKA (3asiBHUKA). 3MiHN
| TNy - 3MiHKW 3 siKOCTi. FOTOBUIA NikapcbKui
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3miHa napameTpiB cneyudikadii Ta/abo
[OMYyCTUMMX MEX NEPBUHHOI YNaKkoBKY rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS 3MiH
[o p. 3.2.P.7. Cuctema KoHTeiiHep/
3aKynoproBasIbHWIA 3aci6, a came BUYYEHHS 3i
cneumdikauii Ha MaTepiain NepBUHHOIO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
285. | NIKONPEN MOPOLLIOK AN ®eppiHr TM6X | HimeuunH Brpo6H1K rotoBoro Kurai/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10979/01/01
a npoaykTy: ®eppiHr HimeyunHa 3MiHu | TUNY - 3MiHK Woa0 peyenmom

OpasIbHOT0 PO34UHY;
rno 2 cauwle 3
MOPOLLIKOM Y
KOMMNEKTi 3 MipHOI0
JIOXKOIO Y KapPTOHHIl
ynakoBLi

dapmaueBTikan3
(Kutan) Ko., N14.,
KnTaii;
BiANOBifa/IbHWIA 32
BUMYCK Cepii:
®eppiHr TM6X,
HimeuunHa

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHa micusi
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
286. | NIMA®YKOP masb no 15 ry Ty6i; NEO dapma [OaHis Temmnep Itania ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4476/01/01
T® no 11y6iy AlC C.p.n. 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

KapTOHHIlA KOpO6L

nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoweci BUPO6HMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKIOYaoUy NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO

nikapcbkoro 3acoby (iHLWi 3MiHN)

3amiHa KoHTeliHepiB ans in bulk 3 Hepxagitouol

cTani Ha KoHTelHep IBC (immediate bulk
container), L0 ck1afaEeTbCA 3 NOTieTUIEHY Ta
cononimepy eTUeHy Ta BiHIJIOBOro cnupTy, siKUiA
Mag€ KOHTaKTHWIA Lwap i3 NPOAYKTOM, L0
cKnagaeTbea 3 nonietuneHy. Takox, BiANOBIAHO,
3MIHIOETLCS NOCUIAHHA B CXeMi BUPOOHNYOro
npoLecy 3 HarnoBHEHHS B 6apabaHu Ha
HanoBHEHHS B kKoHTeliHep (IBC).
3MmiHu | TMNy - 3MiHK 3 SIKOCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoweci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco0y, BKIOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO

nikapcbkoro 3acoby (iHLWi 3MiHN)
BBepneHHs TepMiHy 36epiraHHsa ans in bulk 12
TWXKHIB. 3MiHM | TUNY - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -

OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro

BMPOGHMKa - MoJaHHA OHOBMEHOrO cepTudikata
BiAMOBIgHOCTI €Bponeiickkili hapmakonei gns
Ad| HeomiuuHy cynbdaTy go Bepcii R1-CEP
1999-184 Rev 03 (nonepeaHs sepcia R1-CEP

1999-184 Rev 02) Bif BXe 3aTBEPKEHOr0
BUpo6HuKa Pharmacia & Upjohn Company LLC,
USA, y 3B’A3Ky 3i 3MiHOI0 Ha3BM BUPOGHMKa AdDI

3 Pharmacia & Upjohn Company, USA Ha

Pharmacia & Upjohn Company LLC, USA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
287. | NIMA®YKOP masb, Mo 15 r y Ty6i; NEO dapma [OaHis Temmnep Itania ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4476/01/01
T® no 11y6iy AlC C.p.n. 3MiHu | TUNY - 3MiHK Woa0 peyenmom

KapTOHHIlA KOpO6L

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itoya pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa Xammepwoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX JAaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BigNoBiAa/IbHOI 32 dhapmakoHarnsg
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
288. | NO/IbKOPTO | aepo3osnb Ans TapxoMiHCbkn Monbuwa TapXoMiHCbKWi Monbwa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4559/01/01
NNOH TC 3aCTOCyBaHHA Ha i hapmaLeBTUYHNI 3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA peyenmom
LLKIpY, CycneHsis thapmauesTuy 3aBog "Monbga" AT nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
(23,12 mr + 0,58 HWI1 3aBOS, peyoBuH. 3amiHa mxepena ofepXaHHs
mr)/r, no 17,3 r "Monbgpa" AT [0NOMDKHOT pevyoBrHN abo peakTusy, LU0
cycnensii B CTaHOBWTb pPU3WK Nnepegadi 306yaHukiB ME (iHLwi
aepo30/IbHOMY 3MiHM) 3amiHa BMPO6HMKa [OMOMDKHOI peYOBUHM
6asnoHi, no 1 6anoHy NeuuntnH 3 Cargill Texturizing Solutions, USA Ha
Y KapTOHHii1 kopobu,i Lipoid GmbH, Germany. 3miHu | Tuny - 3MiHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTponb
[0MOMDKHMX peqoBUH. 3MiHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX ANs
[OMOMDKHOT peyoBMHY (iHLLI 3MiHW) 3MiHa
napameTpy «30BHILWLHIA BUrNSa» cneumndikai
[OMNOMDKHOT pEYOBUHM JIELUTUH 3 «KOPUYHEBA,
JIMnKa mMaca 3 XxapakTepHUM 3anaxom» Ha
«KPYMHi arfioMeparu X0oBTyBaTO-)XOBTOrO
KONbOPy» Ta 3MiHa HOMepa MeToAYy KOHTPOSIIO 3
SP/Pr/C8/070 Ha MB/C8/1578 6e3 iCTOTHWX 3MiH
MeToAy, Y 3B’s3Ky 3i 3MiHO BMpo6HUKa Lipoid
GmbH, Germany. 3anponoHosaHa 3miHa He
YNHUTb HECMPUAT/IMBOIO BMN/INBY Ha SIKICTb,
6e3neyHicTb Ta e(peKTUBHICTb NikapCbKoro
3aco6y NMOJIbKOPTOJIOH TC, aepo3onb Ans
3acTOCyBaHHS Ha LWKipy, cycnensis (23,12 mr +
0,58 mr)/r no 17,3 r cycneHsii B aepo30/1bHOMY
6a10Hi Ne 1
289. | NPEBEHAP® | cycneHsis gns Mdpaiizep CLIA Mdpaiizep Benebrisi/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/15864/01/01
13/ iH'ekUi; no 1 gos3i Eiu.Ci.Mi. MeHtoekuypuHr Ipnangis 3MiHu 1l TUny - 3MiHK Woa0 peuyenmom | nidssieae
PREVENAR® | (0,5mn)y Kopnope#iwH Benbria HB, 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
13 BAKUMHA | nonepegHb0 Benbrisi; MNdpaiizep 3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
MHEBMOKOK | HanoBHeHOMY IpneHg, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
OBA wnpuui; no 1 dapmaceyTuKasc, MeAMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMMU
MONICAXAP nonepegHbLO IpnaHgis OaHUMK 3 IKOCTI, AOKMIHIYHUMM, KIiHIYHAMMW
NAHA HarnoBHeEHOMY OaHumy Ta AaHumuy 3 hapmakoHarnsagy - 3miHu
KOH’FOTOBA LINpULY Ta O4HIN BHECEHO A0 IHCTpYKLii Ana MmegmyHoro
HA BiJOKpEM/IEeHiIN ronui 3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
(TPUHAQUAT | B iHAMBIOya/lbHOMY "®apmakonoriyHi BnactnsocTi”, "Mo6ivHi peakuii”
MBANEHTHA | yoxniy 3akputomy Ta [0 KOPOTKOT XapakTepucTMKM NikapCbKoro
AACOPBOBA | nnactnkoBomy 3aco6y Ao posginis "4.9. MobiuHi peakyii”, "5.1.
HA) KOHTeliHepi; no 1 dapmakoamMHaMiyHi BnacTUBOCTI" BigNOBIigHO A0
naacTMKoOBOMY JaHnx pesynbTtatis gocnigpkeHHs CAPITA.
KOHTEliHepy y TepMmiH BBELEHHS 3MiH - NPOTAroM 6 micsuiB
KapTOHHI KOopooLi nicnsa 3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
290. | NPErABAJIH | po3unH opanbHWiA, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16783/02/01
-3H 20 mr/mn no 100 mn 06MeXeHOo 06MeXeHo 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
a6o 200 mny BiANOBIAa/IbHI BiANOBIAA/IBHICTIO signosigHocTi/l E-cepTudikar BignosigHoCTI
chnakoHi; no 1 CTHO "XapkiBcbke €Bponelicbkiin dhapmakonei/moHorpadii.
donakoHy pasom 3 "XapkiBcbke hapmaueBTUyHe MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
[03ylounm thapmavesTuy nignpYeEMCTBO BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
NPUCTPOEM Y He "3p0opoB's Hapoay" BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KOpPOO6LLi 3 KapTOHY nignpueMcTBo A®I; onsa BUXigHoro
"3p0poB'sa marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
Hapogay" BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADl; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTo cepTudikaTy
BiZiNOBIAHOCTI eBpONENChKilt thapmakonel ans
A®I Big gitovoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. ¥Yci
BMPOGHUUI onepauiii Ta cxema cuHTe3y
3a/IMLWATLCA HE3MIHHUMMK.
291. | NPEFABANIH | kancynu TBepai no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/16783/01/01
-3H 75 wmr, no 10 kancyn 06MeXeHo 06MeXeHo 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyenmom
TBEpAnX y bnicTepi; BignoBigasbHi BignoBiga/bHICTIO BignosigHocTi/l E-cepTudikat BignosigHoOCTI
no 2, 3, 6 6nictepis CTIo "XapkiBcbke €Bponelicbkiin hapmakonei/MoHorpadii.
y KOpOO6Lji 3 KAPTOHY "XapkiBCcbke thapmaueBTuuHe MogaHHA HoBOro abo OHOBMIEHOTO cepTudikaTa
thapmaueBTUy nignpveMCcTBO BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
He "340poB's Hapoay" BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
niANPMEMCTBO A®I; ansa BuxigHoro
"3p0poB's marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Hapogay" BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana

[0NOMDKHOT peyvoBuHN (cepTudikat
BiANoOBIAHOCTI EBponeiickbkii hapmakone) -
OHOB/EHMIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPOGHUKa - [ogaHHA OHOBMEHOTO cepTuduikarty
BiANOBIAHOCTI eBponeiichbkiin hapmakonei ans
A®I Big gitoyoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. ¥Yci
BMPOGHUUYI onepauii Ta cxema CUHTe3y
3a/MLLIATbCA HE3MIHHUMMK.
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Hassa

®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
292. | NPErABAJIH | kancynu TBepAj no ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/16783/01/02
-3H 150 mr no 10 kancyn 06MeXeHOo 06MeXeHo 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
TBEPAMX Y BnicTepi; BiANOBIAa/IbHI BiANOBIAA/IBHICTIO signosigHocTi/l E-cepTudikar BignosigHoCTI
no 2, 3, 6 6nictepis CTHO "XapkiBcbke €Bponelicbkiin dhapmakonei/moHorpadii.
Y KOpOO6LUj 3 KApTOHY "XapkiBcbke hapmaueBTUyHe MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
thapmavesTuy nignpYeEMCTBO BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
He "3p0opoB's Hapoay" BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
nignpueMcTBo A®I; onsa BUXigHoro
"3p0poB'sa marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
Hapogay" BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADl; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTo cepTudikaTy
BiZiNOBIAHOCTI eBpONENChKilt thapmakonel ans
A®I Big gitovoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. ¥Yci
BMPOGHUUI onepauiii Ta cxema cuHTe3y
3a/IMLWATLCA HE3MIHHUMMK.
293. | NPEFTAMMA Kancynu Teepai no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/19882/01/01
25 wr, no 14 kancyn "TNEAPAPM PAPM», YkpaiHa 3wmiHa 3asBHuKka /13 (MIBI) (BnacHuka peyenmom
y 6nicTepi; no 2 abo nTa (nakyBaHHs i3 peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy

no 4 6nictepu y
KapTOHHI/ ynakosL,i

hopmu in bulk
BMpo6HMKa KYCYM
XENTXKEP MNBT
NTA, IHaia)

MO3 Big 23.07.2015 Ne 460): BBefieHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobum,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsay)
3MiHa HoMepa macTep-ghaiina cuctemu
chapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
294. | NPEFTAMMA Kancynv TBepgi no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/19882/01/02
50 wr, no 14 kancyn "TNEQ®APM PAPM», YkpaiHa 3wmiHa 3anBHuka /13 (MIBI) (BnacHuka peyenmom
y 6nicTepi; no 2 abo nta" (nakyBaHHs i3 peecTpauiiHoro noceifg4YeHHs) (3rigHo Hakasy
no 4 6nictepu y dhopmum in bulk MO3 Big 23.07.2015 Ne 460): BBefeHHS 3MiH
KapTOHHIA ynakoBLi BUpo6HMKa KYCYM NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
XENTXKEP MNBT 3MiHn | TURY - 3MiHN WoAao
NTA, IHgis) 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy apmakoHarnsagy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy)
3MiHa HoMepa MacTep-haiina cuctemu
chapmakoHarnisgy.
295. | NPEFTAMMA Kancynu Teepai no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/19882/01/03
75 wr; no 14 kancyn "TNEAPAPM PAPM», YkpaiHa 3wmiHa 3asBHuKka /13 (MIBI) (BnacHuka peyenmom
y 6nicTepi; no 2 abo nTa (nakyBaHHs i3

no 4 6nictepu y
KapTOHHI ynakosL,i

hopmu in bulk
BMpo6HMKa KYCYM
XENTXKEP NBT
NTA, IHaia)

peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): BBefieHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobum,
BigNoBiga/IbHOI 3a 34jACHEHHS!
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsay)
3MiHa HoMepa macTep-ghaiina cuctemu

chapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
296. | NPETAMMA Kancynv TBepgi no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/19882/01/04
150 wmr, no 14 "TNEQ®APM PAPM», YkpaiHa 3wmiHa 3anBHuka /13 (MIBI) (BnacHuka peyenmom
Kancyny énictepi; nta" (nakyBaHHs i3 peecTpauiiHoro noceifg4YeHHs) (3rigHo Hakasy
no 2 a6o no 4 dhopmum in bulk MO3 Big 23.07.2015 Ne 460): BBefeHHS 3MiH
6nictepu y BUpo6HMKa KYCYM NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
KapTOHHIiA ynakoBL,i XENTXKEP MNBT 3MiHn | TURY - 3MiHN WoAao
NTA, IHgis) 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy apmakoHarnsagy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy)
3MiHa HoMepa MacTep-haiina cuctemu
chapmakoHarnisgy.
297. | NPEFTAMMA Kancynu Teepai no TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - - UA/19503/01/02
50 wmr; in bulk: no 14 "TNEAPAPM NBT NTA 3miHa 3aABHuka /13 (MIBIM) (BnacHuka
kancyn y 6nictepi, nTa

no 150 6nictepiB y
KapTOHHI Kopoobui

peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefieHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobum,
BigNoBiga/IbHOI 3a 34jACHEHHS!
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy).
3MiHa HoMepa macTep-ghaiina cuctemu

chapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
298. | NPEFTAMMA Kancynv TBepgi no TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/19503/01/03
75 wr; in bulk: no 14 "TNEQ®APM NBT NTA 3MiHa 3asBHuKa /13 (MIBI) (BnacHuKa
Kancyny 6nictepi, nta" peecTpauiiHoro noceifg4YeHHs) (3rigHo Hakasy
no 150 6nicTepiB y MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
KapTOHHilA KopooLi NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy apmakoHarnsagy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa HoMepa MacTep-haiina cuctemu
chapmakoHarnisgy.
299. | NPEFTAMMA Kancynu Teepai no TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - - UA/19503/01/04
150 wr; in bulk: no "TNEAPAPM MNBT NTA 3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
14 kancyny nTa peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
6nictepi, no 150 MO3 Big 23.07.2015 Ne 460). BBefieHHS 3MiH
6nictepiB y

KapTOHHIA Kopoo6Li

NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobum,
BigNoBiga/IbHOI 3a 34jACHEHHS!
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy).
3MiHa HoMepa macTep-ghaiina cuctemu

chapmakoHarnsgy.
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n/n

300.

Hassa
JliKapcbKO20
3acoby

NPErAMMA

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

301.

NMPUYENA

kancynv Teepgi no
25 wr; in bulk: no 14
Kancyn y 6nictepi,
no 150 6nicTepiB y
KapTOHHilA KopooLi

TOB
"TNEQ®APM
nTo

YkpaiHa

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHa 3asBHuKa /13 (MIBI) (BnacHuKa
peecTpauiiHoro noceifg4YeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy apmakoHarnsagy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa HoMepa MacTep-haiina cuctemu
chapmakoHarnisgy.

UA/19503/01/01

TPABA

TpaBano 50ry
naykax 3 BHyTpILLHIM
naketom; no 1,5ry
PinbTp-nakeTi; No
20 dhinbTp-nakeTiB y
nayuj 3 BHyTPILLHIM
naketom; no 1,5ry
pinbTp-NakeTi; no
20 dhinbTp-nakeTiB y
nauui

MpAT
"NikTpasn"

YKpaiHa

MpAT "Niktpasn"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWi 3aci6 (iHLWi 3MiHN)
- BHECEHHSA 3MiH A0 creumdikaLii 3 KOHTPOo
NepBUHHOTIO NakyBasibHOro matepiasny (Manip
hiNbTpyBasibHWUIA), a caMe [A0NOBHEHHS
nokasHuka «lgeHtudikauis (30BHILLHI 03HaKN)»
BK/TIOYEHHAM [OATKOBUX O3HAK A/1A
Bi3ya/IbHOr0 KOHTPOoto «6) Konip»

6e3
peuyenma

UA/5688/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
302. | NPONATAH kpanni oyHi, 0,005 CEHTICC IHAaisa CEHTICC ®APMA IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/13705/01/01
%; no 2,5mvMny PAPMATBT. NBT. NTA. 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peuyenmom | nidssieae
donakoHi 3 nTa. nikapcbkuii 3aci6. Cuctema

KpanenbHuueto; no 1
a60 no 3 pnakoHn B
KapTOHHIA navui

KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
(iHLWi 3MiHW) fofaBaHHS [0 3aTBEPL)KEHOI
yMakoBkM «no 1 dhiakoHy B KAPTOHHINA nauui»
YNaKoBKU «M0 3 h/TaKOHU B KAPTOHHIN nauLyi».
3MiHWN BHECEHI B IHCTPYKLO 4719 MEANYHOIO
3acToCyBaHHS NikapCbKoro 3acoby y po3gin
"YnakoBka" 3 BifNOBIAHNMY 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBoK. 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/MoHorpadii. 3mMiHW, nos'a3aHi 3
HeoOXiJHICTIO NPpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo Esponeiicbkoi
thapmakonei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu EC (iHLWi 3MiHW) BHECEHHS
3MiH y cneumdikauito Ha A®I 3a NokasHUKOM
«Mikpob6ionoriyHa ynctoTa», BiANOBIAHO A0
Bumor EP/USP, a came: 3amicTb HOpMyBaHHS
TAMC: not more than 102 CFU/g,
3anponoHoBaHo - TAMC: not more than 103
CFU/g; 3MiHa Ha3BM OKpeEMOro Buay
MikpoopraHi3miB i3 «Enterobacteriaceae
resistant to bile» Ha « Bile-tolerant gram-
negative bacteria». 3minu Il Tuny - 3miHn 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®l, abo 3miHa BUpo6GHMKa (BKIOYaKouK, ae
HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIIO SKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BignoBiAHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHNKa Adl 3
HagaHHAM macTep-gaiina Ha A®l) BBeAeHHS
pofaTtkosoro Bupo6Huka A®l - <kEUROAPI
Hungary Ltd.», YropwuHa fo yxe
3aTBepmxeHoro BupobHuka A®l «Chirogate
Internnational Inc.», TaiiBaHb.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

303.

MPOTONUK

masb 0,03 %; no 10
ra6o no 30 r, abo
no 60 ry Ty6i; no 1
Ty6i B KAPTOHHIl
KopooLi

JNNIEO dapma
AIC

[anis

BMPOOHULITBO 3a
NMOBHWM LMK/IOM:
JNNIEO Na6opartopic
Nimiten, lpnaHgis

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itova pepakuisn: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa Xammepwoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX JAaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BigNoBiAa/IbHOI 32 dhapmakoHarnsg

3a
peyenmom

UA/7779/01/01

304.

NMPOTONMUK

mMa3b 0,1 %; no 10 r
abo no 30, a6o no
60 ry Ty6i; no 1 Ty6i
B KapTOHHIi Kopo6Lyi

JIEO dapma
AlIC

[aHis

BMPOOGHULITBO 3a
NOBHUM LMK/IOM:
NEO Na6opatopic
Nimites, lpnaHais

Ipnangis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3aMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIA&UIbHOI 3a 34IICHEHHSA
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHOI 0cobu
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa XammepLuoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiAnoBiAa/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/7779/01/02




256

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

305.

PAMAT H

Tabnetkn no 2,5
mr/12,5 wr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI navwi

MPOPAPMA
IHTepHeLHN
TpenanHr
NimiTeq

MasibTa

AkTaBic JITq,

MasibTa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainm "OcobnneocTi
3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
OHOB/IEHOT iHdopMaLiii 3 6e3neku gitoyoi
peyoBuHU

3a
peyenmom

He
nionsieae

UA/13524/01/01

306.

PAMAT H

Tabnetku no 5 mr/25
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIW nayu,i

NMPO®APMA
IHTEepHeLwHN
TperguHr
Nimiteq

MasibTa

AkTasic /ITq,

MasbTa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM opraHom) 3MiHWN BHECEHI A0
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginmn "OcobnmnsocTi
3actocyBaHHs", "lNo6iyHI peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku giyol
peyoBvHY

3a
peyenmom

He
nionseae

UA/13524/01/02

307.

PAHOCTOMN®

mMasb 10 %, no 20 r
abo no 40, abo no
100 ry Ty6i; no 1
Ty6i B nauuj 3
KapToOHy

MPAT
"OITOPAPM"

Ykpaina

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TUNYy - 3MiHKU Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) - OHOBNIEHHS TEKCTY MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby, a came
BUyYEHHS iIH(pOpMaLlii, 3a3Ha4YeHOl POCiiCbKO
MOBO. BBeAieHHsA 3MiH NpPOTAroM 6-Tv MicsLiB
nicns 3aTBepayKeHHs

6e3
peyenma

UA/8650/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
308. | PEBMOKCUK | po3uuH ons iH'ekuii AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/0759/02/01
AM® 1%; no 1,5 mn B 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae

amnyni; no 3 a6o 5
amnyn y 6nictepi; no
1 6nicTepy y nauui;
no 1,5 mn B amnyni;
no 5 amnyn y navy,i

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3fainy "3acTocyBaHHs
y nepiof BariTHOCTi abo rofyBaHHs rpyaat”
010 6e3neKkn 3aCTOCYBaHHSA NiKapCbKOro
3aco6y. TepmiH BBEAEHHSA 3MiH - MPOTSArom 6
MicAILiB nicns 3aTBepKEHHS; 3MiHM | Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO
[0 IHCTPYKUiT 415 MeANYHOro 3aCToCyBaHHS
nNikapcbKoro 3acoby A0 po3ainy "MobiuHi peakwii”
LLI0A0 NOBIAOMIEHHS NPO MOGIYHI peakwii nicns
peecTpadii nikapcbkoro 3acoby. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
309. | PEBMOKCUK | cynosuTtopii AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/8230/01/01
AM® pekTasibHi no 15 wmr; 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
no 5 cynosutopiis y 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nicTepi; no 1 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
6nictepy y nayui 3 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
KapToHy MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepios BariTHOCTi abo
rogyBaHHs rpyaar” Wwoao 6esneku
3aCTOCYBaHHSA NikapcbKoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsuiB nicns
3aTBEPLKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW). 3MiHVM BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOoro 3acoby
0o po3giny "TMo6iyHi peakuii” Wwono
noBiAOMIEHHSA NPO NOGIYHI peakwii nicns
peecTpadii nikapcbkoro 3acoby. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicsuiB nicns
3aTBEPLKEHHS.
310. | PEKOBE/b PO34MH A5 iH'EKL deppiHr [OaHis Bio-TexHonomaxi I3pains/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a - UA/17969/01/01
no 12 mkr/0,36 mn; dapmaLeBTUK [xeHepan (I3painb) HimeyunHa/ 3MiHu | TMNY - 3MiHK Woa0 peyenmom
CKNAAHWIA an3 A/IC Nra., 13paine Benuka 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
6ararono3oBuii (KOHTpO/b SKOCTI BpuTanis/ BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KapTpumapx o6’emom 3 (6ionoriyHuif)); Benukobput npo cuctemy papmakoHarnsgy (BBefeHHs
mn (ckno Tiny ) 3 BeTTep dapma - aHis y3araslbHeHVX gaHnx npo cucremy
MOPLUHEM i3 ®epTiryHr F'm6X i Ko. hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
6pom6yTNNOBOro KI', HimeuunHa BiANOBIAA/IbHOI 3a 34iAICHEHHS
Kayuyky Ta (BizyanbHuii thapmakoHarnsgy; KOHTakTHoOi ocobu 3
06XXMMHOI0 KOHTpOnb); BeTTep hapmakoHarnsgy 3asiBHUKa An5 34iiCHEHHS
aIOMIHIEBOIO dapma-depTiryHr hapMakoHarnagy B YkpaiHi, KLU0 BOHA
KPULLIKOIO 3 v6X i Ko. KT, BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M,
BK/1aAKOH0 3 KayuykKy, HimeuunHa BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
NOMILLEHWIA Y (BUPOBHULTBO, (BK/THOYAIOUM KOHTAKTHI gaHi) Ta/abo 3MiHN y
LINpUL-PYYKy, no 1 nepBuHHE pO3MiLLEeHHI MacTep-ghaiina cuctemm
LINpUL-pyYL y nakyBaHHs, hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
KOMNNekTi 3 3 NPOMIKHUIA YNOBHOBaXXEHOI 0CO6OU 3aABHUKA,
CTEPU/ILHUMMU KOHTPO/1b B NpOLECI BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
ronkamu gns BUPOGHMLTBA KOHTaKTHOI 0CO6M 3asBHMKA, BiAMNOBiAa/IbHOI 3a
iH'ekuil (3 (mikpobionorivHumi, thapmakoHarnag B YkpaiHi. [itova pegakuis:

Hepxasitouoi cTauli)
Y KapTOHHIi1 kopobu,i

3arasibHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(MiKpoGionorivHni),
Bi3ya/ibHWi
KOHTpONb); BeTTep
Papma-depTiryHr
m6X i Ko. K,
HimeuunHa
(npomixxHWiA
KOHTPO/Tb B NPOLIECI
BMPOGHULITBA
(Mikpo6ionoriyHnii,
3arasibHWii Ta
hYHKLIiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriunHmi),
Bizya/lbHWit
KOHTpONb); BeTTep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa
(npomixHWiA
KOHTPO/b B NPOLIECI
BMPOGHULITBA
(mikpobionorivuHwmia,
3arasibHuii Ta
dhyHKLUiOHaNbHNIA),
KOHTPO/b SIKOCTI
(mikpobionoriynHmii),
Bi3yaslbHWiA
KOHTpOb); KoBaHc
Na6opaTtopi3
Nimiten, Benuka
BputaHis (KoHTponb
AKOCTI
(6ionoriynnin));
®eppiHr MTM6X,
HimeuunHa
(BignoBiganbHWiA 3a
BUMYCK Cepii,
KOHTPO/b SKOCTI
(XiMiyHni Ta
TOYHICTb
[03YBaHHS));
PeppiHr

Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI

0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a

thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KoHTponnen
TepaneBTikc
Nivitea,
BenukobpuTaHis
(BUPOBHULTBO
(36ipka wnpuu-
PYYKM ANS iH'EKUIN),
MapKyBaHHS,
BTOPVHHE
nakyBaHHs Ta
BMNYCK cepil,
KOHTPO/b AKOCTI
(TouHiCTb
[03yBaHHA))
311. | PEKOBE/Ib PO34nH ANS iH'EKLIN ®eppiHr [aHis Bio-TexHonomxi I3pains/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/17969/01/02
no 36 mkr/1,08 mr; dapmaveBTrK [xeHepan (I3painb) HimeuunHa/ 3MiHu | TURY - 3MiHK WoAao peyenmom
CKNAHWIA an3 A/IC nta., 13painb Benvka 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
6ararofo3o0Buii (KOHTPO/Ib AKOCTI BputaHis/ BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX
KapTpuax 06’eMom 3 (6ionoriynuif)); Benuko6put npo cuctemy capmakoHarnsgy (BBefeHHs
mn (ckno Tvny 1) 3 Bettep ®apma - aHis y3arasisHeHUX faHnx Npo cucTemy

MOPLUHEM i3
6pombyTMNI0BOro
Kayuyky Ta
06XVMHOI0
a/TIOMIHIEBOIO
KPWLLIKOIO 3
BK/1AZKOO 3 Kayuyky,
MOMILLIEHWIA Y
LINpUL-pyYKy, no 1
WNpUL-pyyLi y
KOMMNIeKTi 3 9
CTepUIbHUMM
rosikamu ans
iH'ekuin (3
HepXasitoyoi cTani)
Y KapTOHHIi kopobu,i

depTiryHr MM6X i Ko.

KI, HimeuunHa
(BizyanbHuii
KOHTpONb); BeTTep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa
(BMpOGHMLTBO,
nepBuHHE
nakyBaHHs1,
NMPOMiXHWI
KOHTPO/1b B NPOLIECI
BMPOGHMLITBA
(mikpobionoriyHwmia,
3arasibHuii Ta
PYHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(mikpobionoriunHmii),
Bi3yasibHWi1
KOHTpONb); BeTTep
dapma-depTiryHr
m6X i Ko. KI,
Himeyunna
(NpomixkHWiA
KOHTPO/1b B NpoOLECi
BMPOGHMLITBA
(mikpoGionoriyHmi,
3arajibHuii Ta

hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobum,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg, B Ykpaini. [itoua pegakuis:
Kyuma Bonogumunp OnekcaHaposuy.
MponoHoBaHa pegakuis: HikiTueHkoBa /10608
IBaHiBHA. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu 3as1BHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnsg, B Ykpaini. 3miHa
MicL,e3HaxXoMKeHHST MacTep-doaiina cuctemm
chapmakoHarnsgy Ta ioro Homepa.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

hyHKLiOHaNbHWIA),
KOHTPO/b SKOCTI
(MiKpoGionorivHni),
Bi3yasibHWi
KOHTpONb); BeTTep
Papma-depTiryHr
m6X i Ko. K,
HimeuunHa
(npomixxHWiA
KOHTPO/Tb B NPOLIECI
BMPOGHULITBA
(Mikpo6ionoriyHui,
3arasibHWii Ta
hYHKLIiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriunHmi),
Bizya/lbHWit
KOHTPO/b); KoBaHc
JNlabopaTopis
Nimiten, Benvka
BputaHis (KoHTponb
AKOCTI
(6ionoriyHuif));
®eppiHr MTM6X,
HimeyunHa
(BignoBiganbHuiA 3a
BUMNYCK Cepii,
KOHTPO/b SIKOCTI
(XiMiyHWA Ta
TOYHICTb
[03yBaHHs));
deppiHr
KoHTponnen
TepaneBTikc
NimiTen,
BenukobpuTanis
(BMpOGHMLTBO
(36ipka wnpuu-
PYUKV NS iH'eKLl),
MapKyBaHHS,
BTOPVIHHE
nakyBaHHs Ta
BUMYCK Cepii,
KOHTPO/b SKOCTI
(TOYHICTb
[,03yBaHHs))

312.

PEKOBE/Ib

PO34UH A5 iH'EKLLA

no 72 mkr/2,16 mn;

PeppiHr
PapmaLeBTUK

[anis

Bio-TexHonooxi
[xeHepan (I3painb)

I13paine/

Himeyunna/

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woa0

3a
peyenmom

UA/17969/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
CKNAAHWIA an3 A/IC Nra., 13pains Benuka 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
6ararono3oBuii (KOHTPO/b SAKOCTI BpuTaHis/ BBeneHHs ab0 3MiHM A0 y3arasibHeHUX JaHuX
KapTpuax o6’emom 3 (6ionoriyHnin)); Benuko6put npo cuctemy dpapmakoHarnsay (BBefeHHs

mn (ckno Tiny 1) 3
nopLUHeM i3
6pom6yTNNOBOr0
Kayuyky Ta
06XUMHOI0
a/IlOMIHIEBOIO
KPWILLKOIO 3
BK/AJKO0 3 Kayuyky,
NOMILLLEeHWIA y
LUNpUL-pyyKy, no 1
LWINpNL-pyyLi y
KomnnekTi 3 15
CTepUIbHUMM
ronkamu gns
iH'eKLN (3
Hepxxasitouoi cTaUti)
Y KapTOHHii1 kopobui

BeTTep ®apma - aHis
PepTiryHr Mm6X i Ko.
KI, HimeuunHa
(BizyanbHuii
KOHTpONb); BeTTep
Papma-depTiryHr
m6X i Ko. K,
HimeuunHa
(BpPOGHMLTBO,
nepBuHHE
nakyBaHHs,
NPOMIXHUIA
KOHTPO/Tb B NPOLIECI
BMPOGHULITBA
(Mikpo6ionoriyHnii,
3arasibHWiA Ta
hYHKLIiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriunHmi),
Bizya/lbHWi
KOHTpONb); BeTTep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa
(npomixHWiA
KOHTPO/b B NPOLIECI
BMPOGHULITBA
(mikpobionorivuHwmia,
3arasibHuii Ta
dhyHKLUiOHaNbHNIA),
KOHTPO/b SIKOCTI
(mikpobionoriynmii),
Bi3yaslbHWiA
KOHTpONb); BeTTep
dapma-depTiryHr
m6X i Ko. KI,
HimeyunHa
(NpomixxHWiA
KOHTPO/1b B NpoLiECi
BMPOGHMLITBA
(mikpobionorivHumi,
3arasibHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(MiKpOGionorivHWiA),

y3arasibHeHNX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAA/LHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBiAa/IbHOI 3a
thapmakoHarnag B Ykpaini. fitoya pegakuis:
Kyuma Bonogumup OnekcaHapoBuy.
MponoHoBaHa pepfakuis: HikiTyueHkosa /10608
IBaHiBHA. 3MiHA KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6u 3as1BHMKA, BignoBiga/IbHOT 3a
hapmMakoHarnsag B Ykpaini. 3miHa
MicLie3HaxoKeHHs1 MacTep-haiina cuctemu
thapmakoHarnsgy Ta /ioro Homepa.
3MiHa Micus 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Kpaina
BUPOGHUKa

Bupo6Huk

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Bi3yasibHWit
KOHTpOnb); KoBaHc
Nab6opaTopi3
Nimiten, Benvka
BpuTaHis (KOHTposib
AKOCTI
(6ionoriynuif));
®eppiHr TM6X,
HimeuunHa
(BignoBiganbHuii 3a
BMNYCK cepil,
KOHTPO/b AKOCTI
(XiMiyHWI Ta
TOYHICTb
[03yBaHHs));
deppiHr
KoHTponnen
TepanesTikc
NimiTea,
BenukobputaHis
(B1POGHMLTBO
(36ipka wnpuu-
PYYKM ANs iH'eKUlA),
MapKyBaHHS,
BTOPVIHHE
nakyBaHHs Ta
BUMNYCK Cepii,
KOHTPO/b SIKOCTI
(TOYHiCTb
[103yBaHHs))
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
313. | PEMABIP Tabnetkv no 50 mr AT Nat.is AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/3777/01/01
no 10 Tabnetok y "OnaiiHcpapm” 3MiHu | TUNY - 3MiHK Woa0 peuyenma

6nictepi; no 2
6nictepu B
KapTOHHI navwi

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.

[itoua pepakuin: MNpuckoka AHApIN.
MponoHoBaHa pepakuis: CaB4yeHko AMUTPO
CepriiioBny. 3mMiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi




265

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
314. | PEMECTUN PO34MH A5 iH'EKLIN, deppiHr- Yecbka 3eHTiBa K.C., Yecbka Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9801/01/01
0,1 mr/mn, no 2 mn Neuunsa, a.c. Pecny6nik Pecny6nika Pecny6nika 3MiHu | TUNY - 3MiHK Woa0 peyenmom
abo no 10 mn B a (BMPOGHVK rOTOBOrO 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
amnyni; no 5 amnyn NPOAYKTY, BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
Y KapTOHHii BiANoBigabHUii 3a npo cuctemy papmakoHarnsgy (BBefeHHs
ynakoBLi KOHTPO/b SKOCTI, y3arasisHeHWX faHUX Npo cucTemy
NepBUHHY thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
ynakoBky); deppiHr- BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
Neunsa, a.c., hapMakoHarnagy; KOHTakTHoi ocobu 3
Yecbka Pecnybnika thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
(BignoBiganbHuii 3a thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BUNYCK cepil); BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
deppiHr-/leunsa, BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
a.c., Yecbka (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
Pecny6nika po3MilLieHHi MacTep-haiina cuctemm
(BignoBiganbHuii 3a hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
BTOPVHHY YNakoBKy) YNOBHOB&XXEHOI 0CO6OU 3a5BHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
315. | PE®AKTO niodpinisat gns Mdpaiizep CLUA BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/15929/01/01
AdD po3unHy 4ns Eiiu.Ci.MMi. niogpinizaTy 3a HimeuunHa 3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA peyenmom
iH exuili no 250 MO; KopnopeiiH NOBHUM LMK/IOM; nikapcbkuii 3aci6. (iHLWi 3MiHW) - BHECEHHS
1 chnakoH 3 KOHTPO/b SKOCTI pefakuiiHMX OHOBJ/IEHb 40 PO3MIPIB | Kpec/ieHb
niodpinizatom y PO34YMHHMKA (OKpIM A5 NPO6KU NOPLUHSA, W06 y3roanTy iHhopmaw,io
KOMNNekTi 3 1 [OCNiIKEHHs cunn B [JOCbE 3 MPaBUILHAMU AaHUMU
nonepeaHs0 TepTs NOPLUHS), nocTavasibHuKa; AONyckn 6ynun AofaHi oo
HarnoBHEHNM BTOPUHHE cneuudikauin ona Ravensburg
LINPULOM 3 nakyBaHHs Schuetzenstrasse (SST) i Langenargen (VLA),
PO34YMHHMKOM Mo 4 PO34YMHHKKA Y Habip (Vetter Pharma-Fertigung GmbH & Co. KG
M (HaTpito xnopwg, 3 npenapaTom; BMPOGNSiE, BUNPOOOBYE Ta BUMYyCKae
(9 mr/mn), BOga ans BiANoBiganbHUii 3a nonepeaHbL0 HarnoBHEHI LWNPULKY Ha CBOTX
iH exuin), 1 BUMYCK cepii: BaeT cantax SST i VLA ansa komnaHii Wyeth Farma,
afantepom ans dapma C.A., S.A), OCKiflbkvi BOHM 6ynn 3adhikcoBaHi nvwe Ha
donakoHy, 1 IcnaHis; KpecneHHi B MOTOYHUX 3aTBEPIKEHNX po3ainax.
cucTemolo ans anbTepHaTBHa 30BHiLLHIl giameTp nameni (Mm) Big 12,6 +0,15
iHdysii, 2 naboparopia Ans (12,45 po 12,75) po 12,55 +0,15 (12,40 po
TamnoHamu 3i TeCcTyBaHHs 12,60); BHyTpiwHili giameTp nameni (Mm) Big,
cnupTtom, 1 npenapary 3a "He BX0AuUTb A0 NOTOYHOI cxemmn” Ao 10,95
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nnactmpem Ta 1 NOoKa3HUKOM 40,15 (10,80 go 11,10); 3aranbHa fOBXMHA (MM)
Map/ieBor "CTepunbHICTb": Big 8,5 +0,25 (8,25 po 8,75) po 8,5 0,25 (8,25
noAyLIeykoto B Na6opaTopis [0 8,75); 3MiHu | TMNYy - 3MiHK 3 AKocTi. FoToBwMIA
KapTOHHI Kopobui 3 Biona6, C.J/1., nikapcbknii 3aci6. (iHWwi 3MiHW) - BHeceHHs
MapKyBaHHAM IcnaHis; pefakuiiHUX OHOB/EHb A0 PO3MIPIB | KpeC/1eHb
YKpPaiHCbKO MOBOIO; BUPOBHMLTBO ans wnpuua. Wo6 ysroantu iHchopmal,iio B
abo 1 donakoH 3 PO3YMHHVKa B [0CbE 3 NPaBWIbHUMM AaHUMUN NOCTAYaUTbHYIKA,;
niogpinizatom y wnpuuax, KOHTposb ponyckv 6ynu gofaHi fo cneyudikain ons
KomnnekTi 3 1 AKOCTI PO3YMHHMKA: Ravensburg Schuetzenstrasse (SST) i
nonepegHbL0 BetTep ®apma- Langenargen (VLA), (Vetter Pharma-Fertigung
HarnoBHEHUM PepTuryHr NM6X & GmbH & Co. KG Bupo6/isie, BUNpoboBye Ta
LINpULom 3 Ko. KI, HimewunHa; BUMNyCKae nonepeHbO HANOBHEHI LINPULIM Ha
PO34YMHHMKOM o 4 BVMPOGHMLTBO cBOix caintax SST i VLA ansa komnaHii Wyeth
M (HaTpito xnopua, PO3YMHHVKA B Farma, S.A), OCKi/ibkn BOHV 6ynn 3adpikcoBaHi
(9 mr/mn), BOAa ANs Lnpuuax, KOHTPo b JIMLLIE HA KPECIEHHI B MOTOUYHUX 3aTBEPLKEHUX
iH exuin), 1 SKOCTi PO3YMHHUKA po3ginax. 3aranbHa AoBXuHa (MM) Big 79,4+1
ajantepom A/s (okpim gocnigpkeHHs (78,4 pno 80,4) no 80+1 (79 no 81); 30BHiLLHii
thnakoHy, 1 repMeTUYHOCTI): AiameTp (Mm) Big "He BXxoAWTb A0 NOTOYHOI
CUCTEMOIO AN1A BetTtep ®apwma- cxemn" go 14,45+0,1 (14,35 po 14,55);
iHdpy3ii, 2 PepTuryHr NM6X & BHyTpiwHili giameTp (Mm) Big 11,85+0,2 (11,65
TamnoHamu 3i Ko. KI, HimeuunHa; 0o 12,05) go 11,85+0,2 (11,65 po 12,05);
cnuptom, 1 Bi3ya/ibHWi [JosxuHa nanbuesoro onaHus (Mm) Big «He
nnactupem ta 1 KOHTPO/b BK/THOYEHO B NOTOYHY cxemy» [0 23+1 (Big 22 fo
Mapnesoto PO3UYMHHNKA, 24
NOAYLLEYKOIO B KOHTPO/b SIKOCTI
KapTOHHIA Kopobui 3 PO34MHHMKA (OKPIM
MapKyBaHHSIM [OCNigKEHHSA
aHrnincbko abo repmMeTUYHOCTI,
iHLLIOIO iHO3EMHOI0 cunn TepTa
MOBOIO 3i CTUKEPOM nopLHs): Bettep
YKPaiHCBbKOI0 MOBOIO dapma-depTuryHr
v6X & Ko. KT,
HimeuunHa;
Bi3ya/ibHWi
KOHTPO/b
PO3UYNHHVIKE,
KOHTPO/b SIKOCTI
PO34MHHMKA
(mocnipxeHHs
repmMeTUYHOCTI,
cunm TepTa
nopLHs)): Bettep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
316. | PEDAKTO niodpinizat gns Mdpaiizep CLIA BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/15929/01/02
AD pO34uHy Ans Eiiu.Ci.Mi. niocpinizaty 3a HimeuunHa 3MiHM | TUNY - 3MiHK 3 sAKoCTi. FOTOBWMA peyenmom
iH exuiri no 500 MO; Kopnope#iwH NOBHVM LIMK/TOM, nikapcbkuii 3aci6. (iHwWi 3MiHW) - BHeCeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
1 donakoH 3 KOHTPO/Ib SKOCTI pefakuiiHNX OHOB/IEHb 40 PO3MIPIB | KpeceHb

niogpinizatom y
KomnekTi 3 1
nonepegHL0
HamnoBHEHVM
LLINPULLOM 3
PO3YMHHMKOM MO 4
M (HaTpito xnopua,
(9 mr/mn), Boga ans
iH exuin), 1
ajanTepom gns
thnakoHy, 1
cucTemoro Ans
iHdpy3ii, 2
TamnoHamm 3i
cnupTom, 1
nnactupem ta 1
Map/ieBo0
NOAYLLEYKOIO B
KapTOHHIA Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOK MOBOIO;
a60 1 hnakoH 3
niogpinizatom y
KOMnNIekTi 3 1
nonepegHLo
HarnoBHEHNM
LUMPULIOM 3
PO34YMHHMKOM Mo 4
M (HaTpito xnopug,
(9 mr/mn), Boga ans
iH exuin), 1
afiantepom ans
chnakoHy, 1
cucTemoro ans
iHcysii, 2
TamnoHamm 3i
cnupTom, 1
nnactnpem ta 1
Map/ieBo0
NoAyLLEYKOIO B
KapTOHHIlA Kopo6Lii 3
MapKyBaHHSAM
aHrnilicbkoto abo
iHLLIOO iIHO3eMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCLKOH MOBOKO

PO34MHHMKA (OKPIM
OOCNIMKEHHS cunn
TepTS NOPLLUHS),
BTOPVIHHE
nakyBaHHS
PO34YUHHKKA Y Habip
3 Mpenaparom;
BiANOBifa/IbHWIA 32
BUMYCK cepii: BaeT
Papma C.A.,
IcnaHis;
afbTepHaTUBHa
nab6opartopis Ans
TECTyBaHHs
npenapary 3a
MOKa3HNKOM
"CTepunbHICTbL":
Na6opaTopis
Bionab, C.1.,
IcnaHis;
BVMPOGHMLTBO
PO34MHHVKKa B
LINpYLAx, KOHTPOSb
AKOCTi PO3YMHHMKA:
BetTep ®apma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
BUPOGHMLTBO
PO34MHHKKA B
LUNpMLUaXx, KOHTPO/b
AKOCTi PO3YMHHUKA
(okpim gocnigpKeHHs
repMeTUYHOCTI):
BetTep ®apma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
Bizya/lbHWit
KOHTPO/b
PO3UMHHYIKA,
KOHTPO/b SKOCTI
PO3UYMHHVMKA (OKPIM
LOCNiMKEHHS
repMeTUYHOCTI,
cunm TepTa
nopwHs): Bettep
Papma-dPepTUryHr
'm6X & Ko. KT,

0151 NPO6KM NOPLUHSA, WO6 y3roguTy iHdopmadio
B [JOCbE 3 NPABW/IbHUMUN AaHVMK
noctavasibHu1Ka; Aonyckn 6ynu fgofdaHi Ao
cneuudikauin ona Ravensburg
Schuetzenstrasse (SST) i Langenargen (VLA),
(Vetter Pharma-Fertigung GmbH & Co. KG
BMPOGNSE, BUNPOOOBYE Ta BUMyCKae
nonepefHbO HaNOBHEHI LLINPULIA Ha CBOIX
cantax SST i VLA ansa komnaHii Wyeth Farma,
S.A), OCKi/IbKM BOHM 6Y/n 3adpikcoBaHi nuile Ha
KPEeC/eHHi B NOTOYHWNX 3aTBEPLYKEHNX po3ginax.
30BHiLLHIl giameTp nameni (Mm) Big 12,6 +0,15
(12,45 po 12,75) po 12,55 +0,15 (12,40 go
12,60); BHyTpiLLHIli fiameTp nameni (MM) Big,
"He BXoAguTb 40 NOTOYHOI cxemun™ o 10,95
+0,15 (10,80 go 11,10); 3arasibHa AOBXUHA (MM)
Big 8,5 £0,25 (8,25 go 8,75) no 8,5 0,25 (8,25
80 8,75); 3MiHn | Tuny - 3MiHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. (iHLWi 3MiHW) - BHECEHHS
pefakuifiH1X OHOB/MEHb 10 PO3MIpIB | KpecneHb
ansa wnpuvua. Wo6 y3rogntu iHdgopmadito B
[0CbE 3 NPaBWIbHUMW AaHUMKW NOCTaYauTbHUIKA;
Jonycku 6ynu fofaHi ao cneuudikalin ans
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bupo6isie, BUNpoboBye Ta
BUMyCKae nonepeHbL0 HaNoOBHEHI LUNPULM Ha
cBOiX caittax SST i VLA ansa komnaHii Wyeth
Farma, S.A), ockinbkn BOHV 6ynu 3adiikcoBaHi
JMLLE Ha KPeC/eHHi B MOTOYHWX 3aTBEPIKEHNX
posginax. 3arasibHa foBxuHa (MM) Big 79,4+1
(78,4 po 80,4) no 80+1 (79 go 81); 30BHiLLHIl
ngiameTp (Mm) Big "He BxoguTb 40 MOTOYHOI
cxemun" o 14,45+0,1 (14,35 po 14,55);
BHyTpilWHii giametp (Mm) Big 11,85+0,2 (11,65
f8o 12,05) go 11,85+0,2 (11,65 go 12,05);
[JoexuvHa nanbuesoro dnaHus (Mm) Big «He
BKJ/THOYEHO B NOTOYHY cxemy» Ao 23+1 (Big 22 fo
24)
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HimeuuunHa;
Bizya/lbHWi
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/b SKOCTI
PO3UMHHYMKA
(mocnipxeHHs
repMeTUYHOCTI,
cunm TepTa
nopwHs)): Bettep
Papma-dPepTUryHr
'm6X & Ko. KT,
Himeyunna

317.

PE®AKTO
A®

niodpinizat ans
po3unHy Ans

iH ek no 1000
MO; 1 chnakoH 3
niodgpinizatom y
KOMMNekTi 3 1
nonepegHLo
HanoBHEHVM
LUMPULIOM 3
PO34YMHHMKOM Mo 4
M (HaTpito xnopug,
(9 mr/mn), Boga ans
iH exuin), 1
afantepom Ans
chnakoHy, 1
cucTemoro ans
iHcysii, 2
TamrnoHamm 3i
cnupTom, 1
nnactupem ta 1
Map/ieBOI0
NoAyLLEYKOIO B
KapTOHHI Kopo6Li 3
MapKyBaHHSAM
YKpaiHCLKOH MOBOIO;
a60 1 chnakoH 3
niodpinizatom y
KommnnekTi 3 1
nonepeAHbL0
HarnoBHEHVM
LUMPULIOM 3
PO3YMHHWKOM MO 4
MA (HaTpito xopug,
(9 mr/mn), Boga ons
iH exuin), 1

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CWA

Icnanis/
HimeuunHa

BUPOBHULTBO
niocpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO34YMHHYMKA (OKPIM
[OCTiIKEHHS cunn
TepTs NOPLUHS),
BTOPUHHE
nakyBaHHS
PO3UMHHKKA Y Habip
3 npenapaTom;
BignoBigasbHWi 3a
BMNyCK cepii: BaeT
Papma C.A.,
IcnaHis;
anbTepHaTuBHa
naboparopia aAns
TecTyBaHHs
npenapary 3a
NOKa3HUKOM
"CTepwibHICTb":
Nab6opaTtopis
biona6, C.J1.,
IcnaHis;
BUPOGHULTBO
PO3UYMHHVKKE B
LUNpMLUaXx, KOHTPOSb
AKOCTi PO3YMHHMKA:
BetTtep ®apwma-
PepTuryHr Nv6X &
Ko. KI', HimeuunHa;
BVMPOGHMLTBO
PO3YMHHVMKa B
LUINpYLUAXx, KOHTPOSb
AKOCTi PO3YMHHMKA

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. (iHWi 3MiHW) - BHeCeHHs
pefakuUiiHUX OHOB/EHb 0 PO3MIPIB | KpEC/IEHb
0151 NPO6KM NOPLUHSA, LWO6 y3roguTy iHdhopmadito
B [IOCbE 3 MPaBU/IbHAMU AaHUMU
noctavasibHuKa; Aonyckn 6ynu fgoaaHi oo
cneumdikauin gna Ravensburg
Schuetzenstrasse (SST) i Langenargen (VLA),
(Vetter Pharma-Fertigung GmbH & Co. KG
BMPO6S€E, BUNPOOOBYE Ta BUNyCKae
nonepeHbLO HaNOBHEHI LUNPULM Ha CBOTX
caiitax SST i VLA ansa komnanii Wyeth Farma,
S.A), OCKiflbkvi BOHM 6ynn 3achikcoBaHi mwe Ha
Kpec/ieHHi B MOTOYHVX 3aTBEPAKEHNX PO3ginax.
30BHiLLHIl giameTp nameni (Mm) Big 12,6 +0,15
(12,45 po 12,75) po 12,55 +0,15 (12,40 po
12,60); BHyTpiwHili giameTp nameni (Mm) Big,
"He BX0oAuTb [0 NOTOYHOI cxemun™ ao 10,95
40,15 (10,80 go 11,10); 3aranbHa goBXMHA (MM)
Bia 8,5 +0,25 (8,25 go 8,75) go 8,5 +0,25 (8,25
00 8,75); 3MiHn | TMNy - 3MiHK 3 iKOCTI. FOTOBWIA
nikapcbkuii 3aci6. (iHWwi 3MiHW) - BHeCeHHs
pefakuiiHNX OHOB/IEHb 40 PO3MIPIB | KpecieHb
ans wnpuua. Wo6 y3roantu iHhopmal,io B
[0CbE 3 NPaBUIbHUMW JaHUMW NOCTaYasIbHUKA;
ponyckv 6ynu gofaHi fo cneyudikadin ans
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bupobnse, Bunpobosye Ta
BUMyCKae nonepeHbO HaNOBHEHI LUNPULY Ha
cBOix caintax SST i VLA ansa komnaHii Wyeth
Farma, S.A), ockilbku BOHV 6ynu 3adiikcoBaHi
MLe Ha KPecneHHi B MOTOUYHNX 3aTBEPIKEHNX
posginax. 3arasibHa AoBxuHa (Mm) Big 79,4+1

3a
peyenmom

UA/15929/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
agantepom Aans (okpim gocnigpKeHHs (78,4 po 80,4) po 80+1 (79 go 81); 30BHiLWHiIi
dhnakoHy, 1 repMeTUYHOCTI): niameTp (MM) Big "He BXOAUTb [0 NOTOYHOT
cucTemoro ans Bettep ®apma- cxemun" o 14,45+0,1 (14,35 po 14,55);
iHcysii, 2 PepTuryHr Nv6X & BHyTpiwHin giametp (Mm) Big 11,85+0,2 (11,65
TamnoHamu 3i Ko. KI, HimeuunHa; 0o 12,05) po 11,85+0,2 (11,65 po 12,05);
cnupTtom, 1 Bi3yaslbHWiA [JosxuHa nanbLuesoro dpnaHusa (Mm) Big «He
nnactupem Ta 1 KOHTPO/b BK/IIOYEHO B MOTOYHY cxemy» A0 23+1 (Big 22 o
Mapnesolo PO34YMHHNKA, 24)
noAyLLEeYKo B KOHTPO/b SIKOCTI
KapTOHHI KopobLi 3 PO34YMHHYMKA (OKpIM
MapKyBaHHAM [OCNiIKEHHS
aHrniicbkol abo repMeTUYHOCTI,
iHLLOO iIHO3EMHOI0 cunmn TepTa
MOBOIO 3i CTUKEPOM nopLUHA): BeTTep
YKpaiHCLKO MOBOIO Papma-PepTUryHr
v6X & Ko. KT,
HimeuuunHa;
Bi3yaslbHWiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHVKA
(oocnimkeHHs
repMeTUYHOCTI,
cunmn TepTa
nopLuHs)): Bettep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
318. | PE®AKTO niodpinisat gns Mdpaiizep CLUA BVMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/15929/01/04
AdD po3unHy 4ns Eiiu.Ci.MMi. niogpinizaTy 3a HimeuunHa 3MiHM | TUNY - 3MiHK 3 AKkocTi. FoToBWMiA peyenmom
iH ekl mo 2000 KopnopeiiH NOBHUM LK/IOM; nikapcbkuii 3aci6. (iHLWi 3MiHW) - BHECEHHS
MO; 1 chnakoH 3 KOHTPO/b SKOCTI pefakuiiHMX OHOBJ/IEHb 40 PO3MIPIB | Kpec/ieHb
niodpinizatom y PO34YMHHMKA (OKpIM A5 NPO6KU NOPLUHSA, W06 y3roanTy iHhopmaw,io
KOMNNekTi 3 1 [OCNiIKEHHs cunn B [JOCbE 3 MPaBUILHAMU AaHUMU
nonepeaHs0 TepTs NOPLUHS), nocTavasibHuKa; AONyckn 6ynun AofaHi oo
HarnoBHEHNM BTOPUHHE cneuudikauin ona Ravensburg
LINPULOM 3 nakyBaHHs Schuetzenstrasse (SST) i Langenargen (VLA),
PO34YMHHMKOM Mo 4 PO34YMHHKKA Y Habip (Vetter Pharma-Fertigung GmbH & Co. KG
M (HaTpito xnopwg, 3 npenapaTom; BMPOGNSiE, BUNPOOOBYE Ta BUMYyCKae
(9 mr/mn), Boga ons BiANoBiganbHUii 3a nonepeaHbL0 HarnoBHEHI LWNPULKY Ha CBOTX
iH exuin), 1 BUMYCK cepii: BaeT cantax SST i VLA ansa komnaHii Wyeth Farma,
afantepom ans dapma C.A., S.A), OCKiflbkvi BOHM 6ynn 3adhikcoBaHi nvwe Ha
donakoHy, 1 IcnaHis; KpecneHHi B MOTOYHUX 3aTBEPIKEHNX po3ainax.
cucTemolo ans anbTepHaTBHa 30BHiLLHIl giameTp nameni (Mm) Big 12,6 +0,15
iHdysii, 2 naboparopia Ans (12,45 po 12,75) po 12,55 +0,15 (12,40 po
TamnoHamu 3i TeCcTyBaHHs 12,60); BHyTpiwHili giameTp nameni (Mm) Big,
cnupTtom, 1 npenapary 3a "He BX0AuUTb A0 NOTOYHOI cxemmn” Ao 10,95
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nnactmpem Ta 1 NOoKa3HUKOM 40,15 (10,80 go 11,10); 3aranbHa fOBXMHA (MM)
Map/ieBor "CTepunbHICTb": Big 8,5 +0,25 (8,25 po 8,75) po 8,5 0,25 (8,25

noAyLLEeYKo B
KapTOHHI Kopobui 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
abo 1 chnakoH 3
niogpinizatom y
KomnnekTi 3 1
nonepegHL0
HarnoBHEHVM
LLINPULLOM 3
PO34YMHHMKOM MO 4
M (HaTpito xnopua,
(9 mr/mn), BOAa ANs
iH exuin), 1
ajanTepom ans
thnakoHy, 1
cucTemoro Ans
iHdpy3ii, 2
TamrnoHamm 3i
cnupTom, 1
nnactupem ta 1
Map/ieBo0
NOAYLLEYKOIO B
KapTOHHIA Kopobui 3
MapKyBaHHSAM
aHrnificbkoro abo
iHLLIOIO iHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCbKOH MOBOO

Na6opaTopis
Biona6, C.J1.,
Icnanis;
BVMPOGHNLTBO
PO3YMHHVKa B
LUINpYLAX, KOHTPOSb
AKOCTI PO3YMHHMKA:
BetTtep ®apma-
PepTuryHr NM6X &
Ko. KI', HimeuunHa;
BVMPOGHMLTBO
PO34MHHVKKa B
Lnpuuax, KOHTPo b
AKOCTi PO3UMHHUKA
(okpim gocnigpkeHHs
repMeTUYHOCTI):
BetTtep ®apwma-
PepTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3ya/ibHWi
KOHTPO/b
PO3UYNHHVIKE,
KOHTPO/b SIKOCTI
PO34MHHMKA (OKPIM
[OCNigKEHHSA
repmMeTUYHOCTI,
cunm TepTa
nopuHs): Bettep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa;
Bi3ya/ibHWi
KOHTPO/b
PO3UYNHHVIKE,
KOHTPO/b SIKOCTI
PO34MHHMKA
(mocnipxeHHs
repmMeTUYHOCTI,
cunm TepTa
nopLHs)): Bettep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa

00 8,75); 3MiHu | TUNYy - 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbknii 3aci6. (iHWwi 3MiHW) - BHeceHHs
pefakuiiHUX OHOB/EHb A0 PO3MIPIB | KpeC/1eHb
ansa wnpuvua. Wo6 ysrogntn indopmadito B
[0CbE 3 NPaBWIbHUMM AaHUMUN NOCTAYaUTbHYIKA,;
ponyckv 6ynu gofaHi fo cneyudikain ons
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bupo6/isie, BUNpoboBye Ta
BUMNyCKae nonepeHbO HANOBHEHI LINPULIM Ha
cBOix caintax SST i VLA ansa komnaHii Wyeth
Farma, S.A), OCKi/ibkn BOHV 6ynn 3adpikcoBaHi
JIMLLIE HA KPECIEHHI B MOTOUYHUX 3aTBEPLKEHUX
po3ginax. 3aranbHa AoBXuHa (MM) Big 79,4+1
(78,4 pno 80,4) no 80+1 (79 no 81); 30BHiLLHii
AiameTp (Mm) Big "He BXxoAWTb A0 NOTOYHOI
cxemn" go 14,45+0,1 (14,35 po 14,55);
BHyTpiwHili giameTp (Mm) Big 11,85+0,2 (11,65
no 12,05) go 11,85+0,2 (11,65 ao 12,05);
[JosxuHa nanbuesoro onaHus (Mm) Big «He
BK/THOYEHO B NOTOYHY cxemy» [0 23+1 (Big 22 fo
24
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
319. | PE®AKTO niodpinisat gns Mdpaiizep CLIA KOHTPO/Ib SKOCTi NMpn Icnanis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15929/01/05
AD pO34uHy ans Eiiu.Ci.Mi. BUMYCKy Cepiii Ta HimeyunHa 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom
iH ekuii no 3000 KopnopeiiLuH npu JoCNimpKEeHHI nikapcbkuii 3aci6. (iHWi 3MiHW) - BHeceHHs

MO; 1 nonepeaHbO
HamoBHEHWI WNpuL,
i3 niocpinizatom y
BEPXHiil kamepi Ta
PO34YMHHMKOM Mo 4
M1 Y HWXHIlA kamepi,
1 WwToK nopLuHAa, 1
cuctema gns
iHcpy3ii, 2 TaMNoHK
3i cnupTtom, 1
nnactvp, 1 mapnesa
nogylweyka ta 1
KOBMa4oK y
KapTOHHIA Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOK MOBOIO;
1 nonepefHLO
HarnoBHeHWI WNpwL,
i3 niogpinizatom y
BEpXHiil kamepi Ta
PO3YMHHMKOM O 4
M1y HWXHI Kamepi,
1 WwroK nopLuHsa, 1
cuctema gns
iHcpy3il, 2 TaMNoHN
3i cnupTom, 1
nnacTtup, 1 mapnesa
nofyweyka Ta 1
KOBMa4oK y
KapTOHHIlA Kopo6Lii 3
MapKyBaHHSAM
aHrnilicbkoto abo
iHLLOO iIHO3eMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCLKOH MOBOKO

cTabiNbHOCTI,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii: Baet ®apma
C.A., IcnaHis;
BVMPOGHMLTBO
nikapcbkoro 3acoby,
Bi3yaslbHWiA
KOHTPO/b
nikapcbkoro 3acoby,
KOHTPO/Ib SIKOCTI:
BetTtep ®apwma-
PepTuryHr NrM6X &
Ko. KI', HimeuunHa;
Bi3yasibHWit
KOHTPO/b
nikapcbkoro 3acoby,
KOHTPO/b SIKOCTI
NiKapcbKoro 3acoby:
Bettep ®apma-
PepTuryHr Nv6X &
Ko. KI', HimeuunHa;
Bi3yaslbHWiA
KOHTPO/b
nikapcbkoro 3acoby,
KOHTPO/b AKOCTI
nikapcbkoro 3acoby:
Bettep ®apma-
®epTuryHr rm6X &
Ko. KT, Himeuunha;
Bizya/lbHWit
KOHTPO/b
nikapcbkoro 3acoby:
BetTep ®apma-
®epTuryHr rm6X &
Ko. KT, Himeyunna

pefakuiiHNX OHOB/IEHb 40 PO3MIPIB | KpecieHb
0151 NPO6KM NOPLUHSA, WO6 y3roguTy iHdopmaLio
B [OCbE 3 NPABWIbHUMUN AaHVMK
noctavasibHu1Ka; Aonyckn 6ynu fgofdaHi Ao
cneuudikauin ona Ravensburg
Schuetzenstrasse (SST) i Langenargen (VLA),
(Vetter Pharma-Fertigung GmbH & Co. KG
BMPOGNSE, BUNPOOOBYE Ta BUMyCKae
nonepeaHbO HaNOBHEHI LLINPULIA Ha CBOIX
cantax SST i VLA ansa komnaHii Wyeth Farma,
S.A), OCKifIbKM BOHM 6Y/n 3adpikcoBaHi nuile Ha
KPEeC/NeHHi B NOTOYHWX 3aTBEPLKEHNX po3ginax.
30BHiLWLHIl giameTp nameni (Mm) Big 12,6 +0,15
(12,45 po 12,75) po 12,55 +0,15 (12,40 go
12,60); BHyTpiLLHIli fiameTp nameni (MM) Big,
"He BXoAguTb 40 NOTOYHOI cxemun™ o 10,95
+0,15 (10,80 go 11,10); 3arasibHa AOBXUHA (MM)
Big 8,5 £0,25 (8,25 go 8,75) no 8,5 0,25 (8,25
80 8,75); 3MiHn | Tuny - 3MiHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. (iHLWi 3MiHW) - BHECEHHS
pefakuifiH1X OHOB/MEHb 10 PO3MIpIB | KpecneHb
ansa wnpuvua. Wo6 y3rogntu iHdgopmadito B
[0CbE 3 NPaBWIbHUMW AaHUMKW NOCTaYauTbHUIKA;
Jonycku 6ynu fofaHi fo cneuudikalin ans
Ravensburg Schuetzenstrasse (SST) i
Langenargen (VLA), (Vetter Pharma-Fertigung
GmbH & Co. KG Bupo6isie, BUNpoboBye Ta
BUMyCKae nonepeHbL0 HaMoOBHEHI LUNPULM Ha
cBOiX caittax SST i VLA ansa komnaHii Wyeth
Farma, S.A), ockinbkn BOHV 6ynu 3adiikcoBaHi
JMLLE Ha KPEeC/eHHI B MOTOYHNX 3aTBEPIKEHNX
posginax. 3arasibHa foBxuHa (MM) Bif 79,4+1
(78,4 po 80,4) po 80+1 (79 go 81); 30BHiLLHIl
ngiameTp (Mm) Big "He BxoguTb 40 MOTOYHOI
cxemun" o 14,45+0,1 (14,35 po 14,55);
BHyTpiWHii giametp (Mm) Big 11,85+0,2 (11,65
[0 12,05) go 11,85+0,2 (11,65 go 12,05);
[JoexvHa nanbuesoro dpnaHus (Mm) Big «He
BKJ/THOYEHO B NOTOYHY cxemy» [o 23+1 (Big 22 fo
24)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
320. | PEXON Tabnetkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17043/01/01
KMLLKOBOPO34YUHHI NO "MIKPOXIM" «MIKPOXIM>, 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peyenmom | nionszae
400 wr, no 8 Ykpaina nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
TabneTok y 6nictepi, (nabopartopis iMnopTepa/3MiHu, L0 CTOCYTbCSA BUMYCKY cepii
no 1 a6o no 3 Pi3nKo-XimMmiyHOro Ta KOHTPOJ1t0 AKOCTi rOTOBOrO NikapCbKoro
6nicTepu y nauuj 3 aHanisy Ta 3aco6y (3amiHa abo AogasaHHA BUPOOHWMKA, LLIO
KapToHy; rmo 10 KOHTPO/II0 BiANOBIAAaE 3a BBE3EHHSA Ta/abo BMNycCK cepil) -
TabneTok y 6nicrepi; BMPOGHULTBA; He BKkntoYatouy KOHTPO/bL/BUNPOBYBaHHSA cepil.
no 2 6nictepuy BUPOGHMYA [JopasaHHsa BMpo6HUKa M3, BIANOBIA&/ILHOTO 3a
nauuj 3 KapToHy oinbHWUS (BCi cTagil BMNYCK Cepii, HE BK/I0YA0UN
BMPOGHNYOTO KOHTpO/b/BUNPO6YBaHHs cepii: TOB HB®
npovecy); «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.

BignoBigasibHWI 3a
BUNYCK cepil, He
BK/THOHAIOUM
KOHTPO/b/BMNPOGYB
aHHs cepii)

Kwis, Byn. BygiHgycTpii, 6ya. 5.). BHeceHi B
IHCTPYKLU,iI0 4151 MeANYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainn "Bupo6HuK",
"Micue3HaxomkeHHs! BUPO6HMKa Ta oro agpecu
MiCLLA MPOBaMKEHHSA AiANbHOCTI" 3 MOX/IUBICTIO
OPYKyBaTV OKpeMi iHCTPYKLi 4158 MeauyHoro
3aCTOCyBaHHSA flikapcbkoro 3acoby Ans
BiANOBIAHMX BUPOOHMKIB Ta SIK HACNifOK NosiBa
yNakoBOK NikapcbKoro 3acoby Ansa fo8aTkoBol
BMPOGHWYOI AinbHNLi. BBEAEHHS 3MiH NPOTAroM
6-TK MicALiB Nicnsa 3aTBEPKEHHSA. 3MiHW | Tvny -
AAMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3aABHMKA (B/laCHUKaA
peecTpauiiiHoOro NocBigYeHHs) 3MiHa agpecu
3a8BHMKa. BBeeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBepKEHHS. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3acoby, BK/IKYaKuM AiNbHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/IIO AKOCTI.
(@isnbHiCcTb, 3a AKy BignoBifae
BMPOGHMWK/IMNOpPTEp, BK/IOUAUM BUMYCK Cepild)
3MiHa ropuanyHoi agpecun supobHuka M3, 6e3
3MiHM (hakTUYHOro MicLs BUPOGHULTBA
(topugmyHa agpeca: YkpaiHa, 01013, M. Kuis,
Byn. bygingycTpii, 6ya. 5.).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
321. | PIAITPIC cnpeii HasasbHUiA, neHmapk LLiBenuapi neHmapk IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/18235/01/01
[030BaHuii, CnewianTi A PapmacbloThKan3 3MiHK | TUNY - 3MiHK Woao peyenmom
cycnexsis; no 56, C.A. nra. 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
120 a60 240 po3y (iHLWIi 3MiHK) - 3MiHV BHECEHO B TEKCT
nonieTnaeHoBoMy MapKyBaHHS BTOPYHHOT YNakoBKW MikapCbKoro
thnakoHi; no 1 3acoby B n. 15. "ANA NIKAPCbKX 3ACOBIB,
donakoHy 3 AKI MPU3HAYEHI 4/19 CAMOCTIAHOIO
[,03yH04MM HAcoCoM- NIKYBAHHA - IHPOPMALIIA WOA0
posnusitoBayem, 3ACTOCYBAHHA" 3 meTol0 HagaHHA
3aKpUTUM naujieHTam iHhopMauii LoA0 OYMLLEHHS
KOBMa4KoMm, y [103yI04Or0 NPUCTPOI0 Npenapary A5
KapTOHHIlA KOpO6L NOKpaLLeHHs oro 3actocyBaHHs. BBegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
322. | PIHBOK TabneTku, BKpUTI E66Bi LLsenuapi nepBUHHE Ta ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/18371/01/01
N/1iBKOBOIO Biodhapmacsto a BTOpPUHHE IpnaHgis/ 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
060/10HKOI0, Tikan3 Mm6X nakyBaHHs1, BUMYCK CWA nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
MPOJIOHroBaHoI A, cepii: E668i C.p.n., po3mipy cepii (Bkntoyarouy gianasoH po3mipy
15 wr; ITanis; BUpo6bHNLTBO cepil) roToBOro Nikapcbkoro 3acoby (36ibLeHHs
Ne28: no 7 Tabnetok niKapcbkoro 3acoby, 00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
y 6nicTepi, no 4 TecTyBaHHs: E6OBI po3mipom) JlogaBaHHs a/lbTEPHATUBHOTO
6nictepu y AiipneHg HN B.B., po3wmipy cepii /13 800 000 TabneTok
KapTOHHIlA KOpooLi Ipnangis; 3arsepmkeHo: 400 000 TabneTok;
TecTyBaHHsA Mig yac 3anponoHoBaHo: 400 000 TabneTok, 800 000
36epiraHHs: E66BI TabneTok.
IHK., CLUA
323. | PO3YBACTA NMOpOLLOK BIOKOH IHAain BIOKOH NIMITEL, IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - - UA/12935/01/01
TUH (cy6eTaHuis) y NIMITEL IHais; BIOKOH 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
KANbLJIO noaBinHMX NIMITEL, IHAis; BignosigHocTI/IE-cepTudpikat BignosigHoCTi
nonieTuIeHoBmX BIOKOH NIMITEL, €sponelicbkin dhapmakonei/moHorpadii.
nakeTtax gns IHAis MopaHHA HoBOro abo OHOBJ/IEHOTO cepTudikaTa
hapMaLeBTUYHOIO Bi4NoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
3aCTOCYyBaHHA BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ana BuxigHoro
martepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBUHM (CepTudikaT
BiANoBIAHOCTI EBponeiickbkili hapmakoner) -
OHoBMeHWi cepTUdiKaT Bif YXe 3aTBEPAXEHOro
BMPOOHVKA - NOAAHHS OHOB/IEHOTO cepTudikara
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2015-114 - Rev 02 (3atBepaxeHo: R1-CEP
2015-114 - Rev 01). fk Hacnigok y
cneundikaio 4oAaHo nokasHuk «OuToBa
Kucnota» 3 foAaBaHHAM BiANOBIAHOT METOANKN
KOHTPO/0




274

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

324.

PO3YBACTA
TVH
KANBLYIO

MOPOLLIOK
(cybeTaHuin) y
noABiiHNX
nonieTnIeHoBUxX
nakeTtax gns
thapmaueBTUYHOro
3acTocyBaHHSA

CeHTpieHT
$apmacbloTika
n3
HesepnaHac
B.B.

Higepnax
an

CeHTpieHT
dapmacbioTikans
IHgis MpavisiT
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpPOGHMKa. MogaHHA oHoBNeHoro CepTudikaty
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2015-090 - Rev 01 (monepeaHs Bepcis R1-
CEP 2015-090-Rev 00) ans cy6cTaHuji
Rosuvastatin calcium Big BXe 3aTBEPAKEHOIO
BMPOGHMKa CeHTpIieHT PapmacbioTikans IHgis
MpaiisiT limiTen, IHAiS Ta, AK HACNIAOK, BHECEHO
[04,aTKOBOrO BUPOGHMKA NPOMDKHOTO NMPOAYKTY
Z8 — CLININVENT RESEARCH PRIVATE
LIMITED (Survey No. 173/1, 168, 173/1AA,
170/A and 170/AA Gummadidala Mandal,
Sangareddy District India — 502 313 Anantharam
Village, Telangana); Takox B npoLeci
BMPOGHMLTBA 3MIHEHO HA3BY BYXiHOrO
matepiany 3 CN1 Ha CN2; npoBefeHO He3HAUHY
onTUMi3aLito BUpO6GHMYOro npouecy 6e3
iCTOTHOrO BNAMBY Ha AKicTb API. 3miHn | Tuny -
3MiHu 3 siKocTi. A®l. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi 3MiHN)
BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA
Ha AQI.

UA/15891/01/01

325.

POCYMAK

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

ANKANOIL AL
Ckon'e

Pecny6nik
a MiBHiyHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHIiYHaA
MakefoHist

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y MmeTofax

BMNPOBYyBaHHA rOTOBOrO MiKapCbKOro 3acoby

(iHWi 3miHM y MeTogax B1unpobyBaHb
(BKNKOUALOUM 3aMiHy ab60 [OMNOBHEHHS)) - 3MiHA
MeTogy BunpobyBaHHs /13 3a NOKa3HNKOM
«KinbkicHe BU3HaueHHs» A®| PosyBacTatuHy
(BEPX). OHOBNEHMIA METOS BUNPOGYBaHHS

BMNPOBAMKYETLCSA 3 METOI0 YCYHEHHS Npo6iem

LLIOA0 [OCATHEHHS YMOB MPUAATHOCTI CUCTEMMU.
3MiHu | TURNY - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro

3a
peyenmom

UA/17672/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nikapcbKoro 3acoby. 3MiHa y meTogax

BMNPOBGYBaHHS roTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb
(BKTrOHAOUM 3aMiHy ab0 JOMOBHEHHS)) - 3MiHA
3aTBEpKeHOro Metoay BunpobysaHHA M3 ans
nokasHuka «O4HOPIAHICTb 4030BaHNX OAMHULb»
(BEPX) Ha HOBWiA MeTog, Sk1ii NPOBOAUTLCS B
YMOBaXx Ki/lbKiCHOrO BU3HaYeHHs1 po3yBacTaTuHy.
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKOoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKNOYaOUM 3aMiHy abo [OMNOBHEHHS)) - 3MiHA
meToay BunpobyBaHHs /13 3a NOKa3HNKOM
«Po3unHeHHs» (BEPX). 3MiHu | Tuny - 3MiHn 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNPOBYBaHHA) HE3HAYHI 3MiHW B MeTofi
BUNpobyBaHHA /13 3a nokasHMKOM «CynyTHi
Oomiwkm» (BEPX), Wwo ctocyloTbes AofaBaHHSA
onucy xpomaTtorpadiyHux ymoB, AeTasIbHOro
onuncy NpUroTyBaHHs 6ydrepHOro posunHy Ta
PO3YMHHMKA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHWLTBI
A®I; onsa 4ONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdIKaT Bif yXe 3aTBEPAKEHOr0
BUPOGHMKA - NOJAHHA OHOBMEHOTO cepTudikaTy
BiANOBIAHOCTI EP Bif 3aTBEPAKEHOIO
BMpo6Huka A®l MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03

Bracnigok oHoBneHHs CEP gogaHo oujiHky
PU3MKY LWOA0 eNeMeHTHUX AOMILLOK 3rigHo ICH
Q3D. 3miHa afpecy BUPOGHNUNX NOTYXHOCTEN

npomixkHoro npoAaykTy Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &

(3atBepmxeHo: CEP RO-CEP 2015-188-Rev 02).

Co., Inc. 3MiHn | TMNY - 3MiHK 3 SKOCTI.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
CepTudpikat BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiicbkin hapmakonei) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOOGHUKA - NOAAaHHA OHOBJ/IEHOTO cepTudikary
BiANOBIgHOCTI €D Bif 3aTBEPAXKEHOrO
BMpo6HUuKa A®lI MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepegaHs Bepcis: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbcs, L0
Jowmilka L, onncaHa B MoHorpadii He
BU3HAYaETHCS, OCKi/IbKM BOHA HE MOXe byTn
NPVCYTHBOIO NPU BUKOPUCTAHOMY LLNSXY
CUHTe3y. BBegeHHs AinbHULi Ana BUpobHMLTBa
npomikHoi npoaykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3MiHu | TUny - 3MiHn
3 akocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOJAHHA OHOBEHOTO cepTudikaTy
BiANOBIAHOCTI EP AN5 3aTBEPAKEHOIO
BMpo6HMKa MSN Laboratories Private Limited
CEP Ne R1-CEP 2015-188-Rev-01 (nonepefHs
Bepcis: RO-CEP 2015-188-Rev-04 ). OHOBNEHHSA
afipecy noctayasibHuKa, MPOMKHOTO NMPOAYKTY
BMpo6HUKa Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6€e3 3MiHN MicLe3HaxXKEHHS. 3MiHN |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA NikapCbknii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y meTofax BUNpPo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepMKEHNX MeToAax BUNPOBYBaHHS) - 3MiHa
MEeTOAMNKM BUNPOBYBaHHA /13 3a NOKa3HMKOM
«MikpobiosioriyHa YACTOTa», a caMe BHECEHO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
326. | POCYMAK TabneTku, BKpUTI ANKANOIL AL | Pecny6rik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17672/01/02
NNiBKOBOO Ckon'e a lMiBHiYyHa Ckon'e MiBHIiYHA 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
060/10HKO10, M0 10 MakefoHis MakefoHis nikapcbkuii 3aci6. KOHTPOb roTOBOro

mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKTHOHAOUM 3aMiHy 260 JOMOBHEHHS)) - 3MiHA
MeToay BunpobyBaHHs /13 3a NOKa3HNKOM
«KifnbkicHe BM3HaueHHn» Ad| PosyBacTaTuHy
(BEPX). OHOBNEHMIA MeTof BUNPOGYBaHHSA
BMNPOBaKYETHCA 3 METO YCYHEHHSI Npobiem
00 [OCATHEHHS! YMOB NPUAATHOCTI CUCTEMMU.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MmiHa y metogax
BMNPOOYBaHHSA rOTOBOTO MliKApCbKOro 3acoby
(iHWi 3miHW y MeTofax BuNpobyBaHb
(BKNKOUAOUM 3aMiHY ab0 AONOBHEHHS)) - 3MiHA
3aTBepAXeHoro metogy sunpobysaHHsa 13 ans
nokasHuka «OgHOPIAHICTb A030BaHNX OAVHULb»
(BEPX) Ha HOBWi1 MeTOpA, AK1iA NPOBOANTLCS B
YMOBax Ki/lbKiCHOrO BU3HaYeHHs po3yBacTaTuHy.
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKTHOHAOUM 3aMiHy 260 JOMOBHEHHS)) - 3MiHA
MeToay BunpobyBaHHs /13 3a NOKa3HNKOM
«Po3unHeHHs» (BEPX). 3MiHu | TUny - 3MiHn 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHS) HE3HAYHI 3MiHN B MeTO.j
BMNpo6yBaHHsA /13 3a NnokasHNKOM «CynyTHI
fomiwkm» (BEPX), Lo cTocyloTbesa fAoAaBaHHS
onuncy xpomarorpadiiyHnx ymoB, feTaslbHOro
onucy NpUroTyBaHHs 6yepHOro po3unHy Ta
PO34YMHHMKA. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHMLTBI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
A®I; onsa fONOMIXKHOT peqyoBuHU (cepTudikar

BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHOBEeHWIA cepTUdiikar Bif, y>e 3aTBepaKeHOoro
BMPOOHUKA - MOJaHHS OHOB/IEHOrO cepTudikaTy
BignoBigHOCTI EP Bif 3aTBEPIAKEHOTO
BMpo6Huka A®l MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03
(3aTBepmxeHo: CEP RO-CEP 2015-188-Rev 02).
Bracnigok oHoBneHHs CEP gogaHo ouiHky
PW3MKY LLOA0 e/TEMEHTHUX AOMILLOK 3rigHo ICH
Q3D. 3miHa agpecy BUPOBHMNYMX NOTYXHOCTEN
npomMixHoro npoAdykTy Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3miHu | TUNY - 3MiHX 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChKil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHWLTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOJAHHA OHOBEHOTO cepTudikaTy
BiANOBIAHOCTI EP Bif 3aTBEPAXKEHOIO
BMpo6Huka A®l MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepegaHs sepcis: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HauvaeTbcs, Wo
Jomilka L, onvcaHa B MoHorpadii He
BW3HAYAETHLCSA, OCKi/IbKV BOHA HE MOXe 6yTun
MPVCYTHBLOIO NPU BUKOPUCTAHOMY LLISAXY
CUHTe3y. BBefeHHs AinbHULi AN1a BUPO6GHULTBA
npomikHoi npogykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudikaTt BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHNLTBI
A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -

OHOB/EeHWIA cepTUddikar Bif y>Ke 3aTBepAKeHOoro




279

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

BMPOOHUKA - MOJaHHS OHOB/IEHOrO cepTudikaTy
BiANOBIAHOCTI EP ANA 3aTBEPLKEHOIO
Bupo6HMKa MSN Laboratories Private Limited
CEP Ne R1-CEP 2015-188-Rev-01 (nonepefHs
Bepcis: RO-CEP 2015-188-Rev-04 ). OHOBNEHHSA
afpecy noctavasibH1Ka, NPOMDKHOrO NMPOAYKTY
BMpo6Huka Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6€3 3MiHU MicLie3HaXKEHHS. 3MiHU |
TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapCcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y meTogax BUnpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMXEHUX MeToAax BUNpobyBaHHS) - 3MiHa
METOAMKM BUNPOGYBaHHs /13 3a NOKa3HMKOM
«MikpobionoriyHa unctoTa», a came BHECEHO
3MiHa meToay Ans Bu3HadveHHs TYMC 3 metogy
NOBEPXHEBOTrO BUCIBAHHS HAa METOZ, MeM6paHHOT
inbTpavii, a TakoX 3MiH1 Y po3BeeHHi
TECTOBOro po3yvHy ans TAMC

3a

UA/17672/01/03

327.

POCYMAK

TabneTku, BKPUTI
NNiBKOBOO
obonoHkoto, no 20
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

ANKANOIL AL
Ckon'e

Pecny6nik
a MiBHiyHa
MakepoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHIiYHaA
MakefoHist

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax B1unpobyBaHb
(BKNKOYALOUM 3aMiHy ab60 [OMNOBHEHHS)) - 3MiHA
MeToay BunpobyBaHHs /13 3a NOKa3HNKOM
«KinbkicHe BU3HaueHHs» A®| PosyBacTatuHy
(BEPX). OHOBNEHMIA MeETOL BUNPOGYBaHHS

BMNPOBAMKYETLCSA 3 METOI0 YCYHEHHS Npo6iem

|00 [OCATHEHHS YMOB MPUAATHOCTI CUCTEMMU.
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax

BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb

(BKTtOHaOuM 3aMiHy ab0 JOMOBHEHHS)) - 3MiHA

3aTBEpKEHOro MeToay BunpobysaHHA M3 ans

nokasHuka «OfHOPIAHICTb A030BaHNX OANHULb»
(BEPX) Ha HOBWiA MeTog, Sk1iA NPOBOAUTBLCS B

3MmiHu | TUny - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKNKOYALOUM 3aMiHy ab0 [OMNOBHEHHS)) - 3MiHA

ymoBax KiNIbKICHOrO BU3HaYeHHs po3yBacTaTuHy.

MeToay B1npobyBaHHs /13 3a NOKa3HNKOM

peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
«Po3unHeHHs» (BEPX). 3MiHu | Tuny - 3MiHn 3

sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNPOBYBaHHA) HE3HAYHI 3MiHW B MeTofi
BUNpobyBaHHA /13 3a nokasHMKOM «CynyTHi
Oomiwkn» (BEPX), Wwo cTocyloTbes AofaBaHHSA
onucy xpomaTtorpadiyHux ymoB, AeTasIbHOro
onuncy NpUroTyBaHHs 6ydrepHOro posunHy Ta
PO3YMHHMKA. 3MiHM | TUMY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEChKil
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkilt hapmakonei: ans A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHWLTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOr0
BUPOGHMKA - NOAAHHA OHOBEHOTO cepTudikaTy
BiANOBIAHOCTI EP Bif 3aTBEPAXKEHOIO
BMpo6Huka APl MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03
(3atBepmxeHo: CEP RO-CEP 2015-188-Rev 02).
Bracnigok oHoBneHHs CEP gogaHo oujiHky
PU3MKY LWOA0 eNeMeHTHUX AOMILLOK 3rigHo ICH
Q3D. 3miHa agpecy BUPOGHNUNX NOTYXHOCTEN
npomixkHoro npoAaykTy Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3MiHn | TUNY - 3MiHN 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOoB/EHWI cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOOGHUKA - NOAAaHHA OHOBJ/IEHOrO cepTudikary
BiANOBIgHOCTI €D Bif 3aTBEPAXKEHOTO
BMpobHuKa A®lI MSN Laboratories Private

Limited CEP Ne RO-CEP 2015-188-Rev-04
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(nonepegaHs Bepcis: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbcs, L0
Jowmilka L, onncaHa B MoHorpadii He
BM3HAYaETHCS, OCKi/IbKM BOHA HE MOXe byTn
NPVCYTHBOIO NPU BUKOPUCTAHOMY LLNSXY
CUHTe3y. BBefeHHs AinbHULi Ana BUpobHuLTBa
npomikHoi npoaykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3MiHu | TUny - 3MiHn
3 akocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa 4ONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOr0
BUPOGHMKA - NOJAHHA OHOBMEHOTO cepTudikaTy
BIANOBIAHOCTI EP AN5 3aTBEPAKEHOIO
BMpo6HMKa MSN Laboratories Private Limited
CEP Ne R1-CEP 2015-188-Rev-01 (nonepefHs
Bepcis: RO-CEP 2015-188-Rev-04 ). OHOBNEHHSA
afipecy noctayasibHuKa, MPOMKHOTO NMPOAYKTY
BMpo6HUKa Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6e3 3MiHN MicLe3HaxXKEHHS. 3MiHN |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbknii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y meTofax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepMKEHNX MeToAax BUNPOBYBaHHS) - 3MiHa
MEeTOAMNKM BUNPOBYBaHHA /13 3a NOKa3HMKOM
«MikpobionoriyHa ynctoTa», a came BHECEHO
3MiHa meTogy ANns Bu3HadeHHss TYMC 3 meTtoay
NOBEPXHEBOrO BUCIBAHHA HA METOA, MeMOpaHHOI
inbTpavii, a TakoX 3MiHN Y pO3BEAEHHi
TECTOBOro po3yuHy ans TAMC

328.

POCYMAK

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHI Kopoobui

ANKANOIL AL
Ckon'e

Pecny6nik
a NisHiyHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiyHa
MakefoHis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis:
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y metogax

BMNPOOYBaHHSA rOTOBOTO fliKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb

(BKNKOUAOUM 3aMiHY 260 AOMOBHEHHS)) - 3MiHA

mMeToay BUNpobyBaHHSA /13 3a NOKasHUKOM

«KinbkicHe BU3HaueHHa» APl PosyBacTaTuHy

(BEPX). OHOBNEHWI MeTo BUNPOBYBaHHS

3a
peyermom

UA/17672/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMPOBAKYETLCS 3 METOIO YCYHEHHS Npo6iem

00 [OCATHEHHS YMOB MPUAATHOCTI CUCTEMM.
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunNpobyBaHb

(BKNKOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) - 3MiHA

3aTBEPAKEHOro MeToay BunpobysaHHA MN3 gns

nokasHuka «OgHOPIAHICTb 4030BAHNX OAMNHULb»

(BEPX) Ha HOBWiA MeTog, SKUiA NPOBOAUTLCSA B

YMOBaX Ki/IbKiCHOTO BU3HAYEHHSA pPO3yBacTaTuHy.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MmiHa y metogax

BMNPOOYBaHHSA rOTOBOTO MliKApCbKOro 3acoby
(iHwWwi 3miHM y MeTogax BunpobyBaHb

(BKNKOUAOUM 3aMiHY ab0 AONOBHEHHS)) - 3MiHA

meToay BuUNpobyBaHHsA /13 3a NOKasHUKOM

«Po3urHeHHs» (BEPX). 3MiHun | TUny - 3MiHn 3

AkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B METOS|
BMNpo6yBaHHSA /13 3a Noka3HUKOM «CynyTHi

Jomilwkm» (BEPX), Lo cTocyoTbCs foAaBaHHSA

onuncy xpomarorpadiiyHnx ymoB, feTaslbHOro
onuncy NpuUroTyBaHHs 6ydhepHOro posunHy Ta
PO34YMHHMKA. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIXKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOOGHUKA - NOAAaHHA OHOBJ/IEHOrO cepTudikary
BiANOBIgHOCTI €D Bif 3aTBEPAKEHOIO
BMpobHuKka A®lI MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev 03

BHacnigok oHoBneHHss CEP gogaHo ouiHKy

(3atBepaxeHo: CEP RO-CEP 2015-188-Rev 02).

PY3KKY OO0 eNeMEHTHUX AOMILWOK 3rigHo ICH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Q3D. 3wmiHa agpecy BUPOGHUNYMX MOTY)XXHOCTEN

npomixHoro npoAykty Jiangsu Alpha
Pharmaceutical Co. Ltd., Ta ginbHuui Nenter &
Co., Inc. 3miHn | TMRY - 3MiHN 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI
A®I; ons fONOMIXKHOT peqyoBUuHU (cepTudikar
BiANoBigHOCTI EBponeiickbkilt hapmakonei) -
OHOBeHWiA cepTUdikar Bif, y>e 3aTBepaKeHOoro
BMPOOHUKA - MOJaHHS OHOB/IEHOrO cepTudikaTy
BignoBigHOCTI EP Bif 3aTBEPAKEHOTO
BMpo6Huka APl MSN Laboratories Private
Limited CEP Ne RO-CEP 2015-188-Rev-04
(nonepepaHs Bepcisa: CEP RO-CEP 2015-188-Rev
03). B oHoBneHomy CEP 3a3HavaeTbcs, L0
Jowmilwka L, onncaHa B MoHorpadii He
BU3HAYaETHCS, OCKi/IbKM BOHA HE MOXe byTu
NPYUCYTHLO NPU BUKOPUCTAHOMY LUMSIXY
CuHTe3y. BBefeHHs AinbHWLi Ans BUpobHMLTBa
npomixHoi npoaykuii BINHAI YONGTAI
TECHNOLOGY CO., LTD. 3miHu | Tuny - 3miHn
3 akocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiicbkin hapmakonei) -
OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOOGHUKA - NOAAaHHA OHOBJ/IEHOTO cepTudikary
BiANOBIAHOCTI ED ANs 3aTBEPAKEHOrO
BMpo6HMKa MSN Laboratories Private Limited
CEP Ne R1-CEP 2015-188-Rev-01 (nonepefHs
Bepcis: RO-CEP 2015-188-Rev-04 ). OHOBNEHHS
afipecy noctavasibH1Ka, MPOMKHOTO NMPOAYKTY
BMpo6HMKa Zhejiang Hongyuan Pharmaceutical
Co.Ltd, 6€3 3MiHN Micue3HaxmKeHHs. 3MiHu |
TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3MiHa y MeTofax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNpPobyBaHHS) - 3MiHa
MeToAVKM BUNPOo6yBaHHA /13 3a NoKasHMKOM
«Mikpob6ionoriyHa yucTota», a came BHECEHO
3MiHa meToAy ANs BU3HaveHHa TYMC 3 metogy
NMOBEPXHEBOTO BUCIBAHHS Ha METOZ, MeMbpaHHOT
inbTpavii, a TakoX 3MiHU Y pO3BEEHHI
TECTOBOro po3yvHy ansgs TAMC
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

329.

POTAN®EH

PO34MH A5 iH'EKLIN,
50 mr/2 mn; no 2 mn
B amnyni; no 5
ammnys B KOHTYPHii
YapyHKOBIl
ynakosui; no 1 a6o 2
KOHTYPHI YapyHKOBI
yNakoBKu y
KapTOHHilA KOpO6L

TOB "YOPA[,
MEONLH"

YkpaiHa

dapmaBixH CaH. Be
Tigpx. A.LLL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHN BHECEHO A0 IHCTPYKLIT 418 MenyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Oco6/1MBOCTi 3aCTOCYBaHHS" BIAMNOBIAHO A0
pekomeHgauii PRAC EMA Wo40 MOX/IMBOCTI
MacKyBaHHSI CUMNTOMIB OCHOBHMX iHGDeKUil npu
3aCTOCYBaHHi Ajil040i peyoBUHU
nekcketonpodeH. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsLiB Nicns 3aTBEpAKEHHS. 3MiHU
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLliHKM 3BITY 3 AOCNiIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM). 3MiH1 BHECEHO A0
IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3finy "3acTocyBaHHs
B nepiof BariTHOCTi abo rogyBaHHs rpyaar”
BiANOBIAHO A0 pekomeHAauii PRAC EMA wogo
6e3nekn Npy 3acToCyBaHHI B NePiof BariTHOCTI
4itoyoi pevoBUHU fekcketonpodeH. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/17988/01/01

330.

PATIBHUK®

Kpem no 15 r a6o no
30 r B Ty6i; no 1 Ty6i
B nauui

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT
"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHK 3 akocTi. CepTudiikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
[MogaHHsA HOBOrO abo OHOBIEHOTO cepTudlikaTa

6e3
peuyenma

UA/5062/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BiANOBIAHOCTI @60 BUNyYeHHs cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyvoBuHN (cepTudikaT
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
HoBuii cepTudpikat Bif, HOBOro BUPOGHMKaA
(3amiHa abo AONOBHEHHS) NOAAHHA HOBOTO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2017-128-Rev 00 ans
Aitoyoi pevosuHu Chlorhexidine digluconate
solution Big HoBoro Bupo6Huka Medichem, S.A.,
IcnaHis ([onoBHEHHS). 3MiHu | TUny - 3MiHK 3
AKocTi. A®l. KoHTponb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo AONYyCTUMKX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NPpoAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW). CynyTHA 3MiHa- 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTofax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(iHWi 3mMiHM y MeToAax BUNpPoByBaHHS
(BKtOMaOUM 3aMiHy abo LONOBHEHHS) AD| abo
BWXifHOro/MPOMIXHOro NPOAYyKTY)
BHECEHHS 3MiH 0 creuudikalii Ta MeTogis
KOHTpON0 ANns fgitovoi pevosrHu Chlorhexidine
digluconate solution 3a NOKa3HUKOM «3a/IULLKOBI
KITbKOCTi OpraHiyHNX PO3YMHHWKIB» BifMOBIgHO
[0 OpUriHaIbHUX AOKYMEHTIB BUPOGHMKA
Medichem, S.A., IcnaHis (MeTaHon He 6inbLue
3000 ppm). 3miHu | TURy - 3MiHK 3 AKOCTi. ADI.
KoHTposnb A®l. 3miHa y napameTtpax
cneumdikayii Ta/abo AoNYyCTUMUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHwWi 3miHW). CynyTHA 3MiHa- 3MiHU 3 AKOCTI.
A®I. KoHTpornb A®I. 3miHa y meTogax
BMNpobyBaHHsA APl abo BUxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3mMiHM y MeTOoAax BUNPoByBaHHSA
(BKtovar0uM 3aMiHy abo JoNoBHeEHHS) AdD| abo
BUXIAHOrO/NPOMIXXHOTO NPOAYKTY) BHECEHHS 3MiH
[0 cneundikauii Ta METOAIB KOHTPO/IKO ANs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

aitoyoi peyosuHn Chlorhexidine digluconate
solution Bupo6Huka Medichem, S.A., IcnaHis 3a
NoKasHNKOM «MiKpO6ioNoriYHa YACTOTa»,
30Kpema Jo4aBaHHs KpUTepiiB MPUAHATHOCTI 3
BiiNOBIAHUM METOAOM -3arasibHe Yncno
aepob6HMX MikpoopraHiamis (TAMC)He 6inbLie
103 KYO/mn; -3arasibHe 4ncno ApiKmKOBKX i
nniceHeBux rpubis (TYMC) He 6Ginblue 102
KYO/mn. (®Y/ED, 2.6.12, 5.1.4). 3minu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo fonycTuMmx
MeX, BU3HaUYeHnX y crneumndikauiax Ha Adl, abo
BUXIiQHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHwWi 3MiHW) BHECEHHSA 3MiH 0 cnevudikauii ans
aitoyoi peyosuHn Chlorhexidine digluconate
solution Bupo6Hvka Medichem, S.A., IcnaHis, a
came BW/IyYEeHHS NOKa3HUKA «PO3UMHHICTb»
BignoBigHo Ao Bumor AdY 1.4, Tak K AaHWUiA
MOKa3HWK Mae pekomeHgauiiHuiA XxapakTep, Ta
He € 060B'A3KOBUM.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
331. | CANNIODANDbK | rpaHynu [Op. danbk HimeuunH BignosiganbHuii 3a HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3745/01/04
racTpopesnCTeHTHi Papma 'M6X a BUMYCK Cepiii 3MiHK | TUNY - 3MiHK Woao peyenmom

NPOJIOHroBaHoI fji
nol5r;no279r
rpaHyn y naketi
«["paHy-CTuKC»; no
35 nakeTiB y kopobui
3 KapPTOHY

KIHLLEBOrO NPOAYKTY:
Ap. ®anbk Papma
mM6X, HimeuunHa;

BMPOBHUK [,030BaHOI
cdhopmu, NepBrHHE,

BTOPVHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
NosaH ®apma M'vbX,
HimeuunHa; ®apbin
dapma 'v6X,
HimeuuunHa;
BMPOBHUK,
BignoBigasibHWI 3a
nepBuHHe, BTOPUHHE
nakyBaHHS Ta
KOHTPO/Tb AKOCTI:
NoszaH ®apma M6X
(Ewbax caiit),
HimeuuunHa;
BUPOOHUK,
BiANOBifa/IbHWIA 32
KOHTPO/Tb AKOCTI:

HaykoBo-gocnigHui
iHCTUTYT Xennenep
mM6X, HimeuunHa,;

BUPOOHUK,
BiANOBifa/IbHWIA 32
KOHTPO/Tb AKOCTI:
anndgamveq ®APBIN
ApuHaimiTTeNb
m6X, HimeyunHa

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [Jjtoya pepakuis: BoiTeHko AHTOH
leopriiioBuy. MNponoHoBaHa peakuis: byasak
OnekcaHgpa CepriiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M 3asBHIKa,
BiANOBIAa/IbHOI 32 hapMakoHar/is4 B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
332. | CE/VICENT® | kancynu no 250 wmr, TOB «Pouw YkpaiHa Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/6612/01/01
no 10 kancyny YkpaiHa» Hepo3gacoBaHo! LLiBeiiuapis 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | nionszae
6nicTepi; no 10 NPOAYKLT; HaliMeHyBaHHS Ta/abo agpecu micus
6nicTepiB y nakyBaHHs, NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
KapTOHHI navwi BUNPOGYBaHHSA roTOBOro NikapcbKoro 3acoby, BKIYaun
KOHTPO/O AKOCTI: AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
[enbdapm MinaHo, KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
C.P.N., Itanis BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
[MakyBaHHA, BUMYCK B pamkax paujioHanisaduii odpicHnx nnowy, Roche,
cepii: MPOMNOHYETLCA 3MiHa agpecu odicy, ska
® . XodhpmaHH-/15 3pjiicHioe Bunyck N13. JaHa 3MiHa BigbyBaeTbCA
Pow Jltg, B pamkax OfHi€l CUCTEMU KOHTPOJTHO SKOCTI |
LLiseiiuapis CTOCYETbCSA BUK/TIOUYHO DYHKLT BUMYCK cepii, | He
Bunyck cepii: Mage BN/MBY Ha BUPOGHMUMIA NpoLec npenapary.
®.XothpmaHH-/15 He mae BnamBy Ha SiKicTb, 6e3neky Ta
Pow N7a, edhekTVBHICTb Npenaparty. Micue BUpo6GHMLTBA
LLiBefiuapis N3 He 3MiHMNOCL. . BBEAEHHSA 3MiH NPOTArom 6-
TV MicsiliB nicns 3aTBepKeHHS
333. | CEHAOE® Tabnetkn no 13,5 mr Lnnna Nitg, IHais Megiteb IHais BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 - UA/6054/01/01
Ne 500: no 20 CnewmaniTia 3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA peuyenma
Tabnetok y 6nictepi; Niviten nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK

no 25 6nictepis y
KapTOHHIlA KOpooLi

BMNpOoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneyudikayisx, nig vyac
BMPOGHMLTBA rOTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHW) - 3MiHA CTOCYETbCS OHOBJ/IEHHS
cneumnagikauii Tecty Blend Uniformity (in process
control) nig yac Bupo6HuuTBa N3.
TepmiHonoris «CepefHE 3HAUYEHHS BMIiCTy»
BK/IIOYEHA BIAMNOBIAHO A0 OHOBAEHUX SOP
(cTaHpapTHUX onepauiinHux npoueayp) no
Bii6Opy Npo6 Ta aHani3y cymilli Ha cTag;i
Blending (3milyBaHHS). MNpuMiTKa: Lie BKIHOYEHO
AN KPaLLoro PO3’sICHEHHS LWOA0 AOKYMEHTIB, Ha
AKi NOTPIGHO NocunaTca AnA BUSHAYEHHS MeX
npw BUNPO6YBaHHI OAHOPIAHOCTI CyMiLLli.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpMKEHHS; 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpoib rOTOBOro
NiKapcbKoro 3acoby (iHLi 3MiHW) - OHOBNEHHS
METOZIB KOHTPOJIIO AKOCTi NiKapCbKOro 3acoby 3
MEeTO NPUBEAEHHS Y BiANOBIAHICTL A0 AitoHoro
3aKOHOJABCTBA LUIAXOM nepeknagy TecTy Ha
YKpaiHCbKy MOBY. BBefieHHS 3MiH NpoTArom 3-x
MicALB Nicnsa 3aTBepAKEHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
334. | CUMBIKOPT MOPOLLIOK AN AcTpa3eHeka LBeuis BWUIOTOBJIEHHS, LLiseujs BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/5433/01/01
TYPBYXANE iHransuin, Ab HanoBHEHHS, 3MiHu | TUNY - 3MiHK Woa0 peyenmom
P [1030BaHwWi1, no 80 KOHTPO/Ib SKOCTI, 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
MKr/4,5 mMkr/po3a; no MapKyBaHHs, (iHLWi 3MiHM) 3MiHM BHECEHO B TEKCT MapKyBaHHS
60 go3y BTOpPUHHE NepBUHHOT Ta BTOPUHHOI YNAakKOBOK J1iKapCbKOro
n1acTMKOBOMY nakyBaHHs Ta 3acoby, a came: 3a3Ha4yeHHs1 HOMepiB
iHransaTopi; no 1 BUMYCK Cepii: peecTpauiiHnX NOCBiAYEHb Ta BHECEHHS
iHranaTopy B AcTpa3eHeka Ab, pepakuiiHnx npaBok. BBeAEHHSA 3MiH MPOTSAroM
KapTOHHI KOpo6Li Lseuis 6-TV MicsLIB NicNsA 3aTBEPKEHHS.
335. | CUMBIKOPT MOPOLLIOK ANs AcTpa3eHeka LBeuis BWIOTOBJIEHHS, LLisewjs BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a - UA/5433/01/02
TYPBYXANE iHransuin, Ab HanoBHEHHS, 3MiHu | TUNY - 3MiHK Woa0 peyenmom
P [o30BaHunit, no 160 KOHTPO/Ib SIKOCTI, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
MKr/4,5 mMkr/go3a, no MapKyBaHHS, (iHLWi 3MiHM) 3MiHM BHECEHO B TEKCT MapKyBaHHS
60 go3y BTOpPUHHE NepBUHHOT Ta BTOPUHHOI YNAakKOBOK J1iKapCbKOro
n1acTMKOBOMY nakyBaHHs Ta 3aco6y, a came: 3a3Ha4yeHHs1 HOMepIB
iHransaTopi; no 1 BUMYCK Cepii: peecTpauiiHnX NOCBiAYEHb Ta BHECEHHS
iHranaTopy B AcTpa3eHeka Ab, pepakuiiHnx npaBok. BBeAEHHSA 3MiH MPOTSAroM
KapTOHHI/ Kopobui Lsewis 6-TV MicsLIB NicNsA 3aTBEPKEHHS.
336. | CUMBIKOPT NMopoLUoK AN AcTpa3eHeka LBewis BUrOTOBJIEHHS, LiBeuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a - UA/5433/01/03
TYPBYXANE iHransuin, Ab HanoBHEHHS, 3MiHu | TMNY - 3MiHK Woa0 peyenmom
P [o30BaHuit, no 320 KOHTPO/Ib SKOCTI, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
MKr/9,0 mMkr/go3a; no MapKyBaHHs, (iHWi 3mMiHW) 3MiHN BHECEHO B TEKCT MapKyBaHHs
60 go3y BTOpPUHHE NepBUHHOT Ta BTOPUHHOI YNaKoBOK JliKapCbKOro
n1acTMKoBOMY nakyBaHHs Ta 3acoby, a came: 3a3Ha4yeHHs1 HOMepIB
iHranaTopi; no 1 BMNYCK cepil: peecTpauiiH1X NOCBiAYEHb Ta BHECEHHS
iHranaTopy B AcTpa3eHeka Ab, pepakuiiHnx npaBok. BBeAEHHS 3MiH NPOTSroM
KapTOHHI/ Kopobui LLiseuis 6-TV MicsLIB NicNs 3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
337. | CKIHOPEH® kpem 20 % no 30ry NEO dapma [OaHis NEO dapma ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/1074/02/01
Ty6i; no 1 Ty6i y AlC MaHydakTypiHr ITani 3MiHK | TUNY - 3MiHK Woao peuyenma
KapTOHHIlA KopooLi CcPN 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itoya pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Kipa Xammepwoi / Kira
Hammershoi. 3MiHa KOHTaKTHUX JAaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BiNOBiAA/IbHOI 32 hapMakoHarnsag.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
338. | COMABEPT niodpinisat gns Mdpanzep Eiu. CLIA Brpo6HMUTBO, Benebrisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17108/01/01
pO34nHYy ANA iH'eKUl Ci. Ni. KOHTPO/b AKOCTi Ta Ipnangis 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
no 10 wmr; 10 KopnopeiiLuH BUNYCK Ccepii Boan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
chakoHiB 3 ANs iH eKUin y BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
niogpinizatom y nonepegHL0 BVKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECi
NMPOMIiXHiiA HarnoBHEHUX Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
KapTOHHI Kopo6Lyj; wnpuuax, HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
3 NPOMDKHI KAPTOHHI oflHovyacHe A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI

KOPOOKN B KOMMIEKTI
3 30 nonepeaHbLO
HarnoBHEHNMMU
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 1
mn 1a 30
6e3ne4yHnmm
rofikaMu B KapTOHHIiA
KopoobLi

nakyBaHHs Ta
MapKyBaHHS BOAW
[ANs iH ekuin Ta
nikapcbkoro 3acoby;
BVMPOGHMLTBO
nikapcbKkoro 3acoby
in bulk Ta nepeuHHe
nakyBaHHS; BUMYyCK
cepii nikapcbKoro
3ac06y; KOHTPO/b
SKOCTi NikapCcbKoro
3acoby, 3a
BUK/IIOYEHHSAM TecTy
"BioaHaniz":
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB,
Benbrisi; KOHTpOsb
AKOCTI NliKapCbKOro
3acoby: MNdaiizep
Ipnexg
PapmaceyTumkasnic,
IpnaHgis

€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0cbe)(3anponoHOBaHNi BAPOOHUK HAIEXUTb
[0 Tiel caMoi BUPOBHWUYOI rpynu nignpuemcTs,
LU0 11 3aTBEPMKEHNI) - 3MiHA AiNbHUL
BiANOBIAA/IbHOI 32 MiAroTOBKY po6040ro 6aHky
KniTuH 3 Pfizer Inc. 700 Chesterfield Parkway
West, Chesterfield, MO 63017 (Pfizer 700
Chesterfield) Ha Pfizer Inc. 875 Chesterfield
Parkway West, Chesterfield, MO 63017, USA
(Pfizer 875 Chesterfield). Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA (Pfizer 875 Chesterfield) paHiwe
3apeecTpoBaHo 3 PYHKLiSAMUN 36epiraHHs
rO/I0BHOTO Ta PO6040ro 6aHKiB KNiTWH. JinbHnus
Pfizer Inc. 700 Chesterfield Parkway West,
Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
BMBOAWTLCS i3 ekcnyatauii Ta Bu1yyatTbCes i3
marepianis fAocbe; 3MiHu Il TUNYy - 3MiHK 3
akocTi. A®l. BUpobHMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3MiHa CTOCYETHCS aKTUBHOI
peyoBUHM 6ioNOriYHOro/iMyHOONYHOro
NoXoxeHHs1 abo BUKOPUCTaHHSA XiMiYHNX AD| y
BVMPOGHMLTBI NiKapCbKOro 3acoby
6i0/10rYHOr0/iMyHO/TONYHOTO MOXOPKEHHS, SiKa
MOXe MaTh 3HaYHWIA BMNAMB Ha AKiCTb, 6e3neky
Ta eheKTVBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCS NPOTOKOAY) - [lofaBaHHs
aNbTepHaTMBHOIO pobo4oro 6aHky knitnH, WCB
8 3 BMpo6HMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
339. | COMABEPT niodpinisat gns Mdpanzep Eiu. CLIA Brpo6HMUTBO, Benebrisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17108/01/02
pO34nHYy ANA iH'eKUl Ci. Ni. KOHTPO/b AKOCTi Ta Ipnangis 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
no 15 wr; 10 KopnopeiiLuH BUNYCK Ccepii Boan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
chakoHiB 3 ANs iH eKUin y BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
niogpinizatom y nonepegHL0 BVKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECi
NMPOMIiXHiiA HarnoBHEHUX Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
KapTOHHI Kopo6Lyj; wnpuuax, HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
3 NPOMDKHI KAPTOHHI oflHovyacHe A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI

KOPOOKN B KOMMIEKTI
3 30 nonepeaHbLO
HarnoBHEHNMMU
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 1
mn 1a 30
6e3ne4yHnmm
rofikaMu B KapTOHHIiA
KopoobLi

nakyBaHHs Ta
MapKyBaHHS BOAW
[ANs iH ekuin Ta
nikapcbkoro 3acoby;
BVMPOGHMLTBO
nikapcbKkoro 3acoby
in bulk Ta nepeuHHe
nakyBaHHS; BUMYyCK
cepii nikapcbKoro
3ac06y; KOHTPO/b
SKOCTi NikapCcbKoro
3acoby, 3a
BUK/IIOYEHHSAM TecTy
"BioaHaniz":
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB,
Benbrisi; KOHTpOsb
AKOCTI NliKapCbKOro
3acoby: MNdaiizep
Ipnexg
PapmaceyTumkasnic,
IpnaHgis

€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0cbe)(3anponoHOBaHNi BAPOOHUK HAIEXUTb
[0 Tiel caMoi BUPOBHWUYOI rpynu nignpuemcTs,
LU0 11 3aTBEPMKEHNI) - 3MiHA AiNbHUL
BiANOBIAA/IbHOI 32 MiAroTOBKY po6040ro 6aHky
KniTuH 3 Pfizer Inc. 700 Chesterfield Parkway
West, Chesterfield, MO 63017 (Pfizer 700
Chesterfield) Ha Pfizer Inc. 875 Chesterfield
Parkway West, Chesterfield, MO 63017, USA
(Pfizer 875 Chesterfield). Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA (Pfizer 875 Chesterfield) paHiwe
3apeecTpoBaHo 3 PYHKLiSAMUN 36epiraHHs
rO/I0BHOTO Ta PO6040ro 6aHKiB KNiTWH. JinbHnus
Pfizer Inc. 700 Chesterfield Parkway West,
Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
BMBOAWTLCS i3 ekcnyatauii Ta Bu1yyatTbCes i3
marepianis fAocbe; 3MiHu Il TUNYy - 3MiHK 3
akocTi. A®l. BUpobHMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3MiHa CTOCYETHCS aKTUBHOI
peyoBUHM 6ioNOriYHOro/iMyHOONYHOro
NoXoxeHHs1 abo BUKOPUCTaHHSA XiMiYHNX AD| y
BVMPOGHMLTBI NiKapCbKOro 3acoby
6i0/10rYHOr0/iMyHO/TONYHOTO MOXOPKEHHS, SiKa
MOXe MaTh 3HaYHWIA BMNAMB Ha AKiCTb, 6e3neky
Ta eheKTVBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCS NPOTOKOAY) - [lofaBaHHs
aNbTepHaTMBHOIO pobo4oro 6aHky knitnH, WCB
8 3 BMpo6HMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
340. | COMABEPT niodpinisat gns Mdpanzep Eiu. CLIA Brpo6HMUTBO, Benebrisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17108/01/03
pO34nHYy ANA iH'eKUl Ci. Ni. KOHTPO/b AKOCTi Ta Ipnangis 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
no 20 wmr; 10 KopnopeiiLuH BUNYCK Ccepii Boan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
chakoHiB 3 ANs iH eKUin y BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
niogpinizatom y nonepegHL0 BVKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECi
NMPOMIiXHiiA HarnoBHEHUX Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
KapTOHHI Kopo6Lyj; wnpuuax, HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
3 NPOMDKHI KAPTOHHI oflHovyacHe A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI

KOPOOKN B KOMMIEKTI
3 30 nonepeaHbLO
HarnoBHEHNMMU
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 1
mn 1a 30
6e3ne4yHnmm
rofikaMu B KapTOHHIiA
KopoobLi

nakyBaHHs Ta
MapKyBaHHS BOAW
[ANs iH ekuin Ta
nikapcbkoro 3acoby;
BVMPOGHMLTBO
nikapcbKkoro 3acoby
in bulk Ta nepeuHHe
nakyBaHHS; BUMYyCK
cepii nikapcbKoro
3ac06y; KOHTPO/b
SKOCTi NikapCcbKoro
3acoby, 3a
BUK/IIOYEHHSAM TecTy
"BioaHaniz":
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB,
Benbrisi; KOHTpOsb
AKOCTI NliKapCbKOro
3acoby: MNdaiizep
Ipnexg
PapmaceyTumkasnic,
IpnaHgis

€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0cbe)(3anponoHOBaHNi BAPOOHUK HAIEXUTb
[0 Tiel caMoi BUPOBHWUYOI rpynu nignpuemcTs,
LU0 11 3aTBEPMKEHNI) - 3MiHA AiNbHUL
BiANOBIAA/IbHOI 32 MiAroTOBKY po6040ro 6aHky
KniTuH 3 Pfizer Inc. 700 Chesterfield Parkway
West, Chesterfield, MO 63017 (Pfizer 700
Chesterfield) Ha Pfizer Inc. 875 Chesterfield
Parkway West, Chesterfield, MO 63017, USA
(Pfizer 875 Chesterfield). Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA (Pfizer 875 Chesterfield) paHiwe
3apeecTpoBaHo 3 PYHKLiSAMUN 36epiraHHs
rO/I0BHOTO Ta PO6040ro 6aHKiB KNiTWH. JinbHnus
Pfizer Inc. 700 Chesterfield Parkway West,
Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
BMBOAWTLCS i3 ekcnyatauii Ta Bu1yyatTbCes i3
marepianis fAocbe; 3MiHu Il TUNYy - 3MiHK 3
akocTi. A®l. BUpobHMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3MiHa CTOCYETHCS aKTUBHOI
peyoBUHM 6ioNOriYHOro/iMyHOONYHOro
NoXoxeHHs1 abo BUKOPUCTaHHSA XiMiYHNX AD| y
BVMPOGHMLTBI NiKapCbKOro 3acoby
6i0/10rYHOr0/iMyHO/TONYHOTO MOXOPKEHHS, SiKa
MOXe MaTh 3HaYHWIA BMNAMB Ha AKiCTb, 6e3neky
Ta eheKTVBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCS NPOTOKOAY) - [lofaBaHHs
aNbTepHaTMBHOIO pobo4oro 6aHky knitnH, WCB
8 3 BMpo6HMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
341. | COMABEPT niodpinisat gns Mdpanzep Eiu. CLIA Brpo6HMUTBO, Benebrisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/17108/01/04
pO34nHYy ANA iH'eKUl Ci. Ni. KOHTPO/b AKOCTi Ta Ipnangis 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom
no 30 wmr; 10 KopnopeiiLuH BUNYCK Ccepii Boan Brpo6HMLUTBO. 3MiHa BUPOOHMKa
chakoHiB 3 ANs iH eKUin y BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
niogpinizatom y nonepegHL0 BVKOPVCTOBYOTHCS Y BUPOOHMYOMY NPOLIECi
NMPOMIiXHiiA HarnoBHEHUX Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
KapTOHHI Kopo6Lyj; wnpuuax, HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
3 NPOMDKHI KAPTOHHI oflHovyacHe A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI

KOPOOKN B KOMMIEKTI
3 30 nonepeaHbLO
HarnoBHEHNMMU
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 1
mn 1a 30
6e3ne4yHnmm
rofikaMu B KapTOHHIiA
KopoobLi

nakyBaHHs Ta
MapKyBaHHS BOAW
[ANs iH ekuin Ta
nikapcbkoro 3acoby;
BVMPOGHMLTBO
nikapcbKkoro 3acoby
in bulk Ta nepeuHHe
nakyBaHHS; BUMYyCK
cepii nikapcbKoro
3ac06y; KOHTPO/b
SKOCTi NikapCcbKoro
3acoby, 3a
BUK/IIOYEHHSAM TecTy
"BioaHaniz":
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB,
Benbrisi; KOHTpOsb
AKOCTI NliKapCbKOro
3acoby: MNdaiizep
Ipnexg
PapmaceyTumkasnic,
IpnaHgis

€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0cbe)(3anponoHOBaHNi BAPOOHUK HAIEXUTb
[0 Tiel caMoi BUPOBHWUYOI rpynu nignpuemcTs,
LU0 11 3aTBEPMKEHNI) - 3MiHA AiNbHUL
BiANOBIAA/IbHOI 32 MiAroTOBKY po6040ro 6aHky
KniTuH 3 Pfizer Inc. 700 Chesterfield Parkway
West, Chesterfield, MO 63017 (Pfizer 700
Chesterfield) Ha Pfizer Inc. 875 Chesterfield
Parkway West, Chesterfield, MO 63017, USA
(Pfizer 875 Chesterfield). Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA (Pfizer 875 Chesterfield) paHiwe
3apeecTpoBaHo 3 PYHKLiSAMUN 36epiraHHs
rO/I0BHOTO Ta PO6040ro 6aHKiB KNiTWH. JinbHnus
Pfizer Inc. 700 Chesterfield Parkway West,
Chesterfield, MO 63017 (Pfizer 700 Chesterfield)
BMBOAWTLCS i3 ekcnyatauii Ta Bu1yyatTbCes i3
marepianis fAocbe; 3MiHu Il TUNYy - 3MiHK 3
akocTi. A®l. BUpobHMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3MiHa CTOCYETHCS aKTUBHOI
peyoBUHM 6ioNOriYHOro/iMyHOONYHOro
NoXoxeHHs1 abo BUKOPUCTaHHSA XiMiYHNX AD| y
BVMPOGHMLTBI NiKapCbKOro 3acoby
6i0/10rYHOr0/iMyHO/TONYHOTO MOXOPKEHHS, SiKa
MOXe MaTh 3HaYHWIA BMNAMB Ha AKiCTb, 6e3neky
Ta eheKTVBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCS NPOTOKOAY) - [lofaBaHHs
aNbTepHaTMBHOIO pobo4oro 6aHky knitnH, WCB
8 3 BMpo6HMLTBOM Ha AinbHuui Pfizer Inc. 875
Chesterfield Parkway West, Chesterfield, MO
63017, USA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
342. | COHHAT® TabneTku, BKpUTI MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/4339/01/01
NNiBKOBOO "Kuismegnpen "KniBMegnpenapar” 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
06010HKot0, No 7,5 apat"” 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr no 10 TabneTok y 3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
6nicTepi; no 1 a6o 3 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
6nicTepu B navj 3 MeANYHOro 3aCTOCyBaHHsA
KapToHY reHepuYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NnoTpebye
HalaHHS XXOAHWNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO [0 iHCTPYKLIT AN MeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ginu:
"MokaszaHHs", "MpoTnnokasaHHs", "B3aemogis 3
iHLWIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo
rofyBaHHs rpyaat”, "3gatHicTb BN/MBaTn Ha
LWUBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMKN MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta go3un”, "Oitn", "Mo6ivHi
peakuii" BiAnoBigHO A0 iHhopmau,i Wwoao
MeAMYHOro 3acTOCyBaHHS pet)epeHTHOro
nikapcbkoro 3aco6y (IMOBAH, TabneTku, BKpUTI
060/10HKOI0). BBEAEHHSA 3MiH NPOTSArom 6-Tn
MiCALIB Nic/1a 3aTBepAKEHHS
343. | COPBI®EP TabneTku, BKPUTI 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/0498/01/01
AYPYNEC 060/10HKOIO, 3 PapmaneBTny dapmaueBTUYHNI 3MiHM | TUNY - 3MiHK 3 AKocTi. FoToBWMiA peyenmom
MoAMdiKoBaHUM HWIA 3aBOA, 3aBog ElIC nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
BMBINbHEHHSAM, 320 ErC peyoBuMH. 3MiHa NapamMeTpiB cneuudikaliii
mr/60 mr, no 30 abo Ta/abo fonyCTUMUX MeX AN AOMNOMIKHOI
50 TabneTtok y PeyvoBUHM (BUyYEHHS 3i cneuudikauii
CKNSAHOMY (p/1aKOHi; He3Ha4yHOro nokasHuka (Hanpukiag 3actapiforo
no 1 chnakoHy B NnoKasHuKa)) - BUNyYEeHHs 3acTapinoro
KapTOHHIA ynakoBsL,i nokasHuka “Volume mass” 3i cneyudikauii
[OMOMIXHOI PeYOBWHM NONIETEHY NOPOLLOK;
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByvH. 3MiHa y MeToAax BUNPoGyBaHHSA
O0MOMDKHOT peyoBUHY (BUTYYEHHSA MeToay
BUMPOOYBaHHS, AKLO a/TbTEPHATVBHUI METO[,
BMNPOBYBaHHS BXe 3aTBEPAKEHO) - BUNYHEHHS
TecTy Solution Extraneous Matters 3a
nokasHukom “MECHANICAL PURITY” gns
[0NOMIXHOI pe4OBMHM NoNieTEHY NOPOLLIOK
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
344. | CNUPT PO34MH CIMPTOBUIA ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/10171/01/02
ETUOBUIA 0151 30BHILLHBLOrO 06MeXeHOo 06MeXeHo 3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA peuyenmom | nidssieae
70% 3actocysaHHA 70 % BiANOBIAa/IbHI BiANOBIAA/IBHICTIO nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
no 50 mn a6o no cTHo "®apmaueBTUYHa ab0 BBeEHHS 40A4ATKOBOI AiNbHUL
100 mn y cpnakoHax "®apmaueBTn KOMnNaHis BUPOGHMLTBA A5 YacTuHU abo BCbOro
3i ckna YHa KoMnaHis "3p0pos'a”, YkpaiHa BMPOGHMYOro NPOLLECY FOTOBOTO liKapCbKOro
"3nopos'a” (Bci cTagii 3aco6y (AinbHMLSA, Ha SKi NPOBOAATLCA Oy b-
BMPOGHULTBA, AKi BUPOGHWYI cTagil, 3a BUHATKOM BUMYCKY

KOHTPO/Ib SIKOCTI,
BMMYCK cepii)
ToBapucTBO 3
0bMexXeHot
BignoBiga/IbHICTIO
"®apmaueBTUyHa
KoMnaHis
"3p0pos'a”, YkpaiHa
(Bci cTagii
BMPOGHMLTBA, OKpPIM
KOHTPO/IO AKOCTi Ta
BUMYCKy cepii)

cepiil, KOHTPO/IHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakKyBaHHSA, /1 HECTEPUSIbHUX
nikapcbknx 3acob6is). CynyTHA 3MiHa- 3MiHU 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHM abo BCbOro
BMPOGHMYOro NPOLLECY rOTOBOTO liKapCbKOro
3aco0y (AiNbHWLA 415 BTOPUHHOTO NakKyBaHHS) -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOGHMLTBA 415 YACTUHN
ab0 BCbOro BMPOGHNYOTro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUA 415 NEPBUHHOMO
nakyBaHHs1) BBEAEHHSA A0AATKOBOT AiMbHULL
MI® (appeca: YkpaiHa, 08301, Kuicbka 0611.,
M. Bopucnine, Byn. LWesuenka, 6ya. 100, niT. B-1I
(kopriyc 4)) [0 3aTBEPKEHOI AiNbHNL
MPN®CIA (uex ®XLl) (agpeca: YkpaiHa, 61013,
Xapkiscbka 0671., MiCTO Xapkis, Bynuus
LlleBueHka, 6yanHok 22). Ha ginbHuui M1
6yayTb NPOBOAMTUCS YCi BUPOGHWYI cTagii (y
TOMY YAC/i NEPBMHHE Ta BTOPYHHE NakKyBaHHS),
3a BUHATKOM KOHTPOJt0 AKOCTi J13 Ta BUNYyCcKy
cepii. OHOBNEHHSI TEKCTY MapKyBaHHS yrNaKkoBKU
nikapcbKoro 3acoby, a came 3a3HauyeHHs1 PYHKLT
BMPOGHMKA Y 3B'A3KY 3 BBEAEHHAM J04ATKOBOI
BMPOBHUYOT AiNbHULI. BBEAEHHS 3MiH NPOTAroM
6-Tv MicALIB NicnsA 3aTBepKEHHA. 3MiHu | Tuny -
3MiHu 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/ItovaoUn
[iana3oH po3mipy cepii) roToBOro /likapCbKoro
3aco6y (3meHLweHHs 1o 10 pasis) BBeAEeHHS
[04aTKOBOro(3MeHLLEeHoro) posmipy cepii /13
ONA 0OAATKOBI AiNIbHUL BUPOOHMLTBA
ToBapucTBa 3 0GMEXEHOI0 BiAMOBIAA/ILHICTIO
"apmaLueBTUYHa KOMNaHisa "3p0poB’a” - uex
M/1®, W0 3HaXoANTLCA 3a afpecoro: YkpaiHa,
08301, KviBcbka 0611., M. Bopucninb, Byn.
LLleByeHka, 6ya. 100, nit. B-1l (kopnyc 4).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns

3aTBEPAXKEHHA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
345. | CNUPT PO34MH CIMPTOBUIA ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/10171/01/01
ETUOBUIA 0151 30BHILLHBLOrO 06MeXeHOo 06MeXeHo 3MmiHu | TMNy - 3MiHK 3 SKOCTI. FoTOBUIA peuyenmom | nidssieae
96% 3acTocyBaHHA 96 % BiANOBIAa/IbHI BiANOBIAA/IBHICTIO nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
no 50 mn a6o no cTHo "®apmaueBTUYHa ab0 BBeEHHS 40A4ATKOBOI AiNbHUL
100 mn y cpnakoHax "®apmaueBTn KOMnNaHis BUPOGHMLTBA A5 YacTuHU abo BCbOro
3i ckna YHa KoMnaHis "3p0pos'a”, YkpaiHa BMPOGHMYOro NPOLLECY FOTOBOTO liKapCbKOro
"3nopos'a” (Bci cTagii 3aco6y (AinbHMLSA, Ha SKi NPOBOAATLCA Oy b-
BMPOGHULTBA, AKi BUPOGHWYI cTagil, 3a BUHATKOM BUMYCKY

KOHTPO/Ib SIKOCTI,
BMMYCK cepii)
ToBapucTBO 3

0bMexXeHot

BignoBiga/IbHICTIO

"®apmaueBTUyHa

KoMnaHis
"3p0pos'a”, YkpaiHa
(Bci cTagii
BMPOGHMLTBA, OKpPIM
KOHTPO/IO AKOCTi Ta
BUMYCKy cepii)

cepiil, KOHTPO/IHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakKyBaHHSA, /1 HECTEPUSIbHUX
nikapcbknx 3acob6is). CynyTHA 3MiHa- 3MiHU 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHM abo BCbOro
BMPOGHMYOro NPOLLECY rOTOBOTO liKapCbKOro
3aco0y (AiNbHWLA 415 BTOPUHHOTO NakKyBaHHS) -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOGHMLTBA 415 YACTUHN
ab0 BCbOro BMPOGHNYOTro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUA 415 NEPBUHHOMO
nakyBaHHs1) BBEAEHHSA A0AATKOBOT AiMbHULL
MI® (appeca: YkpaiHa, 08301, Kuicbka 0611.,
M. Bopucnine, Byn. LWesuenka, 6ya. 100, niT. B-1I
(kopriyc 4)) [0 3aTBEPKEHOI AiNbHNL
MPN®CIA (uex ®XLl) (agpeca: YkpaiHa, 61013,
Xapkiscbka 0671., MiCTO Xapkis, Bynuus
LlleBueHka, 6yanHok 22). Ha ginbHuui M1
6yayTb NPOBOAMTUCS YCi BUPOGHWYI cTagii (y
TOMY YAC/i NEPBMHHE Ta BTOPYHHE NakKyBaHHS),
3a BUHATKOM KOHTPOJt0 AKOCTi J13 Ta BUNYyCcKy
cepii. OHOBNEHHSI TEKCTY MapKyBaHHS yrNaKkoBKU
nikapcbKoro 3acoby, a came 3a3HauyeHHs1 PYHKLT
BMPOGHMKA Y 3B'A3KY 3 BBEAEHHAM J04ATKOBOI
BMPOBHUYOT AiNbHULI. BBEAEHHS 3MiH NPOTAroM
6-Tv MicALIB NicnsA 3aTBepKEHHA. 3MiHu | Tuny -
3MiHu 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/ItovaoUn
[iana3oH po3mipy cepii) roToBOro /likapCbKoro
3aco6y (3meHLweHHs 1o 10 pasis) BBeAEeHHS
[04aTKOBOro(3MeHLLEeHoro) posmipy cepii /13
ONA 0OAATKOBI AiNIbHUL BUPOOHMLTBA
ToBapucTBa 3 0GMEXEHOI0 BiAMOBIAA/ILHICTIO
"apmaLueBTUYHa KOMNaHisa "3p0poB’a” - uex
M/1®, W0 3HaXoANTLCA 3a afpecoro: YkpaiHa,
08301, KviBcbka 0611., M. Bopucninb, Byn.
LLleByeHka, 6ya. 100, nit. B-1l (kopnyc 4).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns

3aTBEPAXKEHHA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
346. | CTPE3AM® kancysv no 50 wmr; BIOKOJEKC ®paHuisa BIOKOJEKC ®paHuia BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/2787/01/01
no 12 kancyny 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
6nicTepi, no 5 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nicTepiB y nauui; 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
no 20 kancyny 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
6nicTepi, no 3 MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
6nictepn y navui perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHM BHECEHO B IHCTPYKLiO 415 MEAUYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsA", "OcobanBOCTI
3actocyBaHHs" Ta "Mo6iuHi peakuji" BignoBsigHO
[10 OHOB/EHOT iHdhopmaLii Wwoao 6e3nekn
3acTOCyBaHHS Ajit04oi peyoBVHM 3rigHO 3
pekomeHpauieto PRAC. TepMmiH BBEAEHHS 3MiH -
npoTsArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.
347. | CTPENTOLUN KpucTaniyHmi ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - - UA/16875/01/01
A NMopOLLOK 06MexeHo 06MexeHo 3minu | TUny - 3miHu 3 sKocTi. APl. KoHTposb
PO3UYMHHUIA | (cy6eTaHuia) y BiANOBIAa/TbHI BiANOBIAA/TbHICTIO A®l. 3miHa y napameTpax crneuudikauiii Ta/abo
MiLLKax CTIo "®APMXIM" [ONyCTUMUX MeX, BU3HaAYeHUX Yy cnevmdikaisax
nonieTnIeHoBMX "PAPMXIM" Ha A®|, abo BMXifgHWIA/NPOMDKHWIA
ans NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
hapMaLeBTUYHOIO npoueci BupobHuuTBa AP (iHLWI 3MiHK)
3aCcTOCyBaHHA — 3 cneyudpikauii Ha Hepo3dhacoBaHWli NPOAYKT
BW/Ty4EHO MOKA3HWK «3a/TMLLKOBI KifIbKOCTI
OpraHiyHMX PO3YMHHKKIB» (BU3HAYEHHS 2-
nponaHosy 3 AONYCTUMOI MeXel0 He BinbLue
0,5%). BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepaKeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
348. | CTPUTOKCO KOHLeHTpaT Ans M. BIOTEK Benvka MAUNAH IHais BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/12152/01/01
n pO34uHy ans nTa BpuTaHis NABOPATOPI3 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae

iHdy3iii no 6 mr/mn;
no 5 mn a6o 16,7
M, aéo 50 mny
donakoHi; no 1
chnakoHy y nauuj 3
KapTOHY

NIMITES (OTL)

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakwi" BigNOBiIAHO A0 OHOBMEHOT
iHchopMmawii 3 6e3neku Aitoyoi peyoBUHN 3rigHO 3
pekomeHgauismm PRAC.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
349. | CYNb®AANM | Tabnetku no 0,5 r no MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/6030/01/01
ETOKCUH 10 TabneTok y "MoHdpapm" 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom | nidssieae

cTpunax abo
6nictepax; no 10
TabneTok y ctpuni
abo 6nictepi; no 2
abo 10 ctpunis abo
6nicTepiB y nayui 3
KapToHy

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
afpecu 3asBHUKa (BNnacHuka peectpauiiiHoro
noceifgyeHHs). TepmiH BBEEHHS 3MiH NPOTAroM
6 micauiB nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaKuM AiNbHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/IIO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
3miHa agpecu Bupo6Huka N3 MNAT "MoHtapm”,
YkpaiHa, 6e3 3miHM micus BUpobHuuTBa. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOT 0cobu
3asBHUKA, BiANOBIA&IbHOI 3a thapmakoHarnsg,
[itoua pepaxuis: Cosrupa Cepriii CeprilioBuy.
MponoHoBaHa pefakuis: MacTyweHko IHHa
BikTopiBHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXEHOT 0CO6YU
3asBHVIKa, BigNoBiga/ibHOT 3a hapmakoHarnsg.
3MiHa MicLe3HaxoKeHHA MacTep-taiina
cuctemu chapmakoHarnagy. 3miHa micua
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsgy.
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mr/5 mn, no 50 mny
donakoHi, no 1
donakoHy pasom 3
MipHUM
CTakaH4MKoM B
KapTOHHIiA ynakoBL,i

3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB nicna BHECEHHA TiET camoi 3MiHU Ha
pedhepeHTHUIH npenapar (3mMiHa He NnoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHV BHECEHO [0 iHCTPYKLIT AN MeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ginu:
"Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta o3un”, "MobiyHi peakuii”
BIANOBIAHO A0 iH(hopMaLii WoA0 MegnyHOro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (Zofran, syrup 4 mg/5 ml)
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom). 3MiH1 BHECEHO A0
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
NiKkapcbKoro 3acoby y po3ginun: "OcobnnsocTi
3actocyBaHHs", "lNo6iyHI peakyii” BiANOBIAHO A0
OHOBNEHOT iHhopMaL,i 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHA 3MiH NPOTAroM 6-Tn
MicAUIB Micnsa 3aTBepkeHHs. CynyTHS 3MiHa-
3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. BHeceHHs abo 3miHa(u) fo
30060B'A3aHb Ta YMOB BuJadi peecTtpauiiHoro
nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA
pu3nkamm (3acToCyBaHHSA TEKCTY, AKWi
NOropKeHni 3 KOMNETEHTHUM OpraHom). 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn). 3MiHUM BHECEHO
[0 IHCTPYKUIT 419 MeANYHOro 3aCTOCyBaHHS
niKkapcbkoro 3acoby y po3ain "Mo6ivHi peakui”
LLI0A0 BaXX/IMBOCTI MOBIAOM/EHb NPO MOGIYHI
peakLlii. BBeieHHA 3MiH NPOTArom 6-T1 MicsLiB

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
350. | CYCMPIH® pO34MH Ans TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/18325/01/01
OpasIbHOro "TNEQ®APM DPAPM" 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
3acTocyBaHHs, 4 nTar 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.




303

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
351. | CYCTAMAP® | Tabnetkv BKpUTI ecrnapma HimeuunH ApBaHc dPapma HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/12869/01/01
NNiBKOBOO X a 'm6X, HimeyunHa 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma

060/10HKOI0, No 480
mr; no 10 TabneTok
y 6nicTepi; no 2 abo
no 5 a6o no 10
6nicTepiB y
KapTOHHIlA KopooLi

(B1POGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs,
BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BMNYCK cepi);
ecnapma ®apma
Cepsice3 'M6X,
HimeuunHa
(BTOpUHHE
nakyBaHHs); ®apma
BepHirepoge Mv6X,
HimeuunHa
(KOHTpO/b AKOCTI)

nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevundikayisx, nig vyac
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOOYBaHHSA B
npoueci BUPOOHULTBA) BUYYEHHS HECYTTEBOIO
BunpobyeBaHHsA «Disintegration» (€®, 2.9.1) B
npoveci BUpobHULTBa A4/15 TabneTok, BKpUTUX
nniBkoBot 06010Hkot (IPC 6), ockinbkn gaHwii
NOKa3HWK NepeBipseTbCA Npu BUNYycKy cepii MNN3.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHM Y
npoeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3ac06y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HauyHa 3miHa y npoLeci
BMPOGHMLTBA) [/ NPULLBUALLIEHHSA NpoLecy
BUPOGHMLITBA N/IAHYETLCA 3aCTOCOBYBATU
fopartkoBe 06nafgHaHHA A8 NOKpUTTA TabneTok
060/10HKOI0. 3a1eXHO Bif, PO3Mipy 3aMOB/IEHOT
napTii Ta HeO6XiAHOCTI 3a/Ty4eHHs1 O0AATKOBOro
o6nagHaHHA 6yayTh 3aCTOCOBYBATUCH Pi3HI Cy6-
cepii Ta HaHEeCEeHHS MOKPUTTA MOXe
3[jicHIOBaTMCS NOpLisMA, Hanpuknag, ABi-Tpu
piBHI YacTUHW. 3MiHK | TURY - 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHULTBI. 3MiHM Y Npoueci BUpo6HULTBA
roTOBOro MikapCcbKoro 3acoby, BKIYaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBGHULTBI FOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHW) BBOAWTLCS A04AaTKOBE ONWUIEHHS CNIPEEM
MarHito cteapaTom A1 3anobiraHHsA 3MNaHHIo
TabneTok Ta NpUAMNaHHIo ixX A0 061aAHaHHS,
LLIO NPW3BOAMIO A0 [OAATKOBMX BUTPAT Yacy Ta
MOX/IMBUX MOLUKOKEHb HEBKPUTUX OGO/TOHKOIO
Tab/1eToK
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
352. | TABEKC® TabneTku, BKpUTI AT Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - He UA/13201/01/01
060/10HKOI0, M0 1,5 "Codpapma” 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA nionsieae
mr; in bulk Ne 5400: nikapcbkuii 3aci6. Cuctema
no 20 Tabnetok y KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
6nictepi; no 270 NEepPBUHHIN yNakoBLji rOTOBOro NikapcbKoro
6nicTepis y 3acoby (sKicHui Ta KinbkicHuiA cknag) - Teepgi
noninponifeHoBI nikapcbki OpMy — BHECEHHS 3MiH A0
KopoobLi Marepianis peecTpaujiiiHoro 4OCbe roTOBOro
nikapcbKoro 3acoby, a came 3aMiHa maTepiasy
6nictepy, skuii cknagascs 3 MBX/ME/MBAX
NAiBKY | atOMIHIEBOT hO/bIN Ha
MBX/NE/MBAX/ME/NBX nniBky i antomiHieBy
dhonbry, Wo 3abe3nevye kpatli 6ap’epHi
BNaCTVBOCTi NEPBUHHOT YNakoBKy, 3
BiANOBIAHUMY 3MiHAMW A0 p. «YNakoBka»
353. | TABEKC® TabneTku, BKpUTI AT Bonrapis AT "Codpapma”, Bonrapisi/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 nionsizae UA/2537/01/01
060/10HKO10, M0 1,5 "Codpapma” Bonrapis YkpaiHa 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuyenma
Mr no 20 TabneTok y (BMpPOGHMLTBO nikapcbkuii 3aci6. Cuctema
6nicTepi; no 5 Hepo3dacoBaHo| KOHTelHep/3aKkynoptoBasnbHuii 3aci6. 3MiHa y
6nictepiB y nNpoAyKLUii, NnepBrHHA NepBUHHIN ynakoBLji rOTOBOro NMikapcbKoro
KapTOHHIW nayu,i ynakoska abo 3aco6y (AKicHWIA Ta KinbkicHUiA cknag) - Teepai
BMPOGHULITBO 3a nikapcbki GopMy — BHECEHHS 3MiH A0
NMOBHUM LMK/IOM); Marepianis peecTpaujiiiHoro 4OCbe roTOBOro
AT "BITAMIHW", nikapcbKoro 3acoby, a came 3amMiHa matepiasy
YkpaiHa (BTOpuHHa 6nictepy, skuii cknagascs 3 MBX/ME/MBAX
yrnakoBka, [03BiN1 Ha NAiBKY | aNtOMIHIEBOT hO/IbIN Ha
BWMYCK cepii) MBX/NE/MBAX/ME/NBX nniBky i antomiHieBy
dhonbry, Wo 3abe3nevye Kpatli 6ap’epHi
BNACTVBOCTI NEPBUHHOT YNakoBKy, 3
BiANOBIAHUMY 3MiHAMW A0 p. «YNakoBka»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
354. | TAMI®NO® kancysv no 75 wmr; TOB «Pouw YkpaiHa Brpo6HMLTBO dpaHuis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/3189/02/03
no 10 kancyny YkpaiHa» Hepo3gacoBaHo! ITania/ 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom | nionszae
6nicTepi; no 1 NPOAYKLT: LLBeliLapis HaliMeHyBaHHS Ta/abo agpecu micus
6nictepy B CeHekci, ®paHuis NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
KapTOHHilA KopooLi Brpo6HMLTBO roTOBOro NikapcbKoro 3acoby, BKIYaun
Hepo3sacoBaHol AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
NPOAYKLUi, KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
nakyBaHHs, BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpilf).
BMNPOGYBaHHSA B pamkax paujioHanisaduii odpicHnx nnowy, Roche,

KOHTPOJO AKOCTI:
[enbthapm MinaHo,
C.P.N., Itania
MakyBaHHA,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,
BUMYCK Cepii:

& . XodhpmaHH-/15
Pow Jltg,
LLiseiiuapis
BMNYCK cepil:
®.XothpmaHH-/15
Pow /14,
LLiBefiuapis

MPOMNOHYETLCA 3MiHa agpecu odicy, ska
3pjiicHioe Bunyck N13. JaHa 3MiHa BigbyBaeTbCA
B pamKax OAHIel CUCTEMW KOHTPOJIHO AKOCTI i
CTOCYETbCSA BUK/TIOUYHO DYHKLT BUMYCK cepii, | He
Mage BN/MBY Ha BUPOGHMUMIA NpoLec npenapary.
He mae BnamBy Ha SiKicTb, 6e3neky Ta
edhekTVBHICTb Npenaparty. Micue BUpo6GHMLTBA
'N3 He 3MiHMNOCh. 3MiHY BHECEHO B IHCTPYKLiO
ONS MeAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3aco6y y po3ain «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLs NPOBapKEHHS 1ioro
OiSNBHOCTI» 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
355. | TEBArPACT PO34MH AN1S iH'EKLI TOB "TeBa YkpaiHa 3AT TeBa bauTikc, Nutea/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15237/01/02
nv a6o iHdysiii no 48 YkpaiHa" NuTtBa (KOHTpONb I3painb 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom

mnH MO/0,8 mn; no
0,8 mn (48 maH MO)
B CKISIHOMY LUMPULL
0/1HOPa30BOro
BUKOPVCTaHHS 3
nepMaHeHTHO
NPVELHAHOLO TOIKO
Ta 3aX1CHUM
KoBMaykom, 3 abo
6e3 npucTporo Ans
6e3neyHoro
BBEJEHHA Ta
3anobiraHHA
nopaHeHb rosikot un
NOBTOPHOTO
BMKOPUCTaHHS; no 1
LUNPULLY Y KAPTOHHIA
KopooLi

AKOCTI); TeBa
dapmaueBTikas
IHpacTpi3 NT4,,

13painb
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM)

Brpo6HMLUTBO. 3MiHW B Npoueci BUpobHMLTBA
A®| (He3HauHa 3MiHa y npoueci BUpobHNLTBA
ADI).

HesHauHa 3miHa y npoueci BUpobHuLTBa
(dbepmeHTaLii) aito4oi pevoBUHY hinrpacTumy
yepes fofaBaHHA HOBOT CMPOBUHN - 3ani3a(ll)
cynbdpaty rentarigpaty Ao depMmeHTauiiHoro
XuBunbHoro cepegosuiya (KC) Adl
inrpactum. 3anisa (Il) cynsdat rentarigpar
[0fAETbCA K [KEPEesIo 3asi3a, sKe € O4HUM 3
K/THOYOBUX MIKPOE/IEMEHTIB, HEOOXIAHMX ANA
ONTUMasIbHOro PocTy 6iomacu inrpacTumy.
(ocHOBHUM mxepenom 3anisa y hepmeHTauiviHil
XKC chinrpactmmy cnyxuTb cMpoBMHa
ApiXoKoBuiA ekcTpakT (AE)). XXofgHux iHWwmx
3MiH 10 BUPO6HUYOro NpoLecy, onepauiitHux Ta
ekcniyaTaliiHux napameTpiB BHECEHO He Gyno.
3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpOsb
A®l. 3miHa y napameTpax cneumdikauiii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx
Ha A®l, abo BUXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCSA Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumaikaLii HOBUM NOKa3HUKOM SKOCTI Ta
BIANOBIAHUM METOA0M BUNPOBYBaHHS).
JlonoBHeHHs crneumdikavii Ha CpOBUHY
LpKIKOBUIA €KCTPaKT, L0 BUKOPUCTOBYETLCA Y
npoveci BUpo6HULITBA Ail04O0i peHOBUHN
chinirpacTym, HOBMM MOKa3HMKOM "BMIcCT 3ani3a
(mKr/r)"; BUNpo6yBaHHSA Ha BMICT 3aU1i3a
NpoBOAATb B paMKaXx BXiAHOrO KOHTPOJIHO
CMPOBUWHW EKCTpaKT ApiKIAKOBUIA; OTPUMaHUIA
pesynbTaT (BMICT 3ani3a B MKI/T)
BMKOPUCTOBYBaTUMYTb 18 BUSHAUEHHS
Heo©bxigHoi KinbkocTi 3aniza(ll) cynbdary
renTarigpary, siky fjofasaTimyTb A0
hepMeHTaLiiHOrO XUBWU/LHOIO CepefioBuLLA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
356. | TEBAIPACT PO34MH AN1S iH'EKLI TOB "TeBa YkpaiHa 3AT TeBa bauTikc, Nutea/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/15237/01/01
nv a6o iHdysiii no 30 YkpaiHa" NuTtBa (KOHTpONb I3painb 3MiHK | TNy - 3MiHK 3 AKocTi. API. peyenmom

mnH MO/0,5 mn; no
0,5 mn (30 maH MO)
B CKISIHOMY LUMPULL
0/1HOPa30BOro
BUKOPVCTaHHS 3
nepMaHeHTHO
NPVELHAHOLO TOIKO
Ta 3aX1CHUM
KoBMaykom, 3 abo
6e3 npucTporo Ans
6e3neyHoro
BBEJEHHA Ta
3anobiraHHA
nopaHeHb rosikot un
NOBTOPHOTO
BMKOPUCTaHHS; no 1
LUNPULLY Y KAPTOHHIA
KopooLi

AKOCTI); TeBa
dapmaueBTikas
IHpacTpi3 NT4,,

13painb
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM)

Brpo6HMLUTBO. 3MiHW B Npoueci BUpobHMLTBA
A®| (He3HauHa 3MiHa y npoueci BUpobHNLTBA
ADI).

HesHauHa 3miHa y npoueci BUpobHuLTBa
(dbepmeHTaLii) aito4oi pevoBUHY hinrpacTumy
yepes fofaBaHHA HOBOT CMPOBUHN - 3ani3a(ll)
cynbdpaty rentarigpaty Ao depMmeHTauiiHoro
XuBunbHoro cepegosuiya (KC) Adl
inrpactum. 3anisa (Il) cynsdat rentarigpar
[0fAETbCA K [KEPEesIo 3asi3a, sKe € O4HUM 3
K/THOYOBUX MIKPOE/IEMEHTIB, HEOOXIAHMX ANA
ONTUMasIbHOro PocTy 6iomacu inrpacTumy.
(ocHOBHUM mxepenom 3anisa y hepmeHTauiviHil
XKC chinrpactmmy cnyxuTb cMpoBMHa
ApiXoKoBuiA ekcTpakT (AE)). XXofgHux iHWwmx
3MiH 10 BUPO6HUYOro NpoLecy, onepauiitHux Ta
ekcniyaTaliiHux napameTpiB BHECEHO He Gyno.
3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpOsb
A®l. 3miHa y napameTpax cneumdikauiii Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikavisx
Ha A®l, abo BUXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCSA Y
npoueci BupobHuutea A®| (4ONOBHEHHS
cneumaikaLii HOBUM NOKa3HUKOM SKOCTI Ta
BIANOBIAHUM METOA0M BUNPOBYBaHHS).
JlonoBHeHHs crneumdikavii Ha CpOBUHY
LpKIKOBUIA €KCTPaKT, L0 BUKOPUCTOBYETLCA Y
npoveci BUpo6HULITBA Ail04O0i peHOBUHN
chinirpacTym, HOBMM MOKa3HMKOM "BMIcCT 3ani3a
(mKr/r)"; BUNpo6yBaHHSA Ha BMICT 3aU1i3a
NpoBOAATb B paMKaXx BXiAHOrO KOHTPOJIHO
CMPOBUWHW EKCTpaKT ApiKIAKOBUIA; OTPUMaHUIA
pesynbTaT (BMICT 3ani3a B MKI/T)
BMKOPUCTOBYBaTUMYTb 18 BUSHAUEHHS
Heo©bxigHoi KinbkocTi 3aniza(ll) cynbdary
renTarigpary, siky fjofasaTimyTb A0
hepMeHTaLiiHOrO XUBWU/LHOIO CepefioBuLLA.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
357. | TENCAPTAH Tabnetkn no 40 mr/5 [O-p Peppi'c IHais [O-p Pepgi'c IHais BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17732/01/04
Ayo Mr, No 7 TabneTok y Na6opaTopic Na6opatopic 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
6nicTepi; no 4 Nt Nimiten 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nictepu B 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
KapTOHHI KopobLyj; 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 10 Tabnetok y MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
6nicTepi; no 3 perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
6nictepu B nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
KapTOHHilA KOpO6L 3acTOCyBaHHA Nikapcbkoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHWN BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin "lMepepo3yBaHHS"
BiANOBIAHO 1O OHOBMEHOT iHGOpMaLii 3 6e3neku
Ait040T peyoBrHN. BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS
358. | TENNICAPTAH Tabnetku no 40 O-p Peppi'c IHais [O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/17732/01/01
ayo mr/10 mr, no 7 Na6opaTopic Na6opatopic 3MiHn | TURY - 3MiHN WoAao peyenmom | nionsi2ae
TabneTok y 6nictepi; nTp, Nimiten 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.

no 4 6nictepu B
KapTOHHI Kopo6Lyj;
no 10 Tabnetok y
6nictepi; no 3
6nicTepu B
KapTOHHIA Kopoo6Li

3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHoM) 3MiHN BHECEHO A0
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "Mepeno3yBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
Ailo40i peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALB Nicna 3aTBepAKEHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
359. | TENCAPTAH Tabnetkn no 80 mr/5 [O-p Peppi'c IHais [O-p Pepgi'c IHais BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/17732/01/02
Ayo Mr, No 7 TabneTok y Na6opaTopic Na6opatopic 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
6nicTepi; no 4 Nt Nimiten 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nictepu B 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
KapTOHHI KopobLyj; 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 10 Tabnetok y MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
6nicTepi; no 3 perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
6nictepu B nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
KapTOHHilA KOpO6L 3acTOCyBaHHA Nikapcbkoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHWN BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin "lMepepo3yBaHHS"
BiANOBIAHO 1O OHOBMEHOT iHGOpMaLii 3 6e3neku
Ait040T peyoBrHN. BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS
360. | TENCAPTAH Tabnetku no 80 O-p Peppi'c IHais [O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/17732/01/03
ayo mr/10 mr, no 7 Na6opaTopic Na6opatopic 3MiHn | TURY - 3MiHN WoAao peyenmom | nionsi2ae
TabneTok y 6nictepi; nTp, Nimiten 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
no 4 6nictepu B 3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
KapTOHHI Kopo6Lyj; 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
no 10 TabneTtok y MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
6nictepi; no 3 perynisipHoO OHOBJIIOBAHOTO 3BIiTY 3 6e3nekn
6nictepu B nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
KapTOHHIA Kopoo6Li 3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHoM) 3MiHN BHECEHO A0
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "Mepeno3yBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
Ailo40i peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALB Nicna 3aTBepAKEHHs
361. | TEO®INIH NMOpOLLOK TOB Ykpaina BAKY/1 APOMATIKC IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - - UA/19072/01/01
(cy6eTaHuis) y «®APMACEN & KEMIKAN 3MiHY | TUny - AAMiHICTpPaTVBHI 3MiHW. 3MiHa
naketax » MPAMBET NIMITEL, HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
nonieTuIeHoBMX (BnacHviKa peecTpauiiHoro nNocBig4eHHs) 3miHa
ans afpecu 3asBHUKa
chapmaLeBTUYHOro
3acToCcyBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
362. | TUTOPACT- TabneTku, BKpUTI AHaHTa Benuka ApTtypa IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/2730/01/01
120 NNiBKOBOO Mepikeap /1T4. BpuTaHis dapmacbioTikans 3MiHM | TUNYy - 3MiHK 3 sAKoCTi. FoTOBWMIA peuyenma
060n0HKot0, Nno 120 Met. NIT4., IHAiN; nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
mr, no 10 Tabnetok dnamiHro po3mipy cepii (Bk1oUauy gianasoH po3mipy
y 6nicTepi; no 1 abo dapmacbloTukanc cepil) roToBOro Nikapcbkoro 3acoby (36ibLIeHHS
3 6nictepn y nayu,i nra., IHpia [0 10 pasiB NOPIBHAHO i3 3aTBEPLKEHNM
pO3mipom) 36inbLIEeHHS po3mipy cepil ans
BUpo6HuKa 13 ApTypa ®apmacbtoTikans IMBT.
Ntp., IHaia 3aTBepakeHo: 1 00 000 TabneTok
3anponoHoBaHo: 450 000 TabseTok.
363. | TUTOPACT- TabneTku, BKPUTI AHaHTa Benvka Aptypa IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 - UA/2730/01/02
180 N1iBKOBOIO Megikeap /14, BputaHis dapmacbloTikans 3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenma
o6onoHkoto, 180 wr; MeT. NI14., IHAis; nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
no 10 TabneTtok y dnamiHro po3Mipy cepii (BkIOYatoun AianaszoH po3mipy
6nicTepi; no 1 abo 3 dapmacboTrKaic cepil) roToBOro Nikapcbkoro 3acoby (36i/bLeHHs
6nicTepn y nayui Nnra., IHaisa 6inbLL HiX y 10 pasiB NOPIBHSAHO i3

3aTBEPAKEHNM PO3MIPOM A5 TBEPANX
NiKapCbknx )OpM 3 HEraliH1M BUBISIbBHEHHAM
0715 epopasibHOr0 3aCTOCYBaHHS) 36i/bLUEHHS
po3mipy cepii M3 gnsa BupobHuKa ApTypa
dapmacstotikans MNet. N174., IHAia 3aTBepaXeHo:
1 00 000 TabneTok 3anponoHoBaHo: 12 00 000
Tabnetok BBefeHHA 3MiH NPOTArom 3-X Micsauis
nicns 3aTBepAKeHHs.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
364. | TUMANIH niodpinisat gns TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/2989/01/01
po3unHy ans iH'ekuii | "BIO®APMA" BIO®APMA" 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom

no 10 mr; 5
chakoHiB 3
niogpinizatom y
6nictepi; no 2
6nicTepn y nauuj 3
KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPKEHNX METOAAX BUNPOGYBaHb)
BHeceHHs 3MiH fo p.3.2.P.7 Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6 y
cneumdikauito BxigHoro koHTposnto Cn. 5.14-01-
319 «[Mpobku rymoBi 451 MioisIbHOI CYLLKM», a
came - fofaHo iHhopmauito Wwoho MeToay
KOHTPO/O «LIMHK, L0 eKCTparyeTbecs»:
[eTanizoBaHo NPUroTyBaHHA eTaIoHHNX
PO34MHIB, HABEAEHO PO3PaxyHKOBY hopmyny.
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6. 3MiHa y
mMeToAax BUNPoBYBaHHA NEPBVHHOI yNakoBKu
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeTogax BUNpobyBaHb)
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6 y
cneumdikauito BXigHOro koHTposto Cn. 5.14-01-
319 «[Mpobku rymoBi 4515 1i0hiIbHOI CyLUKM», a
came - BUNpaB/ieHHsA TEXHIYHOT NOMWU/IKN B
MeTOfi KOHTPO/I0 «[PO30PICTb PO3UNHY».
3arBepmkeHo 4.Mpo3opicTb po3unHy. Po3unH S
3a CTyrneHeM onanecueHLji He Mae
nepesuLLyBaTn eTasoH |l. BunpobyBaHHs
npoBogATb 3rigHo APY, 2.2.1. BukoHaHHsS
KOHTPO/H0. 40-MM LIap po34mMHy S NOPIBHIOKOTHL 3
40-MM Wapom Boau P, BUKOPUCTOBYOUY
ofHakoBi Npobipkn 3 6e36apBHOrO NPO30pPOro
HelTpasbHOro ckna 3 N/I0CKAM LHOM, SKi MatoTb
BHYTPILLHI/ giameTp Big 15 MM 1o 25 MM.
MopiBHAHHA NPO30POCTi NPOBOAATL Y
PO3CISHOMY AeHHOMY CBIiTNi, Nnepernsgaryn
3pasku B340BX BEPTUKasIbHOI OCi NPOBIipoK Ha
6inomy dhoHi. 3anponoHoBaHo 4.Mpo30opicTb
po34unHy. PO34nH S 3a cTyneHem onanecLeHuii
He Mae nepesuLLlyBaTn eTasioH Il
BunpobyBaHHsA npoBoAATb 3rigHo AdY, 2.2.1.
BUWKOHaHHS KOHTPOs1I0. 40 MM LWap Po3ynHy S
MOPIBHIOIOTL 3 40 MM LUApPOM eTasoHy I,
BMKOPMCTOBYKOUN OAHAKOBI NPOGIpPKM 3
6e36apBHOr0 NPO30POro HeMTPasIbHOro ckna 3
N/IOCKMM [HOM, SIKi MatoTb BHYTPILLHINA fiamMeTp
Big 15 MM 0 25 MM. MOPIBHAHHA NPO30POCTi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
365. | TIO33-8 Tabnetku, Wo Inka IHAaisa Inka Jlabopatopi3 IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/19734/01/01
aucnepryloTbes B Nab6opaTopi3 ntp 3MiHu | TUNY - 3MiHK Woa0 peyenmom
POTOBI NMOPOXHWHI, Nimiteq 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

no 8 wmr; no 10

TabneTok y 6nicrepi;

no 1 6nictepy y
KapTOHHI KopoobLi

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHKa, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy B Ykpaini. fitoua pegakuis: Dr.
Satish Chandra / a-p Cartiw YaHgpa.
MponoHoBaHa pepakuis: Dr. Daniel Thadani / a-
p TxagaHi laHienb. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
3[jiCHEHHs1 hapMakoHarsay B YKpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
366. | TIOMNEHTAN niodpinisat gns MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/3916/01/01
po3unHy ANns iH'ekuii | "KuiBmegnpen "KniBMegnpenapar” 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenmom | nidssieae
no 0,5 r; donakoHu 3 apat"” nikapcbkuii 3aci6. KOHTponb rotoBoro

niodpinizatom

nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOBYBaHHS) - HE3HAYHI 3MiHM B MeTofax
KOHTPO/IO 32 NoKa3HWKoM "CynpoBifHi AOMiLLKn"
N3 - BHECEHO 3MiHU MO NPUrOTYBAHHIO PO3UUHY
nopiBHaHHSA (b) y BIANOBIAHOCTI 4O OHOBNEHOT
MoHorpadii EP 10.7 «Thiopental sodium and
sodium carbonate». 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTohax
BUNPOBYBaHHS) - HE3HAYHI 3MiHM B MeTofax
KOHTPO/II0 3a NOKa3HUKOM "CynpoBifHi AOMiLLKW"
(ansa girovoro Bupo6Hunka A®I Northern
Synthesis, J1aTBis) - 3MiHM MO NPUrOTYBaHHIO
po3uuHy nopisHaHHSA (b) y BignosigHoCTI f0
OHoBNeHoI MoHorpadii EP 10.7 «Thiopental
sodium and sodium carbonate». 3minu | TRy -
AgnMiHicTpaTuBHi 3MiHW. 3miHa Ha3Bn Ad®I abo
[0NOMDKHOT PeYOBUHU - YTOUHEHHS Ha3Bu Ad|
TioNeHTasy HaTpilo - foAaBaHHSA
thapmakoneiiHoi Ha3BM cybCcTaHLji TioneHTasny
HaTpilo Ta HaTpilo kapboHaT (3aTBEepPKEHO:
TiONeHTau1y HaTpito, 3anNpPONOHOBAHO: TioNeHTany
HaTpilo (TioneHTany HaTpito Ta HaTpito
KapboHarT). 3MiHN BHeceHi y po3gin "Cknag" B
IHCTPYKL,i10 ANA MeANYHOro 3acTOCyBaHHS
nNikapcbKoro 3acoby Ta sIK HACNIAOK - Y TEKCTi
MapKyBaHHS1 YNakoBKV NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsgy
(iHLWi 3MiHW) - OHOB/NIEHHS TEKCTY MapKyBaHHS
YMakoBKM MiKapCbKOro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS. 3MiHM Il TURNY - 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYHOTLCS Y BUPOOHNYOMY NPOLLECi
A®I, abo 3miHa BUpOGHKKa (BKOUaoun, ae
HeobxiaHO, MicLe NPOBEAEHHS KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBiAHOCTI
€Bponeiicbkii hapmakonei y 3aTsepmxeHoMy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
367. | TIONEHTAN niodpinisat gns MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/3916/01/02
po3unHy ANns iH'ekuii | "KuiBmegnpen "KniBMegnpenapar” 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenmom | nidssieae
no 1,0 r, donakoHu 3 apat"” nikapcbkuii 3aci6. KOHTponb rotoBoro

niodpinizatom

nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOBYBaHHS) - HE3HAYHI 3MiHM B MeTofax
KOHTPO/IO 32 NoKa3HWKoM "CynpoBifHi AOMiLLKn"
N3 - BHECEHO 3MiHU MO NPUrOTYBAHHIO PO3UUHY
nopiBHaHHSA (b) y BIANOBIAHOCTI 4O OHOBNEHOT
MoHorpadii EP 10.7 «Thiopental sodium and
sodium carbonate». 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTohax
BUNPOBYBaHHS) - HE3HAYHI 3MiHM B MeTofax
KOHTPO/II0 3a NOKa3HUKOM "CynpoBifHi AOMiLLKW"
(ansa girovoro Bupo6Hunka A®I Northern
Synthesis, J1aTBis) - 3MiHM MO NPUrOTYBaHHIO
po3uuHy nopisHaHHSA (b) y BignosigHoCTI f0
OHoBNeHoI MoHorpadii EP 10.7 «Thiopental
sodium and sodium carbonate». 3minu | TRy -
AgnMiHicTpaTuBHi 3MiHW. 3miHa Ha3Bn Ad®I abo
[0NOMDKHOT PeYOBUHU - YTOUHEHHS Ha3Bu Ad|
TioNeHTasy HaTpilo - foAaBaHHSA
thapmakoneiiHoi Ha3BM cybCcTaHLji TioneHTasny
HaTpilo Ta HaTpilo kapboHaT (3aTBEepPKEHO:
TiONeHTau1y HaTpito, 3anNpPONOHOBAHO: TioNeHTany
HaTpilo (TioneHTany HaTpito Ta HaTpito
KapboHarT). 3MiHN BHeceHi y po3gin "Cknag" B
IHCTPYKL,i10 ANA MeANYHOro 3acTOCyBaHHS
nNikapcbKoro 3acoby Ta sIK HACNIAOK - Y TEKCTi
MapKyBaHHS1 YNakoBKV NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsgy
(iHLWi 3MiHW) - OHOB/NIEHHS TEKCTY MapKyBaHHS
YMakoBKM MiKapCbKOro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS. 3MiHM Il TURNY - 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYHOTLCS Y BUPOOHNYOMY NPOLLECi
A®I, abo 3miHa BUpOGHKKa (BKOUaoun, ae
HeobxiaHO, MicLe NPOBEAEHHS KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBiAHOCTI
€Bponeiicbkii hapmakonei y 3aTsepmxeHoMy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
368. | TOXEO PO34MH A5 iH'EKLIN, CaHodi- HimeuunH CaHodpi-ABeHTiC HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/14720/01/01
COJIOCTAP 300 Og./mn, Ne 1, Ne ABeHTIC a Honunang MmeX 3MiHu | TUNY - 3MiHK Woa0 peyenmom
3,Ne5:nol15mny [Loliunang, 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
KapTpuaXi, M6X

BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky; mo 1, 3a6o 5
LUINPUL-PYYOK B
KapTOHHilA KOpO6L

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
[itoya pepakuis: Xogakiscbka TeTaHa
BsavecnasiBHa. [TponoHoBaHa pefakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHUKA, BiANOBIAA/IbLHOI 3a hapMakoHarnsg,
3MiHa MicLe3HaxomKeHHs MacTep-haiina
cucTemn chapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
369. | TPAKTOLUMUN PO34MH A5 iH'EKLIN, ®eppiHr TM6X | HimeuunH ®eppiHr TM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8850/02/01
7,5 mr/mn; no 0,9 mn a HimeuunHa Yecbka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
y thnakoHi; no 1 (BignoBiganbHWiA 3a Pecny6nika 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
chnakoHy B BMPOGHMLITBO, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KapTOHHilA KopooLi nepBuHHE npo cuctemy papmakoHarnsgy (BBefeHHs
nakyBaHHs1, y3arasisHeHWX faHUX Npo cucTemy
KOHTPO/b SKOCTi Ta hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BUNYyCK cepii BiANOBIAa/IbHOI 3a 3AiAiCHEHHS

rOTOBOrO NPOAYKTY);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHuii 3a
BTOPVHHE
nakyBaHHs)

hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsigy Ta ioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

370.

TPAKTOLUMN

KOHLieHTparT Ans
pO34nHy Ans
iHdpy3iiA, 7,5 mr/mn;
no 5 mn 'y dhnakoHi;
no 1 cpnakoHy B
KapTOHHIA KOpO6L

®eppiHr MTM6X

HimeuumnH
a

®eppiHr TM6X,
HimeuunHa
(BignoBiganbHWiA 3a
BMPOGHMLITBO,
nepBuHHE
nakyBaHHs1,
KOHTPO/1b SIKOCTi Ta
BUNYyCK cepii
rOTOBOrO NPOAYKTY);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHuii 3a
BTOPVHHE
nakyBaHHs)

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy.

3a
peyenmom

UA/8850/01/01

371.

TPUAKYTAH
®

kpem no 15 r y Ty6i;
no 1 Ty6i B nauui

MNAT
"Kuismegnpen
apar”

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TUMY - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
(BkntOvatoUn, 3a HeobXigHOCTI, Micue
npoBeieHHSA KOHTPO/I0 AKOCTI), a60 BNacHuka
macTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (KL 3a3HAYEHO Y [OCbE HA NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEUYOBUHM (SIKLLO 3a3HAYEHO Y AOCbE) 3MiHA
Ha3BW B/lacHVKa MacTep-aiina Ha AdI
BeTameTasoHy gunponioHaty Ta Ha3su dipMu-
BMpOo6HUKa A®I, 6e3 3MiHN MicLA BUPOGHMLTBA.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS

3a
peyermom

UA/4454/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
372. | TPUAKYTAH masb no 15 ry Ty6i; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4454/02/01
® no 1 1y6i B nayui "Kuismegnpen "KniBMegnpenapar” 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom
apat”

HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS OiS/IbHOCTI BUPO6HUKA
(BKTrOYatouK, 3a HeObXIAHOCTI, Micue
nNpoBeAEeHHS KOHTPO/I0 AKOCTI), ab0 BNacHuka
MacTtep-aiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro matepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHULITBI
A®| (KO 3a3HAYEHO Y [OCBE Ha NikapCbKnii
3acib) 3a BiACYTHOCTI cepTudikaTa Bi4noBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOBHMKaA HOBOT AOMOMDKHOT
PEUYOBUHM (AKLLO 3a3HAYEHO Y JOCbE) 3MiHa
Ha3BMW BNlacHUKa mactep-aiina Ha Ad|
BeTameTasoHy gunponioHaTty Ta Ha3su dipMu-
BMPOGHMKa A®I, 6e3 3MiHM MicLs BUPOOHULTBA
3aTtBepmkeHo: [itoya peyoBuHa: beTameTasoHy
avnponioHaty «CRYSTAL PHARMA S.A.U.»,
IcnaHis 3anponoHoBaHo: [liloya peyoBuHa:
BeTtameTtasoHy gunponioHaty «Curia Spain
S.A.U.», IcnaHisi. BBeieHHs1 3MiH NpOTArom 6-Tn
MicALiB Nic/a 3aTBePAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
373. | TPUAEPM® masb; no 15 r a6o 30 OpraHoH LLiBenuapi LWepiHr-Mnay /1a6o Benebris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/2022/02/01
ry Ty6i; no 1 Ty6i B CeHTpan Ict A H.B 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
KapTOHHIlA KOpO6L M6X

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3miHa(M) y KOpOTKili XapakTepucTuL, Slikapcbkoro
3ac00y, TEKCTi MapKyBaHHs1 abo iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHA A/17 NiKapCbKOro
3acoby, niyeH3osaHoro y €C 3a npoteaypoto
B3aEMHOr0 BU3HaHHS (Nikapcbkuli 3aci6 He
BXOAMTb A0 cdepu Ail npoueaypy B3aEMHOro
BU3HaHHS, asie 3MiHa BHOCUTbLCA K pe3yfbTar
npoueaypu i Big BnacHuKa Toprosoi NiLeHsii He
BMMaraeTbCa HaflaHHs XOAHUX HOBUX
[00aTKOBUX AaHunX) - 3MiHK BHECEHO A0
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby go posgainis "OcobamBocTi
3actocyBaHHs", "lNo6iyHI peakyii” BiANOBIgHO A0
OHOBNEHOT iHhopMaL,i 3 6e3neku aitoyol
PEYOBUHN CTOCOBHO PO3BUTKY CUHAPOMY BifMiHN
MiCL,eBMX CTepoigiB. BBeAeHHS 3MiH NnpoTsrom 6-
TV MiCAILIB NicNa 3aTBEPAXEHHS; 3MiHW Il Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMW AiaHUMK 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKLUT 4719 MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby ao posainis "OcobnnBocCTi
3actocyBaHHs", "lNo6ivHi peakuii”. BBeaeHHS
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMAKEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
374. | TPUTALE Tabnetkn; Ne 28 TOB "CaHodi- YkpaiHa CAHO®I C.P.. ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10165/01/01
NnAC® 10 (14x2): no 14 ABeHTIC 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
Mr/i2,5 mr Tabnetok y 6nictepi; YkpaiHa" BignosigHocTI/IE-cepTudpikart BignosigHoCTI
no 2 6nictepu B €Bponelicbkiin dhapmakonei/moHorpadii.
KapTOHHilA KopooLi MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpPOGHMKa. MogaHHA oHoBNeHoro CepTudikaty
BifANoBigHOCTI €Bponelicbkili hapmakonei aAns
aitoyoi peyoBrHM Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Big, BXe 3aTBEPA)KEHOrO BUPOOHNIKA,
AKNIA 3MIHMB Ha3By Ta agpecy (ansa M3
[03yBaHHAM No 5 Mr/12,5 mr). 3miHu | Tuny -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpPOGHMKa. MogaHHA oHoBNeHoro CepTudikaty
BifANoBigHOCTI €Bponelicbkili hapmakonei aAns
aitoyoi peyoBrHM Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcisa R1-CEP 2001-297-
Rev 06) Big, BXe 3aTBEPA)KEHOrO BUPOOHNIKA,
AKNIA 3MIHMB Ha3By Ta agpecy (ansa M3
[03yBaHHAM no 10 mr/12,5 mr)
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no 2 6nictepu B
KapTOHHilA KopooLi

MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa

marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo

OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpPOGHMKa. MogaHHA oHoBNeHoro CepTudikaty

aitoyoi peyoBrHM Ramipril Ne R1-CEP 2001-297-

Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro

BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -

BifANoBigHOCTI €Bponelicbkili hapmakonei aAns

Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Big, BXe 3aTBEPA)KEHOrO BUPOOHNIKA,
AKNIA 3MIHMB Ha3By Ta agpecy (ansa M3
[03yBaHHAM No 5 Mr/12,5 mr). 3miHu | Tuny -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI

A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpPOGHMKa. MogaHHA oHoBNeHoro CepTudikaty
BifANoBigHOCTI €Bponelicbkili hapmakonei aAns
aitoyoi peyoBrHM Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcisa R1-CEP 2001-297-
Rev 06) Big, BXe 3aTBEPA)KEHOrO BUPOOHNIKA,
AKNIA 3MIHMB Ha3By Ta agpecy (ansa M3
[03yBaHHAM no 10 mr/12,5 mr)

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
375. | TPUTALE Tabnetkn; Ne 28 TOB "CaHodi- YkpaiHa CAHO®I C.P.. ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10164/01/01
NALC® 5 (14x2): no 14 ABeHTIC 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
Mr/i2,5 mr Tabnetok y 6nictepi; YkpaiHa" BignosigHocTI/IE-cepTudpikart BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
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no 2 6nictepu B
KapTOHHIA KopoobLi

MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/npoOMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0NOMIXHOT peqoBuHK (cepTudikaT
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHoBMeHWI cepTUdiKaT Bif YXe 3aTBEPAKEHOr0
BMpOGHMKa. MNogaHHs oHoBneHoro CepTtudikaty
BiANOBIgHOCTI EBponeiickkili hapmakonei ans
aitoyoi pevouHM Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepegHs Bepcis R1-CEP 2001-297-
Rev 06) Bif BXe 3aTBepKEHOro BUPOOHUKa,
AKMIA 3MiHVMB Ha3BY Ta agpecy ans M3

[103yBaHHAM Mo 10 mr

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
376. | TPUTALE® Tabnetkv no 5 wmr; TOB "CaHodi- YkpaiHa CAHO®I C.P.. ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/9141/01/02
Ne 28 (14x2): no 14 ABeHTIC 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenmom
Tabnetok y 6nictepi; YkpaiHa" signosigHocTi/l E-cepTudikar BignosigHoCTI
no 2 6nictepu B €Bponelicbkiin dhapmakonei/moHorpadii.
KapTOHHilA KopooLi MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUpPOGHMKa. MogaHHA oHoBNeHoro CepTudikaty
BifANoBigHOCTI €Bponelicbkili hapmakonei aAns
aitoyoi peyoBrHM Ramipril Ne R1-CEP 2001-297-
Rev 07 (nonepeaHs Bepcia R1-CEP 2001-297-
Rev 06) Big, BXe 3aTBEPA)KEHOrO BUPOOHNIKA,
KW 3MIHVB Ha3By Ta agpecy ans M3
[103yBaHHAM no 5 Mr
377. | TPUTALE® Tabnetku no 10 mr; TOB "CaHodi- YkpaiHa CAHO®I C.P./. ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a - UA/9141/01/03
Ne 28 (14x2): no 14 ABeHTIC 3MiHM | Tuny - 3miHK 3 akocTi. CepTudiikat peyenmom
Tabnetok y 6nictepi; YkpaiHa" BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
378. | TPIO®OPTE Kancysv no 6 kancyn MNPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/2317/02/01
® y 6nicTepi; no 1 abo "®ITOPAPM" 3MiHu | TUNY - 3MiHK Woa0 peuyenma

2 6nictepn B navui 3
KapTOHY

6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3mMiHM) BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHA" MKA N3
3artBepmkeHo: MapkyBaHHA. [lofaeTbea
3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapCcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y meTogax BUnpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (415 NpuBefeHHs y
BignoBigHicTb 3 PY abo E€Bponencbkoto
chapmakoneeto Ta BUNyYEHHSI MOCUIaHHS Ha
3acTapinuii BHYTPILUHIA MeToA BUNPOOYBaHHS i
10ro HoMep) YTOUHeHHS y cneuudikauii Ta
MeToAax KOHTPOJI0 SIKOCTi 3a N. «PO34YMHEHHS»,
«Po3nagaHHsa», «MikpobionoriyHa yicToTa», a
came- NpVBeAEHHS Y BiAMoBigHICTL 3 AdPY abo
€BponeiicbKotlo hapmakoneeto Ta BUTyYeHHS
NOCWNAaHHS Ha 3acTapinuii BHYTPILLHI meToq,
BMNPOBYBaHHS i iioro Homep. 3MiHn | Tuny -
3MmiHK 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc
Ta cknag, (iHwWwi 3mMiHn) BHECEHHS YTOUHEHHSA
LLIO0 ONM1Cy Macy BMICTY Karcysn B po3gin MKA
Cknag. Hisik He BN/iMBaE Ha sKiCTb NikapcbKoro
3acoby. 3aTBepaKeHo JOonoMiKHI pevyoBUHN:
[OCTaTHA KiNbKICTb 3rigHO 3 BUMOramu Bcboro
[,0 OTPUMaHHSA Kancysvm macoto 0,734 1
3anponoHoBaHo [JonoMixHi pevosunHu: Maca
BMicTy kancynu 0,734 r. 3MiHn | Tuny - 3MiHn 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW)
BHeceHHs pefakuiiiHux 3MiH Ao Cneuwndikauii Ta
MeToZiB KOHTPOSO SKOCTI, a came -
BUNpaBneHHst opdorpadivHmMx Ta TEXHIYHUX
nomunok. He Bnineae Ha AKIiCTb NiKapCbkoro
3acoby.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
379. | YBICTE3VH PO34MH A5 iH'EKLN; 3M [foitunaHg HimeuunH | 3M [Loiunang MmMeX HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10196/01/02
POPTE nol1,7mny X a 3MiHu | TUNY - 3MiHK Woa0 peyenmom
KapTpuaxi; no 50 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
KapTpUaXiB y BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
mMeTanesili 6aHLUi npo cuctemy papmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBiAa/IbHOI 3a
papmakoHarnsay B YkpaHi
380. | YPOJIECAH® | cuponno 90 mny MNAT YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 - UA/2727/01/01
6aHui; no 1 6aHLi y "Tanuudapm" 3MiHu | TUny - 3MiHKM 3 AKocTi. AdI. peuyenma

nauuj; no 90 mn abo
no 180 mny
donakoHi; no 1
donakoHy B nauui

Bupo6HuuTBO. 3MiHa po3mipy cepii (Bkoyaroun
AianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SKUiA
3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea Ad|
(36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPAXEHVIM PO3MiIpOM) 3anpoBaKeHHs
aNbTepHaTMBHOIO po3Mmipy cepii an1a gaHoro Ad|
MaTepvHKM TpaBy eKCTPaKT PifgKWiA, EKCTpakKT
pigkuii (cybcTaHuin). MokasHyky cneumdikadii
3a/IMWATHCA HE3MIHHUMU. 3aTBEPAXEHO:
TEopeTUYHUiA po3mip cepii He meHLwwe 106,04 kr.
3anponoHoBaHO: TEOPETUYHWIA PO3MIp cepii He
MeHLe 424,16 kr. 3miHu | Trny - 3MiHW 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHN B NpOLIECi
BMpo6HULTBa AP| (HE3HaYHA 3MiHA Y NpOLECi
BUpo6HMLTBa ADI) 36inbLUEHHSA Po3Mipy cepil
A®I, noTpebye 3any4eHHs 6iNbLUOT KiIbKOCTI
OANHULIb 06NaAHaHHA. Y 3B'A3KY i3 UM BUHUKNA
Heob6XiHICTb BBEAEHHS A0A4ATKOBOI CXeMU
BMPOGHWLTBA, @ came —BBEAEHHS aHaorivyHNX
3a TUMOM OAVHULL 06/1aAHaHHS (EKCTPaKTOpIB)
B GiNbLUINA KiNIbKOCTI, L0 A03BONNUTL ONTUMa/IbHO
BMKOPVCTOBYBATU HasiBHe 0b6nafHaHHA Ta
TPYZAO0Bi pecypcu Ans BUpo6HMUTBa cepii AdI
MaTepuHKM TpaBy eKCTPaKT PiAKWA, ekcTpakT
pigkuii (cybecTaHuis). CnissigHoweHHA DER
(cvMpoBUWHa: rOTOBMIN NPOAYKT) HE 3MIHIOETHCS |
cTaHoBuTUMe 1:1. MNoka3HukK cneyudikauii He
3MIHIOKTbCSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
381. | YPOJIECAH® | cupon in bulk: no 90 MNAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/9518/01/01
My 6aHLj; no 48 "Tanuudapm" 3MiHu | TUny - 3MiHKM 3 AKocTi. ADI.

6aHoK y kopobax
KapTOHHKX; in bulk:
no 180 mny
donakoHi; no 30
chnakoHiB y kopobax
KapTOHHMX

Bupo6HuLTBO. 3MiHa po3mipy cepii (Bkioyaroun
AianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SKUiA
3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea Ad|
(36inbLUeHHs Ao 10 pasiB NOPIBHAHO i3
3aTBEPAKEHVIM PO3MIpOM) 3anpoBaKeHHs
anbTepHaTMBHOIO po3Mipy cepii gn1a gaHoro Ad|
MaTepuHK1 TpaBy eKCTPaKT PiAKWIA, eKCTpakT
pigkuii (cybeTaHuin). MokasHyky cneumdikauii
3a/MWA0THCA HE3MIHHUMU. 3aTBEPAXKEHO:
TeopeTUyHUiA po3mip cepii He meHLwe 106,04 kr.
3anponoHoBaHO: TEOPETUYHWIA PO3MIp cepii He
MeHLe 424,16 kr. 3MiHu | Thny - 3MiHW 3 AKOCTI.
A®|. BUpobHULTBO. 3MiHM B NPOLIECI
BMpO6HULTBA AP| (HE3HaYHA 3MiHa Y MpoLeCi
BMPOGHMLTBA ADI) 36inbLUeHHSt po3Mmipy cepii
A®I, noTpebye 3anyyeHHs 6inbLIOT KiTbKOCTI
OANHULIb 06NafHaHHSA. Y 3B'A3KY i3 LM BUHMKNA
HeobXiAHICTb BBEAEHHS 10A4ATKOBOI CXeMU
BMPOGHMLTBA, & came —BBEEHHS aHa/orivyHNX
3a TMNOM OAMHWLB 06N1aiHaHHSA (EKCTPAKTOPIB)
B GiNbLUINA KiNIbKOCTI, L0 A03BONNUTE ONTUMa/IbHO
BMKOPVCTOBYBATUN HasiBHe 061afHaHHA Ta
TPyZ#O0Bi pecypcu Ans BUpo6HMuTBa cepii AdI
MaTepuHku TpaBy eKCTPaKT PiAKWA, ekcTpakT
piaknii (cy6eTanuis). CnisigHoweHHss DER
(cvpoBWHa: rOTOBMI NPOAYKT) HE 3MIHIOETHCS i
ctaHoBuTUME 1:1. MNoka3HUkK cneyudikauii He
3MIHIOKTbCA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
382. | YPOJIECAH® | cuponno 90 mny MNAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/2727/01/01
6aHui; no 1 6aHLi y "Tanuudapm" 3MiHu | TUny - 3MiHKM 3 AKocTi. ADI. peuyenma

nauuj; no 90 mn abo
no 180 mny
dhnakoHi; no 1
donakoHy B nauui

Bupo6HuLTBO. 3MiHa po3mipy cepii (Bkioyaroun
AianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SKUiA
3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea Ad|
(36inbLUeHHs Ao 10 pasiB NOPIBHAHO i3
3aTBEPAKEHVIM PO3MIpOM) 3anpoBaKeHHs
anbTepHaTMBHOIO po3Mipy cepii gn1a gaHoro Ad|
MOPKBM AMKOI NOAIB €KCTPAKT PiAKWIA, EKCTPaKT
pigkuii (cybeTaHuis) B cknagi '3 YponecaH®
cuporn. MNMokasHvky crneundikaLii 3a1mwarTbes
HE3MiHHUMU. 3aTBEPAXKEHO: TEOPETUYHWIA
po3wmip cepii A®| MopkBu AWKOT NNOAIB EKCTPaKT
piaKuiA, ekcTpakT pigkuid (CybcTaHLisl) He MeHLLEe
106,8 kr. 3anponoHOBaHO: TEOPETUYHMIA PO3MIp
cepii A®| MopkBu AVKOT NNOAIB eKCTPaKT piakvii,
EKCTPaKT piakuii (cybcTaHLis) He MmeHwe 427,20
Kr. 3MiHm | Tvny - 3MiHun 3 AkocTi. API.
Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
A®I) 36inbLeHHA po3mipy cepii A®l, noTpebye
3aUTyyeHHs GinbLUOT KiNbKOCTi OAUHULIb
o6nafHaHHA. Y 3B'A3KY i3 LM BUHUKIA
HeoOXiAHICTb BBEAEHHSA AOAATKOBOI CXeMM
BMPOOHMLITBA, & CaMe —BBEEeHHSA aHasT0riYHNX
3a TUNOM OAUHWLb 06N1afHaHHA (EKCTPaKTOpIB)
B GiNbLUIN KiNIbKOCTI, L0 f03BOMNTL ONTUMASIbHO
BUKOPVCTOBYBATUN HasiBHe 06N1afHaHHA Ta
TPYAOBI pecypcy Ana Bupo6HuLTBa cepii AdI
MOpPKBM AMKOI NOAIB €KCTPAKT PiAKWiA, EKCTPaKT
pigkuii (cybeTaHuin) y cknagi M3 YponecaH®,
cupon. CnissigHoLweHHA DER (cvpoBuHa:
roTOBUIA NPOAYKT) HE 3MIHIOETLCSA | CTAHOBUTME
1:1. MokasHmKK cneundikauii He 3MiHKKTbCS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

383.

YPONECAH®

cupon in bulk: mo 90
My 6aHLj; no 48
6aHoK y kopobax
KapTOHHKX; in bulk:
no 180 mny
donakoHi; no 30
chnakoHiB y kopobax
KapTOHHMX

NAT
"Tanuudapm"

YkpaiHa

MAT "ranuudpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUny - 3MiHKM 3 AKocTi. ADI.
Bupo6HuLTBO. 3MiHa po3mipy cepii (Bkioyaroun
AianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SKUiA
3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea Ad|
(36inbLUeHHs Ao 10 pasiB NOPIBHAHO i3
3aTBEPAKEHVIM PO3MIpOM) 3anpoBaKeHHs
anbTepHaTMBHOIO po3Mipy cepii gn1a gaHoro Ad|
MOPKBM AMKOI NOAIB €KCTPAKT PiAKWIA, EKCTPaKT
pigkuii (cybeTaHuis) B cknagi '3 YponecaH®
cuporn. MNMokasHvky crneundikaLii 3a1mwarTbes
HE3MiHHUMU. 3aTBEPAXKEHO: TEOPETUYHWIA
po3wmip cepii A®| MopkBu AWKOT NNOAIB EKCTPaKT
piaKuiA, ekcTpakT pigkuid (CybcTaHLisl) He MeHLLEe
106,8 kr. 3anponoHOBaHO: TEOPETUYHMIA PO3MIp
cepii A®| MopkBu AVKOT NNOAIB eKCTPaKT piakvii,
EKCTPaKT piakuii (cybcTaHLis) He MmeHwe 427,20
Kr. 3MiHm | Tvny - 3MiHun 3 AkocTi. API.
Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
A®I) 36inbLeHHA po3mipy cepii A®l, noTpebye
3aUTyyeHHs GinbLUOT KiNbKOCTi OAUHULIb
o6nafHaHHA. Y 3B'A3KY i3 LM BUHUKIA
HeoOXiAHICTb BBEAEHHSA AOAATKOBOI CXeMM
BMPOOHMLITBA, & CaMe —BBEEeHHSA aHasT0riYHNX
3a TUNOM OAUHWLb 06N1afHaHHA (EKCTPaKTOpIB)
B GiNbLUIN KiNIbKOCTI, L0 f03BOMNTL ONTUMASIbHO
BUKOPVCTOBYBATUN HasiBHe 06N1afHaHHA Ta
TPYAOBI pecypcy Ana Bupo6HuLTBa cepii AdI
MOpPKBM AMKOI NOAIB €KCTPAKT PiAKWiA, EKCTPaKT
pigkuii (cybeTaHuin) y cknagi M3 YponecaH®,
cupon. CnissigHoLweHHA DER (cvpoBuHa:
roTOBUIA NPOAYKT) HE 3MIHIOETLCSA | CTAHOBUTME
1:1. MokasHmKK cneundikauii He 3MiHKKTbCS

UA/9518/01/01

384.

YPONNECAH®

cupon no 90 mny
6aHuj; no 1 6aHu y
nadui; no 90 mn abo
no 180 mny
donakoHi; no 1
chnakoHy B nauui

NAT
"Tannudapm”

YKpaiHa

MAT "Tanuuchapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBa/ibHKiA 3aci6. 3MiHa
napameTpiB crneungikauii Ta/abo gonycTummx
MeX NepBYHHOT yNakoBKM rOTOBOTO MiKapCbKOro
3aco0y (iHLWi 3MiHKM) 3MiHa Ha3BU (h1akoHIB
BMPOGHMKa NePBUHHOI ynakosku Stoelzle Union
s.r.l. 3"200 ml Verpackungsflasche" Ha "200 ml
Sirupbottle”. AkicHWiA Ta KinbKicHUIA cknag, Tvn,
chopma Ta po3Mip efneMeHTiB NEPBUHHOIO
nakyBaHHSA 3a/IMLIAETLCA HE3MIHHAMW.

6e3
peuyenma

UA/2727/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
385. | YPOJIECAH® | cupon in bulk no 90 MNAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - - UA/9518/01/01
My 6aHLj; no 48 "Tanuudapm" 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
6aHoK y kopobax nikapcbkuii 3aci6. Cuctema
KapTOHHKX; Mo 180 KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
My cpnakoHi; no 30 napameTpiB cneuudikalilii Ta/abo fonycTUMMX
hakoHiB y Kopobax MEX NepPBNHHOT YNakoBKN rOTOBOrO NiKapCbKoro
KapTOHHWX 3aco6y (iHwWi 3MiHKM) 3MiHa Ha3BM hNakoHIB
BUPOGHMKa NepBMHHOT ynakoBku Stoelzle Union
s.r.l. 3"200 ml Verpackungsflasche" Ha "200 ml
Sirupbottle". HAkicHnii Ta KinbKiCHWIA cknag, Tum,
dhopMa Ta po3Mip enleMeHTIB NePBUHHOIO
nakyBaHHS 3a/IMLLIAETLCS HE3MIHHAMU.
386. | YPO/IECAH® | cuponno 90 mny MNAT YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 - UA/2727/01/01
6aHui; no 1 6aHLi y "Tanuudpapm" 3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. peuyenma

nauuj; no 90 mn abo
no 180 mny
donakoHi; no 1
donakoHy B nauui

BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOUYAKOUM
AinbHuui ana A®l, npoMixxHoOro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHULi A1
NpoBefEeHHs NakKyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeAeHHS KOHTPOsILO cepii) abo
noctavasibHMKa BMXi4HOrO martepiasy, peareHty
a60 [OMNOMIXKHOT pevyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) — BUSTYYEHHS BUPOOHMKa A®I Anuui onii
(Anuui onis ecbipHa) KomnaHisi "Cubipcbki
HaTypanbHi macna"“, P®. 3MiHu | Tuny -
AMIHICTPaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHUYOT
AiNbHUUI (BKAOYaoumn ginbHULi ans Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro JliKkapCbKOro
3aco06y, AiNbHULI ANs NPOBeAEeHHS NakyBaHHS,
BVMPOGHMKA, BiANOBiJaNIbHOTO 3a BUMYCK Cepild,
MicLie NpoBefeHHsI KOHTPO/IO cepii) abo
noctayanbHUKa BUXiAHOTO MaTepiany, peareHty
a60 [ONOMIXHOI PeyoBUHU (SKLLO 3a3HAYEHO Y
[0CbE) - BUTyYEeHHS BUPOGHMKa AdD| Annui onii
(Anuui onis ecpipHa) TOB "Meraci6", P®. 3miHn
| Tvny - 3MiHK 3 AkocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMUX MeX, BU3HaYeHUX Yy cnevumdikaisx
Ha A®l, abo BMXifHWIA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BUpo6bHuMLTBa API (iHLWi 3MiHN) -
BHECEHHS 3MiH Y cneuudikauiio Ta MetToam
KoHTponio A®I Anuui onia (Anvui onis edipHa),
0/1iA N0 NoKa3HuKax: «lgeHTudikauis»,
«[OKa3HUK 3a/10M/IEHHS», «KinbKicHe
BU3HAYEHHA», «ONTUYHE 06epTaHHA,
«XpomaTtorpadyivHnii npodinb», «XX1pHi onii i
ocMorieHi edpipHi onii». CynyTHS 3MiHa - 3MiHK 3
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n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(iHWi 3mMiHM y MeTogax BUNPO6yBaHHS
(BKtOYaroun 3aMiHy abo fonoBHeHHS) Ad| abo
BMWXi4HOro/MpoMiKHOro npoAykTy) 3miHum Il Tuny -
3MiHu 3 siKocTi. A®I. Bupo6bHMLUTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NpOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci AdPl, abo 3miHa
BMPO6HMKa (BKIHOYAKOUM, e HEeOBXiAHO, Micue
npoBefeHHs KOHTPOosIo sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBeAEHHS HOBOTO BUpOobHUka Adl 3
HafaHHAM MacTep-gaiina Ha A®l) - BBeAEHHS
HOBOro BUpo6Huka APl Anuui onii (Anuui onisa
ecbipHa) MAT "Tanunucbapm”, YkpaiHa, ge
BYPOBHUKOM BUXIAHOT CUPOBUHW Anuui onii
(Anuui onia edipHa) € «A. G. Industries», IHajs.
Ha BUpO6GHNYMX NOTY)XHOCTSIX BUPO6HMKa API
Anuui onii (Anuui onia edpipHa) NAT
"lanuucapm”, YkpaiHa npoBoaTbcs
HX4YenepeniveHi cTagii BUpobHULTBa, a came:
[BOCTyniHYacTa thinbTpauia Anvui onii, wo
HaAXoAuTb Bif, NEPBUHHOMO BUPOOHMKA BUXiLHOT
cmpoBuHM «A. G. Industries», IHAist; nakyBaHHSA
AD| Anunui onii; KOHTPOb AKocTi APl Anuui onii
Ta NnpoBoAUTLCA BUNYCK cepii AP| Anuui onii
(Anuui onis ecpipHa)

387.

YPONNECAH®

cupon in bulk: no 90
My 6aHuj; no 48
6aHOK y kopobax
KapTOoHHKX; in bulk:
no 180 mny
chnakoHi; no 30
(bNakoHiB y kopobax
KapTOHHMX

NAT
"Tannudapm”

YKpaiHa

MAT "Tanuuchapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOHYAKUM
ainbHuUl ansa A®I, NpomMixXHOro NpoAaykTy abo
roTOBOrO /liKapCbkoro 3acoby, AiNbHUL ANns
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOSIIO cepii) abo
noctadasibH1Ka BUXiAHOIrO MaTepiasy, peareHty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CLE) — BUSTYYEHHST BUpo6bHMKa A®I Anuui onii
(Anwnui onia edhipHa) KomnaHis "Cunbipcbki
HaTypanbHi macna“, P®. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs1 BUPO6HUYOT
OinbHUUI (BKAOYaoun ginbHuLi ana Adl,
NPOMDXXHOro NPOAYKTY abo roToBOro NikapcbKoro

3aco6y, AiNbHULi 4718 NPOBEAEHHSI NaKyBaHHS,

UA/9518/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BMPOGHMKA, BigNOBiAaNIbHOTO 3a BUMYCK Cepil,
MicLie NPOBELEHHSI KOHTPOSKO cepii) abo
nocTavasnibHvKa BUXiHOro Martepiany, peareHty
a60 [ONOMIXXHOI peyoBUHU (SKLLO 3a3HAYeHo y
[0CbE) - BUTyYEHHS BUPOGHMKa ADI Annui onii
(Anwnui onia edripHa) TOB "Meraci6", P®. 3MiHn
| TNy - 3MiHK 3 skocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUYeHUX y cneuudikavisx
Ha A®l, abo BYVXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci Bupo6Huytea AP (iHwi 3MiHM) -
BHECEHHS 3MiH Y crneuudikauiio Ta MeToam
KOHTponto AdI Anuui onia (Aaudi onia edipHa),
0/1i N0 NoKa3HWKax: «lgeHTudikauis»,
«loKa3HVK 3a10MNEeHHS», «KinbkicHe
BU3HAUYEHHS», «ONTUYHE 06EepTaHHS»,
«XpomatorpadiuHuii Npoinb», «XKUpHi onii i
ocmorieHi edpipHi onii». CynyTHS 3MiHa - 3MiHK 3
AKOCTi. A®I. KoHTponb AdL. 3miHa y meTogax
BMNpobyBaHHsA APl abo BUxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHWi 3mMiHM y MeToAax BUNPoBYyBaHHSA
(BKtovarouM 3aMiHy abo JonoBHeEHHS) APl abo
BUXIAHOrO/NPOMIXHOro NpoaykTy) 3miHu Il Trny -
3MiHn 3 axkocTi. A®l. BupobHMLUTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NnpoOMKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci AD|, abo 3miHa
BMPOGHMKa (BK/OYaKoun, Ae HeobxigHo, Micue
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe)(BBEAEHHS HOBOTO BUPO6HUKa AdI 3
HafaHHAM MacTep-haiina Ha Adl) - BBEEHHS
HOBOro BMpo6Huka APl Anuui onii (Anuui onisa
edpipHa) MAT "Tanuuchapm”, YkpaiHa, e
BMPOGHWKOM BUXIAHOI CUPOBUHU Anunui onii
(Anwnui onis ediipHa) € «A. G. Industries», IHgjs.
Ha BMpOBHUYMX NOTYXKHOCTAX BUPOGHUKa API
Anuui onii (Anuui onis ecbipHa) MAT
"lannucdapm”, YkpaiHa npoBoaaTbcs
HX4YenepeniveHi ctagii BUpobHULTBa, a came:
AsocTyniHyacTa chinbTpauisa Anuui onii, wo
HaAXoAWTb Bif, MEPBMHHOIO BUPOBHMKA BUXiZHOT
cnpoBuHN «A. G. Industries», IHAis; nakyBaHHA
A®| Anwnui onii; koHTpoNb sKocTi APl Anuui onii
Ta NpoBOANTLCA BUNYCK cepii ADI Anuui onii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
388. | YPCONI3NH kancysv no 300 mr Maric ITanis ABL| ®apmacbloTivi ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/8078/01/02
no 20 kancyny PapmachbioTivi C.n.A. 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peyenmom
6nicTepi, no 1 C.p.n. nikapcbkuii 3aci6. Besneka CTOPOHHIX areHTiB.

6nictepy y
KapTOHHilA KopooLi
no 25 kancyny
6nicTepi, no 4
6nictepay
KapTOHHilA KOpO6L

OHoBneHHs iHhopmauii "OuiHka 6e3nekn
CTOPOHHIX areHTiB" (po3ain 3.2.A.2) (3amiHa
3acTapinvx 4ocnimpKeHb, NOB'A3aHNX 3 eTanaMmm
BVMPOGHMLTBA Ta CTOPOHHIMU areHTamu, npo ki
BX€ MOBIAOM/IANIOCS B fOCLE) - 6€3 3MiHU OLLiHKM
pY3KKy - OHOBMIEHHS iHchopMaLiii po3giny
3.2.A.2. OujiHka 6€e3nekn CTOPOHHIX areHTiB.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOr0
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2005-198 - Rev 05 (3atBepmxeHo: R1-CEP
2005-198 - Rev 04) ans fjto4oi pevyoBuHA
KMCNOTW YPCOLE30KCUXOMEBOT Bif BXe
3aTBepaxeHoro BupobHuka ICE S.p.A., ltaly.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2005-198 - Rev 06 ans fjto40i peqyoBuHU
KNCMOTN YPCOAE30KCUXONEBOI Bif, BXe
3arBepkeHoro BupobHuka ICE S.p.A., Italy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
389. | YPCO®PA/NDBK | cycneHsisi opasibHa, [Op. danbk HimeuunH BignosiganbHuii 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3746/01/01
250 mr/5 mn; no 250 Papma 'M6X a BUMYCK Cepiii LLiBeiiuapis 3MiHK | TUNY - 3MiHK Woao peyenmom
M1 Y CKNSHIN KIHLLEBOrO NPOAYKTY: 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
naswui; no 1 [Op. danbk dapma 3MiHa yacToTu Ta/abo TepMiHiB NogaHHs
nnswuyi pasom 3 1 m6X, HimeuunHa; perynisipHoO OHOBJIIOBaHWX 3BITIB 3 6e3neku
MipHUM B1po6HMK nNikapcbKnx 3aco6iB. 3MiHM y YacTOTi NoAaHHSA
CTakaH4MKoM B [1030BaHoi chopmu, perynspHO OHOBJIOBAHOIO 3BiTY 3 6e3neku.
KapTOHHIlA KopooLi nepBuHHE, BTOPUHHE [Jitova pepakuin: Yactota nofaHHA perynsipHo
nakyBaHHs Ta OHOB/IIOBAHOrO 3BITY 3 6e3nekn 5 pokis.
KOHTPO/Tb AKOCTI: MponoHoBaHa pegakuis: Yactota nogaHHs
KopgeH ®apma perynspHo OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku 10
Ppidypr Al pokiB. PekomeHA0BaHO A0 3aTBEPAKEHHS
LiBaliHigepnaccyHr BiAMOBIAHO A0 NepioAUYHOCTI MoJaHHS
ETTiHreH, perynisipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
LBeliuapis; nikapcbkux 3acobiB y €C.
Brpo6HWK,
BiANoBigabHUii 3a
KOHTPO/Ib SIKOCTI:
Bioeksam AT,
LLiBeiiLapis
390. | YPCO®DAJIbK | Tabnetku, BKpUTI [p. ®anbk HimeuunH BignosiganbHuii 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a - UA/3746/03/01
N/1iBKOBOIO dapma 'm6X a BUMYCK Cepiii 3MiHM | TUny - 3MiHK Wwoao peyenmom

06010HKot0, No 500
Mr; no 25 TabneTok
y 6nicTepi; no 1, 2,
ab6o no 4 6nictepu B
KapTOHHI Kopoobui

KIHLLEBOTO NPOAYKTY:
Ap. ®anck Papma
v6X, HimeuunHa;

Brpo6HuK
[030BaHoi chopmu,
nepBuHHE, BTOPUHHE
nakyBaHHs! Ta
KOHTPO/Ib SIKOCTI:
No3aH ®apma
Mv6X , HimeuunHa;
Bunpo6HuK,
BignoBigasbHWi 3a
nepBUHHE, BTOPUHHE
nakyBaHHs! Ta
KOHTPO/Ib SIKOCTI:
NosaH ®apma MvbX,
HimeuunHa,;
B1po6GHWK,
BiANoBiganbHUii 3a
KOHTPO/Ib SIKOCTI:
HaykoBo-gocnigHnii
iHCTUTYT Xennenep
'm6X, HimeyunHa

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
3MiHa yacToTu Ta/abo TepMiHiB NogaHHsA
perynspHO OHOBJ/THOBaHUX 3BITIB 3 6e3neku
nikapcbknx 3aco6iB. 3MiHM y 4aCTOTi NOAaHHSA
perynsipHo OHOB/IHOBAHOIO 3BiTYy 3 6e3neku.
[itova pepakuis: Yactota nogaHHa perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3nekun 5 pokis.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOBJ/IIOBAHOTO 3BiTy 3 6e3nekun 10
pokiB. PekoMeHA0BaHO [0 3aTBEPLKEHHS
BiAMNOBIAHO A0 NepioANYHOCTI NoJaHHA
perynspHO OHOBJ/THOBaHUX 3BITIB 3 6e3neku
nikapcbknx 3acobis y €C.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

391.

DEHKAPON®

Tabnetkv no 10 wr,
no 10 Tabnetok y
6nictepi, no 2
6nicTepn y nauuj 3
KapTOHY

AT
"OnaiiHcpapm”

Narteis

AT "OnaiiHdpapm"

Nartsis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.

[itoua pepakuin: MNpuckoka AHApIN.
MponoHoBaHa pepakuis: CaB4yeHko AMUTPO
CepriiioBny. 3mMiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi

6e3
peyenma

UA/3782/01/02

392,

DEHKAPON®

Tabnetkv no 25 wr,
no 10 Tabnetok y
6nictepi; no 2
6nicTepu B nauwj 3
KapTOHY

AT
"Onaiinchapm”

Nartsia

AT "OnaitHdpapm"

Nartsia

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobum,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTakTHOI 0cobu
3asBHMKa, BiANOBiAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pegakuis: Mpuckoka AHAPIN.
MponoHoBaHa pegakuis: CaByeHko AMUTpo
CeprilioBuy. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0CO6M 3asiBHMKA, BifnoBigasibHOI 3a
dhapMakoHarnsg B YKpaiHi

6e3
peyenma

UA/3782/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
393. | ®EHKAPO/I® | Tabnetku no 50 wmr, AT Nat.is AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/3782/01/03
no 15 tabnetok y "OnaiiHcpapm” 3MiHu | TUNY - 3MiHK Woa0 peuyenma

6nictepi; no 2
6nicTepu B navwy,j 3
KapTOHY

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YKpaiHi.

[itoua pepakuin: MNpuckoka AHApIN.
MponoHoBaHa pepakuis: CaB4yeHko AMUTPO
CepriiioBny. 3mMiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
394. | ®IPMAIOH MOPOLLIOK AN ®eppiHr LLiBenuapi ®eppiHr TM6X, HimeuuunHa / BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10182/01/02
pO34nHYy ANA iH'eKUl IHTEepHELIHN A HimeuunHa Yecbka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 120 wmr; 2 CeHtep CA (BMPOGHWK rOTOBOTO Pecny6nika 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
donakoHm 3 NPOAYKTY, BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
MOPOLLKOM Y BiNOBifa/IbHWIA 32 npo cucTemy hapmakoHarnsgy (BBefeHHs
KOMNNEKTi 3 2 nepBuHHE y3arasisHeHWX faHUX Npo cucTemy
nonepegHL0 nakyBaHHs, thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
HanoBHEHUMU KOHTPO/b AKOCTi Ta BiANOBIAa/IbHOI 3a 3AiAiCHEHHS

wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5
M1 (3 MapKyBaHHAM
3,0 mn Ta 06’ eMoM
HanoBHeHHs 3,0
mn), 2 agantepamu
Ans donakoHis, 2
ronkamu gns
BBEJlEeHHs Ta 2
CTePXHAMM MOPLLHA
B KapTOHHiiA
ynakosLi; 2
chnakoHm 3
MOPOLLKOM Y
KOMMEeKTi 3 2
nonepegHL0
HarnoBHEHNMMU
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5
M1 (3 MapKyBaHHAM
3,0 mn Ta 06’ eMoM
HanoBHeHHs 3,0
mn), 2 agantepamu
ans donakoHis, 2
ronkamu gns
BBEJlEeHHs Ta 2
CTePXHAMM NOPLLHA
(3 MapkyBaHHsIM
aHrnilicbkoto
MOBOL0) B KApTOHHIiA
ynakoBLii

BUNYCK cepil);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHuii 3a
BTOPUHHE
nakyBaHHs)

hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
395. | ®IPMAIOH MOPOLLIOK AN ®eppiHr LLiBenuapi ®eppiHr TM6X, HimeuuunHa / BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/10182/01/01
pO34nHYy ANA iH'eKUl IHTEepHELIHN A HimeuunHa Yecbka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
no 80 wr; 1 donakoH CeHntep CA (BMPOGHVK rOTOBOrO Pecny6nika 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3 NOPOLUKOM Y NPOAYKTY, BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
KomnaekTi 3 1 BiANoBigabHUii 3a npo cuctemy papmakoHarnsgy (BBefeHHs
nonepeAHL0 nepBuHHe y3araslbHeHVX gaHnx npo cuctemy
HanoBHEHNM nakyBaHHs, thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
LUINPULOM 3 KOHTPO/b AKOCTi Ta BiANOBIAa/IbHOI 3a 3AiAiCHEHHS

PO34YMHHMKOM (BOAA
Ans iH'exuii) no 5
M/ (3 MapKyBaHHAM
4,0 Mn Ta 06 emMOoM
HaroBHeHHA 4,2
mn), 1 agantepom
ansa dnakoHa, 1
rofIKOK A1
BBefeHHsa Ta 1
CTEPXHEM MOPLUHSA B
KapTOHHI ynakoBsL,i
3 MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
1 donakoH 3
MOPOLLKOM Y
KomnekTi 3 1
nonepegHL0
HamnoBHEHVM
LUMPULIOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5
M1 (3 MapKyBaHHAM
4,0 Mn1 Ta 06 emMoM
HanoBHeHHsA 4,2
mn), 1 agantepom
ansa donakoHa, 1
rofikoto Ans
BBefeHHs Ta 1
CTePXXHEM MOPLLHSA
(3 MapkyBaHHsIM
aHrnilicbkoto
MOBOL0) B KApTOHHIiA
ynakoBLii

BUNYCK cepil);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHuii 3a
BTOPUHHE
nakyBaHHs)

hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis:
Kyuma Bonogumunp OnexkcaHapoBuy.
MponoHoBaHa pepgakuisi: HikiTueHkoBa /110608
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnsg, B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
396. | PITOFACTPO | 36ip, N0 501y MpAT YkpaiHa MpAT "/NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/14230/01/01
n naykax i3 "NikTpasn" 3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma
BHYTPILLHIM nikapcbkuii 3aci6. Cuctema
naketom; no 1,5ry KOHTeliHep/3aKynopoBa/ibHWii 3aci6 (iHLWi 3MiHN)
inbTp-nakeTi; No BHECEHHS 3MiH 0 MaTepianiB peecTpayiiiHoro
20 dinbTp-nakeTiB y [0CbE, a came: - fOMOBHEHHS NOKa3HUKa
nauui abo y navyi 3 «laeHTudikauis (30BHILLHI 03HaKN)»
BHYTPILLHIM NakeTom BK/TIOYEHHAM [0fATKOBUX O3HAK A/1A
Bi3yas/lbHOr0 KOHTPO/O «6) Konip» cneumdikauii
3 KOHTPOJII0 MEPBUHHOIO NakyBasIbHOro
matepiany (Manip inbTpyBanbHWit); -
YTOYHEHHSA p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHWIA 3acib, L1040 3a3Ha4YeHHs
MOX/TMBOCTI MPUKPINJEHHS HUTKN 3 AP/IMYKOM [0
iNbTp-NakeTy, 3 Bi4NOBIAHUM BHECEHHSAM 3MiH
00 p. «Ynakoska» MKA 13
397. | ®ITOHE®PO | 36ipno50ry MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 - UA/14132/01/01
n naykax 3 BHyTpILLHIM "MikTpasn” 3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenma
naketom; no 1,5ry nikapcbknii 3aci6. Cuctema
PinbTp-nakeTi; No KOHTeliHep/3aKynopoBasibHW 3aci6 (iHLWi 3MiHN)
20 hinbTp-nakeTiB y - BHECEHHS 3MiH A0 MaTepianis peecTpawiiHoro
nayui; mo 1,5ry [0CbE, a came: - AONOBHEHHA MOoKa3HMKa
PinbTp-nakeTi; No «lpeHTudikauis (30BHiLLUHI 03HaKW)»
20 dhinbTp-nakeTiB y BK/IIOYEHHAM [O04aTKOBUX O3HAK A5
nauyuj 3 BHYTpILLHIM Bi3yanibHOr0 KOHTPOsto «6) Konip» cneumndikaw,i
nakeTom. 3 KOHTPOJIH0 NEPBMHHOIO NakyBasIbHOro
matepiany (Manip qinbTpyBanbHWi); -
yTOUHeHHs p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasIbHWIA 3aci6, LW0A0 3a3HAYEHHS
MOX/IMBOCTi NMPUKPIMNIEHHA HUTKW 3 AP/IMYKOM [0
iNbTp-NakeTy, 3 BiANOBIAHUM BHECEHHSAM 3MiH
00 p. «Ynakoska» MKA /13
398. | ®/IEBABEH® | Tabnetku, no 1000 KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 - UA/16995/01/02
1000 mr no 10 TabneTok y HoBo mecTO bulk", nepenHHe Ta 3MmiHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
6nictepi; no 3 abo 6 BTOpPUHHE nikapcbkuii 3aci6. KOHTpob roToBOro
6nicTepiB y nakyBaHHs, nNikapcbKoro 3acoby (iHLi 3MiHWN) BUKNaAeHHs
KapTOHHIA Kopoo6Li KOHTpO/b cepii Ta TekcTy MK /13 ykpaiHCbKOl MOBO, 6€3 3MiHU
Bunyck cepii: KPKA, aHaNITUYHUX METO/IB, 3 BUNPAaBIEHHAM AESKNX
A.4., Hoso mecTo, TEXHIYHUX NOMUIOK Ta HE3HAYHVMU KOPEKLISIMU
COBEHIA; KOHTPO/Ib onucy MeTofiB AKOCTI. BBeeHHs 3MiH NpoTArom
cepii: KPKA, a.4., 6-T1 MicALIB Nicnsa 3aTBEPLKEHHSA. 3MiHM | Tvny -
HoBo mecTo, 3MiHu 3 sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
CnoseHisa y BUPOGHMLTBI. 3MiHU y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapcbKoro 3acoby, BkIovaun
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BMPOGHMLITBI FOTOBOrO /liKapCbKOro 3acoby (iHLWi
3MiHW) BHECEHHS 3MiH 4,0 ONuCY BUPOGHNYOro
npoLecy Ta KOHTPOJIK0 NpoLecy, 30kpema:
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
36iNbLUEHHS TepMiHy 36epiraHHs npoayKuii in

bulk 3 1 micaus go 6 micsuis. BBeAeHHA 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.

3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK

BMNpoGyBaHb abo AOMNYCTUMUX MEX,
BCTAHOBJIEHNX Y crneuudikauisx, nig vac
BMPOGHMLTBA rOTOBOTO JlikapcbKoro 3acoby (iHLwi
3MiHn) (B.11.6.5. (x) IB)

PO3LUMPEHHSA 3aTBEPMKEHNX MEX
BHYTPILLHbOMNPOLLECHOr0 KOHTPO/II0 ANS
[04aTKOBOI YacToTV BUNPOBYBaHb KOHTPO/I0
XOPCTKOCTI 6riicTepiB (BakyyMHUiA TeCT).
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudlikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2011-177 - Rev 01 (3aTBepaxeHo: R1-CEP
2011-177 - Rev 00) 4n1A Ajto40i pe4oBUHM
Diosmin Big, 3aTBepAkeHOro Bupo6Hmka Hunan
Yuantong Pharmaceutical Co., Ltd., China.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHWYOT AinbHUL (BKIHOHYAKUM
AinbHuUi ana A®I, npoMixHoro npoaykTy abo
roTOBOrO JliKapCbKOro 3acoby, AiNbHUL ANnA
NpOoBefEeHHs NakyBaHHS, BUPOOHMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPO/ILO cepii) abo
noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHty
a60 [JONOMIKHOI PeHOBMHU (SKLLO 3a3HaYeHO Y
[0CbE) BUAANEHHS BUPOOHYKA AiH040I Pe4OBUHM
giocmiHy FAES FARMA, S.A., Spain
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
399. | ®IEBABEH® | Tabnetku, BKpUTI KPKA, ao.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/16995/01/01
500 NNiBKOBOO HoBo mecTo bulk", nepsuHHe Ta 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. peuyenma

0060/10HKOI0, M0 500
Mr; no 15 Tabnetok
y 6nicTepi; no 2 abo
4 6nictepun B
KapTOHHI KopoobLi

BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mMecTo, CrioBeHis
KOHTPO/b cepii:
KPKA, a.4., HoBo
mMecTo, CrioBeHis

BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UM
AinbHuui ana A®l, npoMixHoro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
NpOoBefEeHHs NakyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpPOBE/LEHHSI KOHTPOSO cepii) abo
nocTavasnibHvKa BUXifHOro Martepiany, peareHty
ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
[0CbE)
BUAA/IEHHS BUPOGHMKA Ait04OT PEHOBUHM
aiocmiy FAES FARMA, S.A., Spain. 3miHu |
TMny - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKkuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHwWi 3miHW) BMKnageHHs TekcTy MKA M3
YKPaiHCbKOI0 MOBOI), 6€3 3MiHV aHaNiTUUHNX
METOAIB, 3 BUNPABIEHHAM AeAKNX TEXHIYHNX
MOMWJIOK Ta HE3HAYHUMM KOPEKLisIMU onucy
MeTOAiB SAKOCTi BBeAEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MiHu 3 sKocCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHK
Y BUPOGHULTBI. 3MiHM BUNpoGyBaHb abo
[OMNYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO
niKkapcbKkoro 3acoby (iHLWi 3MiHW) po3LUMpPEHHS
3aTBEPAKEHNX MEX BHYTPILLUHLOMNPOLECHOIO
KOHTPO/IO 415 AOAATKOBOI 4acToTn
BUNPO6YBaHb KOHTPOJIHO XOPCTKOCTI 6nicTepis
(BakyymHuii TecT). [itoya pefakuis
MponoHoBaHa pepakuis -After packaging
material reel change -After maintenance action
on machine in forming or sealing area -Every
hour -After packaging material reel change -After
maintenance action on machine in forming or
sealing area -Minimally 3 times per shift
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepPAKEHHS. 3MiHN | TMny - 3MiHK 3 SIKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEChKil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -

OHoBIEHWIT cepTudpikat Big, y>ke 3aTBEPIKEHOIO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
400. | ®OKOPT®- kpem, 1 mr/rno 15 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/4936/01/01
AAPHULUSA y Ty6i; no 1 Ty6i B "papmaueBTu "GapmMaueBTNYHa 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
nauuj YyHa chipma dhipma "AapHuua” signosigHocTi/l E-cepTudikar BignosigHoCTI
"NapHuus" €Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
HoBuii cepTuddikat Bif BXe 3aTBEPAXEHOr0
BMPOGHMKa - NoJaHHA HOBOro cepTudikara
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne RO-
CEP 2021-315-Rev 00 ("CEP sister file") Ha
cy6cTaHuito TpramMUMHOMNOHY aueToHigy dipmu-
Bupo6Huka FARMABIOS S.p.A,, ltaly y
[OMOBHEHHA [0 3atBepmkeHoro R1-CEP 2000-
075-Rev 07 (“original CEP") LbOro X BUpo6HYKa.
Afpeca Micue3HaxomKeHH BUPOBGHNKa
3a/mwmaacs 6es 3miH
401. | ®OPKCIFrA TabneTku, BKPUTI AcTpa3eHeka LBewis Bupo6HuK "in bulk™: cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/13302/01/01
NNiBKOBOO Ab Bpicton-Maiiepc Benuka 3MiHu | TMNYy - 3MiHK WoA[0 peyenmom
060/10HKOI0, N0 5 Mr, CkBi66 BpuTanis/ 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
no 10 TabneTtok y MaHyakTypiHr LLBeuis (iHWi 3mMiHW) BunyyeHHs TeKCTy MapkyBaHHS 6e3
6nicTepi; no 3 KomnaHi, CLUA; 3a3HayYeHHsA MiXXHapoAHOT cucTeMn oauHULb Sl.
6nictepu y B1po6GHWK, OHOB/IEHHS TEKCTY MapKyBaHHS i3 3a3Ha4eHHAM
KapTOHHIlA KOpooLi BiANoBiganbHUii 3a MiXXHapOAHOI cucTteMu oanHuLb Sl. TepmiH
nepBrHHe Ta BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
BTOPVIHHE 3aTBEPAKEHHSA
nakyBaHHs, BUMyCK
cepii: AcTpa3eHeka
HOK NimiTeq, Benuka
BpuTaHis;
Bunpo6HuK,
BignoBigasibHWi 3a
KOHTPO/b SKOCTI:
AcTpa3eHeka Ab,
LLBeuist; BUpo6HMK
"in bulk":
AcTpa3eHeka
PapmacbloTUKanc
nn, CWA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
402. | ®OPKCITA TabneTku, BKpUTI AcTpa3eHeka LBeuis Brpo6Huk "in bulk": CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/13302/01/02
NNiBKOBOO Ab BpicTon-Maiiepc Benvka 3MiHu | TUNY - 3MiHK Woa0 peyenmom
06010HKOt0, No 10 CkBi66 BpuTtaHis/ 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
mr no 10 TabneTok y MaHydhakTypiHr LLiseujs (iHWi 3MiHW) BruyyeHHs TEKCTY MapKyBaHHs 6e3
6nictepi; no 3 Komnati, CLUA, 3a3HavyeHHs MXHapoAHOT cucTeMu oaunHuub Sl.
6nictepu y B1POGHMK, OHOB/IEHHS TEKCTY MapKyBaHHS i3 3a3HaYeHHAM
KapTOHHI KopoobLi BignoBigasibHWI 3a MiXXHapoAHOI cucTeMun oanHnLb Sl. TepMiH
nepBrHHe Ta BBEJEHHS 3MiH NPOTAromM 6 micsAuis nicns
BTOPVHHE 3aTBEPAXKEHHS
nakyBaHHS, BUMYCK
cepii: AcTpa3eHeka
IOK NimiTea, Benuka
BputaHis;
Brvpo6HuK,
BiANOBifa/IbHWIA 32
KOHTPO/Tb AKOCTI:
AcTpa3eHeka Ab,
LBeuist; BUpo6GHMK
"in bulk™:
AcTpa3eHeka
dPapmacbloTukanc
nn, CWA
403. | ®YPATIH Tabnetku no 50 mr; AT Nartsis AT "OnaitHdhapm" Nartsis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/4300/01/01
no 10 TabneTok y "Onaiincpapm” 3MiHn | TURY - 3MiHN WoAao peyenmom

6nicTepi; no 3
6nictepu B nauui
KapTOHHIW

6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, 3aMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIA&UIbHOI 3a 34IICHEHHSA
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTakTHOI ocobu
3asBHVKa, BigNoBiAanNbHOI 3a thapmakoHarnsg, s
YkpaiHi.

Litoua pepakuin: Mpuckoka AHApIN.
MponoHoBaHa pepgakuis: CaByeHKo AMnTpo
CeprilioBuny. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
404. | ®YPAAOHIH Tabnetkv no 100 wmr; AT Nat.is AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/3787/01/01
no 10 Tabnetok y "OnaiiHcpapm” 3MiHK | TUNY - 3MiHK Woao peyenmom

6nictepi; no 2
6nictepu B
KapTOHHI navwi

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHWX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnagy 3asiBHUKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHaA Bifi YNOBHOBaXeHOI 0CO6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [jtoua pepakuis: Mpuckoka AHAPIiA.
MponoHoBaHa pegakuis: CaByeHko AMUTpo
CeprilioBny. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
hapMakoHarnisg B YKpaiHi
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

405.

®YPA3O/I],
OH

Tabnetku no 0,05 r;
no 20 TabneTok y
6nictepi; no 1 a6o 5,
abo 10 6nicTepiB y
naJi 3 KapToHy

NAT
"MoHdpapm"

YkpaiHa

MAT "MoHdapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKa
(BNacHvka peecTpauiiHoro nocBig4yeHHs)) 3MiHa
afpecu 3asBHUKa (BNnacHuka peectpauiiiHoro
noceifyeHHs). TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAUiB Nicns 3aTBEpAKEHHS. 3MiHU
| TMNy - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHA AiS/IbHOCTI BUPObHUKa/iMnopTepa
roTOBOrO /liKapcbKoro 3acoby, BkIovaun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOSO SIKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMWK/IMNOpPTEp, BK/IOUaUM BUMYCK Cepild)
3miHa agpecu Bupo6Huka N3 MNAT "MoHtapm”,
YkpaiHa, 6e3 3miHM micus BUpobHuuTea: TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPLKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX JaHux Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BigNoBiga/IbHOI 3a 34iACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobM,
BiZiNOBIAANbHOI 3a 34jiCHEHHS thapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MmiHa ynoBHOBaXKEHO! 0Co6U
3a8BHKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Cosrupa Cepriii CeprilioBuy.
MponoHoBaHa pefakuis: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
MiCL,e3HaxXoMKeHHST MacTep-daiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 3iiCHEeHHS
OCHOBHOI ififIbHOCTI 3 chapmakoHarnsgy

3a
peyenmom

He
nionsieae

UA/3834/01/01

406.

DYPALUWNNIH
®

NMopoLUOK ANs
pO34uHy Ans
30BHILLUHBOTO
3acTocyBaHHs no 40
Mr MO 2 I NOPOLLKY Y
cawe; no 10 a6o 20

TOB "UcTOkK-
Mnoc”

YkpaiHa

TOB "UcTok-Mnoc”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 sAKoCTi. FoTOBWMA
nikapcbkuii 3aci6. 3mMiHM y BUPOBGHULTBI. 3MiHa
po3mipy cepii (Bkouaroun gianasoH po3mipy
cepil) rotToBOro Nikapcbkoro 3acoby (iHLi 3MiHK).
Y 3B’513Ky 3 BUPOOGHMYOK HEOOXIAHICTIO,

6e3
peyenma

UA/17334/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

calle y KapTOHHIl
KopooLi

BBE/leHHs1 JOAATKOBOrO PO3Mipy Cepii roToBOro
nikapcbkoro 3acoby: 300 kr (TeopeTuyHuii
po3mip cepii: 150 000 cawe no 2 r (7500 yn. Ne
20 a60 15000 yn. Ne 10). OuikyBaHwWi1 po3mip
cepii: Big 139500 po 162100 cawe no 2 r (6975
— 8105 yn. Ne 20 a6o 13950 — 16210 yn. Ne10)
Ta BUK/TIOYHO A5 36ibLUEHHS po3Mipy cepii —
3MiHa TEXHO/OrMYHOro Npouecy, a came:
BBEAEHHS B TEXHOJIOTNYHY CXeMy BUPOOHULITBA
HOBOT TEXHO/IOTIYHOT cTagji - 3MillyBaHHA 4-X
4aCTUH NPOMDKHOT NPOAYKLIT pO3MipoMm Mo 75 Kr,
AKi HanpauboBaHi Mo BaslifoBaHOMY
TEXHONOrYHOMY NpoLecy, LWASXOM 06’'egHaHHSA
B 3MilWwyBadyi (HoBe 061a4HaHHA BiNbLLIOro
06’eMy), 3 METOIO YCepeaHEHHs cepil.
[opasaHHsa [0 3aTBEpMKEHMX po3MmipiB cepii (50
Kr Ta 75 Kr) TeopeTu4yHOro po3mipy cepii Ta
YTOUYHEHHS [0 KiNIbKOCTI calle Ta ynakoBOK
04ikyBaHOro po3Mmipy cepii. 3aTBepaKeHnii
BUPOGHNYUIA NPOLIEC KOHTPOIOETLCA
BIAMNOBIAHUMW MeToAaMM, AKi He NOTPedyThb
[opartkoBux 3MiH. Cnevudikauii Ha rotoBuiA
nikapcbkuii 3aci6 Ta MPOMIXHWA NPOAYKT
3a/IMATLCA HE3MIHHUMU. 36i/bLUEHHS
po3mipy cepii Ta AofaBaHHsA CTagii 3MillyBaHHSA
He BMN/IMBAE Ha SIKICTb, 6e3neKy Ta eheKTUBHICTb
rOTOBOrO /iKapCbKOro 3acoby. 3aTtBepKeHo
Po3wmip cepii: 50,0 kr a6o 23750-25000 caiwe
a6o 1187-1250 yn. Ne 20 (20x1) a6o 2375-2500
yn. Ne10 (10x1) Po3mip cepii: 75,0 kr abo 35620-
37500 cawe a6o 1781-1875 yn. Ne 20 (20x1)
a60 3562-3750 yn. Ne 10 (10x1)
3anponoHosaHo Po3mip cepii: 50,0 kr
TeopuTnyHMiA po3mip cepii: 25000 cawe no 2 r
(1250 yn. Ne 20 a6o 2500 yn. Ne10) OuikyBaHwii
po3mip cepii: Big 23240 go 27000 cawe no 2 r
(1162-1350 yn. Ne20 a60 2324-2700 yn. Ne 10)
Po3wmip cepii: 75,0 kr TeopuTnyHUiA po3mip cepii:
37500 cawe no 2 1 (1875 yn. Ne 20 a6o 3750 yn.
Ne 10) OuikyBaHui1 po3mip cepil: Big 34880 go
40540 cawe no 2 r (1744-2027 yn. Ne 20 a6o
3488-4054 yn. Ne 10) Po3wmip cepii 300,0 kr
TeopuTnyHUiA po3mip cepii: 150 000 cawwe no 2 1
(7500 yn. Ne 20 a6o 15000 yn. Ne 10)
OuikyBaHuiA po3mip cepii: Big 139500 go 162100
cawe no 2 r (6975-8105 yn. Ne 20 a6o 13950-
16210 yn. Ne 10).
3MiHu | TUNYy - 3MiHK 3 sikocTi. FoToBUIA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nikapcbkuii 3aci6. KOHTponb roToBOro

nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METoAAx
BUNPOBYBaHHS). He3HauHi 3MiHW y

3aTBEPMKEHNX METOAaX BUNPOGYBaHHS, a caMe:

1) y po3gini «OgHOPIAHICTb J030BAHUX
OAMHNLb»: HE3HAUHI 3MiHM B OMUCI KpUTEpIiB
BiAgnosigHo Ao sumor A®Y 2.9.40, a came:
hpasy «Bumorn BBaxaroTbCs BUKOHAHUMMK,
AKLLO KiHLieBe npuiimasnibHe Yncio, po3paxoBaHe
ana 30 cawe, MeHwWwe abo gopisHioe 15 i xoaeH
iHOVBIQYyabHUIA BMICT y calle CKlagae He
MeHLe (1-0,25)xM i He 6inblue (1+0,25)xM.»
3aMiHuAn Ha dopasy «lpenapat mae
Bignosigatu Bumoram A®Y, 2.9.40.». 2) y
po3ginax «OAHOPIAHICTb 4030BaHNX OANHULLbY
Ta «KinbKicHe BU3HaYeHHs» 3amiHun «®C3
LY HiTpodhypany» Ha «C3 HiTpodhypasy» 3

METOI0 PO3LLUMPEHHSA TEXHIYHUX MOX/IMBOCTEN
Npw KOHTPOANI SIKOCTi FOTOBOrO NiKapCbKoro
3aco0y, a came: MaT MOX/MBICTb
BMKOPVCTOBYBATU HE TiNlbkn chapmakoneliHi
CTaHAapTHi 3pasku, Ski BBeAeHi B gjto JPY.
Cneuudpikauist Ha roToBuiA Nikapcbkuii 3acio
3a/IMLAETLCA HE3MIHHOH.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
407. | XENMMNEKC® MOPOLLIOK AN TOB «MoBi YkpaiHa Annekc ®apma CA LLiseiiuapis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/17630/01/01
AHTUKONA OPa/ILHOIO PO3UNHY Xenc» 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat peyenma
HEO IMBUP no 4 r NopoLLKy B signosigHocTi/l E-cepTudikar BignosigHoCTI
cawe; no 10 cawe y €Bponelicbkiin dhapmakonei/moHorpadii.
KapTOHHI navwi MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BMPOGHMKA.

MoAaHHA OHOBMEHOTO cepTudikarty
BiANOBIgHOCTI E€Bponeiicbkili hapmakonei R1-
CEP 2003-179-Rev 04 (nonepepfHs Bepcis R1-
CEP 2003-179-Rev 03) Ha A®I dheHinedpury

rigpoxnopug Bupo6Huutea Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’A3ky
3i 3MiHOO paiioHy B agpeci, a came-Vellore
District 3miHeHo Ha Ranipet District, a Takox i3
BHECEHHSAM HEe3HaYHMX pefakuiliHuX NpaBok B
agapeci BnacHuka CEP Ta BUpo6GHWUYOT AiNbHULI
A®| 3aTBEepaxeHo Mannagi Aparc eHg
dapmacbioTikans Jlimites FOHIT-3 Malladi Drugs
& Pharmaceuticals Limited Unit-3 CinkoT
IHpacTpian Komnnekc 76i Ta 7ci Bennope
LicTpikT IHAiA-632 403 PaHineT, Tamin Hagy
Sipcot Industrial Complex 7b and 7c Vellore
District India-632 403 Ranipet, Tamil Nadu IHais
India 3anponoHoBaHo Malladi Drugs &
Pharmaceuticals Limited Unit-3 7B & 7C,
SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu India
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
408. | XENMEKC® MOPOLLIOK AN TOB «MoBi YkpaiHa NOBHUIA LWKN LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/16014/01/01
AHTUKONA OPa/ILHOIO PO3UNHY Xenc» BMpOGHUTLBA: ITania 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenma
HEO MAKC 3 JIMMOHHUM Annekc ®apma CA, signosigHocTi/l E-cepTudikar BignosigHoCTI
cMakom; no 4 r LLiseiiuapis; €Bponelicbkiin dhapmakonei/moHorpadii.
NOpPOLLKY B caLle; no nepBuHHe Ta MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
10 cawe y BTOPUHHE BiANOBIAHOCTI abo BUNyYeHHs cepTudikara

KapTOHHIM navu,i

nakyBaHHA: Jlamn
CaH lNpocnepo
CHMA, Itanis

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTo cepTudikaTy
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2003-179-Rev 04 (nonepepgHs Bepcia R1-
CEP 2003-179-Rev 03) Ha A®I dheHinedpury
rigpoxnopug supo6HuuTea Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’A3ky
3i 3MiHOIO paiioHy B agpeci, a came-Vellore
District 3miHeHO Ha Ranipet District, a Takox i3
BHECEHHSAM He3HauyHWX pefakuiliHux Npasok B
apapeci BnacHuka CEP Ta BUpo6GHMYOT AiNbHULI
Ad| 3aTBepaxeHo Mannagi [parc eHa
dapmacsbtoTikans Jlimiteq FOHIT-3 Malladi Drugs
& Pharmaceuticals Limited Unit-3 CinkoT
IHpacTpian Komnnekc 76i Ta 7ci Bennope
[ictpikT IHgis-632 403 PanineT, Tamin Hagy
Sipcot Industrial Complex 7b and 7c Vellore
District India-632 403 Ranipet, Tamil Nadu IHais
India 3anponoHoBaHo Malladi Drugs &
Pharmaceuticals Limited Unit-3 7B & 7C,
SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu India
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
409. | XENMMNMEKC® MOPOLLIOK AN TOB «MoBi YkpaiHa NOBHUIA LWKN LLiBenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 - UA/16015/01/01
AHTUKONA OPa/ILHOIO PO3UNHY Xenc» BMpOGHUTLBA: ITania 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenma
HEO MAKC 3 MaJIHOBUM Annekc ®apma CA, signosigHocTi/l E-cepTudikar BignosigHoCTI
cMakom no 4 r LLiseiiuapis; €Bponelicbkiin dhapmakonei/moHorpadii.
NOpPOLLKY B caLle; no nepBuHHe Ta MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
10 cawe y BTOPUHHE BiANOBIAHOCTI abo BUNyYeHHs cepTudikara

KapTOHHIM navu,i

nakyBaHHA: Jlamn
CaH lNpocnepo
CHMA, Itanis

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTo cepTudikaTy
BignoBigHocCTi €Bponelicbkili hapmakonei R1-
CEP 2003-179-Rev 04 (nonepepgHs Bepcia R1-
CEP 2003-179-Rev 03) Ha A®I dheHinedpury
rigpoxnopug supo6HuuTea Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’A3ky
3i 3MiHOIO paiioHy B agpeci, a came-Vellore
District 3miHeHO Ha Ranipet District, a Takox i3
BHECEHHSAM He3HauyHWX pefakuiliHux Npasok B
apapeci BnacHuka CEP Ta BUpo6GHMYOT AiNbHULI
Ad| 3aTBepaxeHo Mannagi [parc eHa
dapmacsbtoTikans Jlimiteq FOHIT-3 Malladi Drugs
& Pharmaceuticals Limited Unit-3 CinkoT
IHpacTpian Komnnekc 76i Ta 7ci Bennope
[ictpikT IHgis-632 403 PanineT, Tamin Hagy
Sipcot Industrial Complex 7b and 7c Vellore
District India-632 403 Ranipet, Tamil Nadu IHais
India 3anponoHoBaHo Malladi Drugs &
Pharmaceuticals Limited Unit-3 7B & 7C,
SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu India
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
410. | UE®DA3O/IH- | nopowok Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/6216/01/01
AAPHULUSA po3unHy Ans iH'ekuii | “"®apmavueBTu "GapmMaueBTNYHa 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
no 0,5, 1 donakoH 3 yHa chipma pipma "OapHuus” 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
MOPOLLKOM B mauLyj; "NapHuus" 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro

5 dpnakoHis 3
NOPOLLKOM B
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B Nauuj; 1 donakoH 3
MOPOLLIKOM Y
KomnnekTi 3 1
amnysioro
po3unHHuKa (Boga
Ans iH'ekuiii-
[apHuua) no 5 mn B
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauui; 40
chakoHiB 3
NOPOLLUKOM Y KopobL,i

3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHV BHeCeHi A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainm "OcobnneocTi
3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
OHOB/IEHOT iHdopMaLiii 3 6e3neku gitoyoi
peyoBMHW. BBELEHHA 3MiH MPOTAroM 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
411. | UE®ASO/IH- | nopowok Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/6216/01/02
AAPHULUSA po3unHy Ans iH'ekuii | “"®apmavueBTu "GapmMaueBTNYHa 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
no 1,0 r, 1 donakoH 3 yHa chipma pipma "OapHuus” 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
MOPOLLKOM B mauLyj; "NapHuus" 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
5 dpnakoHis 3 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
NMOPOLLKOM B MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KOHTYPHIi perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
YapyHKOBIl nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
ynakosLi; no 1 3acTOoCyBaHHS NikapcbKoro 3acoby B
KOHTYPHIi nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
YapyHKOBIli ynakoBLj OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
B nauuj; 1 dpnakoH 3 BIAMOBIAHO A0 NNaHy negiaTpuyuHUX AOCNiLKEHb
MOPOLLKOM y (PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
KomnaekTi 3 1 YNOBHOB&XXEHUM OpraHom) - 3MiHV BHeCeHi A0
amnysoto IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
po3unHHKKa (Boga nikapcbKoro 3acoby y po3ainm "OcobnneocTi
Ans iH'ekuiii- 3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
[JapHuugs) no 10 mn OHOB/IEHOT iHdopMaLiii 3 6e3neku gitoyoi
B KOHTYPHIl peyoBuHW. BBeAEHHS 3MiH NpoTArom 6-Tn
YapyHKOBIl MicALB Nicnsa 3aTBepAKeHHs
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauui; 40
chakoHiB 3
NOPOLLUKOM Y KopobL,i
412, | UE®DPYPOKCWU | nopollok ans My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a He UA/0565/01/03
M-BX®P3 pO34nHYy A5 iH'EKUIl akuioHepHe akuioHepHe 3MiHu | TURY - 3MiHK WoAao peyenmom | nionsizae
no 1,5r; 1 donakoH 3 TOBapuCTBO TOBapucTBO 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
MOPOLLKOM Yy navui 3 "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KapToHy; 5 ¢priakoHiB BMPOBHUYNIA BMPOGHUYNIA LEHTP 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
3 MOPOLLKOM Y LeHTp "BopLyariBcbkuii MeAMYHOro 3acTOCyBaHHA Ha niacTasi
KaceTi; no 1 kaceTi y "BopLiariscbk Ximiko- perynspHO OHOB/IHOBAHOIO 3BiTY 3 6e3neku
neHani 3 KapToHy WA XiMiKo- hapmaLeBTUYHNI nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
dhapmaveBTUy 3asog” 3acTocyBaHHS Nikapcbkoro 3acoby B
HWiA 3aBog" nicnsipeecTpaviliHnii nepiog, abo sk pesynbTart

OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKUiO ANA MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby go posginis "OcobamBocTi
3acTocyBaHHs", "lNo6iyHI peakyii” BigNoBIgHO A0
OHOBNEHOT iHhopMaLii LWoao 6e3neku
3aCTOCYBaHHSA Ait040T PEYOBVHM 3rigHO 3
pekomeHgauieto PRAC. BBeeHHS 3MiH
NPOTSArom 6-Tv MIiCSILB NicNs 3aTBEPYKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
413. | UE®DYPOKCWU | nopollok ans My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/0565/01/02
M-BX®3 pO34nHYy ANA iH'eKUl akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK Woa0 peuyenmom | nidssieae
no 750 mr; 1 dpnakoH TOBapuUCTBO TOBapUCTBO 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
3 MOPOLUKOM Y nauuj "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3 KapToHy; 5 BMPOGHUYNIA BMPOGHUUUIA LLEHTP 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
onakoHiB 3 LeHTp "BopLiariBcbKuii MeAUYHOro 3acTocyBaHHA Ha nigcTasi
MOPOLLIKOM Y KaceTi; "BopuyariBcbk Ximiko- perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
no 1 kaceti y neHani niA XiMiKo- hapmaLeBTUYHNI nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3 KapToHy; 1 chnakoH | chapmaveBTuy 3asofg" 3acTOoCyBaHHS NikapcbKoro 3acoby B
3 MOPOLUKOM Y HWIi 3aBog” nicnapeecTpauiiinii nepiod, abo sk pesynbTtar
KOMNeKTi 3 OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
PO34YMHHMKOM (BOAA BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
Ans iH'exuii) no 5 (PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
mn a6o no 10 mn B YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
amnyni B nayui 3 IHCTPYKUiO AN MEAUYHOTO 3acTOCyBaHHSA
KapTOHHOI0 nikapcbKoro 3acoby Ao po3ainis "Oco6nmBocCTi
neperopoakor 3acTocyBaHHA", "No6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLii Wwoao 6e3nekn
3aCTOCyBaHHSA Ajl040i PEeYOBVHM 3TifHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH
nNpoTArom 6-Tn MicALUiB NicNs 3aTBepPAXKEHHS
414. | UE®YPOKCWU | nopollok Ans My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/0565/01/01
M-BX®3 pO34nHY AN iH'eKUl akuioHepHe akuioHepHe 3MiHu | TMNY - 3MiHK Woa0 peyenmom | nidssieae
no 250 mr; 1 donakoH TOBapuCTBO TOBapUCTBO 6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy.
3 MOPOLLKOM Yy navi "HaykoBo- "HaykoBo- 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3 KapToHY; 5 BMPOGHUUNIA BMPOGHUYUIA LLEHTP 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
oNakoHiB 3 LEeHTp "BopLyariscbkunii MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
MOPOLLKOM Y KaceTi; "BopLyariBcbk Ximiko- perynspHO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
no 1 kaceti y neHani niA XiMiKo- hapmaLeBTUYHNI nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3 KapTOHY hapmaueBTny 3aBog" 3acTOCyBaHHS MikapCcbKoro 3acoby B
HWii 3aBog” nicnsapeecTpauiiinii nepiod, abo sk pesynbTar

OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO B
IHCTPYKUilO AN MEAUYHOTO 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ginis "OcobnmnBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
3aCTOCyBaHHS Ajt040i PeYOBVHM 3rifHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
415. | UMKNOAUNHO | Tabnetku, BKpUTI BioHopuka CE | HimeuunH BioHopuka CE HimeuunHa 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA 6e3 nionsizae UA/0267/02/01
H® 060/10HKOI0 MO0 15 a nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y peuyenma
Tabnetok y 6nictepi; TepMiHax NpuaaTHOCTI abo ymMoBax 36epiraHHs
no 2 a6o no 4 rOTOBOrO JliKapCbkoro 3acoby (3miHa B ymoBax
6nictepu B 36epiraHHsa roToBOro Nikapcbkoro 3acoby abo
KapTOHHIlA KopooLi nicnsa po34YNHEHHA/BIAHOB/IEHHS) 3MiHA B yMOBax
36epiraHHsa 13 3 BigNoBigAHUMYM 3MiHaMK B
po3gin 3.2.P.8. CTabinbHiCcTb 3aTBEpAKEHO:
Ymoswu 36epiraHHa Po3gin 3.2.P.8.1. Pesiome
woAo cTabinbHocTi Ta BucHoBkK: No special
instructions for storage MKA 13: 36epiratn ans
3axuCTy Bif, CBITN1a B OPUTiHa/IbHIlA ynakoBLji npu
Temneparypi He Buwe 25 ?C y HeOCTyNHOMY
Ons piteid micyi. 3anponoHoBaHo: YMOBM
36epiraHHa Po3gin 3.2.P.8.1. Pestome o0
cTabinbHOCTI Ta BUCHOBKK: Do not store above
30 ?C MK4 13: 36epiratn ons 3axucty Big,
CBITNa B OpUTiHasTbHIl ynakoBLi npu
Temnepartypi He Bue 30 ?C. 3MiHN BHECEHI B
po3ain "YMoBu 36epiraHHA" B iIHCTPYKLit0 Ans
MEeANYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acooby,
AK HACNIAOK - BiANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS1 YNakoBKV NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS.
416. | UMNPOHEKC | kpanni o4Hi Ta dapmaneBTUy Monbwa BapLuaBcbkuii Monbua BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a - UA/14617/01/01
® BYLLHi, po34uH 0,3 % HWI 3aBOS, hapmaLeBTUYHNI 3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikat peyenmom
nos5mne "MONb®APM 3aBog Monbdha AT BignosigHocTi/l E-cepTudikat BignosigHOCTI
nosnieTueHoBoMy A" C.A. €Bponelicbkiin hapmakonei/MoHorpadii.

chnakoHi-
KpanesnbHuuj; no 1
donakoHy B
KapTOHHI Kopoobui

MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyvoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
OHoB/EHMIA cepTUikaT Bif yXe 3aTBEPAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBiAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1998-090-Rev 11 (3aTBepaxeHo: R1-CEP
1998-090-Rev 09) ana AdI uunpodhnokcauuHy
rigpoxnopuay Bif BXe 3aTBepAKeHOro
BMpobHUKa Sun Pharmaceutical Industries
Limited, India.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
417. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiBenuapi MepBrHHa Ta HigepnaHvgu BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/11003/01/02
NNiBKOBOO Ooywm IAEA A BTOPWHHA YNakoBKa, / 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
06010HKOt0, N0 50 M6X [03BiN Ha BUMYCK Benuka 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr/850 wmr; no 14 cepii: Mepk LWapn i Bputanis/ 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
TabneTok y 6nicrepi; Joym B.B., CuA/ 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 4 6nictepu B Higepnangu; Cinranyp/ MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHI KopoobLi Brpo6HMLTBO Icnanis perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
Hepo3gacoBaHo! nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
npoayKuil, 3acTOoCyBaHHS NikapcbKoro 3acoby B
aHaniTnyHe nicnapeecTpauiiinii nepiod, abo sk pesynbTtar

TecTyBaHHA nNpu
Bunycky: Ecika
KsiH6opo JlimiTeg,
Benvka bpuTaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MC/, IHTepHeluHn
v6X (chinis
Cinranyp), Cinranyp;
[MepBuHHA Ta
BTOPVHHA yMakoBKa:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
Icnanisa

OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHI peakuii”
BifNOBIAHO OHOB/EHOI iHGpOpMALLT 3 6e3nekn
[ito40i peyoBVHY METOPMIHY rigpoxiopuay
LLOZ0 PU3NKY PO3BUTKY AediunTy BiTamiHy B12.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuUCTML NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom). 3MiH1 BHECEHO A0
HCTPYKLU|T ANA MeAMYHOro 3acTOoCyBaHHA
nNikapcbKoro 3acoby Ao po3ainy "MobiuHi peakwii”
BiANOBIAHO OHOB/EHOT iH(hopMaLlii 3 6e3neku
Lit040T pevyoBUHN cUTarninTUHY 3rigHo
pekomeHpauii FDA. BBefeHHsi 3MiH NpoTArom 6-
TN MicALIB Nic/1a 3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
418. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiBenuapi MepBrHHa Ta HigepnaHvgu BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/11003/01/03
NNiBKOBOO Ooywm IAEA A BTOPWHHA YNakoBKa, / 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
06010HKOt0, N0 50 M6X [03BiN Ha BUMYCK Benuka 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr/1000 mr; no 14 cepii: Mepk LWapn i Bputanis/ 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
TabneTok y 6nicrepi; Joym B.B., CuA/ 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 4 6nictepu B Higepnangu; Cinranyp/ MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHI KopoobLi Brpo6HMLTBO Icnanis perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
Hepo3gacoBaHo! nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
npoayKuil, 3acTOoCyBaHHS NikapcbKoro 3acoby B
aHaniTnyHe nicnapeecTpauiiinii nepiod, abo sk pesynbTtar

TecTyBaHHA nNpu
Bunycky: Ecika
KsiH6opo JlimiTeg,
Benvka bpuTaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MC/, IHTepHeluHn
v6X (chinis
Cinranyp), Cinranyp;
[MepBuHHA Ta
BTOPVHHA yMakoBKa:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
Icnanisa

OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHI peakuii”
BifNOBIAHO OHOB/EHOI iHGpOpMALLT 3 6e3nekn
[ito40i peyoBVHY METOPMIHY rigpoxiopuay
LLOZ0 PU3NKY PO3BUTKY AediunTy BiTamiHy B12.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuUCTML NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom). 3MiH1 BHECEHO A0
HCTPYKLU|T ANA MeAMYHOro 3acTOoCyBaHHA
nNikapcbKoro 3acoby Ao po3ainy "MobiuHi peakwii”
BiANOBIAHO OHOB/EHOT iH(hopMaLlii 3 6e3neku
Lit040T pevyoBUHN cUTarninTUHY 3rigHo
pekomeHpauii FDA. BBefeHHsi 3MiH NpoTArom 6-
TN MicALIB Nic/1a 3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
419. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiBenuapi MepBrHHa Ta HigepnaHvgu BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a He UA/11003/01/01
NNiBKOBOO Ooywm IAEA A BTOPWHHA YNakoBKa, / 3MiHK | TUNY - 3MiHK Woao peuyenmom | nidssieae
06010HKOt0, N0 50 M6X [03BiN Ha BUMYCK Benuka 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
mr/500 wr; no 14 cepii: Mepk LWapn i Bputanis/ 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
TabneTok y 6nicrepi; Joym B.B., CuA/ 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
no 4 6nictepu B Higepnangu; Cinranyp/ MeZMNYHOro 3aCTOCyBaHHA Ha MigcTasi
KapTOHHI KopoobLi Brpo6HMLTBO Icnanis perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
Hepo3gacoBaHo! nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
npoayKuil, 3acTOoCyBaHHS NikapcbKoro 3acoby B
aHaniTnyHe nicnapeecTpauiiinii nepiod, abo sk pesynbTtar

TeCTyBaHHS npu
Bunycky: Ecika
KsiH6opo JlimiTeg,
Benvka bpuTaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MC/, IHTepHeluHn
v6X (chinis
Cinranyp), Cinranyp;
[MepBuHHA Ta
BTOPVHHA yMakoBKa:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
Icnanisa

OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHI peakuii”
BifNOBIAHO OHOB/EHOI iHGpOpMALLT 3 6e3nekn
[ito40i peyoBVHY METOPMIHY rigpoxiopuay
LLOZ0 PU3NKY PO3BUTKY AediunTy BiTamiHy B12.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepuUCTML NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCnNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom). 3MiH1 BHECEHO A0
HCTPYKLU|T ANA MeAMYHOro 3acTOoCyBaHHA
nNikapcbKoro 3acoby Ao po3ainy "MobiuHi peakwii”
BiANOBIAHO OHOB/EHOT iH(hopMaLlii 3 6e3neku
Lit040T pevyoBUHN cUTarninTUHY 3rigHo
pekomeHpauii FDA. BBefeHHsi 3MiH NpoTArom 6-
TN MicALIB Nic/1a 3aTBEPKEHHS.

*y pasi BHeCeHHs1 3MiH 00 iHCMpYKYii Npo MeduYyHe 3acmocyBaHHs

HayanbHUK

dapmavLeBTUYHOIO ynpaBJliHHA

Tapac IACKOBCbKUIA




IIEPEJIIK
JIIKAPCBKIX 3ACOBIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIILL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

AopaTtok 4
[0 Hakasy MiHicTepcTBa OXOpPOHU
3popoB’a  YkpaiHu «[po  pepxaBHY

peecTpauito (nepepeecTpaliito)
NiKapCbKnx 3aco6iB (MeguuHux
iMyHoOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH [0  peecTpauiliHuX
maTtepiasiiB Ta BHECEHHS1 3MiH 40 AojaTKa
2 po Hakasy MiHicTepcTBa OXOpPOHM
3popoB’a YkpaiHu Big 08 uepBHA 2023
pPoKy Ne 1037»

Bift 21 yepBHA 2023 poky Ne 1135

No
n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6HuUK

Kpaina

Miocmasa

Mpoyedypa

B 12 AHKEPMAH

TabneTkn, BKPUTI 060/1I0HKOH, Mo 1
Mr (1000 mkr); no 10 TabneTok y
6nicTepi; No 5 6nicTepiB y KAPTOHHINA
Kopobu,i

Bbopsar
Papma
vbX i Ko.
Kl

Himeuun
Ha

ApTtesaH
dapma 'm6X i
Ko. KI

Himeuun
Ha

3acigaHHs
HTP Ne 19
Bif,
01.06.2023

BigMmoBuUTN y 3aTBepMKeHHI - TexHiYHa nomwuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460), BUNpaB/ieHHA TeXHIYHOI NOMUNKK 3rigHO N.2.4. po3ainy
VI Hakalzy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pefaxuii Hakasy MO3
Ykpainm Big 23.07.2015 p Ne 460), gonyLieHoi Npy NpoBeAeHHI npoueaypu
peecTpauii B 3aTBepaxeHnx MKA M3 (Hakaz MO3 Ykpainu Big 08.07.2020
Ne1562, PN UA/18177/01/01) B p.Ynakoska: 3aTBepgkeHo: Mo 10 TabneTok,
BKPUTMX NIBKOBOK OOGOJSIOHKOK, YNakoByOTbCSA B G6/icTepu. 3a 5 6nictepiB
pasoM 3 HCTPYKLUiEl AN MeAWYHOTrOo 3acTOCyBaHHS YNakoBYKTbCA B
KOpobKy 3 nakyBa/lbHOrO KapToHy); 3anponoHoBaHo: Mo 25 Tabnetok,
BKPUTMX MNIBKOBOIO OBGO/IOHKOI, YNAKOBYKOTLCA B 6aicTepu. Mo 2 6nictepn
pasoM 3 HCTPYKLUiEl AN MeAWYHOTOo 3acTOCyBaHHS YNakoBYKOTbCA B
KOPO6KY 3 MakyBa/lbHOTO KapTOHy. [laHa TexHiuHa MoMuika He mMoxe 6yTu
pekomeHAoBaHa [0 3aTBEpPAKEHHS, BignoBigHO Ao BuMor n.2.4. po3giny VI
Hakazy MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
YkpaiHn Big 23.07.2015 p Ne 460), ockinbkv B apxiBHUX MaTepianax
peecTpauiiHoro [0CbE BiACYTHE MIATBEPMXEHHA [AOMYLIEHHS 3asBHUKOM
TEeXHIYHOI NOMWKW. 3rigHO 3 HadaHow 3asBHWKOM [OKyMeHTalielo Ta
apxiBHUMKU MaTepianammn peectpaljiiHoro gocke (Mpoueaypa: PeecTtpauis,
3aTBepAXeHHa Hakazom MO3 Big 08.07.2020 Ne1562), 3anponoHOBaHi
3asBHUKOM BWMNPAaB/IEHHA B TEKCTi iHCTPYKLIT AN MEAMYHOrO 3acTOCyBaHHS
nikapcbkoro 3acoby po3fin «YnakoBka», TEKCTY MapKyBaHHS YNakoBKW
nikapcbkoro 3acoby, PeecTpauiiiHOro nocBig4yeHHs1 Ha NikapCbkuil 3aci6 He
BiANOBIAAOTL MonepeAHbO 3aTBEPKEHUM MaTepianiam peecTpauiiiHoro
[0Cbe Ta (hakTUYHO He MignafatoTb Nif BU3HAYEHHS TEXHIYHOI NOMUIIKN

JVNHATPIO
EAETAT

NopoLUOK (Cy6CTaHList) y Millkax
nonieTuneHoBux oNs
dhapmaL,eBTUYHOro 3acTOCyBaHHA

TOBAPUCT
BO 3
OBMEXEH
(0],0)

BIAMOBIAA

YkpaiHa

KpoHokc /1a6
CalieHcec
nro.

IHais

3acigaHHs
HTP Ne 19
Big,
01.06.2023

He peKoMeHAyBaTu [0 3aTBepMXEeHHA - peecTpauis. PeecTpauiiiHa
¢opma Ha peecTtpauito AdPI (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)
MeToan KOHTpOto nikapcbkoro 3acoby (MKS), npeacrasrneHi B martepianax
peecTpaLiiHOro  [JOCbe, HE  PEKOMEHAYHTbCS [0  3aTBEPMXEHHS.
PeecTpauiiHa dpopma Ha AuHaTpilo egeTar 6yna nogaHa Ha cy6CTaHLito.
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
JNIBHICTIO . o . . .
MEONYHUN AKTUBHUI c*)apmaue_BquHmm_ iHrpeaieHT (n_n(apcu(a peuyoBuHa, fitoya
LEHTP peyoBuHa, cybcTaHuis) (gani - APl abo gitoya pevoBuHa) - Byab-siKa
"YPO-MPO peyoBMHa UM CyMill PEYOBWH, WO MNpPU3HAYEHA A1 BUKOPUCTAHHA Y
IHTEPHELL BMPOGHUWLTBI /iKapCbKOro 3acoby i nig, 4Yac LbOro BMKOPUCTaHHS CTaE 1ioro
Ha aKTUBHUM iHrpefieHToM. Taki peyoBMHM MaloTb (DapMakosoriyHy 4u iHwy

6esnocepesiHi0O  Ail0 Ha oOpraHism JII0AuHW, Yy cKkiagi roToBux opm
nikapcbknx 3acobiB X 3acTOCOBYHOTb ANA JiKyBaHHS, AOiarHOCTVKA 4n
NPoiNakTVKN 3aXBOPIOBaHHSA, A8 3MiHU CTaHy, CTPYKTYp abo ¢izionoriyHmx
(hYHKLi/A opraniamy, Ans Aornsgy, obpo6ku Ta MOMErLEHHS CUMNTOMIB
BignoBigHo Ao CtatTi 2 3akoHy YkpaiHu «[po nikapcbki 3acobu». Mig vac
NpoBefAeHHA eKCnepTM3n BCTAHOB/EHO, L0 3asBHUK He HagaB iHdhopMmalii B
AKOMY came NikapcbkoMy 3acobi (BiACYTHS cuna Aji, Ao3yBaHHA Ta iHLe)
6yde 3acToCOByBaTWCb AUHATPIIO eAeTaT K akTVBHUIA dhapMaueBTUYHWIA
iHrpegieHT. B popaTkoBuX MmaTepianax 3asBHVK HaBOAWTbL MOCWNAHHA Ha
nikapcbknit 3aci6 ENDRATE (edetate disodium) Injection, manufacturer
Hospira, Inc., USA, o 3apeectpoBaHuii B HoBili 3enaHgii. 3a3Havyaemo, Lo
YnpaBniHHA N0 KOHTPOJIKO AKOCTi XapyoBuX NPOAYKTIB Ta SlikapCbkmx 3acobis
CLUA FDA Bigknukano cxBasieHHs1 TpbOx 3asBOK B 2008 poui Ha nikapcbki
3aco6u: - ENDRATE (edetate disodium) Injection, manufacturer Hospira,
Inc., USA; - Edetate Disodium Injection, manufacturer Apotex Inc., USA, -
Edetate Disodium Injection, Bioniche Pharma, USA; y 3B'A3Ky i3 nuTaHHAM
edhekTBHOCTI Ta 6e3nekn (NMoBigomeHHA nNpo 11 cmepTel, NOB'A3aHMX i3
3acTocyBaHHAM AuHaTpito egetaTty. Lli BunagkvM cmepTi 6ynn 3apeecTpoBaHi
npotarom nepiogy uacy 3 1971 no 2007 pik). HaBefeHHsA 3arasibHOI
iHchopmauii Mpo auHaTpito egeTar i3 HayKOBUX [Kepen, WO NpeAcTaBieHo y
[OAaTKOBMX MaTepiasiax 3asBHMKA, He AaloTb NiACTaBu AN1S OTPUMaHHA
06r'pyHTOBaHOI Ta fOCTaTHbOI iHdhopMaLii, Lo cybcTaHLia npusHadeHa ans
BMKOPWCTAHHA Yy BMPOGHULTBI Nikapcbkoro 3acoby i nig vac Uboro
BMKOPWUCTAHHA CTa€ Or0 akTMBHUM iHrpedieHToM. Kpim Toro, 3rigHo
[epxaBHOro  peecTpy  /ikapCbkux  3acobiB  YkpaiHu  cy6cTaHLuin
OVHATPIEBA  ClUlb  ETUNEHAIAMIHTETPAOLTOBOI  KNCNOTU
(ANHATPIKO ELETAT) Bupo6HuuTBa BAT "dapmak”, M. Kuis, YkpaiHa 6yna
3apeecTpoBaHa B 2005 p. (HOMep peecTpauiiHoro nOCBiAYEHHS
UA/3134/01/01 Big 25.05.2005 Haka3zom Ne230 MO3 YkpaiHu) i3 TepMiHOM
4ii peectpauiiiHoro nocsigyeHHs fo 25.05.2010 p. BpaxoBywouu, wo Adl,
3righo go Crarti 2 3akoHy YkpaiHum «[po nikapcbki  3acobu»,
BMKOPWCTOBYIOTLCS Y CK1agi roToBMx hOpM fiKapCbkux 3aco6iB Ta HagaHHs
iH(bopMmaLii 3asaBHUKa, LLLO 3aCTOCYBaHHSA Aito4ol peqyoBmHN uHaTpito egeTar
NNaHyeTbCA B TEHEPUYHOMY  NiKapCbkoMy 3acobi  BignosigHO [0
pedhepeHTHOro, skvin obpaHuii 3asBHukoM, a came ENDRATE (edetate
disodium) Injection, manufacturer Hospira, Inc., USA, YnpaBniHHAM no
KOHTPO/II0 SIKOCTI XapyoBUX MNPOAYKTIB Ta nikapcbkux 3acobis CLUA FDA
BIAKNVK&/IO CXBa/lEHHS 3asBKM OpuWriHanibHOro npenapaty y 2008 poui, 3
NPUYUH NOB’A3aHMX i3 NUTAHHSAM edDEKTMBHOCTI Ta 6e3nekun (NoBiAOMMEHHS
npo 11 cmepTeil, NOB'A3AHMX i3 3aCTOCYBaHHAM AuHATpilo epdeTary).
[JlopatkoBo 3a3Havaemo, WO [vHaTpilo efeTar He BUKOPUCTOBYETLCSH, K
aKTUBHWI (hapMaLeBTUYHWIA IHFPEAIEHT B XOAHOMY i3 NiKapCbKUX 3acoois,
Lo HasefeHi y [lepxaBHOMY peecTpi Jikapcbkux 3acobiB Ykpaiuu. Tomy
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

rMiocmasa

lpoyedypa

BpaxoByluM HasefeHe, cybcTaHuis [AuHaTtpito Epetatr He Moxe 6ytn
pekomeHA0BaHa [0 AepxaBHOI peecTpauii 3rigHo CTatTi 2 3akoHy YkpaiHu
«[Mpo nikapcbki 3acobu» Ta po3giny |l Hakady Ne426 sig 26.08.2005 MO3
YkpaiHn (y pepakuii Hakasy MO3 Ne460 Big 23.07.2015). PeecTtpauiitHi
MaTepiann (3.2.S), nogaHi Ha peecTpauilo, He BigMNoBiAalTL BUMMOram
Mopsigky NpoOBeAEHHs eKcnepTM3n MaTepianiiB Ha nikapcbki 3acobu, LWwo
nojalTbCA Ha [JepXaBHy peecTpauilo  (nepepeecTpauilo), a Takox
eKcnepTM3n marepianiB Npo BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis
NPOTAroM Aji peecTpauiiiHoro nocBif4yeHHs, 3aTBep)keHoro Hakasom MO3
Bif 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).

HAAPOMNAPWUH-
DAPMEKC

po34nH AN iH’ekuiin, 9500 MO aHTwW-
Xa/mn no 0,3 mn (2850 MO aHTK-
Xa), no 0,4 mn (3800 MO aHTu-Xa),
no 0,6 mn (5700 MO aHTuK-Xa) abo
no 0,8 mn (7600 MO aHTK-Xa) B
nonepeAHbO HaNoOBHEHUX LINPULAX 3
MapKyBaHHSIM YKPaiHCbKOK MOBOIO;
o 2 nonepesHbO HaNnOBHEHUX
LINpULA B KOHTYPHI YapyHKOBIl
ynakosLi abo 6nictepi 3
MapKyBaHHAM YKpPaIHCbKOH MOBOIO
abo 6e3 mapkyBaHHS; Mo 5
KOHTYPHUX YapyHKOBUX YNakoBOK
abo 6nicTepiB y nayLi KAPTOHHIN 3
MapKyBaHHAM YKPaiHCLKOK Ta
pociiicbkoto MoBamu; no 0,3 mn
(2850 MO aHTn-Xa), no 0,4 mn (3800
MO aHTun-Xa), no 0,6 mn (5700 MO
aHTK-Xa) a6o no 0,8 mn (7600 MO
aHTu-Xa) B nonepegHb0 HaNoOBHEHUX
Lwnpuruax 3 MapkyBaHHAM
YKpaiHCLKOH MOBOIO; Mo 5
nonepeAHbO HanmoOBHEHWX LUNPULIB B
KOHTYPHIll YapyHKOBIiA ynakoBL,i abo
6nictepi 3 MapkyBaHHsIM
YKpaiHCbKOK MOBOIO a60 6e3
MapKyBaHHS; M0 2 KOHTYPHI
YapyHKOBI ynakoBku abo 6nictepun y
nauyuj KApTOHHIV 3 MapKyBaHHAM
YKPaTHCbKOI Ta POCiiCbKO0
moBamu; no 0,3 mn (2850 MO aHTu-
Xa), no 0,4 mn (3800 MO aHTuK-Xa),
no 0,6 mn (5700 MO aHTK-Xa) abo
no 0,8 mn (7600 MO aHTK-Xa) B
nonepeAHbO HanoOBHEHVX LUNpULax 3
MapKyBaHHSIM YKPaiHCbKOK MOBOIO;
no 1 nonepefHbO HAMOBHEHOMY

TOB
"®APMEKC
reymn

YkpaiHa

TOB
"®APMEKC
reymn"

YKpaiHa

3acigaHHs
HTP Ne 19
Big,
01.06.2023

BigMmoBuUTN y 3aTBEPAKEHHI - 3MiHU | TUNY - 3MiHK 3 AKOCTi. A®l. KOHTpob
A®l.  3miHa y wmeTogax BunpobysaHHs APl abo  BuXigHOro
Marepiany/npoMiXXHOTO NPoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCS Y MPOLEC
BUpo6HMUTBA APl  (He3HauyHi 3MiHM Yy  3aTBEpMXeHWX  MeTofax
BunpobysaHHs) (6.1.6.2. (a) |A), ockinbkun [0AATKOBO 3asB/EHI KOPEKTHI
3MiHN
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

rMiocmasa

lpoyedypa

LUNPULLY B KOHTYPHI YapyHKOBIl
ynakosLi abo 6nictepi 3
MapKyBaHHAM YKpPaiHCbKOH MOBOIO
abo 6e3 MapkyBaHHS; MO 1 KOHTYPHii
YapyHKOBIli ynakoBLji abo 6nictepy y
nayLi KapTOHHIN 3 MapKyBaHHAM
YKPaiHCbKOIO Ta POCiliCbKO MOBaMu

HAAPOMAPWUH-
DAPMEKC

PO34urH ANs iH'ekuin, 9500 MO aHTu-
Xa/mn no 0,3 mn (2850 MO aHTu-
Xa), no 0,4 mn (3800 MO aHTK-Xa),
no 0,6 mn (5700 MO aHTK-Xa) abo
no 0,8 mn (7600 MO aHTK-Xa) B
nonepeAHbO HaNMoOBHEHMUX LINPpULAX 3
MapKyBaHHAM YKPaTHCbKOIO MOBOIO;
no 2 nornepefHbO HaNOBHEHNX
LINpULLA B KOHTYPHII YapyHKOBIl
ynakoBLi abo 6nicTepi 3
MapKyBaHHSIM YKPaiHCbKOK MOBOIO
a6o 6e3 MapkyBaHHS; No 5
KOHTYPHUX YapyHKOBUX YNaKkoBOK
abo 6nicTepiB y nayLi KAPTOHHIN 3
MapKyBaHHSAM YKPaiHCLKOK Ta
pociicbkoro moBamu; no 0,3 mn
(2850 MO aHTm-Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6 mn (5700 MO
aHTu-Xa) a6o no 0,8 mn (7600 MO
aHTW-Xa) B nonepegHb0 HaNoBHEHUX
Lnpruax 3 MapkyBaHHAM
YKpaiHCbKOK MOBOIO; M0 5
nonepeAHbO HaNoOBHEHUX LLNPULIB B
KOHTYPHIll YapyHKOBIiA ynakoBLi a6o
6nicTepi 3 MapKyBaHHAM
YKpaiHCbKOK MOBOI abo 6e3
MapKyBaHHS; M0 2 KOHTYpPHI
YapyHKOBI yNakoBKM abo baictepun y
nauyuj KapTOHHI 3 MapKyBaHHAM
YKPATHCbKOK Ta POCiiCbKO
moBamu; no 0,3 mn (2850 MO aHTu-
Xa), no 0,4 mn (3800 MO aHTu-Xa),
no 0,6 mn (5700 MO aHTuK-Xa) abo
no 0,8 mn (7600 MO aHTK-Xa) B
nonepeAHbO HaNoOBHEHUX LINPULAX 3
MapKyBaHHSIM YKPaiHCbKOK MOBOIO;
no 1 nonepesiHbLO HaNMOBHEHOMY
LUNPULLY B KOHTYPHIlA YapyHKOBIl
ynakosLi abo 6nictepi 3
MapKyBaHHAM YKPaIHCbKOK MOBOIO

TOB
"®APMEKC
reymn"

YkpaiHa

TOB
"®APMEKC
reymn"

YkpaiHa

3acigaHHs
HTP Ne 19
Bif,
01.06.2023

BigmoBuTM y 3aTBepXeHHi - 3MiHW | Tuny - 3MiHM 3 SKOCTi. [OTOBMIA
nikapcbkuii 3aci6. KOHTpob roTOBOro MikapcbKoro 3acoby. 3miHa y metogax
BUNPOGYBaHHS rOTOBOIO  JlikapCcbkKoro 3acoby (He3HayHa 3MiHa Yy

3aTBEPMKEHUX MeTofax BUMPOOYBaHHS)
[04,aTKOBO 3as1B/IeHi KOPEKTHI 3MiHM

(B.l.r.2. (&) 1A), ockinbkn




360

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
abo 6e3 MapkyBaHHS; MO 1 KOHTYPHii
YapyHKOBIli ynakoBLji abo 6nictepy y
nayLi KApTOHHIN 3 MapKyBaHHAM
YKPaiHCbKOIO Ta pOCiliCbKO0 MOBaMu
HauyanbHUK
CDapMaLI,EBTI/Il-IHOI'O yﬂpaBﬂiHHﬂ Tapac TIACKOBCbKNA
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