HEPEJIIK

Jonarok 3

A0 Haka3y MiHicTrepcTBa 0X0pOHH

3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»

Bix 13 rpyans 2024 poxy Ne 2089

JIKAPCBKHUX 3ACOBIB (MEJJUYHUX IMYHOBIOJIOITYHUX MPEITAPATIB), IIOJ0 AKX BYJIM BHECEHI
3MIHHU 1O PEECTPAIIIMHUX MATEPIAJIIB, IKI BHOCSTBCS 10 JEPX)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Ne Hasea Popma sunycky 3aseHuUKk Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNiKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa euUpObHUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs
1. | ABAMIC crpei HasanbHUi, "makcoCwmit Benvka nakco Benwka BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/9306/01/01
CycreHsis, KnsnH Bputanis OnepenwHc HOK Bpurtanis/ | Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y peuernmom
nosoBaHun, 27,5 Ekcnopt NimiTeq, Benuka Icnanis MeTodax BunpobyeaHHsa APl abo BuxigHoro
MkKr/go3sy; no 120 JimiTen BpwuTtaHis; akco MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo

003y dnakoHi 3
[03YI04UM
npucTpoem Ta
po3nNUoBaYeM i
KOBMaykom; no 1
drakoHy B
KapTOHHI kopobLyi

Bennkom C.A.,
Icnania

BVKOPWCTOBYETbLCS Y Mpoueci BMpobHuuTea Ad|
(iHWi 3MiHM y MeToadax BUNPOByBaHHS (BKIOYa04n
3amiHy abo gonoBHeHHs1) A®Il abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY), BBEAEHHS
[0[aTKOBOro MeToAy BU3Ha4YeHHS BMiCTy BOAM B
npomixxHomy npogykti CCI11400, a came meTogy
€ 2.5.12. (Semi-micro determination) go Bxe
3aTBepaxeHoro metogy €9 2.5.32 (Micro
determination). 3miHu | Tuny - 3miHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTodax BunpobysaHHs ADI
abo BuxigHOro martepiany/npoMiKHOro
npoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea AP| (He3HaYHi 3MiHN Y
3aTBEpKEHNX MeTofax BUNpobyBaHHs), He3HayHa
3MiHa B METOfi BU3HAYEHHS 3anmLLKOBUX
PO34MHHUMKIB (ra3oBa xpomaTorpadis) Ans BUXiQHOrO
marepiany cntometasony (CCI10013), wo nonsrae
B A0AABaHHi NPUMITKM 3 ONMCOM anbTepHaTUBHUX
napameTpiB, siki 3ab6e3nevyloTb BigNOBIgHICTb
KpUTEpisimM NpUAATHOCTI XpomaTtorpadivyHoi cuctTemu.
3minu | Tvny - 3miHu 3 sikocTi. ADI. KoHTponb AdI.
3miHa y meToaax BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoaykKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BUNpobyBaHHs1), He3HayHa 3MiHa B MeToaax
KiNbKiCHOro BU3Ha4YeHHsi BMiCTy MeTogoM BEPX ta
BM3HAYEHHS CYNMPOBIgHNX AOMioK meTogom BEPX
y npomixxHomy npogykti CCI11400, wo nonsirae B
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YTOYHEHHI Onucy MeToAMK BiAMNOBIAHO 4O NOTOYHOI
NpaKkTUKM BUPOGHMYOT AinbHUL. 3MiHK | TUny - 3miHK
3 akocTi. ADI. KoHTponb API. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BMNPODOYBaHHS), He3Ha4yHa 3MiHa B MeToai
BM3HaAYEHHS 3aNULLKOBUX PO3YMHHKKIB (ra3oBa
XxpomaTorpadis) 4ns NPOMIPKHOIO NPOAYKTY
CCI111400, wo nonsrae B AoAaBaHHi NPUMITKM 3
OMMUCOM anbTepHaTUBHWX NapameTpiB, SKi
3a6e3neyvytoThb BiANOBIAHICTb KPUTEPIAIM NPUAATHOCTI
XpomarorpadivyHoi cuctemu.

ABEHIO®

TabneTkn, BKPUTI
NniBKOBOKO
obonoxkoto, no 500
mr, no 10 TabneTtok
y bnicTepi, no 3 abo
5 6nicTepis y nayui

AT
"dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHW
Il Tuny - 3miHu 3 skocTi. ADI. (iHLWi 3MiHWM) NogaHHs
oHoBneHoi Bepcii ASMF Bupo6Huka Destilaciones
Bordas Chinchurreta S.A. gna A®| MikpoHizoBaHa

ovuleHa cdrnaBoHoigHa dpakuis (diocmiH 9:1).
3aTBepaxeHa Bepcisi:
«Bordas/Dios9:1/AP/2/November 2012»
3anponoHoBaHa Bepcisi:
«Bordas/Diosmin9:1/AP/18/July 2023»

6e3
peuenma

UA/14394/01/01

ABO[ENb

Tabnetkn no 1,5 mr
no 1 Tabnetuiy
6nictepi, no 1
Gnictepy y
KapTOHHIN kopobLyi

3AT
«IHTENI
FEHEPUKC
HOP[O»

Jlutea

JIABOPATOPIOC
JIEOH ®APMA,
CA.

Icnanis

BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micusa NpoBafXKeHHS
AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKNOYAUM AiNbHULL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOSKO SKOCTI.
(misnbHicTb, 3a sKy Bignoeiaae BUpobHuUK/imnopTep,
BKIIOHAK04M BUMNYCK cepiln) AgMiHiCTpaTMBHa 3MiHa
BHECEHHS YTOYHEHHS 40 agpecu micua
NpoBaXXeHHS OiSNbHOCTI Y 3B'A3KY 3 NPUBEAEHHSAM
[0 fitoYoi niyeHsii Ha BUPoGHMLTBO Ta cepTudikaty
GMP. Micue3HaxookeHHs1 BUpOOHUKA, BUPOOHNYa
AinbHWUS Ta yci BUpobHUYi onepalii 3anuwarTbes
He3MiHHUMUW. 3MiHM BHECEHO B pO34in
"MicuesHaxomkeHHs BUpobHMKa Ta agpeca micus
NPOBaXeHHS NOro AiSNbHOCTI" B iIHCTPYKLitO Ans
ME[IMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby, sik
HacrifoK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS
yNaKoBKU fikapcbKoro 3acoby.

3a
peuernmom

He
nionsieae

UA/17303/01/01

AEPTAN®

Kpem, 15 mr/1 r no
60 ry Ty6i; no 1 Ty6i
B KApTOHHIl
ynakoBLi

BAT
"T'eneoH
PixTep"

YropwuHa

BAT "T'epneoH
PixTep"

YropwuHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) - 3MiHN BHECEHO B
IHCTPYKUil0 ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby B po3ain «BupobHuk», a came
BMNy4Y€HO iH(OopMaLito Npo BUPOBHULTBO 3a
niueHsieto. BignosigHi 3miHn BHeceHo y n.11 Ta n.17
«IHLIE» TekcTy MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI yNaKoBOK Nikapcbkoro 3acoby; yTOYHEHO

bes
peuenma

nionsieae

UA/13910/01/01




3 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
iHdbopmauito Wwoao iHaneigyansHOro kogy. TepmiH
BBEAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEpAKEHHS
5. | AKHETPEKC 10 | kancynu m'ski no 10 Mera Tainang Mera Tainang BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHW 3a He UA/16557/01/01
mr; no 10 kancyn y TNandcanen TNandcaneHcia | Tuny - AamiHicTpaTVBHI 3MiHW. 3MiHa peuenmom | niidnseae
Gnictepi, no 3 ci3 Mabnik Mabnik Komnai HaiMeHyBaHHs Ta/abo agpecu MicLsa NPOBaaKEeHHSs!
Gnictepu B Komnawi Jlimiteq JisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
KapTOHHiI kopobui Timiteq nikapcbkoro 3acoby, BKMOYaoYM AinbHUL BUNYCKY
cepii abo MicLie NpoBeAeHHS1 KOHTPOSIKO SKOCTI.
(DisinbHiCTb, 3a sIky Bignosigae BUpoGHMK/iMnopTep,
BKI0MAI04M BUMNYCK cepin) - 3miHa agpecu micus
NpoBaXeHHs HisinbHOCTI BUpobHuka MT13.3MiHn
BHECEHO B iHCTPYKLIiO ANs MeQnYHOro 3acTocyBaHHS
nikapcbKkoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi NpoBagXeHHSs Aoro
OignbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS! YMaKOBOK.
6. | AliIbBYBEH PO34MH Ans iHGY3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 3a UA/15875/01/02
20 %; no 50 mn, 100 | "BIO®APMA MNA3MA", | Tuny - 3miHn 3 akocTi. A®Il. BupobHuuteo. 3miHn B peuernmom
My donakoHi; o 1 MNA3MA" Ykpaina npoueci BupobHmuTea AP (iHWi 3MiHK). YTOYHEHHS
dnakoHy y nayui 3 (BMpPOBHMLTBO, 3Ha4YeHHs TemMnepaTtypuv nonepeaHLOro BiATaloBaHHS
KapTOHY nepBuHHe Ta nnasmu y XonogunbHin kamepi «He Ginblue +4°C
BTOPUHHE (s+4°C)». Takox, KOpUryBaHHsi Ha3B onepalviit
nakyBaHH4, TEXHONOrYHOro npotecy oTpumaHHs 113 6e3 3miH y

KOHTPOMb SIKOCTI,
BUWMYCK Cepiit)

npoueci BupobHuUTBa. [Ins BUPpOOHNYMNX NpoLeciB
3anpornoHOBAHO PO3A4iNMTK onepalii, Aki BKMo4aTb
[OeKinbka npouecis, Ha okpemi onepaLii Ta
BigKopuryBaTtu TepmiHonorito. BigpeparosaHe
nocunaHHsa Ha €Bponercbky chapmakoneto 3 Eur.
Ph. Ha 3aransHonpuiHsaTe Ph.Eur. 3minm | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BMNyYEHHSA HE3HAYHOrO NOKa3HUKa SKOCTI
(Hanpvknag BUMyYeHHs! 3acTapinoro NokasHuka))
BunyyeHHs iHdopmaLii npo AocnigkeHHs Ha
HasiBHICTb aHTWTIN 4O NOBEPXHEBOro aHTUreHy
renatuty B, aHtutin go Bipycy renatuty C, aHTuUTin
[0 Bipycy iMyHOAediUMTy NOAVHN Y MiHinynax
nnasmu Npy NPoBeAeHHi BXifHOTrO KOHTPOIO
nnasmu.

Ak HacnigoK BUMYYEHHS KOHTPOSIO BipyCHOT Oe3neku
meTogom IDA y MiHinynax npu BXiGHOMY KOHTpPOI,
BUnyYaeTbes N. «BigcyTHICTb aHTUTIN 4O renatuty
C» 3i cneumdikauii dopakuii V (anb6ymiH), ockinbkm

BipycHa 6e3neka 3 LM NOKa3HUKOM KOHTPOIIETLCA

yCTaHoBaMW KpOBi B iHOUBIAyanbHUX JOHaUisX.
KoHTponb BipycHoi 6e3neku 3a iHwmMmn
nokasHukamu, Lo 3a3HaveHi y cneundikadii ans
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dpakuii V (anbbymiH), npoBoauTbCs Ha eTani
nepLIoro roMoreHHoro nyny nnasmu. Bigpepgarosaxe
nocunaHHsa Ha €Bponercbky chapmakoneto 3 Eur.
Ph. Ha 3aransHonpuiiHsaTe Ph.Eur. 3miHn | Tuny -
3MmiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMixXHOro NnpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNpoOyBaHHs) BHeCeHHs He3HaYHUX 3MiH 4o
METOAMKM BU3HAYEHHS TUTPY aHTU-D aHTuTIn Yy
MiHinynax nnasmu NiguHn ansa gpakuioHyBaHHSA
BiANOBIgHO A0 cneumdikauii «Mnasma noavHn gna
bpakuioHyBaHHA». BigpeaaroBaHe nocunaHHsa Ha
€Bponeicbky dapmakoneto 3 Eur. Ph. Ha
3aranbHonpuitHaTe Ph.Eur. 3miHn | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyeaHHsA APl abo BMXigHOrO
mMarepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BVKOPWCTOBYETLCS y Mpoueci BMpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEpKEHUX MeToaax
BUNpoOyBaHHs) BHECEHHS HE3HAYHMX 3MiH A0
METOAMKM BU3HAYEHHS NOoKa3HuKa «3aranbHum
6inok» 6iypeToBUM METOAOM y MEPLLIOMY
roMOreHHOMY Myni Na3mmn Ta NPOMIKHIN
(Hepo3dacoBaHin) npoaykuii npenaparty
AIbBYBEH, po3unH ans iHdysint 10%; po3unH ans
iHdysint 20% no 50 mn, 100 mn, a came —
npvBeAEHHA MeToay A0 BUMmor moHorpadii AOY/EP
2.5.33, metopa 5. 3MiHun | Tuny - 3MiHn 3 sikocTi. AL,
KoHTponb A®I. 3miHa y meToaax BunpobysaHHst ADI
abo BuxigHOro martepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea ADI (iHwi 3miHu y MmeTogax
BMNPOOYBaHHS (BKMOYao4m 3amiHy abo
ponoBHeHHs) ADI abo BUXigHOro/mMpoMiXKHOro
npoaykTy) 3miHa po3mipy MiHinynis, Lo
BukopucToBytoTbest TOB "BIODPAPMA MJTASMA"
ans NJIP-tectyBaHHs 3 576 Ha 480 goHauin.

AJlbBYBEH

PO34nH Ans iHDY3in
10 %; no 50 mn, 100
MA 'y conakoHi; no 1
dnakoHy y nayui 3
KapTOHY

TOB
"BIO®PAPMA
MIA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3SMA",
YkpaiHa
(BpOBHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSb SKOCTi,
BUWMYCK Cepiit)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTtepianis: 3miHu
| Tuny - 3miHn 3 akocTi. A®I. BupobHuuTBo. 3miHn B
npoueci BupobHmuTBa AP (iHLWi 3MiHK). YTOUHEHHS
3HaYeHHs TemnepaTypu NonepeaHLOro BiATalBaHHS

.o . . [e]
nrasmu y XonoaunbHii kamepi «He Ginblwe +4 C

o ™
(2+4 C)». Takox, KOpUryBaHHsi Ha3B onepawin
TEXHOSOrYHOro npotecy oTpumanHs 113 6e3 3miH y
npoueci BUpobHMUTBa. [Ina BUpobHWUYMX npoLecis
3anpornoHOBaHO PO3A4iNMTK onepauii, AKi BKNo4aTb
[ekinbka npoueciB, Ha OKpemi onepaLii Ta
BigKopurysatu TepMiHonoril. BigpegarosaHe

3a
peuenmom

UA/15875/01/01
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nocunaHHsa Ha €Bponericbky chapmakoneto 3 Eur.
Ph. Ha 3aransHonpuiHsaTe Ph.Eur. 3mikm | Tuny -
3miHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MeX,
BM3Ha4eHux y cneuundikauisx Ha API, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYHOTLCSA Y NpoLeci BUpobHuuTea AdI
(BUMYYEHHSA HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpuknag BUIyYeHHs1 3acTapinoro nokasHuka))
BunyueHHs iHbopmauii npo gocnigkeHHs Ha
HasIBHICTb aHTUTIN 4O MOBEPXHEBOrO aHTUreHy
renaTtuty B, aHTuUTIN go Bipycy renatuty C, aHTUTIN
00 Bipycy iMyHOOediunTy NIAVHA Y MiHinynax
nnasmv nNpu NpoBeAeHHi BXiAHOrO KOHTPOIO
nnasmu.

AK HacnigoK BUYyYeHHs! KOHTPOSIO BipyCHOI 6e3neku
meTogom IPA y MiHinynax npy BXiGHOMY KOHTPOTTi,
BUNyYaeTbes N. «BigcyTHICTb aHTUTIN oo renatuty
C» 3i cneumaikauii dppakuii V (anbbymiH), ockinbku

BipycHa 6e3neka 3 LM NoKasHWKOM KOHTPOSETLCH

yCTaHOBaMM KpOBi B iHOMBIAyanbHMX AOHALiSX.
KoHTponb BipycHoi 6e3neku 3a iHLWmMmn
nokasHukamu, Lo 3asHadeHi y cneumdikadii ons
dpakuii V (anbbymiH), npoBoauTbCs Ha eTani
MepLLOro roMoreHHoro nyny nnasmu. BiogpenarosaHe
nocunaHHsa Ha €sponericbky chapmakoneto 3 Eur.
Ph. Ha 3aransHonpuiHsaTe Ph.Eur. 3minm | Tuny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpPKEHNX MeToAax
BUNPobyBaHHS) BHeCeHHs He3HayHUX 3MiH [0
METOANKM BUSHAYEHHS TUTPY aHTW-D anTuTiny
MiHinynax nnasmu mioavMHy Ans dpakuioHyBaHHS
BignoBigHo Ao cneuudikadii «Mnasma noamHn ans
bpakuioHyBaHHA». BigpeaarosaHe nocunaHHA Ha
€Bponencbky hapmakoneto 3 Eur. Ph. Ha
3aranbHonpuiiHaTe Ph.Eur. 3mibm | Tuny - 3miHm 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHa APl abo BuxigHOro
marepiany/npoMiXXHOro NpoAykKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BUNpoOyBaHHs) BHeCeHHS He3HaYHMX 3MiH A0
METOAMKM BU3HAYEHHS NOKa3HuKa «3aranbHui
6inok» BiypeToBUM METOAOM Yy MEPLLIOMY
rOMOreHHOMY Nysi Nas3mMu Ta NPOMIKHIN
(Hepo3dhacoBaHil) npoaykuii npenapary

ANbBYBEH, po3unH ans iHdysin 10%; po3unH ans

iHgysin 20% no 50 mn, 100 mn, a came —
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
npvBeAeHHA MeToay A0 BUMor moHorpadii APY/EP
2.5.33, metoqa 5. 3MmiHn | Tuny - 3MiHn 3 skocTi. AL,
KoHTponb A®l. 3miHa y meTogax BunpobyeaHHs AdI
abo BuxigHoro martepiany/npomikKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHwWwi 3MiHM y meTogax
BMNPOOYBaHHSA (BKtoYa4m 3amiHy abo
ponoBHeHHs1) A®l abo BUXiQHOrO/MPOMiXXHOTO
npoaykTy) 3MiHa po3mipy MiHinynis, Lo
BukopucToBytoTbest TOB "BIODPAPMA MJTASMA"
ans MNJIP-tectyBaHHs 3 576 Ha 480 goHauin.
8. | ANbMNEKIQ Tabnetkn no 150 AnbneH HimewunH | Op. Nyctas KnsaH HimevuunHa BHECEHHS 3MiH O peecTpauiiHMx maTtepianis: 3MiHu 6e3 UA/5193/01/01
OEHTO TabneTok y onakoHi; dapma a 'm6X & Ko. KI | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenma
no 1 dnakoHy B m6X dapmakoHarnsaay (iHwi 3miHn) OHOBNEHHS TEKCTY
KapTOHHiI KOpoOLyi; MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBOK
no 30 TabneTtok y nikapcbkoro 3acoby.
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHI kopobui
9. | AMnoguniH Tabnetku no 5 mr, CaHpos CnoBeHisi Jlex CnoseHis/ BHECEHHS 3MiH O peecTpauinHux martepianis: 3MiHn 3a He UA/11166/01/01
CAHOO3® no 15 rabnetok y dapmachHoTi dapmaueBTMyHa TypeuuunHa/ | TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa peuenmom | nidnsieae
GnicTepi; no 2 Kans a.4. KOMnaHiq a.4., PymyHis HanMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS
Gnictepn B CnoBeHus [isinbHOCTi BUpOGHMKa/imnopTepa rotoBoro
KapTOHHIl kopobui (koHTpOnb cepii nikapcbKkoro 3acoby, BKMoYaum 4inbHULI BUNYCKY
(mvwe cepii abo micue NpoBeAeHHS KOHTPOIO SKOCTI.
MikpobionoriyHumi), (misnbHicTb, 3a AKy Bignosiaae BMpobHuUK/imnopTep,
BUMYCK cepii; He BKI0Yarum BUMNyCK cepiit) - 3miHa Ha3Bw, agpecu
nepBuHHE Ta (mowwToBOroO iHAEKCY) Ta (PyHKUI BUpOOHUKA, LLIO
BTOPUHHE BignoBigae 3a NOBHUN LMK BUpOGHMLTBa 3 "flek
nakyBaHHS, BUMYCK dapmaveBTUYHa koMmnaHisa 4.4., BeposLikosa 57,
cepii); ITobnaHa 1526, CnoeeHisa"("Lek Pharmaceuticals

BUPOOHMLTBO in
bulk, nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpOrb cepil
(okpim
MikpobionoriyHoro
): HoBapric
dapmachbioTikan
MaHydakTypuHr
JINC, Cnosehus;
BUPOGHMUTBO in
bulk: 'eHBeoH Inak
CaHai Be Tikapet
A. C., TypeuumHa;
CaHpgos Mpyn

d.d., Verovskova 57, Ljubljana 1526, Slovenia") Ha
"HoBapTic ®apmacbtoTikan MaxydaktypuHr JJ1C,
Byn. BeposwkoBa 57, Mio6nsHa 1000, CnoeeHisa"
("Novartis Pharmaceutical Manufacturing LLC,
Verovskova ulica 57, Ljubljana 1000, Slovenia") 3
yHKLUisMU: BUpo6HMUTBO in bulk, nepBuHHe Ta
BTOPWHHE NaKyBaHHS!, KOHTPOSb SKOCTi (OKpiM
Mikpo6ionoriyHoro KoHTpont). dakTuyHe
MiCLie3HaxXOMKEHHS Kamnycy He 3MiHMnocs. PyHKLii
MiKpOBiOnoriYyHOro KOHTPOIIO SKOCTi Ta BUMYCKY Cepii
i Hagani BUKOHYBaTUMYTbCSt KOMNaHieto "Iek
dapmaLeBTMYHa KOMMaHisA 4.4., Byn. BeposLukosa
57, MobnsaHa 1526, CnoseHia" ("Lek
Pharmaceuticals d.d., Verovskova ulica 57, Ljubljana
1526, Slovenia"). PegakuinHi 3mMiHu, siki nonsratoTs y
BUNpaBreHHi agpecu BUPobHMKa BiAnoBiAansHoOro

Carnuk YpyHnepi 3a NepBMHHE Ta BTOPWHHE MaKyBaHHS, BUNYCK cepii 3
Inaknapi CaH. Be "Tpimnini 20 " Ha "Tpimnini 24 " 3 MipKkyBaHb
Tik. A.C., TOYHOCTI. PefakuiiHe BUNpaBneHHs TEKCTOBOI
TypeyuunHa; nomMunku npu Habopi Ha3Bw BUpoGHUKa 3 HoeapTic
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KOHTPOSb cepii: Carnuk lliga my Tapim YpyHnepi CaH. Be Tik. A.C.,
C.K. CaHpos TypeuunHa Ha Hoeaprtic Carnuk liga Be Tapim
C.P.J1., PymyHisi; YpyHnepi CaH. Be Tik. A.C., TypeuunHa. 3miHn
nepBuHHE Ta BHECEHO B iHCTPYKLIiO ANs MeQNYHOro 3acTocyBaHHSA
BTOPUHHE nikapcbkoro 3acoby y po3ainu "BupobHuk” Ta
nakyBaHH4, "MicuesHaxomxeHHst BUpOOHMKa Ta agpeca Micus
KOHTPO-b cepii, NPOBaXEHHA MOro AisnbHOCTI" 3 BignosigHMn
Bunyck cepii: Jlek 3MiHaMm B TEKCTi MapKyBaHHS yNnakoBoK. TepMiH
C.A,, MonbLua; BBeAEHHS 3MiH NPOTArom 6 micauis nicns
KOHTPOSb 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
mikpobionoriyHoT 6e3nekv/edekTvBHOCTI Ta hapmakoHarnagy (iHLwi
yucrtoTn: HoBapTic 3MiHM) - 3MiHN BHECEHO Y TEKCT MapKyBaHHs
Carnuk lNiga Be BTOPWHHOI YNaKOBKW fikapcbkoro 3acoby y n.6.
Tapim YpyHnepi «OcobnuBi 3acTepexeHHs Wwoao 3bepiraHHs
CaH. Be Tik. A.C., nikapcbkoro 3acoby y HeAOoCTyNHOMY A5is AiTen
TypeyumHa Micui», n.8. «[Jata 3akiH4eHHA TEPMiHY
npugaTtHocTi», N.11. «HanveHyBaHHs i
MicLe3HaxomkeHHs BUpobHMKa Ta/abo 3asiBHUKay,
n.13. «Homep cepii nikapcbkoro 3acoby», n.14.
«Kareropis Bignycky», n.17. «IHWE» Ta y TekcT
MapKyBaHHS NEPBUHHOI ynakoBku n. 6. « IHLWE».
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS.
10. | AMnoauniH Tabnetkun no 10 wmr, Canpos CnoBeHis Iek CnoseHisi/ BHECEHHS1 3MiH O peecTpauinHMx maTtepianis: 3MiHu 3a He UA/11166/01/02
CAHOO3® no 15 rabnetok y dapmachHoTi dapmaueBTMyHa TypeuuunHa/ | TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa peuenmom | nidnsieae
6nicTepi; no 2 Kans a.4. KoMnaHig g.4., PymyHis HanMeHyBaHHS Ta/abo agpecu MicuA NpoBagXeHHS
Gnictepu B CnoBeHus AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
KapTOHHiI kopobui (koHTponb cepii nikapcbKoro 3acoby, BKNOYa4M AinbHUL BUNYCKY
(mvwe cepii abo micue NpoBeAeHHS KOHTPOMIO SKOCTi.
MikpobionoriyHui), (pisnbHicTb, 3a AKy Bignoeiaae BUpobHUK/iMnopTep,
BUMYCK cepii; He BKI0Yaruy BUMNyCK cepiit) - 3miHa Ha3Bw, agpecu
nepBuHHE Ta (mowwToBOroO iHAEKCY) Ta PyHKUI BUpOBHUMKA, LLIO
BTOPUHHE BignoBigae 3a NOBHUIA LMK BUPOOHMLUTBA 3 "fek
nakyBaHHS, BUMYCK dapmaveBTUYHa KoMmnaHisa 4.4., BeposLukosa 57,
cepii); ITobnaHa 1526, CnoseHisa"("Lek Pharmaceuticals

BUPOGHMLUTBO in
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOnb cepii
(okpim
MikpobionoriyHoro
): HoBapric
dapmacktoTikan
MaHydakTypuHr
JINC, Cnosenus;
BMPOGHMLTBO in
bulk: 'eHBeoH Inak
CaHan Be TikapeT
A. C., TypeuumHa;
Canpos pyn

d.d., Verovskova 57, Ljubljana 1526, Slovenia") Ha
"HoBapTic ®apmacbtoTikan MaxydaktypuHr JJ1C,
Byn. BepoBuwkoBa 57, Jlio6nsaHa 1000, CnoseHis"
("Novartis Pharmaceutical Manufacturing LLC,
Verovskova ulica 57, Ljubljana 1000, Slovenia") 3
dyHKUigMu: BUpo6HMLTBO in bulk, nepBuHHe Ta
BTOPWHHE NaKyBaHHS, KOHTPOMb SKOCTi (OKpPiM
Mikpo6ionoriyHoro KOHTponto). dakTuyHe
MiCLie3HaxXOMpKeHHS Kamnycy He 3MiHunocs. PyHkuii
MiKpOBionoriYyHOro KOHTPONIO SIKOCTi Ta BUMYCKY cepii
i Hagani BUKOHYBaTUMYTbCSt KOMNaHieko "Ilek
dapmaLeBTMYHA KOMMaHiA 4.4., Byn. BepoBlikoBa
57, NMobnsiHa 1526, CnoseHis" ("Lek
Pharmaceuticals d.d., Verovskova ulica 57, Ljubljana
1526, Slovenia"). PegakuinHi 3miHuW, siki nonaratoTb y
BUNpaBIEHHI agpecu BUpOOHMKa BignoBigansHoro




8 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Carnuk YpyHnepi 3a NepBMHHE Ta BTOPUHHE NaKyBaHHs!, BUNYCK cepii 3
Inaknapi CaH. Be "Tpimnini 2[ " Ha "Tpimnini 24 " 3 MipKyBaHb
Tik. A.C., TOYHOCTI. PefakuiiHe BUNpaBneHHs TeKCTOBOI
TypeyumnHa; noMunku npy Habopi Ha3en BUpobHUKa 3 HoeapTic
KOHTPOMb Cepii: Carnuk liga my Tapim YpyHnepi CaH. e Tik. A.C.,
C.K. CaHpo3 TypeuunHa Ha HoeapTic Carnuk llNga Be Tapim
C.P.J1., PymyHisi; YpyHnepi CaH. Be Tik. A.C., TypeudnHa. 3miHn
nepBuHHE Ta BHECEHO B IHCTPYKLUIil0 ANS MeANYHOro 3aCTOCYBaHHS
BTOPUHHE nikapcbkoro 3acoby y po3ginu "BMpobHuk" Ta
nakyBaHH4, "MicuesHaxomxeHHs1 BUpOOHMKa Ta agpeca Micus
KOHTPO-b cepii, NPOBaMXEHHS NOro AisnbHOCTI" 3 BigNOBIiAHMMMN
BUNYCK cepii: Jlek 3MiHaMK B TEKCTi MapKyBaHHS YNakoBOK. TepMiH
C.A., MonbLua; BBEAEHHSA 3MiH NpoTAroM 6 micauis nicnsa
KOHTpOIb 3aTBepAKeHHA. 3MiHu | Tuny - 3miHK Wwoao
MikpoGionoriyHoi 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
yucrtoTn: HoBapTic 3MiHM) - 3MiHN BHECEHO Y TEKCT MapKyBaHHs
Carnvk lliga Be BTOPWHHOI YNakoBKW NikapCbKoro 3acoby y n.6.
Tapim YpyHnepi «OcobnuBi 3acTepexeHHs Wwoao 3bepiraHHs
CaH. Be Tik. A.C., nikapcbkoro 3acoby y HeAoCTyNHOMY Anis AiTen
TypeuurHa Micui», n.8. «[data 3akiH4eHHS TEpMiHY
npugatHocTi», N.11. «HanmeHyBaHHS i
MicLe3HaxomkeHHs BUpobHMKa Ta/abo 3asiBHUKay,
n.13. «Homep cepii nikapcbkoro 3acoby», n.14.
«KaTeropis Bignycky», n.17. «IHWE» Ta y TekcT
MapKyBaHHS NEPBUHHOI ynakoBku n. 6. «IHLE».
TepmiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS.
11. | AMIoauniH TabneTkn no 5 wmr; Canpos CnoBeHis BMPOGHMLUTBO 3a CnoseHisi/ BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn 3a UA/11166/01/01
CAHOO3® no 15 Tabnetok y dapmacbioTi NOBHWUM LIMKITOM; TypeyunHa/ | Tuny - 3miHn 3 skocTi. CepTudikat peuernmom
GnicTepi; no 2 kans a.a. nepBuHHe Ta PymyHis/ BignosigHocTi/l'E-cepTudikat BignosigHoCTi
Gnictepu B BTOPUHHE Monbwa €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
KapTOHHI kopobLyi nakyBaHHs, BUMYCK HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
cepii: Ilek abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
dapmaueBTM4Ha €Bponelickkint hapmakonei: ans Adl; onsa BuxigHoro
KoMnaHig g.4., matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
CnoBeHisi;

BUPOGHMLUTBO in
bulk: 'eHBeoH Inak
CaHai Be TikapeT
A. C., TypeuumHa;
CaHpgos Mpyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C.,
TypeyunHa;
KOHTPOIb cepii:
C.K. CaHpo3
C.P.J1., PymyHis;
nepBuHHe Ta
BTOPWHHE

NnakyBaHH4A,

BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepaKEHOro BUPOGHUKa -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
€sponevicbkin bapmakonei Ne R1-CEP 2007-280 -
Rev 08 (3aTBepaxeHo: R1-CEP 2007-280 - Rev 06)
anst A®l amnoauniHy 6ecunary Big 3aTBEpOXXEHOrO
BnpobHuka Cadila Healthcare Limited, India, sikui
3MiHMB Ha3By Ha Zydus Lifesciences Limited, India
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KOHTPO~b cepii,
Bunyck cepii: Jlek
C.A,, MonbLua;
KOHTpOIb
mikpobionoriyHoT
yncrtoTn: HoBapTic
Carnuk lliga my
Tapim YpyHnepi
CaH. Be Tik. A.C.,
TypeyymHa
12. | AMnoauniH Tabnetku no 10 wmr; Canpgos CnoBeHisi BMPOGHMLUTBO 3a CnoBeHis/ BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3MiHW 3a UA/11166/01/02
CAHOO3® no 15 rabnetok y dapmachHoTi NOBHUM LIMKITOM; TypeuuunHa/ | Tuny - 3miHK 3 aikocTi. CepTudikat peuenmom
Gnictepi; no 2 kan3 a.a. nepBuHHE Ta PymyHis/ BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
Gnictepu B BTOPUHHE Monbwa €sponelicbkin hapmakonei/moHorpadii. MNogaHHs
KapTOHHIl kopobui nakyBaHHS, BUMNYCK HoBOro abo OHOBNEHOro cepTudikaTa BignoBigHOCTI
cepil: Jlek abo BuNy4YeHHs ceptudpikata BignosigHOCTI
dapmaueBTUyHa €Bponencokin dapmakonei: gna APl; onsa BuxigHoro
KOMnaHis g.4., matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
CnogeHis; BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
BMPOBHMLTBO in [OMOMIKHOI peqyoBuHU (cepTudikaT BignoBiAHOCTI
bulk: M'eHBeoH Inak €Bponecbkin dapmakonei) - OHoBNeHWiA
CaHan Be TikapeT cepTuddikat Bif yxKe 3aTBEpAXKEHOro BUPOOHMKa -
A. C., Type4uunHa; NnoJAaHHsi OHOBNEHOTO cepTudikaTa BiANOBIAHOCTI
CaHpgos Mpyn €poneickkin hapmakonei Ne R1-CEP 2007-280 -
Carnuk YpyHnepi Rev 08 (3atBepmxeHo: R1-CEP 2007-280 - Rev 06)
Inaknapi CaH. Be ansa A®l amnoguniHy 6ecunarty Big 3aTBepAXEHOro
Tik. A.C., BMpob6HuKa Cadila Healthcare Limited, India, skui
TypeyumnHa; 3MiHMB Ha3By Ha Zydus Lifesciences Limited, India
KOHTPOMb Ccepii:
C.K. CaHpos
C.P.J1., PymyHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpONb cepii,
BUNyck cepii: Jlek
C.A., MonbLua;
KOHTpOIb
MikpobionorivyHoi
ynctoTu: HosaprTic
Carnuk lliga my
Tapim YpyHnepi
CaH. Be Tik. A.C.,
TypeyyrHa
13. | AHAYPAH Kpanni ByLUHi no 25 3amb6oH ITanis 3amboH C.M.A. ITanis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu 3a UA/11664/01/01
Mn y donakoHi 3 C.NA. | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom

KPULLIKOHO-
KpanenbHuueto; no 1
dnakoHy B nadui

cbapmakoHarnsgy. 3miHa yactotu Ta/abo TepMiHiB
NoAaHHsi PerynsipHO OHOBMOBaHUX 3BITIB 3 6e3neku
nikapcbkux 3acobiB - 3MiHM y YacToTi Ta AaTax
NOAaHHS perynsipHO OHOBITHOBAHOIO 3BiTy 3 6e3neku
AHaypaH [itoya pegakuis: Yactota nogaHHs
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

perynsipHoO OHOBSIOBAHOrO 3BiTy 3 6e3nekn 8 pokiB.
KiHueBa gata ans BkntoyeHHs gaHnx go PO36 -
01.01.2028 p. Jata nogaHHs - 31.03.2028 p.
[MponoHoBaHa peaakuis: YactoTa nogaHHs
perynsipHoO OHOBIOBaAHOrO 3BiTYy 3 6e3neku 8 pokis.
KiHueBa nata ans BkrodeHHs gaHnx ao PO36 -
11.03.2026 p. [laTa nogaHHs - 09.06.2026p.
PekomeHgoBaHO [0 3aTBEpOKEHHS BIQMOBIAHO 40
nepioguYHOCTI NoAAHHS PEryrsipHO OHOBOBAHUX
3BiTiB 3 6e3neku nikapcbkmx 3acobis y €C

14.

ANIKCABAH

NOPOLLIOK
(cybeTaHuin) y
NOABINHNX
nonieTuneHoBmx
nakeTax gns
dapmaLeBTUYHOro
3aCTOCyBaHHs

AT
"dapmak”

Ykpaina

Assanrci CuHepmxn

dapmachkioTikan
Ko Iltg

Kutan

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
Il Tuny - 3MiHn 3 sikocTi. ADI. (iHLWi 3MiHK)-
OHoBneHHss DMF Ha A®I anikcabaH Bin
3aTBEpAKEHOro BMpobHuka Jiangxi Synergy
Pharmaceutical Co., Ltd., Kutaii (3aTBepaxeHo:
(Ver.1.1, dated August 2020); 3anponoHoBaHo:
Ver.1.6, dated July 2023). Ak Hacnigok, Biadynucb
3MiHn B MKA cy6cTaHuii 3a nokasHukamu:
-«laeHTndikauis nonimopdHoi hopmm» -BMaganeHo
KOHTPOMb KpucTaniyHoi popMu cybCcTaHLii;
YTOYHEHO Yac CyLUiHHS 3pa3kiB 3@ MOKa3HUKOM
«loeHTndikauis. IHbpavepBoHa cnekTpockonia»; -
«CynpoBiaHi AOMILLKN» -yTOYHEHO PO3paxyHOK
OOMILLOK, MPY YOMY CyMYIOTb MULLE AOMILLKM 3a
MeToaoM A, ockinbkn BmicT gomiwok APX-YJZ ta
APX-BDT meHwe 150 ppm (0,015 %); 3miHeHO
NPUroTyBaHHsI PO34MHY MOPIBHSHHS A5t BUHAYEHHS
pomiwku APX BDT (meTon C) — KOHLEHTpaLto
3MiHeHo 3 0,00006 mr/mn Ha 0,0006 mr/mn, Lwo
Bignosigae 75 ppm Bif KOHUEeHTpaLii
BUNPOOOBYBAHOIO PO34MHY. -«3anuLLIKOBI KiflbKOCTI
OpraHiYHMX PO3YMHHUKIBY - 3 OMUCY METOLMKM
BUAaneHo TpumeTunopTodopmiat i 6eHson 3
NPUroTyBaHHsI PO34MHY MOPIBHSIHHSI, OCKINIbKM BMICT
AaHVX PO3YUHHWKIB HE KOHTPOIIOIOTh; -30inbLUEeHO
nepio petecTyBaHHS 3 2-X POKiB 40 4-X POKiB.

UA/19521/01/01

15.

ACTPIA®

TabneTkn, BKpUTI
NniBKOBOO
060M0oHKO, N0 5 Mr;
no 10 Tabnetok y
6nictepi, no 1 abo
no 3 6nictepu B
kopo6ui; no 30
Tabnetok y 6nictepi,
no 1 abono 3
Gnictepu B kKopobUi

TOB
«[lMpeacraBH
MuTBO
BAYM
OAPM
MBX»

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHa
3agBHuka 113 (MIBI) (BnacHvka peecTpauinHoro
noceigyeHHs) (3rigHo Haka3y MOS Big 23.07.2015 Ne
460). 3MiHn | TMnNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeaeHHsA abo 3MiHM 40 y3aranbHeHUX 4aHux npo
cuctemy chapmakoHarnsgy (BBeAeHHS y3aranbHeHUX
AaHuX Npo cuctemy bapmakoHarnsgy, aMiHa
yrnoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
hbapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa Big
yrnoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYa4m
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-

6e3
peuenma

nidnsicae

UA/15979/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

darina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
apmakoHarnag. fitova pegakuis: LWoskosa IpnHa
BaneHTuHiBHa. MNMponoHoBaHa pefakuida: Bucoubka
Onbra NpuropiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXeHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
chapmakoHarnsg. 3MiHa micLe3HaxomKeHHst macTep-
davina cuctemu hapmakoHarnsay Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miiu | Tuny - 3miHn wono
6e3nekv/edekTvBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) - 3MiHM BHECEHO B TEKCT MapKyBaHHs!
NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
3acoby, a came: - y n. "IHLWUE" nepBuHHOi Ta
BTOPUWHHOI YNaKOBOK NiKapCbKoro 3acoby BuiyyYeHo
iHdbopmaLito Woao norotuny npeactaBHuka;-y n.11.
«HanmeHyBaHHS | MiCLle3HaxXOoMKEeHHS BUPOOHMKa
Ta/abo 3asiBHMKa» 3a3HaveHo iHdopmalLlito Npo
3asiBHUKA. 3MiHM | TUNY - AgMIHICTPaTUBHI 3MiHW.
3miHa HariMeHyBaHHS Ta/abo agpecu micua
NpoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
roTOBOrO NiKapcbKoro 3acoby, BKMYao4um ginbHUL
BUMNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO0
SIKOCTI. (BisnbHICTb, 3a SIKy Bignosinae
BUPOGHMK/iIMNIOPTEp, BKIOYAOUM BUMYCK CEPIlt) -
YTOYHEHHst agpecn BUpobOHUKa Y 3B'A3KY 3
[MocTaHoBoto BepxosHoi Pagn Ykpainu Big
17.07.2020 "lMpo yTBOpEHHSA Ta nikBigaLito panoHis",
sikoto Byno niksigoBaHo Kueso-CBATOLIMHCHKUIA
pavioH Ta yTBopeHo ByyaHcbkuin panoH Kuiscbkoi
obnacTi. 3MiHM BHECEHO B iHCTPYKLUilo Ansi
MEeOUYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby y
po3gin «Micue3HaxomKkeHHs BUpoOHMKa Ta agpeca
MicLsi MpoBagKeHHS NOro AisinbHOCTI» 3
BiAMOBIAHVMMM 3MiHAMW Y TEKCTi MapKyBaHHS
YMaKoBKU NMikapcbKoro 3acoby.

16.

ATPOIPEN

TabneTku, BKpUTI
NniBKOBOO
o6onoHkot, no 75
mr; no 10 TabneTok
y brictepi; mo 1, 3
abo 6 bricTtepiB y
nadui 3 KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BVPOGHWYMIA
LEHTP
"BopLuariscb
KW XiMiKO-
dapmaueBT
NYHUIA
3aBog"

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariscbkui
Ximiko-
dapmaueBTUYHUI
3aBoa"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn
| TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KOpoTKili XxapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionofibHUxX nikapcbkmx
3acobiB nicns BHECEHHS TiET camoi 3MiHU Ha
pedepeHTHMI Npenapar (3MiHa He NoTpedye
HaAaHHS XOAHUX HOBUX AOAATKOBMX AaHUX) 3MiHW
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHsa", "Baaemopais 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y

3a
peuenmom

He
nidnseae

UA/6567/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

nepiog BariTHocTi abo rogyBaHHs rpygar”, "Cnocio
3acTocyBaHHsi Ta go3u", "Oitn", "MobivHi peakuii”
Bi4NOBIgHO A0 iHbopMmaLii LWogo MeanyHoro
3acToCyBaHHs pedepeHTHOro nikapcbkoro 3acoby
(Mnasikc, TabneTkn, BKpUTi 060M0OHKO, 75 Mr).
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEepPAKEHHSI

17.

AYPOTA3-P

NOPOLLIOK A4S
PO34MHY Ans
iH'ekuin, no4,5r
NOPOLLKY y dornakoHi;
no 1 conakoHy B
KapTOHHIl kopobui

AypobiHao
dapwma JITg

IHAisA

AypobiHgo ®apma
Nimiten HOHiIT XII

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta
capmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NA MeaNYHOro 3acToCyBaHHS
reHepUYHMX/ribpuaHux/6ionogidHNX nikapcbknx
3acobiB nicnsi BHECEHHS TiEi camoi 3MiHU Ha
pedepeHTHMIN NpenapaT (3MiHa He noTpebye
HaflaHHS )XOAHWUX HOBMX 4OAATKOBUX AaHWX) 3MiHU
BHECEHO A0 iHCTPYKUii AN MeANYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakornoriyHi BnactusocTi”, "lMpoTunokasaHHs",
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "3aaTHICTb BNMBaTH Ha WWBMAOKICTb
peakujii mpy KepyBaHHi aBToTpaHcnopToM abo
iHWKMK mexaHismamn”, "Mepego3yBaHHs”, "MobiyHi
peakuii" 3rigHo 3 iHopmaLieto Woao MeanyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKoro 3acoby
(Tazocin 4 g/ 0,5 g powder for solution for infusion).
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHSI

3a
peuerimom

He
nidnsicae

UA/12809/01/02

18.

AYPOTA3-P

MOpOLLIOK AN
PO34MHY And
iH'ekuin, no 2,25
NOPOLLIKY Y ¢priakoHi;
no 1 dnakoHy B
KapTOHHiI kopobLyi

AypobiHgo
®dapwma JlTg

IHAis

AypobiHgo ®apma
NimiTen FOHiT XII

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn
| TMny - 3MiHK Wwopno 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHW y KOpOTKil XxapakTepuctui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionoaibHux nikapcbkmx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHK Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaaHH$ )XOOHMX HOBUX A0AATKOBUX AaHMX) 3MiHU
BHECEHO A0 iHCTPYKUii AN MeanyHoro
3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactueocTi”, "lMpoTunokasaHHs",
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BAn B3aemogin", "OcobnmBocTi
3acTocyBaHHs", "3aTHICTb BNMBATU Ha LWWBUAKICTb
peakLii npy kepyBaHHi aBToTpaHcnopToM abo
iHWKUMK mexaHismamun®, "MepenosysaHHs", "MobGiyHi
peakuii" 3rigHo 3 iHpopmalieto LWoao MeanyHoro
3aCTOCyBaHHs1 pedpepeHTHOro fikapcbkoro 3acoby
(Tazocin 4 g/ 0,5 g powder for solution for infusion).
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS

3a
peuenmom

He
nidnseae

UA/12809/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
19. | AUMKINOCTAL Kkpem 5% no2ry CTAOA HimeyvuuH CTAOA HimevuunHa BHECEHHS 3MiH [0 peecTpaLinHux maTtepianis: 3MiHn 6es UA/3806/01/01
® Ty6i; no 1 Ty6i B ApuHanmitt a ApuHanmittens | Tvny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuernma
KapTOHHIl kopobui enb Al Al dapmakoHarnagy (iHwi 3amiHn) 3MiHM BHECeHi y
TEKCT MapKyBaHHS NEPBUHHOT YNaKOBKU MiKapCbKoro
3acoby n. 6. "IHLUE".
20. | BEKAPBOH Tabnetkn, no 10 My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHMXx maTtepianis: 3MiHW 6e3 nidnsicae UA/7454/01/01
TabneTtok y Gnictepi; akuioHepHe akuioHepHe | Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenma
no 2 6nictepn y TOBapuCTBo TOBapuCTBO dapmakoHarnsay (iHwi 3mMiHW)- 3MiHN BHECEHO B
nayui 3 KapToHy "HaykoBo- "HaykoBo- iHCTPYKLUilO ANS MeANYHOro 3acToCyBaHHS 4O
BUPOBHMYMI BUPOBHMYMI po3ainy "MobGiyHi peakuii" o0 NoBigOMMIEHb NPO
LEeHTp LEeHTp nigo3proBaHi NoGiYHI peakuii, a TakoX BUMy4YEeHO
"BopLuariscb "BopLuariBCbkumn TEKCT POCINCBHKOK MOBOI 3 IHCTPYKLUIT Ta 3 TEKCTY
KW XiMiKO- XiMiKo- MapKyBaHHS1 YNakoBOK fikapcbkoro 3acoby. 3miHa y
hapmauesT dhapmaLleBTU4HNIA 3B'A3Ky YTOYHEHHS BUKNageHHs po3ainy "[oaaTkosa
NYHUI 3aBog", YkpaiHa iHdopmauis. [l-1. Ynakoska" MKA Ta poaginy
3aBoa” 3.2.P.7. TepMmiH BBEAEHHSA 3MiH - NPOTArom 6 micsuis
TOB "Arpodpapm", nicns 3aTBepoXeHHs. 3MiHn | Tuny -
YkpaiHa AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUPOGHMYOT
OinbHUUI (BKMOYaoum ginbHuui ans Adl,
NPOMIXKHOTO NPOAYKTY abo roTOBOro NikapcbKoro
3acoly, AinbHULi ANs NPoBeAEHHS NaKyBaHHS,
BMpo6HMKa, BiaNoBiAanbHOro 3a BUMYCK cepiit, Micue
NpoBeAEeHHS KOHTPOIO cepii) abo nocTavanbHUKa
BUXiQHOro matepiany, peareHTy abo ONOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0ChE) - BunyyeHHs
BMPOGHMKa Aitoyoi pevoBuHM Hatpito rigpokapboHat
dipmu BAT "Copa", Pocis. 3anuwaetbcs
anbTepHaTMBHUIA BUpobHUK Hatpito rigpokap6oHaT
AT "Macco Organiques, s.r.o0.", Yecbka Pecnybnika.
21. | BEKCEPO cycneHsis ans "makcoCmit Benuka "makcoCmiTKnsinH ITanis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a UA/19683/01/01
BAKUMHA ONA | iH'ekuii no 1 posi KnanH BpuTaHis Bakuunu C.P.J1. Il Tuny - 3miHu 3 akocTi. ADl. BupobHuuteo. 3miHn peuenmom
MPO®INAKTUK | (0,5 mn/po3y); no 1 Ekcnopt BMNpobyBaHb abo AOMYCTUMMX MEX Y NpoLieci
n no3i (0,5mn) y Nimiteq BMpOGHMUTBa ADI, L0 BCTAHOBEHI Y
MEHIHFOKOKO | nonepegHbo cneuudikauisx (iHwi 3miHM) 3MiHa kpuTepiis
BOI IH®EKLU]IT, HarnoBHEHOMy NPUAHATHOCTI NPy BUPoBHULTBI OMV (BUMIpIOBaHHS
o wnpwui; no 1 3HauveHHs1 pH B npoueci BupobHuutea A®I nicns
BUKINUKAETb nonepegHL0 nopasaHHA bydepHoro po3unHy A; BUMIpIOBaHHS
cA HarnoBHEHOMY KOHLeHTpaLii 6inky metoaom Jloypi Ha cTagii
CEPOIPYIMOK | wnpuuy y KOMAMEKTI PO34YMHEHHSI; BUMIpIOBaHHS pocTy BakTepianbHoi
B 3 BOMa rofkamuv B Macwu Ha nepLuii cTagii BupobHuyoro npotecy (B
(BUFOTOBJIEH | nnactukoBomy NOCIiBHOMY), NPV NepeHeceHHi 6akTepianbHOT macu y
A 3A KOHTelHepi; no 1 epmeHTep Ta B KiHUi hepmeHTalLii). PeaakuinHi
PEKOMBIHAHT | nnactukoBomy npaBku B BIANOBIAHI po3ainu Ha siki BNnNvBae
HOKO OHK KOHTEWHepY y 3a3HaveHa 3MiHa, a came BUMpPaBIiEHHSA
TEXHONOrIEK | kapToHHil kopobui OPYKapCbKMX Ta CUHTAKCUYHUX NMOMMIIOK.
A COPBOBAH
A)
22. | BETACANIK® Masb no 15 ry Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a UA/0558/01/01
no 1 Ty6i B nayuj 3 "KvniBmegnp "KviBmepnpenapa | Tuny - 3miHn 3 sikocTi. CepTudikat peuernmom
KapTOHY enapat” T BignosigHocTi/l E-cepTudikat BignoBigHoOCTI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

€Bponecbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBNEHOro cepTudikaTa BiAMNOBIQHOCTI
abo Buny4eHHs ceptudpikata BignoBigHOCTI
€Bponeincokin dapmakonei: gns APl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI pe4oBUHM (CepTudikaT BianoBiaHOCTI
€sponelicbkin bapmakonei) - Hoeun ceptudikar Big
HOBOrO BMPOGHMKa (3amMiHa abo AONOBHEHHS) -
nogaHHs HOBOro cepTudikaTa BianoBigHOCTI
€sponevicbkin dbapmarkonei Ne R1-CEP 2011-005 -
Rev 01 ans pito4oi peyoBrHN GeTameTasoHy
AvnponioHaTy Big HOBOro anbTepHaTUBHOMO
BnpoGHuKka SYMBIOTICA SPECIALITY
INGREDIENTS SDN. BHD.

23.

BIBPAUT

Tabnetku no 250 wmr;
no 10 tabnetok y
Gnictepi, no 2
Gnictepn y kopobui 3
KapTOHY

TOB
«[lMpeacraBH
MuTBO
BAYM
OAPM
MBX»

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHa
3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro
noceigyeHHst) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
460). 3MiHu | TNy - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
BBeaeHHs abo 3MiHM [0 y3aranbHeHVUX gaHuX Npo
cucteMy hapmakoHarnagy (BBedeHHs y3ararnbHeHnX
AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Bif
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHoI ocobu 3asBHUKa, BiAMOBIAANLHOI 3a
apmakoHarnag. Hitova pegakuis: Loskosa IpuHa
BaneHTuHiBHa. MponoHoBaHa pegakuis: Bucoubka
Onbra NpuropiBHa. 3MiHa KOHTAKTHUX JAaHUX
yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnsg. 3miHa mMicue3HaxoKeHHs1 MacTep-
davina cuctemu hapmakoHarnsay Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3minu | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHK). 3MiHN BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK, a came:

- BUNyYeHo iHpopMaLlilo, 3a3HayYeHy POCIiCbKOO
MOBOIO; - y n. "IHLE" Buny4eHo iHdopmauito woao
norotuny AucTpub'oTopa;

-y n.11. «HalimeHyBaHHS i MicLle3Haxo4KeHHS
BMPOGHMKa Ta/abo 3asiBHMKa» 3a3Ha4YeHo
iHdpopmalLiito Npo 3asiBHUKA. 3MiHK | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLis NPoBaMKEHHS AiSnbHOCTI

3a
peuernmom

He
nionsieae

UA/20002/01/01
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Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

yeaHHSs1

peecmpauiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

BMpOGHMKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
BKIIOYatouy AinbHuLi Bunycky cepii abo micue
NPOBEAEHHST KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BifnoBigae BUPOOHUK/iIMNopTEp, BKIHOYA04YM BUMYCK
cepiit). YTOUHEHHS agpecy BUPOBHMKa Y 3B'AI3KY 3
MocTtaHoBoto BepxoBHoi Pagn YkpaiHnu Big
17.07.2020 "lMpo yTBOpEHHS Ta nikBigaLito panoHis",
sIkoto Byrno nikeigoBaHo Knueso-CBATOLUMHCHKMN
pavioH Ta yTBopeHo byyaHcbkuin panoH Kniscbkoi
obnacTi. 3MiHN BHECEHO B iHCTPYKLUito Ans
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ain «Micue3HaxomkeHHsi BUPOOHMKa Ta agpeca
MicLUA NPOBaAXXEHHSA NOro AissNbHOCTI» 3
BiAMOBIAHMMM 3MiHaMW Y TEKCTi MapKyBaHHS
yNaKoBKM NikapcbKoro 3acoby
BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW

3a

UA/14526/01/02

24.

BIOBEH

PO34MH Ans iHy3in
10 %; no 10 mn, 25
mn, 50 mn abo 100

My pnakoHi; no 1

dnakoHy B nauui 3

KapTOHY

TOB
"BIO®APMA
MIA3MA"

YkpaiHa

BUpo6HMK - TOB
"BIOPAPMA
MIA3SMA",
Ykpaina
(BpOBHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOMb AKOCTI,
BUWMYCK cepii)

Ykpaina

| Tuny - 3miHn 3 akocTi. A®L. KoHTpornbs A®L. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpOAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuuTtea Ad|
(BMNyYEHHSA HE3HAYHOrO MOKa3HUKa SKOCTI
(Hanpvknag BUMyYeHHS 3acTapinoro NokasHvka)) -
BunyyeHHs iHdbopmauii Npo AOCNioKEeHHS Ha
HasBHICTb aHTWTIN 4O NOBEPXHEBOrO aHTUreHy
renatuty B, aHTuTin go Bipycy renatuty C, aHTuTin
[0 Bipycy iMmyHogediumMTy NIOAMHN Y MiHinynax
nnasmu Npu NpoBeAeHHi BXiAHOro KOHTPOTHO.
BinpeparoBaHe nocunaHHa Ha €Bponencbky
dapmakoneto 3 Eur. Ph. Ha 3aranbHonpunHaTe
Ph.Eur. 3minu | Tvny - 3miHu 3 sxkocTi. API.
KoHTponb A®I. 3miHa y meToaax BunpobysaHHs ADI

abo BMxigHoOro matepiany/npoMixxHOro
npoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea AP| (He3HaYHi 3MiHN Y
3aTBEpPKEHNX MeToAax BUNpobyBaHHS) - BHeceHHs
He3HaYHWUX 3MiH 4O METOAUKN BUSHAYEHHS
nokasHuka «3aranbHui 6inok» 6iypeToBrM MeTOaOM
y NepLioMy roMoreHHoOMy Nyni NAasmm Ta NPOMKHIN
(Hepo3dacoBaHii) npoaykuii npenapaty BIOBEH,
po3unH ans iHdysin 10 %; no 10 mn, 25 mn, 50 mn
abo 100 mn, a came — npuBeeHHs MeToay A0
BUMoOr MoHorpadii APY/EP 2.5.33, meTop 5.
BinpeparoBaHe nocunaHHs Ha €BponencbKy
dapmakoneto 3 Eur. Ph. Ha 3aranbHonpunHaTe
Ph.Eur. CynyTHs1 3miHa - 3MiHu 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHK
BMNpobyBaHb abo [OMYyCTUMUX MEX, BCTAHOBNEHWX
y cneuudikauisix, nig 4yac BUpobHULTBA FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3MiHK) - 3miHu | TUny -

peuernmom

3MiHu 3 sikocTi. A®I. KoHTponb A®I. 3miHa y
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI

(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNPODYBaHHS) - BHECEHHS1 HE3HaYHWUX 3MiH [0
MEeTOAWKM BU3HAYEHHS TUTPY aHTK-D aHTuTiny

MiHinynax nnasmu NiguHn anga dpakuioHyBaHHA
BignoBigHo Ao cneuudikadii «Mnasma noavHn ans
bpakuioHyBaHHA». BigpeaaroBaHe nocunaHHa Ha
€Bponeicbky dapmakoneto 3 Eur. Ph. Ha
3aranbHonpuiiHaTe Ph.Eur. 3Mikm | Tuny - 3mibm 3
skocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
marepiany/npoMixXHOro NpoAykTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNPOOYBaHHS (BKIOYaum
3amiHy abo gonosHeHHs) AD| abo
BUXigHOro/NMPOMiXKHOIo NpoaykTy) - 3mMiHa po3mipy
MiHinynis, wo BukopucToBytoTbes TOB "BIODAPMA
MJNTA3MA" gnsa MNJ1P-TectyBaHHa 3 576 Ha 480
[oHauin

25.

BIOKNOT A®

nioginisat anga
PO34MHy Ans iH eKUin
no 500 MO; 1
bnakoH 3
niodinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
ans iv’ekuin) no 10
MA 'y donakoHi; no 1
dnakoHy 3
niodinisatom Ta no
1 donakoHy 3
PO34YMHHWUKOM pa3oM
i3 3acobamu ans
PO34YMHEHHS Ta
BBEeAEHHS (1
inbTP, 1 Wnpuy
OfjHopa3oBui 3
ronkow Ans iH'ekuin,
1 Kpunbyata
iH(pysitHa cuctema)
y nayui 3 KapToHy

TOB
"BIO®APMA
MIA3MA"

YkpaiHa

TOB "BIOPAPMA

MIA3SMA",
YkpaiHa
(BUPOBHMLTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUWMYCK Cepiit)

Ykpaina

BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW
| Tuny - 3MmiHn 3 sKocTi. FoTOBMI Nikapcbkuin 3acib.
3MiHM y BUpOBHMUTBI. 3MiHK y npoueci BUpobHMLTBa
roTOBOrO NMikapCbKOro 3acoby, BKMOYaoum
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby (iHLwi
3MiHN)

[MepeHeceHHs iHdopMaLii Woao onucy meToais
KOHTpPOIO LinboBoi dpakLii (entoaty), a came
BU3HAYeHHs akTUBHOCTI cpakTopy 3ropTaHHs VI
noanHn i daktopy doH BinnebpaHaa nognHn 3
po3ainy 3.2.P.3.4.2 KoHTponb NpoMiXHOI npoayKuii y
p.3.2.P.3.3. Onuc BupobHuyoro npotiecy Ta
KOHTPOIIO MPOLeCy, OCKiNbKW AaHi BUNPobyBaHHA
npoBoAATLCA Nif Yac BUMpobHu4oro npouecy. Onuc
NPOAYKTY, aKTUBHICTb dhakTopy 3ropTaHHs VIII
noanHK i daktopy ¢oH Binnebpanaa noavHn
BiANOBIgaloTb BCTAHOBEHUM KpUTEPISM
NPUNHATHOCTI. MeToaWKN BU3HAYEHHS aKTUBHOCTI
bakTopy sroptaHHs VI nioguHn (APY/ EP 2.7.4) i
akTopy oH Binnebpanaa nioguHu (ADY/EP
2.7.21) Ta obnagHaHHs AN BUKOHAHHS KOHTPOO
He 3MiHITbCS. 3MiH 0o cneundikauii 113 Hemae. -
3MmiHu | TUny - 3miHu 3 skocTi. A®l. Bupo6HuUTBO.
3miHu B npoueci BUpobHMuTBa ADI (iHLWi 3MiHK) -
YTOYHEHHS 3HaYeHHs TemnepaTypu nonepeaHLoro
BigTalOBaHHS NNa3mn y XonoaunbHin kamepi «He

. o o
Ginble +4 C (+4 C)». Takox, KOPUCTYOUUCH
MOXJIMBICTIO NPOMOHYETHLCS BiAKOPUryBaTW Ha3BM

3a
peuenmom

UA/16249/01/02




17

[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

onepadin TeXHONOrYHOro npouecy pakLioHyBaHHS
nnasmMm Ta TEXHOMOrYHOro npouecy oTpumanHs 13
6e3 3MiH y npoueci BUpobHULTBA. [1ns BUPOBHMYMX
NpoLeCiB 3anporoHOBaHO PO3ainuTy onepadii, ski
BKITIOYaIOTb AeKinbka NpoLeciB, Ha okpeMi onepadii
Ta BigKopurysaTtu TepMiHonorito. - BigpegarosaHe
nocunaHHsa Ha €Bponercbky chapmakoneto 3 Eur.
Ph. Ha 3aranbHonpuiiHsaTe Ph.Eur. 3MiHn Il Tuny -
3MiHM 3 sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHn y
BUPOBHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
roTOBOrO NMikapCbKoro 3acoby, BKMOYaoum
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MpU
BMPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby (cyTTeBa
3MiHa y npoueci BUPOOHULITBA, Sika MOXe MaTun
iCTOTHWIN BNMB Ha siKiCTb, 6e3neky Ta edpeKTUBHICTb
nikapcbkoro 3acoby) - 3miHa Ao npolecy TennoBoi
iHaKTVBaLii BipyciB, @ came pexunMy nporpiBaHHS
niogpinizaty y conakoHax 3 «nporpiBaHHS npu

Temneparypi 80°C BMNPOAOBX 48 roguH» Ha

«nporpiBaHHs npu Temnepatypi 101 °c BMPOAOBX He
MeHLwe 30 XBUNUHY, Y 3B’A3KY 3 ONTUMI3aLieto
TEXHOMOrYHOro MPOLECY, a Came 3MEHLLUEHHS
Tp1BanocTi onepawii NporpiBaHHA 3a paxyHoK
NiABWLLEHHSA TeMMnepaTypHOro pexvmy. 3MiHa

pPEeXnMy NpOrpiBaHHsi He NPU3BOAUTbL A0 iHLIMX 3MiH
B TEXHOJOMYHOMY MpoLieci Ta napameTpax npu

BUpo6HMUTBI J13 BioKnot A®.
3MiHa pexmmy NporpiBaHHs He BNNMBAE Ha SKICTb Ta
6e3neky J13. AKTuBHICTb dakTopy 3ropTaHHs VI
noguHn i aktopy doH Binnebpanaa noguHu Ta
iHLLI NOKa3HWKM SKOCTi BiANOBIAat0Tb BCTAHOBIIEHUM
KpUTepiaM NPURHATHOCTI.
BinpenaroBaHe nocunaHHs Ha €BponencbKy
dapmakoneto 3 Eur. Ph. Ha 3aranbHonpunHaTe
Ph.Eur.

26.

BIOKNOT A®

niodpinizat ans
PO34MHy Anis iH eKUin
no 1000 MO, 1
rakoH 3
niodinizatom y
KOMMNIEKTI 3
PO34MHHMKOM (BOAA
ans iv’ekuin) no 10
MA 'y cnakoHi; no 1
dnakoHy 3
niocpinizatom Ta no
1 donakoHy 3
PO34YMHHWUKOM pa3oM
i3 3acobamu ons
PO3YMHEHHS Ta

TOB
"BIO®APMA
MIA3MA"

YkpaiHa

TOB "BIOPAPMA

MIA3SMA",
YkpaiHa
(BpOBHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSb SIKOCTi,
BUWMYCK Cepiit)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn
| Tuny - 3miHn 3 sikoCTi. FOTOBMI NiKapcbkuin 3acib.
3MiHn y BUpOGHMUTBI. 3MiHK Y npoLeci BUpoGHMLTBA
roTOBOrO fikapCbKoro 3acoby, BKro4auu
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCS MpU
BUPOGHMLTBI rOTOBOTO Nikapcbkoro 3acoby (iHLwui
3MiHN)

MepeHeceHHs iHdopMaLii Woao onucy meToais
KOHTpPOMHO LinboBoi dpakLii (entoaty), a came
BU3HAYeHHs akTMBHOCTI cpakTopy 3ropTaHHsa VI
noavHK i bakTopy poH Binnebpanaa noguHm 3
po3ainy 3.2.P.3.4.2 KoHTponb NpoMiXHOI NpoayKuii y
p.3.2.P.3.3. Onuc BupobHuyoro npotiecy Ta
KOHTPOIIO NpoLecy, OCKINbKM AaHi BUNPobyBaHHs
npoBoAsTLCA Nif Yac BupobHuyoro npouecy. Onvc

3a
peuenmom

UA/16249/01/03
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

BBeaeHHs (1
inbTp, 1 Wnpuy
oAHOpasoBui 3
ronKow Ans iH’ekuin,
1 kpunbyata
iHby3inHa cuctema)
y nayui 3 KapToHYy

NPOAYKTY, aKTUBHICTb dhakTopy 3ropTaHHs VI
noauHK i chakTopy o Binnebpanaa noamHmn
BiANOBI4AIOTb BCTAHOBIIEHNM KpUTEPIAM
NPUAHATHOCTI. MeTOAMKN BU3HAYEHHS aKTUBHOCTI
dakTopy 3roptanHs VIl niogunamn (APY/ EP 2.7.4) i
dakTopy ¢oH Binnebpanaa nroguHn (OPY/EP
2.7.21) Ta obnagHaHHS 4151 BUKOHAHHST KOHTPOIO
He 3miHtoTbeA. 3MiH Ao cneumndikauii M3 Hemae. -
3MinHn | Tuny - 3MiHm 3 sikocTi. ASl. BupobHmuTBO.
3MmiHn B npoueci BupobHuuTtea AP (iHwwi 3MiHKM) -
YTOYHEHHS 3HAaYEHHS TemMnepaTypy nonepegHboro
BiATalOBaHHA NNa3Mu y XonoaunbHin Kamepi «He

Ginblue +4°C (S+4°C)». Takox, KOpUCTyUUCh
MOXITUBICTIO MPOMOHYETLCA BiAKOPUryBaTV Ha3BU
onepadin TEXHONOrNYHOro npouecy pakLioHyBaHHS
nnasmMm Ta TEXHOSOrNYHOro npowecy oTpumanHs 13
6e3 3MiH y npoueci BUpobHuuTBa. [Ans BUpobHMYMX
NpoLeCiB 3anpornoHOBaHO PO34inuTn onepadii, aKi
BKJ104aIOTb AEKinbKa npoueciB, Ha oKpeMmi onepadwii
Ta BigKopurysaTtu TepMiHororito. - BiapeaarosaHe
nocunaHHsa Ha €Bponeicbky chapmakoneto 3 Eur.
Ph. Ha 3aransHonpuiiHaTe Ph.Eur. 3Mminn |l Tuny -
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BUPOBHMUTBI. 3MiHM y Npoueci BUpoGHULTBa
roTOBOro MiKapCbKoro 3acoby, BKIOYaoym
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOBOHMLTBI rOTOBOrO NMikapcbkoro 3acoby (cyTTesa
3MiHa y npoueci BUPOOHULITBA, Sika MOXe MaTun
iCTOTHWI BNMB Ha AKiCTb, 6e3neky Ta edpeKTUBHICTb
nikapcbkoro 3acoby) - 3miHa 4o npolecy TennoBoi
iHaKTVBaLii BipyciB, @ came pexunMy nporpiBaHHS
nioginizaty y dornakoHax 3 «nporpiBaHHs npu

TemnepaTypi 80°C BMNpoaoBx 48 roauH» Ha

«nporpiBaHHsA npy Temnepatypi 101 °c BMPOAOBX He
MeHwe 30 XBUNWUH», y 3B’A3KY 3 ONTUMI3aLi€eto
TEXHOMOrYHOro NpoLiecy, a came 3MEeHLLEHHS
TPMBanocTi onepadii NPorpiBaHHs 3a paxyHok
NiABWLLEHHSA TeMMnepaTypHOro pexumy. 3MiHa

pexvnMy NporpiBaHHsi He NPU3BOAUTL A0 iHLIMX 3MiH

B TEXHOJONYHOMY MpoLeci Ta mapameTpax npv
BUpo6HMUTBI J13 BioKnot A®.
3MiHa pexumy NporpiBaHHsi He BNNUBAE Ha AKICTb Ta
6e3nexky J13. AkTuBHiCTb dhakTopy 3ropTaHHs VI
noavHn i paktopy oH Binnebpanaa noguHu Ta
iHLLI NOKa3HMKKM SIKOCTi BigNoBigaloTb BCTAHOBNEHUM
KpUTEpPISiM MPUAHATHOCTI.
BinpenaroBaHe nocunaHHs Ha €Bponencbky
dapmakoneto 3 Eur. Ph. Ha 3aranbHonpunHaTe
Ph.Eur.
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
27. | BIOKNOT A® niocpinizat gns TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 3a UA/16249/01/01
po3umnHy ans iv’exkuin | "BIOPAPMA MNA3MA", | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3aci6. peuenmom
no 250 MO, 1 MNA3MA" YkpaiHa 3MiHM y BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBa
dnakoH 3 (BMpPOBHMLTBO, roTOBOro MikapcbKoro 3acoby, BKI4aoum
niodinizatom y nepBuHHe Ta NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
KOMMNIEKT 3 BTOPUHHE BUPOBHMLTBI rOTOBOIO NikapcbKkoro 3acoby (iHLwui
PO34YMHHMKOM (BOAa nakyBaHHs, 3MiHN)

ans iH’ekuin) no 5
MA 'y donakoHi; no 1
bnakoHy 3
niodinizatom Ta no
1 conakoHy 3
PO34YMHHWUKOM pa3oM
i3 3acobamu ans
PO34YMHEHHS Ta
BBeaeHHs (1
inbTp, 1 Wnpuy
oAHOpasoBui 3
ronKow Ans iH’ekuin,
1 kpynbyata
iHy3inHa cuctema)
y nayui 3 kKapToHy

KOHTPOMb SIKOCTI,
BUWMYCK Cepiit)

[MepeHeceHHs iHdopMaLii Woao onncy MeToais
KOHTPOJIO LiNboBOi chpakLii (entoaty), a came
BU3HAYEeHHs aKTMBHOCTI (pakTopy 3roptaHHsa VIII
noauHK i chakTopy o Binnebpanaa niognHn 3
po3giny 3.2.P.3.4.2 KoHTponb NPOMIiXXHOI NpoayKuii y
p.3.2.P.3.3. Onuc BMpoGHUYoro npouecy Ta
KOHTPOIIO MPOLEeCy, OCKINbKW AaHi BUNPOOyBaHHA
npoBoAATLCS Mif Yac BUpobHuyoro npouecy. Onuc
NPOAYKTY, akTUBHICTb dhakTopy 3ropTaHHsa VI
noanHn | daktopy ¢oH BinnebpaHaa noauHn
BiANOBI4AIOTb BCTAHOBIEHUM KpUTEPIAM
NPUNHATHOCTI. MeToanKN BU3HAYEHHS aKTUBHOCTI
akTopy sroptaHHs VI nioguHn (APY/ EP 2.7.4) i
dakTopy (oH Binnebpanaa nroguHun (OPY/EP
2.7.21) Ta obnagHaHHS 4151 BUKOHAHHSI KOHTPOIO
He 3MiHIoTbCS. 3MiH o cneundikauii 113 Hemae. -
3MinHn | Tuny - 3MiHm 3 sikocTi. ASl. BupobHmuTBO.
3MmiHn B npoueci BupobHmuTtea AP (iHwwi 3MiHM) -
YTOYHEHHS 3HAYEHHS TeMnepaTypy nonepegHLoro
BiATalOBaHHS NNa3mmn y XonoausbeHin kamepi «He

Ginblue +4°C (S+4°C)». Takox, KOpUCTYUUCh
MOXITUBICTIO MPOMOHYETLCH BiAKOPUryBaTH Ha3BM
onepadin TeXHOMNOrYHOro npolecy gpakLioHyBaHHSA
nnasmMm Ta TEXHOSOrNYHOro npotecy oTpumanHs 13
6e3 3MiH y npoueci BUpobHuUTBa. [N BUpOOHWNYMX
npoLecis 3anpornoHOBaHO Po3ainuTy onepadii, sKi
BKIIOYaIOTh AeKinbka NpoLecis, Ha okpeMi onepadii
Ta BigKopurysaTtu TepMiHornorito. - BiapeaarosaHe
nocunaHHsa Ha €sponelicbky hapmakoneto 3 Eur.
Ph. Ha 3aranbHonpuiiHaTe Ph.Eur. 3Minn Il Tuny -
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
roTOBOrO fNikapCbKoro 3acoby, BKo4aym
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCS MpU
BMPOBOHMLTBI rOTOBOrO NMikapcbkoro 3acoby (cyTTesa
3MiHa y npoueci BUpOBHMLTBA, Sika MOXe MaTu
iCTOTHWIN BNMB Ha AKiCTb, 6e3neky Ta eheKTUBHICTb
nikapcbkoro 3acoby) - 3miHa 4o npoLecy TennoBoi
iHaKkTMBaLji BipyCiB, a caMe pexumy nporpiBaHHs
nioginizaty y dornakoHax 3 «nporpiBaHHs npu

TemnepaTypi 80°C BMNpOAoBX 48 roguH» Ha

. . o}
«nporpiBaHHsi npu Temnepatypi 101 C BnpogoBx He
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

MeHLwe 30 XBUNWUHY, y 3B’A3Ky 3 ONTMMI3aLieto
TEXHOMNOrYHOro NpoLecy, a caMme 3MEHLLEHHSs
TpUBANocTi onepaLuii NnporpiBaHHsA 3a paxyHoK
NiABULLEHHSA TemnepaTypHOro pexvmy. 3miHa
pexXnMy NporpiBaHHsi He NPU3BOAUTbL A0 iHLIMX 3MiH
B TEXHOJOMYHOMY Mpoueci Ta napameTpax npuv
BUpo6HMUTBI J13 BioKnot A®.
3MiHa pexunmy NporpiBaHHs He BNNMBAE Ha AKICTb Ta
6e3neky J13. AKTuBHICTb (hakTopy 3ropTaHHs VIII
noguHn i dakTopy doH BinnebpaHga nogmnHn Ta
iHLLI NOKa3HWKM SIKOCTI BiANOBI4at0Tb BCTAHOBIIEHUM
KPUTEPIAM NPUAHATHOCTI.
BinpenarosaHe nocunaHHs Ha €BpONencbKy
dapmakoneto 3 Eur. Ph. Ha 3aranbHonpunHaTe
Ph.Eur.

28.

BIONIEKTPA
MAIHE3IYM
®OPTICCIMYM

TabneTku Wwmnydi no
10 Tabnetok y Ty6i;
no 1 abo 2 Tyéu B
nauui 3 KapToHy

AnbneH
dapma Al

Lsenuapi
a

['epmec ®apma
'm6X

HimevuunHa

BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu Micusa NPoBagXeHHS
AifnNbHOCTI BUPOGHUKA (BKoYatouu, 3a
HeobXiAHOCTI, MicLie NpOBEAEHHS KOHTPOIIO SIKOCTi),
abo BracHuka macTtep-cainna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (sKLLO
3a3HayeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXXHOT peYOBUHU
(AKLLIO 3a3HaYeHO Y AOCbE) - 3MiHa Ha3BW Ta agpecu
BMPOGHMKa [it040i pe4OBUHU MarHito oKCuay Nnerkoro
3 Dr. Paul Lohmann GmbH KG, Hime4uuHa Ha Dr.
Paul Lohmann GmbH & Co. KGaA, HimeyuunHa.
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponencekini hapmakonei: ans APl; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMOMIXXHOIT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKaA -
NOAAaHHS OHOBIEHOro cepTudikaTy BiAMoBIAHOCTI
€ Big BXe 3aTBEpAXEHOro BUpobHuka AD| marHito
kapboHaTty nerkoro DR.PAUL LOHMANN GMBH &
CO.KGAA CEP Ne R1-CEP 2010-062-Rev 02
(3aTBepmxeHo: CEP Ne R1-CEP 2010-062-Rev 01).
BHacnigok oHoBneHHsi CEP Bigbynacsi 3miHW Ha3su
3aTBepAkeHoro BupobHuka 3 DR.PAUL LOHMANN
GMBH KG Ha DR.PAUL LOHMANN GMBH & CO.

6e3
peuenma

nidnsicae

UA/13697/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KGAA. 3MmiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®I. 3miHa y napameTpax cneumdikauin Ta/abo

JOMNyCTUMUX MEX, BU3HAYEeHMX Y cneumndikauiax Ha
A®I, abo BUXigHWUI/NMPOMIKHWIA NpOAYKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y NMpoLieci BUpobHuuTea AdI
(3BY>XK€HHS JONYCTUMUX MEX, BU3HAYEHUX Y
crneumgikauii) -3By>xeHHs ONyCTUMUX MEX
cneumdikauii gito4oi pevyoBUHM MarHito kapboHaTty
nerkoro 3a nokasHukom «Hikenb» 3 NMT 50 ppm go
NMT 20 ppm. BignosigHo moHorpadii Ph.Eur.0042
Magnesium carbonate, light, nimit cneuundikauii ans
Hikento cknagae NMT 50 ppm.3minun | Tuny - 3miHn 3
sikocTi. [oToBMI Nikapcbkuii 3acib. Onuc Ta cknag,.
3miHa abo gogaBaHHA WTamMnie, NOTOBLUEHb abo
iHLIMX MapKyBaHb, yKroya4m 3amiHy abo
nopasaHHs hapb Ans MapkyBaHHS NikapCbKoro
3acoby (3miHa WwTamniB, NOTOBLLEHb ab0 iHLLIMX
MapKyBaHb) - 3MiHa geTanew onucy BUrnsay
Tabnetku N3, 3miHa TUCHEHHS Ha TabneTui 3
«HERMES» Ha «Biolectra». 3miHn BHeceHi o
IHCTPYKUIT ANA MeANYHOro 3acTocyBaHHSA 40 po3ainy
"Nikapcbka bopma" (OCHOBHI hi3nKO-XiMiYHi
BMNacTVBOCTI).

BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEepAKEHHS.3MiHM | TNy - 3MiHM Wwoao
6esnekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW)-oHOBMEeHHs1 B N.3.2.P.1.0nuc i cknag N3 ta
n.3.2.P.4. KoHTpOmnb AONOMIKHUX PEYOBUH, a came
BKa3aHO KinbKiCTb COPOITY Ta MaHiTy, L0 MICTATLCS
B apomatu3aTtopi JlumoH Ta lNavim. 3miHu BHeceHi oo
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS 40 po3diny

"OcobnuBocTi 3acTocyBaHHA" WoA0 6e3nekun
3acTocyBaHHS nikapcbkoro 3acoby BianoBigHO A0
mMaTepianis peectpauifiHoro gocke. BBeaeHHs 3MiH

NpoTArom 6-Tv MicALiB nicns 3aTBepoKeHHS. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.

KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa

napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
rOTOBOrO fikapCbKoro 3acoby (BHeCEHHsi 3MiH A0
[OO0CbE NiCrsi OHOBIIEHHS 3aranbHOI CTaTTi Ha roToBY
nikapcbky cdopmy y [1PY/EBponerickin
dapmakoner) -
BHECEHHS 3MiHM Ao cneuudikauii 113 3a
nokasHukom «PosnagaHHa». TecT Ha «Po3nagaHHa»
BigMoBigae npoueaypi 3rigHo MoHorpadii Ph.Eur.
anst wunyyux Tabnetok (200 mn Bogw, He binbLue 5
XBUNUWH). 3aTBepaXeHo: He Binbe 180 c.
3anpornoHoBaHo: He Ginblue 5 XBUnuH. 3miHn | Tuny
- 3MiHu 3 sKocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiv Ta/abo JonyCcTUMMUX MeX




22 [IponoBxkeHHs JoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
rOTOBOIO fikapCbKoro 3acoby (BMyYeHHs

HEe3Ha4YHOro MokasHuKa (Hanpuknag sacTapinoro
NoKasHyKa, TaKoro sIK 3anax Ta cmak, abo

BUMYYEHHS HE3HAYHOrO NoKa3HuKa cneumdikadii

nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNPOBYBaHHsI rOTOBOrO

nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHs) He3HaYHiI

3a nokasHukamu: «KinbkicHe BU3HaYeHHS MarHito»,
«30BHiLLHIA BUrNSL po3dnHy», «pH»,
«lpeHTundikauist marHito», «diametp».3Minu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHuii 3acio. 3MiHa
napameTpiB cneuudikauin Ta/abo oonycTUMmnx mMex
NepBMHHOI YNaKoBKW FOTOBOTO NikapCbKoro 3acoby
(3BY>KEHHSI OMYCTUMUX MEX, BUSHAYEeHNX Y
crneundikauii) - 3By>xeHHs Mex cneuudikauii
NepBMHHOIO NakyBaHHSA OCyLLyBanbHOI NPobkuM 3a
NMoKa3HUKOM «3arnuLuKoBa BOMOTiCTbY.
3artBepokeHo: not more than 3.0%.
B3anponoHoBaHo: N.m.t.2.0%. 3mitu | TUny - 3miHuM 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
OOMOMDKHUX pevyoBUMH. 3MiHa y MeTogax
BUNPOOYBaHHS JOMNOMIXKHOI PEYOBUHU (BUIYYEHHS
meToAy BUNpOoOyBaHHSA, SKLLO anbTepHaTUBHUIA
MeToA BUNPOoGYBaHHS BXe 3aTBEPAXKEHO) -
BUITyYeHHs 3aTBEPAXKEHOro MeToAy BUNpobyBaHHSA
(Chromatogram (GC) anst AONOMIXHO| pe4OBUHM
apomarusaTopa NIMMOHa, OCKiNbku BUNPOBYyBaHHS
6yae BUKOHYBaTUCS iHLLUUM 3aTBEPAXEHUM METOAOM
GC.3MiHu | Tuny - 3MmiHn 3 sikocTi. MoToBUMIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3miHa
nocravanbHuKa nakyBanbHUX maTepianis abo
KOMMIEKTYIOUMX (SIKLLO 3a3Ha4YeHO B AOCHLE)
(BUMYYeHHS NnocTayanbHKKa) - BUIyYeHHS 3
n.3.2.P.7.Cuctema KoHTeWHep/3akynoproBanbHUi
3acib noctayanbHuKa anoMiHieBux Tyb e.g. Fa.
Linhardt GmbH & Co. KG, ockinbku L5 iHbopmaLis
He noTpibHa.3MiHu | Tuny - 3MiHK 3 sikocTi. oToBUMI
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3miHa B ymoBax 36epiraHHs
roTOBOro nikapcbkoro 3acoby abo nicrns
PO34YMHEHHS/BIAHOBINEHHS)- 3MiHa B yMOBax
36epiraHHsa T13. 3aTBepaxeHo: 36epirati B

OopuriHarnbHin ynakoBLji Npu TemnepaTtypi He BuLle
25°C. 3anponoHoBaHo: He noTpebye ocobnueumx

ineHTudikauist GapBHMKIB Y4 CMaKoOBKX [06aBOK)) -

M3 «Cmak».3miHn | Trny - 3miHun 3 sikocTi. FoToBUIA

3MiHU B @aHaniTM4HUX MeToaukax BunpobysaHHs 13




23 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

ymoB 36epiraHHs. 3MiHM BHECEHI [0 iHCTPYKUii ans
MeOMYHOro 3acToCyBaHHSA A0 po3ainy "YmoB
36epiraHHs" Ta Sk HacnigoK 40 TEKCTY MapKyBaHHS
ynakoBKW nikapcbkoro 3acoby. BeeaeHHs 3amiH
nNpoTArom 6-Tu MicAUiB nicns 3aTBepoKeHHS. 3MiHu |
Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMin 3acib.
KoHTposb JOMOMiDKHUX pe4yoBUMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex ans
[OMOMIDKHOI pe4OBUHM (BUIYYEHHS 3i cneumdikaLii
HEe3Ha4yHoro nokasHuKa (Hanpuknag 3acTtapinoro
NoKa3HUKa)) - BUIy4YeHHs1 3acTapinoro nokasHuka
«Po34mHHicTb» 3i cneumdikauii 4ONOMKHOT
pevoBuHN apomatuaartopa Flavour Lemon.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCcTi abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponeicbkin dhapmakonei: gna APl; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yke 3aTBepaKEeHOro BUPOOHMKaA -
noAaHHsi OHOBMNEHOrO cepTudikaTy BiANOBAIHOCTI
€ Big BXe 3aTBEpAXEHOro BUpobHuka AD| marHito
kapbonaTty nerkoro DR.PAUL LOHMANN GMBH &
CO.KGAA CEP Ne R1-CEP 2010-062-Rev 03
(nonepepaHs Bepcis: CEP Ne R1-CEP 2010-062-Rev
02). 3miHu | TUny - 3miHK 3 gKkocTi. [oToBUIA
nikapcbkuii 3aci6. KOHTponb JOMOMiIXKHUX PEYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo
[OMyCTUMUX MEX A1 AOMOMKHOT peYOBUHN
(BUnNyYeHHs 3i cneundikaLii He3Ha4YHOro NokasHuka
(Hanpvknag 3acTapinoro nokasHuka)) - BUny4eHHs
3acTapinoro nokasHvka «Po3umHHICTbY 3i
creumdikaLii 4JONOMKHOI pe4yoBUHN apomaTtusaTopa
Flavour Lime. 3miHu | Tuny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsrom 6-Tu
MicsiLiB nicnst 3aTBepaKeHHSA. 3MiHu | Tuny - 3MiHu 3
sKocTi. [oToBMI nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
nocravanbH1Ka NakyBanbHUX martepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B JOCHE)
(BUNYYEHHS NOCTayanbHKKa) - BUMYyYeHHs 3
n.3.2.P.7.Cuctema KOHTeWHep/3aKynopoBanbHuin
3acib nocTtayanbHUKa OcyLUyBalbHUX
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

nonietTuneHoBmx Npobok e.g. Friedrich Sanner KG or
Gaplast GmbH, ockinbku us iHopmauis He
notpidHa. 3miHu | Tuny - 3MiHKM 3 akocTi. FoToBUIA
nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3acit. 3miHa
nocTavarnbHuKa nakyBanbHUX MaTepianis abo
KOMMMEKTYIoUMX (SIKLLO 3a3HAaYeHO B JOCHE)
(BUNYYEHHSA NoCTayanbHKKa) - BUMyYeHHS 3
n.3.2.P.7.Cuctema KoHTelHep/3akynopoBanbHuii
3acib noctavanbHuKa noninponineHemx Ty6 Dr.
Jaeniche GmbH & Co. KG, Sud-Chemie Schweiz
SA, ockinbku us iHpopmalList He NoTpibHa. 3MiHK |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
KoHTponb AonomipkHux pevoBuH. 3MiHa y MmeTodax
BUNPOOYBaHHSA LONOMIKHOT pe4OBUHM (BUINYYEHHS
mMeToay BUNpobyBaHHS, SIKLLO anbTepHaTUBHUIA
MeToA BUNPOOYBaHHS BXe 3aTBEPAXKEHO) -
BUIyYEHHS 3aTBEPAXKEHOrO MeToAy BUNpobyBaHHs
(Chromatogram (GC) gnsi AONOMiXKHOT pe40oBUHU
apomarusaTopa narima, ocKinbkv BUNpobyBaHHSA
OyAe BUKOHYBaTUCS iHLUMM 3aTBEPOXKEHUM METOAOM
GC.

29.

BIOCOH

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto no 10
Tabnetok y 6nictepi;
no1, 2, 3a6o 10
GnicTepiB y
KapTOHHIN navui

TOB
"ACIHO
YKPATHA"

YkpaiHa

TOB "dapma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn
| Tuny - 3miHK 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponencekini hapmakonei: ans APl; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTy, LWo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI pevoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yxe 3aTBEpAXeHOro BUpobHuKa,
NoAaHHS OHOBMNEHOro cepTudikaTta BiANOBIAHOCTI
€poneicbkint papmakonei Ne CEP 2018-041 - Rev
02 (3aTBepakeHo: RO-CEP 2018-041 - Rev 01) ans
A®| gokcunamiHy rigporeH cykumHaTy Bif
3aTBepaxeHoro BupobHuka R. L. Fine Chem Pvt.
Ltd., IHais.

6e3
peuenma

UA/15137/01/01

30.

Blconpronony
DYMAPAT

MOPOLLIOK
(cybeTaHuis) y
nonieTNeHoBKX
naketax ans
hapmaLeBTUYHOO
3aCTOCYyBaHHsI

ToBapucTBO
3
obGMexeHo
BianoBiganb
HiCTIO
"®apmaueBT
M4YHa
KOMMaHis
"3popos's"

YkpaiHa

AMITOPIA
SAPMA
MNPAVBET
NIMITEL,
Migpo3sgin-I

IHAis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
DisiNbHOCTI BUPOOHMKa (BKIOYarouu, 3a
HeobXiaHOCTI, MicLie NPOBEAEHHS KOHTPOIO SIKOCTI),
abo BnacHuka mactep-cainna Ha Adl, abo
noctaydanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
3acTOoCOBYOTbCS Y BUPOOHMLTBI ADI (KO
3a3HayeHo y I0CbE Ha Nikapcbkuii 3acib) 3a
BifJICYTHOCTi cepTudikaTa BignoBigHOCTI

UA/16543/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

€BponeickKi thapMakonei y 3aTBepaKeHoMy
nocbke, abo BUPOOHMKa HOBOI AOMOMIKHOI PEYOBUHM
(SIKLLO 3a3HAYeHO y A0CbE) - 3MiHA HaMeHyBaHHS
Ha3BMW BUPOOHMKA Ta YTOHYHEHHSI agpecu
BMpoGHMUTBa ADI BignosiaHo Ao Aitoyoi NiueHsii Ha
BUPOBHMUTBO. MicLie3HaxooKeHHs1 BUPOBHUYOT
[inbHUU Ta BCi BUPOOHUYI onepalii 3anuwarTbes
He3MiHHUMUK. 3MiHu | Tuny - 3miHun 3 skocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOOHHMKa
BMXiAHOro/MPOMI>KHOTO NMPOAYKTY/peareHTy, Wo
BMKOPUCTOBYIOTBLCS Y BUPOBHUYOMY npoueci ADI,
abo 3miHa BMpoOHUKa (BKnoYatoun, e HeobxigHo,
Micue npoBefeHHs KoHTporto sikocTi) Al (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeickKii hapMakonei y 3aTBepaKeHoMy
[0ChE)(3anponoHoBaHU BUPOBHMK HanexuTb 4o
Tiei camoi BUpOBHUYOI rpyny MiANpueEMCTB, LU0 1
3aTBEepAKeHUI) - BBegeHHs ainbHuUi BUpoBHMLUTBA
Ne 379 pogoaTtkoBO A0 3aTBEPKEHNX OiNbHULD
BnpobHuuTBa A®I biconponony dymapart Ne 385,
386, 388-396, sika HanexuTb OO0 TiEi camol
BUPOBHMYOI rpynu NignpuemcTBa, Lo 1
3aTBepKeHi, BianoBigHO Ao Aitoyoi JliueHsii Ha
BnpobHMuTBO chipmmn APITORIA PHARMA PRIVATE
LIMITED, Unit-l, India.

31.

BniMon

PO3YUH ANS iHDY3iN,
10 mr/mn; no 50 mn
abo 100 mny
cdnakoHi; no 1
dnakoHy B
KapTOHHIN ynakoBLj

"FOHik
dapmacbloT
vkan
Jlabopartopis

(BipgineHHs
dipmu "Ix.
B. Kemikana
eHg
dapmacbloT
wkana Jitg.")

IHAin

"FOHik
dapmacbioTukan
JlabopaTtopis"
(BippineHHs ipmun
"Ix. B. Kemikana
eHp
dapmacbkioTrkana
nra.")

IHAis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
OHOBIEHHS BXe 3aTBepAKeHNX METOAIB KOHTPOIO
AKOCTI Nikapcbkoro 3acoby, a came: BUKNAAEeHHS
TEKCTY Aep>XaBHO MOBOIO 3riHO Cy4aCHUX BUMOT 3
BHECEHHSAM KOPEKTOPCbKNX NPaBOK BiANOBIAHO A0
opuriHanbHUX JOKYMeHTIB. BBeAeHHs1 3MiH NpoTarom
6-TW MicauiB nicna 3aTBepAXXEHHs

3a
peuerimom

UA/11931/01/01

32.

BniMon

PO34MH Ans iHdY3in,
10 mr/mn no 50 mn
abo 100 mny
cnakoHi; no 1
dnakoHy B
KapTOHHIN ynakoBLj

"FOHik
dapmacbloT
nkan
JlabopaTtopis
(BipgineHHs
dipmu "Ix.
B. Kemikans
eHp
dapmacbloT
vkans Jita.")

IHAis

"OHik
dapmacbioTukan
JlabopaTopis"
(BigaineHHs cipmu
"x. B. Kemikana
eHp
$apmacbioTvkana
Nta.")

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn
| TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) - 3MiHN BHECEHO B
IHCTpyKLilo AN MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "Cnocio
3acTocyBaHHs Ta Ao3u" woao 6esneku
3acTocyBaHHS nikapcbkoro 3acoby. OHOBREHHS
TEKCTy MapKyBaHHS YNaKoBKW IikapCbKOro 3acooy.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sKOCTI.
[oToBMI nikapcebkun 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOrO fikapCbKoro 3acoby (3miHa B ymoBax
30epiraHHsi roTOBOro fikapcbkoro 3acoby abo nicns
PO34YMHEHHS/BIHOBMNEHHS) - JOMOBHEHHS

3a
peuenmom

He
nidnseae

UA/11931/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
iHdopmauii B MKA 13 y po3gaini "Ymosu
36epiranHa". [litoya pegakuis: YmMosu 36epiraHHs.
36epiratv y 3axuLieHoMy Bif CBiTNna Micui npu
Temnepatypi He BuLle 25°C. 36epirati B
HefgocTynHOMy Ans Aiten micui. MNponoHoBaHa
penakuisi: YMoBu 36epiraHHs. 36epirat B
opuriHanbHin ynakoBLi Ans 3aXUcTy Big caiTna npu
Temnepatypi He Buwe 25 °C. 36epiratv B
HeJoCTyNHOMY A4S AiTen micui. 3MiHM BHECEHO B
iHCTPYKUIil0 ONst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sainy "YMoBu 36epiraHHs"
Ta sIK HacMi4oK - B TEKCT MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby. BeeaeHHst 3MiH NpoTarom 6-tu
MicsLiB nicnsi 3aTBepAKEHHS
33. | BIICCEN renb BariHanbHWM, ITANOAPM IcnaHis ITANN®OAPMAKO, IcnaHis BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/20229/01/01
50 mkr/r, no 10 AKO, C.A. C.A. | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
rento BariHanbHoOro B dapmakoHarnsaay (iHwi 3miHn). 3MiHM BHECEHO B .
antoMiHieBin Ty6i 3 «IHLWE» TEeKCTy MapKyBaHHS BTOPUHHOI Ta
KoBMa4kom, no 1 NepBMHHOI YNakoBOK fikapcbkoro 3acoby, a came:
antoMiHiesin Ty6i 3 BMAanNeHo iHpopmalito MpPo NoroTun KoMnaHii
KOBMa4KkoM y npeAcTaBHKKa 3asiBHUKa Ta BUPOOHMKa. TepMiH
KOMMAEKTi 3 1 BBEAEHHSA 3MiH - NPOTArom 1 poky nicns
Gnictepom, wo 3aTBEPKEHHS.
MicTuTb 10
0HOPa3oByX
KaHtonb Ta 1
nopLueHb
HaraTopa3oBoro
BVKOPWCTaHHS B
KapTOHHIN navui
34. | BO®EH cycrneHsis oparnbHa, My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHn bes UA/10184/01/01
100 wmr/5 mni; no 100 akuioHepHe akuioHepHe | Tuny - 3miHu 3 akocTi. CepTudikat peuenma
My dnakoHi TOBapuCTBO TOBapuCTBO BignosigHocTi/l'E-cepTudikat BignosigHoCTi
cknsHoMy abo "HaykoBo- "HaykoBo- €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
nonimepHomy, no 1 BUPOOHMYMI BUPOOHMYMI HOBOro abo OHOBNEHOro cepTudikaTa BignoBigHOCTI
dnakoHy B nayui LeHTp LeHTp abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
pa3oM 3 IOXKKOK "BopLuariscb "BopLuariscbkui €Bponelckkini hapmakonei: ans Adl; ansa BuxigHoro
[[03yBarbHOIo; Mo KWI XimiKo- XimiKo- matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
100 mn y 6aHui dapmauesT dapmaLleBTUYHUI BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
nonimepHin, no 1 NYHUIA 3asog” [OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
6aHuji pa3om 3 3aBoa" €Bponelicbkint hapmakonei) - OHoBRNeHWI

TI0XKKOIO
[03yBarnbHO B
nayui

cepTudikaT Bif yxe 3aTBEpPAXEHOro BUpOBHUKA.
CynyTHs 3MiHa
- 3miHu 3 gkocTi. A®I. KoHTpone A®I. 3miHa y
napametpax cneuudikauinn Ta/abo onycTuMmnx Mex,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXiOHWUIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BUKOPUCTOBYIOTBCS Y npoLeci BUpobHuutea AdI
(iHLWi 3MiHK) - 3MiHK 3 skocTi. API. KoHTponb AdI.
3miHa y meToaax BunpobysaHHa APl abo BuxigHoro
matepiany/npoMixxHOro NpoAyKTy/peareHTy, Lo




27 [IponoBxkeHHs JoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(He3HayHi 3MiHM y 3aTBEPKEHNX MeToAax
BuUNpobyBaHHs)- [NogaHHA OHOBREHOro cepTudikaty
BianosigHocTi EP CEP R1-CEP 2008-316-Rev 05
(satBepmxero: R1-CEP 2008-316-Rev 04) Big Bxe
3aTBEPAKEHOr0 BUPOOHMKA Ait040i pe4oBUHM
Ibuprofen IOL CHEMICALS AND
PHARMACEUTICALS LTD, IHgisi. Ak Hacnigok,
BigGynmMch 3miHM B cneundikadii Ta metTogax
KOHTPOIIO Ail040i peYoBMHM 3a NoKa3HUKaMu
«3anuLIKOBi PO3YMHHUKMY (TeKCaH 3aTBEPXKEHO: He
Ginbwe 100 ppm; 3anponoHoBaHo: He binblue 290
ppm). 3MiHu | TMNYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignNOBILHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeicbkin hapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponewcbkin dapmakonei) - HoBuit ceptudikat Big
HOBOrO BMPOBHMKa (3amMiHa abo JONOBHEHHS) -
CynyTHs 3MiHa - 3MiHK 3 sikocTi. ADL. KoHTporb AdI.
3miHa y napameTpax cneuudikadii Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieumdikaLisx Ha
A, abo BMXigHUI/NPOMIXXHWI NpodyKT/peareHT, Lo
BUKOPWCTOBYOTBCS Y npoLeci BupobHuutea AdI
(OonoBHeHHSA cneumdikalii HOBUM NOKA3HUKOM
SIKOCTi Ta BigMNOBIAHNM METOAOM BUNPOBYBaHHS) -
[MopgaHHA HoBOro cepTudikarta BiANOBIAHOCTI
€ponewickkin gpapmakonei Ne R1-CEP 1996-061-
Rev 15 ans gitovoi peyvoBuHu Ibuprofen Big HoBoro
BupobHuka SOLARA ACTIVE PHARMA SCIENCES
LIMITED, India (gonoBHeHHs1). Ak Hacnigok,
BiAGynmch 3miHM B cneundikadii Ta meTogax
KOHTPOSIO AitoY40i pe4OoBMHM 3a NOKa3HUKaMun
«3anuLWKoBi PO3YMHHUKUY, @ CamMe LOMNOBHEHO
NoKa3HUK PO3YMHHMKaMU: aLeToH He Ginblie 100
ppm, rekcaH He binbwe 290 ppm, MeTaHon He
Ginbwe 500 ppm, 2-nponaHon He Ginbe 250 ppm,
TpuxnopeTuneH He Ginbe 80 ppm. (meTon 2.2.28
€0/OdY). 3miHm | Trny - 3miHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs ADI
abo BMXigHOro martepiany/npoMixHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTBa AP| (HE3HaYHI 3MiHN Y
3aTBEPKEHNX MeTofax BUNpobyBaHHs) - 3MiHW y
MeToAax KOHTPOSHo Aito4ol pevyoBUHU 3a
nokasHuKkamu «3anuLIKOBi PO3YMHHMKM: aLeToH,
rekcan» (metoq 2.2.28 €O/ADY). 3minm | Tvny -
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
meToaax BunpobysaHHs A®l abo BMxigHOro
marepiany/npoMixXHOro NnpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdPI
(iHwWi 3MiHM y MeTopax BMNpobyBaHHs (BKMHOYaoYm
3amiHy abo gonoBHeHHs1) A®Il abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY) - AOMOBHEHHS
MeTOoZIB KOHTPOIIO Ait040I PE4YOBUHU BNACHOO
METOAMKOI AN BU3HAYEHHS MOKa3HUKa «3arnuLuKoBi
PO3YMHHUKM: aLeTOH, rekcaHu, MeTaHon, 2-
nponaHor, TpUxopeTaH» Ans HOBOro BUPOGHMKa
SOLARA ACTIVE PHARMA SCIENCES LIMITED,
India (meTog 2.2.28 €P/0DY).
35. | BPOHXO- Kancynu Teepgi no CaHpo3s CnoseHis nepBuHHe Ta CnoseHis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn bes He UA/14268/01/01
MYHAN® N 3,5 mr; no 10 kancyn | dapmachbtoTi BTOPUHHE LLisenuapis | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuyenma nidnsicae
y bnicTepi; no 1 abo Kans g.a. nakyBaHH4, HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaaKEeHHSs!
3 6nictepn y KOHTpOnb cepii AifnbHOCTI BUPOGHMKa/imnopTepa rotoBoro
KapTOHHil kopobui (nnwe nikapcbKkoro 3acoby, BKMoYaum 4inbHULI BUNYCKY
MikpobGionorivyHuii), cepii abo MicLie NpoBeaeHHs1 KOHTPOSO SAKOCTI.
BWMNYCK Cepil: (misnbHicTb, 3a AKy Bignosiaae BMpobHuUK/imnopTep,
Jlek He BKIo4ao4m BMnyck cepiit) BHacnigok
dapmaueBTMyHa BigokpemneHHsi komnaHii SANDOZ Big komnaHii
KOMnaHiq g.4., Novartis 6yno cTBOpeHO HOBY Ha3BY HOPUANYHOI
CnoBeHis ocobu, Lo oTpMMara HOBMI MOYTOBMUI iHOEKC. Y
nepBuHHE Ta pesynbTaTi BinbyaeTbcs 3MiHa Ha3sw, agpecu
BTOPUHHE (nowToBoro iHAEKCY) Ta YHKLiN BUPOOHWMKa, LLO
nakyBaHHs, BiAMNoBigae 3a BUpoOHWULTBO Hepo3dacoBaHoOI
KOHTpOrb cepil npoayKuii, nepB1HHa i BTOPMHHA ynakoBKa,
(okpim KOHTpOMb cepii, A403BIN Ha BMNYCK cepii 3 "MNek
MikpobionoriyHoro dapmaveBTUYHa KoMmnaHisa 4.4., BeposLukosa 57,
): TTobnsHa 1526, CnoeeHisa"("Lek Pharmaceuticals
Hosaprtic d.d., Verovskova 57, 1526 Ljubljana, Slovenia") Ha
dapmacbioTikan "HoBapTic ®apmacbtoTikan ManydaktypuHr JJ1C,
MaHydakTypuHr Byn. BeposwkoBa 57, Mio6nsHa 1000, CnoeeHis"

JIJ1C, CnosgeHisi
BMPOGHMLUTBO in
bulk, koHTponb
cepil:
OM dapma CA,
LLisevuapis

("Novartis Pharmaceutical Manufacturing LLC,
Verovskova ulica 57, 1000 Ljubljana, Slovenia") 3
dyHKLUisMU: BUpo6HMUTBO in bulk, nepBuHHe Ta
BTOPWHHE NaKyBaHHS, KOHTPOSb cepii (OKpiM
MikpobionoriyHoro). ®akTuyHe MicLle3HaXOKEHHS
He 3MiHunocs. PyHkuii KOHTporb cepii (nuLwe
MikpoGionoriyHuiA) Ta BUNYCKy cepii i Hagani
BUKOHYBaTMMYTbCSi KOMNaHieto "Ilek
dapmaLeBTMYHa KOMMaHiA A4.4., Byn. BeposLukosa
57, MobnsaHa 1526, CnoseHia" ("Lek
Pharmaceuticals d.d., Verovskova ulica 57, 1526
Ljubljana, Slovenia"). Takox 3anponoHoBaHo
pefakuiviHi 3MiHK, a came: -BKII0YEHHs crnosa "ulica”
(To6TO BYNMUS) 4O agpecy BUPOBHUYMX OiNbHULB
"Novartis Pharmaceutical Manufacturing LLC,
Slovenia " Ta "Lek Pharmaceuticals d.d., Slovenia";
3MiHM BHECEHO B iHCTPYKLIit0 ANt MEAUYHOIO




29 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"BupobHuK" Ta "MicueaHaxomkeHHst BUpobHuka Ta
agpeca Micua NnpoBagKeHHst oro AianeHocTi" 3
BiANOBIOHUMW 3MiHAMKN B TEKCTi MapKyBaHHS
ynakoBok. TepMiH BBEAEHHS 3MiH NpOoTArom 6
MicsuiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHn
Lofo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (M. 3, 4, 6) Ta BTOpWHHOI (n. 8, 11, 14, 17)
yNaKoBOK Nikapcbkoro 3acoby. TepMiH BBeAEHHS
3MiH NpOTArom 6 MicsUiB Nicns 3aTBEPAXKEHHS.
36. | BA3ENIH Masb ans TOB "OKM YkpaiHa TOB "OKIM YkpaiHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 6es UA/5363/01/01
MEOWYHUA 30BHILLUHBLOrO "dapmaueBT "®apmMaueBTUYHa | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuyenma
3acTocyBaHHS; Mo n4Ha dabpuka" apmakoHarnsagy (iHwWi 3miHm)
25y Ty6i; no 1 Ty6i habpuka" OHOBEHHS TEKCTY MapKyBaHHS1 yNakoBKu
y nayui nikapcbkoro 3acoby, 3okpema BUry4YeHHs
iHdbopmaLlii, 3a3Ha4eHOi POCiCbKOK MOBOIO, Ta
YTOYHEHHs iHdbopMaLlii LWoao noroTmny BUPOGHMKA.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPAKEHHSI
37. | BAnoain TabneTkn, BKPUTI KPKA, a.4., CnoBeHis BignosiganbHUn CnoseHisi/ BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/14357/01/01
NNiBKOBOKO HoBo mecTO 3a BUPOOHULTBO Kutan | TMny - 3MiHKn Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom
obornoHkoto no 5 "in bulk", dapmakoHarnsaay (iHwi 3miHu) - 3MiHN BHECEHO B
mr/80 mr, no 10 nepBuHHE Ta TEKCT MapKyBaHHSA NEPBUHHOI YNAKOBKU NiKapCbKOro
Tabnetok y 6nictepi, BTOPUHHE 3acoby y n. 6. «IHLWE» Ta BTOPUHHOI ynakoBku B M.
no 3, no 6, no 9 abo naKyBaHHs, 8. «JATA 3AKIHYEHHA TEPMIHY
no 10 6nictepis y KOHTpOMb Ta MPUOATHOCTI», n. 14. «<KATEFOPIA BIOMYCKY »,
KapTOHHiI kopobuyj; BUNYCK cepii: n. 17. «IHWE». OHOBNEHHSA TEKCTY MapKyBaHHS

no 14 tabnetoky
6nictepi,no 1, no 2,
no 4 abo no 7
Gnictepis y
KapTOHHiI kopobui

KPKA, a.a., HoBo
MecTo, CrnoBeHisi;
BignoBiganbHUM
3a KOHTPONb cepii:
KPKA, a.4., HoBo
MecTo, CrnoBeHisi;
Brpo6HuK,
BignoBsiganbHUN
3a BUpOBHULTBO
"in bulk": HiHréo
MeHoBo TiaHkaHr
dapmacbioTukanc
Ko., NNTo, Kutan

NepBUHHOI yMakoBKM Nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu MicsILiB MiCNs 3aTBEPOXKEHHS.
3miHu | Tuny - 3miHm 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponelickkint hapmakonei: ans Adl; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, LWo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHUKaA -
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIgHOCTI
€Bponelicbkint hapmakonei R1-CEP 2011-148-Rev-
04 (3atBepmxeHo: R1-CEP 2011-148-Rev-03) ans
Litovoi pevyoBrHU BancapTaH, Big 3aTBepOXeHOoro
Bupo6Huka KRKA, d.d., Novo mesto, Slovenia.
3miHu | Trny - 3miHm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoigHoCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BifNOBIQHOCTI
abo BUNyYeHHsi cepTudikata BignoBigHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
€Bponeincokin dapmakonei: gns APl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI
€sponelicbkin hapmakonei) - OHoBReHWN
cepTuddikat Bif y)Ke 3aTBep)KEHOro BUPOBHMKa -
[MopaHHA oHoBREHOro cepTudpikaTta BiANOBIAHOCTI
€sponelicbkin hapmakonei R1-CEP 2002-184-Rev-
07 (3atBepmkeHo: R1-CEP 2002-184-Rev-06) gns
[iroyoi pevoBmHn AmnoauniHy 6ecunary, Big
3aTBepmkeHoro BupobHuka UNICHEM
LABORATORIES LIMITED, India
38. | BAnoain TabneTkn, BKPUTI KPKA, a.4., CnoBeHis BignosiganbHUn CnoBeHis BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/14357/01/02

NniBKOBOKO HoBo mecTO 3a BUPOOHULITBO | TMny - 3MiHKn wopno 6esnekn/edekTUBHOCTI Ta peuenmom
o6ornoHkoto no 10 "in bulk”, capmakoHarnsgy (iHwi 3amiHu) - 3MiHM BHECEHO B
Mr/160 mr no 7 nepBuHHE Ta TEKCT MapKyBaHHSA NEPBUHHOI YNAKOBKU JiKapCbKOro
Tabnetok y 6nictepi, BTOPUHHE 3acoby y n. 6. «IHLWE» Ta BTOPMHHOI ynakoBku B .
no 2, no 4, no 8 abo nakyBaHHs, 8. «JATA 3AKIHYEHHA TEPMIHY
no 14 Gnicrepis y KOHTpOSb Ta MPUOATHOCTI», n. 14. «KKATEIOPIA BIOMYCKY »,
KapTOHHIN kopobuyj; BMNYCK cepii: n. 17. «IHWE». OHOBNEHHSA TEKCTY MapKyBaHHS

no 10 Tabnetok y
Gnictepi, no 3, no 6,
no 9 abo no 10
GnictepiB y
KapTOHHIl kopobui

KPKA, a.4., HoBo
mecTo, CrnoBeHisi;
BignoBiganbHUn

3a KOHTPOIb Cepii:

KPKA, a.4., HoBo
mecTto, CnoBeHis

NnepBMHHOI yNakoBKM fikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-TN MicsILIB NICNs 3aTBEPPKEHHS.
3miHu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans AdDI; ana sBuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxe 3aTBepaKEHOro BUPOBHUKa -
[MogaHHA oHOBREHOro cepTudikaTa BiANOBIAHOCTI
€Bponencbkin dapmakonei R1-CEP 2011-148-Rev-
04 (3atBepaxeHo: R1-CEP 2011-148-Rev-03) ans
[itoyoi pevyoBuHn BancapTaH, Big 3aTBEpOXEHOro
Bupob6Huka KRKA, d.d., Novo mesto, Slovenia.
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencekin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYIOTBLCS Y BUPOGHMLTBI ADIl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHUI
cepTudpikaT Bif yxke 3aTBEpOKEHOrO BUPOOHMKA -
[MopaHHsA oHOBMEHOro cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei R1-CEP 2002-184-Rev-
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
07 (3atBepmkeHo: R1-CEP 2002-184-Rev-06) gns
Hitoyoi pevoBuHu AmnoguniHy 6ecunarty, Big
3aTBepakeHoro BupobHuka UNICHEM
LABORATORIES LIMITED, India
39. | BEPMOKC Tabnetku no 100 wmr; BAT YropwuHa BAT "TeneoH YropwwmHa/ BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/7363/01/01
no 6 TabneToky "'epeoH PixTep", PymyHis | TMny - 3MiHK WwWopao Gesnekn/edhekTUBHOCTI Ta peuenmom
6nictepi; no 1 PixTep" YropwuHa dapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHO B
6nictepy B (mnopatkoBuiA IHCTPYKUIO ANs MEAUYHOrO 3aCTOCYBaHHS
KapTOHHIN ynakoBLj BUPOGHMK, nikapcbkoro 3acoby B po3gin «MicuesHaxomkeHHs
BignoBiganbHUN BUPOBHMKA Ta Oro agpeca MicLs NpoBaKeHHS
3a BUNyCK cepil, AISNbHOCTI», a caMe BUIy4eHo iHopmaLiiio npo
0POPMIEHHS BMPOBHMUTBO 3a NiueHsieto. BignosigHi 3amiHm
cepTudikaTy BHeceHo y n.17 «IHLWE» TekcTy MapKkyBaHHSA
akocTi); MeaeoH NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
PixTep PymyHisa 3acoby, a Takox n.11 «HanmeHyBaHHs i
A.T., PymyHis MicLle3HaxomKeHHs1 BUpobHMKa Ta/abo 3asiBHUKa»
TEKCTY MapKyBaHHS BTOPUHHOI YNAKOBKM; YTOYHEHO
iHdbopmauito Wwoao inaueigyansHoro kogy. TepmiH
BBEAEHHSA 3MiH - NpOTSAromM 6 micauis nicna
3aTBEPAKEHHS.
40. | BEPCABO KOHLEHTpaT 4 O-p Penai'c IHais O-p Pepai'c IHais BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a He UA/19826/01/01
PO34MHY And JlTabopaTopi TNa6opaTopic IlTa | Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib. peuenmom | niidnszae
iHy3in, 25 mr/mn; clltg CT1abinbHicTb. 3miHa y TepMiHax npuaaTtHocTi abo
no 4 mn (100 mr) y ymoBax 36epiraHHsi roTOBOrO fikapcbkoro 3acoby
dnakoHi; no 1 (36inbLUeHHSA TepMiHY NpuAaTHOCTI rOTOBOrO
dnakoHy y Kopobulj; nikapcbKkoro 3acoby) - 36inbLUEHHS TEPMiHY
no 16 mn (400 mr) y npuaaTHOCTI Nikapcbkoro 3acoby
cdnakoHi; no 1 6ionoriYyHoro/iMyHONoriYHOro MOXOAXXEHHsI Ha OCHOBI
drakoHy y kopooLi pe3ynbTartiB AocnigkeHb CTabinbHOCTI, NpoBEAEHNX
BiANOBIQHO [0 3aTBEPAXKEHOrO NPOTOKONY -
36inbLUeHHS TepMiHY NpUAATHOCTI NikapCbKoro
3acoby 3 2-x pokiB 40 3-X pokiB -3MiHM BHECEHO B
po3ain "TepmiH npugaTHocTi" B IHCTPYKLUiO ANs
MELMYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPAKEHHS.
41. | BEPCABO KOHLeHTparT Anis O-p Peapi'c IHAis O-p Peapi'c IHAis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHn - UA/19827/01/01
PO34MHy s JTabopaTopi JlabopaTopic Jltg | Trny - 3miHKn 3 akocTi. FoToBUIA NikapCbkMi 3acib.
iHdpy3in, 25 mr/mn; in chntp CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
bulk: no 4 mn (100 ymoBax 36epiraHHsl roTOBOrO fikapCbKoro 3acoby
Mr) y donakoHi; no (36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOrO
500 cnakoHiB y nikapcbkoro 3acoby) - 36inbLUEHHst TepMiHY
kopobui; no 16 mn NpuaaTHOCTI Nikapcbkoro 3acoby
(400 wr) y conakoHi; 6ionoriYyHoro/iMyHONOrYHOro NOXOAXXEHHSI HA OCHOBI
no 500 dnakoHiB y pesynbTaTiB 4ocnigxeHb CTabinbHOCTI, NPOBEAEHUX
KopobLi BigNOBIQHO 4O 3aTBEPAXKEHOro NPOTOKONY -
36inbLUeHHS TepMiHY NPpUAATHOCTI MikapcbKoro
3acoby 3 2-x pokiB A0 3-x pokiB. BBeeHHs 3miH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.
42. | BISBUPUH PO34MH ANs iH'EKLN, Mini Benuka BeHyc Pemegic IHAis BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHn 3a UA/11272/01/01
20 mr/mn; no 5 mny Xenckepe BpuTaHis Jlimiteg | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa peuyenmom
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

cdnakoHi; no 1
dnakoHy B
KapTOHHIl kopobui

Nimiten

HaiMeHyBaHHs Ta/abo agpecu MicLs NPOBadKeHHSs!
[isnbHOCTI BUPOGHMKa (BKMOYakoum, 3a
HeobXiaHOCTI, MicLe NpoBeAEHHS KOHTPOIHO SKOCTI),
abo BnacHuka mactep-canna Ha Adl, abo
nocravansHuka Adl/BnxigHoro
maTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCH Y BUPOOHMUTBI API (SIKLLO
3a3Ha4YeHo y JOCbE Ha fikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
pnocbe, abo BUpPOOHMKa HOBOI AOMOMIXXKHOI PEHOBUHM
(SIKLLLO 3a3HAYEHO Y A0Cbe) - 3MiHa 3asiBneHa y
3B’A3Ky 3i 3MiHOI Ha3BW BUPOOHMKa AdI,
MiCLie3HaxoMKeHHS BUPOOHMKa, BUpOOHUYa
[inbHUUS Ta yci BUpoBGHKUYI onepalii 3anuwatoTbes
He3MiHHuMK. [itoya peaakuis: SHILPA MEDICARE
LTD., Ingis.

MponoHoeaHa peaakuis: SHILPA PHARMA
LIFESCIENCES LIMITED, Ingis

43.

BI3OnN

NMOPOLLIOK ANA
PO34mMHY Ans
iHdpy3in no 200 mr
no 1 cnakoHy y
navui

Akkopg,
Xenckea
C.JLY.

Icnanis

BMPOGHMLTBO
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepil: IHTac
dapmacbioTikanc
NimiTen, IHais;
OinbHUUSA 3
KOHTPONIO SIKOCTi:
ACTPOH
PECbOPY
NIIMITEL], Benuka
BpuTaHis;
OinbHUUSA 3
KOHTPONIO SIKOCTi:
dapmagokc
Xenckea Jlta.,
ManebTa;
noaaTkoBa
OinbHUUA 3
BTOPUHHOIO
naKyBaHHs:
AKKOP[
XEJICKEA
NIMITEL, Benuka
Bpuranis;
noaaTkoBa
ainbHUUA 3
BTOPWHHOIO
nakyBaHHs:

IHgis/
Benuka
BpuTaHis/
YropwwmHa/
MNonbla

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHn oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEeHHs dhapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHvKa Ansi
34icCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag,.

[itoua pepakuin: Arata lNeceBud / Agata Gesiewicz.
MponoHoBaHa pepakuis: Apnetta BepuHcbka /
Arletta Werynska. 3miHa KOHTaKTHMX OaHUX
YNOBHOBAXEHOI 0cobu, BignoBigansHoi 3a
hapmakoHarnsig. 3miHa KOHTaKTHOI 0cobu 3asiBHYIKa,
BignosiganbHoI 3a hapMakoHarnsag B Ykpaini. [itova
pegakuis: Wynel Onbra CepriiBHa. MNponoHoBaHa
pepakuis: Mawictep MapuHa NeHHagiiBHa.
YTOYHEHHSI LLOAO MICLE3HaXOMKEHHSI MacTep-
davina cuctemu hapmakoHarnsay. YTo4HeHHs
Loa0 Micus 30iIMCHEHHSA OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy

3a
peuerimom

UA/20562/01/01
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CurHonTus
InpacTpian Cn. 3
0.0., MNMonbLa;

BignoBiganbHUn

3a BUNYCK cepil:

Akkoppg Xenckea

JlimiTeq, Benuka

BputaHis
44. | BISONTIK Kpanni O4Hi, pO34mH, dapmanesT Monbwa IDKAOPAH Xopsgarisi BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/14935/01/01
0,5wmr/Mn; no5mMny | n4HWIA 3aBog FANTEHCBKI TexHiyHa nomunka (3rigHo Hakasy MOS3 Big peuenma
nakoHi 3 “Monbcapm NABOPATOPIV 23.07.2015 Ne 460)
KpanenbHUUeHo i a’ C.A. o.a. BunpaBneHo TeXHIYHY NOMUIIKY B TEKCTi MapKyBaHHS
KPULLIKOKO 3 BTOPWHHOI YNakoBKW Nikapcbkoro 3acoby y n. "1.
rapaHTinHUM HASBBA NNIKAPCbKOI'O 3ACOBY", a came
Kinbuem; no 2 y3rogkeHo iHdopmaLito 3atBepakeHy Hakazom MO3
cnakoHu B Bia 31.07.2024 p. Ne 1350.
KapTOHHIN kopobLi 3ateBepaxeHo: BIBOMTIK teTpusoniHy rigpoxnopuay
VIZOPTIK tetryzoline hydrochloride
3anponoHoBaHo: BISOMTIK TeTpusoniHy
rigpoxnopuay VIZOPTIC tetryzoline hydrochloride
3asHayeHe BUMNpaBeHHs BignoBigae matepianam
peeCTpauUinHoro ocheE.
45. | BITAMIH A Kancynu m'ski no 33 AT YkpaiHa AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/0716/01/02

000 MO; no 10 "KUIBCbKW BITAMIHHUN YTOUYHEHHs peecTpaLiiHoi npoueaypy B Hakasi MO3 peuenmy
Kancyn y 6nicrepi; " 3ABOO" Ykpainn Ne 1422 Big 13.08.2024 - 3minm | Tvny -
no 3 Gnictepu B BITAMIHHA 3miHun 3 akocTi. CepTtucpikat BignosigHocTi/lE-
nadui; no 10 kancyn n 3ABOO" cepTudikaT BignoBigHOCTI €EBponenchkii

y 6nictepi; no 5
GnicTepis y nayui;
no 20 kancyny
Gnictepi; no 1
6nictepy B nayui; no
20 kancyny
6nicTepi; no 3
Gnictepu y navui

dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiAnoBiAHOCTI
€Bponenckkini hapmakonei: ans APl; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkin hbapmakonei) - Houn ceptudikar Big
BXe 3aTBepXeHoro BUpobHuka - NMogaHHA HOBOro
cepTudcikaTa BignosigHocTi €Bponenchkin
dapmakonei R1-CEP 2004-301-Rev 01 ana fitovoi
peyoBuHM BitamiH A Ha 3amiHy DMF Big
3aTBepakeHoro BupobHuka DSM NUTRITIONAL
PRODUCTS LTD. 3miHu | Tvny - 3MiHun 3 AKOCTi.
AQ®Il. CtabinbHicTb. 3MiHa nepioly NOBTOPHMX
BunNpobyBaHb/nepioay 36epiraHHs abo ymos
36epiraHHs APl (3a BigCYTHOCTI y 3aTBEpAKEHOMY
Jocbe cepTudikaTa BignoBiAHOCTI EBponeiichbkin
cbapmakonel, Lo BKoYae nepiog NnOBTOPHOIO
BMNpobyBaHHs) (nepiof NOBTOPHOrO
BUNpobyBaHHs/nepios 36epiraHHs) - 36inbLUeHHS
abo BBeaeHHs nepiogy NOBTOPHOIO
BunNpobyBaHHsa/nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AoCHiAKeHb Y peanbHOMY Yaci -
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36inblUeHHA TePMiHY NpuaaTHOCTI 4Na Aitoyoil
pevoBuHM BitamiH A 3 2 pokiB 4o 3 pokiB BiaNOBIAHO
0o maTepianis Bupo6Huka DSM Nutritional Products
Ltd.
46. | BITAMIH A Kancynu m'ski no AT Ykpaina AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/0716/01/01
100 000 MO; no 10 "KUIBCbKW BITAMIHHUN YTOYHEHHs peecTpaLiiHoi npoueaypy B Hakasi MO3 peuenma
Kancyn y énictepi; 7 3ABOO" Ykpainn Ne 1422 Big 13.08.2024 - 3minu | Tvny -
no 3 Gnictepu B BITAMIHHA 3miHn 3 akocTi. CepTucpikat BignosigHocTi/lE-
navui; no 10 kancyn n 3ABOO" cepTudikaT BiaNnoBiaHOCTI €BpONENChKin
y bnicTepi; no 5 dapmakonei/moHorpadii. MogaHHsA HoBoro abo
6nicTepis y navuj; OHOBIIEHOTO cepTudikaTa BigNoBiaHOCTi abo
no 20 kancyny BUNYYEHHS cepTudpikaTta BignoBIigHOCTI
Gnictepi; no 1 €Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
Gnictepy B mayui; no matepiany/peareHTy/npoOMiKHOrO MPOAYKTY, Lo
20 kancyny BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
Gnictepi; no 3 [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
Gnictepn y navui. €sponelicbkin hbapmakonei) - Houn ceptudikar Big
BXe 3aTBepaXeHoro BupobHuka - MNogaHHsA HOBOroO
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei R1-CEP 2004-301-Rev 01 ansa fitovoi
peyvoBuHM BiTamiH A Ha 3amiHy DMF Big
3aTBepaxeHoro BupobHnka DSM NUTRITIONAL
PRODUCTS LTD. 3miHu | Tvny - 3MiHK 3 SKOCTi.
Ao®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHMX
BunpobyBaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHs APl (3a BiACYTHOCTI y 3aTBEpPKEHOMY
[ocbe cepTudikaTa BignoBiaHOCTi EBpoNechbkin
chapmakonel, Lo BKoYae nepioq NnOBTOPHOIO
BMNpobyBaHHs) (Nepiof NOBTOPHOrO
BUNpobyBaHHs/nepioa 36epiraHHs) - 36inbLUeHHS
abo BBeaeHHS nepiofy NOBTOPHOrO
BunNpobyBaHHsa/nepiody 36epiraHHs Ha OCHOBI
pes3ynbTaTiB AOCHiAKeHb Y pearnbHOMY Yaci -
36inbLUeHHs TepMiHY NpuaaTHOCTI Ans Aiyoi
peyoBuHM BiTamiH A 3 2 pokiB 4o 3 pokiB BiaNOBIAHO
Ao matepianis Bupo6Huka DSM Nutritional Products
Ltd.
47. | BOKACENT nboasHukn (M'atHo- Manekc IHAis MakcoH XenTkep IHAis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes UA/3108/01/01
NbOOAHUKHU EBkaninToBi); KoHcblomep MBT. NTA. TexHiyHa nomurnika (3rigHo Hakazy MO3 Big peuenma
Ne1: no 1 nboAsAHUKY Xenckep 23.07.2015 Ne 460). BunpaBneHo TexHi4HY NOMUIIKY
B KOHBEPTI; Mpansit y TEKCTi MapKyBaHHS1 YMaKOBKW NikapCbKoro 3acoby
Ne100, Ne200, NimiTen 0o peecTpauinHoro nocsigveHHs Ne UA/3108/01/01
Ne300: no 1 BiA 29.11.2017, ponyLieHy npu npoueaypi 3MiH

NbOASHUKY B
koHBepTi; no 100,
200 abo 300
KOHBEPTIB 3
NbOASHUKOM B
BaHuj;

Ne6: no 6
NbOASHUKIB Y

(Haka3s Ne 1470 Big 21.08.2024 p.), a came y HOMepi
peecTpaLiiHOro NOCBig4YeHHS, 3a3HavyeHoro y wanui
[OKYMeHTy. 3aTBepapkeHo: TEeKCT MapKyBaHHs 40
peecTpauinHoro nocsigveHHs Ne UA/3107/01/01 Big
29.11.2017. 3anponoHoBaHo: TEKCT MapKyBaHHsi 4O
peecTpauinHoro nocsigveHHs Ne UA/3108/01/01 Big
29.11.2017




35

[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Gnictepi; no 1
6nictepy B
KapTOHHi KOpooLyi;
Ne12, Ne24: no 12
NbOASHWKIB y
6nictepi, no 1 abo
no 2 6nictepu B
KapTOHHi kopobui
48. | TANA3O0JIH® cnpew HasanbHUi, dapmanesT Monbwa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW 6es UA/16346/01/01
KOMBI po34yumH, (1,0 mr + WYHUIA 3aBOS nepBuHHE Ta | TMny - 3miHu 3 akocTi. FoToBUIA NikapcbkMi 3acib. peuenma
50,0 mr)/mm; «MNOJIb®AP BTOPUHHE KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
no 10 mn y donakoHi- MA» C.A. nakyBaHH4, napameTpiB cneuudikauin Ta/abo 4onycTUMNX MeX
KpanenbHuui; no 1 KOHTpOMb Ta roTOBOro MikapCbKoro 3acoby (4OMOBHEHHSI
dnakoHy 3 BMNYCK cepii: cneumdikauii HOBUM NOKa3HWKOM 3 BiANOBIAHUM
PO34YNHOM y KOpoOLi dapmaueBTUYHUIA MeToAoM BUNpobyBaHHs) - [lo cneuundikauin Ha
KapTOHHIN 3aBof BUMYCK Ta Ha TEPMiH NpMAATHOCTI 4O4AaHO HOBWIA
"MONb®APMA" nokasHuk «CepeaHs goctaBneHa nosa
C.A. Biggin [eKcnaHTeHony BiQHOCHO 3aaBneHoi [o3n 5,0 mr» 3
MepaHa B BigMNoBigHMM MeToAoM BUNPOBYBaHHS, Kputepii

Cepagasi, MNonbLya;
KOHTpOMb Ta
BUMYCK Cepil:

BapluaBcbkuii
capmaueBTUYHUI
3aBog NMonboa
AT, MNonbwa

npuiHaTHOCTi 85,0-115,0%. 3minu | Tuny - 3miHn 3
siKkocTi. [oToBMIA Nikapcbkuii 3acib. KoHTponb
roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JonycTMMMX MEX roToBoro
nikapcbkoro 3acoby (AONOBHEHHS cneuundikauii
HOBMM MOKa3HWKOM 3 BiAMNOBIAHUM METOAO0M
BUNpobyBaHHs) - [lo cneundikaui Ha BUNYCK Ta Ha
TepMiH NpuaaTHOCTi A0AaHO HOBWIA NOKa3HWUK
«CepeaHsi focTaBneHa fo3a KCMomeTasoniHy
rigpoxnopuay BifHOCHO 3asBneHoi oan 0,1 Mr» 3
BiANOBIAHMM MeTo4OM BUNPOByBaHHS, KpUTepii
npunHaTHocTi 85,0-115,0%.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMyCTUMMX MEX rOTOBOTO MiKapCbKOro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HWMKOM 3
BiANOBIgHMM MeToaoM BUNpobyBaHHs) - o
cneumdikauin Ha BUNYCK Ta Ha TEPMIH NPMAATHOCTI
[oAaHo HOoBUM NokasHWK «KinbKicTb 403 B OOHOMY
KOHTeNHepi» 3 BiANOBIAHUM MeTOA0M
BUNPOBYBaHHs, KpUTePIi NPUAHATHOCTI 2 85. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo JonycTUMUX Mex
roTOBOrO MiKapCbKOro 3acoby (AOMOBHEHHS!
crneunikaLii HOBUM NOKa3HWKOM 3 BiAMNOBIAHUM
MeToAoM BUNpobyBaHHS) - [lo cneumdikauin Ha
BWMNYCK Ta Ha TepMiH NMPUAATHOCTI JOAAHO HOBUMA
nokasHuk «Po3anoain 4acTuHok 3a po3mipamu (MeToa
nasepHoi audppakuii)» 3 BigNoBigHMM MeToaoM
BMNPOOYBaHHAM, KpUTEpIii NPUAHATHOCTI: cepefHin
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npiameTtp Dv(50) — 25-55 MKkm; kpanni po3Mipom
meHwe Q3(10 Mkm) < 5%.
3miHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa napameTpiB cneumdikauin Ta/abo
[AO0MYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(oonoBHeHHs1 abo 3amiHa NokasHMKa cneumdikauii
3a pesynbTaTtamu ocnigpkeHb 3 6e3neku abo AKocTi
(3a BMHATKOM Nikapcbkux 3acobis
BionoriYyHoro/iMyHONOrYHOro NOXoAXXeHHs1)) - 3amiHa
nokasHuka « OgHOpIAHICTb 4030BaHMX OAUHMLb
(PBM)» Ha noka3Huk «OgHOpIgHICTb 4OCTaBNEHO!
macu, MixkdniakoHe TECTyBaHHS» Y 3B'A3Ky 3
npvBEeAEHHsIM 00 BUMOr 3aranbHoi ctaTtTi «Nasal
preparations» EP (0676). 3miHu | Tuny - 3miHn 3
siKocTi. [oToBMIA Nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTMMNX MEX roTOBOrO
nikapcbkoro 3acoby (AonoBHeHHs1 abo 3amiHa
nokasHuka cneumdikauii 3a pesynstatamu
AocrimpkeHb 3 6e3neku abo SKOCTi (32 BUHATKOM
nikapcbkux 3acobis 6ionoriYyHoro/iMyHonoriYHoro
NOXOMAXXeHHs1)) - 3amiHa nokasHuka « OgHopigHICTb
[030BaHux oavHuub (PBM)» Ha nokasHuk
«OpHopigHicTb 4oCTaBnNEHO T Macw,
BHYTPILLHLOMNAKOHE TECTYBAHHS» Y 3B’A3KY 3
npvBeAEHHsIM 00 BUMOr 3aranbHoi ctatTi «Nasal
preparations» EP (0676). 3miHu | Tuny - 3miHn 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuUiA 3acib (iHwi 3amiHn) - Y
cneundikaLii Ha dnakoHV BUAaneHo
iHbopmaLito/NpUMITKy LWOAO HaJaHHS BUPOGHUKOM
pe3ynbTaTiB KOHTPOMK OAMH Pas i NPU KOXHI 3MiHi
cknagy matepiany abo BMpobHuka maTepiany 3a
nokasHukamu BignosigHo go sumor EP Ta wopno
[04aTKOBOIO MiATBEPOKEHHSA BUOIPKOBUMY
BUNpobyBaHHaMYK, npoBegeHnmmn BTK, He pigwe
ofHoro pasy Ha pik. 3miHu | Tuny - 3MiHK 3 sKoCTi.
[oToBWI Nnikapcbkui 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YNaKoBK/ rOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HWUKOM 3
BiANOBIOHMM METOAOM BUNPOBYBaHHS) -
[onoBHeHHs cneundikaLii Ha onakoHW HOBUM
nokasHukom «Sulfated ash» y BignoBigHicTb o
BUMor 3aranbHoi ctatTi 3.1.3. «Polyolefins» EP.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. CucteMa KoHTelHep/3akynoptoBarnbHUiA 3acib.
3miHa napameTpiB cneuudikauin Ta/abo
[0NYCTUMKX MeX NepBMHHOT YNakoBKU rOTOBOMO
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nikapcbkoro 3acoby (iHwi 3miHM) - 3MiHa kpuUTepiiB
NPUAHATHOCTI 32 NOKa3HMKOM «Appearance»
cneumndikauii Ha donakoHu, a came onuc HagaHo
OinbLl geTanbHO. 3MiHW | TUNY - 3MiHK 3 SIKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa doopmMm
abo po3mipy KoHTelHepa Yv 3aKynoptoBarnbHOro
3acoby (NepBMHHOI yNakoBKM) (HECTEPUNbHI
nikapcbki 3acobu) - 3MiHa HUXKHBLOT MeXi napameTpy
«Total height» nepBMHHOI ynakoBku (donakoHy) y
NOrOKEHOMY TEXHIYHOMY KpECneHHi priakoHy
(3aTBEpmkeHO: 54 MM * 0,7 MM; 3anpOrNOHOBaHO:
52,9 — 54,7 mm). 3MiH y cniBBigHOLEHHI
noBepxHsa/06’eM He BiAOYNOCh, OCKINbKU HUKHS
Mexa 3MiHunack nuwe Ha 0,4 mm. 3miHu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTENHep/3aKkynoptoBanbHuUii 3acio (iHwwi 3MiHK) -
OHoBneHo iHopmalito B posgini 3.2.P.7 Cucrtema
KOHTelHep/3aKynoptoBanbHuiA 3acid, a came po3agin
[AOMOBHEHO Aekrnapadieto Npo BiANoBiAHICTb
nakyBarnbHUX Matepianis €sp. ®apm. Ta
PernamenTy Kowmicii (€C) Ne 10/2011 Big 14 ciuns
2011 p. 3minHu | TUNY - 3miHK 3 akocTi. [oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelWHep/3aKynoptoBanbHUiA 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHK) - 3MiHa KpPUTEPIiB NPUAHATHOCTI 3a
nokasHukom «Dimensions» cneuudikauii Ha
dnakoHu, a came 3aMiCTb YMCIOBMX 3HAYEHb
napameTpiB 3aranbHOI BUCOTW, AiameTpa EMHOCTI,
fdiameTpa Ta BUCOTM FOPfIOBUHM 3a3HAYEHO «3rigHO
NOrOKEHOrO TEXHIYHOTO KpecneHHs». 3MiHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
NepBUHHOI YNaKoBKW rOTOBOTO NikapCbKoro 3acoby
(iHwWwi 3miHN) - 3amiHa napameTpiB «Acidity or
alkalinity», «Reducing substances», «Extractable
heavy metals» y cneumndikauii Ha dnakoHun Ha
BuMoru 3aranbHoi ctatTi 3.1.3. «Polyolefins» EP, wo
3a3Hay4eHo y NyHKTi 5 3anponoHoBaHoi cneyndikaii
Ha cdonakoHu. 3miHu | Tuny - 3miHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa y
MeToAax BUNPOoOyBaHHS NEPBUHHOT YNaKOBKM
roTOBOro MiKAPCbKOro 3acoby (He3HayHi 3MiHW y
3aTBepoKeHVX MeTofax BunpobysaHsb) - Metoanky
3a nokasHukom «Indentification» metogom IR
Spectrum npuBeaeHo y BigNOBIQHICTb O BUMOr
3aranbHoi ctatTi 3.1.3. «Polyolefins» EP. 3minHu |
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Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMi 3acib.
Cuctema KoHTeNHep/3akynoptoBarbHuWii 3aci6. 3miHa
dopmu abo po3mipy KOHTeHepa Ymn
3aKkynoptoBasibHOro 3acoby (NepBMHHOT yNakoBKM)
(HecTepunbHI nikapcbki 3acobn)- 3MiHa BEPXHBLOIT
MeXi NapamMeTpy 30BHILLHBOrO diameTpy KoBMayka
(external diameter of the cap) (3aTBepaxeHo: 21,1 +
0,07 mm; 3anponoHosaHo: 21,1 -0,07/ +0,15 mm).
3MiHa CTOCY€ETbCS NULLE 30BHILLHBOrO ernemMeHTa
KOHCTPYKLT KPULLIKW, SIKUIA HE KOHTaKTye
6e3nocepenHbO 3 nikapcbkum 3acobom. Cknag, Tvn i
SIKICTb MaTepiany 3aKynoptoBarnbHoro 3acoby
3anuwnnucs 6e3 amiH. 3miHn | Tuny - 3MiHM 3 SIKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikart Bif yXke 3aTBepayKeHOro BUPOBHMKa-
[MopaHo oHoBRNEHWUIA cepTudikaT BignoBigHocTi €O
No. R1-CEP 2017-054-Rev 00 ans gito4oi pe4oBuHn
KCUIomeTa3oniHy rigpoxnopuay Big 3aTBEpOXKEHOro
BMpob6HMKa Warsaw Pharmaceutical Works Polfa
S.A. IPOCHEM BRANCH, Poland Ha 3amiHy
cepTudikaty BignosigHocTi € No. RO-CEP 2017-
054-Rev 00, y 38’3KY 3 3i 3NUTTSIM KOMNaHin
PRZEDSIEBIORSTWO INNOWACYJNO
WDROZENIOWE «IPOCHEM» SP. Z 0.0. Ta
Warsaw Pharmaceutical Works Polfa S.A. Ak
Hacnigok Biadbynuce 3MiHM Ha3BW Ta agpecu
BnacHvika CEP Ta 3miHa Ha3Bu BupobHuka AdI.
Cneuudikauis A®I Ta cneuudikauis nikapcbkoro
3acoby He 3MiHTbCA. XKoaHMX 3MiH LWoA0 MiCLb
BMpobHuuTBa A®I He Bigbynocs. 3milu | Tuny -
3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-
cepTudikaT BiaNoBiAHOCTI €BpONENChKin
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponenckkini hapmakonei: ans APl; onsa BuxigHoro
maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOI peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI
cepTugikar Bif y)ke 3aTBepKEHOr0 BUPOBHMKaA.
MopaHo oHoBNeHWU cepTudikaT BignoeigHocTi €
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No. R1-CEP 2006-233-Rev 03 ans gito4oi pe4oBuHn
[eKCnaHTEHOIY Bi 3aTBEPXXEHOrO BUPOBHWMKa
BASF SE, Germany Ha 3aMiHy cepTudikaTty
BignosigHocTi €O No. R1-CEP 2006-233-Rev 02, y
3B’513Ky 3 NPUBEAEHHAM A0 BUMOT Aito40i MOHorpadii
«Dexpanthenol» EP. Kpim Toro, nepiog nosTopHoro
BUNPoOyBaHHSA Aito4oi pe4oBUHM Byo NOAOBXEHO 3
12 micsiuie fo 36 micsiis. He Binbynocs ogHux
3MiH Yy BUpoBHMYOMY npoueci Ta y cneuudikadii
roTOBOro nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHn 3
akocTi. CepTtudikaT BignosigHocTi/l' E-ceptudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBReHWN
cepTudikarT Bif yke 3aTBepaKEHOro BUPOBHMKa.
[MopaHo oHoBNEHWUIA cepTudikaT BignoBigHocTi €O
No. R1-CEP 1997-113-Rev 03 ans gito4oi pe4oBuHM
[ekcnaHTeHony Bif 3aTBepaxeHoro BupobHuka DSM
Nutritional Products Ltd, United Kingdom Ha 3aminy
cepTtudikaty BignosigHocTi € No. R1-CEP 1997-
113-Rev 02, y 3B’A3Ky 3 npyBeAEeHHSM 4O BUMOr
firoyvoi MmoHorpadii «Dexpanthenol» EP. Agpecy
BUPOOHMYOT AinbHULI BkadaHo GinbLl aeTanbHo. He
BiaOynocs xoaHWx 3MiH y BUpobH1YoMy npoLeci Ta
y cneuudikauii roToBOro nikapcbkoro 3acoby.

49.

FAHIPENIKC
FEOEOH
PIXTEP

PO34MH Ans iH'eKuin
y nonepeaHbo
HanoBHEHOMY
wnpwuui no 0,25
Mr/0,5 Mn; ckNsiHWIA
wnpuy o6'emom 1
MI i3 3aKpinneHo
ronko 3
HepxxaBitoyoi cTani 3
YXOPCTKOIO
HacafKo, 3aKpUTUiA
npobkoto-nopLuHem
3i WwTokom, no 1 abo
6 wnpwuuis y
KapTOHHiI kopobui

BAT
"lepeoH
PixTep"

YropwuHa

BTOPUHHA
ynakoBKa, BUMYyCK
cepii: BAT
"l'epeoH PixTep",
YropwuHa;
BMPOGHMLUTBO
Hepo3dacoBaHOro
npoaykTy,
KOHTpPOIb SIKOCTI
(kpim
CTepUIbHOCTI),
nepBUHHA
ynakoska: BAT
"lepeoH Pixtep",
YropwuHa;
KOHTPOIb AKOCTI
(cTepunbHicTb):
BAT "TeneoH
PixTep",
YropwumHa

YropwuHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHUX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX OaHUX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHvKa Ansi
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiJMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iCHEHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
davina cuctemu hapmakoHarnsagy) - 3MmiHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoI 3a chapmakoHarnsg. 3miHa
MiCLIe3HaxX0omKeHHS MacTep-channa cuctemm
dapmakoHarnsgy. - 3miHa micusi 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.

3a
peuenmom

UA/20422/01/01
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50.

FACTPUTON
"OP. KNANH"

Kpanni opanbHi; No
20 mn, abo no 50
mn, abo no 100 mny
bnakoHi 3
KpanenbHuueto; no 1
nakoHy y
KapTOHHI Kopobui

AnbneH
dapma
m6X

HimeyvuuH
a

Op. N'yctas KnamH
'vm6X & Ko. KI

HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy (iHwi 3amiHn) OHOBMEHHS TEKCTY
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby.

6e3
peuenma

UA/8950/01/01

51.

FMEMOHT
TABJIETKU
XYBAJIbHI

TabneTku XyBanbHi
no 5 mr; no 10
Tabnetok y 6Gnictepi;
no 3 6nictepu B
KapTOHHIl kopobui

"menmapk
dapmacbloT
vkans Jlta.

IHAisA

menmapk
dPapmacbioTukana
JTo.

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NA MeaNYHOro 3acTocyBaHHs Ha NigcTasi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX BignoBigHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro4PKEHO 3 KOMMETEHTHUM YTNOBHOBaXEHUM
opraHom) - 3MiH1 BHECEHO [0 IHCTPYKUIii AN
MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby oo
po3ainy "OcobnuBocTi 3acTocyBaHHA" BigNOBIAHO 40
pekomeHaauin PRAC. TepmiH BBe4EHHS 3MiH -
npoTsarom 6 micsiLiB nicns 3aTBepmpKeHHs. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil XxapakTepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionoaibHux nikapcbkmx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHK Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS )XOOHWUX HOBUX A0AATKOBMX AAHWX) - 3MiHM
BHECEHO A0 iHCTPYKUii AN MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"MokasaHHs", "Cnocib 3actocyBaHHS Ta 4o3n",
"OcobnueocTi 3acTocyBaHHsA", "3acTocyBaHHs y
nepiop BariTHocTi abo rogyBaHHs rpyaar”, "MobiyHi
peakuii”, "3gaTHiCTb BNNMBaTU Ha WBMAKICTE peakuii
npu KepyBaHHi aBTOTpaHCNoOpTOM abo iHWnMK
MexaHiamamu" BignoBigHo Ao iHdopmaii
pedepeHTHOro nikapcbkoro 3acoby CUHIMYIIAP®,
TabneTku xxyBanbHi. TepMiH BBEOEHHS 3MiH -
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpAXKEHHS.

3a
peuerimom

He
nidnsicae

UA/13872/01/02

52.

FMEMOHT
TABJIETKHU
XYBAIJbHI

TabneTku xyBanbHi
no 4 wr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepu B
KapTOHHiI kopobuyi

neHmapk
dapmacbloT
vkans JlTa.

IHAis

neHmapk
dapmacbtoTukans
T,

IHAis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B

3a
peuerimom

He
nidnsizae

UA/13872/01/01
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nicnsipeecTpauiiHui nepiog, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX BignoBigHO
[0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0 iHCTPYKUii Ans
MeOMYHOro 3acTOCyBaHHSA Nikapcbkoro 3acoby oo
po3ainy "OcobnuBocTi 3acTocyBaHHA" BigNOBIAHO 40
pekomeHgauin PRAC. TepmiH BBe4eHHS 3MiH -
npoTsArom 6 micsuiB nicns 3aTBepmpkeHHs. 3MiHu |
Tmny - 3MiHun wopo 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsay. 3mMiHW y KOpoTKil XxapakTepuctuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
reHepnyaHnx/ribpnaHnx/6ionoAibHnx nikapcekmx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He noTpebye
HaJaHHS )XOOHWX HOBUX A0AATKOBMX AAHWX) - 3MiHM
BHECEHO A0 IHCTPYKLUii ANS MeanyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3gainis
"MokasaHHs", "Cnocib 3actocyBaHHs Ta 4o3n",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpyaato”, "MobivHi
peakuii”, "3gaTHiCTb BNNMBaTU Ha WBMAKICTb peakuii
npv KepyBaHHi aBTOTPAHCNOPTOM abo iHWMK
MexaHiamamu" BignoBigHo Ao iHopmaii
pedepeHTHOro nikapcbkoro 3acoby CUHIMYIIAP®,
TabneTku xxyBanbHi. TepMiH BBEOEHHS 3MiH -
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

53.

MINTAP®-M

TabneTkn, BKpUTI
NniBKOBOO
o06onoHkot, No
50/850 no 10
Tabnetok y 6nictepi,
no 6 Gnictepis y
nayui

TOB
"MONIMETP
1A,
anctpubyuis
Ta nocnyru"

CnoBeHis

BMPOGHMLTBO i
nakyBaHHsi rOTOBOI
nikapcbKoi chopmu,

KOHTpOnb cepii i
BUNYCK cepii:
CAIl
MAHY®AKTYPIHI
, CJ1Y., IcnaHis

KOHTpOrb cepii
(dpisuKo-ximMivHMI) i
BUNYCK cepii:
["aneHikym Xernc,
C.J1.Y., IcnaHis

Icnanis

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHa
3asBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460). BBegeHHs1 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
cuctemy chapmakoHarnsgy (BBeAeHHS y3aranbHeHUX
AaHuX Npo cucteMy papMakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Big
yrnoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKrYaym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
(paina cuctemu papmakoHarnsgy)
3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsag. [itoya
pepnakuis: Kats Mey'sik / Katija Pecjak. MNponoHoBaHa
pepakuisa: Axa bpangix YeHgak / Jana Brajdih
Cendak. 3miHa KOHTaKTHUX 4aHWNX YNOBHOBAXXEHOI
ocobu 3asBHMKA, BiANoBiganbHoI 3a

3a
peuerimom

UA/19966/01/01
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hbapmakoHarnag. 3miHa KOHTaKTHOT 0cobu 3asBHUKA,
BignoBiganbHoI 3a hapMakoHarnsag B Ykpaini. Lirova
pepnakuia: barranosa Pumma IropisHa.
MponoHoBaHa peaakuisi: MeTtposa KOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
chapmakoHarnag B YkpaiHi. 3miHa
MiCLle3HaxomKeHHA MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa micus
30iNCHEHHS1 OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.

54.

MMINTAP®-M

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkKoto, nNo
50/1000 mr no 10
Tabnetok y Gnictepi,
no 6 énictepis y
navui

TOB
"MONIMETP
14,
ancTpubyuis
Ta nocnyrn"

CnoBeHis,

BUPOBHMUTBO i
nakyBaHHSA roToBOI
nikapcbKoi chopmu,

KOHTPOSb cepil i
BUNYCK cepii:
CAl
MAHY®AKTYPIHI
, CJLY., IcnaHis

KOHTPOIb cepii
(cbi3nKO-XiMiYHMRA) i
BWMNYCK Cepil:
["aneHikym Xenc,
C.N.Y., IcnaHis

Icnanis

BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHa
3asBHUKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro
noceigyeHHs) (3rigHo Hakasdy MOS3 Big 23.07.2015 Ne
460). BBegeHHs 3MiH npoTsirom 6-Tu MicsauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHW Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBepneHHs abo 3MiHM 0 y3aranbHEeHUX AaHuX Npo
cuctemy hapmakoHarnsay (BBeAeHHs y3ararnbHeHux
AaHuX Npo cuctemy chapmakoHarnsgy, amiHa
yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
chapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(ainna cuctemu papmakoHarnsgy)
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuis: Kats Mey'sik / Katija Pecjak. MNponoHoBaHa
pepakuisa: AHa bpangix Yenpak / Jana Brajdih
Cendak. 3miHa KOHTaKTHUX 4aHWUX YNOBHOBaXEHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
dapmakoHarnag. 3miHa KOHTAKTHOT 0cobuM 3asiBHUKA,
BignosiganbHoI 3a hapMakoHarnsag B Ykpaini. fitova
pepakuis: battanosa Pumma IropisHa.
[MponoHoBaHa pepakuisi: MeTtposa KOnis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemm
hbapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
3[]iNCHEHHSA OCHOBHOI [isiNbHOCTI 3
apmakoHarnsay.

3a
peuerimom

UA/19966/01/02

55.

MILEPUH

pianHa (cybcTaHuis)
y 6o4kax
noniMepHux ans
BUPOGHMLTBA
HECTepPUITbHUX
nikapcbknx popm

MNAT
"Tannidap
"

YkpaiHa

MAT "Tannudapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu
| Tuny - 3miHn 3 skocTi. A®L. KoHtpornb A®I. 3miHa y
napameTpax cneuudikauinn Ta/abo gonycTuMmnx Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiOHWUIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BMKOPWCTOBYOTBCS Y npoLeci BupobHuutea AdI

UA/12710/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
(iHWi 3miHN)- CynyTHS 3miHa- 3MiHn 3 sikocTi. ADI.
KoHTponb A®l. 3miHa y MmeTogax BunpobysaHHst AP|
abo BuxigHoro martepiany/npomikKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETBLCH Y
npoueci BUpobHuuTea A®| (He3HauHi 3MiHN y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
npvBeAeHHs cneuudikauii Ta MeToaiB KOHTPOMO
cy6eTaHuii go BuMor moHorpadpii APY 2.6 "5.1.4
MikpobGionoriyHa YMcToTa HECTEPUIBHUX
chapmaLeBTUYHNX NpenaparTis i cybcTaHuin ans
dapmMaLeBTUYHOro 3aCTOCyBaHHA" 3a MOKa3HMKOM
"MikpobionoriyHa yuctoTa", a came BUyYEHHSAM
cdopmyntoBaHHS "He Ginblue". TakoX BUNpaBneHHs
NMOMUIKV B OQVHULAX PO3MIPHOCTI B KpUTepii
NPUNHATHOCTI 3a nokasHukoM "MikpobionoriyHa
4ncToTa", a caMe 3a3HaYeHHS «MIT» 3aMiCTb «r»
56. | TMIOKOBAHC® | Tabnetku, BKpUTI Mepk CaHte PpaHuis Mepk CaHTe, PpaHuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a UA/5390/01/02
NNiBKOBO c.a.c. ®paHuin | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
o6onoHkoto, no 500 capmakoHarnsgy (iHwi 3amiHu) - 3MiHM BHECEHO B
mr/5 mr, no 15 TEKCT MapKyBaHHSA nepBuHHOI (N. 6 . «IHLWE») Ta
Tabnetok y Gnictepi; BTOPUHHOI (N.17. «IHLE») ynakoBoK nikapCcbkoro
no 2 6nictepu B 3acoby. BeeaeHHst 3MiH npoTaroM 6-tu micauiB nicns
KapTOHHIN KOpoOLyi; 3aTBEPAXKEHHSA
no 20 TabneTok y
6nictepi; no 3
Gnictepu B
KapTOHHIl kopobui
57. | TMIOKO30- NOpPOLLIOK AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHn bes UA/0758/01/01
TONEPAHTHU [o30BaHui, 75 "®apmak” | Trny - 3miHKn 3 akocTi. FoToBUIA NikapCbkMi 3acib. peuenma
N TECT r/nakeT; no 75,75 Cuctema KoHTenHep/3akynoptoBarnbHuii 3aci6. 3miHa

NMOPOLLIKY B NakKeTi;
no 1 nakeTy B nayuj

nocTavanbHuKa nakyBanbHUX MaTtepianis abo
KOMMMEKTYIoUMX (SKLLO 3a3HaYeHo B AOCHE) (3aMiHa
abo gopaBaHHA nocTavanbHUKa), BHECEHHS
anbTepHaTMBHOrO NocTavanbHyKa honbroneHy
(dbonbrv antomiHieBoi namiHOBaHOI Nanepom Ta
nonietuneHom) — ®inii «Binak» TOB «CtonuunHuin
MnuHY, YkpaiHa. 3atBepaxeHo: MTC Polska
Sp.Z.o0.0.,Monbwa TOB Antpena, YkpaiHa
3anponoHoBaHo: MTC Polska Sp.Z.0.0.,Monbwa
TOB Antpeig, YkpaiHa ®inist «BiHnak» TOB
«CTonuyHui MnuHy, Ykpaina 3mitu | Tuny - 3miHm 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHUiA 3aci6 (iHLWi 3MiHK),
BUny4eHHs 3 p. 3.2.P.7. Cuctema
KOHTEeWHep/3aKynoptoBarnbHuiA 3acib HeakTyarnbHy
crneundikaLito Ha onbry antoMiHIEBY APYKOBaHY,
OCKinbku doornbra antoMiHieBa ApykoBaHa OKpemMo He
BMKOPUCTOBYETLCS B SIKOCTi MEPBUHHOMO NaKyBaHHs!
Ans AaHoro nikapcekoro 3acoby. 3minu | Tuny -
3MiHu 3 akocTi. [oToBMI Nnikapcbkui 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
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napameTpiB cneuudikauin Ta/abo 4onyCcTUMMNX MeX
NepBUHHOI YNakoBKW FOTOBOTO NikapCbKoro 3acoby
(iHWi 3MiHK), BHECEHHS 3MiH Y crieumdikaLito
marepiany nepByYHHOI YNakoBKu1 — )OMbronneH
(cpbonbra antomiHieBa NamiHOBaHa nanepom Ta
nosnieTMneHoM) 0 NoKasHWKIB « 30BHILLHI BArNSA»
Ta «WinbHicTe honbronneny». 3miHm | Tuny - 3MiHn
3 skocTi. FoToBMIA nikapcbkuid 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MeX
NepBUHHOI YNakoBKM FOTOBOTO NikapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)), BUNyYeHHs MOKa3HWKIB
«Martepianu», «['paciyHe opopmMneHHs,
NPaBWIbHICTb HAHECEHHS TEKCTY», «Po3Mipu
pynoHy», «llnpuHa donbronneHy», «BusaHavyeHHs
HafiNHOCTI HAHEeCEHHS ApyKapcbkux dapb Ta
3aXMCHOro naky Ha cponbry (Aaresis
cdnekcorpadcbkoro apyky)», « CTilkicTb
NMOBEPXHEBOrO LWapy OonbronseHy 40 BUCOKOI
Temnepatypu (TemnepaTtypHuii TecT)» Ta
«CknetoBaHHsi 3 NBX» 3i cneuudikauii matepiany
NepBUHHOI YNakoBKu — chornbronnery (ponbra
anoMiHieBa NamiHoBaHa nanepom Ta
nonietuneHom). 3 meToto yHidpikauii posginy
peecTpauinHoro gocbe 3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acib 3anponoHoBaHo
€VHY, YHiBepcarnbHy pefakLito po3giny.

58.

TPUNAYT
FAPSYUIA
HAMIA

NMopOLLOK A1
oparnbHOro PO3yunHy,
no 6 ry nakeTuky,
no 10 nakeTukiB y
KapTOHHiI kopobui

€Bpo
INandkep
Mpawnsit
JlimiTen

IHAin

OC Nimiten,
IHAis;
EBepTomkeH
Jland CaeHcums
NimiTen, IHaia

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3amiHm) OHOBNEHHSI TEKCTY
MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI YNaKoOBOK
nikapcbkoro 3acoby, a came: BHECEHHS He3HaYHUX
pefakuifH1X NPaBoK MO TEKCTY; JONOBHEHHS
po3ainiB iHopMaLiero Npo HAHECEHHS NepPeEMiHHUX
OaHux (cepis, TepMiH NnpuaaTHoCTI, AaTa
BWIOTOBIIEHHS, peecTpaLiiHe NOCBIAYEHHS); a TakoX
y n. 17. IHWE Ta n. 6. IHWE yTo4YHeHHsa aaHux wono
HasiBHOCTi MoroTuny BUpobHMKa Ta 3asBHUKA, a
TaKoX TEXHIYHOI iHdopmalLlii.

TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiliB nicns
3aTBEPAKEHHS.

6e3
peuenma

UA/15361/01/01

59.

OAP®EH®
YNbTPAKANN
200

Kancynu m'ski no
200 mr, no 10
Kancyn y énictepi,
no 1 6nictepy y
nayui

MpAT
"®apmaneBt
nyHa cipma

"OapHuus”

YkpaiHa

®din IHTep ®apma
Ko., NTA., B'eTHam
(BUpPOBHULTBO
roToBOI NpogyKuii,
nepBuUHHE i
BTOPWHHE
nakyBaHHs1,
KOHTpOMb Ta
BUNYCK cepin;

B'eTHam

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu
| TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
iHCTPYKLUIT ANs MeAMYHOro 3acTOCyBaHHSA Ha NigcTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat

bes
peuenma

nidnsizae

UA/20095/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KOHTPOb SIKOCTI) OLHKM 3BiTY 3 JOCNiAXeHb, NpOBeAEHMX BiANOBIgHO
A0 nnaHy neaiaTpnyHmx gocnigxkers (PIP) (3miHy
Y3ro[DKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom) -
3MiHU BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainis
"OcobnumeocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLlii 3 6e3neku
niroYoi pevoBumHuM (iBynpodpeHy) 3rigHo 3
pekomeHaauismn PRAC.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPKEHHS.
60. | QAP®EH® Kancynm m'siki no MpAT YkpaiHa din IHTep ®apma B'eTHam BHECEHHS1 3MiH O peecTpaLinHmMx maTtepianis: 3MiHu 6e3 nidnsicae UA/20095/01/02
YNbTPAKAIN 400 wmr; no 10 "®apmaueBT Ko., NTA., B'eTHam | TMny - 3MiHKn wopno 6esnekn/edekTUBHOCTI Ta peuenma
400 kancyn y énicrepi; nyHa dipma (BMPOGHMLITBO dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
no 1 Gnicrepy y "NapHuus" roToBOI NPOAYKLUIi, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
navui nepBuHHE i IHCTPYKUIT ANS MEAMYHOro 3aCTOCyBaHHSA Ha nigcTasi
BTOPUHHE perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nakyBaHHs, nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
KOHTPOMb Ta 3acTocyBaHHS NikapCcbKoro 3acoby B
BUMYCK Cepin; nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
KOHTPOIb SIKOCTI) OLiHKM 3BiTY 3 4OCNiAXeHb, NPOBEAEHMX BiAMNOBIgHO
A0 nnaHy neaiaTpuyHmx gocnigxkeHs (PIP) (3miny
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIQHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
Aitoyoi pevoBuHU (iBynpodeHy) 3rigHo 3
pekomMeHaauisimn PRAC.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS.
61. | OEKAPUC Tabnetku no 50 wr, BAT YropuuHa NOBHUIA LMK PymyHis/ BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 6es nidnsizae UA/6866/01/01
no 2 tabnetkn y "lepeoH BMPOGHMLUTBA YropuuHa | Tuny - 3miHn Wwopo 6e3nekn/edeKkTNBHOCTI Ta peuenma
6nicTepi; no 1 PixTep" roToBOI NpoayKuii, dapmakoHarnsgy (iHwi 3miHu) 3MiHM BHECEHO B
Gnictepy B nakyBaHHs1, iHCTPYyKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
KapTOHHIN ynakoBLii KOHTPOMb Ccepii: nikapcbkoro 3acoby B po3ain «Micue3HaxomxeHHs
epeoH Pixtep BMPOGHMKIB Ta agpecu Micus NpoBafKeHHs! ix
PymyHia A.T., [isiNbHOCTI», a caMme BUIy4YeHo iHdopMmaLiio npo
PymyHis; Bunyck BMPOBHMUTBO 3a NiueHsieto. BignosigHi 3amiHm
cepil, BHeceHo y N.17 «IHLWE» TekcTy MapkyBaHHS
odpopMIeHHs NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
cepTudikarTis 3aco0y, a Takox n.11 «HanmeHyBaHHs i
sakocTi: BAT MicLie3HaxoaXeHHsi BUpobHUKka Ta/abo 3asiBHMKa»
"lepeoH PixTep", TEKCTY MapKyBaHHS BTOPUHHOI YNaKOBKW; YyTOYHEHO
YropwumHa iHdbopMmaLito Wwoao iHauBiayanbHoro koay. TepmiH
BBeJEHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPKEHHS
62. | OEKAPUC Tabnetkn no 150 wmr; BAT YropwuHa NMOBHUI LMK PymyHis/ BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHn 6e3 nidnsieae UA/6866/01/02
no 1 tabnetuiy "eneoH BMPOGHMUTBA YropwuHa | Tuny - 3miHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta peuenma
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Gnictepi; no 1 PixTep" roToBOI NpoayKuii, capmakoHarnagy (iHwi 3miHM) 3MiHM BHECEHO B
6nictepy B naKyBaHHs, IHCTPYKUIiO ANs MEAUYHOrO 3aCTOCYBaHHS
KapTOHHIN ynakoBLj KOHTPOSb cepii: nikapcbkoro 3acoby B po3gin «MicuesHaxomkeHHs
epeoH PixTep BUPOOHMKIB Ta agpecu Micusi NpoBampKEHHS iX
PymyHia A.T., AISNbHOCTI», a caMe BUIy4eHo iHopMaLliio npo
PymyHis; Bunyck BMPOBHMUTBO 3a NileH3ieto. BignosigHi 3amiHm
cepii, BHeceHo y N.17 «IHLWE» TekcTy MapkyBaHHS
ohopMneHHs NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
cepTugikaTis 3acoby, a Takox n.11 «HanmeHyBaHHs i
qakocTi: BAT MicLle3HaxomKeHHs BUpobHMKa Ta/abo 3asiBHMKa»
"l'epeoH PixTep", TEKCTYy MapKyBaHHSA BTOPUHHOI YNaKOBKM; YTOYHEHO
YropwmHa iHdbopmauito Wwoao inaneigyansHOro kogy. TepmiH
BBEAEHHSA 3MiH NpoTArom 6 micauis nicnsa
3aTBEPAKEHHSI
63. | QUPJTIOKAH® kancynu no 100 wmr; Mdpaiizep CLWA PapeBa Ambya3s dpaHuis BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a He UA/5970/02/02
no 10 kancyny IHK. | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nidnsicae
6nictepi; no 1 dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctuui
6nictepy B nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
KapTOHHIN ynakoBLj IHCTPYKUIT 4NA MeanYHOro 3acTocyBaHHs Ha NigcTasi

perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLHKM 3BIiTY 3 4OCNiAXEeHb, NPOBEAEHMX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHW BHECEHO [0 iHCTPYKUi ANs MEAUYHOro
3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaato” BignosigHO Jo OHOBNEHOI iHopMaLlii 3
6esneku fjtoyoi pe4oBmHW. BBeaeHHS 3MiH MpOTArom
6-TW MicsLiB Nicns 3aTBEPOXEHHS.

64. | QUPNIOKAH® kancynu no 150 wmr; Mdpanzep CLA dapeBa Ambya3s PpaHuis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn bes He UA/5970/02/03
no 1 kancyni B IHK. | TMny - 3MiHK Wwopno 6esnekn/edekTUBHOCTI Ta peuenma nidnseae
6nicTepi; no 1 dapmakoHarnsay. 3miHa y KopoTkiii xapakTepuctui
6nictepy B nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
KapTOHHIN ynakoBLii IHCTPYKUIiT ANS MEAMYHOro 3aCTOCyBaHHS Ha nigcTasi

perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCRigKEHb, NPOBEAEHUX BignoBigHO
[0 nnaHy nepiaTpuyHmx gocnigpkeHs (PIP) (3miHy
Y3ro[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO [0 iHCTPYKLiN Anst MEAUYHOTO
3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHs y nepioa BariTHOCTi abo rofyBaHHs
rpyaato” BianoBigHO [0 OHOBMNEHOI iHhopMaLlii 3
6e3neku gitoyoi pe4oBMHU. BBeAEHHS 3MiH MPOTSAroM
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6-TV MicsUiB nicns 3aTBEPOKEHHS.
65. | AUPIIIOKAH® kancynu no 50 wr; Mdpansep CLWA dapesa Ambyas PpaHuis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/5970/02/01
no 7 kancyny IHK. | TMny - 3MiHK WwWopao Ge3nekn/edheKkTUBHOCTI Ta peuenmom nidnsicae
6nictepi; no 1 dapmakoHarnsaay. 3miHa y KopoTkii Xxapakrepuctuui
6nictepy B nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
KapTOHHIN ynakoBLj iHCTPYKLUIT ANA MeAMYHOro 3acToCyBaHHS Ha nigcTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHWN BHECEHO [0 iHCTPYKLiN Anst MeANYHOro
3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpy4aar” BignoBigHO A0 OHOBMEHOI iHhopMalii 3
6e3neku fitoyoi peyoBnHU. BBeaeHHst 3MiH NpoTAroM
6-Tn MicauiB nicns 3aTBEPAXKEHHS.
66. | QUPTANBb® Kpanni o4Hi 0,1%, no AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiiHix maTepianis: 3miHn 3a He UA/10548/01/01
5mnabo 10 mny "®apmak” | TMny - 3MiHKn Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom nidnseae

cdnakoHi; no 1
dnakoHy B nayui

dapmakoHarnsaay (iHwi 3miHu) - 3MiHN BHECEHO A0
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ain "MobivHi peakuii" woao
3BiTyBaHHs Npo nobiyHi peakuii. BBeaeHHs 3miH
npoTarom 6-Tu micsuis nicnsi 3aTBepaXKeHHs. 3MiHu |
TMny - 3MiHM Wwopao 6e3nekn/eeKkTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHN BHECEHO A0
TEKCTY MapKyBaHHS yNakoBOK Nikapcbkoro 3acoby, a
came: BUIy4eHo Ay6nioBaHHSA TEKCTY POCIACHKO
MOBOIO, KOHKPETU30BaHO iHOpMaLito LLoa0
norotuny. BeBeAeHHsi 3MiH NpoTAroM 6-Tu micsauis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHa
Y KOpOTKii XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIOXKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHUX
pocnimkeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHVM YNOBHOBaXXEHNM OpraHom) - 3miHu
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCYBaHHSI NiKapCcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaato” BignoBigHO [0 OHOBNEHOI iHopMaLii 3
6esneku fjtoyoi pe4oBmHW. BBeaeHHsS 3MiH MPOTArom
6-TW MicaUiB nicnsa 3aTBepAXXEHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
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3acoby ynakoeka) noceid4yeHHs1
67. | OOKCUUMUKIIIH | kancynu no 100 mr TOBAPUCT YkpaiHa BUNYCK cepii: YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 3a He UA/1307/01/01
Yy no 10 kancyny BO 3 ToBapucTso 3 | Tvny - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. peuenmom | niidnseae
riaQPOXNOPUL | Gnictepi; no 1 OBMEXEH obmMexeHo 3MiHM y BUpobHMUTBI. 3MiHa iMnopTepa/3amiHu, LWwo
Gnictepy y kopobui 3 (0],0) BignoBiganbsHicTo CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTI
KapTOHY BIANOBIOA "XapkiBcbke roTOBOrO fikapCbKoro 3acoby (3amiHa abo
JNIBHICTIO (hapmaLeBTNYHE [ofaBaHHS BUPOOHMKa, LLO BiAMNOBI4AE 3a BBE3EHHS
«KOPIMOPA nignpUeMcTBO Ta/abo Bunyck cepii) - He Bkmnoyao4m
LA "3popos's KOHTpOnb/BMNPoByBaHHs cepii - floaaBaHHs dyHKLT
«300POB’A Hapogay", BUMNYCK Cepii BXXe 3aTBepA)KEHOMY BUPOBHUKY:
» YkpaiHa; Bci ctagii ToBapuncTBO 3 0OMEXEHOI0 BifgnoBiganbsHiCTO
BMPOOHMLTBA, "®apmaueBTnyHa komnaHis "3gopos'a” (YkpaiHa,
KOHTPOMb AKOCTi: 61013, XapkiBcbka 0611., MicTO XapkiB, Bynmus
ToBapucTBo 3 LLleByeHka, ByamHok 22), AKMiA Bignosigae 3a BCi
obmexeHo cTagii BUpOBGHMLUTBA, KOHTPOIb AKOCTI.
BigNoBiganbHIiCTIO 3MiHW BHECEHO B IHCTPYKLit0 ANs MeANYHOro
"®APMEKC 3acTocyBaHHS nikapcbkoro 3acoby y po3again
reyn., "MicuesHaxomeHHs BUpobHMKa Ta agpeca micus
YkpaiHa; NPOBAMKEHHA MOro AisnbHOCTI" 3 BigNoBigHMMN
BCi cTagii 3MiHamMK B TEKCTi MapKyBaHHSA ynakoBok. BBegeHHA
BUPOOHMLTBA, 3MiH NPOTArom 6-T MicsILIB MiCNsi 3aTBEPOXKEHHS.
KOHTPOJb SIKOCTI, 3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
BUNYCK cepii: Ta hapmakoHarnsay (iHwi 3miHn) OHOBNEHHSI TEKCTY
ToBapwucTso 3 MapKyBaHHS yNakoBKM Nikapcbkoro 3acoby, a came:
obmexeHo KOHKPETU30BaHO NMOroTWN BUPOBHMKA, iHLLY TEXHIYHY
BiANOBIgANbHICTIO iHdbopMmaLito Ta BUNYYEHO 3 NYHKTIB TEKCTY
"®apmaueBTniHa MapKyBaHHs nepeknag iHpopmallii pociicbKoro
KOMMaHis MOBOt0. BBeAEeHHS 3MiH NpoTAroM 6-tu micAuiB nicns
"3popos'sa", 3aTBEePAKEHHS
YKpaiHa
68. | OOUETAKCEN KOHLeHTpaT Ans Akkopa Icnanis BUPOGHMLTBO, IHpis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu 3a UA/17408/01/01
AKKOPO PO34MHY Ans Xenckea KOHTPOMb SIKOCTI, Benwuka | Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta peuenmom
iHdpysin, 20 mr/mn; C.ny. nepBuHHe Ta BputaHia/yr dapmakoHarnsaay. BeegeHHst abo 3miHn go
no 1 mn (20 mr) abo BTOPUHHE opwwmHa/Ma | ysaranbHeHVX AaHux Npo cucTeMy dbapmakoHarnsgy
4 mn (80 mr) abo 8 nakyBaHHsi: [HTac | nbta/Typeuy (BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
mn (160 wmr) y dapmacbioTikanc nHa/ dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOi ocobw,
cdnakoHax, no 1 NimiTen, IHais; MNonblia BiANoBiganeHoI 3a 34icHeHHsA dhapMakoHarnaay;

drakoHy B
KapTOHHIN navui

IHTac
dapmacbioTikanc
NimiTen, IHais;
BTOPUHHE
naKyBaHHS:
Akkopp Xenckea
JimiTen, Benuka
Bpuranis;
CuHonTus
IHgactpian Cn.3
0.0., MNonbLya;
KOHTPOIb SIKOCTI
cepii:
€BpodiHC
AHanitikan

KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
3[iNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemu hapmakoHarnsigy); 3miHa
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag,.

[Hitoua pepakuisi: Arata leceud / Agata Gesiewicz.
MponoHoBaHa pepakuis: Apnetta BepuHcbka /
Arletta Werynska.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a chapmakoHarnsg. 3MiHa
KOHTaKTHOI 0coOu 3asBHUKA, BianoBsigansHoI 3a
¢apmakoHarnag B YkpaiHi. fitova pegakuis: Wynby
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

Cepsgices XaHrepi
KdpT., YropiimHa;
dapmagokc
Xenckea Jl1g.,
ManbTa;
BUPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHsi: OHkO
Inak CaH. Be Tigx.
A.C., TypeyuunHa;
BignoBsiganbHUN
3a BUMYCK cepii:
Akkopa Xenckea
JlimiTen, Benuka
BpuTtaHis;
KOHTPOIb AKOCTI
cepil:
PAPMABANIA
Jita. , YropwuHa;
BignoBsiganbHUN
3a BUMYCK cepii:
Akkopa Xenckea
Moncka Cn.,
[MonbLla

Onbra CepriiHa. NponoHoBaHa pegakuis: Mancrtep
MapwuHa 'eHHagiiBHa.
YTOYHEHHS W00 MiCLE3HaXOMKEHHSI MacTep-
canna cuctemum chapmakoHarnsgy. Y TOHHEeHHs
oo Micust 30iMCHEHHSA OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

69.

AOPOBENIC

TabneTkn, BKpUTI
NniBKOBOKO
obGornoHkoto, 3
mr/14,2 mr; no 28
TabneTok, BKpUTKX
NniBKOBOKO
060soHKOW, Y
GnicTepi (24 poxesi
aKkTuBHi TabneTtku Ta
4 6ini TabneTkn
nnaue6o); no 1 abo
no 3, abo no 6, abo
no 13 6nictepis
pa3oM i3 KapTOHHUM
dyTnapom ans
30epiraHHsi 6nictepa
Ta1,3,6a6o013
CaMOoKINeYuMm
TWKHEBUMMN
KaneHgapsiMu-
cTUKepamu y
KapTOHHiI kopobLyi

BAT
"epeoH
PixTep"

YropwuHa

BUPOBHMLTBO
roToBOI NiKapCbKoi
copmu, dacoska,

ynakoBka,
KOHTPOIb AKOCTI
(ximiko-gpi3nyHi
NMOKA3HWUKM),
Bunyck cepii: BAT
"lepeoH Pixtep",
YropLuHa;
KOHTPOb AKOCTI
(mikpobionorisi):
BAT "T'eneoH
PixTep",
YropwuHa;

BUPOBHMLTBO
roTOBOI NiKapCbKoi
cdopmu, dacoska,

ynakoBka,
KOHTPOIb AKOCTI
(ximiko-gpi3nyHi
NOKa3HWKM),
BUMYCK cepii:
Xaynt ®apma
MioHcTep Mm6X,
Hime4umnHa;

YropwwmHa/
HimevuunHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHn
| Tuny - 3miHK 3 sikocTi. ADI. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHWUX BUNpobyBaHb/Nepioay
30epiraHHst abo ymoB 36epiraHHst AdI (3a
BiJCYTHOCTI Y 3aTBep)KeHOMY JOCbE cepTudikara
BignoBigHOCTi EBponenchki hapmakonei, Lo
BKIIOMaE nepiof NOBTOPHOro BUNpOoGyBaHHSA)
(nepiog noBTOpHOroO BUNpPobyBaHHA/Nepios
36epiraHHs) - 36inbLueHHst abo BBeAEHHS nepioay
noBTOpHOro BUNpobyBaHHsa/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCHiAKeHb Y peanbHOMY Yaci -
36inbLUEeHHs TepMiHy MOBTOPHOrO BUNPODYBaHHSA
A®I 3 12 go 36 micauis. BBegeHHs 3MiH npoTsirom 6-
TU MiCALiB Nicns 3aTBepPKEHHS

3a
peuerimom

UA/20281/01/01
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KOHTPOIb SKOCTI
(mikpobionoris):
TEX®apm M'm6X,
Himeuumnna;
KOHTPOIb AKOCTI
(mikpobionorisi):
Jlabop JIC CE eHp
Ko. KI', HimewunHa
70. | QyoKonTt Kpanni OYHi, pO34mH; JIABOPATY PdpaHuis Oendapm Typ PdpaHuis BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHu 3a UA/18728/01/01
nosSwmny AP TEA | TMny - 3miHu 3 akocTi. FoToBUIA NikapcbkMi 3acib. peuenmom
H6araTogo3oBomy 3MiHM y BUpoBHMUTBI. 3MiHW ¥ npoueci BUpobHuLTBa
bnakoHi 3 HaCOCOM i roTOBOro Nikapcbkoro 3acoby, BKOYaum
3aXUCHUM NPOMIDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MpU
KOBMa4ykom; no 1 BUPOBHMLTBI rOTOBOrO NikapcbKoro 3acoby
dnakoHy y (He3Ha4Ha 3MiHa y npoueci BUpoGHMLTBA),
[OMOMIDKHOMY BHECEHHSs anbTepHaTnBHMX 0,2 MKM QinbTpiB 3
npucTpoi Ang nonisiHiniaeHdTopmay PES Sartopore 2 —
nocTasku; no 1 abo 5442507H1 Big BMpoOHMKa Sartorius fo Bxe
no 3 conakoHn y 3aTBepmxeHnx ginbtpis AB1DFLP a6o ABOSDFLP
Kopobui abo no 10 Bi BUpobHuka Pall Ha cTagii npurotyBaHHs
My KiHLeBoro po3uunHy (ctagis V). 3MiHu | Tuny - 3miHn
GaraTtogo30BOMY 3 sikoCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHN y
naKkoHi 3 HACOCOM i BMPOGHMLUTBI. 3MiHM BUNpobyBaHb abo AonycTummx
3axXMCHUM MeX, BCTaHOBMNEHNX y cneumdikauisx, nig yac
KoBna4kom; no 1 BMPOBHMUTBA FOTOBOIO NiKapcbKoro 3acoby (iHLui
drakoHy y 3MiHM), [OOABaHHSA HOBMX JOMYCTUMMNX MEX 00
OOMOMDKHOMY NOTOYHOTO 3aTBEPAXKEHOIO BUNPOOYBaHHS LiMiCHOCTI
NpUCTPOI ANA dinbTpa y 38’A3Ky i3 A40AaBaHHAM anbTepHaTUBHOIO
pocrtaeku; no 1 abo cTepwunisauinHoro dinbtpa PES Sartopore 2 —
no 2 onakoHu y 5442507H1 Big BMpobHuka Sartorius. 3miHu | Tuny -
KopoobLi 3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLUTBI. 3MiHM BUNpobyBaHb abo JonycTummnx
MeX, BCTAHOBIEHWX Y cneumadikauisx, nig yac
BMPOGHMLTBA rOTOBOrO flikapcbkoro 3acoby
(3BY>XKEHHSA AONMYCTUMUX MEX), 3BY>KEHHS
OOMNYCTUMMX MEX BUNPOOYBaHHS Ha
GioHaBaHTaxeHHs nig Yac BupobHuuTea 13 Ha
ctagii Il (MpurotyBaHHa remo: PosuunH A), a came i3
«=< 100 KYO/mn» Ha «< 100 KYO/ 100 mn».
71. | EBKACIMPEN crpew HasanbHU CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 6e3 UA/17018/01/01
1,0 mr/mn; no 10 mn YKpaiHCbKO- YKpaiHCbKO- YTOUYHEHHS1 HAaNMCaHHsI PEECTPALiNHOT NpoLieaypu B peuenma
Y KOHTEeNHepi 3 icnaHcbke icnaHcbke Hakasi MO3 Ykpainu Ne 1275 Big 22.07.2024 Ta Ne
npo6koto- nignpuemcTs nignpueMcTBO 1714 Big 08.10.2024 - 3MiHu | TUNY - 3MiHK 3 sIKOCTI.
PO3NUIOBAYEM i o "Cnepko "Cnepko YkpaiHa" CeprudikaT BignosigHocTi/l E-cepTudikat
KPWLLIKOIO 3 Ykpaina" BiAMOBIAHOCTI €BpONENChHKil

KOHTPONEM NepLLoro
BigKkpuTTA, Mo 1
KOHTEeWHepy y nayui
3 KapTOHY

apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei: anst AdDl; ana BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOGHULTBI ADI; ans
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Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

yeaHHSs1

peecmpauiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€sponelicbkin hapmakonei) - OHoBReHWN
cepTudikat Bif y)Ke 3aTBEpKEHOro BUPOBHMKa -
nogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
E€sponevicbkin dapmakonei R1-CEP 2017-054-Rev
00 Big 3aTBEpAXeHOro BUpobHMKka Predsiebiorstwo
Innowacyjno-Wdrozeniowe IPOCHEM Sp. Z o. o.,
Poland gjtouoi pe4oBuHM KCMNomeTasoniHy
rigpoxnopua B 3B’s13Ky 3i 3MiHOK Ha3BM BUPOOHUKa
(3aTBepakeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland; 3anponoHoeaHo: R1-
CEP 2017-054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland). 3mitu | Tuny - 3MiHu 3 skocTi.
CepTudikat BignosigHocTi/E-cepTudikat
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponeicbkin dhapmakonei: gna APl; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yke 3aTBepAKeHOro BUPOOHMKa -
noJaHHsi OHOBMNEHOro cepTudikaTy BignNOBIgHOCTI
€Bponelicbkint papmakonei CEP 2017-054-Rev 01
Bif, 3aTBEpaXeHoro BupobHuka WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gito4oi pe4oBuHu
KCUITOMETa30riHy riApoXropuA B 3B’A3Ky 3i 3MiHO
Ha3Bu BUpobHuka (3aTBepaxeHo: R1-CEP 2017-
054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland; sanponoHosaHo: CEP 2017-054-
Rev 01 ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A., Poland)

UA/18958/01/01

72.

EBKACMNPEU
TYPBO

crpew HasanbHui,
nososaHuni 1,0
mr/mn, no 10 mny
nonieTuneHoBomy
KOHTeWHepi 3
HacocoMm 3
poanunioBavemM y
nadui 3 KapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemcTs
o "Cnepko
Ykpaina"

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
YTOYHEHHS HanMcaHHA peecTpauivHol npoueaypu B
Hakasi MO3 Ykpainn Ne 1275 Big 22.07.2024 ta Ne
1714 Big 08.10.2024 - 3MiHu | TUNY - 3MiHK 3 sIKOCTI.

CeptudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHoOCTi
€Bponelickkini hapmakonei: ans Adl; ans BuxigHoro

maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans

[OMNOMiXHOI pevoBUHU (cepTudikaT BignosigHocTi

6e3
peuenma
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yxxe 3aTBEPOKEHOro BUPOBOHMKA -
nogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€Bponeickkin dpapmakonei R1-CEP 2017-054-Rev
00 Bin 3aTBepaXeHoro BMpobHuka Predsiebiorstwo
Innowacyjno-Wdrozeniowe IPOCHEM Sp. Z o. o.,
Poland gito4oi pe4oBmHU KcunomeTasoniHy
rigpoxnopua B 38’s13Ky 3i 3MiHOK Ha3BW BUPOGHMKa
(3aTBepakeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland; 3anponoHosaHo: R1-
CEP 2017-054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland). 3minHu | Tuny - 3miHn 3 sKocTi.
CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponencekint hapmakonei: ans APl; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNEeHUiA
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPOOHMKa -
NOoAaHHS OHOBNEHOro cepTudikaTy BiANOBIAHOCTI
€Bponelicbkint hapmakonei CEP 2017-054-Rev 01
Big 3aTBepAxeHoro BupobHuka WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gito4oi pe4oBuHM
KCUNIOMEeTa30riHy rigpoxnopua B 3B’A3Ky 3i 3MiHOO
Ha3Bu BUpOOHKMKa (3aTBepaxeHo: R1-CEP 2017-
054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland; sanponoHosaHo: CEP 2017-054-
Rev 01 ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A., Poland)

73.

ErNOHIN®

Tabnetkun no 200 wr;
Ne 12 (12x1): no 12
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHiIl kopobui

Heypakcdap
M
Ap3HelnmiTTe
nb MM6X

HimeyuuH
a

OEJIb®APM
APKOH

DdpaHLuis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
- OHOBNEHHS BXe 3aTBEpKeHNX METOAIB KOHTPOIO
AIKOCTI Nikapcbkoro 3acoby, a came: BUKNaAeHHS
TEKCTY Aep>KaBHOK MOBOIO 3rigHO Cy4aCHWX BUMOT

3a
peuerimom

UA/3818/01/01

74.

ENEBIT®
NPOHATAIb

TabneTkn, BKpUTI
NNiBKOBOIO
o6onoHkoto; no 10
Tabnetok y 6nictepi;
no 3 abo 10
GnicTepiB y
KapTOHHiI kopoOLyj;
no 20 TabneTok y

Banep
KoHcblomep
Kep Al

LLisenuapi
o

OpaxeHodapm
Anotekep lMownb
'm6X

Himeyuunna

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTI
€Bponenickkin hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeOBXiAHICTIO NPUBEAEHHS Y
BiAnNoBigHicTb o MoHorpadii AdPY abo
€BponencbKoi hapmakonei, abo iHLWOoi HauioHanbHOI
apmakonei gepxasu E€C (3miHa y cneuudikauisix,

be3
peuenma

UA/9996/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Gnictepi; no 5 noe'sA3aHa 3i amiHamu B 1PY, abo €Bponewncokin
6nictepiB y dapmackonei, abo iHLiN HauioHanbHiIn hapmakonei
KapTOHHIl kopobui nepxasu €C) - OHoBneHHs ASMF gnsa A®| marito
(y BUrMsi4i MarHito okcuay nerkoro) Big BUpobHMKa
Dr. Paul Lohmann nos'a3aHre 3i 3miHamu y
MoHorpadii €Bponeincbkoi dhapmakonei
75. | ENIFAPQL 22,5 NOPOLLOK ANs Pekopaari ITania BignosiganbHUM HigepnaHam | BHeceHHs 3MiH 4O peecTpauinHux maTtepianis: 3MiHn 3a UA/5758/01/02
Mr NPUroTyBaHHS IHpacTpia 3a BTOPUHHY / CLWA | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuernmom
pPO34MHy Ang Ximika e ynakoBKy Ta capmakoHarnsgy. 3MiHa yactotu Ta/abo TepMiHiB
NIALWKIPHWUX iH'EKLinN dapmaceBTi BUMYCK Cepii: NoJaHHsi perynsapHoO OHOBOBaHMX 3BiTiB 3 6e3neku
no 22,5 mr; ka C.n.A. Actennac ®apma nikapcbkux 3acobis. 3miHa y yacToTi Ta gatax
KOMMAEKT MICTUTb 2 lOpon b. B., NnoJaHHsi perynsipHO OHOBOBAHOrO 3BiTy 3 6e3neku.
TNOTKMU: Higepnanaw; [itoya pegakuia: Yactota nogaHHa perynsapHo
- 1 NOTOK MiCTUTb BiANoBiAanbHUA OHOBMIOBAHOTO 3BiTYy 3 6e3nekn 5 pokis. KiHueBa
nonepegHbo 3a BUPOBHULTBO paTta ans BkntoveHHs aaHux go PO36 - 31.07.2022
HamnoBHEHW WNpuL, wnpuua A, p. DaTta nogaHHs - 29.10.2022 p. NponoHoBaHa
A 3 PO3YNHHUKOM wnpuua b, pepakuia: Yactota nogaHHs perynsipHo
(noni(DL-naktng-ko- KiHLEBY yNakoBKY OHOBIOBAHOrO 3BiTY 3 Ge3neku 2 poku. KiHuesa
rnikonig) nonimep, Ta KOHTPOnb paTta ans BkntoveHHs aaHux go PO36 - 31.07.2025
N-meTun-2- akocTi: Tonmap p. Aata nogaHHs - 29.10.2025 p. PekomeHgoBaHo
niponigoH) no 457 IHk., CLLUA; [0 3aTBEepOKEHHS BiANOBIAHO A0 NEPIOANYHOCTI
M, NOPLUEHb BignosiganbH1MN NnoJaHHsi perynsipHoO OHOBOBaHMX 3BiTiB 3 6e3neku
wnpuua b Ta 3a BUPOBHNLTBO nikapcbknx 3acobis y €C
nakeTuk 3 wnpwvua b Ta noro
BOIOronornuHanym BTOPUHHY
M areHToM; ynakoBky: Tornmap
- 2 IOTOK MICTUTb IHk., CLUA
nonepeaHL0
HaMoOBHEHWI LUNpUL,
B 3 nopotukom,
CTepuIbHyY ronky Ta
nakeTuK 3
BOOronornuHanym
M areHToM.
Komnnekr y
KapTOHHI kopobui
76. | ENIFAPO 45 MI" | nopotwuok Ans Pekopparti ITania BignoBsiganbHUN HinepnaHon | BHeceHHsi 3MiH 40 peecTpauiiHux maTtepianis: 3MiHK 3a UA/5758/01/03
NPUroTyBaHHS IHpacTpia 3a BTOPUHHY / CLWA | Tuny - 3miHn Wwopo 6e3nekn/edeKkTNBHOCTI Ta peuernmom
PO34MHY Ans Ximika e yrnakoBKy Ta dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
NiALWKIPHKX iH'eKuin dapmacesTi BUMYCK cepii: NoAaHHs PerynsipHO OHOBMOBAHUX 3BiTIB 3 6e3neku
no 45 wmr; Komnnekr ka C.n.A. Actennac ®apma nikapcbkux 3acobiB. 3MiHa y 4YacToTi Ta AaTax
MICTUTb 2 NOTKU: Opon b. B., NoAaHHsi perynsipHoO OHOBMIOBAHOIO 3BiTYy 3 6e3neku.
- 1 NOTOK MICTUTb HigepnaHaw; [itoya pepakuis: YactoTta nogaHHs perynsipHo

nonepeaHL0
HanoBHEHWI WnpuLy
A 3 PO3YNMHHWKOM
(noni(DL-naktug-ko-
rnikonig) nonimep,
N-meTun-2-
niponigoH) no 434
MT, NOpLUEHb

BignoBiganbHUM
3a BUPOBHULTBO
wnpuua A,
wnpuua b,
KiHLLEBY YMNaKoBKY
Ta KOHTPOIb
sikocTi: Tonmap
IHk., CLUA

OHOBMOBAHOTO 3BiTYy 3 6e3nekn 5 pokis. KiHueBa
paTta ans BkntoveHHs aaHux go PO36 - 31.07.2022
p. Oata nogaHHs - 29.10.2022 p. NponoHoBaHa
pepakuia: Yactota nogaHHs perynsipHo
OHOBMIOBaHOTO 3BiTYy 3 6e3neku 2 poku. KiHuesa
paTta ans BkntoveHHs aaHux go PO36 - 31.07.2025
p. Aata nogaHHs - 29.10.2025 p. PekomeHgoBaHo
[0 3aTBEepAXKEHHS BiAMNOBIAHO A0 NEPiogNYHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
wnpuua b Ta NoAaHHS perynsipHoO OHOBMIOBaHUX 3BiTiB 3 6e3neku
nakeTuk 3 nikapcbkux 3acobis y €C
BOIIOronornuHanym
M areHToM;
- 2 NIOTOK MICTUTb
nonepeaHL0
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
CTepuIbHy ronky Ta
nakeTuk 3
BOMOronornMHaym
M areHToM.
KomnnekTt y
KapTOHHIN kopobui
77. | ENIFAPO 7,5 NOPOLLOK ANng Pekopaari ITania BignoBsiganbHUN HioepnaHam | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3MiHW 3a UA/5758/01/01
Mmr NPUroTyBaHHA IHoacTpia 3a BTOPUHHY / CLLA | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
pOo34nHy AnA Ximika e yNaKoBKy Ta dapmakoHarnsaay. 3miHa yactotn Ta/abo TepmiHiB
NIALWKIPHUX iH'EKLin dapmaceBTi BUMYCK Cepil: NnoJaHHsi perynsipHoO OHOBOBaHMX 3BiTiB 3 6e3neku
no 7,5 Mr; KOMNNeKT ka C.n.A. Actennac ®apma nikapcbkux 3acobis. 3MiHa y YacToTi Ta AaTax
MiCTUTb 2 NOTKU: tOpon b. B., NOAAHHS PerynsipHO OHOBIOBAHOIO 3BIiTY 3 be3neku.
- 1 NOTOK MICTUTb Higepnanaw; [itoya pegakuia: Yactorta nogaHHa perynspHo
nonepegHbo BignoBsiganbHUN OHOBIOBAHOrO 3BiTy 3 6Ge3nekun 5 pokie. KiHueBa
HaMoOBHEHWI LINpUL, 3a BUPOOHULTBO paTta ans BkntoYeHHsa aaHux go PO36 - 31.07.2022
A 3 pO3YNMHHMKOM wnpuua A, p. DaTta nogaHHs - 29.10.2022 p. NponoHoBaHa
(noni(DL-naktng-ko- wnpuua b, pepakuia: Yactota nogaHHA perynsipHo
rnikonig) nonimep, KiHLEBY YNaKoBKy OHOBMIOBAHOTO 3BiTYy 3 6e3neku 2 poku. KiHuesa
N-meTun-2- Ta KOHTpOnb paTta ans BkntoveHHs aaHux go PO3B - 31.07.2025
niponigoH) no 343 sKocTi: Tonmap p. Oata nogaHHs - 29.10.2025 p. PekomeHgoBaHo
M, NOPLUEHb IHk., CLLUA [0 3aTBEPAXKEHHS BiAMOBIAHO A0 NEPIOJUYHOCTI
wnpuua b Ta NoAaHHsi perynsipHO OHOBMOBaHUX 3BiTiB 3 6e3neku
nakeTuk 3 nikapcbkux 3acobiB y €C
BOJOronornmMHaym
M areHTom;
- 2 IOTOK MICTUTb
nonepeaHLo
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
CTEepUrbHy ronky Ta
nakeTuk 3
BOMOronornuHawym
M areHToM.
KomnnekT y
KapTOHHIl kopobui
78. | ENIOKCA® TabneTkn, BKpUTI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a UA/19524/01/01
NNiBKOBOIO "®apmak” | Tuny - 3MmiHn 3 sikocTi. A®L. KoHTponb A®L. 3miHa y peuenmom

obonoHkot, no 2,5
mr, no 10 TabneTok
y 6nicTepi; no 6
GnicTepiB y navui

mMeToaax BunpobysaHHs A®l abo BuxigHoro
marepiany/npoMixXHOro npoAyKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPAKEHNX MeToAaX
BUNpObyBaHHS)
3MiHa y MeTofax BUNPobyBaHHS Ansi gikoyoi
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs1

peyoBMHM anikcabaH BUpobHMUTBa Jiangxi Synergy
Pharmaceutical Co., Ltd., Kutaii 3a nokazHukom
«CynpogigHi gomiwkn Metog C". 3minn Il Tuny -
3MiHu 3 akocTi. ADI. (iHwi 3miHK) oHoBReHHst DMF
Ha Jitody peyoBuHy anikcabaH Bif 3aTBepaKeHOro
BUpobHMKa Assia Chemical Industries Ltd, I3painb
(3aTBepmkeHo: (DMF: 3368-EU-11.2020);
3anponoHosaHo: DMF: 3368-EU-09.2023). 3minwu Il
TMny - 3MiHKn 3 akocTi. ADI. (iHWi 3MiHWM) OHOBMNEHHS
DMF Ha gitouy peyoBuHy anikcabaH Big
3aTBepakeHoro BupobHuka Jiangxi Synergy
Pharmaceutical Co., Ltd., Kutaii (3aTBepmxeHo:
Ver.1.1 dated August 2020; saanponoHoBaHo: Ver.1.6
dated July 2023)

79.

EJNNIOKCA®

TabneTkn, BKPUTI
NniBKOBOIO
060onoHkKot, No 5 mr,
no 10 TabneTtok y
Gnictepi; no 6
GnictepiB y navui

AT
"dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHW
| Tuny - 3miHm 3 skocTi. A®I. KoHTponb AdL. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHW y 3aTBEpIKEHNX MeToAax
BUNPoByBaHHS)
3MiHa y meTogax BMnpobyBaHHsA ons gitoyoi
peyoBuHM anikcabaH BupobHuuTBa Jiangxi Synergy
Pharmaceutical Co., Ltd., Kutan 3a nokazHukom
«CynpogigHi gomiwkn Metog C". 3minn Il Tuny -
3miHu 3 akocTi. API. (iHwi 3miHW) oHoBneHHss DMF
Ha Aitovy pevoBuHY anikcabaH Big 3aTBEpOKEHOro
BUpoGHMKa Assia Chemical Industries Ltd, I13painb
(satBepmxeHo: (DMF: 3368-EU-11.2020);
3anponoHoBaHo: DMF: 3368-EU-09.2023). 3minu Il
Tuny - 3MiHM 3 sikocTi. ADL. (iHWi 3MiHW) OHOBNEHHS
DMF Ha gitody peyoBuHy anikcabaH Bia
3aTBEpKEHOro BMpobHUKa Jiangxi Synergy
Pharmaceutical Co., Ltd., Kutawn (3aTBepaxeHo:
Ver.1.1 dated August 2020; 3anponoHoBaHo: Ver.1.6
dated July 2023)

3a
peuerimom

UA/19524/01/02

80.

EHXEHIA

PO34MH AN iH eKuin
no 24 mr/1,2 mn; y
nonepeaHL0
HaMoBHEHIN py4ui,
WO MIiCTUTb
KapTpumX, y
KapTOHHiIl kopobui

Mdpanzep
Eny.Ci.NMi.
Kopnopew
H

CLIA

BUPOGHMLTBO,
nepBrHHE
nakyBaHHsi

(kapTpnax),
TECTyBaHHS
PO34UHY
nikapcbkoro
3acoby

(eHAOTOKCUHMY,

CTEPUnbHICTb, M-
Kpe3on)
(kapTpnax);
CKnagaHHs,
MapKyBaHHS,
TECTyBaHHsi Ta

Benbrisi/
Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn
| TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHux Npo cuctemMy dpapmMakoHarnsay
(BBEAEHHS y3aranbHEHMX OAHMX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsay 3asiBHuUKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi
3a 3[iCHeHHsA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
KOHTaKTHUX JaHUX KOHTAKTHOI 0COOM 3asiBHUKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.

3a
peuenmom

UA/20559/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

BTOPUHHE
nakyBaHHs!
nonepeaHL0
HaMoOBHEHOI PYYKM;
BUNYCK cepii:
MNdpanzep
MeHtobekuypuHr
Benebrist HB,
Benbris;
TECTYBaHHs
PO34UHY
nikapcbKoro
3acoby: MNdainsep
Ipnangis
dapmackioTikans,
Ipnangis

81.

EHXEHINA

PO34MH ANs iH eKLin
no 60 mr/1,2 mn; y
nonepegHLo
HarMoBHEHIN pyyLi,
WO MICTUTb
KapTpUaX, y
KapTOHHIN kopobLi

Mdparnzep
Eny.Ci.NMi.
Kopnopenw
H

CLA

BMPOBHMLTBO,
nepBuHHE
nakyBaHHs

(kapTpnaX),
TecTyBaHHS
PO3UMHY
nikapcbkoro
3acoby

(eHOoTOKCHHM,

CTEPUIbHICTb, M-
Kpeson)
(kapTpnax);
cKrnagaHHs,

MapKyBaHHS,

TeCcTyBaHHA Ta
BTOPWHHE
nakyBaHHs

nonepeaHL0
HamnoBHEHOI PyYKu;

BUNYCK cepii:

Mdpaiizep
MeHtodekdypuHr
Beneria HB
Peiikceer,
Benbris;
TecTyBaHHS
PO34MHY
niKapcbKoro
3acoby: MNdaiizep
Ipnangis
dapmackioTikans,
Ipnangis

Benbrisi/
Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHn oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX OaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiA4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHMX JaHWNX KOHTaKTHOI 0cobu 3asiBHUKA,
BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.

3a
peuerimom

UA/20559/01/02

82.

ENIPYBILUH
AKKOPQ

PO34MH Ans iH'eKuin
abo iHdysin, 2
mr/mn; 5 mn (10 mr/5

Akkopg
Xernckea
Moncka Cn.

MNonblia

BupobHuuTBO
niKapcbKoro
3acoby, NepBUHHE

Inpis/
Benuka
BpuTtanis/

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu
| TMny - 3MiHK Wwopo 6e3nekn/edpeKkTUBHOCTI Ta
dapmakoHarnsiay. BeegeHHsi abo 3miHu go

3a
peuenmom

UA/20194/01/01




57 [IponoBxkeHHs JoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
M) abo 25 mn (50 3.0.0. Ta BTOPWHHE YropuuHa y3aranbHeHVX JaHUX Npo cucteMy dbapmakoHarnsgy
mr/25 mn) y naKyBaHHs, /MonbLwa (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cdnakoHi; no 1 KOHTPOMb AKOCTi: chapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
dnakoHy B nayui IHTAC BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
PAPMACBIOTIKA KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
JIC NIMITEA, 34iicHeHHs chapmakoHarnsay B YkpaiHi, AKWwo BoHa
IHAis; IHTac BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
dapmacbioTikanc 3a 3iMCHeHHA dhapmakoHarnagy (BKoYvaym
NimiTeq, IHaia KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
popartkose darina cuctemu hapmakoHarnsgy) - 3miHa
BTOPUHHE YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
naKyBaHHs: dapmakoHarnsg.
AKKOP[ [itoya pepakuin: Arata Necesuy / Agata Gesiewicz.
XEJICKEA [MponoHoBaHa pepakuisi: ApneTtrta BepuHcbka /
NIMITEL, Benuka Arletta Werynska.
BpuTtaHis; 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXeHOi ocobu,
KOHTPOMb SKOCTI: BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
SAPMABATIA KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
JTo. tbapmakoHarnag B Ykpaiui. Jitova pegakuis: Wynby,
MikpobionoriyHa Onbra CepriiBHa. [NponoHoBaHa pegakuis: Mancrep
nabopaTopis, MapwvHa eHHagiiBHa.
YropLuHa; YTOYHEHHS LWOAO MiICLE3HaXOMKEHHSI MacTep-
BeccniHr XaHrepi danna cuctemu papmakoHarnagy. Y TOHHEHHS
KdT., YropwumHa; Loao Micus 34iIMCHEHHSA OCHOBHOI AisiNbHOCTI 3
JIABAHANI3IC dapmakoHarnsgy
C.P.1., Itanis;
BignoBsiganbHUN
3a BUNYCK cepii:
Akkopp Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbwa
83. | EPIOE3- TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn 6es nidnsizae UA/12919/01/01
OAPHUUA obonoHkow, no 5 mr | "®apmaueBT "®apmaueBTUYHa | TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta peuenma
no 10 Tabnetok y nyHa cipma dipma "OapHuusa” dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
KOHTYPHIW "OapHuus” nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
YapyHKOBIN IHCTPYKUIiT ANS MEAMYHOro 3aCTOCyBaHHSA Ha nigcrTasi
ynakoBui; no 1 abo perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
no 2, abono 3 nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
KOHTYPHi YapyHKOBI 3aCTOCyBaHHS NikapcbKkoro 3acoby B
ynakoBKM B nayui nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHNigKEHb, NPOBEAEHUX BignoBigHO
[0 nnaHy nepiaTpuyHmx gocnigpkeHs (PIP) (3miHy
Y3rO[DKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHN BHECEHO [0 iIHCTPYKLUIi Ansi
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby oo
po3giny "MobiuHi peakuii" BignosiaHo Ao
pekomeHpauin PRAC. TepmiH BBEAEHHS 3MiH -
npoTsArom 6 MicsUiB Nicns 3aTBEPPKEHHS
84. | ECNIKON BEBI Kpanni opanbHi, No €Bpo IHAis IHaoko Pemegic IHAis BHECEHHS 3MiH 10 peecTpaLiiHnx MaTtepianis: 3miHu b6e3 UA/12949/01/01




58 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
15 mn abo no 30 mn TNandkep Nimiteq Il TMny - 3MiHK 3 sikocTi. FOTOBMIA NiKapcbkuii 3aci6. peuenma
y donakoHi; no 1 Mpansit KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
nakoHy y JlimiTen napameTpiB cneuudikauin Ta/abo 4onycTUMMNX MeX
KapTOHHil kopobui roTOBOro nikapcbKkoro 3acoby (iHwi 3MiHK) - CynyTHS
pa3om 3 MipHO 3MiHa - 3MiHu 3 sKocTi. FoToBUIA Nikapcbkuii 3aci6.
nineTkow B KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
iHOMBIayanbHin MeTo4ax BUNpobyBaHHsI rOTOBOTO JikapCbKOro
ynakoBLUi 3acoby (iHwi 3miHM y MeToAax BUNpobyBaHb
(BKrtovatoum 3amiHy abo AOMOBHEHHS)) - BHECEHHS
3MiH 0o crneundikauii 13 3a nokasHukom
«KinbkicHe BU3Ha4YeHHs.
MeTunnaparigpokcnbeHsoar.
MponinnaparigpokcnbeHsoaTty», a came 3MiHa
KpUTEPIiB MPUNHATHOCTI Ha TEPMiIH NPUAATHOCTI.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicns
3aTBEPAKEHHS
85. | ECCEHUIANE® | kancynu no 300 wr; TOB YkpaiHa BUPOOHMLTBO, HimeyunHa/ | BHeECEHHs 3MiH 4O peecTpauinHux MaTepianis: 3MiHu 6e3 nidnseae UA/8682/01/01
POPTE H Ne 30 (10x3): no 10 "Onenna nepBuHHE Ta Monbwa | Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa peuenma
kancyn y énicrepi, Xenckea BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaaKEHHSs!
no 3 6nictepn y Ykpaina" nakyBaHHs, AifnbHOCTI BUPOGHMKa/imnopTepa rotoBoro
KapTOHHiI KOpoOLyi; KOHTPOIb Ta nikapcbKkoro 3acoby, BKMoYayum 4inbHULI BUNYCKY
Ne 100 (10x10): no BUMYCK Cepint: cepii abo micLe NpoBeAeHHS KOHTPOMH SIKOCTi.
10 kancyn'y En. HattepmanH (misnbHicTb, 3a AKy Bignosiaae BMpobHuUK/imnopTep,
Gnictepi, no 10 eHg Cawni. Tm6X, BKIIOYa04M BUMNYCK cepiil) 3MiHa agpecy BUpobHMKa
GnictepiB y Himeyunna Y 3BS3KY 3 MPUBEAEHHAM OO OHOBMEHOI pefakuii y
KapTOHHIN kopobLyi cepTtudpikati GMP 6e3 dakTnyHoi 3mMiHM micust
nepBUHHE Ta BMPOGHMLUTBA. 3MiHa 0GymMoOBREeHa TM, Lo
BTOPUHHE perynsTopHuM opraHoM HimeuunHu 6yB BugaHui
nakyBaHHs, BUMYCK oHoBneHun ceptudikat GMP 3 oHoBREHO
cepin: appecoto BUpPoGHMKa. 3MiHN BHECEHI B IHCTPYKLiO
Onenna Xenckea Ansi MEQUYHOTO 3acTOCyBaHHS fikapcbkoro 3acoby y
MonaHa Cn. 3 0.0., po3ain «Micue3HaxomkeHHst BUPOOHMKa Ta agpeca
Monbwa Micusi MpoBagKeHHS NOro AisinbHOCTI» 3
BigNOBIgHVMMW 3MiHAMU Y TEKCTi MapKyBaHHS
yMNaKoBKW nikapcbKkoro 3acoby. BBeaeHHst 3miH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
86. | ECCEHUIANE® | kancynu no 300 mr TOB YkpaiHa BUPOGHMLTBO, HimeuunHa/ | BHeceHHsi 3MiH 0O peecTpauiiHuX MaTepianis: 3MiHW 6es nidnsizae UA/8682/01/01
®OPTE H Ne 30 (10x3): no 10 "Onenna nepBuHHe Ta Monbwa | Tuny - 3miHn 3 sKoCTi. FOTOBMI Nikapcbkuin 3acib. peuenma
Kancyn y énicrepi, Xenckea BTOPUHHE CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
no 3 Gnictepn y YkpaiHa" nakyBaHHS, ymMoBax 36epiraHHsi FOTOBOrO NikapCbKoro 3acoby

KapTOHHI kopoOLyj;
Ne 100 (10x10): no
10 kancyny
Gnictepi, no 10
GnicTepiB y
KapTOHHiI kopobui

KOHTPOMb Ta
BUNYCK Cepin:
En. HattepmaHH
eHp Cawi. Tm6X,
Hime4vunHa

nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepint:
Onenna Xenckea

(3miHa B yMoBax 36epiraHHs roTOBOro MikapCbKoro
3acoby abo nicns po34YMHEHHs/BiAHOBNEHHS). 3MiHa
ymoB 36epiraHHs [113. BBeaeHHst 3MiH npoTsirom 6-

TV MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.

CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo

ymoBax 306epiraHHs roTOBOro fikapCcbKoro 3acoby

(3MeHLLEeHHs TepMiHy NpuaaTHOCTi rOTOBOrO
nikapcbkoro 3acoby) - [nsi TOproBoi ynakoBKu.

3MeHLLEeHHS TepMiHY NpuAaTHOCTI rOTOBOro

nikapcbkoro 3acoby. 3aTBepaxeHo: TepMiH
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Monaxg Cn. 3 0.0., npugaTHocTI. 3 poku. 3anponoHoBaHo: TepMiH
MonbLa npuaaTHOCTI. 2 pokU. 3MiHN BHECEHO B iIHCTPYKLiIO
Ansi MEQUYHOTO 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3ain «TepmiH NnpyuaaTHoCTi». BBegeHHA 3MiH
npoTsArom 6-Tm MicAUIB NicNs 3aTBEPAXKEHHS.
87. | ECCEHUIANE® | kancynu no 300 wr; TOB YkpaiHa BUPOGHMLTBO, HimeuyunHa/ | BHeCeHHs 3MiH O peecTpauinHux MaTepianis: 3MiHu 6e3 nidnsicae UA/8682/01/01
®OPTE H Ne 30 (10x3): no 10 "Onenna nepBuHHe Ta Monbwa | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuernma
Kancyn y énictepi, Xenckea BTOPUHHE Cuctema KoHTelHep/3akynoptoBanbHui 3acib. 3miHa
no 3 Gnictepny YkpaiHa" nakyBaHHs, pPO3Mipy YMakoBKM rOTOBOIO NikKapcbKoro 3acoby
KapTOHHi KOpoOLyi; KOHTPOIb Ta (3miHa KinbKoCTi oguHMLG (Hanpuknag TabneTok,
Ne 90 (10x9): no 10 BWMYCK Cepilt: amnyn ToLo) B ynakosLi:) - 3miHa y AianasoHi
kancyn y énicrtepi, En. HattepmaHH 3aTBEpAKEHMX PO3MIpIB ynakoBku. Peectpauis
no 9 Gnictepis y eHp Cawni. TM6X, noaaTtkoBoro poamipy ynakosku Ne90 (10x9).
KapTOHHIN kopobuyj; HimeyunHa 3MiHM BHECEHO B iHCTPYKLIit0 AN MEANYHOrO
Ne 100 (10x10): no 3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
10 kancyn'y nepBuHHE Ta «YnakoBKay, sIK HacnigokK - 3aTBEPKEHHS TEKCTY
6nictepi, mo 10 BTOPUHHE MapKyBaHHS NS HOBOrO PO3Mipy YMakoBKW.
GnictepiB y nakyBaHHS, BUMNYCK BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
KapTOHHI KOpoOLyi. cepin: 3aTBEPAKEHHSA
Onenna Xenckea
MonaHa Cn. 3 0.0.,
MonbLlwa
88. | ECCEHUIANE® | kancynu no 300 mr TOB YkpaiHa BUPOGHMLTBO, Hime4yunHa/ | BHeceHHs 3aMiH O peecTpauinHux MaTepianis: 3MiHu 6e3 UA/8682/01/01
®OPTE H Ne 30 (10x3): no 10 "Onenna nepBuHHe Ta Monbwa | Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta peuenma
Kancyn y 6nicrepi, Xenckea BTOPUHHE dapmakoHarnsagy (iHwi 3miHu) - 3MiHN BHECEHO B
no 3 Gnictepn y YkpaiHa" nakyBaHHs, TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKM NiKapCbKOro
KapTOHHiI kopobuyj; KOHTpOIb Ta 3acoby y n. 4 «JATA 3AKIHYEHHA TEPMIHY
Ne 100 (10x10): no BUNyCK cepin: En. MPNOATHOCTI», n. 6. «IHWE» Ta BTOPUHHOI
10 kancyny HaTtTepmaHH eH ynakoBku B n. 8. 4 «ATA 3AKIHHEHHA TEPMIHY
6nictepi, no 10 Cami. 'm6X, MPUOATHOCTI», n. 17. «IHWE» - BBeaeHHs 3MiH
Gnictepis y Himeyuunha; npoTArom 6-Tn MicsLiB Nicns 3aTBepaKeHHS
KapTOHHiI kopobui nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMyCK
cepin: Onenna
Xenckea NMonaHpg,
Cn. 30.0,,
MNonbLia
89. | ECUUTAM 10 TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a He UA/13228/01/01
NniBKOBOKO "ACIHO CrapT",YkpaiHa | TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae
o6onoHkoto, no 10 YKPAIHA" (dpacyBaHHs Ta dapmakoHarnsgy. 3miHu y KopoTKili XapakTepuctuui

mr, no 10 TabneTok
y bricTepi; no 3 abo
no 6 Gnictepis y
KapTOHHIN nayui

nakyBaHHs! 3
copmu in bulk
pipmu CiHTOH
Xicnawis, C.J1.,
Icnanis)

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS

reHepu4HuX/ribpuaHnx/GionofibHUX nikapcbkmx

3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha

pedepeHTHUI Npenapat (3MiHa He NoTpebye

Ha[laHHS )XOHUX HOBMX OOAATKOBUX AaHWX) 3MiHU
BHECEHO [0 iHCTPYKLUii Anst MeanyHoro

3aCTOCyBaHHS NiKapcbkoro 3acoby y po3ainu

"B3aemogis 3 iHWK1MKM nikapcbknMu 3acobamm 1a
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
iHWi B1am B3aemogain”, "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii" 3rigHo 3
iH(bopMaLieto LWOAO0 MEAMYHOro 3acTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (LINMPAJEKC,
TabneTku, BKpUTI NNiBKOBOK 0600OHKO0) BBEAEHHS!
3MiH NpOTSArom 6-TM MicsLiB Nicnsi 3aTBEpPAKEHHS
90. | ECUMTAM 20 TabneTku, BKPUTI TOB Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/13228/01/02
NNiBKOBOIO "ACIHO CrapT1",YkpaiHa | Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuernmom nidnseae
obonoHkoto, no 20 YKPAIHA" (dbacyBaHHs Ta capmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuLi
mr, no 10 TabneTok nakyBaHHs 3 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
y 6nictepi; no 3 abo dopmu in bulk IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
no 6 Gnictepis y dipmu CiHTOH reHepUYHMX/ribpuaHux/6ionoaidHNX nikapcbknx
KapTOHHIN nayui Xicnanis, C.J., 3acobiB nicnsa BHeCeHHs Tiel camoi 3MiHW Ha
Icnanis) pedepeHTHUI Npenapar (3miHa He noTpebye
HaflaHHS )XOAHUX HOBMX OOAATKOBMX AaHWX) 3MiHU
BHECEHO A0 IHCTPYKLUii ANS MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3actocyBaHHs", "lMobivHi peakuii” 3rigHo 3
iH(bopMaLieto LWOA0 MEAUYHOrO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (LINMPATEKC,
TabneTkn, BKpUTI MiBKOBOK 0O0NOHKOW) BBEaeHHs
3MiH NPOTAroM 6-T1 MicsUiB NicNs 3aTBEPLKEHHA
91. | ECULUTAM® TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/15764/01/02
ACIHO NniBKOBOKO "ACIHO Crapt" | TMny - 3MiHK Wwopno 6e3nekn/edpeKkTUBHOCTI Ta peuenmom nidnseae
o6onoHkot, no 20 YKPAIHA" dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTui
mr; no 10 TabneTtok nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
y 6nictepi; no 1,3 IHCTPYKUIT NS MeAWNYHOro 3aCTOCYBaHHS
abo 6 bnicTtepiB y reHepu4HuX/ribpuaHnx/6ionofibHUxX nikapcbkmx
KapTOHHIN navi 3acobiB nicns BHECEHHS TiEi camoi 3MiHU Ha
pedepeHTHUI Npenapar (3MiHa He NoTpebye
HaflaHHS )XOAHWUX HOBMX 4OAATKOBUX AaHKX) - 3MiHW
BHECEHO A0 iHCTPYKUii AN MeanyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTtocyBaHHs", "lMobivHi peakuii” 3rigHo 3
iHdopMaUi€to LWoA0 MeAUYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (LMIMPAJEKC,
TabneTku, BKpUTI NNiBKOBOK 0OOMNOHKOW). BBEAEHHS
3MiH NpOTArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS
92. | ECULUTAM® TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a He UA/15764/01/01
ACIHO NniBKOBOKO "ACIHO Crapt" | TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae
o6onoHkoto, o 10 YKPAIHA"

mr; no 10 TabneTok
y bnictepi; no 1,3
abo 6 bricTtepiB y
KapTOHHIN nayui

dapmakoHarnsay. 3mMiHu y KopoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpnaHnx/GionodibHUxX nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHMI Npenapat (3MiHa He NoTpebye
HaAaHHs >XOAHUX HOBMX AOAATKOBUX AaHMX) - 3MiHK
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
BHECEHO A0 iHCTPYKUii AN MeANYHOro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ginu
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi B1an B3aemogain”, "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii" 3rigHo 3
iHCbopMaLieto LWOAO0 MEAUYHOrO 3aCTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (LIMPAJEKC,
TabneTku, BKpUTI NNiBKOBOK 060MOHKO). BBEAEHHS
3MiH NpOTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS
93. | EBPO®PIIOKC PO34MH ans iHdy3in, TOB YkpaiHa [ouipHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHW 3a UA/18746/01/01
500 mr/100 mm; no «KoHapk nianpUEMCTBO | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuenmom
100 Mn y KOHTENHepI IHTenven» "®apmaTpeng” tapmakoHarnagy (iHwi 3amiHn) OHOBMEHHS TeKCTy
3 nonisiHinxnopway, MapKyBaHHS NepBMHHOI (N. 5) Ta BTOpMHHOI (N. 3 ,4,
no 1 KOHTENHepy B 5, 8, 11, 12, 13, 14) ynakoBOK nikapCbKoro 3acoby;
noniMepHin nnisui B BHECEHHS HE3HAYHUX peaakuinHNX NpaBoK No
KapTOHHIN ynakoBLj Tekcty; y n. 17. IHWE Ta n. 6. IHWE yTOYHEHHS
OaHUX LLOAO HasSIBHOCTI norotuny BupobHuka Ta
3asiBHMKA, a TaKoX TEXHIYHOT iHpopmalii. TepmiH
BBEAEHHS 3MiH - NpOTSArom 6 micauis nicna
3aTBEPAKEHHS.
94. | IBAHOPOHOB KOHLEHTpaT 4 Akkopg, Icnanis Bupo6HMLTBO Inpis/ BHECEHHS1 3MiH O peecTpaLinHmMx maTtepianis: 3MiHu 3a UA/16515/01/01
A KUCINOTA pO34uMHy Ang Xenckea rotosoro J13, Benwuka | TMny - 3MiHKn Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom
AKKOPQ iHdpysin, 1 mr/mn; no C.Iy. nepBuHHe, Bpurtanis/ dapmakoHarnsaay. BeegeHHs abo 3miHn go
2mMnTtano6wmny BTOPUHHE YropwuHa/ | y3aranbHeHVX AaHux Npo cucTemMy dbapmakoHarnsgy
dnakoHax, rno 1 nakyBaHHs, Monbwa (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dnakoHy y KOHTPOMb SKOCTI: dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobw,
KapTOHHiI kopobui IHTac BiANoBiganeHoI 3a 34iicHeHHs dhapMakoHarnaay;
dPapmacbloTUKenc KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
Nimitea, IHAois; 34icHeHHs hapmakoHarnsay B YKpaiHi, SKLWo BOHA
BTopuHHe BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
nakyBaHHS: 3a 3[ilCHeHHs1 hbapmakoHarnsay (BKoYaym

Akkopp Xenckea
JimiTen, Benuka
BputaHis;
KoHTponb sikocTi:
BeccniHr XaHrepi
K., YropwuHa;
BignosiganbHuit
3a BUNYCK cepii:
Akkopp Xenckea
Nimiten, Benuka
BputaHis;
KoHTponb sikocTi:
PAPMABANIA
1o,
MikpobGionoriuHa
nabopaTopis,
YropwuHa;
BignosiganbHuin
3a BUNyCK cepil:
Akkopa Xenckea

KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
darina cuctemu chapmakoHarnsigy). 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag,.

[Hitoua pepakuisi: Arata leceud / Agata Gesiewicz.
MponoHoBaHa pepakuis: Apnetta BepuHcbka /
Arletta Werynska. 3miHa KOHTaKTHUX JaHWX
yrnoBHOBaeHoi ocobu, BianoBigansHoi 3a
hapmakoHarnsig. 3miHa KOHTakTHOI 0cobu 3asiBHYIKA,
BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [iroya
pepakuisi: LWynby Onbra CepriisHa. MNponoHoBaHa
pepakuis: Mawictep MapuHa NeHHagiiBHa.
YTOYHEHHS OO MiCLIe3HaXO4KEHHSI MacTep-
davina cuctemu papmakoHarnsgy. YTo4HeHHs
Loa0 Micus 30iMCHEHHSA OCHOBHOI AisiNbHOCTI 3
cbapmakoHarnsgy.




62 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MNonbLla
95. | IPUHOCUHAAH | koHueHTpaT Ans TOB «TeBa Ykpaina CivgaH ®apma PymyHis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a UA/6528/01/01

NPUroTyBaHHS YkpaiHa» CPI, PymyHis; ITanisa | Tuny - 3miHn 3 akocTi. CepTudikat peuernmom
pPO34MHy Ang AxTasic Itania BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
iHdpysin, 20 mr/mn; C.n.A, Itania €sponelicbkin hbapmakonei/moHorpadii. MogaHHA
no 2 mn, abo 5 mn, HoBOro abo OHOBNEHOro cepTudikaTa BiAMNOBIQHOCTI
abo 15 mn, abo 25 abo Buny4eHHs ceptucpikata BignoBigHOCTI
Mn 'y donakoHi; no 1 €Bponeincokin dhapmakonei: gns APl; onsa BuxigHoro
dnakoHy B nayui matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
KapTOHHIN BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans

[OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI

€Bponelicbkin hapmakonei) - OHoBReHWN
cepTudikart Bif y)ke 3aTBepaKEHOro BUPOBHMKa.
MopaHHA oHoBREeHoro cepTudpikaTta BigNOBIAHOCTI
€Bponencbkin dapmakonei R1-CEP 2017-163-Rev-

00 (satBepmkeHo: RO-CEP 2017-163-Rev-01) gns

[ito4oi peyoBuHM IpuHOTEKaHRY rigpoxnopuay, Big

3aTBepAKeHoro BMpobHuka Scinopharm Taiwan,

LTD
96. | IPUHOTEKAH KOHLeHTpart Ans Akkopa Monbwa BiANoBiAanbHUIA Monbua/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHn 3a UA/19933/01/01
AKKOPQ NPUroTyBaHHS Xenckea 3a BUNYCK cepil: IHpis/ | Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta peuernmom

PO34MHy Ang Moncka Cn. Akkoppg Xenckea Benuka tapmakoHarnagy. BeegeHHs abo 3MiHn oo
iHdpysin, 20 mr/mn; 3.0.0. Moncka Cn. 3 0.0. Bpurtanis/ y3aranbHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
no 5 mn (100 mr) Cknag ImnopTtepa, YropwuHa (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY

abo no 15 mn (300
Mr) y conakoHi, no 1
dnakoHy B nayui

MNonbLya;
BUPOBHMLTBO
nikapcbkoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPOMb SIKOCTI:
IHTac
dapmacbioTikanc
NimiTen, IHais;
nopaTkoBse
BTOPUHHE
naKyBaHHs:
AKKOP[J
XEJNNICKEA
JNIIMITEL, Benuka
BputaHis;
CuHonTu3
IHpacTtpian Cn. 3
0.0., MonbLa;
KOHTPOMb SIKOCTI:
BECCHIHI
XaHrepi Ko,
YropLuHa;
SAPMABANIO

dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,

BiZ4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsay 3asiBHUKa Ansi
34icCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi

3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemun chapmakoHarnsigy) 3miHa
yrNoBHOBaXeHoi 0cobu 3asiBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnag,.

[Hitoua pepakuisi: Arata leceud / Agata Gesiewicz.
lMponoHoBaHa pepakuia: Apnetta BepuHcbka /
Arletta Werynska.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu,
BiANoBiaanbHOI 3a dapmakoHarnag. 3miHa
KOHTaKTHOI 0CcO0M 3asiBHUKa, BianoBiaansHoi 3a
capmakoHarnsg B YkpaiHi. Oitova pegakuis: Wynby,
Onebra CepriiBHa. [MponoHoBaHa pepakuia: Mancrep
MapuHa "eHHagiiBHa.

YTOUHEHHS LWoAo MicLe3HaXoMKeHHst MacTep-
darvina cuctemu hapmakoHarnsgy. Y TOYHeHHs
Loa0 Micus 30iMCHEHHSA OCHOBHOI AisiNbHOCTI 3
chapmakoHarnsgy.




63 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
JTo.
MikpobionoriyHa
nabopaTopis,
YropwmHa
97. | KANEUMBEKC TabneTku, BKPUTI Akkopg, Icnanis Bupo6HuuTBO IHgis/ BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/14799/01/01
150 NniBKOBOK Xenckea roTOBOro Benwuka | TMny - 3MiHK WwWopao Gesnekn/edhekTUBHOCTI Ta peuenmom
o6onoHkot, no 150 C.JYy. nikapcbkoro BpuTtanis/ chapmakoHarnsgy. BeegeHHst abo 3miHv o
mr; no 10 TabneTok 3acoby, nepBuHHe ITanisa / y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
y 6nicTepi; no 3, 6 nakyBaHHs, HimeyuunHa/ (BBEAEHHS y3aranbHEHMX JaHMX NPO CUCTEMY
abo 12 GnictepiB y BTOPUHHE Icnanis/ chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
KapTOHHiI kopobui naKyBaHHs, ManbTa/ BiAMNOBiAANbHOI 3a 3AiNCHEHHs hbapmakoHarnsay;
KOHTPOSIb SKOCTi Monbwa KOHTaKTHOT 0cO0M 3 chapMakoHarnsiay 3asiBHuUKa ans
cepil: IHTac 30iNCHEeHHs hapmakoHarnsay B YKpaiHi, AKWwo BoHa

dapmacbtoTikana
NimiTen, IHais;
Bupo6HuLTBO
roToBOro
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPOIb AKOCTI
cepii
(anbTepHaTUBHUIA
BUPOGHMK): IHTac
dapmachbioTikans
NimiTen, IHais;
nepBuHHE Ta
BTOPUHHE
naKyBaHHs:
Akkopp Xenckea
NimiTen, Benuka
BputaHis;
BTOPUHHE
nakyBaHHs: Q41
Canni YeiH,
ITanis CMA,
ITanis;; CK ®apma
NogxucTike M6X
, Himeuunha;
CuHonTu3
IHpacTtpian Cn. 3
0.0., MonbLa;
KOHTPOIb AKOCTI
cepii: NabopaTopi
dyHpacio JAY ,
Icnanis;
dapmagokc
Xenckea Jl1a.,
ManbTa;
BignoBiganbHUN

BigMiHHa Big yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hbapmakoHarnsay (BKrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-
danna cuctemu dpapmakoHarnagy)- 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.

[itoua pepakuin: Arata NeceBud / Agata Gesiewicz.
[MponoHoBaHa pegakuisi: ApneTtra BepuHcbka /
Arletta Werynska. 3miHa KOHTaKTHUX JaHWX
yMOBHOBaXeHoi ocobw, BiaNOBiAanbHOI 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0cobu 3asBHUKA,
BignoBsiganbHOI 3a hapmakoHarnag B YkpaiHi. Jitova
pepakuis: Wynby Onbra CepriiBHa. MNponoHoBaHa
pepakuisa: Mawictep MapuHa NeHHagiiBHa.
YTOYHEHHS LWOAO MiICLE3HaXOMKEHHSI MacTep-
davina cuctemu papmakoHarnsgy. YToYHeHHs
Loao0 Micus 34iMCHEHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy.




64 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
3a BMNYCK cepii:
Akkopa Xenckea
JlimiTeq, Benuka
BpuTtaHis;
BignosiganbHUn
3a BMNYCK cepii:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MNonbLlwa
98. | KANNELUMUBEKC TabneTku, BKPUTI Akkopg, Icnanis Bupo6HuuTBO IHgis/ BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3MiHW 3a UA/14799/01/02
500 NNiBKOBOK Xenckea roTOBOro Benwuka | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
o6onoHkoto, no 500 C.JLYy. nikapcbKoro BpuTaHis/ dapmakoHarnagy. BeegeHHs abo 3MiHn oo
mr; no 10 TabneTok 3acoby, nepBuHHe ITanisa y3aranbHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
y 6nicTepi; no 3, 6 nakyBaHH4, /lcnanis/ (BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
abo 12 GnictepiB y BTOPUHHE Himeyunna capmakoHarnsigy, 3miHa ynoBHoBa)KeHoi ocobu,
KapTOHHIN kopobLi nakyBaHHs, /Manbta/ BiAMOBiAaNbHOI 3a 34iNCHEHHs hbapmakoHarnsay;
KOHTPOSIb SIKOCTi Monbwa KOHTaKTHOT 0cO0M 3 chapMakoHarnsiay 3asiBHuUKa ans
cepil: 30iNCHeHHs hapmakoHarnsay B YKpaiHi, AKWwo BoHa
IHTac BigMiHHa Bi yNOBHOBaXeHOi 0cobw, BignosigansHoi

dapmachkioTikans
NimiTeq, IHaia
BupobHuuTtBO
roToBOro
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpPOrb AKOCTI
cepil
(anbTepHaTUBHUIA
BMPOGHMK):
IHTac
dapmacbioTikana
Nimiten, IHAOis
[MepBuHHE Ta
BTOPUHHE
naKkyBaHHS:
Akkopp Xenckea
JimiTen, Benuka
BputaHisa
BignosiganbHuin
3a BUNYCK cepii:
Akkopp Xerckea
JimiTen, Benuka
BpuTaHis
BTopuHHe
nakyBaHHs:
04N Canni YeitH,
ITania CMNA, Itania
KOHTpPOb SIKOCTI

3a 3ilicHeHHs1 hapmakoHarnsay (BKroyarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cucremn chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.

[itoua pepakuin: Arata lNeceBud / Agata Gesiewicz.
MponoHoBaHa pepakuis: Apnetta BepuHcbka /
Arletta Werynska.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI ocobu,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsa B YkpaiHi. [litova pepakuis: Wynby,
Onebra CepriiBHa. [MponoHoBaHa pegakuis: Manctep
MapuHa "eHHagiiBHa.

YTOYHEHHS OO MICLIe3HaXOoKEHHS MacTep-
davina cuctemu papmakoHarnsgy. YToMHeHHS
Loao0 Micus 34iMCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.




65 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
cepii:
JlabopaTtopi
dyHpacio JAY,
Icnanis
BTOPWHHE
nakyBaHHs:
CK ®apma
TNopxwucrtike MTMBX,
HimeuyunHa
KOHTPOMb AKOCTI
cepil:
dapmagokc
Xenckea Jl1a.,
ManbTa
BTOPVHHE
nakyBaHHs:
CuHonTuns
IHpacTpian Cn. 3
0.0., Monbla
BignoBiganbHUn
3a BUMYCK cepii:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknapg ImnopTepa,
[MonbLla
99. | KAPBOMINATH KOHLeHTparT Anis EBEBE ABCTpis BUNYCK cepii: AscTpis/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHn 3a UA/4960/01/01
H "EBEBE" PO34nHy Ans dapma EBEBE ®apma HimevyuunHa | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
iHdpysin, 10 mr/mn no lec.m.6.X. lec.m.6.X. Hoor. dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
5 mn (50 mr), abo no Hdpr. KI KI', ABcTpisi; NOAAHHS PerynsipHoO OHOBMIOBAHMUX 3BITIB 3 6e3neku
15 mn (150 wmr), abo NOBHUIA LMK nikapcbkux 3acobiB - 3MiHM y YacToTi Ta gaTtax
no 45 mn (450 wmr), BUPOGHMLTBA: NoAaHHs PerynsipHoO OHOBMHOBAHOIO 3BiTYy 3 6e3neku.
abo no 60 mn (600 PAPEBA YHTepax [itoya pepakuis: Yactota nogaHHs perynsipHo
Mr) y conakoHi; no 1 'mM6X, ABTpis; OHOBMOBaHOrO 3BiTYy 3 6e3neku 3 poku. KiHueBa
dnakoHy B kopobui KOHTpOrb cepil paTta ans BkntoYeHHs aaHux go PO36 - 23.01.2019
(nopaTkosi p. Oata nogaHHs - 22.04.2019 p. NponoHoBaHa
ainbHui): Nabop pepakuisa: Yactota nogaHHs perynspHo
JIC CE & Ko. KT, OHOBMOBaHOTO 3BiTYy 3 6e3neku 5 pokis. KiHueBa
Himeuuunna; MIMJ1 paTta ans BknoYeHHsa aaHux go PO36 - 23.01.2027
Mikpobionoriwec p. Oarta nogaHHs - 23.04.2027 p. PekomeHaoBaHo
Mptocpnabop 00 3aTBepAXXeHHS BiAMNOBIAHO A0 NepiogUYHOCTI
'm6X, ABcTpis NOAAHHS PerynsipHoO OHOBMIOBAHUX 3BITiB 3 6e3nekn
nikapcbkux 3acobis y €C
100. | KAPOOCAN®N | Tabnetku, BKpUTI MeHapiHi Tliokcemby BnpobHuuTBo "in HimeyumHa/ | BHeceHHs 3MiH 4O peecTpauiiHux maTtepianis: 3miHu 3a UA/7140/01/01
JOC 20/25 NniBKOBOO IHTepHeLLoH pr bulk": Yecbka | Tuny - 3miHn 3 sikoCTi. FOTOBMI NikapcbKknin 3acib. peuernmom
o6onoHkoto, no 20 an OAIYI CAHKIO Pecny6bnika 3MiHn y BUpo6HMUTBI. 3MiHU BUNpobyBaHb abo
Mr/25 mr; no 14 OnepeMLoH FOPOYI M'm6X, [OMNYCTUMUX MEX, BCTAHOBMEHMX y crnevuundikaLisx,
Tabnetok y 6nictepi; c HimeuumnHa; nig, Yac BUPOOHULITBA rOTOBOTO fikapCbKoro 3acoby
no 1 a6o no 2 TTrokcembypr (iHLWi 3MiHWK)

Gnictepu B
KapTOHHiI kopobLyi

[MepBuHHE Ta
BTOPUHHE
nakyBaHHs1,

3miHa eTany Ha sikomy BUKOHYeTbcs IPC BTpaTu npu
CYLUiHHI ANns 3aTBepAXeHoro po3mipy naprii 294 «kr, a
came BiaGip 3paskiB Ansi KOHTPOIO B NPOLIECI




66 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KOHTPOMb Ta BMPOGHMLTBA Hapasi BUKOHYETbCS Nicns
BUNYCK Cepin: NpOCitOBaHHS BUCYLLEHWX rpaHyr, a Tenep
NpPOMoHy€EeTbCSA NepeA nNpocitoBaHHAM. OHOBNEHHS!
po3ginis 3.2.P.3.3, 3.2.P.3.4 , pegakuinHi 3miHu.

BEPJIIH-XEMI AT,
HimeuuunHa;

BUPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE

nakyBaHHs,
KOHTPOMb Ta
BWMYCK Cepilt:
MeHapiHi-PoH
XewnpeH Mm6X,
HimeuumnHa;
KoHTponsb cepii:
AHaniTtivec
3eHTpym Biodapm
'M6X, BepniH,
HimeuumnHa;
AJ1C Yecbka
Pecny6nika,
C.p.0., Yecbka
Pecny6nika

3miHu | Tuny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUi
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Y NpoLeCi
BMPOGHMLTBA roTOBOrO fikapcbKoro 3acoby,
BKITHOYAK0UM MPOMIDKHUI MPOAYKT, WO
3aCTOCOBYETLCSI MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMUTBA) - 3MiHa LUBUAKOCTI Ansi
TabneTyBanbHOi MalnHK 3 «npu 3206/xB -70 06/xB»
Ha «a80 70 06/xB», Lie CTOCYETLCSA NOTOYHOTO
po3mipy napTtii 294 kr, oHoBneHHs p. 3.2.P.3.3.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo BuNy4eHHs ceptudpikata BignosigHOCTI
€Bponencekint hapmakonei: ans APl; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNEeHUiA
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPOOHMKa -
OHoenerHs Bepcii CEP R1-CEP 2004 — 149 - Rev
05 Ha R1-CEP 2004-149 - Rev 06 gns gitovoi
peyoBuHYM MNgpoxnopoTiasigy Big BupobHuka TEVA
Pharmaceutical Industries Ltd, y 38’sa3ky 3
OHOBMEHHSIM aapecy BUPOOHMKA HACTYMHUM YYHOM
«124 Dvora HaNevi'a Street, Tel Aviv-Jaffa
6944020, Israel». 3miHn | TMNy - 3MiHM 3 SKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponencokin dapmakonei: ans A®l; ans BuxigHo
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, L0
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans

€Bponelicbkint hapmakonei) - OHoBNeHWI

01 Ha R1-CEP 2013-268-Rev 02 ans gito4oi
peyoBuHM OnmecapTaHy MegoKCOMiny Bif

BignosigHocTi/lE-cepTudikat BianoBigHoCTI

[OMOMIXXHOT peqyoBUHU (cepTudikaT BignoBigHOCTI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOOHUKA -
OHoBneHHs Bepcii CEP RO-CEP 2013 — 268 -Rev

BMpo6HWKa Zhehiang Tianyu Pharmaceutical Co,
Ltd. 3minm | Tvny - 3miHm 3 akocTi. CepTudikart

ro

€Bponencekin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBNEHOro cepTudikaTa BigNoOBIQHOCTI
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abo Buny4eHHs ceptucpikata BignoBigHOCTI

€Bponenckkint hapmakonei: ans A®l; onsa suxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikat Bif y)Ke 3aTBEpKEHOro BUPOBHMKa -
MogaHHsa oHoBneHoi Bepcii CEP R1-CEP 2013- 105
- Rev 02 (nonepegHs Bepcis R1-CEP 2013 — 105 -
Rev 01) gna A®l OnmecapTaHy MegoKcoMminy Big
BXe 3aTBepmxeHoro BupobHuka Chinoin
Pharmaceutical and Chemical Works Private Co,
Ltd, y 3B’s13Ky 3i 3MiHOKO Ha3BW BUPOBHMKa Ha
«EuroAPI Hungary Ltd».
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo BuNy4eHHs ceptudpikata BignosigHOCTI
€Bponencekivi hapmakonei: ans APl; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNEeHUiA
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPOOHMKa -
OHoeneHHs Bepcii CEP R1-CEP 2012 — 398 -Rev
01 Ha R1-CEP 2012-398-Rev 02 ans gito4yoi
peyoBuHM OnmecapTaHy MegoKCOMIny Bif
3aTBepakeHoro BMpobHuka Daiichi Sankyo Co, Ltd
Ta 3MiHa Ha3BMW BUPOBHKKa NPOMIXKHOIO NPOAYKTY Ha
«EUROAPI Hungary Ltd». 3miHn | Tuny - 3mMiHn 3
sKkocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
roTOBOro fikapcbKkoro 3acoby (3amiHa abo
[oaaBaHHSA OinbHULI, Ha Skl 30IACHI0ETLCS
KOHTpOnb/BUNpobyBaHHst cepi)
[opaBaHHs BupobHuYoi ginsHkmn ANIC Yecbka
Pecny6nika, c.p.o., Yecbka Pecnybnika (Ha Xapdge
336/9, Bucouanu, 190 00 MNpara, Yecbka
Pecny6nika) ons npoBeaeHHst KOHTpoto cepii [T13.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHN Y BUPOOHMLITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOSO SIKOCTi FOTOBOrO MiKapCbKoro
3acoby (3amiHa abo aofaBaHHA AiNbHUL, Ha SIKin
3iNCHIOETBCS KOHTPOb/BUNPOBYyBaHHSA cepii)
HopaBaHHs BUpOBOHWMYOT AinNbHULI ANs NpoBEeAEHHS
KoHTpornto cepii roTOBOro nikapcbkoro 3acoby:

Ananitivyec 3eHTpym Biodapm 'm6X, bepniH,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

HimeuuunHa (bittepdenaep wrpace 19, 12681
BepniH, HimeuunHa). BBegeHHs amiH npotarom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHsA
3MiHn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb ADI.
3MiHa y MmeTofax BunpobyBaHHst A®l abo BMxigHOrO
marepiany/npoMixXHOro NnpoaykTy/peareHTy, LWo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(iHwWi 3mMiHM y MeTofax BMNpobyBaHHs (BKMHOYao4Ym
3amiHy abo gonoBHeHHs1) A®I abo
BUXigHOro/npomixkHoOro npoaykTy) loaaBaHHs
anbTepHaTMBHOrO MeTody BunpobyBaHHsa «Po3noain
3a po3Mipom yacTok» (Examine using Method A or B
alternatively) ans gito4oi pe4yoBMHM oniMecapTaH, Lo
BVIKOPVCTOBYETLCS BUPOOHUKOM MeHapiHi-PoH
XenpeH M'M6X, HimeuunHa. PegakuiHi 3amiHm o p.
3.2.S.4.2 popaBaHHsa «[ocnimKkyoTb
anbTepHaTuBHUM MeToaoM A abo B» Ta BigHOCHOI
Ha3BM BXe iCcHyto4oro metoay (Metog A) Ans Toro,
o6 KpalLle Bigpi3HATM MOro Big HOBOrO MeToay
(meTop B)

101.

KATEDKENb 3
JNIIAOKAIHOM

renbno 12,5ry
roppoBaHomy
wnpuui-Ty6i; no 1
rohpoBaHomy
wnpuuy-Ty6i y
6nictepi; no 1, abo
no 5, abo no 25
GnicTepiB y
KapTOHHI kopobui

dapmaueyTi
we ¢habpik
MoHTasit
m6X

ABCTpis

dapmaveyTiwe
abpik MoHTaBiT
'm6X

ABCTpis

BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHM
| TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaViMeHyBaHHs1 Ta/abo agpecy 3asBHUKA (BnacHuKa
peecTpaLiiHoro noceigYeHHs) - 3MiHa Ha3Bu
(BnacHuka peecTpauiiHoro nocBig4YeHHs)
aHrNINCbKOK MOBOIO.

3a
peuerimom

UA/4660/01/01

102.

KBETIAMIH-
OAPHULA

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 100
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepu B nayui

MpAT
"®apmaueBT
n4yHa cipma

"OapHuus”

YkpaiHa

xeHedpapm C.A.

peuis

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHU
| TMny - 3MiHK Wwopno 6esnekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCNiAKEHb, NPOBEAEHNX Bi4NOBIgHO
[0 nnaHy negiatpuyHmx gocnigkeHs (PIP) (3miHy
Y3ro>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHM BHeceHO A0 IHCTpyKLUii Ans megnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3Aainis:
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BMAam B3aemogin", "OcobnuBocTi 3acTocyBaHH:A"
oo 6e3nekn 3acTocyBaHHS Ljil040I Pe4OBUHU
KBeTianiHy dpymaparT BignoBigHO A0 pekoMeHaauin
PRAC. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsiliB nicnst
3aTBEPOKEHHS

3a
peuenmom

He
nidnseae

UA/19202/01/02

103.

KBETIAIMIH-

TabneTku, BKPUTI

MpAT

YkpaiHa

xeHedpapm C.A.

peuis

BHECEHHS 3MiH 40 peecTpauiiHux MaTtepianis: 3MiHU

3a

He

UA/19202/01/03
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3acoby ynakoeka) noceid4yeHHs1
OAPHMUA NniBKOBOK "dapmaueBT | TMny - 3MiHK WwWopao 6e3nekn/edhekTUBHOCTI Ta peuenmom nionsieae
o6onoHkoto, no 200 n4yHa cipma dapmakoHarnsay. 3miHa y KopoTkii Xxapakrepuctuui
mr; no 10 TabneTok "OapHuus" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
y 6nicTepi; no 3 iHCTPYKLUIT ANA MeAMYHOro 3acToCyBaHHS Ha nigcTasi
6nictepu B nayui perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik peaynbTaT
OLHKM 3BiTY 3 JOCNiAXeHb, NPOBEAEHMX BiANoBIigHO
[0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
Y3ro[HKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHW BHeceHo o IHCTpyKLUii Ans MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis:
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi Buam B3aemoginn”, "OcobnmneocTi 3acTocyBaHHs"
oo 6e3nekn 3acTocyBaHHS Lil04H0I Pe4OBUHM
kBeTianiHy cbymapar BignoBiaHoO 40 pekoMeHaauin
PRAC. BeeaeHHs 3MiH NpoTsrom 6-Tu MicsiliB nicns
3aTBEPOKEHHS
104. | KBETIAMNIH- TabneTtkn, BKPUTI MpAT YkpaiHa xeHedbapm C.A. [peuis BHECEHHS 3MiH 0O peecTpaLinHUX maTepianis: 3MiHK 3a He UA/19202/01/01
OAPHMUA NniBKOBOO "dapmaueBT | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nionsieae
obornoHkoto, no 25 n4yHa cipma dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctuui
mr; no 10 TabneTtok "NapHuus" nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
y 6nicTepi; no 3 IHCTPYKUIi 4NA MeanYHOro 3acTocyBaHHs Ha NigcTasi
Gnictepu B nayui perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCRigKEHb, NPOBEAEHUX BignoBigHO
[0 nNnaHy negiatpuyHux gocnigxkeHs (PIP) (3miHy
Y3ro>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis:
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMam B3aemopin", "OcobnuBocTi 3acTocyBaHHA"
oo 6e3nekn 3acTocyBaHHS Lil04H0I Pe4OBUHU
KBeTianiHy dpymaparT BiAnoBiAHO A0 pekoMeHaaLlin
PRAC. BeegeHHs 3MiH NpoTsiroM 6-Tu MicsiliB nicns
3aTBEPKEHHS
105. | KENBEP® rpaHynu ans AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHn 3a UA/18685/01/01
CALUE 0parnbHOro Po3yunHy, "®apmak” Il Tvny - 3MiHuM 3 sikocTi. ADI. (iHWi 3MiHK) peuenmom
no25wmr,no2,5ry OHoBneHHsA MacTep-darny Ha API
cale, no 10, 20 abo nekcketonpodpeHy TpomeTaHonN Bif BracHuka
30 cawe y nayui mactep-carina BEC Chemicals PVT LTD, IHgis 3
DMF/DKT/10 Ha DMF/DKT/12
106. | KMAUPA TabneTku, BKPUTI Baviep Al HimeyumH Baviep Banmap HimeyunHa BHECEHHS! 3MiH 10 peecTpaLliiHux maTtepianis: 3miHu 3a UA/9778/01/01
NniBKOBOKO a m6X i Ko. KI | TMny - 3MiHK Wwopo 6e3nekn/edpeKkTUBHOCTI Ta peuenmom

06oroHKo, No 3 mMr
+ TabneTkun, BKPUTI

cbapmakoHarnsgy. 3MmiHa yactotu Ta/abo TepMiHiB
NnofjaHHs1 PerynsipHO OHOBMOBAHUX 3BiTIB 3 6e3neku
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
NniBKOBOK nikapcbkux 3acobis - 3MiHK y YacToTi Ta gatax
06onoHkot, no 1 mr noAaHHs peryrsipHo OHOBIHOBAHOIO 3BiTy 3 6e3neku
+ TabneTkn, BKPUTI - [itoya pepakuia: Yactota nogaHHa perynsapHo
NniBKOBOKO OHOBIOBAHOrO 3BiTYy 3 6e3nekun 3 poku. KiHuesa
o6ornoHkot, 3 mr/2 narta ans BknoveHHs gaHux go PO36 - 13.06.2019
Mr + TabneTtku, p. Oata nogaHHs - 11.09.2019 p. NponoHoBaHa
BKPUTI NMiBKOBOKO pepakuia: Yactota nogaHHA perynspHo
0601n0oHKo, 2 Mr/2 OHOBIOBAHOrO 3BiTy 3 6e3nekn 5 pokis. KiHueBa
Mr + TabneTku, paTta ans BkntoYeHHs gaHux go PO36 — 08.09.2028
BKPWUTI MMiBKOBOIO p. Oata nogaHHs — 07.12.2028 p. PekoMeHOoBaHO
060M0HKOH0 [0 3aTBEPKEHHS BiANOBIAHO 40 NEPioANYHOCTI
(nnaue6o); Ne 28: 2 NnoJaHHsi perynsipHO OHOBIOBaHMX 3BiTiB 3 6e3neku
TEMHO-XOBTI nikapcbkux 3acobiB y €C
Tabnetkn + 5
4epBOHMX TabneTok
+ 17 CBITNO-XOBTUX
TabneTtok + 2
TEMHO-4EpPBOHMX
Tabnetok + 2 6ini
Tabnetku nnauebo y
Gnictepi; no 1
Gnictepy B
KapTOHHOMY ramaHui
107. | KNONIOQOIPEN- | TabneTku, BKPUTI TOB «TeBa YkpaiHa AkTasic NNT ManbTa BHECEHHS 3MiH O peecTpauiHmMx maTtepianis: 3MiHu 3a He UA/11636/01/01
TEBA NniBKOBOKO YkpaiHa» | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nidnsizae

06010HKO, Mo 75
mr, no 10 TabneTtok
y bnicTepi; no 3 abo
9 6nicTepiB y
KapTOHHiI kopobuyj;
no 7 tabnetok y
GnicTepi; no 4
Gnictepu B
KapTOHHiI kopobui

capmakoHarnsigy. BHeceHHs abo 3amiHa(n) oo
3000B's3aHb Ta YMOB BuAavi peecTtpauiiHoro
noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA
pu3nkamm (iHLi 3MiHKN)
3MiHu BHeceHo Ao YacTuH: | «3aranbHa
iHdpopmaisi», Il «Cneuudikauis 3 6e3neku», llI
«lMnaH 3 hapmakoHarnsaay», V «3axoau 3
MiHimizauii pusukie», VI «Pestome nnaHy ynpasniHHsA
pusmkammny, VIl «Jdogatkn» y 3B’3Ky 3 ypaxyBaHHAM
OHOBMEHOI iHdopMaLlii pedepeHTHOro NikapcbKoro
3acoby. Pestome nnaHy ynpasniHHA pu3vkamm
Bepcisa 5.1 gogaetbest. 3mivm | TUNy - 3miHK WwWono
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHu
Y KOpOTKii XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKLiT AN MeguyHoro
3aCTOCYBaHHS reHepUYHNX/ribpnaHux/G6ionogioHmx
nikapcbkux 3acobiB nicnsi BHECEHHs Tiel camoi 3MiHK
Ha pedepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS >XOOHMX HOBUX A0AATKOBUX AaHMX) 3MiHU
BHECEHO A0 iHCTPYKUii ANs MeanyHoro
3aCcTOCyBaHHS fnikapcbKoro 3acoby y posginu
"dapmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "Baaemopais 3 iHWMMKN
nikapcbkuMun 3acobamu Ta iHWi BUAM B3aemogin",
"OcobnumBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHsi Ta go3u", "Oitn", "MNobivHi peakuii”
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3acoby ynakoeka) noceid4yeHHs1
3rigHo 3 iHopmauieto Woao MeguyHoro
3aCTOCYBaHHsI pedpepeHTHOrO fikapcbkoro 3acoby
(MNABIKC®, TabneTku, BKpUTi 0600HKO, No 75
Mr).
BBegeHHs 3miH NnpoTArom 6-Tv MicsuiB nicnsi
3aTBEpAKEHHS
108. | KNOMIAOIPEN | nopoluok AT Ykpaina MpasiiH IHAisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn - UA/15110/01/01
}0) (cybeTaHuis); B "®apmak” JlebopeTopiec | Tuny - 3miHn 3 akocTi. CepTudikat
FOPOCYJIb®A | naketax noagiNHUX MNBT. NTO. BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
T nonieTUNeHoBmXx, €Bponecbkin dapmakonei/MoHorpadii. NMogaHHs

ans
hapmaLEeBTUYHOTO
3aCTOCYBaHHS

HoBOro abo OHOBMEHOro cepTudikaTta BiANOBIQHOCTI
abo BuNy4YeHHs ceptudpikata BignosigHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkin hbapmakonei) - Houn ceptudikar Big
BX€ 3aTBepXEHOro BUpoGHUKa - NoAaHHS HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkii
tapmakonei CEP Ne R1-CEP 2017-247-Rev 00 ans
A®I knonigorpento rigpocynbdarty Bif Bxe
3aTBepakeHoro BMpobHuka Praveen Laboratories
Private Limited, IHgis (3amiHa DMF
NePLPL/RA/315/0DMF/V-02 (August 2013). Ak
Hacnigok, 3MiHeHO Ha3By cyGCcTaHUi y BianoBiaHOCTI
no Bumor moHorpadii Klopidogrel hydrogen sulfate
EP (3atBepaxeHo: Knonigorpento Gicynbdar
3anponoHoBaHo: Knonigorpento rigpocynbdar).
[MpuBeaeHo NoKasHWKKM SIKOCTi cnevumdikauii Ta
MeToziB KOHTpOnto cybeTaHLii 4o BUMOr
€Bponencbkoi hapmakonei Aitoyoro BuaaHHs (€9*)
Ta gokymeHTauii BupobHuka (CEP). Bigbynuce 3miHun
B MK cybeTaHuii 3a po3ainom «YnakoBkax-
npuBeaeHo y BignosigHicTe Ao Bumor CEP
(3aTBEepoKeHO: B nakeTn noaginHi nonieTuneHoBi
npo3opi, NOMiLLleHi B NaKkeTW NonieTnneHoBi YOPHOro
KOnbOpY, BKNaAeHi B nonietuneHosi 6apabaHu
CMHBOTO KOMbOpY; 3anponoHoBaHo: B naketax
NOTPIVHWNX NOMIETUNEHOBKX (30BHILLHIA YOPHOrO
KONbOpY), BKNaaeHux y nonietuneHosi 6apabaHu).
3miHeHo TepmiH npuaaTHocTi 3 poku Ha lMepiof
peTecTyBaHHs 3 pOKv NpMBEAEHO A0 BUMOT
[oKyMeHTaUii BUpo6Huka. 3MiHu | Tuny - 3miHK
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3MiHK) - oHoBNEHHs1 po3ainy «MAPKYBAHHSA»
MeTopiB KOHTpOMO sIKOCTi (3anponoHoBaHo: «Ha
eTVKeTLi 3a3HayaloTb KpaiHy-BUPOBHWK, dipmy-
BMPOGHWK, Ha3By cybcTaHuii, Macy cybcTaHuii,
ymoBu 36epiraHHsi, TepMiH NpUAATHOCTI, HOMEp
cepii. [JonyckaeTbCc HAHECEHHA AO4ATKOBMX
Hanwuciy. 3MiHu | Tuny - 3miHK 3 sikocTi. ADI.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
CT1abinbHicTb. 3MiHa nepioay NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHsa abo ymos
36epiraHHs A®I (3a BigCyTHOCTI y 3aTBEpPKEHOMY
[ocbke cepTudikaTa BignoBigHOCTI €Bponeincbkin
dapmakonei, Wo BKIoYae nepio NOBTOPHOTO
BUNpoOyBaHHS) (iHLWi 3MiHW) - NPUBEAEHHS PO34iny
«YMOBW 3BEPIFAHHA» MeTogis KOHTPONO SIKOCTi
y BiANoBiAHICTb A0 BUMOT BUPOBHMKa Ta MoHorpadii
EP (3aTBepmkeHo: 36epiraT B opuriHanbHin
ynakoBLi Npu Temnepatypi He Bue 25° C;
3anpornoHoBaHo: 36epirati B LLiNbHO 3aKpUTIN
ynakoBLi B 3aXMLLEHOMY Big cBiTna Micuj)
109. | KOOETEPN Tabnetkun no 10 TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3MiHn 3a UA/3563/01/01
TabneTtok y 6nictepi; BO 3 obmexeHo | Tuny - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs peuenmom
no 1 Gnicrepy y OBMEXEH BigNoBiganbHIiCTIO BUPOBHMYOT AinbHUUI (BKMOYaKO4YM AiNbHULI Ans
KopobLi 3 KapTOHY (0]}0) "XapkiBcbke A®I, npomixxHoro npogykTy abo rotoBoro
BIAMNOBIOA dapmaLeBTUYHe nikapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS
JIBHICTHIO nianpueMcTBo nakyBaHHs1, BUPOOHMKa, BigNOBiganbHOro 3a BUnycKk
«KOPIMOPA "3nopoB's cepii, mMicLe NpoBeAeHHs KOHTPOorto cepii) abo
LA Hapoay" nocTayarnbHvKa BMXIQHOMO maTepiany, peareHTy abo
«310POB’A [OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y [OCLE)
» BUIy4eHHs BUpobHukiB AP| KogeiHy docdaty
ipmm "MACFARLAN SMITH LIMITED", United
Kingdom (Edinburgh), dpipmm "MACFARLAN SMITH
LIMITED", United Kingdom (Annan) Ta Buny4eHHs
BUpo6Huka A®I TepniHrigpaTy dipmn "NORTHERN
SYNTHESIS", Latvija. 3anuwatoTbcst 3aTBEpOXKEHI
BMpo6HMKM ADI KopeiHy doctaTy — Saneca
Pharmaceuticals, a.s., Slovac Republic; ALCALIBER
S.A.U., Spain Ta 3atBepmxeHuii BUpobHuk AdI
Tepninrigpaty (akBaTtepniHy) — Destilaciones Bordas
Chinchurreta, S.A., Spain.
110. | KOHTPALUMAO NOPOLLIOK ANs MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn 3a He UA/20319/01/01
PO34MHY AnS iH'eKLin akuioHepHe akuioHepHe | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
40 wmr y cprakoHi; 1 TOBapucTBo TOBapuCTBO dapmakoHarnsaay. 3miHa y KopoTKili XxapakTrepuctui
abo 5, abo 10 "Nekxim- "Nekxim-Xapkis", nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
driakoHiB y nauui Xapkis" YkpaiHa IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha niacTasi

(BUpOOHMLTBO 3
npoaykuii in bulk
pipMun-BUPOGHMKa
PetoHr
dapmacbioTukan
Ko, Jta.,
Kuraricbka
HapogHa
Pecny6nika)

perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sk pesynbtaT
OLLiHKM 3BITY 3 JOCNigKEHb, NPOBEAEHUX BignoBigHO
[0 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) 3MiHM BHECEHO [0 iHCTPYKLUIi Anst
MEAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii” BigNOBIAHO 4O OHOBMNEHOT
iHpopmalii 3 6e3neku aitovoi peyoBuHU. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB NiCNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsigy. 3miHW y KOpoTKii
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XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
nikapcbkunx 3acobiB nicns BHECEHHS TiET camoi 3MiHN
Ha pedepeHTHWIA Npenapar (3MiHa He noTpebye
HaZaHHS! XXOAHWX HOBMX J0OATKOBUX AaHMWX)
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ginu
"MNokasaHHs", "B3aemogisa 3 iHWMUMKN NikapCbKuMu
3acobamu Ta iHWi Buan B3aemogainn”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHOCTI
abo rogyBaHHs rpyaato”, "Mobivni peakwuii”
BiANOBIAHO A0 iHhbopMaLii woao meanyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKkoro 3acoby
(KOHTpOrMoK, NOPOLLOK A5 pO34MHY Ans iH eKUiN).
BBegeHHst 3MiH NpoTAarom 6-Tn micauis nicna
3aTBEPAKEHHSI

111.

KOPOAPOH®

Tabnetku no 200 wmr;
Ne 30 (10x3): no 10
Tabnetok y bnictepi;
no 3 Gnictepu B
KapTOHHi KOpoOLyi;
Ne 30 (15x2): no 15
Tabnetok y Gnictepi;
no 2 6nictepu B
KapTOHHIN kopobLyi

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

BupobHmuTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMyCK cepii
M3: CAHO®I
BIHTPOM
IHOACTPIA,
dpaHLis;
Bupo6HmuTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOrb AKOCTI
Ta BUNyCK cepii
M3 (3a
BUKIIOYEHHSIM

MikpobionoriyHoro

TECTYBaHHS):
Onenna Xenckea
XaHrepi Ko,
YropwuHa;
MikpobionoriuHe
TecTyBaHHs T13:
XIHOTH 3aeog

PapmMaLeBTUYHUX

Ta XiMivHMX
MpogykTi
Mpamsit Ko. IlTA.
(XIHOIH Npaitsit
Ko. ltg.) -
nianpveMcTBO
YaHiksenba,

®paHuis/
YropwuHa

BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHv) 3MiHM BHECEHO A0
IHCTPYKUIT ANA MeanYHoOro 3acTocyBaHHs
nikapcbkoro 3acoby o po3aginy "Mo6ivni peakuii”
BiZNOBIQHO 1O OHOBMEHOI iHhopMmaLlii 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH - NPOTSArom 6 micauis nicna
3aTBEPAKEHHS.

3a
peuerimom

He
nidnsicae

UA/3683/02/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
YropwuHa;
MikpobionoriyHe
TecTyBaHHs J13:
EBPOATIMI XaHrepi
Nimiten Naiiabiniti
KomnaHi
(EBPOATIMI
XaHrepi Jl14.),
YropwmHa
112. | NATAHOKC® Kpanni oyHi 0,005 % Anpan- Xopsaris Anpan- Xopsaris BHECEHHS! 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a UA/12401/01/01
no 2,5 mn posunHy y | [aneHcbkuii [aneHcbkun | Tuny - 3miHn 3 sakocTi. CepTudikat peuenmom
bnakoHi- JTabopaTopi JlabopaTopit 4.4. BignosigHocTi/E-cepTudikaT BignoBigHoCTI
KpanenbHuui; no 1 na.a. €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs

abo 3 nakoHa-
KpanenbHuui y
KapTOHHIl kopobui

HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuNy4YeHHs ceptudpikata BignoBigHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI
€sponelicbkin hbapmakonei) - Houn ceptudikar Big
BXe 3aTBepaKeHOro BUpPoOHUKa - NoJaHHS HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne RO-CEP 2021-002-Rev 00 ans A®I
naTaHonpocTy Bif 3aTBEPAXXEHOro BUpOoBHUKa
Everlight Chemical Industrial Corporation. Ak
Hacnigok cneumdikauis Ta aHanituHi metogn AdI
apanToBaHi fo Bumor €O Ta CEP. 3minHu | Tuny -
3miHu 3 akocTi. A®l. CtabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUMNpobyBaHb/nepiody 36epiraHHs abo
ymoB 36epiraHHss A®I (3a BigcyTHOCTI y
3aTBepAKeHOMY AoCbe cepTudpikata BignoBIAHOCTI
€Bponewckkin dhapmakonei, LWo BKIoYae nepios
NOBTOPHOro BUNpobyBaHHs1) (nepiod NOBTOPHOro
BunpobyBaHHs/nepion 36epiraHHs) - 3MEHLUEHHS -
3MEHLLEHHS Nepioay NOBTOPHOrO BUMPOGyBaHHA
Lito401 pevyoBMHU naTaHonpocTy 3 24 micsauis go 12
MicsauiB Ha nogaHHsA HoBoro CEP. 3minun | Tuny -
3MmiHu 3 gKkocTi. FoToBuIA nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OoNyCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (iHLwi 3MiHM) 3MiHa y
cneuudikauii M3 3a nokasHykom «CynpoBiaHi
OOMILLKM», @ caMe: po3LUMPEHO NiMIT AoMiLlku 4
(Ph.Eur. Oowmiwka F) no 3,5% y BignosigHocTi oo
BuMor moHorpadii Ph.Eur. ans gito4yoi pevoBuHm
nartaHonpocTy. Ak HacnigokK BiANOBIAHI 3MiHW 40
MKA N3.
3minu | Trny - 3miHu 3 sikocTi. ADI. KoHTponb ADI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX Y crieumdikaLisx Ha
A, abo BMXigHWI/NPOMiXXHWI NpoAYKT/peareHT, Lo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
BUKOPUCTOBYHOTLCSA Y NpoLeci BupobHuutea AdI
(BUMYYEHHSA HE3HAYHOIO NOKa3HMKa SKOCTI
(Hanpuknag BUIyYeHHs1 3acTapifioro nokasHuka))
3MiHa y cneuudikauii gito4oi pevoBuHM
naTaHonpocTy obrpyHToBaHa NpYBeAEHHAM 40
Bumor Ph. Eur. 5.1.4. Mikpobionori4yHoi unctotu, ae
BUMOTIU OO TecTyBaHHS BkrtovaroTb TAMC i TYMC i
He NoTpibHO TecTyBaHHA Ha Byab-Aki AoAaTKOBI
crneungivHi MikpoopraHiamu (BMganseTbcs
TeCTyBaHHA Ha cneundiyvHi MikpoopraHiamu E. coli,
Salmonella, P. aeruginosa 1a S. aureus).
113. | NEBONPO® PO34MH Ans iHdY3in, TOB YkpaiHa [ouvipHe YkpaiHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 3a UA/11924/01/01
500 mr/100 mn no "KoHnapk nianpueMcTBo | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
100 mn a6o no 150 IHTenven" "®apmaTpeng” dapmakoHarnsaay (iHwi 3miHn). OHOBNEHHS TEKCTY
M5y KOHTENHepi; no MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBOK
1 KOHTeWHepy B nikapcbkoro 3acoby, a came: BHECEHHS1 HE3HaYHUX
nonieTuneHoBoMy peAaKuiHnX NpaBoK MO TEKCTY; AOMOBHEHHS
nakeTi B kopobui po3ainis iHbopMaLieto NPO HAHECEHHA NEPEMIHHNX
naHux (cepisi, TepMiH NpuaaTHOCTI, gata
BUrOTOBIIEHHS], PEECTPALliiHE NOCBIAYEHHST); @ TaKOX
y n. 17. IHWE Ta n. 6. IHWE yTo4YHEeHHA aaHuX Wwono
HasIBHOCTi NoroTuny BUpobHMKa Ta 3asiBHKKa, a
TaKOX TEXHIYHOI iHcpopmalLlii.
TepMmiH BBEAEHHS 3MiH- NPOTArom 6 micsuis
114. | NEKAPHITA PO34MH AN iH'eKLN, Meppepi ITanisa XENMN C.A. Ipeuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a UA/13814/01/01
1r/5mnno5wmns PapmaveyTi | Tuny - 3miHn wopo 6e3nekn/edeKkTMBHOCTI Ta peuernmom
amnyni; no 5 amnyn yi CPN hapmakoHarnsgy (iHwi 3amiHn) - OHOBNEHHSI TEKCTY
y nayui 3 KapTOHY MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI yNaKoBOK
nikapcbkoro 3acoby, a came: y n. 6. IHWE ta n. 17.
IHLWE yTo4HeHo iHhopmaLito LWoAo HasBHOCTI
noroTuny 3asiBHUKA; BUIy4YeHO iHpopMmallito,
3a3HayeHy POCIICbKOK MOBOIO 3 TEKCTY MapKyBaHHS
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPPKEHHS.
115. | NEHAHIT'MO Kkancynuv Teepai no 5 O-p Peppi'c IHAis O-p Peppi'c IHAis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHU 3a He UA/17270/01/01
Mr; no 28 kancyny ITabopaTopi ITabopaTopic I17a, | Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa peuenmom | nidnszae
KOHTeWHepi; no 1 chtp ®TO-7 HanMeHyBaHHS Ta/abo agpecu MicuA NpoBagXeHHS

KOHTeNHepy B
KapTOHHiI kopobLyi

AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKINOYAUU AinbHULL BUNYCKY
cepii abo MicLie NpoBeAEHHS KOHTPOSTO SKOCTI.
(misnbHicTb, 3a sKy Bignoeiaae BUPobHUK/iMnopTep,
BKITIOMAK0UM BUMNYCK cepilt). 3MiHa HalMeHyBaHHSA
Ta/abo agpecy MicLS NPOBaDKEHHS AiSNbHOCTI Yy
3B’A3KY i3 NpUBEOEHHSAM peecTpalinHNX AOKYMEHTIB
y BignoBifgHicTb Ao ceptudikaty GMP. 3miHn
BHECEHO B iHCTPYKLilO ANS MeQNYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHVKa Ta agpeca Micus NpoBag)XeHHs oro
OisnbHOCTI" 3 BiANOBIAHUMMY 3MiHAMKW B TEKCTI
MapKyBaHHS ynakoBoK. TepMiH BBe4EHHS 3MiH
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npoTArom 6 micsAuiB nicns 3aTBepmpKeHHs. 3MiHu |
TMny - 3MiHK Woao Gesnekn/edhekTUBHOCTI Ta
tapmakoHarnagy (iHwi 3aminun) -MpuBeaeHHs TekcTy
MapKyBaHHs1 MEPBMHHOI YNaKOBKW NikapCbKOro
3acoby y BiAMNOBIAHICTb 4O 3aTBEPAXEHOT CTPYKTYpH
3pa3sky. TepMmiH BBe4eHHS1 3MiH- NPOTSArom 6 micsuis
nicns 3aTBepAKEHHs!

116.

JIEHAHIMO

Kancynu Teepgi no
15 wmr; no 21 kancyni
y KOHTenHepi; no 1
KOHTEeWHepy B
KapTOHHIl kopobui

O-p Peapi'c
JTabopaTopi
cllto

IHAisA

O-p Peapi'c

JlabopaTopic Jlta,

®TO-7

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHK
| TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HanMmeHyBaHHS Ta/abo agpecu Micusa NpoBagXeHHs
JisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYaum 4inbHULI BUNYCKY
cepii abo Micue NpoBeaeHHs1 KOHTPOSIO SAKOCTI.
(DisinbHicTb, 3a sIky BignoBiaae BUpobHMK/imnopTep,
BKIHOYa04M BUMNYCK cepiit). 3MiHa HaiMeHyBaHHs
Ta/abo agpecu micLa NpoBaMKEHHS QisANbHOCTI Y
3B’A3KY i3 NPMBEAEHHAM peecTpaLinHuX JOKYMEHTIB
y BignoBigHicTb go ceptudikaty GMP. 3miHn
BHECEHO B iHCTPYKLIiO ANs MeQnYHOro 3acTocyBaHHS
nikapcbKkoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus NpoBagXeHHSs! oro
OignbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTi
MapKyBaHHs yakoBOK. TepMiH BBeAEHHS 3MiH
npoTsarom 6 micsiLiB nicns 3aTBepmpKeHHs. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnsgy (iHwi amiHu) -MpuBeaeHHs TekcTy
MapKyBaHHS NEPBUHHOI YNaKoBKM NiKapCbKoro
3aco0y y BiAMNoBiAHICTb A0 3aTBEPOKEHOT CTPYKTYpU
3pa3sky. TepmiH BBe4EHHS 3MiH- NPOTSArom 6 micsuis
nicns 3aTBEpAXKEHHS!

3a
peuerimom

He
nidnsicae

UA/17270/01/03

117.

NIEHAHIMO

Kancynu Teepgi no
25 wr; no 21 kancyni
y KOHTenHepi; no 1
KOHTeNHepy B
KapTOHHiI kopobLyi

O-p Penpi'c
JTabopaTopi
cllta

IHAin

O-p Penpi'c

JTabopatopic Jitg,

®TO-7

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHU
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micusa NPoBagXeHHSs
AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKNOYAO4M AiNbHULL BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPOH SIKOCTi.
(misnbHicTb, 3a sKy Bignoeiaae BUpobHUK/imnopTep,
BKITI0HAK04M BUMNYCK cepilt). 3MiHa HalMeHyBaHHSA
Ta/abo agpecy Micus NPOBaMKEHHS AiSNbHOCTI Y
3B’A3KY i3 NpUBEOEHHSAM peecTpaLinHUX AOKYMEHTIB
y BiANoBigHicTb Ao ceptudikaty GMP. 3miHn
BHECEHO B iHCTPYKLt0 A5 MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Micue3HaxomKeHHs!
BMpOGHVKa Ta agpeca Micus NpoBag)XeHHS oro
aisnbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS YNakoBOK. TepMiH BBe4EHHS 3MiH
npoTArom 6 MicsAuiB nicns 3aTBeppKeHHs. 3MiHu |
TMny - 3MiHK Wopao Geanekn/edekTUBHOCTI Ta
hapmakoHarnsigy (iHwi amiHun) -MprBeaeHHs TEKCTY
MapKyBaHHS MEPBUHHOI YNaKOBKY NiKapCbKOro
3acoby y BigMNoBigHICTb 40 3aTBEPAKEHOI CTPYKTYpU

3a
peuenmom

He
nidnseae

UA/17270/01/04
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3pasky. TepMiH BBeeHHS1 3MiH- NpPOTArom 6 micsuis
nicnsa 3aTBepAKEeHHs

118.

JIEHAHIMO

Kancynv TBepAi no
10 wr; no 28 kancyn
Y KOHTenHepi; no 1
KOHTENHepyY B
KapTOHHiI kopobui

O-p Pepai'c
JlabopaTopi
cllta

IHAisa

O-p Pepai'c
JlabopaTopic J174,
dTO-7

IHAis

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHN
| Tuny - AamiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus NPOBaaXeHHSs!
nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKMHOYaoYM AinbHUL BUNYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOHO SIKOCTi.
(DisinbHiCTb, 3a sIky Bignosigae BUpoGHMK/iMnopTep,
BKITHOYa04M BUMNYCK cepiit). 3MiHa HaiMeHyBaHHs
Ta/abo agpecu MicLsi NPOBaKEHHS AisSNbHOCTI Y
3B’A3KY i3 NPUBEAEHHSIM peecTpaLinHNX AOKYMEHTIB
y BignosigHicTb go ceptudikaty GMP. 3miHn
BHECEHO B iHCTPYKLUIiO ANs MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi IpoBagXeHHSs Aoro
OisnbHOCTI" 3 BiANOBIAHUMY 3MiHAMKW B TEKCTI
MapKyBaHHS yNnakoBOK. TepMiH BBEAEHHSA 3MiH
npoTsrom 6 micsiLiB nicns 3aTBepmpKeHHs. 3MiHu |
Tmny - 3MiHN Wwopao 6esnekn/edekTMBHOCTI Ta
tbapmakoHarnagy (iHwi amitn) -MpuBeaeHHs TekcTy
MapKyBaHHS NEPBUHHOI YNAKOBKM JiKapCbKOro
3aco0y y BiAMNOBIAHICTb A0 3aTBEPAXEHOI CTPYKTypU
3pasky. TepMiH BBEAEHHS 3MiH- NPOTSArom 6 micauis
nicns 3aTBepAXKEHHs!

3a
peuenmom

He
nionsieae

UA/17270/01/02

119.

JNETEPO

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 2,5
mr, no 10 TabneTok
y bnicTepi; no 1 abo
no 3 6nictepu B
KopobLi 3 KapTOHY

leTepo
Jla63
Jlimiten

IHAin

[eTepo J1ab3
Nimiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
TexHiyHa nomurnika (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI

NOMUIKY, 3rigHo n.2.4. nignyHkT 4 po3ainy VI Hakasy
MOS Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
Haka3y MOS Ykpainu Big 23.07.2015 p. Ne 460), -

BunpaBneHHst TEXHIYHOI MOMMWIKKM, NOB’A3aHO 3
HEKOPEKTHUM nepeHeceHHAM iHdopMauii 3

marepianis BUpoOHMKa 40 METOAIB KOHTPOIIO,

AonyLieHa noMuIka B onvci BunpoboByBaHoro

PO34MHY 3a NokasHMKoM «KinbkiCHe BU3HaYeHHs», a
came He 3a3Ha4yeHO [0AaTKOBE pO3BeAeHHs
BMNPOOOBYBaHOrO Po34unHy. 3asHaveHe
BUMNpaBIEHHsI BiANOBIAae OKyMeHTaLlii BUPOGHYKa,
sika NpeAcTaBneHa B apXiBHUX MaTepianax.

3a
peuerimom

UA/14176/01/01

120.

JNIETPO30N
AKKOPO

TabneTkn, BKpUTI
NnNiBKOBOIO
obonoHkoto, no 2,5
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHiI kopobLyi

Akkopp,
Xenckea
Moncka Cn.
3.0.0.

Monbwa

BUPOBHMLTBO
nikapcbkoro
3acoby, nepBuHHe
Ta BTOPVHHE
naKyBaHHs,
KOHTPOIb AKOCTI
cepii: IHTAC
GAPMACBIOTIKA
I3 NIMITEN,
IHAis;
BignoBiganbHUN

IHpis/
Monbwa/
Icnanis/
Yexis/
ManbTa/
YropwwmHa/
Benwuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3amiHu oo
y3aranbHeHVX AaHUX Npo cucTemMy bapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiZ4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsay 3asiBHvKa Ansi
3[iNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKL0 BOHa
BiJMiHHa Bi yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3iMCHeHHs hapmMakoHarnsay (Bkr4vawym

3a
peuenmom

UA/19128/01/01
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3a BMNYCK cepii:
AKKOP[O
XEJICKEA
JIIMITELL, Benuka
BputaHis;
BignoBiganbHUn
3a BMNYCK cepii:
Akkopa Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MNonbuwa;
ninbHMUA 3
KOHTPOJIO SIKOCTI:
JIABOPATOPI
SYHOACIO [AY,
IcnaHis; ginbHUUs
3 KOHTPOIo
sikocTi: TOB AJlC
Yecbka
Pecny6bnika,
Yexis; ginbHUUA 3
KOHTPOJIO SIKOCTI:
TOB AJIC Yecbka
Pecny6nika,
Yexis; ginbHUUA 3
KOHTPOMIO SIKOCTi:
dapmagokc
Xenckea Jl1a.,
ManbTa; ginbH1us
3 KOHTPOItO
SAKOCTI:
SGAPMABANIO
T,
MikpoGionoriuHa
nabopaTopis,
YropLuHa;
ainbHMUA 3
KOHTPOIO SIKOCTi:
€BpodiHC
AHnanitikan
Cepsices XaHrepi
K., YropwuHa;
nopaTkoBa
OinbHUUA 3
BTOPUHHOIO
naKyBaHHs:
AKKOP[
XEJNCKEA
NIMITEL, Benuka
Bpuranis;
nopaTtkosa

KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.

[itoua pepakuia: Arata NeceBud / Agata Gesiewicz.
[MponoHoBaHa pefakuisi: Apnetta BepuHcbka /
Arletta Werynska. 3miHa KOHTaKTHUX JaHWX
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0cobu 3asBHUKA,
BignoBiganeHoi 3a hapMakoHarnsg B YkpaiHi. [irova
pepakuis: Wynsy Onbra CepriisHa. MNponoHoBaHa
pepnakuia: Marctep MapuHa N'eHHagiiBHa.
YTOYHEHHS W00 MiICLE3HaXOMKEHHSI MacTep-
davina cuctemu papmakoHarnsgy. YTOYHEeHHS
Loao Micus 34iIMCHEHHSA OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
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OinbHMUA 3
BTOPWHHOIO
nakyBaHHs:
dapma Mak
YropwwHa Jlta.,
YropwmHa
121. | NTOMYCTUH kancynu no 40 Mr no Mepak Hime4uuH Bupo6GHuK, Wwo Himevuunna BHECEHHS 3MiH IO peecTpauinHmx maTtepianis: 3MiHW 3a He UA/6988/01/01
MEOAK 20 kancyny lesenbliad a Bignosigae 3a | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuenmom | niidnseae
KOHTeWHepi; no 1 T cbrop MapKyBaHHS capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
KOHTeWHepy B navui KniHiwe nepBUHHOI nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
LWneujanbnp YyMNaKoBKM, IHCTPYKUIT AN MEAMYHOro 3aCTOCyBaHHS Ha nigcTasi
enaparte BTOPUHHE perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
M6X nakyBaHHs, nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KOHTpOrb/BUNpPoby 3acTOoCyBaHHS NikapCbKoro 3acoby B
BaHHA cepii Ta 3a nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
BUNYCK cepii: OLHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX BiANOBIgHO
Mepak A0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miny
[e3senbliadTt drop Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
KniHiwe opraHom)
LLneujiansnpenapa 3MiHM BHeceHo A0 [HCTpyKLUii Ans MeanyHoro
Te M6X, 3acTocyBaHHs Nikapcbkoro 3acoby o po3aainie
HimeyuumHa; "OcobnueocTi 3actocyBaHHA" Ta "MMo6iYHI peakwji”
Bupo6HuK, wo BiJMNOBIQHO 4O OHOBMEHOI iHhopmaLii Wwoao 6esneku
BignoBsigae 3a 3aCTOCyBaHHS Lit040i pe4OBUHN.
BUPOBHMLUTBO
nikapcbkoro
3acoby, nepBuHHe
nakyBaHHs,
KOHTpOrb/BUNpPobY
BaHHS cepil:
Xaynt ®apma
Awmaper 'm6X,
HimeyunHa
122. | MAUXEN onn TabneTkn, BKpUTI Maiinax IHAis MAMNAH IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a UA/18504/01/01
NniBKOBOKO JlabopaTtopis JIABOPATOPI3 | Trny - 3miHKn 3 akocTi. FoToBUIA NikapCbkMi 3acid. peuenmom
obonoHkoto, no 400 Nimiteq NIMITEQ KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3MiHK)
mr/100 mr; no 28 - OHoBneHHa MKA ans nikapcbkoro 3acoby, a came
TabneTok y onakoHi; - BUKNaAEeHHs TEKCTY Aiep)KaBHOK MOBOH), 3riAHO
no 1 dnakoHy B cyyacHux Bumor. 3miHu | Tuny - 3miHu 3 gKocTi.
KapTOHHIN ynakoBLj [oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHwi 3MiHu) - MNprBeaeHHst
METOAIB KOHTPOIIO SIKOCTi Y NMOBHY BiAMNOBIAHICTb A0
[OKYMEHTIB BUpOOHYMKa, 6e3 3MiHM METOAMKM
123. | MAKCUTPON® | kparnni o4Hi no 5 mn HoBaprtic LLisenuapi AnkoH KyBpbop Benebriga BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a UA/8329/01/01
y brakoHi- dapma Al A | Tuny - 3MmiHn 3 sikocTi. CepTudikat peuenmom

KpanenbHuui; no 1
dnakoHy-
KpanenbHuLi B
KOpobLi 3 KapTOHY

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponencekin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIAHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo
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BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTugikart Bif yke 3aTBepaKEHOro BUPOBHMKa.
MoaaHHA oHOBNEHOro cepTudikaTta BiANOBIAHOCTI
€poneickkin dpapmakonei Ne R1-CEP 1999-184-
Rev 03 (3atBepakeHo: R1-CEP 1999-184-Rev 02)
ans gitoyoi pevosuHm Neomycin sulfate Big Bxe
3aTBepakeHoro BMpobHuka Pharmacia &Upjohn
Company LLC. BHacnigok oHoBneHHsi CEP 3miHeHO
HaviMeHyBaHHsi BnacHuka CEP Ta Ha3By i agpecy
BMpOoGHMYOT AinbHULi i3 Pharmacia &Upjohn
Company Ha Pharmacia &Upjohn Company LLC, 3
BigNoBigHMMK 3miHamu B po3ain «Cknag» MKA N3.
diznyHe posTallyBaHHS AiflbHULI HE 3MiHIETLCS.

124.

MEBIAPOJIH
(MEBI1APOJIH
y
HANAOU3UNA
T

KpUcTaniyHmm
NOPOLLIOK
(cybeTaHuin) y
MiLLKax
nonieTuneHoBmx
anst BupobHuuTea
HEeCTepPUIbHUX
nikapcbknx dopm

ToBapucteo
3
obGMexeHo
Bignosiganb
HiCTIO
"dAPMXIM"

YkpaiHa

ToBapucTBo 3
obmexeHo
BigNoBiganbHIiCTIO
"GAPMXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW
| Tuny - 3miHn 3 akocTi. A®L. KoHTpornbs A®L. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpOAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuuTtea AdI
(iHWi 3miHKn) BunyyeHHs 3i cneumdikauii nokasHuka
«Baxxi meTanuy, i sk Hacnigok BUNyYeHHs!
nokasHuka «Baxki metanu» 3 MeToAiB KOHTPONO
AKOCTi. 3MiHmM | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu APl abo [OMOMIXKHOI PevOBUHM -
3miHa Ha3su ADI. 3aTBepaxeHo: MEBIOPOIIH
B3anponoHosaHo: MEBIAPONIH (MEBIAPONIHY
HAMAOW3UNAT)
3MmiHu | TUny - 3miHu 3 akocTi. APl. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6 (iHWi 3MiHK)
BunyyeHnHsa «aatu Bunycky» 3 po3sainy MKA
«MapkyBaHHs1» (Ha eTUKeTLi 3anvwaeTbest AaTta
3aKiHYEHHS1 TEpMiHY NpUAATHOCTI).

UA/5980/01/01

125.

MENOKCUKAM

PO34MH Anis iH'EKLN,
15 mr/1,5mn; no 5
amnyn y 6nicrepi; no
1 6nictepy y
KapTOHHIN navui

TOB
«BEPKAHA
+»

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHUX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZ4NOBIgaNbHOI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
chanina cuctemu chapmakoHarnsgy) 3miHa
yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnsag,.

[itova pegakuis: 3iHyeHko Mapis BonoavmupisHa.
MponoHoBaHa pepakuisi: Yybapesa OneHa

3a
peuerimom

UA/14486/01/01
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€BreHiBHa. 3MiHa KOHTAKTHUX JaHUX YNIOBHOBaXXEHO!
ocobu 3asiBHKKA, BignosiganbHoi 3a

cthapmakoHarnag
126. | MENCI TabneTkn no 7,5 wr, Tosapucteo Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa 3a He UA/8397/01/01
no 10 TabneTtok y 3 "ACTPAGAPM" 3asBHuka J13 (MIBIT) (BnacHuka peecTtpauiiHoro peuernmom nidnseae
Gnictepi; no 2 oBMexXeHo noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
6nictepu y kopobui Bignosigans 460). 3MiHn | TMny - 3MiHn Wwoao
HiCTIO 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
«[MpeacraBH BBeaeHHs abo 3MiHM [0 y3aranbHeHVUX gaHUX Npo
MUTBO cucteMy chapmakoHarnagy (BBedeHHs y3aranbHeHuX
BAYM AaHuX nNpo cuctemy hapmakoHarnsgy, aMiHa
OAPM yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
TMBX» 3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3

bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
chapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3MmiHa
yrMoBHOBaXeHoi ocobu 3asBHUKa, BiAMOBIAANLHOI 3a
capmakoHarnag. Litova pegakuis: LWoskosa IpnHa
BaneHTuHiBHa. MponoHoBaHa pefakuisa: Bucoubka
Onbra NpuropiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
capmakoHarnsg. - 3MiHa MicLe3Haxo4KeHHs!
mMacTep-anna cuctemu papmakoHarnsgy Ta noro
HoMepa - 3MiHa Micus 3AiINCHEHHST OCHOBHOI
nisnbHocTi 3 dhapmakoHarnsagy. 3miHu | Tuny - 3miHn
oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHM) BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby, a came: - BUNy4yeHo iHopmaLlito
pocincekoto MoBoto; - y n. "IHLE" nepBuHHOI Ta
BTOPUWHHOI YNaKOBOK NiKapCbKoro 3acoby BuiyyYeHo
iHcbopmaLito Wwoao norotuny AucTpub'lotopa; - y
n.11. «<HanmeHyBaHHs i MicLle3HaxogKeHHS
BMPOGHMKa Ta/abo 3asBHMKa» 3a3Ha4YeHo
iHdopmaLiito npo 3asiBHUKA. 3MiHM | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMEeHyBaHHS
Ta/abo agpecu MicLs NPOBamMKEHHS AiSNbHOCTI
BMPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAKO4M AinbHULI BUNYCKY cepii abo Micue
NpOBEAEHHS KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a sKy
BiAMOBiAae BUPOOHWMK/IMMOpTEp, BKIOYAKOUMN BUMYCK
cepiit) - YTOUYHEHHS agpecu BUPoOHWMKa Y 3B's3KY 3
lMocTtaHoBoto BepxoBHoi Pagn YkpaiHnu Big
17.07.2020 "lMpo yTBOpEHHS Ta NikBigaLito panoHis",
sikoto Byno nikeigoBaHo Kneso-CBATOLUMHCHKMN
pawvioH Ta yTBopeHo ByyaHcbkuin panoH KuiBcbkoi
obnacrTi. BHeceHo B iHCTPyKLit0 AN MeguyHoro
3aCTOCYBaHHsI NiKapcbKoro 3acoby y po3ain




82 [TpomoBkeHHs goaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
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3acoby ynakoeka) noceid4yeHHs1

"MicuesHaxomxeHHst BUpOOHMKa Ta agpeca Micus
NPOBaMXEHHS NOro AisnbHOCTI" 3 BigNOBIiAHMMMN
3MiHaMK B TEKCTi MapKyBaHHS1 yNaKOBOK.

127. | MENCI TabneTku no 15 wr, Tosapucteo Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHa 3a He UA/8397/01/02
no 10 TabneTtok y 3 "ACTPAGAPM" 3asBHuka J13 (MIBIT) (BnacHuka peecTtpauiiHoro peuernmom nidnseae
Gnictepi; no 2 oBMexXeHo noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
6nictepu y kopobui Bignosigans 460). 3MiHn | TMny - 3MiHK Wwoao
HiCTIO 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
«[MpeacraBH BBeaeHHs abo 3MiHM [0 y3aranbHeHVUX gaHUX Npo
MUTBO cucteMy chapmakoHarnagy (BBedeHHs y3ararnbHeHuX
BAYM AaHuX nNpo cuctemy hapmakoHarnsgy, aMiHa
OAPM yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
TMBX» 3iicHeHHs dhapmakoHarnsigy; KOHTakTHoi ocobu 3

bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
chapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsay) - 3MmiHa
yrMoBHOBaXeHoi ocobu 3asBHUKa, BiAMOBIAANLHOI 3a
capmakoHarnag. Litova pegakuis: LWoskosa IpnHa
BaneHTuHiBHa. MNMponoHoBaHa pefakuida: Bucoubka
Onbra NpuropiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
capmakoHarnsg. - 3MiHa MicLe3Haxo4KeHHs!
mMacTep-anna cuctemu papmakoHarnsgy Ta noro
HoMepa - 3MiHa Micus 3AiINCHEHHST OCHOBHOI
nisnbHocTi 3 dhapmakoHarnsagy. 3minu | Tuny - 3miHn
oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHM) BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby, a came: - BUNy4yeHo iHopmaLlito
pocincekoto MoBoto; - y n. "IHLE" nepBuHHOI Ta
BTOPUWHHOI YNaKOBOK NiKapCbKoro 3acoby BuiyyYeHo
iHcbopmaLito Wwoao norotuny AucTpub'lotopa; - y
n.11. «<HanmeHyBaHHs i MicLle3HaxogKeHHS
BMPOGHMKa Ta/abo 3asBHMKa» 3a3Ha4YeHo
iHdopmaLiito npo 3asiBHUKA. 3MiHM | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMEeHyBaHHS
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAKO4M AinbHULI BUNYCKY cepii abo Micue
NPOBEAEHHS! KOHTPOIHO SIKOCTI. (AisSNbHICTb, 3a sKy
BiAMOBiAae BUPOOHWMK/IMMOpTEp, BKIOYAKOUMN BUMYCK
cepiit) - YTOUYHEHHS agpecu BUpoOHYMKa Y 3B'sI3KY 3
lMocTtaHoBoto BepxoBHoi Pagn YkpaiHnu Big
17.07.2020 "lMpo yTBOpEHHS Ta NikBigaLito panoHis",
sikoto Byno nikeigoBaHo Kneso-CBATOLUMHCHKMN
pawvioH Ta yTBopeHo ByyaHcbkuin panoH KuiBcbkoi
obnacrTi. BHeceHo B iHCTPyKLit0 AN MeguyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby y po3ain
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"MicuesHaxomxeHHst BUpOOHMKa Ta agpeca Micus
NPOBaMXEHHS NOro AisnbHOCTI" 3 BigNOBIiAHMMMN
3MiHaMM B TEKCTi MapKyBaHHS YNaKOBOK.
128. | MEHAKTPA® / PO34MH AN iH’EKLIN, CaHodi CLWA BTOPUHHE YropwwuHa/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a UA/17509/01/01
MENACTRA® no 1 gosi (0,5 mn) y MacTtep IHk. nakyBaHHs1, BUMYCK Kanapa/ Il TMNYy - 3miHm 3 sikocTi. FoTOBUI NikapcbkKiA 3aci6. peuernmom
BAKLIMHA cnakoHi, no 1 abo cepin: CaHodi- CnonyuyeHi KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
MEHIHFOKOKO | no 5 dpnakoHiB y AseHrTic 3pT., LWratn napamMeTpiB cneuudikauin Ta/abo 4onyCTUMUX MeX
BA KapTOHHiIN kopobui 3 YropwuHa; (CLWA) roTOBOrO MiKapCbKOro 3acoby (BMNyYeHHs
MONICAXAPUL | mapkyBaHHAM KOHTPOIb AKOCTI in NOKa3HWUKa, SKUM MOXe MaTu iCTOTHWUIA BNANB Ha
HA CEPOIPYI | ykpaiHCbKOK MOBOIO; Vivo Npu BUNYCKY: SIKICTb rOTOBOTO fikapCcbkoro 3acoby) BunyyeHHs
A, C,YTAW- no 1 abo no 5 CaHodi MNacTep TecTy "AHOManbHa TOKCMYHICTL" y cneumdikauii npu
135 cbnakoHiB y JlimiTeq, Kanaga; BUMYCKy Ta TecTy "CneumdivyHa TOKCMYHICTL" nig vac
KOH''OFOBAH KapTOHHIl kopobLi 3 BUPOGHMLTBO, pocnigpkeHHs ctabinbHocTi. TepMiH BBEAEHHS 3MiH -
A MapKyBaHHAM HanOBHEHHS, apyrun keaptan 2026.
OUDTEPIMHUM | iHO3EMHOI MOBOIO KOHTPOMb AKOCTI,
AHATOKCUHO | Ta ykpaiHOMOBHUM nepBuHHE
M CTUKEPOM Ha nakyBaHH4,
KapTOHHIl kopobui MapKyBaHHS,
(cTaHgapTHO- BMNPOOYBaHHS
eKkcnopTHa cTabinbHOCTI,
ynakoBka); no 1 aéo BTOPUHHE
no 5 conakoHis B nakyBaHHA Ta
cTaHgapTHoO- BUWMYCK Cepilt:
EKCMOPTHIN CaHodpi MNactep
ynakoBLi, ka IHK., Cnony4eHi
MiCTUTBLCS B LWratun (CLLA)
KapTOHHIN kopobui 3
iHCTpyKUieto Ans
MeANYHOro
3acTocyBaHHSA
129. | MENI®PUH- po3uunH Ang iH'ekuin, | TOBAPUCT YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHn 3a He UA/10776/01/01
300POB'A 30 mr/mn no 1,7 mn BO 3 BMPOBHMLTBA, | Tuny - 3miHn 3 sikoCTi. FOTOBMI NiKapcbkuin 3acib. peuenmom | nidnszae
y amnyni; no 10 OBMEXXEH KOHTPOMb SIKOCTI, 3MiHu y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, LWwo
amnyn y kopobui 3 (e]10] BUNYCK cepii: CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
KkapToHy; no 1,7 mny | BIOMNOBIOA ToBapucTBo 3 roTOBOrO fikapcbKoro 3acoby (3amiHa abo
amnyni; no 5 amnyn NBHICTIO obmexeHoto AopaBaHHst BUpobHUKa, Lo BiANoBigae 3a BBE3EHHS
y 6nicTepi; no 2 «KOPIOPA BiAMNOBIAANbHICTHO Ta/abo Bunyck cepii) - He Bkrovatoun
Gnictepn y kopobui 3 LA "®apmaueBTyHa KOHTpOnb/BUNpobyBaHHs cepii - [logaBaHHA dyHKLUi
kapToHy; no 1,7 mny | «30OPOB’A KOMnaHis Bunyck cepii 3aTBEepaXeHOMY BUPOBHWKY:
kapnyni; no 10 », "3popos's" ToBapucTBo 3 06MEXeHO BiANOBIAaNbHICTHO
Kaprnyn y énicrtepi; YkpaiHa YkpaiHa; Bci cTagii "®APMEKC I'PYI", YkpaiHa (Ykpaina, 08301,
no 1 abono 5 BUPOGHMLTBA, KuiBcbka 06n., micto Bopucnine, Bynvus LLeBueHka,
GnicTtepis y kopobui KOHTPOMb SIKOCTI, 6yauHok 100) BignosigansHoro 3a Bci cTagii
3 KapTOHYy BUWMYCK Cepil: BMPOGHMLTBA, KOHTPOIb SKOCTi. 3MiHW BHECEHO B
TosapucTBo 3 IHCTPYKUIilO ANs MeAMYHOro 3aCTOCYBaHHS Yy po3ainu
obmexeHoto "BrpobHuk" Ta "Micue3HaxomKeHHs BUpobHuKa Ta
BiANOBiganbHICTHO agpeca Micus NpOBaMKEHHS MOro AisnbHOCTI" y
"®APMEKC 3B'AI3Ky 3 BBEAEHHSIM 104AaTKOBOro BUPOBHMKa Ta sIK
rePyn", HacnigokK - BignoBigHi 3MiHW Y TEKCTi MapKyBaHHS
YkpaiHa yNakoBKM Nikapcbkoro 3acoby. BBeaeHHs 3MiH
npoTarom 6-Tu MicsiliB nicnsi 3aTBepAXkeHHs. 3MiHu |
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Tmny - 3MiHun wopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHn) -OHOBNEHO TEKCT
MapKyBaHHS NEPBMHHOI Ta BTOPMHHOI YNaKoBKK
nikapcbKkoro 3acoby, a came BUIy4eHo iHhopmallito,
3a3HauveHy pOCiiCbKOI0 MOBOK), KOHKPETM30BaHO
1IoroTMN KOMNaHii y n. 6 nepBuHHoI Ta n. 17
BTOPWHHOI YNakoBKM fikapcbkoro 3acoby Ta
YTOYHEHO TeXHiYHy iHdopmauito. BBeaeHHs 3miH
npoTSArom 6-T1 MicsILiB Nicns 3aTBEPYKEHHS.
130. | METAOOHY PO34MH opanbHui, 1 J1.MonTeHi i ITanis J1.MonrTeHi i K. gei ITanis BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHn 3a UA/7186/01/01
riaPOXNoOPUA | wmr/mn; ans K. gei ®.nni ®.nni AniTTi | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuenmom
MONTEHI 04HOO030BUX AniTTi CocieTa ai tapmakoHarnagy. BeegeHHs abo 3MiHn oo
cbnakoHiB: no 5 mn, CocieTa gij Esepunuio C.n.A. y3ararnbHeHUX gaHux Npo cuctemy apmakoHarnagy
10 mn, 20 mn abo 60 E3epuuuio (BBEAEHHS y3aranbHEHMX OAaHWX NPO CUCTEMY
My pnakoHi B C.n.A. capmakoHarnsgy, 3miHa ynoBHOBa)KeHoi ocobu,
KapTOHHIN ynakoBLj; BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
nns 6aratogo3oBux KOHTaKTHOI 0cObu 3 chapMakoHarnsay 3asiBHUKa Ansi
cnakoHis: no 100 30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
Mn y pnakoHi 3 BigMiHHa Big yNoOBHOBa)eHOi ocobu, BignosigansHoi
KPULLIEYKOHO, LLIO 3a 34ilcHeHHs1 hbapmakoHarnsgy (BKrovayum
HarBMH4Yy€eTHLCS, 3 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
KOHTPOMEM NepLUoro caiina cuctemu chapmakoHarnsgy) 3miHa
BiOKPUTTS, KOHTaKTHOI 0CO0M 3asiBHUKA, BignoBiaansHoi 3a
YLWiNbHEHO chapmakoHarnag B YKpaiHi.
nonieTUneHoBoK [Litova pepakuis: BiTkoBcbka TeTsiHa BitaniiBHa.
NPOKNazKol, pasom MponoHoBaHa pepakuisa: ®egopeHko Banepis
3 MipHUM KOBMAa4YKom MakcumiBHa. 3MiHa KOHTaAKTHUX AaHUX KOHTaKTHOT
B KapTOHHI ocobu 3aaBHMKA, BianoBiganbHoI 3a
ynakosui; no 1000 dapmakoHarnsag B YkpaiHi
MA 'y doNakoHi 3
KPULLEYKOHO, LLO
HarBUHYy€eTbCS, 3
KOHTpOMEeM NepLLoro
BiAKpUTTS,
YLLiNbHEHOK
nonieTMneHoBow
NpoKnaaKolo, pa3om
3 MipHUM KOBMAYKOM
131. | METAOOHY PO34MH opanbHuin, 5 J.MonTeHi i ITanis J1.MonrTeHi i K. gei ITania BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a UA/7186/01/02
rigPpoxnorPua | mr/mn; no 1000 mny K. pei ®.nni &.nni AniTTi | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
MONTEHI nakoHi 3 AnitTi CocieTa ai dapmakoHarnagy. BeegeHHs abo 3amiHn oo
KPULLIEYKOIO, LLO CocieTa gi E3zepunuio C.n.A. y3aranbHeHuX JaHux nNpo cuctemy dapmakoHarnsgy
HarBuMHYyeTbCS, 3 E3zepunuio (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
KOHTPOEM nepLuoro C.n.A. chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,

BiAKpUTTS,
yLinbHEHO
NonieTUNeHoBow
NpOKNaaKol, pa3om
3 MipHUM KOBMA4YKOM

BiANoBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
3[AiNCHEeHHS hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi

3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemun chapmakoHarnsigy) 3miHa
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KOHTaKTHOI 0co0M 3asiBHUKa, BignosiaansHoi 3a
dapmakoHarnsg B YKpaiHi.

[itoua pepakuis: BiTkoBcbka TeTsHa BitaniiBHa.
MponoHoBaHa peaakuis: PenopeHko Banepis
MakcumiBHa. 3MiHa KOHTAKTHUX JAHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
dapmakoHarnag B YkpaiHi.

132. | METOHAT® kancynu no 250 mr, TOB "®K Ykpaina MAT "MoHdapm", Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/11399/01/01
no 10 kancyny "CAJNMKOTAPI Ykpaina; MpAT TexHiyHa nomunka (3rigHo Hakasdy MOS3 Big peuenmom
Gnictepi; no 5 c" "TexHonor", 23.07.2015 Ne 460). BunpaBneHo TexHiYHY NOMUIKY
6nicTepis y nayui 3 Ykpaina B IHCTPYKUIii AN MEANYHOro 3aCTOCYBaHHS
KapTOHY nikapcbkoro 3acoby y po3aini "OcHoBHi dismko-

XiMiyHi BnacTueocTi" (gogaHo "kpuctaniyHmin") Ta'y
po3gini "BupobHuk" (BuaaneHo Ha3By KpaiHu-
BUPOBHMKA), TaKUM YMHOM Y3rofkeHo iHdopMalLiio B
IHCTPYKUIT 4NA MeaNYHOro 3acTocyBaHHs, MeTogax
KOHTPOMIO SIKOCTi Ta peecTpauiiHOMy MOCBIAYEHHI.
3asHayeHe BUMNpaBeHHs BignoBigae matepianam
pPeeCTpauUinHOro OCheE.

133. | METOTPEKCAT | po3uuH ons iH'ekuin, EBEBE ABCTpis NOBHUW LKA AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn 3a UA/0513/02/01
"EBEBE" 10 mr/mn no 1 mn dapma BUPOGHMLTBA: HimevuunHa | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
(10 mr) no 5 mn (50 lec.m.6.X. PAPEBA YHTepax dapmakoHarnsaay. 3miHa yactotn Ta/abo TepmiHiB
Mr) y conakoHi; no 1 Hdpr. KI 'M6X , ABTpis NOAAHHS PerynsipHO OHOBMIOBAHUX 3BITIB 3 6e3nekn
cnakoHy B BUNYCK cepii: nikapcbkux 3acobis - 3MiHa 4acToTK Ta TepMiHy
KapTOHHIN kopobuyj; EBEBE ®apma NOAAHHS perynspHO OHOBIIOBAHOIO 3BITY 3 6e3neku
no 0,75 mn (7,5 wr), lec.m.6.X. Hor. (POSB) nikapcbkoro 3acoby:
no 1 mn (10 mr), no KI', ABcTpis [itoya pepakuisi:
1,5 mn (15 wmr), no 2 TECTYBaHHA: Yacrota nogaHHa PO3B - 3 pokis;
mn (20 mr) y MMn KiHueBa gata ans BknoyeHHs gaHnx go PO36 -
nonepeaHL0 Mikpobionoriwec 30.06.2020 p.; pata nogaHHs PO3B - 28.09.2020 p.
3arMoBHEHOMY Mptochnabop [MponoHoBaHa pepakuis:
wnpwui; no 1 abo no 'M6X, ABCTpis YactoTta nogaHHsa PO3B - 2 poku;
5 nonepedHbLO TECTYBaHHS: KiHueBa nata ans BknodeHHs gaHnx ao PO3B6 -
3aMoBHEHNX TNa6op J1 + C AT, 31.10.2025 p.; pata nogaHHs PO3B - 29.01.2026 p.
wnpuuis y HimeuunHa PekomeHaoBaHO [0 3aTBepAKEHHS BiANOBIAHO A0
KapTOHHiI kopobui nepioguYHOCTI NOAAHHA PerynsipHO OHOBMOBaHNX
pasom 3i 3BiTIB 3 6e3nekun nikapcbkux 3acobis y
CTEepUIbHO €ponelicbkomy Cotosi.

iH’EKLINHOI roNnKor
Ta cepBeTKamu

134. | MIOTUN Tabnetku no 8 mr no TOB YkpaiHa Biodapm Cn. 3 MonbLwa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu 3a UA/19602/01/01
14 TabneTok y "®APMALIE 0.0. | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom
6nicTepi; no 1 BTUYHA dapmakoHarnsaay. BeegeHHst abo 3miHn go
6nictepy B KOMMAHIA y3aranbHeHVX AaHUX Npo cucTemMy bapmakoHarnsgy
KapTOHHiIl kopobui "®APMBEP (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
r chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,

BiZNOBIgANbHOI 3a 34iMCHEeHHs dhapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
3[iNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKL0 BOHa
BiJMiHHa Bi yNOBHOBa)eHOI 0cobu, BignosigansHoi

3a 3iMCHeHHs1 hapMakoHarnsay (Bkro4vawym
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KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.
[itoya pepakuis: YnctikoB Oner NaBnosuu. -
[MponoHoBaHa pepakuis: Ps6es AMuTpo
OnekcaHgpoBuY. - 3MiHa KOHTaKTHUX AaHUX
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
bapmakoHarnag. - YTOUYHeHHs woao
MicLe3HaxoaxXeHHa macTep-dainna cuctemm
bapmakoHarnagy. - YTOYHeHHs Woao Micust
30iNCHEeHHs1 OCHOBHOI AisiNbHOCTI 3 (hapmMakoHarnagy
135. | MIPAKCON Tabnetku no 1,0 mr; My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH O peecTpauinHMx maTtepianis: 3MiHu 3a UA/19797/01/03
no 10 Tabnetok y aKuioHepHe akKuioHepHe | Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib. peuernmom
Gnictepi, no 3 TOBapUCTBO TOBapUCTBO 3MiHN y BUpoOHMUTBI. 3MiHa po3mipy cepii
Gnictepu B nayui "HaykoBo- "HaykoBo- (BKNtOYaouM gianasoH po3mipy cepii) roToBoro
BVMPOGHWYMIA BVPOGHWYMIA nikapcbkoro 3acoby (3ameHweHHs go 10 pasis) -
LEeHTPp LEeHTPp 3MeHLUeHHs po3mipy cepii [T13. 3aTBepaxeHo: Big
"BopLuariscb "BopLuariBCbkumn 450 000 go 1 800 000 Tabnetok ( Big 15,000 Tuc. yn.
KWW XiMiKo- Ximiko- Ne 10x3 go 60,000 Tuc. yn. Ne 10x3).
tapmaueBT tapmaLeBTUYHUI 3anponoxosaHo: Big 180 000 go 1 800 000
NYHUIA 3aBoa” Tabnetok (Big 6,000 Tnc. yn. Ne 10x3 go 60,000 Tuc.
3aBog" yn. Ne 10x3).
136. | MOBIPUKA® Kancynu Teepai no TOB "Mosi YkpaiHa ATtnaHTik Papma MopTyranis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/19773/01/03
150 wmr, no 7 kancyn Xenc" Mpoaykoc TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuernmom
B BnicTepi; no 2 PapmachbtoTikac 23.07.2015 Ne 460). BunpaBneHHS TEXHIYHOI
Gnictepu B C.A., Moprtyranis NOMWIIKW, NOB’A3aHO 3 HEKOPEKTHUM NepeHEeCEeHHSIM
KapTOHHIN kopobLyi iHdpopmauii 3 maTepianis BUpobHuka 4o MeTOAB
KOHTPOSH, OOMYLLUEHHS MOMUITKM Y 3a3HAYeHi
BiCOTKY BMICTY BoAM Y cneumdikauii rotoBoro
nikapcbKkoro 3acoby. 3azHayeHe BUNPaBMNEeHHs
BignoBigae AOKyMeHTaUii BUpOOHUKa, sika
npefcTaBneHa B apxiBHUX MaTtepianax
137. | MOBI®JIEKC® PO34MH AN iH'eKLN, TOB "Mosi Ykpaina Hesa XonauHr TypeydnHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/19056/01/01
OEKC 50 mr/2 mn; no 2 mn Xenc" A.C. TexHiyHa nomwunka (3rigHo Hakasy MOS3 Big peuenmom
B amnyni; 6 amnyn y 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI
KOHTYPHIW NOMWIKW, 3rigHo N.2.4. niagnyHKT 4 po3giny VI Hakasy
YapyHKOBIN MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegaxuii
ynakoBuj, no 1 Hakady MOS Ykpainu Big 23.07.2015 p. Ne 460) -
KOHTYPHil BrnpaBneHHs TeXHIYHOI MOMUITKK, NOB’A3aHO 3
YapyHKOBIN ynakoBLi HEKOPEKTHUM NepeHeceHHAM iHchopmalii 3
B KapTOHHIl kopobLi maTepianis BUpOOGHMKa 0 METOAIB KOHTPONIO,
OOMNYLEHHS MOMWUITKM Y 3a3HaY€HHI JOBXUHU XBUIi
AeTeKTyBaHHS 3a NokasHukom « CynpoBigHi
OoMilwkuy». 3a3HaveHe BUNpaBreHHs Bianosigae
[OKyMeHTaUii BUpoOHUKa, sika NnpeacTaBneHa B
apxiBHUX MaTepianax.
138. | MOHTENYKAC TabneTku, BKPUTI Akkopa Monbwa BMPOGHMLUTBO Inpis/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu 3a UA/19125/01/01
T HEKCT®APM | nniBkoBo Xernckea niKapcbKoro Benuka | TMny - 3MiHK Wwopo 6e3nekn/edpeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 10 Moncka Cn. 3acoby, nepBuHHe Bpurtanis/ dapmakoHarnsay. BeegeHHst abo 3miHn go
Mr no 14 TabneTtok y 3.0.0. Ta BTOPUHHE YropwuHa/ | ysaranbHeHVX AaHUX Npo cucTeMy dapmMakoHarnsigy
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6nicTepi; no 2 nakyBaHHs, Monbwa (BBEOEHHS y3aranbHeHVX AaHUX Npo cUcTemy
6nictepu y nayui KOHTPOIb AKOCTI apmMakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
cepii: IHTac BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;

dapmackioTikanc
Nimiten, IHAis;
BUPOBHMLUTBO
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii:lHTac
dapmackioTikanc
Nimitea, IHais;
popartkoBa
ninbHMUA 3
NnepBUHHOIO Ta
BTOPUHHOIO
nakyBaHHs:AKKOP
O XEJICKEA
JIIMITEL], Benuka
BpuTtaHis;
popartkosa
ninbHMUA 3
NepBUHHOTO Ta
BTOPUHHOIO
nakyBaHHs::AKKOP
DO-IOKEW
JIIMITEQ, Benuka
BpuTaHis;
KOHTpPOIb
skocTi: PAPMABA
ng nra.
MikpobGionoriuHa
nabopaTopis,
YropLuHa;
KOHTPOIb SIKOCTI
€BpodiHC
AHaniTikan
Cepgices XaHrepi
K., YropwuHa;
BignoBiganbHUM
3a BUMYCK
cepii:AKKOP[
XEJNCKEA
NIMITEL, Benuka
Bpuranis;
BiAnoBiganbHUN
3a BUNYCK cepii:
Akkopp Xernckea
Moncka Cn. 3 0.0.

KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO BOHA
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 34ilicCHeHHs1 hapmakoHarnsgy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXeHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsg. itoya pepakuis: Arata lecesuy /
Agata Gesiewicz. MponoHoBaHa pegakuin: ApneTta
BepuHcbka / Arletta Werynska. 3miHa KOHTaKTHUX
[aHMX YNOBHOBaXeHOI 0cobu, BiANoBiaanbHoiI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0cobu 3asBHUKA,
BignoBsiganbHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepakuis: Wynby Onbra CepriiBHa. MNponoHoBaHa
pepnakuia: Marictep MapuHa N'eHHagiiBHa.
YTOYHEHHS W00 MiCLE3HaXOMKEHHSI MacTep-
davina cuctemu papmakoHarnsgy. YToYHEeHHS
Loao0 Micus 34iIMCHEHHSA OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
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Cknag ImnopTepa,
Monblwa
139. | HA30-CMPEN cnpew HasanbHUN, TOBAPUCT YkpaiHa KOHTPOSb SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW 6e3 UA/9393/01/01
0,5 mr/mn, no 15 mn BO 3 BUMNYCK cepil: | Tuny - 3miHn 3 akocTi. CepTudikat peuernma
Y KOHTenHepi 3 OBMEXEH ToBapucTso 3 BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
posnuntoBayem; no (0],0) obmMexeHo €Bponecbkin dapmakonei/MoHorpadii. NMogaHHs
1 KOHTelHepy 3 BIOMNOBIOA BiANOBIgANbHICTIO HoBOro abo oHOBMeHOro ceptudikaTa BiANOBIQHOCTI
po3nunoBavemM B NBbHICTIO "[locnigHuin 3aBog abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
naywi 3 KapToHy «KOPIMOPA "THUC", €Bponenckkini hapmakonei: gns APl; onsa BuxigHoro
LA YkpaiHa; mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
«300POB’A BCi cTagii BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
» BUPOGHMLTBA, [OOMOMiXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
KOHTPOMb AKOCTI, €BponeWcbkin dapmakonei) - HoBuit ceptudikat Big
BUMNYCK Cepil: HOBOro BMPOOHKKa (3amiHa abo JONOBHEHHS)
ToBapucTBo 3 nogaHHs HOBOro cepTudikaTa BignoBigHOCTI
obBMexeHo €ponevickkin hapmakonei Ne R1-CEP 2008-324 -
BiAMNOBIgANbHICTIO Rev 03 ans gitoyvoi pevoBmHn Oxymetazoline
"®apmMaueBTUYHa hydrochloride Big HoBoro Bupo6Huka CTX
KOMnaHisi LIFESCIENCES PVT. LIMITED (gonoBHeHHs1). Ak
"3popos'sa”, Hacnigok, 3miHu B cneuudikadii Ta metTogax
YkpaiHa; KOHTPOIIO 332 NOKa3HUKOM «3arnuLLKOBI KinbKOCTi
BCi cTagii OopraHiYHMX PO34YMHHUKIB» 3rigHO NPEeACTaBMEHOro
BUPOOHMLTBA, CEP.
OKPIM KOHTPOSO
SIKOCTi Ta BUMYCKY
cepil:
TosapucTBo 3
obmexeHo
BiANOBIgANbLHICTHIO
"®apmMaueBTnYHa
KOMnaHis
"3popos'sa”,
YkpaiHa
140. | HANBY®IH- PO34MH ANs iH'eKUin, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a He UA/18816/01/01
MIKPOXIM 10 mr/mn, no 1 mn B "MIKPOXIM" "MIKPOXIM", | TMny - 3MiHK Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom nionsizae
amnynax, no 5 YkpaiHa apmakoHarnsay. 3miHa y KopoTkili XxapakTepuctui
amnyn y kaceri, no 2 (nabopatopis nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsi Ta
KaceTu y nadui 3 i3nKO-XiMi4YHOrO IHCTPYKUIiT ANS MEAMYHOro 3aCTOCyBaHHS Ha nigcTasi
KapTOHY; Mo 2 Mn B aHanisy Ta perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
amnynax, no 5 KOHTpOto nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
amnyn y kaceti y BMPOBHMLTBA; 3acTocyBaHHS NikapCcbKoro 3acody B
nadui 3 KapToHy BUPOGHMYa nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OinbHUUS; OLLiHKM 3BITY 3 JOCNigKEHb, NPOBEAEHNX Bi4NOBIgHO
naboparopis [0 nnaHy nepiaTpuyHmx gocnigpkeHs (PIP) (3miHy
GionoriyHoro Y3ro[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
aHaniay; opraHom)
ropyanYHa agpeca 3MiHU BHECEHO [0 IHCTPYKLUii AN MeAUYHOro
BUPOGHYKa; 3acTocyBaHHs nikapcbkoro 3acoby y po3sain "Cnocio
BignoBiganbHUN 3acTocyBaHHs Ta 4o3M1" BigNoBiAHO A0 OHOBMEHO!

3a BUNycCK cepil,
He BKITHYao4m

iHdpopmauii 3 6e3neku aitovoi peyoBuHW. BBeaeHHs
3MiH NPOTHArom 6-Tv MicsiLiB Nicnsi 3aTBEPOAXKEHHS.
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KOHTpOrnb/BUNPOOY
BaHHS cepii)
141. | HEWPOOUKNO kancynu, no 10 TOB YkpaiHa [.J1. dapma 'M6X, ABCTpis BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW 3a UA/5909/01/01
BIT Kancyn y énictepi, «BAYLU ABCTpIsl; BUPOBHMK | Tuny - 3miHn 3 akocTi. CepTudikat peuernmom
no 3abono 5 XEJC» BignosiganbHUM BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
GnicTepis y kopobui 3a BMNyCK €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHsA
3 KapTOHY npogykty: [J1. HoBOro abo oHOBMeHOro ceptudikaTa BiANOBIQHOCTI
$apma M'mbX, abo Buny4YeHHs cepTudikaTa BiANoOBigHOCTI
ABcTpis €Bponeicokin dapmakonei: gns APl; ons BuxigHoro

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHYM (cepTuddikat BignoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif ye 3aTBepaKeHOro BUPOOHMKa -
nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€Bponeickkin dpapmakonei Ne R1-CEP 1998-140-
Rev 05 (3atBepakeHo: R1-CEP 1998-140-Rev 04)
ans gitodoi pevouHn Cyanocobalamin Big Bxe
3aTBEPKEHOr0 BUPOBOHUMKA, SIK Hacnigok 3amMiHa
Ha3Bu Ta agpecu BnacHuka CEP Ta 3miHa Ha3Bu
BMpoGHMYOT ainbHULUi 3 Sanofi Chimie, ®paHuis Ha
Euroapi France, ®paHujsi. 3mitu | Tuny - 3MiHm 3
akocTi. CepTtudikaT BignosigHocTi/l' E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponelickkint hapmakonei: ans Adl; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOGHMLTBI ADIl; aons
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxe 3aTBepaKEHOro BUPOBHUKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2011-205-
Rev 02 (3atBepaxeHo: RO-CEP 2011-205-Rev 01)
ans pitoyoi pevoBuHu Cyanocobalamin Big Bxe
3aTBepakeHoro BMpobHuka Hebei Huarong
Pharmaceutical Co Ltd . 3minHu | Tvny - 3miHun 3
sikocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchKii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponelickkint hapmakonei: ans Adl; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHUI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
noJaHHsi OHOBNEHOro cepTudikaTa BigNoBIAHOCTI
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€poneickkin dpapmakonei Ne R1-CEP 1998-131-
Rev 05 (3atBepakeHo: R1-CEP 1998-131-Rev 03)
ans gitodoi pedosuHu Thiamine hydrochloride Big
3aTBepakeHoro BMpobHuka Dsm Nutritional Products
Ltd. 3minm | Tuny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BiAMNOBIQHOCTI
abo Buny4eHHs ceptudpikata BignoBigHOCTI
€Bponeincokin dhapmakonei: gns APl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yXKe 3aTBepa)KeHOro BUpobHMKa -
NnogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2013-165-
Rev 00 (3atBepaxkeHo: RO-CEP 2013-165-Rev 00)
ana gioyoi pedosuHn Pyridoxine hydrochloride Big
BXe 3aTBepakeHoro BupobHuka Jiangxi Tianxin
Pharmaceutical Co., LTD. 3miHu | Tuny - 3miHn 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BiNOBIgHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHocTi abo
BUIyYeHHA cepTudikaTa BignoBigHOCTI
€Bponelickkini hapmakonei: anst AdPl; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHOBNeHWI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNoBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP-2011-077-
Rev 01 (3atBepgxeHo: RO-CEP-2011-077-Rev 01)
ans gitodoi peyosuHu Thiamine hydrochloride Big
BXe 3aTBepaxeHoro BupobHuka JIANGXI TIANXIN
PHARMACEUTICAL CO., LTD. 3minu | Tuny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiQNOBIAHOCTI €EBpONENChHKiIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikarta BiAnoBiAHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudpikaT Bif yke 3aTBepOKEHOrO BUPOOHUKA -
NnoJaHHsi OHOBNIEHOTO cepTudikaTa BiNOBIAHOCTI
€Bponericbkini papmakonei Ne R1 -CEP 1997-066-
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Rev 04 (3atBepmxeHo: R1 -CEP 1997-066-Rev 03)
ans gitoyoi pevosuHm Diclofenac sodium Big Bxe
3aTBepakeHoro BupobHuka Amoli Organics Private
Limited (India). 3MiHu | Tuny - 3miHM 3 sIKOCTiI.
CeptudikaT BignosigHocTi/l E-ceptudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiaHOCTi abo
BUNYYEHHS cepTudpikaTa BignoBigHOCTI
€Bponeincokin dhapmakonei: gns APl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yXKe 3aTBEpA)KEHOro BUPOOHMKa -
NnogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2011-205-
Rev 00 ans gitoyoi pevoumHn Cyanocobalamin Big
BXe 3aTBepakeHoro BupobHuka Hebei Huarong
Pharmaceutical Co Ltd. 3minu | Tuny - 3minHn 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponencekini hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHOBMNeHMI
cepTudikaT Bif yxke 3aTBepaKEHOro BUPOBHUKa -
NoAaHHS OHOBMNEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2011-205-
Rev 01 ans gitovoi peyoBmHM Cyanocobalamin Big
BXe 3aTBepapKkeHoro BupobHuka Hebei Huarong
Pharmaceutical Co Ltd.
3miHu | Tuny - 3minm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponenckkii hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHUI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
NnoJaHHsi OHOBNIEHOTO cepTudikaTa BiNoBIAHOCTI
€sponevicbkinn dapmakonei Ne RO-CEP 2013-165-
Rev 01 ans pitovoi pedoBuHu Pyridoxine

hydrochloride Big Bxe 3aTBepmkeHoro BUpobHuka
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

Jiangxi Tianxin Pharmaceutical Co., LTD.

142.

HE®ONAMY
rigpoxnorua

NOPOLLIOK
(cybeTaHuin) y
MilLKax NoaBiNHNX
nonieTuneHoBmx
ans
dapmaLeBTU4HOro
3acToCcyBaHHS

AT
"dpapmak”

Ykpaina

3aknagu
dapmaveBTyHe
Monbdapma C.A.

MNonbwa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
Il Tuny - 3MmiHK 3 akocTi. ADI. (iHWi 3MiHW) OHOBNEHHS
Bepcii AIM® BupobHuka Warszawskie Zaklady
Farmaceutyczne Polfa Spolka Akcyjna, Poland, 3
ASMF AP Nefopam hydrochloride, version 7.1/
January 2023 Ha CTD v.8.0 AP / March 2024. B
3B’A3KY 3 LM MPOMOHYETLCA BHECEHHS BiAMOBIAHMX
3MiH 0O peecTpauiiHoro gocke Ha APl Hedhonamy
rigpoxnopua;: Po3gin 3.2.S.2.1 Bupo6Huk. B
OHOBMEHIV pefakuii po3Ainy 3MiHEHO Ha3By
KoMnaHii, agpeca BUpOBHULTBA NULLMnach
HE3MIHHOH0.

UA/18062/01/01

143.

HIMEOAP®

Tabnetkun no 100 wr,
no 10 Tabnetok y
KOHTYPHIW
YapyHKOBIN
ynakosui; no 3
KOHTYPHi YapyHKOBI
yMakoBKM y nayui

MpAT
"dapmaueBT
n4yHa cipma

"NapHuug”

YkpaiHa

MpAT
"®apmMaueBTUYHa
dipma "OapHuusa”

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHn
| Tuny - 3MiHK 3 aikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponencbkin dhapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiOHICTIO NPUBEOEHHS Y
BigNoBIgHICTb 4O MoHorpadii APY abo
€BponencbKoi hapmakonei, abo iHWOoi HauioHanbHoI
cdapmakonei aepxasu €C (iHwWi 3miHW) MNprBeaeHHs
Cneuudikauii Ta MeTogiB KOHTPOIO AOMNOMIKHOI
PEYOBUHM MarHito cteapar, 4O BUMOT [ito4oi
pegaakuii moHorpadii €® "Magnesium Stearate" 3
BpaxyBaHHsM BUMor po3giny € 1.5.1.8
lopeHTudikauis, a Takox BUMOT Ta pekoMeHaaLin
OdY, 3a nokasHukamu: "lgeHTudikadis (oo posginis
C i D, wo € nepoto igeHTUdikauieto 3a
BiAMNoBigHO MoHorpadieto €P)", "KucnoTHicte abo
nyxHicTb", "KinbkicHe BU3HayeHHs". 3MiHu | Tuny -
3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTpornb
OOMOMIXKHMX Pe4YOBUH. 3MiHa napameTpiB
cneuudikauin Ta/abo gonycTuMmnx Mex ans
[OOMOMDKXHOT peYOBUHU (BUMYYeHHS 3i cneumdikaLii
He3Ha4yHoro nokasHvKa (Hanpuknag 3acTtapinoro
nokasHuka)). BunyueHHs i3 cneumdikauii
OOMOMDKHOI pe4OBUHM MarHito cteapart iHdopmadii
3a3HadveHoi B po3gini "laeHTndikauis” npo gpyry
ideHTudikauilo Ta BignoBigHi po3ainu apyroi
ineHTudikauii: "laeHTndikauia A" Ta "lgeHTudikauis
B". KoHTponb nokasHvka NpoBOAUTLCS 3a NEPLLIOD
ineHTudikauieto moHorpadii €9, wWwo Bignosigae
Bumoram €& 1.5.1.8 lgeHTudikauis ge BkasaHo, LWo
"neplua igeHTndikauis" BUKOPUCTOBYETLCS ANst
ideHTudikauii y BCix Bunagkax, a "apyra
iAeHTUiIKaLif" MOXe BUKOPUCTOBYBATUCH NpuU
anTeyHoOMy KOHTPOI, AKLLO € rapaHTis cepTudikauii
NPOAYKTY Ha BiAMNOBIAHICTb yCiM BUMMOram
MOHorpadii.

3a
peuerimom

UA/9104/01/01

144.

HIMECUN®

rpaHynv ans
oparnbHOi cycneHsii,

JTabopaTopi
rooTTI

ITania

BupobHuuTBO "in
bulk", nepunHHe

Icnanis/
ITanis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| TMny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.

3a
peuernmom

UA/9855/01/01




93 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
100 wmr/2r;no2rB C.n.A. Ta BTOPUHHE KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa
0[1HO030BOMY naKyBaHHs, napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX

nakerti; no 9 a6o 15,
abo 30 nakeTiB y
KapTOHHiI kopobui

KOHTPOMb Ta
BUMYCK Cepint:
JlabopaTopioc
MeHapini C.A.,

Icnanis;
Bupo6HuuTBO "in
bulk", nepBuHHe

Ta BTOPWHHE

nakyBaHHs,

KOHTpOMb Ta

BUMYCK Cepin:
®anH Pyac eHp

dapmacbioTukana
H.T.M. C.N.A,
ITanis

roTOBOrO fiKapCbKOro 3acoby (3BYXeHHs
OOMYCTUMMUX MeX). 3BY>KEHHS Mex crneuudikauin Ha
nepiog TepmiHy npuaaTHocTi 6yab-siKoi okpemoi
nowmiwkn 3 0,5% go 0,2%) gnsa BupobHuka Fine
Foods - 3miHn | Tuny - 3miHn 3 akocTi. FoToBMI
nikapcbkuit 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
AOMYCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(3BY>XEHHS AONYCTUMUX MEX). 3BYXXEHHSA MEX
crneundikaui Ha nepiog TepMiHy npugaTHOCTI Byab-
sIKoi okpemoi gomiwku 3 0,5% go 0,2%) ans
BMpo6GHuKa Laboratorios Menarini S.A. 3miHun | Tuny -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNpobyBaHHs). HeaHayHa 3MiHa aHaniTMYHOTO
meTogy BEPX ansa BupobHuka Laboratorios Menarini
S.A. ans kinbkicHoro BusHaveHHs AdI| (deletion
automatic method). 3miHn | TUNY - 3MiHM 3 SIKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4ONyCTUMMX MEX FOTOBOIro
nikapcbKkoro 3acoby (3ByXXeHHS AOMYCTUMUX MEX).
3ByXeHHS Mex cneuudikauii Ha nepiog TEpMiHy
npuaaTHOCTI 3aranbHoi cymu Aomiwok 3 1,0% go
0,5% ans BupobHuka Fine Foods - 3miu | Tuny -
3MmiHu 3 gKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (3BY>KEHHS AOMYCTUMUX MEX).
3ByXeHHS Mex cneuudikauii Ha nepiog TEpMiHy
npuaaTHOCTI 3aranbHoi cymu Aomiwok 3 1,0% ao
0,5% onsi BupobHuka Laboratorios Menarini S.A.
3minu | Tuny - 3miHK 3 sikocTi. FoTOBUIA NiKapChKuUiA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa y MeToAax BUNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBepoKeHVX MeTofax BunpobyBaHHs). HesHayHa
3MiHa aHaniTuyHoro metogy BEPX ans BusHayeHHs
cynpoBiaHUX Aomillok (anst BupobHuka Fine Foods) -
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBepoKeHVX MeTofax BunpobyBaHHs) .BHeceHHs
He3Ha4yHWX 3MiH 0o aHaniTuyHoro Mmetoay BEPX ans
BMpoGHuKa Laboratorios Menarini S.A. ans

BM3HAYEHHS CynpoBiAHUX JOMILLOK y cknagi J13.
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
3MmiHun Il TMny - 3miHmn 3 siKoCTi. [OTOBUI NikapCbKkni
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikadi Ta/abo
OOMNYCTUMMX MEX rOTOBOTO flikapCbkoro 3acoby
(3MiHa 3HaxoaMTbCs N03a 3aTBEPAKEHNMN
OOonyCTUMUMK Mexxamu cneumdikadin). 3MiHa mex
cneumdikauii npy BunNycky cepii 6yab-skoi okpeMoi
pomiwkm 3 0,1% po 0,2% ans BupobHuka Fine
Foods - 3Mminu Il Tuny - 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
OOMNyCTUMKX MEX rOTOBOTO fikapCbKoro 3acoby
(3MiHa 3HaxoaMTbCst N03a 3aTBEPAKEHNMNU
A0ONyCTUMUMU MexaMu cneuudikadin). 3miHa mex
cneumdikauii npy Bunycky cepii 6yab-sikoi okpeMoi
nowmiwkm 3 0,1% go 0,2% ans BupobHuka
Laboratorios Menarini S.A.
145. | HI®EKATH KPEM peKTanbHWN, Heodapmeq ITania Hbto.da.[lem. ITanis BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/18946/01/01
no 30 r kpemy y TyGi [bxeHTini C.p.n., Itanis abo | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuemmnom
3 koBnaykom; no 1 C.n.A. BAM®APMA apmakoHarnsaay (iHwi 3miHn) - 3MiHM BHECEHO B M.
Ty6i y KOMMneKTi 3 C.P.J1,, Itanis 6. IHWE nepBunHHOI ynakosku Ta n.17. IHWE
KaHtoner y BTOPWHHOI YNaKOBKW TEKCTY MapKyBaHHS
KapTOHHI kopoOLi nikapcbKoro 3acoby, a came: BuganeHo iHgopMad,iio
npo NOroTuN KOMNaHii NPeACcTaBHUKA 3asiBHMKA Ta SK
HacrifoK KOHKPEeTU30BaHO 3a3HayYeHHs came
noroTuny 3asiBHUKA.
TepmiH BBeOEHHS 3MiH NPOTAroM 1 poky nicns
3aTBEPKEHHS.
146. | HOBO-NACUT PO34MH OparnbHUiA, TOB «TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHn bes UA/9976/01/01
no 100 mny YkpaiHa» IHaacTpi3 c.p.o. Pecny6bnika | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenma
dnakoHi; no 1 Onuc Ta cknag (iHwWi 3MiHW) BHECEHHS
dnaKkoHy 3 MipHUM pepakTopcbKoi 3MiHM Ao posginy 3.2.P.1. Onuc i
KOBMa4yKkoM B cknapg nikapcbkoro 3acoby Anst BUNpaBneHHst
Kopobui; no 5 mny NOMWIIKN Y KifIbKOCTi OMOMDKHOI peyoBuHM Invert
cawwe; no 30 cawe B Sugar 50% 3 397,3 mr/mn Ha 294,0 mr/mn.
KopobLi
147. | HOBOPANIA® PO3YMH ANS iH eKUiN, A/T HoBo Hanis BUPOBHMK Hanis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu 3a UA/4863/01/01
®JIIEKCMEH® 100 Ofi/mn, no 3 mn Hopgaick Hepo3dacoBaHoro ®paHuis/ | Tuny - 3MmiHn 3 skoCTi. FOTOBMI NiKapcbKkKin 3acib. peuernmom
y kapTpuaxi; no 1 NPOAyKTY, Bpasunis/ KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHK).
KapTpumxy y HamnoBHEHHS B Kuravicbka OnoBneHHA MKA ans nikapcekoro 3acoby, a came -
6araTtono3osin MeHdpin®, HapogHa BVIKMaAEHHS TEKCTY [lep>XaBHO MOBOIO, 3riAHO
OfHOpa3oBin nepBuHHa Pecny6bnika cyyacHux Bumor. MKA, Bkrtovatoum posainm
wnpu-pyyui; no 1 ynakoBKa, «Cneuudpikauis» Ta «MeTogn KOHTPOO»

abo 5 wnpuu-pyyok
Y KapTOHHIl kopobui

KOHTPOIb SKOCTI

Ta BignosiganbHWi

3a BUMNYCK cepin
KiHL,EeBOro

npoaykty: A/T

HoBo Hopaick,

NaHis; BupobHuk

npoaykuii 3a

nepeknageHi yKpaiHCbKOK MOBOHO, LLIO Y3rO[KeHi i3
cneuudikaLieto 3asiBHUKa-BUpoOHUKa, ane cyTb
3aTBEPAKEHOrO TEKCTY HE 3MIHIETLCSA. 3MiHM 4O
cneundikaLii 3asiBHMKa-BMPOOHMKA HE BHOCUIUCD.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

NMOBHUM LIMKITOM:
Hoso Hopaick
MpogatokcboH CAC
,®paHuis;
MapkyBaHHA Ta
ynakoBKM
dnekcleH®,
BTOPUHHOIO
nakyBaHHs:: A/T
Hoso Hopaick,
Nanisi; BupoGHumk
Ons 36upaxHs,
MapKyBaHHs Ta
yMaKoBKM
dnekcleH®,
BTOPUHHOIO
nakyBaHHs: A/T
Hoeo Hopgick ,
[aHisi; BupobHuk
Hepo3dacoBaHoi
nNpoAyKui,
nepBuHHa Ta
BTOPUHHA
ynakoBka: HoBo
Hopaick MNMpoaykao
dapmaceyTika o
Bpasinb IlTaa,
Bpasunis;
Bupo6Huk
Hepo3dacoBaHoro
npoaykTy,
HamnoBHEHHS B
NepBUHHY
ynakoBky: HoBo
Hopaick (KuTai)
dapmachbtoTikana
Ko., lTa.,
Kutancbka
HapogHa
Pecnybnika

148.

HOPALOPEHANI
HY TAPTPAT
ArFETAH 2
Mr/mn (Be3
CYNboITIB)

KOHLEHTpaT Ansi
pO34KHyY Ans
iHdpy3in, 2 mr/mn no
4 mn abo 8 mny
amnyni; no 5 amnyn
y GnicTepi; no 2
Gnictepn y
KapTOHHiI kopobui

JTabopaTopi
A AreTaH
CAC

PpaHuis

JlabopaTopis
AretaH

PpaHuis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBMneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTa BignoBigHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHWI

3a
peuerimom

UA/4671/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

cepTuddikat Bif yXKe 3aTBEpPKEHOro BUPOOHMKA -
MoaaHHa oHoBMNEHOro cepTudikaTy BiANOBIAHOCTI
EP R1-CEP 2009-006-Rev 02 (nonepeaHs Bepcis
CEP R1-CEP 2009-006-Rev 01) ana A®l
HopapgpeHaniHy TapTpar Bif BXe 3aTBEpAXEHOro
BUpobHmka Cambrex Profarmaco Milano S.R.L.,
ITanis. 3miHu | TMNY - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€BponeWckkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBNEHOroO cepTudikaTa BignoBigHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYIOTBCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHWiA
cepTudikaT Bif ye 3aTBepa4KeHOro BUPOOHMKaA -
[MopaHHA oHoBREeHoro cepTudpikaTy BigNOBIAHOCTI
EP CEP 2009-006-Rev 03 (nonepeaHs Bepcis CEP
R1-CEP 2009-006-Rev 02) pns A®| HopagpeHaniHy
TapTparT Bif BXe 3aTBepKEHOro BUPobHMKa
Cambrex Profarmaco Milano S.R.L., Itanis. 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONENCchbKil
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponelickkint hapmakonei: ans Adl; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APIl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxke 3aTBepaKEHOro BUPOBHUKa -
[MogaHHsA oHOBREHOro cepTudikaTy BiANOBIAHOCTI
EP CEP R1-2014-316-Rev 00 (nonepegHs Bepcis
CEP R0-2014-316-Rev 00) ana A®l HopappeHaniny
TapTparT Bif BXe 3aTBepAKeHoro BupobHuka \Wuhan
Wuyao Pharmaceutical Co. Ltd, Kutan. 3minum | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHocTi abo
BUNyYeHHs cepTudikarta BiAnoBiAHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudpikaT Bif yke 3aTBepOKEHOrO BUPOOHUKA -
MopaHHa oHOBMNEHoro cepTudikaTy BiANOBIQHOCTI
EP CEP R1-2014-316-Rev 01 (nonepeaHs Bepcis
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
CEP R1-2014-316-Rev 00) anst A®| HopagpeHaniny
TapTpar Bif BXe 3aTBepmxeHoro BupobHuka Wuhan
Wuyao Pharmaceutical Co. Ltd, Kutan, y 38’a3ky 3
OHOBIEHHAM agpecu BnacHuka CEP (Wuhan Wuyao
Pharmaceutical Co. Ltd) 3atBepmxero Wuhan
Wuyao Pharmaceutical Co. Ltd No. 160, Building 1
Floor 23, No. 1-6 Qiaokou Road, Qiaokou District,
China-430 032 Wuhan, Hubei Province
3anponoHoBaHo Wuhan Wuyao Pharmaceutical Co.
Ltd No. 18, Wangfen Road, Fuchi Town, Yangxin
County, China-435 229 Huangshi City, Hubei
Province
149. | HOPMA3E cupon, 10 /15 mn; J1. MonTeHi i ITanis Bupo6HMLTBO 3a ITanis/ BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 6e3 UA/9542/01/01
no 200 mny K. nei NOBHWUM LIMKITOM: ABcTpis | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI Ta peuenma
cnakoHi; no 1 Ppartenni J1. MonTeHi i K. gei tapmakoHarnagy. BeegeHHs abo 3MiHn oo
¢bnakoHy pasom 3 AnitTi & .nni AniTTi y3ararnbHeHUX gaHux Npo cuctemy apmakoHarnagy
MEH3YPKOIO B CocieTa gi CocieTa gi (BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
KapTOHHIl kopobui Esepumuio Esepumuio C.n.A., capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
C.n.A. ITanis; BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
BrnpobHnuTBO iH KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
6ank, nepBuMHHe 30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
Ta BTOPUHHE BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
nakyBaHH4, 3a 34ilcHeHHs1 hbapmakoHarnsgy (Bkroyaym
KOHTPO~b cepil: KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
®peseHiyc Kabi davina cuctemu chapmakoHarnsgy) 3miHa
AscTpia ['mbX, KOHTaKTHOI 0cobu 3asiBHUKaA, BiANOBIAaNbLHOI 3a
ABcTpis dapmakoHarnag B YkpaiHi.
[itova pepakuis: BiTkoBcbka TeTsHa BitaniiBHa.
MponoHoBaHna pepakuia: ®egopeHko Banepis
MakcumiBHa. 3MiHa KOHTaAKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnsa B YKpaiHi.
150. | HYPO®EH® TabneTkn, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn 6es UA/14588/01/01
IHTEHCUB NniBKOBOIO BeHkizep BpuTaHis Xenckep BpuTaHis | Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta peuenma
o6oroHKoto; no 6 Xenckep IHTEepHeLwHN dapmakoHarnsaay (iHwi 3miHu) 3MiHM BHECEHO B
abo 12 Tabnetok y IHTepHeLHn Timiteq TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKM NiKapCbKOro
6nictepi; no 1 Nimiteq 3acoby y n. 1. «<HA3BA NIIKAPCbKOIO 3ACOBY»
6nictepy B Ta BTOPWHHOI ynakoBku B n. 1. «HA3BA
KapTOHHiI kopobui JIKAPCBbKOI'O 3ACOBY», n. 2. «KINbKICTb
OIK0YOT PEYOBUHW», n. 5. «CMOCIB TA LWWNAX
BBEOEHHA», n. 15. «aNA NIKAPCbKMX 3ACOEIB,
AKI MPU3HAYEHI ANS CAMOCTIMHOIO
JNIKYBAHHA — IHGOPMALIA WOOO
3ACTOCYBAHHAy, n. 16. «IHPOPMAL|IA, AKA
HAHOCUTBLCA LWPUGTOM BPANNSAN, n. 17.
«IHLWE».
151. | OKCUBYTUHIH | Ttabnetkn, 5 mr; no Akkopp, Monbwa BupobHuLTBO IHpis/ BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHn 3a UA/19193/01/01
HEKCT®APM 10 TabneTok y Xenckea nikapcbkoro ManbTa/ | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom
6nicTepi; no 3 Moncka Cn. 3acoby, nepBuHHe ITanis/ dapmakoHarnsay. BeegeHHst abo 3miHn go
Gnictepn y navui 3.0.0. Ta BTOPUHHE Yexis/ y3aranbHeHVX AaHUX Npo cucTeMy bapmakoHarnsgy
nakyBaHHsi, Benuka (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KOHTPOSIb SKOCTi BpuTaHis/ chapmakoHarnsigy, 3miHa ynoBHOBa)KeHoi ocobu,
cepii: IHTac MNonbwa Bi4NOBiganbHOI 3a 34iMCHEHHS hapMaKoHarnsay;
dPapmachbtoTikanc KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa Ans
NimiTeq, IHais; 3iicHeHHs chapmakoHarnsgy B YkpaiHi, SKLWo BoHa
Bupo6HuuTBO BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianosiganbHoi
nikapcbKoro 3a 34ilicHeHHs1 hapmakoHarnsgy (Bkroyarym
3acoby, nepBuHHe KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
Ta BTOPUHHE danna cuctemu dpapmakoHarnagy) - 3miHa
nakyBaHHs: IHTac YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmackioTikanc cdapmakoHarnag. Litova pegakuis: Arata leceBuy /
TlimiTen, IHais; Agata Gesiewicz. [MponoHoBaHa pegakuis: Apnetta
KOHTpOnb sKOCTi: BepuHcbka / Arletta Werynska. 3miHa KOHTaKTHUX
dapmagokc [aHMX yNnoBHOBaXeHoi ocobu, BianoBiaanbHoI 3a
Xenckea JlimiTeq, dapmakoHarnag. 3miHa KOHTaKTHOT 0cobM 3asiBHUKA,
ManbTa; BignoBsiganbHOI 3a hapmakoHarnag B YkpaiHi. Jitova
KOHTpOnb sKOCTi: pegakuis: lWynbl Onbra CepriieHa. MNponoHoBaHa
JNTABAHANIBIC pepakuia: Manctep MapvHa 'eHHagiiBHa.
C.P.N., Itanis; YTOYHEHHS LWOAO MiCLEe3HaXoaXXeHHA MacTep-
KOHTpOnb sKOCTi: cthanna cuctemm chapmakoHarnsgy. Y TOHHEeHHs
TOB AJIC Yecbka OO0 MicLS 3A4iINCHEHHS OCHOBHOI BiSiNIbHOCTI 3
Pecny6nika, apmakoHarnagy
Yexis; KoHTponb
sikocTi: TOB AJlC
Yecbka
Pecny6nika,
Yexis; JopaTtkoBa
ainbHUUA 3
NnepBUHHOTO Ta
BTOPWHHOIO
naKyBaHHs:
AKKOP[O
XEJICKEA
NIIMITEL], Benuka
BpuTaHis;
BignosiganbHuit
3a BUNYCK cepil:
AKKOP[O
XEJICKEA
JIIMITEQ, Benuka
BputaHis;
BinnosiganbHuit
3a BUNyCK cepil:
Akkopp Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
Monblia
152. | OMHIK® Kancynm 3 Actennac Hinepnan | Oendapm Mennen | HigepnaHan | BHecCeHHsi 3MiH 4O peecTpauiiHux matepianis: 3MiHu 3a He UA/10192/01/01
MoaudpikoBaHUM dapma an B.B. | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
BUBINbHEHHAM, tOpon B.B. HalMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHs

TBepai no 0,4 mr; no
10 kancyn y

nisinbHOCTI BUpOOHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNOYA4M AinbHULL BUNYCKY
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

Gnictepi; no 3
6nictepu y
KapTOHHil kopobui

cepii abo MicLie NpoBeAeHHS1 KOHTPOSIKO SKOCTI.
(misnbHicTb, 3a sKy BignoBiaae BUPOBHUK/iMNopTep,
BKITHOYAK04M BUMYCK cepiit). AaMiHicTpaTBHa 3MiHa
Ha3BuM BUpobHUKa fikapcbkoro 3acoby.
MicueaHaxomkeHHs BUpobHuKa, BUpobHUYa
[inbHUUS Ta yci BUPOOHKYI onepalii 3anuwatoTbes
He3MiHHUMK. [itoya pegakuis: Actennac ®apma
lOpon B.B. Astellas Pharma Europe B.V.
MponoHoBaHa pepakuis: Jendapm Mennen b.B.
Delpharm Meppel B.V. 3MiHn BHeceHo ao IHCTpyKuii
Ansi MEQUYHOTO 3aCTOCYBaHHS Nikapcbkoro 3acoby
0o posginy "BupobHuk", a came, aMiHEHO Ha3By
BUpoGHMKa 6e3 hakTUYHOI 3MiHM oro agpecu.
BignosigHi 3mMiHN BHECEHO 4O TEKCTY MapKyBaHHS
BTOPWHHOI YNakoBKW fikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTAroM 6-TN MiCSILIB NICNsi 3aTBEPIPKEHHS.
3minm | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI
Ta hapmakoHarnsay (iHwi 3miHn). 3mMiHN BHeCeHo 4o
IHCTPYKUiT 4N8 MegUYHOro 3acToCcyBaHHA
nikapcbkoro 3acoby o posgainy "lMNobGiyHi peakuii”, a
came BHeceHa iHhopMaLis Wwoao noBigoMneHb Npo
noGiyHi peakuii; TakoX 3MiHWM BHECEHO A0 TEKCTY
MapKyBaHHS MEPBUHHOI YNaKOBKW NikapCbKOro
3acoly, a came BipHO 3a3Ha4YaETbCs HymepaLis Ta
Ha3Ba po34iniB ynakosku. BBegeHHS 3MiH NpoTsirom
6-TK MicAUiB nicrsa 3aTBEPAXKEHHS

153.

ONPIMEA

Tabnetku no 0,088
mr; no 10 TabneTtok
y 6nictepi; no 2, abo
no 3, a6o no 6, abo
no 9, abo no 10
Gnictepis y
KapTOHHiI kopobui

KPKA, 8.4,
HoBo mecto

CnogBeHisi

BignosiganbHun
3a BUpOBHNLTBO
«in bulk»,
NnepBUHHY Ta
BTOPUHHY
YNaKoBKY,
KOHTPOrb cepin Ta
BUNYCK Cepin:
KPKA, a.a., HoBo
mecTo, CroBeHisi;
BignosiganbHun
3a BUPOOHULTBO
«in bulky,
NnepBUHHY Ta
BTOPUHHY
ynakoBky: KPKA,
a.a., Hoso mecto,
CnoBeHisi

CnoBeHisi

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHW y KOpOTKil XapakTepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
reHepuy4HnX/ribpnaHnx/6ionoaibHux nikapcbkmx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHK Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaaHHS )XOOHWUX HOBUX A0AATKOBUX AAHMX) - 3MiHM
BHECEHO A0 IHCTPYKUii AN MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnuneocTi
3acTocyBaHHs", 3gaTHICTb BNIMBATU Ha LUBUAKICTb
peakLii npy kepyBaHHi aBToTpaHcnopToM abo
iHLWKMK MexaHiamamun”, "Cnocib 3acTocyBaHHS Ta
no3n", "Mobivni peakuii" BignosiaHo oo iHdopmauii
LL0A0 MEAMNYHOIO 3aCTOCYBaHHsS pedepPEHTHOro
nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii sik MIPATMEKC, tabneTku). -
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHH- 3MiHM | TUNy - 3MiHK Wozo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN) - OHOBMNEHHS TEKCTY MapKyBaHHS YMaKoBKM
nikapcbkoro 3acoby, a came: yTO4HeHO iHdhopMaLiio
LLIOA0 TEPMiHY NpUAATHOCTI, kaTeropii Bignycky,

3a
peuenmom

He
nidnsicae

UA/14075/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
noroTuny BupobHUKa Ta 3a3Ha4eHO OAUHULI
BMMIpIOBaHHSA y cuctemi Sl natuHuLeo Ha BTOPUHHIN
ynakoBLUi. Ha nepBuHHIN ynakoBLi yTOYHEHO
iH(bopMaUito LWoao norotuny BUpobHMKa Ta
3a3Ha4YeHo OAMHML BUMIpIOBaHHSA y cuctemi Sl
natuHuueto. BeegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicns 3aTBepAKEHHs!
154. | OMNPIMEA Tabnetku no 1,1 mr; KPKA, a.a., CnoBeHisi BignosiganbHuit CnoBeHis BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHW 3a He UA/14075/01/02
no 10 Tabnetok y HoBo mecTO 3a BUPOOHULTBO | TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta peuenmom | nidnsieae
Gnictepi; no 2, abo «in bulky, capmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuLi
no 3, abo no 6, abo NepBUHHY Ta nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
no 9, abo no 10 BTOPUHHY IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
GnictepiB y yMNaKoBKY, reHepUYHMX/ribpuaHux/6ionogidHNX nikapcbknx
KapTOHHiIN kopoOLi KOHTPOIb Cepin Ta 3acobiB nicnsi BHECEHHS TiEi camoi 3MiHU Ha
BUMYCK Cepint: pedepeHTHMIN NpenapaT (3MiHa He noTpebye
KPKA, a.a., HoBo HaJaHHS XXOOHUX HOBUX AOAATKOBMX AaHMX) - 3MiHM
mecTo, CrnoBeHisi; BHECEHO [0 iHCTPYKUii Anst MeanyHoro
BignosiganbHui 3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
3a BUPOBHULTBO "dapmakonoriyHi BnactmsocTi", "OcobnuneocTi
«in bulk», 3acTocyBaHHA", 34aTHICTb BNNMBATU Ha LUBUAKICTb
NepBUHHY Ta peakuii npu kepyBaHHi aBToTpaHcnopTom abo
BTOPUHHY iHLWKMK MexaHismamn", "Cnocib 3acTocyBaHHsA Ta
ynakoBky: KPKA, nosun", "Mo6iyHi peakuii” BignosigHo 4o iHopmauii
a.4a., Hoeo mecto, LL0A0 MeAMYHOro 3aCTOCyBaHHS pedepeHTHOro
CnogeeHisi nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeectpoBaHuii sk MIPATEKC, TabneTku). -
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBepOKeHH- 3MiHu | Tuny - 3MiHn Wwopo
6esnekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - OHOBMNEHHS TEKCTY MapKyBaHHS YMaKoBKM
nikapcbkoro 3acoby, a came: yTO4HeHO iHdopmaLito
o0 TEPMiHY NpuAaTHOCTI, KaTeropii Bignycky,
noroTtuny BUpobHUKa Ta 3a3Ha4YeHO OAUHULI
BMMIipIOBaHHS y cucTeMi S| naTuHULE Ha BTOPUHHIN
ynakoBLi. Ha nepBuHHIilA ynakoBLji yTOYHEHO
iHpopmalito Lwoao norotuny BUpPobHUKa Ta
3a3Ha4YeHO OAMHML BUMIptOBaHHS y cuctemi Sl
natuHuuero. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicns 3aTBEpAXKEHHS!
155. | OMNPIMEA Tabnetkn no 0,7 wr; KPKA, a.4., CnoBeHis BignosiganbHuin CrnioBeHis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu 3a He UA/14075/01/04
no 10 Tabnetok y HoBo mecTO 3a BUPOOHMLTBO | TMny - 3MiHK Wwopao 6e3nekn/edhekTUBHOCTI Ta peuenmom nidnsieae
GnicTepi; no 2, abo «in bulky, dapmakoHarnsgy. 3miHu y KopoTKili XxapakTepucTuui
no 3, abo no 6, abo NepBUHHY Ta nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
no 9, abo no 10 BTOPUHHY IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
GnicTepiB y ynakoBKy, reHepu4HUX/ribpuaHnx/GionofibHUxX nikapcbkmx

KapTOHHiI kopobui

KOHTPOrb cepin Ta
BUWMYCK Cepil:
KPKA, a.a., HoBo
MecTo, CrnoBeHisi;
BinnosiganbHuit
3a BUpOBHULTBO

3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUI Npenapat (3MiHa He NoTpebye
Ha[laHHS )XO[HUX HOBMX OOAATKOBUX AaHWX) - 3MiHW
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnueocTi
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Ne

Haszea

®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
«in bulky, 3acTocyBaHHs", 34aTHICTb BNMBATU Ha LUBUAKICTb
NepBUHHY Ta peakuii Npy kepyBaHHi aBTOTpaHCNopTom abo
BTOPUHHY iHLWKMK MexaHismamn”, "Cnocib 3acTocyBaHHsA Ta
ynakoBky: KPKA, nosun", "MoGiyHi peakuii” BignoBigHoO 4o iHpopmauii
Aa.4a., Hoeo mecto, LLIOAO MEAMYHOrO 3aCTOCYBaHHA pedepeHTHOro
CnogBeHisi nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii ik MIPATMEKC, TabneTku). -
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBepAKEHH- 3MiHK | TMNY - 3MiHM Wopo
6e3nekn/ecbekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS YMaKoBKM
nikapcbkoro 3acoby, a came: yTo4HeHo iHdhopMalLiio
LLoAo TepMiHY NpuaaTHOCTI, KaTeropii Bianycky,
noroTvny BUPOOHUKA Ta 3a3HAYEHO OAMHULI
BUMIpPIOBaHHS y cucTeMi S| naTuHULED Ha BTOPUHHIN
ynakoBuUi. Ha nepBuHHIN ynakoBLi yTOYHEHO
iHdbopmalLito LLoao foroTmny BUPObHUKa Ta
3a3Ha4yeHo OaUHULI BUMIptOBaHHS y cuctemi Sl
natuHuuetro. BeegeHHs 3miH npoTtarom 6-tu micauis
nicns 3aTBepaKeHHs
156. | OMNPIMEA Tabnetkn no 0,18 KPKA, a.4., CnoBeHis BinnosigansHuit CnoBeHis BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHM 3a He UA/14075/01/05
mr; no 10 TabneTtok HoBo mecTo 3a BUPOBHULTBO | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nionsieae
y bnicTepi; no 2, abo «in bulky, dapmakoHarnsaay. 3mMiHW y KOpOTKil XapakTepuctuui
no 3, abo no 6, abo NepBUHHY Ta nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
no 9, abo no 10 BTOPUHHY IHCTPYKUIT ANA MeanYHoOro 3acTocyBaHHs
Gnictepis y YNaKoBKy, reHepuyHnX/ribpnaHnx/6ionoaibHux nikapcbkmx

KapTOHHiI kopobui

KOHTPOrb cepin Ta
BUNYCK Cepin:
KPKA, a.a., HoBo
MecTo, CrnoBeHisi;
BignosiganbHun
3a BUPOOHULITBO
«in bulky,
NnepBUHHY Ta
BTOPUHHY
ynakoBky: KPKA,
a.a., Hoso mecto,
CnoBeHisi

3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaaHH$ XXOOHWUX HOBUX A0AATKOBUX AAHMX) - 3MiHM
BHECEHO A0 iHCTPYKUii AN MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnueocTi
3acTocyBaHHs", 3gaTHICTb BNNBATU Ha LUBUAKICTb
peakLjii npy kepyBaHHi aBToTpaHcnopToM abo
iHLWKMK MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
nosn", "Mobiyvni peakuii" BignosiaHo o iHdopmauii
LL0A0 MeAMYHOro 3aCTOCyBaHHsS pedepPeHTHOro
nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii sk MIPATMEKC, tabnetku). -
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHH- 3MiHM | TUNy - 3MiHK Wozo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS YMaKoBKM
nikapcbkoro 3acoby, a came: yTO4HeHO iHdhopMaLiio
LLOA0 TEPMiHY NpuAaTHOCTI, kaTeropii Bignycky,
noroTuny BUpobHUKa Ta 3a3Ha4Ye€HO OAUHULI
BMMIpIOBaHHS y cucTtemi S| naTtuHuLelo Ha BTOPUHHIN
ynakoBLUi. Ha nepBuHHIN ynakoBLi yTOYHEHO
iHpopmaLlito Loao noroTuny BUPOGHUKa Ta
3a3Ha4YeHO OAVHML BUMIpIOBaHHA y cuctemi Sl
natuHuuero. BeegeHHs 3MiH NpoTsirom 6-Tu Micsuis
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
nicns 3aTBepAKEHHs!
157. | ONPIMEA Tabnetku no 0,35 KPKA, a.a., CnoBeHisi BignosiganbHui CnoBeHis BHECEHHS 3MiH 0 peecTpauinHmx matepianis: 3MiHu 3a He UA/14075/01/03
mr; no 10 TabneTtok HoBo mecTo 3a BUPOBHMLUTBO | TMny - 3MiHK WwWopao Ge3nekn/edheKkTUBHOCTI Ta peuenmom nionsieae
y 6nictepi; no 2, abo «in bulky, dapmakoHarnsay. 3mMiHu y KOpoTKil XxapakTepuctuui
no 3, abo no 6, abo NepBUHHY Ta nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
no 9, abo no 10 BTOPWUHHY IHCTPYKUIT ANA MeAWMYHOro 3aCTOCYBaHHSI
6nictepiB y yMaKoBKYy, reHepUYHUX/ribpuaHMX/6ionoaibHUX nikapcbkmx
KapTOHHiI kopobuyi KOHTPOrb cepin Ta 3acobiB nicns BHECEHHS Ti€i caMoi 3MiHW Ha
BUMYCK Cepint: pedepeHTHMIN NpenapaT (3MiHa He noTpebye
KPKA, a.4., HoBo HaJaHHS XXOOHUX HOBUX 4OAATKOBMX AaHMX) - 3MiHM
mecTto, CrnoBeHis; BHECEHO A0 iHCTPYKUii AN MeANYHOro
BignosiganbHui 3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
3a BUPOBHULTBO "dapmakonoriyHi BnactmsocTi", "OcobnuneocTi
«in bulky, 3acTocyBaHHA", 34aTHICTb BNNMBATUK Ha LIBUAKICTb
NepBUHHY Ta peakuii npu kepyBaHHi aBToTpaHcnopTom abo
BTOPUHHY iHLWKMKM MexaHismamn", "Cnocib 3acTocyBaHHs Ta
ynakoBky: KPKA, nosun", "Mo6iyHi peakuii” BignosigHo 4o iHpopmauii
a.4a., Hoeo mecto, LL0A0 MeAMYHOro 3acTOCyBaHHsS pedepeHTHOro
CnogeeHisi nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeectpoBaHui ik MIPATEKC, TabneTku). -
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKEHH- 3MiHK | TMny - 3MiHM Woao
6esnekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHN) - OHOBMNEHHS TEKCTY MapKyBaHHS YMakoBKM
nikapcbkoro 3acoby, a came: yTo4HeHo iHdhopMalLiio
o0 TEpPMiHY NpuAaTHOCTI, KaTeropii Bignycky,
noroTuny BUpobHUKa Ta 3a3Ha4YeHO OAUHULI
BMMIipIOBaHHS y cucTemi S| naTuHuLEo Ha BTOPUHHIN
ynakoBLi. Ha nepBuHHIilA ynakoBLji yTOYHEHO
iHpopmalLito Lwoao noroTuny BUpobHUKa Ta
3a3Ha4YeHo OAMHWL BUMIptOBaHHS y cuctemi Sl
natuHuuero. BeegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
nicns 3aTBEpAXKEHHS!
158. | ONPIMEA® TabneTkn KPKA, a.4., CnoBeHis BUPOGHMLUTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a He UA/14075/02/02
NPOOHroBaHoI Aii HoBo mecTO bulk", nepBuHHe | TMny - 3MiHK Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom nidnseae

no 0,52 mr; no 10

Tabnetok y 6nictepi;
no 3 abo 9 brictepis
Y KapTOHHIl kopobui

Ta BTOPUHHE
nakyBaHHs,
KOHTpOIb Ta
BUNYCK cepii:

KPKA, a.a., HoBo

mecTo, CroBeHis;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUMYyCK
cepii:
TAL ®apma M'mbX,
HimeuumnHa;

KOHTPOMb Cepii:
TAL ®apma 'mbX,

dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHsA Ta
IHCTPYKUIT NS MeAWNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/6ionofibHUxX nikapcbkmx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHU Ha
pedepeHTHUI Npenapat (3MiHa He NoTpebye
HadaHHS XOOHUX HOBUX JOAATKOBUX AaHUX). SMiHU
BHECEHO A0 iHCTPYKUii ANs MeanyHoro
3aCTOCyBaHHs Nikapcbkoro 3acoby y po3ainu
"MokasaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3un",
"MobiuHi peakuii" BignosigHo o iHpopmalii woao
Me[MYHOro 3aCTOCYBaHHs peepeHTHOro
nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii sik Mipanekc® MM, Tabnetku
NPOSIOHroBaHoi Aii). BBeAeHHs 3MiH npoTarom 6-Tn
MicauiB nicns 3aTBepxeHHs. 3MiHu | Tuny - 3miHK




103 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
HimeuuunHa; Lofo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
KOHTpOIb ynakoBKU nikapcbkoro 3acoby, a came: yTOYHEHO
MikpoGionoriyHoi iHcbopMaLito Woao TepMiHy NpuaaTHOCTI, KaTeropii
4ncToTm cepii (y BiANycKy, NoroTuny BUpobHUKa Ta 3a3HaveHo
BUNAAKY OAMHWLi BUMIpIOBaHHS y cucTemi S| naTnHuueto Ha
KOHTpOnto cepii BTOPWHHIM ynakoBLi. Ha nepBuHHIN ynakosLui
TAL ®apma YTOYHEHO iHdopMaLito LLOAO NoroT1ny BUpobHMKa
'M6X): Ta 3a3Ha4YeHO OAMHULI BUMIptOBaHHS y cuctemi S|
Jlabop JI+C AT, natuHuueto. BeegeHHs 3MiH NpoTsarom 6-tu mMicsiuis
Himeuumna nicnsa 3aTBepaKEHHs
159. | ONPIMEA® Tabnetkn KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a He UA/14075/02/03
NPOOHroBaHoI Al HoBo mecTO bulk", nepBuHHe | TMny - 3MiHKn wopno 6esnekn/edekTUBHOCTI Ta peuenmom nidnseae
no 1,05 mr; no 10 Ta BTOPUHHE dapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
Tabnetok y 6nictepi; nakyBaHHs, nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
no 3 abo 9 bnictepis KOHTPOMb Ta IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
Y KapTOHHIl kopobui BUNYyCK cepii: reHepUYHMX/ribpuaHux/6ionoaidbHNX nikapcbknx
KPKA, a.a., HoBo 3acobiB nicnsa BHECEHHs Tiel camoi 3MiHW Ha
mecTo, CrnoBeHisi; pedepeHTHUI Npenapart (3MiHa He noTpebye
HaZaHHS! )XOAHWUX HOBMX A0AATKOBUX AaHWX). 3MiHM
nepBuHHE Ta BHECEHO A0 IHCTPYKLUii ANS MeanYHoro
BTOPUHHE 3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
nakyBaHHS, BUMYCK "MokasaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n",
cepil: "MoGiyHi peakuii" BianoBiaHO Ao iHopmauii woao
TAL ®apma M'mbX, ME[NYHOro 3aCTOCYBaHHSA peepeHTHOro
HimeuuunHa; nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii Sk Mipanekc® MM, TabneTtku
KOHTPOMb Ccepii: NPOSIOHroBaHoI Aii). BBeAeHHs 3MiH npoTarom 6-Tn
TAL ®apma M'mbX, MicauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
Himeuumnna; oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS
KOHTpPOIb ynakoBKU nikapcbkoro 3acoby, a came: yTOYHEHO
MikpobionorivyHoi iHdbopMaLito Wwoao TepMiHy NpUAaTHOCTI, KaTeropii
uncToTm cepii (y BiAMycKy, norotuny BMpobHuKa Ta 3a3Ha4yeHo
BUNagKy oavHULI BUMIpIOBaHHS y cucTemi S| natuHuuero Ha
KOHTpOnto cepii BTOPWUHHIN ynakosLi. Ha nepBuHHIN ynakoBui
TAL ®apma YTOYHEHO iHopMaLito WOoAOo NoroTuny BUpobHMKa
'm6X): Ta 3a3Ha4YeHo OAMHWL BUMIpIOBaHHS y cuctemi Sl
Ja6op J1+C AT, natuHuueto. BeegeHHs 3MiH NpoTSArom 6-Tu Micsuis
HimeyumHa nicns 3aTBepAKEHHs!
160. | OMPIMEA® TabneTtku KPKA, a.4., CnoseHis BUPOGHMLUTBO "in CnoBeHisi BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu 3a He UA/14075/02/04
NPOOHroBaHoi Al HoBo mecTO bulk", nepuHHe | TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae

no 1,57 wmr; no 10

Tabnetok y 6nictepi;
no 3 abo 9 bricTtepis
Y KapTOHHiIl kopobLi

Ta BTOPUHHE
naKyBaHHs,
KOHTPOMb Ta
BUNYCK cepii:

KPKA, a.a., HoBo

mecTo, CroBeHis;

dapmakoHarnsay. 3miHu y KopoTKili XxapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAUYHOro 3aCToCyBaHHS
reHepu4HUX/ribpnaHnx/GionodibHUxX nikapcbkmx
3acobiB nicns BHECEHHSN TiET camoi 3MiHU Ha
pedepeHTHMI Npenapat (3MiHa He NoTpebye
HagaHHS XXOAHUX HOBWUX AOAATKOBMX AaHUX). SMiHK




104 [IponoBxkeHHs JoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
nepBuHHE Ta BHECEHO A0 iHCTPYKUii AN MeANYHOro
BTOPUHHE 3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ainu
nakyBaHHS, BUMNYCK "MokasaHHs", "Cnocib 3acTocyBaHHSA Ta 4o3n",
cepii: "MoGiyHi peakuii" BiaNoBigHO Jo iHopmaLii Wwoao
TAL ®apma 'M6X, MEAMNYHOro 3aCTOCYBaHHSA peepeHTHOro
HimeuumnHa; nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii sk Mipanekc® M/, TabneTtkm
KOHTPOMb Cepii: NPOOHroBaHoI Aii). BBeaeHHs 3MiH npoTarom 6-tn
TAL ®apma 'M6X, MicsuiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu
HimeyuuHa; Lwono 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
KOHTpPOIb ynakoBKU fikapcbkoro 3acoby, a came: yTOYHEHO
MikpoGionoriyHoi iHdbopmaLito LWoao TepMiHy NpuMaaTHOCTI, KaTeropii
uncToTm cepii (y BiAMycKy, norotuny BMpobHuKa Ta 3a3Ha4yeHo
BUNAAKY OAMHWLi BUMipIOBaHHS ¥ cucTeMi S| naTuHuueto Ha
KOHTpOnto cepii BTOPWHHIM ynakoBLi. Ha nepBuHHI ynakosLi
TAL ®apma YTOYHEHO iHopMaLito WOoAOo NoroTuny BUpobHMKa
'M6X): Ta 3a3Ha4eHO OAMHULI BUMIptOBaHHS y cucTemi S|
Iabop JI+C AT, natuHuuetro. BeegeHHs 3miH npoTtarom 6-tu micauis
Himevumna nicns 3aTBepaKEHHs
161. | ONPIMEA® Tabnetkn KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a He UA/14075/02/05
NPOOHroBaHoI Aii HoBo mecTO bulk", nepuHHe | TMny - 3MiHKn wopno 6esnekn/edeKkTUBHOCTI Ta peuenmom nidnseae

no 2,1 mr; no 10

Tabnetok y Gnictepi;
no 3 abo 9 brictepis
Y KapTOHHIl kopobui

Ta BTOPUHHE
nakyBaHHs,
KOHTpOIb Ta
BUNYCK cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis;

nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepil:
TAL ®apma 'M6X,
HimeuumHa;

KOHTPOMb Ccepii:
TAL ®apma M'mbX,
HimeuuuHa;

KOHTpOIb
MikpobionoriyHoi
yncToTm cepii (y

BUNaAKy
KOHTpOnto cepii

TAL ®apma
'vm6X):
Ta6op J1+C AT,
HimeyumHa

dapmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT NS MeANYHOrO 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/6ionofibHMxX nikapcbkmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI Npenapar (3MiHa He NoTpebye
HaZaHHs! )KOAHWUX HOBMX A0AATKOBUX AaHWX). 3MiHM
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"MokasaHHs", "Cnoci6 3actocyBaHHs Ta Jo3n",
"MobiuHi peakuii" BignoBigHo o iHpopMmalii woao
ME[NYHOro 3aCTOCYBaHHSA peepeHTHOro
nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii Sk Mipanekc® MM, TabneTtku
NPOSIOHroBaHoI Aii). BBeAeHHs 3MiH npoTarom 6-tn
MicauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
oo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK) - OHOBNEHHSA TEKCTY MapKyBaHHS
ynaKoBKU fikapcbkoro 3acoby, a came: yTOYHEHO
iHdbopMaLito Woao TepMiHy NpUAaTHOCTI, KaTeropii
BiAMycKy, norotuny BMpobHUKa Ta 3a3HayeHo
oavHULI BUMIpIOBaHHS y cucTemi Sl natuHuueto Ha
BTOPWHHIN ynakoBLi. Ha nepBuHHIN ynakoBui
YTOYHEHO iHhopMaLito LoAo NoroTuny BUpoBHMKa
Ta 3a3Ha4YeHo OAMHWL BUMIpOBaHHS y cuctemi Sl
natuHuueto. BeegeHHs 3MiH NpoTsArom 6-tu Micsuis
nicns 3aTBepaKEHHs




105 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
162. | ONPIMEA® Tabnetkn KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 3a He UA/14075/02/06
NPOOHroBaHoI Al HoBo mecTO bulk", nepuHHe | Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuernmom nidnseae
no 2,62 mr; no 10 Ta BTOPUHHE capmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
Tabnetok y 6nictepi; nakyBaHHs, nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
no 3 abo 9 6nictepis KOHTpOMb Ta IHCTPYKUIT AN MEAUYHOro 3aCToCyBaHHS
Y KapTOHHiIl kopobui BUNYCK cepii: reHepUYHMX/ribpuaHnx/6ionogidHNX Nikapcbknx
KPKA, a.a., Hoso 3acobiB nicnsa BHECEHHs Tiel camoi 3MiHW Ha
mecTto, CrnoBeHis; pedhepeHTHWI Npenapart (3miHa He noTpebye
HaZaHHS! XXOAHWX HOBMX A0AATKOBUX AaHWX). 3MiHM
nepBuHHE Ta BHECEHO A0 iHCTPYKUii AN MeAUYHOro
BTOPUHHE 3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ainu
nakyBaHHS, BUMYCK "MokasaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n",
cepil: "MoGiyHi peakuii" BianoBiaHO fo iHopmauii woao
TAL ®apma 'mbX, ME[NYHOro 3aCTOCYBaHHS peepeHTHOro
Himeuumnna; nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii ik Mipanekc® N[, TabneTtkm
KOHTPOMb Cepii: NPOSIOHroBaHoI Aii). BBeAeHHs 3MiH npoTarom 6-tn
TAL ®apma 'M6X, MicsuiB nicns saatBepoKeHHs. 3MiHKM | Tuny - 3MiHu
HimeyuuuHa; Lwogo 6esnekun/edhekTUBHOCTI Ta hapmMakoHarnsay
(iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS
KOHTpPOIb ynakoBKU fikapcbkoro 3acoby, a came: yTOYHEHO
MikpoGionoriyHoi iHdbopmaLito LWoao TepMiHy NprMaaTHOCTI, KaTeropii
uncToTm cepii (y BiAMyCcKy, norotuny BMpobHuKa Ta 3a3HayeHo
BUNAAKY OAMHWLi BUMipIOBaHHS Y cucTeMi S| naTuHuueto Ha
KOHTpOnto cepii BTOPWHHIM ynakoBLi. Ha nepBuHHI ynakosLi
TAL ®apma YTOYHEHO iHopMaLito WOoAOo NoroTuny BUpobHMKa
'm6X): Ta 3a3Ha4YeHo OAMHWUL BUMIpOBaHHS y cuctemi Sl
TNa6op J1+C AT, natuHuueto. BeegeHHs 3MiH NpoTsarom 6-tu Micauis
Himeyumna nicns 3aTBepaKEHHs!
163. | ONPIMEA® TabneTkn KPKA, a.4., CnoBeHis BUPOGHMLUTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a He UA/14075/02/07
NPOOHroBaHoI Aii HoBo mecTO bulk", nepBuHHe | TMny - 3MiHK Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom nidnseae

no 3,15 mr; no 10

Tabnetok y 6nictepi;
no 3 abo 9 brictepis
Y KapTOHHIl kopobui

Ta BTOPUHHE
nakyBaHHs,
KOHTpOIb Ta
BUNYCK cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUMYyCK
cepii:
TAL ®apma M'mbX,
HimeuumnHa;

KOHTPOMb Cepii:
TAL ®apma M'vbX,
Hime4umnHa;

KOHTPOI1b

apmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKUIT NS MeAWNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionofibHMx nikapcbkmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI Npenapar (3MiHa He NoTpebye
HaJaHHS XOOHUX HOBUX JOAATKOBMX AaHUX). 3MiHU
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCyBaHHsI NiKapcbkoro 3acoby y po3ainu
"MokasaHHs", "Cnocib 3acTocyBaHHs Ta go3un",
"MobiuHi peakuii" BignoBigHo o iHpopMmalii Lwoao
Me[MYHOro 3aCTOCYBaHHs pedepeHTHOro
nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii sik Mipanekc® MM, Tabnetku
NPOSIOHroBaHoIi Aii). BBeAeHHs 3MiH npoTarom 6-Tn
MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny - 3miHn
oo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK) - OHOBMNEHHA TEKCTY MapKyBaHHS
YNakoBKM fikapcbKkoro 3acoby, a came: yTOYHEHO
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
MikpoGionoriyHoi iHcbopMaLito Woao TepMiHy NpuaaTHOCTI, KaTeropii
4ncToTm cepii (y BiANycKy, NoroTuny BUpobHWKa Ta 3a3HaveHo
BUNAAKY OAMHWLi BUMIpIOBaHHS y cucTeMi S| naTuHuueto Ha
KOHTpOrto cepii BTOPWHHIM ynakoBL,i. Ha nepBuHHIN ynakosLui
TAL ®apma YTOYHEHO iHdopMaLito LLoAO NoroTuny BUpobHMKa
'M6X): Ta 3a3Ha4YeHO OAMHULI BUMIptOBaHHS y cuctemi S|
Jlabop JI+C AT, natuHuueto. BeegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
Himevumna nicnsa 3aTBepaKEHHs
164. | ONPIMEA® Tabnetkn KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHW 3a He UA/14075/02/01
NPOSOHroBaHoI Aii HoBo mecTO bulk", nepuHHe | Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuernmom nidnseae
no 0,26 mr; no 10 Ta BTOPUHHE dapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
Tabnetok y 6nictepi; nakyBaHHs, nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
no 3 abo 9 bnicTtepis KOHTPOMb Ta IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
Y KapTOHHIl kopobui BUNYyCK cepii: reHepUYHMX/ribpuaHux/GionoaibHMX nikapcbkmnx
KPKA, a.a., HoBo 3acobiB nicnsa BHECEHHs Tiel camoi 3MiHW Ha
mecTo, CrnoBeHisi; pedepeHTHUI Npenapar (3MiHa He noTpebye
HaZaHHS! )KOAHWUX HOBMX A0AATKOBUX AaHWX). 3MiHM
nepBuHHE Ta BHECEHO A0 iHCTPYKLUii ANS MeanyHoro
BTOPUHHE 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
nakyBaHHS, BUMYCK "MokasaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
cepil: "MoGiyHi peakuii" BianoBiaHO Ao iHopmauii woao
TAL ®apma 'mbX, MEANYHOro 3aCTOCYBaHHS peepeHTHOro
Himeuumnna; nikapcbkoro 3acoby (Sifrol, B YkpaiHi
3apeecTpoBaHuii ik Mipanekc® N[, TabneTtkm
KOHTPOMb Ccepii: NPOSIOHroBaHoI Aii). BBeAeHHs 3MiH npoTarom 6-tn
TAL ®apma M'mbX, MicauiB nicns 3aTBepaxeHHs. 3MiHun | Tuny - 3miHn
Himeuumnna; oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
KOHTpPOIb ynaKoBKU nikapcbkoro 3acoby, a came: yTOYHEHO
MikpobionorivyHoi iHdbopMaLito Wwoao TepMiHy NpUAaTHOCTI, KaTeropii
uncToTm cepii (y BiAMycKy, norotuny BMpobHuKa Ta 3a3Ha4yeHo
BUNagKy oaMHULI BUMIpIOBaHHS y cucTeMi S| naTtuHuueto Ha
KOHTpOnto cepii BTOPWUHHIN ynakoBLi. Ha nepBuHHIN ynakoBui
TALO ®apma YTOYHEHO iHopMaLito WOoAOo NoroTuny BUpobHMKa
'm6X): Ta 3a3Ha4YeHo OAMHWL BUMIpIOBaHHS y cuctemi Sl
TNa6op J1+C AT, natuHuueto. BeegeHHs 3MiH NpoTsArom 6-tu Micauis
Himeyumna nicns 3aTBepaKEHHs
165. | OTO®A Kpanni ByLUHI, JlabopaTopii DdpaHuis dapmacTtep DdpaHuis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu 3a UA/2690/01/01
PO34mH, 26 mr/mMn Bywapa | Tuny - 3miHn 3 skocTi. A®L. KoHtpornbs A®L. 3miHa y peuernmom
(20000 MO/mn); no Pekoppaarti napametpax cneuudikauin Ta/abo onycTUMmnX Mex,

10 mn y cpnakoHi; no
1 dprakoHy 3
nineTkoto y
KapTOHHiI kopobui

BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BUKOPUCTOBYIOTBCS Y npoLeci BUpobHuutea AdI
(iHWi 3MiHW) - YTOUYHEHHS AONYCTUMMX MEX
cneundikauii A®| 3a nokasHnkom «Any unspecified
impurity» ans supobHuka EUROAPI ITALY S.R.L,,
Italy. 3atBepmkeHo: <£0,10% 3anponoHoBaHo:
<0,1%
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166. | MAHTO30/ TabneTkn, BKpUTI "HOHiK IHAis HOHik IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 3a He UA/11508/01/01
KULLKOBOPO3YNHHOIO dapmacbiot dapmacbtoTrkan | Tvny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuenmom | niidnseae
o6onoHkoto, no 40 nKkan JlaBGopaTtopi3 capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
mr, no 10 TabneTok JlabopaTopis (BipaineHHs dipmmn nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
y 6nictepi; no 1 abo " "Ix. B. Kemikana IHCTPYKUIT AN MEAMYHOro 3aCTOCyBaHHS Ha nigcTasi
2, abo 3 bnictepu B (BiaaineHHs eHg perynsipHo OHOBJOBAHOTO 3BiTy 3 6e3neku
KopobLi hipmun dapmacbkioTrkana nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
"0x.B. Jitn.") 3acTocyBaHHs Nnikapcbkoro 3acoby B
Kemikans nicnspeecTpauiiHui nepiogd, abo sik pesynbtaT
eHa OLHKM 3BiTY 3 JOCNiAXeHb, NPOBEAEHMX BiANoBIigHO
dapmacbioT A0 nnaHy neaiaTpnyHmx gocnigxkers (PIP) (3miHy
vkana Jita.") Y3ro[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi Buam B3aemogain", "OcobnmBocTi
3actocyBaHHs", "Mo6iuHi peakuii” BignoeigHoO 4o
OHOBJEHOI iHhopMmalii 3 6e3nekn AitoHoi pevoBUHN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPAKEHHS
167. | NAHTO305 TabneTkn, BKPUTI "HOHiK IHais HOHiK IHais BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHU 3a He UA/11508/01/01
KULLKOBOPO3YMHHOIO dapmacbioT dapmacbioTukan | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom | niidnseae
oGonoHkoto, no 40 nKkan JlaGopaTtopis dapmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTuLi
mr; no 10 TabneTtok JlabopaTopis (BipaineHHs dipmmn nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
y bricTepi; no 1 abo " "Ix. B. Kemikana IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
2, abo 3 bnictepu B (BipgineHHs eHa reHepu4HuX/ribpuaHnx/6ionofibHMxX nikapcbkmx
KopobLi 3 KapTOHY dipmun dapmacbloTmkana 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
"[x.B. Nita.") pedepeHTHUI Npenapar (3MiHa He noTpebye
Kemikana HaZaHHs! )KOAHWUX HOBMX A0AATKOBUX AaHWX). 3MiHM
eHa BHECEHO A0 iHCTPYKUii Ans MeanyHoro
dapmacbioT 3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
vkana Jitg.") "®apmakoTepaneBTuyHa rpyna", "®apmakonorivHi
BnactusocTi", "lpoTunokasaHHs", "Baaemogis 3
iHLWIMMM nikapcbkumm 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyoao”, "3aaTtHicTb BNMBATK Ha LUBUAKICTb peakLji
npu KepyBaHHi aBTOTpaHCNoOpTOM abo iHWnMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "Mobivni peakuii" 3rigHo 3 iHdopMauieto
LL0A0 MEANYHOIO 3aCTOCYBaHHsS pedepPEHTHOro
nikapcbkoro 3acoby (KOHTPOJIOK®, TabneTtku
racTpopesuncTeHTHi no 40 mr).
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPKEHHS
168. | MEPMETPUH cnpent 0,5 % no 50 r AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 6e3 nidnsieae UA/3417/01/01
y 6anoHi 3 YTOYHEHHS1 peecTpauiHoi npouenypv B Hakasi MO3 peuenma
KnanaHom Ykpainu Ne 1684 Big 03.10.2024 - 3minu | Tvny -

HaCOCHOro Tuny 1a
posnuinrBayem; no

3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsigy. 3miHa y KopoTkili XxapakTepuctuui
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1 6anoHy B nayui nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiogd, abo sik pesynbtaT
OLHKM 3BiTY 3 JOCNiAXeHb, NPOBEAEHMX BiANoOBIigHO
A0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miny
Y3ro[DKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom) - 3MiHM BHeceHo Ao IHCTpyKLuii gns
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ginu: "OcobnmeocTi 3acTocyBaHHs" Ta "Cnocib
3acTocyBaHHs Ta Jo3un" woao 6esneku
3aCcTOCyBaHHS Ait040i PE4YOBUHN NEPMETPYH
BignoBigHo Ao pekomeHaauin PRAC
169. | NK-MEPL, TabneTkn, BKpUTI Mepuy HimeuwunH | Mpoaykuis in-bulk: HimevuunHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 3a UA/9031/01/01
NniBKOBOIO dapmacbioTi a Knoke ®apma- | Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib. peuernmom
o6onoHkoto, no 100 kanc MmeXx Cepsic 'm6X, CuctemMa KoHTelHep/3akynoptoBarnbHui 3aci6. 3miHa
mr, no 10 TabneTtok HimeyuumHa; y NEePBUHHIN yNakoBLji rOTOBOrO JlikapCbkoro 3acody
y bnicTepi, no 3 abo nepBuHHE Ta (AKicHWI Ta KinbkiCHMI cknaa) - Teepai Nnikapcbki
no 9 Gnictepis y BTOPUHHE copmu - BHeceHHs 3miH 4o maTepianis

KapTOHHil kopobui

nakyBaHHsi: Mepy
dapma 'M6X i Ko.
KraA, HimeuunHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHsi: Knoke
dapma-Cepsic
'm6X, HimeuunHa;
BTOPUHHE
naKyBaHHs:
X.EJLIM. TmMGBX,
HimeuumHa;
BTOPUHHE
naKyBaHHS:
MpecTix
MpomoyLuH
Bepkaydcdoepae
pyHr &
Bepbecepsic
'm6X, HimeuunHa;
Bupo6Huk,
BignoBsiganbHUN
3a BUNYCK cepint:
Mepy ®apma
'MBX i Ko. KlMaA,
Himeyunna

peeCcTpauUinHOro oCbe, a came 3MiHa AKiCHOro Ta
KiNIbKICHOrO CKnagy NepBUHHOIO NaKyBaHHS rOTOBOrO
nikapcbkoro 3acoby MNMK-MEPLL, TabneTku, BKpUTI
nniekoBoto o6onoHkoto, no 100 mr (3amiHa
noninponineHosoi (PP) 6nictepHoi nniBkn Ha
noninponinexHoy (PP) 6nictepHy nniBky, Lo He
MicTuTb pTanatis). 3aTBepmxeHo: The primary
packaging material used is an aluminium/PP-blister
made of aluminium foil and polypropylene foil. -
B3anponoHoBaHo: The primary packaging material
used is an aluminium/PP-blister made of aluminium
foil and phthalate-free polypropylene foil. - 3minu |
TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib.
Cuctema KoHTenHep/3akynoptoBanbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMUX MeX
NepBMHHOI YNaKoBKW FOTOBOTO NikapCbKoro 3acoby
(iHLWi 3MiHW)

BHeceHHs1 3amiH Ao cneuudikauii Ans antoMiHieBol
donbru, a came BBeAEHHS Aiana3oHy Ans
napameTpa «ToBLMHa antoMiHieBOi dponbrn”. 3miHu
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
Cuctema KOHTeHep/3akynoptoBarbHuii 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMUX Mex
NepBUHHOI YNakoBKW FOTOBOTO NikapCbKoro 3acoby
(BMNYYEHHS HE3HAYHOrO NoKasHMKa (Hanpuknag
3acTapinoro nokasHuka)) - BHeceHHsi amiH o
crneunikaLii 4nsa antoMiHieBoi onbru, a came
BUIYYEHHS He3Ha4YHOro nokasHuka "ToBLuHa
antoMiHieBoi onbru 3 ypaxyBaHHAM nakis". 3miHu |
TMny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkuii 3acib.




109

[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

Cucrtema KoHTelHep/3akynoptoBanbHuiA 3acib. 3miHa
napamMeTpiB cneuudikauin Ta/abo 4onycTUMUX MeX
NepBUHHOI YNaKoBKW rOTOBOTO NikapCbKoro 3acoby

(BonoBHEHHS cneumdikavii HOBUM NOKa3HMKOM 3
BiANOBIAHMM MeTo4OM BUNPOBYBaHHS) - BHeCeHHst
3MiH 0o cneundikauii Ans antomiHieBoi donbru, a

came [OMOBHeHHS cneumdikauii HOBUM NMOKa3HUKOM
"Mikpo6He uncno (TAMC)" 3 BianoBigHMM MeTo4OM
BUNPoOyBaHHS. - 3MiHM | TUNy - 3MiHM 3 SKOCTI.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby

(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BigNoBigHMM MeToAoM BUNpPobyBaHHs) - BHeceHHs
3MiH 0 cneumdikauii 4ns antomiHieBoi onbru, a

came [JOMOBHEHHS cneuudikaLii HOBUM NMOKa3HUKOM
"laeHTudpikauis" 3 BignosigHMM MeToaom
BunpobyBaHHs (IR spectrum). -3miHu | TUNYy - 3MiHn
3 AkocTi. FoToBUIA nikapcbknii 3acio. Cuctema
KOHTelWHep/3aKynoptoBanbHUiA 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
NepBUHHOI YNaKOBKW rOTOBOrO NiKapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) - BHeceHHsi 3amiH 8o
crneumdikalii Ana noninponineHoBoi NNiBku, a came
BUMYYEHHS He3HaYyHOro nokasHuka "LWineHicte Ans
noninponinexHoBoi nniBkn". - 3MiHu | TUNY - 3MiHK 3
sKocTi. [oToBMI nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMUX MeX
NepBUHHOI YNaKoBK/ rOTOBOrO NiKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) - BHeceHHsi 3amiH oo
crneumdikalii Ana noninponineHoBol NMiBkx, a came

BUITyYEHHS HEe3Ha4HOro rnokasHuka "Matepianu ans

noninponinexHosoi (PP) nniskun". - 3MiHn | Tuny -

3MiHK 3 akocTi. FoToBuUIA Nnikapcbkuii 3acid. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napamMeTpiB cneuudikauin Ta/abo 4oNyCTUMUX MeX
NepBUHHOI YNaKoBK/ rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHK) - BHeceHHs 3miH g0 cneuudikadii ans
noninponineHoBoi MMiBKW, a caMe BBEAEHHS
fianasoHy Ans napameTpa « TOBLUMHA fMcTa
noninponinexHosoi (PP) nnisku". - 3MiHn | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX Mex
NepBUHHOI YNaKkoBKW FOTOBOTO NikapCbKoro 3acoby

(BonoBHeHHS cneumikavii HOBUM NOKA3HMKOM 3

BiANOBIAHMM MeToAoM BUNpobyBaHHs) - BHeceHHst
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3MiH 4o cneuudikauii Ans noninponineHoBoi NiiBKu,
(PP), a came gonoBHeHHs cneuudikauii HoBUM
nokasHukom "Mikpo6He yncno (TAMC)" 3
Bi4NOBIgHMM METOAOM BUNPOBYBaHHS. - 3MiHu | Tuny
- 3MiHu 3 sKocTi. [oTOBUIA Nikapcbkuii 3aci6.
CucrtemMa KoHTelHep/3akynoptoBanbHuiA 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMNX MeX
NepBUHHOI YNakoBKW FOTOBOTO NikapCbKoro 3acoby
(BonoBHEHHS cneumdikaLii HOBUM NOKa3HMKOM 3
BigNoBigHMM MeTo4oM BUNPobyBaHHs) - BHeceHHs
3MiH 4o cneundikauii Ans NoninponineHoBoi NMiBKu
(PP), a came gonoBHeHHs cneuudikauii HoBUM
nokasHukom "lgeHTundikauis" 3 BignosigHUm
meTogom BunpobysaHHs (IR spectrum). - 3miHum |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
Cuctema KoHTelHep/3akynoptoBarnbHuiA 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmnx mMex
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) - BHeceHHst amiH 4o
cneumndikauii Ana noninponinexHosoi nnisku (PP), a
came BUIyYeHHs1 He3Ha4YHOro nokasHuka "MiuHicTb
Ha po3puB". - 3MiHu | TUNy - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelWHep/3aKynoptoBanbHUiA 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo AonyCcTUMNX MeX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) - BHeceHHst amiH oo
cneuudikauii ans noninponineHosoi nnisku (PP), a
came BUIy4YeHHs! HE3HaYHOro NokasHuKa
"MopoBxeHHs Npu po3pusi". 3miHun | Tuny - 3miHK 3
sikocTi. [oTOBWMI Nikapcbkui 3acib. Onuc Ta cknag.
3miHa y cknagi (4onoMiXXHUX pe4oBUHAX) rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHN)
MpuBeneHHs cknaay y posgini 3.2.P.1. Ta hopmynu
cepii y po3aini 3.2.P.3.2. y BignosigHicTb 4o
KOPEKTHOI iHghopMaLlii, 3a3HaveHoi y po3aini
3.2.P.3.3. - Kpim TOro, BHECEHHS peaKuUiiHMX 3MiH B
po3ainu, sIKUX TOPKHYNUCS AaHi 3MiHW (NepeMiLLeHHS
BXe 3aTBepAeHoi iHdopmaLlii Ao BiANoBigHOro
po34iny, a TakoX NpMBEAEHHS AOKyMeHTauji y
BiAMNOBIAHICTb O OCTaHHBLOI BEpCIi LWaBoHy.

170.

NMPErABANIH-
OAPHUUA

Kancynv no 75 mr no
7 kancyny
KOHTYPHIV
YapyHKOBIl
ynakoBLi; no 2 abo
no 3, abo no 4, abo
no 8 KOHTYPHMX
YapyHKOBWX

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B

3a
peuenmom

He
nidnsizae

UA/16414/01/01
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yNakoBOK Yy naui

nicnsipeecTpauiiHui nepiog, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX BignoBigHO
[0 nnaHy negiatpuyHunx gocnigxkeHs (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) -
3MiHW BHECEHO B iHCTPYKLitO 4Ns MeANYHOro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ginis
"OcobnuBocTi 3acTocyBaHHs" Ta "MobiyHi peakuii”
BiNOBIOHO 4O OHOBMEHOI iHhopmaLii Wwoao 6esneku
3aCTOCyBaHHSA fit040i pe4YoBUHU 3rigHO 3
pekomeHgauieto PRAC.
TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPOXKEHHS.

171.

NMPErABANIH-
OAPHUUA

kancynu no 150 mr
no 7 kancyny
KOHTYPHIN
YapyHKOBIN
ynakoBLi; no 2 abo
no 3, abo no 4, abo
no 8 KOHTYPHWMX
YapyHKOBUX
yMNakoBOK y navi

MpAT
"dapmaueBT
nyHa dipma

"NapHuug"

YkpaiHa

MpAT
"®apmMaueBTUYHa
cipma "dapHuua”

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIi 4NA MeanYHOro 3acTocyBaHHS Ha NigcTasi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX BignoBigHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro4>KEHO 3 KOMMETEHTHUM YTNIOBHOBaXEHUM
OopraHom) -
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii Wwoao 6e3neku
3aCTOCyBaHHS fito40i pevoBUHN 3rigHO 3
pekomeHaauieto PRAC.

TepMiH BBEOEHHS 3MiH - NPOTSArom 6 Micsuis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsicae

UA/16414/01/02

172.

NMPErABANIH-
OAPHUUA

kancynu no 300 mr
no 7 kancyny
KOHTYPHIW
YapyHKOBIN
ynakoBuj; no 2 abo
no 3 KOHTYpHi
YapyHKOBI YMaKoBKM
B navui

MpAT
"®apmaueBT
nyHa cipma

"NapHuug"

YkpaiHa

MpAT
"®apmMaueBTnYHa
cipma "OapHuus”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX BigNoOBIigHO
[0 nnaHy negiatpuyHmx gocnigkeHs (PIP) (3miHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OopraHom) -
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOrO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BiANOBIAHO O OHOBNEHOI iHbopMaLii LWoAo 6e3neku

3a
peuenmom

He
nidnsicae

UA/16414/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
3acToCcyBaHHS [it040i PE4YOBUHM 3TiQHO 3
pekomeHgauieto PRAC.
TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiiB nicnsi
3aTBEPKEHHS.
173. | NIPOCTAMEAQ Tabnetku; no 60, AnbneH Hime4uuH Op. MN'yctas KnamnH Himevuunna BHECEHHS 3MiH 0 peecTpauinHmx maTepianis: 3MiHu bes UA/6931/01/01
abo no 120, abo no dapma a 'M6X & Ko. KI | TMny - 3MiHK WwWopao Gesnekn/edhekTUBHOCTI Ta peuenma
200 TabneTok y Ty0i; X apmakoHarnsaay (iHwi 3miHn). OHOBNEHHS TEKCTY
no 1 1y6i B MapKyBaHHS MEPBUHHOI Ta BTOPUMHHOI YNaKoOBOK
KapTOHHI Kopobui nikapcbKkoro 3acoby.
174. | MTPOTA®AH® cycneHsis ans A/T Hoso HaHis Brpo6Huk Nanis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a UA/17174/01/01
HM iH'exuin, 100 MO/mn; Hopaickis Hepo3dacosaHoro ®paHuis/ | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuernmom
®JIEKCMEH® no3mny NPOAYKTY, KoHTpOsb roToBOro nikapcbkoro 3aco0y (iHLwi 3miHM)
KapTpumxi; no 1 nepBuHHe - OHOBREHHS BXe 3aTBEPAKEHVNX METOAIB KOHTPOIO
KapTpuaxy y nakyBaHHS; SIKOCTi NikapcbKoro 3acoby, a came: BUKITageHHs
HaraTtono3osin KOHTPOrb SKOCTI TEKCTY AepXaBHOK MOBOIO 3riAHO Cy4acHVX BUMOT
0[HOPa30Bil NpoayKkTy B Ta NpPVBEAEHHS y BIAMNOBIAHICTb PO3Ainy
LNpu1L-pyyLi; no 1 nepBYHHOMY "Cneundikauig" MKA oo saateBepaxeHoi
abo 5 wnpuu-pyyok nakyBaHHi cneundikauii 3asiBHMKa. Cneumdikauis 3asiBHUKa
Y KapTOHHI kopobui (kapTpuoxi npu UbOMY He 3MiHunace. BeeaeHHs 3MiH mpoTarom
MeHpin®) Ta 6-TK MicALiB nicnsa 3aTBepOKEHHS
BignoBsiganbHUn

3a BUMyCK cepii
roTOBOro NPOAYKTY
(PnekcleH®): AIT
HoBo Hopaick,
OaHisi; BupobHuk
BignoBsiganbHUN
3a 3bmpaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHsi
roTOBOro NPOAYKTY
(PnekcleH®);
KOHTPOIb SIKOCTI
roTOBOro NPOAYKTY
(PnekcleH®): AIT
HoBo Hopaick,
Oanis;
MapkyBaHHA Ta
BTOPUHHE
naKyBaHHs!
roTOBOrO NPOAYKTY
(PnekcleH®): A/IT
HoBo Hopaick,
OaHis; BupobHumk
npoaykuii 3a
MOBHUM LIKITOM:
Hoso Hopgick
[MpoatokCboH
CAC, ®paHuis;
Bupo6Huk
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Hepo3dacoBaHoro

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

175.

PAU3OOEr®

npoaykTy,
nepBUHHE
nakyBaHHS;
KOHTPOIb AKOCTI
npoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHsI
roTOBOrO NPOAYKTY
(PnekclleH®);
KOHTPOIb AKOCTI
roTOBOrO NPOAYKTY
(PnekclleH®):
Hoso Hopgick
MNpoaykao
dapmaceyTika o
Bpasinb JlTaa.,
Bpasunis

®JIEKCTAY®

PO34MH NS iH'EKLiN,
100 O4/mn; no 3 mn
y KapTpuaxi, Skun
MiCTUTBCA Y
6araTtofo3oBin
OfHOpa3oBin
wnpu-pyyui; no 1
abo no 5 wnpuu-
PYYOK Y KApTOHHIN
KopoobLi

A/T HoBo
Hopgaick

[aHia

BupobHmuTBO,
HamnoBHEHHS B
NepBUHHY
ynakoBKy Ta
KOHTpOnb Ganky.
BignosiganbHun
3a Bunyck: A/T
HoBo Hopaick,
LaHis;
KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHsi
roToBOro
npoaykTy.
KoHTponb skocTi
6anky rotoBoro
npoaykTy Ta
KiHLIEeBOro
roToBOro
npoaykty: A/T

HoBo Hopaick,
Oanis;
BupobHuuTBO
npoaykTy,
HamnoBHEHHS

Danis/
DdpaHLuis

KapTpuaxKy Ta

BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHM
| Tuny - 3MmiHn 3 sKoCTi. FOTOBMI NiKapcbknin 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
- OHoBneHHa MKA ans nikapcbkoro 3acoby, a came
- BUKNAAEHHS TEKCTY AepXaBHOK MOBO, 3riAHO
cyyacHux Bumor. MKA, Bkrtovatoum posainm
«Cneumdikauis» Ta «MeToam KOHTPONo»
nepeknageHi yKpaiHCbKOK MOBOHO, LLIO Y3rO[KeHi i3
cneuudikaLieto 3asiBHUKa-BUpobOHMKa, ane cyTb
3aTBEPYKEHOrO TEKCTY He 3MiHIeTbCS. 3MiHM A0
cneundikaLii 3asiBHMKa-BMPOOHMKA HE BHOCUMUCD.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS

3a
peuenmom

UA/14281/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

nepesipka
npoaykuii bulk
(kapTpuaxy
ob6'emom 3 mn).
KoHTponb sikocTi
3paskiB B NpoLeci
BUPOGHMLTBA Ta
npoaykuii bulk
(kapTpuaxy
ob6'emom 3 mn).
KoHTponb skocTi
roToBOro
nNpoaykTy.
KomnnekTyBaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHsI
roToBOro
npoaykTy.
BignosiganbHui
3a BUMYCK cepii:
Hoeo Hopgaick
[MpoatokcboH
CAC, ®paHuis

176.

PAHOCTON®

Ma3b 10 % ;no 20 r
abo no 40 r, abo no
100 r y Ty6i; no 1
Ty6i B nayui 3
KapTOHY

MPAT
"OITOPAPM

"

YkpaiHa

BignoBsiganbHUN
3a BMPOOHULITBO,
nepBuHHeE,
BTOPVHHE
nakyBaHHs,
KOHTPOIb AKOCTI
Ta BUNycK cepii:
MPAT
"OITOPAPM",
YkpaiHa;
BignoBiganbHUn
3a BUpPOGHMLTBO,
nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SKOCTi:
MpAT
dapmaueBTMyHa
¢abpuka "Biona",
YkpaiHa;
BignoBsiganbHUN
3a BUNYCK cepii,
He BKIoYaun
KOHTpPOrb/BUNpoby
BaHHs cepii: NPAT
"OITODPAPM",
YkpaiHa

Ykpaina

BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3MiHM
| TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO B
IHCTPYKUito ANSt MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "lMobivni peakuii”
oo 3BiTyBaHHS Npo NobivHi peakuii Ta
"Micue3HaxomKkeHHs 3asiBHUKA" LLOAO0 BHECEHHS
KOHTaKTHUX AaHuX 3asiBHMKA. BBeaeHHs 3MiH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.

6e3
peuenma

nidnsicae

UA/8650/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
177. | PENBAP NOpOLLOK ANg makcoCwmit Benuka [nakco Benuka BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 3a UA/14565/01/01
ENNINTA iHransauin, KnanH Bputanis OnepenwHc HOK Bputanis | Tuny - 3miHn 3 akocTi. A®L. KoHTponbs A®L. 3miHa y peuenmom
[030BaHun, no 92 Ekcnopt Nimiten napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
MKF/22 MKr/gosy; no Nimiten BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
14 abo 30 po3y BVXiAHWN/MPOMDKHUI NpoAyKT/pearexT, LWo
NOPOLLKOBOMY BMKOPWCTOBYIOTBCS Y Npoueci BupobHuutea AdI
iHransaTopi; no 1 (3BY>XK€HHS JONYCTUMUX MEX, BU3HAYEHUX Y
iHranaTopy y cneuudikauii) NMpvBeaeHHs 3aTBEpPAXEHUX KpUTEpIiB
KapTOHHIl kopobui NPUIRHSATHOCTI cneumdikaLii BupobHuka y
BiZNOBIQHOCTI O YMHHOT MoHorpadii €®, wo
nonsrae y 3BY>XeHHi 4ONYyCTUMMX MEX AOMILLOK ANs
[il0401 peyYOBMHU (hNOTMKA30HY dypoarty.
178. | PENBAP NOpOLLOK ANng "makcoCwmit Benuka [nakco Benuka BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 3a UA/14564/01/01
ENNINTA iHransauin, KnsnH Bputanis OnepenwHc HOK Bputanis | Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y peuernmom
[030BaHuK, no 184 EkcnopTt Nimiten napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
MKF/22 MKr/gosy; no NimiTen BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
14 a6o 30 go3 y BVXiAHW/MPOMDKHUI NpoAyKT/peareHT, Lo
NMOPOLLKOBOMY BMKOPUCTOBYOTBCS Y npoueci BupobHuutea AdI
iHransaTopi; no 1 (3BY)XKEHHS JONYCTUMUX MEX, BU3HAYEHUX Y
iHranaTopy y cneuudikauii) NMpvBeaeHHs 3aTBEpAXEHUX KpUTEpiiB
KapTOHHIl kopobui NPUINHSATHOCTI cneumdikaLii BUpobHuka y
BiZNOBIQHOCTI 0 YMHHOT MoHorpadii €, wo
nonsrae y 3BY>XeHHi AONYyCTUMMX MEX AOMILLOK AN
[il0401 peyYOBMHU (hNOTMKA30HY dypoary.
179. | PENI®®YINbTP | cynosutopii TOB YkpaiHa IcTiTyTOo e ITanisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu bes UA/1954/01/01
A pekTanbHi; no 6 "Banep” Awrxeni C.p.n. | Tuny - 3MmiHn 3 sKoCTi. FOTOBMI NiKapcbKkuin 3acib. peuenma
Cyno3nTopiia y KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
cTpwvni; no 2 ctpunu mMeToAax BMNPOOyBaHHSA roTOBOIO NiKapCbKOro
B KQPTOHHI KopobLi 3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BUNpobyBaHHs1) - HeaHauHi 3MiHW 32 NOKa3HUKOM
"lpeHTurdpikauia Ta BMICT LuHKY cynbdary
MoHorigpaTty" metogom AA-cnekTpomeTpii. 3MiHn
CTOCYIOTbCS LLOAO MOoAenNi cnekTpodoTomeTpa a
TakoX HanawTyBaHb Npunagy, BiAnoBiaHO A0
iHCTpyKLUIii BUPOGHMKa i3 MeTo 3abesneveHHs
HaneXHUX YMOB BUKOHaHHS 3aTBEPOXKEHNX
LOCNigKeHb
180. | PUHOCTON crpen HasanbHuw, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes UA/20110/01/01
pososaHui 1,0 YKpaiHCbKO- YKpaiHCbKO- YTOYHEHHS1 peecTpauiiiHOi npoLieaypy B HaKa3ax peuenma
mr/mn, no 10 mny icnaHcbke icnaHcbke Ne 1275 Big 22.07.2024 Ta 1828 Big 31.10.2024 -
nornieTMneHoBoMy nignpuemcTs nianpveMcTBO 3miHu | Trny - 3miHm 3 AkocTi. CepTudikar
KOHTeWHepi 3 o «Cnepko «Cnepko YkpaiHa» BignosigHocTi/lE-cepTudikat BignosigHoCTi
HacocoMm i3 YkpaiHa» (NoBHMI LWKN €Bponelicbkint hapmakonei/moHorpadii. MoaaHHs

posnunioBavemM y
nadui 3 KapToHy

BUPOOHMLTBA,
BUMYCK cepii;
KOHTPOIb SKOCTi)

HoBoro abo oHoBneHoro ceptudikaTa BifnNOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOroO NPOAYKTY, WO
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikaT Big y>ke 3aTBEpAKEHOTO BUPOBHMKA -
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Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

yeaHHSs1

peecmpauiliHo2o

noceid4yeHHs1

nogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
E€sponevicbkin bapmakonei R1-CEP 2017-054-Rev
00 Big 3aTBEpAXeHOro BUpobHMKa Predsiebiorstwo
Innowacyjno-Wdrozeniowe IPOCHEM Sp. Z o. o.,
Poland gjtouoi pe4oBuHM KCMNomeTasoniHy
rigpoxnopua B 3B’s13Ky 3i 3MiHOK Ha3BM BUPOOHUKa
(3aTBepakeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland; 3anponoHoBaHo: R1-
CEP 2017-054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland). 3mitu | Tuny - 3mMiHu 3 skocTi.
CepTudikat BignosigHocTi/E-cepTudikat
BiZNOBIgHOCTI €BpONEenchKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCcTi abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikaT Bif ye 3aTBepa4KeHOro BUPOOHMKa -
NnogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€Bponeicbkin dapmakonei CEP 2017-054-Rev 01
Bif, 3aTBepaXeHoro BupobHuka WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gito4oi pe4oBuHM
KCUITOMETa30riHy riapoXropua B 3B’A3Ky 3i 3MiHO
Ha3Bu BUpobHuka (3aTBepaxeHo: R1-CEP 2017-
054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland; 3anponoHoBaHo: CEP 2017-054-
Rev 01 ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A., Poland)

UA/19802/01/01

181.

PO3ETUH

TabneTkn, BKpUTI
NniBKOBOO
obonoHkot, 10
mr/10 wmr, no 10
Tabnetok y 6nictepi,
no 3 abo 6 bricTtepis
B KapTOHHIl kopobLi

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

NOBHUIN LKI
BUPOGHMLTBA:
ENNEH
SAPMACBIOTIKA
JTKO,, IHK,,
Mpeuis
nepBuUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTpOMb Ta
BUMYCK cepii:
ENNEH
OAPMACBIOTIKA
JTKO,, IHK.,
Mpeuis

peuis

BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIAHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponelickkint hapmakonei: ans Adl; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHocTi
€Bponelicbkiii hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOOHMKaA -
[MogaHHA oHOBREHOro cepTudikaTy BiANOBIAHOCTI
CEP R1-CEP 2015-188-Rev 02 (nonepeaHsi Bepcist
R1-CEP 2015-188-Rev 01) ans A®| posdyBactatuH

KanbLilo Bif BXe 3aTBepakeHoro BupobHvka MSN

3a
peuerimom

He
nidnsicae
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

LABORATORIES PRIVATE LIMITED, IHgis.
BvpaneHo BupobHukiB npomixHoi npoaykuii: BINHAI
YONGTAI TECHNOLOGY Co., LTD., Kutan Ta
NENTER & CO. INC, Kutair. 3minn | Tuny - 3miHn 3
akocTi. A®l. KoHtponb A®I. 3miHa y meTopax
BunNpobyBaHHsA APl abo BMXigHOrO
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTea Ad|
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeToAaxX
BUNPODYBaHHS) - HesHayHa 3miHa y 3aTBepAKeHOMyY
meTofi aHanisy «Posnoain yactok 3a po3aMipom»
ons A®| posyBacTaTuH KarbLjito B JOKYMeHTaLji Big
BupobHuka N3 (3amiHa Malvern Mastersizer 2000
Ha Malvern Mastersizer 3000 or equivalent). 3minu |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb AdI. 3miHa y
MeTodax BunpobyeaHHs APl abo BuxigHoro
marepiany/npoMixXHOro NpoAykTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeToAaX
BMNpoOyBaHHSs) - He3HayHa 3miHa y 3aTBepaXeHOMy
MeTogai aHanidy «Po3nogin 4acTtok 3a po3amipoM»
ons A®l eseTumib B gokymeHTaUil Big BUpoOHUKa
113 (3amina Malvern Mastersizer 3000 Ha Malvern
Mastersizer 3000 or equivalent). 3miHu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
mMeToAax BUNpobyBaHHA NEPBUHHOI yNaKoBKW
roTOBOrO fikapcbKoro 3acoby (iHLWi 3mMiHK y MeTopax
BuNpobyBaHb (BKNoYaun 3aMmiHy abo fgoaaBaHHS))
- JopaBaHHA anbTepHaTUBHOTO MeToay
BUNpobyBaHHs nepBMHHOI ynakosku 13, a came-
ineHTudikauis dgonern (ALU/PVC) 3a I4-cnekTpom.
3minu | Tuny - 3miHK 3 sikocTi. FoTOBUIA NiKapChKUiA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa y MeToAax BUNpobyBaHHSA roToBOro
nikapcbKkoro 3acoby (iHLWi 3MiHN y meToaax
BUNpobyBaHb (BkMoYakoun 3amiHy abo
ponosHeHHs)) (B.1L.r.2. (r) 1B)
[onoBHeHHsA meToAiB KOHTPOntO «KinbkicHe
BM3HaYeHHs1» Ta « OAHOPIAHICTb 1030BaHMX
OAUHULLY ONS po3yBacTaTuHy Ta e3eTumidy
anbTepHaTUBHUM METOAOM BUNPOBYBaHHS (MeToz
B), siknin 0O3BONSAE 3MEHLLUTU Yac Ha NPOBEAEHHS
BUnNpobyBaHHs. 3MiHu | TMny - 3MiHKM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpOKEeHMX MeTofax
BUNPODYBaHHS) - BHECEHHs1 He3HaYHUX 3MiH B
3aTBepKeHi MeToAM KOHTPOro, a came -
OpHopigHICTb A030BaHMX oauHUUb, KinbkicHe
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BM3Ha4YeHHs, CynpoBiaHi 4OMiLKKY, PO3YMHEHHSI
E3etumiby. 3minu | Tuny - 3miHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
imnopTepa/aMiHu, Lo CTOCYHTLCS BUMYCKY cepil Ta
KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo gogaBaHHS BUpobOHMKa, Lo BignoBiaae
3a BBe3eHHs Ta/abo BMnyck cepii) - Bkntoyatroum
KOHTponb/BMNpobyBaHHs cepii. JonaBaHHSA
BUPOGHMKA, BignoBiganbHOro 3a BUMycK cepii Ta
KOHTponb sikocTi 13, a came- B gocke Ha J13
TabneTkn Po3eTuH, 3aTBepAKEHUM BUPOBHUKOM €
komnaHist EJTNMEH ®APMACBIOTUKAI KO., IHK.,
[peuia 3 agpecoto: MapaTtoHoc Ase. 95, MNikepmi
ArtTiki, 19009, AaHOI 3MIHOO BHOCUTBCSA
anbTepHaTWBHA AiNbHULA 3aTBEPAXXEHOrO
BMpobHMKa 3 agpecoto: 3anaHi, briok 1048,
Kepates,, 19001. 3MiH1 BHECEHO B iHCTPYKLO Ans
MEeAMNYHOrO 3aCTOCYBaHHS y PO34in
"MicuesHaxomxeHHsi BUpoOHMKa Ta agpeca micus
NPOBaMKEHHS NOro AifNbHOCTI" Ta K Hacmnigok -
BiAMNOBIAHI 3MiHN BHECEHO B TEKCT MapKyBaHHS
yrnakoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
npoTarom 6-Tu micsuiB nicns 3atBepaXeHHs. 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOOHULTBA ANA YacTuHKU abo
BCbOIO BUPOGHMYOro NpOLECy rOTOBOrO NiKapCbKOro
3acoly (AinbHULSA ANS NEPBUHHOIO NaKyBaHHS) -
BHOCUTbCS anbTepHaTUBHA AiNbHULS NEPBUHHOMO
nakyBaHHst ENMEH ®PAPMACBIOTUKAN KO., IHK.,
peuis 3 agpecoto: 3anaHi, briok 1048, Kepartes,
19001. 3miHn | TMNY - 3MiHK 3 gKocTi. FoToBUIA
nikapcbkuit 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBE[IEHHS [OAATKOBOI AiNbHULI BUpOOHMULTBA Ans
YacTuHM abo BCbOro BUPOBHUYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHULA AN BTOPUHHOIO
nakyBaHHs1) - BHOCUTbCS anbTepHaTUBHA OiNbHULS
BTOPUWHHOro nakysaHHs EJITEH
SAPMACBKOTUKAN KO., IHK., Mpeuisi 3 agpecoto:
BanaHi, bnok 1048, KepaTtesi, 19001. 3MiHu | Tuny -
3miHu 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BPONENChKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponelickkint hapmakonei: ans Adl; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPWCTOBYIOTBCS Y BUPOOHMLTBI API; aong
[OOMOMiXHOT peqyoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTugikaT BiJ y)ke 3aTBEPKEHOr0 BUPOBHMKA.
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[MopaHHA oHoBREHOro cepTudpikaTy BigNOBIAHOCTI
CEP R1-CEP 2017-153 - Rev 00 (nonepeaHs Bepcis
RO-CEP 2017-153 - Rev 02) ans A®Il PosyeBacTtatuH
KarnbLjlo Bif BXe 3aTBEpPAXKEHOro BUPO6HMKa
Morepen Laboratories Limited, IHaia. 3minum Il Tuny -
3MiHu 3 skocTi. ADI. (iHWi 3MiHK) oHoBNeHHs ASMF
Ha gitoyy peyoBuHy E3eTumib 3atBepaKeHoro
BMpobHuka MSN Laboratories Private Limited 3
Bepcii EB/AP/08/10-17 no EB/AP/09/08-22.
182. | PO3ETUH TabneTtkn, BKPUTI 3eHTiBa, K.C. Yecbka NOBHUIA LMK [peuis BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHW 3a He UA/19802/01/02
NniBKOBOO Pecnybnik BMPOOHMLTBA: | Tuny - 3miHn 3 sakocTi. CepTudikat peuenmom | niidnseae
obonoHkoto, 20 a EJMMNEH BignosigHocTi/E-cepTudikaT BignoBigHoCTI
mr/10 mr, no 10 SAPMACBIOTIKA €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
Tabnetok y 6nictepi, JTKO., IHK., HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
no 3 abo 6 6nicTepis [peuia abo BuNy4YeHHs ceptudpikata BignoBigHOCTI
B KAPTOHHIl kopobui nepBuHHE Ta €Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
BTOPUHHE matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
nakyBaHHs, BMKOPWCTOBYOTbCS Y BUPOOHMLTBI APl; ans
KOHTPOIb Ta [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
BMNYCK cepii: €Bponelicbkin hapmakonei) - OHoBReHWN
ENMNEH cepTuddikat Bif yxKe 3aTBEpaAKEHOro BUPobHMKa -
SGAPMACBIOTIKA [MopaHHsA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
JTKO., IHK., CEP R1-CEP 2015-188-Rev 02 (nonepeaHs Bepcis
peuis R1-CEP 2015-188-Rev 01) gns A®| posyBactaTuH

KanbLito Bif BXe 3aTBepakeHoro BupobHuka MSN
LABORATORIES PRIVATE LIMITED, IHgis.
BupaneHo BMpo6HUMKiB npomixHOoi npogykuii: BINHAI
YONGTAI TECHNOLOGY Co., LTD., Kutain Ta
NENTER & CO. INC, Kutaii. 3mitu | Tvny - 3miHm 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykKTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPAKEHNX MeToAaX
BMNpoOyBaHHs) - HeaHayHa 3miHa y 3aTBepaXeHOMYy
MeToAi aHanidy «Posnogin YacTok 3a po3mMipom»
ans A®| posyBacTaTuH KanbLjto B JOKYMeHTaLi Big
BMpo6Huka 13 (3amiHa Malvern Mastersizer 2000
Ha Malvern Mastersizer 3000 or equivalent). 3miHu |
Tuny - 3MiHn 3 sikocTi. A®Il. KoHntponb A®L. 3miHa y
meTofax BunpobysaHHA A®| abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BUNpobyBaHHs) - HeaHayHa 3miHa y 3aTBepAKeHOMyY
MeToAi aHanidy «Posnogin 4acTok 3a po3mMipom»
onsa A®l eseTumid B JOKyMeHTaLiT Big BUpOOHUKA
N3 (3amiHa Malvern Mastersizer 3000 Ha Malvern
Mastersizer 3000 or equivalent). 3minu | Tuny -
3MiHu 3 akocTi. [oToBMI Nnikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
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MeTo4ax BUNpobyBaHHsi NEPBMHHOT YNaKOBKM
roTOBOrO fikapCbKoro 3acoby (iHLi 3mMiHW y meToaax
BUNpobyBaHb (BKNOYayn 3amiHy abo JoAaBaHHs))

- llonaBaHHsa anbTepHaTMBHOIO MeToay
BMNpoOyBaHHS nepBMHHOI ynakosku 13, a came-
ineHTndikauis dponbrn (ALU/PVC) 3a I4-cnektpom.
3MiHn | TMNy - 3MiHM 3 siKoCTi. [OoTOBUIA NikapCbkni
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbKkoro 3acoby (iHwi 3MiHM y meTogax
BMNpobyBaHb (BkNoYatoum 3amiHy abo
ponosHeHHs)) (B.11.r.2. (r) IB)

[lonoBHeHHA MeToAiB KOHTPONto «KinbkicHe

BMU3Ha4YeHHs» Ta «OQHOPIAHICTb 4O30BaHUX

OoAMHULbLY» ONsi po3yBacTaTuHy Ta e3eTumidy
anbTepHaTVBHUM METOAOM BUMPOBYBaHHS (MeToq
B), kM 0O3BOMNSE 3MEHLLUTY Yac Ha NPOBEAEHHSI

BUNpobyBaHHsA. 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOOYBaHHS rOTOBOrO NikapCbKoro 3acoby

(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToaax

BUNPoOyBaHHs) - BHECEHHS HE3HaYHUX 3MiH B
3aTBepOKeHi MeToam KOHTPOr, a came -
OpaHopigHiCTb 4030BaHMX oauHULb, KinbkicHe
BU3Ha4YeHHs, CynpoBiaHi AOMiLLKKN, PO34YMHEHHSI
E3eTtumiby. 3miHu | Tuny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYOTLCS BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo foaaBaHHs BUPOGHMKa, WO Bignosigae
3a BBe3eHHs Ta/abo Bunyck cepii) - Bkntovaroumn

KOHTpOnb/BUNpobyBaHHs cepii. JlogaBaHHs

BUPOGHKKa, BiAnoBiaanbHOro 3a BMMyck cepii Ta
KOHTporb skocTi 113, a came- B gocbke Ha J13
Tabnetkn Po3eTuH, 3aTBepaKeHUM BUPOBHUKOM €
komnaHist EJTNMEH ®APMACBIOTUKAI KO., IHK.,
peuis 3 agpecoto: MapaTtoHoc Age. 95, MNikepmi
ArTTiki, 19009, faHOK 3MiHOK BHOCUTbLCA
anbTepHaTUBHA AiNbHULIA 3aTBEPIXXEHOMO

BMpOGHWKa 3 agpecoto: 3anaHi, briok 1048,
Kepatesi, 19001. 3MiH1 BHECEHO B iHCTPYKLO ANs

MEAMYHOro 3aCTOCYBaHHS! y pO34in

"Micue3HaxomkeHHs BUpOOHMKa Ta agpeca micus
NPOBaKEHHS MOro AisnbHOCTI" Ta SK Hacmnigok -

BiANOBIgHI 3MiHN BHECEHO B TEKCT MapKyBaHHsI

YNaKoBKM Nikapcbkoro 3acoby. BeegeHHs 3MiH

NpoTArom 6-Tu MicsALiB Nicns 3aTBepaKeHHS. 3MiHu |

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

3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI AinbHULI BUpOBHULTBA ANA YacTUHKU abo




121

[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs1

BCbOrO BUPOBGHMYOro NpoLEecy roToBOro nikapCcbKoro
3acoby (AinbHULA ANst NEPBUHHOMO NaKyBaHHs) -
BHOCUTBCS anbTepHaTMBHA GiNbHULUS NePBUHHOIO

nakyBaHHsi EJTNEH ®APMACBLIOTUKAI KO., IHK.,
peuis 3 agpecoto: 3anaHi, bnok 1048, Kepares,

19001. 3miHm | TMNY - 3MiHK 3 sikoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa abo
BBEJEHHS [OAaTKOBOI AiNbHWLI BUPOBHULTBA Ans
YacTuHM abo BCbOro BUPOBHUYOro NpoLiecy roToBoro
nikapcbKkoro 3acoby (AinbHWUS ANst BTOPUHHOTO
nakyBaHHs1) - BHOCUTbCS arnbTepHaTUBHA OiNlbHULS
BTOPMHHOrO nakysaHHsA EJITTIEH
DGAPMACBIOTUKAI KO., IHK., peuis 3 agpecoto:
BanaHi, bnok 1048, Kepates, 19001. 3Minu | Tuny -
3MiHu 3 skocTi. CepTtudikat signosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpoONenchbkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponencekint hapmakonei: ans APl; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNEeHUiA
cepTudikart Bif y)ke 3aTBepaKEHOro BUPOBHMKa.
MopaHHa oHOBNEHOro cepTudikaTy BiANOBIAHOCTI
CEP R1-CEP 2017-153 - Rev 00 (nonepegHsi Bepcisi
RO-CEP 2017-153 - Rev 02) ana A®Il PosysacTtaTuH
KanbLito Bif BXXe 3aTBEPOKEHOTO BUPOOHUKA
Morepen Laboratories Limited, IHgis. 3miHu Il Tuny -
3miHu 3 akocTi. API. (iHwi 3miHW) oHoBneHHst ASMF
Ha fitovy pevoBuHy E3eTumib 3atBepmxeHoro
Bupo6Huka MSN Laboratories Private Limited 3
Bepcii EB/AP/08/10-17 o EB/AP/09/08-22.

183.

PO3YBACTATH
H-OAPHULUA

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 20
mr; no 10 TabneTok
Y KOHTYPHIN
YapyHKOBIN
ynakoBLj; no 3 abo 9
KOHTYPHMX
YapyHKOBWX
YMaKoBOK B MayLli

MpAT
"®apmaueBT
nyHa cipma

"NapHuug"

YkpaiHa

MpAT
"®apmMaueBTnYHa
cipma "OapHuus”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHn
| Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3ro[DKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO B iHCTPYKLIit0 ANt MEAUYHOTO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BiNOBIAHO O OHOBNEHOI iHhopMaLii Lwoao 6esneku

3a
peuerimom

He
nidnsicae

UA/18441/01/02
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3acToCcyBaHHS [it040i PE4YOBUHM 3TiQHO 3
pekomeHpaauieto PRAC. TepmiH BBeAEHHS 3MiH
NpoTsArom 6 MicsiLiB nicnsi 3aTBEPAXKEHHS.
184. | PO3YBACTATMW | Tabnetku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/18441/01/01
H-OAPHULA NNiBKOBOIO "®apmaueBT "®apmaueBTnYHa | Tuny - 3miHK wWopo 6e3nekn/edekTUBHOCTI Ta peuernmom nidnseae
o6onoHkoto, no 10 nyHa dipma cipma "dapHuua” capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
mr; no 10 TabneTok "NapHuug" nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
Y KOHTYpPHIN IHCTPYKUIT ANa MEeOUYHOro 3aCTOCyBaHHS Ha niAcTasi
YapyHKOBIN perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
ynakoBLi; no 3 abo 9 nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KOHTYPHMX 3aCTOCYyBaHHS nikapcbKoro 3acoby B
YapyHKOBUX nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
ynakoBOK B nayi OLHKM 3BiTY 3 4OCNiAXeHb, NPOBEAEHMX BiAMNOBIgHO
A0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miny
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOrO
3acToCyBaHHs Nikapcbkoro 3acoby o po3sainis
"OcobnueocTi 3acTtocyBaHHA" Ta "MMo6iYHI peakwii”
BiJMNOBIQHO 4O OHOBMEHOI iHpopmaLii Wwoao 6esneku
3aCTOCYBaHHSA Aito40i PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBegeHHS 3MiH
NpoTArom 6 MicsILiB Micnsi 3aTBEPAXKEHHS.
185. | CArnisA® Tabnetku no 1 mMr no Mepokemi Kinp nepBuHHE Ta Kinp/ BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 3a He UA/18155/01/01
10 TabneTok y nTa BTOPUHHE MopTyranis | Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib. peuenmom | niidnszae
6nicTepi; no 3 nakyBaHHs, BUMYCK Cunctema KoHTenHep/3akynoptoBanbHuii 3acit. 3miHa
Gnictepu y cepil: pO3Mipy ynakoBKM rOTOBOIO fikapcbKoro 3acoby
KapTOHHIN kopobLyi Mepokewmi NimiTen, (BUMYYEHHS yNakoBK1 NEBHOTO pO3Mipy)
Kinp; BUITyYEHHS yNakoBKku po3mipom -"no 10 6nictepis y
BMPOGHMLUTBO KapTOHHiI kopobui".
roToBOro Mitoya pepakuis:

nikapcbkoro
3acoby, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOMb AKOCTi:
[Oenopbic
dapmacbioTikanc
NTA, Kinp;
BMPOGHMLUTBO
roToBOro
nikapcbkoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs1,
KOHTPOMb SKOCTi:
Ip6edpap -
IHpacTpia
dapmachbioTika,
C.A,, Noptyranis;
nepBuHHE Ta

no 10 Tabnetok y 6nictepi; no 3 abo 10 GnictepiB y
KapTOHHIN kopobui
[MponoHoBaHa peaakuis:
no 10 Tabnetok y 6nictepi; no 3 6nictepn y
KapTOHHiIN kopobui
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
"YnakoBka" (BUNy4YEHHS yNaKoBKM NEBHOIO PO3mipy),
SIK HACMiAOK BUINYYEHHSI TEKCTY MapKyBaHHS
YMNaKoOBOK NiKapCbKOro 3acooby.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPKEHHS.
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BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI:
Codhapimekc -
IHgacTtpia Kimika e
dapmachbioTika,
C.A., Moprtyranis
186. | CANNOPAIbK rpaHynm Op. ®anbk HimeuumnH BignosiganbHuin Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/3745/01/04
racTpope3nCTEHTHI dapma a 3a BUMYCK cepin | TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta peuenmom nidnsicae
NPONOHroBaHoi Aii 'm6X KiHLLeBOro capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
no1,5r,no02,79r NPOAYKTY: nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta

rpaHy”n y naketi
«paHy-CTukc»; no
35 nakerTiB y kopobui
3 KapTOoHY

Op. danbk Papma
'M6X, HimeuyumnHa;

BUPOBHMK
[030BaHoi hopmu,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SKOCTI:
JlozaH dapma
'M6X, HimeuumHa;

dapbin dapma
'M6X, HimeuyumnHa;

BUPOGHMK,
BignoBiganbHUN
3a NepBuHHE,
BTOPVHHE
nakyBaHHs Ta
KOHTPOMb SKOCTI:
JlosaH ®apma
MM6X, HimeuuunHa;

Bupo6GHuK,
BignoBsiganbHUN
3a BTOPVHHE
nakyBaHHs:
Jlokcecc ®apma
'm6X, HimeuunHa;

BUPOGHMK,
BignoBiganbHUM
3a KOHTpOIb

IHCTPYKUIT 4NA MeaNYHOro 3acTocyBaHHs Ha NigcTasi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIIKEHb, NPOBEAEHNX Bi4NOBIgHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom) -3MiHu1 BHECEHO [0 iHCTPYKUii Anst
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ginie "OcobnueocTi 3acTocyBaHHs" Ta "MM0GIYHI
peakuii” BignosigHo go pekomeHaauii PRAC.
BBegeHHst 3MiH NpoTAarom 6-Tn micauis nicna
3aTBepAKEHHS. 3MiHK | TMNy - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - 3MiHM BHECEHO A0 IHCTPYyKUii Ans
ME[IMYHOrO 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3giny "MobiyHi peakuii" Woao HeobXxigHOCTI
NOBIAOMNATM NPO YCi BUNAAKN NiJO3PIOBaHNX
nobivyHMX peakLiin Ta BigCyTHOCTI edPEKTUBHOCTI
nikapcbkoro 3acoby. BBeaeHHs 3MiH npoTarom 6-tm
MicauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHsI Ha MiACTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acooby,
abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs!
nikapcbkoro 3acoby B nicnsipeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVMM OpraHom). 3miHu
BHECEHO A0 iHCTPYKUii ANs MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy

AKOCTI:
HaykoBo- "Mepeno3syBaHHs" BiANOBIAHO 4O OHOBMEHOT
pocnigHun iHpopmalLlii 3 6e3nekun 3acTocyBaHHs NikapCbKoro
IHCTUTYT 3acoby. BBefeHHsi 3MiH npoTsrom 6-Tu MicauiB nicns
Xennenep Mv6X, 3aTBepAKeHHs1. 3miHu Il Tuny - 3miHK Wwopo
HimeyumnHa; 6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy (iHwi
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3MiHM) -3MiHM BHECEHO 40 IHCTPYKLiT AN MeguyHoro
BMPOBHWK, 3acTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
BignoBiganbHUn "®apmakornorivyHi BnactusocTi", "lMoka3aHHsA"
3a KOHTPOSb (yTOYHEeHHs iHdopmaLii 3 6e3nekn 3acTocyBaHHs),
AKOCTI: "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
anndameq nepiog BariTHocTi abo rogyBaHHs rpygato”, "Cnocio
GAPBIN 3acTocyBaHHs Ta go3un" Ta "MNobiyHi peakuii”
ApuHanmiTTens BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLlii 3 6e3neku
'm6X, HimeuyunHa 3aCcToCyBaHHS Nikapcbkoro 3acooby.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS
187. | CANNIO®AIbK rpaHynm Op. ®anbk HimeuumH BignoeigansHui HimevuunHa BHECEHHS 3MiH O peecTpauiHMx maTtepianis: 3MiHu 3a He UA/3745/01/03
racTpope3nCTEHTHI dapma a 3a BUNYCK cepin | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nidnsicae
NPOJIOHrOBaHOI Aii m6X KiHLEeBOro dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
no3rno558r npoayKTy: nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta

rpaHy”n y naketi
«paHy-CTtuke»; no
50 nakeTiB y Kopobui
3 KapTOoHY

Op. danbk Papma
'm6X, HimeuunHa;

Bupo6Humk
[030BaHoi hopmu,
NnepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
JlozaH dapma
'm6X, HimeuunHa;

®apbin Papma
'm6X, HimeuunHa

Bupo6GHuK,
BignoBiganbHUM
3a NepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
JlosaH ®apma
'm6X, HimeuunHa;

Bupo6Huk,
BignoBiganbHUM
3a BTOPUHHE
nakyBaHHs:
Jlokcecc ®apma
'M6X, HimeuunHa;

BUPOBHWK,
BignoBsiganbHUN
3a KOHTpOIb
SAKOCTI:
HaykoBo-

IHCTPYKUIT 4NA MeaNYHOro 3acTocyBaHHs Ha NigcTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLHKM 3BiTY 3 4OCNiAXEeHb, NPOBEAEHMX BiAMNOBIgHO
00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) 3MiHVM BHECEHO [0 iHCTPYKUii aAns
MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby oo
po3ginie "OcobnueocTi 3actocyBaHHA" Ta "lMo6i4YHi
peakuii" BignosigHo oo pekomeHaauii PRAC.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) 3MiHM BHECEHO A0 IHCTPYKUii ANS MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"MobiyHi peakuii" WwWoao HeobXxigHOCTI NOBIAOMMATK
npo yci BUNagku nigo3proBaHnx nobivHUX peakuin Ta
BiJCYTHOCTI eheKTUBHOCTI NikapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHa
Y KOpOTKii XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKLiT AN MeguyHoro
3aCTOCYBaHHS Ha MiAcTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnioxeHb 3 6e3nekn 3acTocyBaHHs!
nikapcbKkoro 3acoby B micrnspeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIOXKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimkenrb (PIP) (3miHy y3rogpkeHo 3
KOMMETEHTHUM YTNOBHOBaXXEHUM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
"lMNepego3syBaHHs" BiANOBIAHO 40 OHOBMEHOI
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pocnigHun iH(bopMaLlii 3 6e3nekn 3aCTOCyBaHHSI NikapCbKOro
iHCTUTYT 3acoby. BBegeHHsi 3MiH NpoTsirom 6-Tu MicauiB nicns
Xennenep Mv6X, 3aTBepAKeHHs. 3miHu Il Tuny - 3miHn Wwopo
HimeuuunHa; 6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN)
BUPOBHMK, 3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
BignoBiganbHUn 3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ginis
3a KOHTPOIb "®apmakonoriyHi BnactmseocTi", "lNokazaHH:A"
SIKOCTI: (yTO4HEeHHs iHdbopmaLii 3 6e3nekn 3acTocyBaHHs),
anndameq "OcobnmBocTi 3acTocyBaHHS", "3acToCyBaHHS y
PAPBINT nepioa BariTHocTi abo rogysaHHs rpyaat”, "Cnoci
ApuHanmiTTeNnb 3acTocyBaHHs Ta go3un" Ta "MNobiyHi peakuii”
'M6X, Himeuunna BiZNOBIQHO [0 OHOBMEHOI iHhopMaLii 3 6e3neku
3aCToCyBaHHS Nikapcbkoro 3acoby. BeegeHHs 3aMiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs
188. | CAPIH PO34MH Ans iHdY3in, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHu 3a UA/16480/01/01
42 mr/mn no 100 mn "®apmak” | Trny - 3miHKn 3 akocTi. FoToBUIA NikapcbkMi 3acib. peuenmom

y donakoHi; no 1
cbnakoHy B nayui 3
KapTOHY

CuctemMa KoHTelHep/3akynoptoBarnbHui 3aci6. 3miHa
nocravanbHuKa nakyBasnbHUX maTepianis abo
KOMMMEKTYIoUMX (SKLLO 3a3HAaYeHO B AOCHE) (3aMiHa
abo goAaBaHHA nocTavanbHWKa) - 4oAaBaHHSA
anbTepHaTMBHOTO BUPOGHMKa PNakoHiB 3 NPO30poro
ckna «SGD Kipfelberg GmbH», HimewunHa go
3aTBepaKeHnx nakoHiB 3 npo3oporo cknag |l
rigpPONiTUYHOrO Knacy BUPOOHULTBA KOMNaHii
«Gerresheimer Essen GmbH» abo BupobHuuTtea
koMnaHii «Bormioli Pharma S.p.A», abo
BUpOGHMLUTBa KoMnaHii «MpAT Bio men cknoy.
Martepian (ckno Il rigponiTuyHoro knacy) 3 sikoro
BUrOTOBIIEHi hrlakoHW B 3aTBEPAXEHNX Ta
3arMpOornoHOBaHiIN BUPOBHMUYMX AiNbHULSAX —
ineHTMYHUIN, GesnevyHuin Ta Bignosigae
chapmakoneiHMm BUMoram Ao AaHoro Buay
nakyBaHHsi. Cuctema yKynopku cpnakoHis
3anuwaeTbes HeamiHHow. 3MiHu | TUny - 3miHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmnX Mex
NepBMHHOI YNaKoBKW FOTOBOTO NikapCbKoro 3acoby
(iHLWi 3MiHW) — OHOBMEHHs cneuwndikauii Ha dnakoHK
3 MPO30pOro CKIa, a came NpuBeAeHHs [0 €AMHOro
copmaty cneumdikadii Ha NEPBUHHY YNakoBKy 3a
nokasHukamu «30BHiLWHIN BUrNsSa», «Poamipuy,
«lMNoBepxHeBa riaponiTuYHa CTIMKICTb» Ta «ApPCEH».
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUiA
3aci6. CucteMa KoHTelHep/3akynoptoBarnbHUii 3acib.
3miHa napameTpiB cneuudikauin Ta/abo
[ONYCTUMUX MeX NEepBUHHOT YNakoBKX rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN) — OHOBMNEHHS!
crneundikaLii Ha NPoGKM ryMoBOi Anst iH EKLiNHMX
drakoHiB, @ came NpVUBEAEHHS [0 EANHOIO
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copmaty cneumdikauii Ha NEPBMHHY YNakoBKy 3a
nokasHMKamu «30BHILLHIN BUrNagy, «Pos3mipuy,
«lpeHTudikauisi». 3miHn | TMny - 3MiHM 3 SKOCTI.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCcTUMMNX MeX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiAMOBIAHMM METOAOM BUNPODYBaHHS) - OHOBIEHHSI
cneumdikauii Ha donakoHM 3 MPO30POro ckna
(npvBegeHHs Ao egnHoro dopmaTty cneuundikadii Ha
NepBUHHY YMaKoBKy), a came: Ansi BUpobHuka
CKMNSIHUX KOHTEeNHepiB Ans hapMaueBTUYHOrO
3actocyBaHHs «[1pAT Bio meq ckrno» NponoHyeTbCA
[oAaTtn KOHTPOorb 3a nokasHukom CI «PosMipuy;
ONns BUpOOHMKIB chakoHiB 3 NPO30poro ckna Aansi
iH’ekuin (aiameTp ropna 20 mm) «Gerresheimer
Essen GmbH» Ta dpnakoHiB 3 npo3oporo ckna ans
iH’ekuin (giameTp ropna 32 mm) «Bormioli Pharma
S.p.A.» NPONOHYETLCHA [OAATM KOHTPOJIb 3a
nokasHukom CI1 «ApceH». 3miHn | Tuny - 3miHK 3
sKocTi. FoToBMI Nnikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MeX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiAMNOBIAHMM METOAOM BUNPOBYBaHHS) — OHOBMEHHS
cneumdikauii Ha Npobku ryMoBoOI Ans iH eKLinHUX
dnakoHiB (NpvBeAeHHA A0 eanHoro dopmaTty
cneuudikauii Ha NEpBUHHY YNakoBKy), a came: Ans
BMPOGHMKIB NPOGKM ryMOBOI ANl iH EKLIAHNX
dnakoHiB (aiametpom ropna 20 mm) «West
Pharmaceutical Services Beograd d.o.0.Kovin» Ta
npobku ryMoBOI Anst iH eKLinHUX nakoHiB
(oiameTpom ropna 32 mm) «West Pharmaceutical
Services Beograd d.o.o.Kovin» nponoHyeTbcs
[o[aTtu KOHTponb 3a nokasHukom CrI
«laeHTudikauis»; Ans BMpobHMKa Npobku rymoBoi
Ans 3aKynoptoBaHHSA ONakoHIB 3 iHY3iiHMMK Ta
iH’ ekuiiHnMmn pozunHamm «SANOK RC S.A.»
NMPOMOHYETLCA A0AAaTV KOHTPOrb 3a nokasHukom Cr1
«30BHIiWHIN BUrNaA». 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo JonycTUMmUX Mex
NepBUHHOI YNaKoBKM rOTOBOTO NikapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag,
3acTapinoro NokasHuka)) — OHOBIEHHS creundikaLii
Ha Npobku rymMoBoi Anst iH eKLinHMX nakoHiB (
npuBeaeHHs [0 eavHoro opmary cneuudikadii Ha

NEepPBUHHY YMAKOBKY) a8 caMe BUITyYeHHS NMOKa3HUKIB
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

«[lMpo3opicTb po3unHy»; « Cyxuii 3anmLIoK»;
«KonbopoBicTb po3unHy»; «KncnotHictb abo
NYXHICTb»; «ONTUYHA rycTuHay; «PeyoBuHu, LWo
BiHOBNIOOTLCAY; «Corni amoHitoy»; «LInHK, Wwo
eKkcTparyetbesi»; «Baxki meTanu, wo
eKCTparylTbeCs»; «3anuLoK Nicnst BUNaproBaHHsS»;
«JleTki cynbdign»; «MPOHUKHICTLY;
«®parmeHTauisay»; «CamorepmeTusauisy;
«MikpobionoriyHa unctoTay, siki He BKIOYEHO 4O
3anpornoHoOBaHOI YHichikoBaHoOI cnewudikadii Ha
npobky ryMoBy Ans iH'ekuinHnx pnakoHie. 3minu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
Cuctema KoHTelHep/3akynoptoBanbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHKN) — OHOBNEHHS cneumdikauii Ha
anioMiHiEBY KPULLIKY 3 MIACTMKOBUM KOBMAYKOM, a
came npuBedeHHs [0 eanMHoro hopmMaty
cneumaikauii Ha NepBMHHY YNaKoBKyY 3a
nokasHMKamu «30BHILLHIN BUrNagy, «PosmMipmy.

189.

CE3OHIA

TabneTtkn, BKPUTI
NniBKOBOIO
obornoHkKoto, no 5 wr;
no 10 Tabnetok y
Gnictepi; no 1, no 2,
no 3, abo no 10
GnicTepi y kopobui
3 KapTOoHY

TOB
"MpeacTtaBH
MUTBO
BAYM
DOAPM
rMBX"

YkpaiHa

TOB
"ACTPAPAPM"

Ykpaina

BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3miHa
3asiBHUKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro
noceigyeHHs) (3rigHo Hakady MOS Big 23.07.2015 Ne
460). 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
cucteMy hapmakoHarnagy (BBeeHHs y3aranbHeHuX
[AaHuX Npo cuctemMy chapmMakoHarnsgy, aMiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Bif
yNoBHOBaXeHoi ocobw, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnagy (BKroya4m
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
aina cuctemu cpapmakoHarnsgy) - 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
cbapmakoHarnsg. Litova pegakuis: Loekosa IpuHa
BaneHTuHiBHa. MNMponoHoBaHa pegakuis: Bucoubka
Onbra MpuropiBHa. 3MiHa KOHTaKTHUX AAaHUX
YNOBHOBaXEHOI 0cobU 3asiBHMKA, BignoBiganbHoi 3a
apmakoHarnsg. 3miHa Micue3HaxomKeHHsI MacTep-
davina cuctemu papmakoHarnsgy Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
papmakoHarnsgy. 3minu | Tuny - AaMiHicTpaTuBHi
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKMoYauy AinbHALI
BUMYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOI
SIKOCTI. (BisnbHICTb, 3a AKy BignoBinae
BUPOGHWMK/IMNOpTEP, BKNOYAKYM BUMYCK CEPIl) -

6e3
peuenma

nidnsicae

UA/16127/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

YTouHeHHst agpecu BUpobHUKa y 3B'A3KY 3
MoctaHosoto BepxosHoi Paan Ykpainu Big
17.07.2020 "lMpo yTBOpEHHS Ta nikBigaLito panoHis",
sikoto Byno nikeigoBaHo Kneso-CBATOLUMHCHKNIA
pavioH Ta yTBopeHo ByyaHcbkuii parioH KniBcbKoi
ob6nacTi. 3MiHN BHECEHO B iHCTPYKLUit0 4
MeAMYHOro 3aCTOCyBaHHSI NikapcbKoro 3acoby y
po3gain «Micue3HaxomKkeHHs BUpOOHMKa Ta agpeca
MicUA NPOBaAXXeHHS NOro AisnbHOCTI» 3
BiANOBIOHNMW 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKM fikapcbkoro 3acoby. 3miHu | Tuny - 3MiHn
Lwoao 6esnekun/echekTUBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK) - 3MiHM BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK, a came:-
BUNYYEHO iHGOPMaLLito, 3a3Ha4YEHY POCINCHKOD
MOBOI;

-y n. "IHWE" BunyyeHo iHdopmalLiito Lwo[o norotmny
anctpub'totopa; - y n.11. «HaliMeHyBaHHS i
MicLle3HaxomKeHHs1 BUpobHMKa Ta/abo 3asiBHMKa»
3a3HaveHo iHopMaLio NPO 3asiBHMKA

190.

cningokc

TabneTtkn, BKPUTI
obornoHkot, no 15
mr; no 10 TabneTok
y bnicTepi; no 1 abo
3 6nictepu B
KopobLi 3 KapTOHy

TOB
"MpeacTtaBH
MUTBO
BAYM
DOAPM
rMBX"

YkpaiHa

TOB
"ACTPAPAPM"

Ykpaina

BHECEHHS 3MiH O peecTpaulinHmx maTtepianis: 3miHa
3asiBHUKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro
noceigyeHHs) (3rigHo Hakady MOS Big 23.07.2015 Ne
460). 3MiHM BHECEHO B iHCTPYKLiO ANst Meau4Horo
3acTocyBaHHsA A0 po3ainis "3asBHMK",
"Micue3HaxomKeHHs 3asiBHMKA" Ta B TEKCT
MapKyBaHHS1 BTOPMHHOI YNaKOBKW fikapCbKOro
3acoby. 3miHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BM Nikapcbkoro 3acoby. 3MiHa Ha3BuW NikapCbKoro
3acoby. 3atBepaxeHo: COHHIKC®.
B3anponoHosaHo: CNIMNAOKC. 3MiHu | Tuny -
AamiHicTpaTvBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecy MicLs NPoBamMKEHHS AiSnbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcekoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micue
NpoBeAEHHS! KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a SKY
BiAMNoBigae BUpOGHMK/iMNopTep, BKIOYAKUN BUMYCK
cepiit) - YTOUYHEHHs agpecu BUPOOHYKa Y 3B'A3KY 3
[MocTaHoBoto BepxosHoi Pagn YkpaiHnu Big
17.07.2020 "lMpo yTBOpEHHS Ta nikBigaLito panoHis",
sikoto Byno nikeigoBaHo Kneso-CBATOLIMHCHKNIA
pawvioH Ta yTBopeHo ByyaHcbkui panoH Kuiscbkol
obnacti. 3miHu | Tuny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW) -OHOBMEHO TEKCT MapKyBaHHsI NEPBUHHOI Ta
BTOPUHHOI YNaKoBKM Nikapcbkoro 3acoby. 3miHu |
Tmny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHn go
y3aranbHeHWX faHunx npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,

Ne 10 - 6e3
peuenma;
Ne 30 - 3a
peuenmom

He
nidnsicae

UA/10819/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
34iicHeHHs chapmakoHarnsgy B YkpaiHi, AKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3iMCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
tapmakoHarnag. fitova pegakuis: LWoskosa IpnHa
BaneHTuHiBHa.
[MponoHoBaHa peaakuis: Bucoubka Onbra
[puropiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
capmakoHarnsg. 3miHa micLe3HaxomKeHHsi macTep-
channa cuctemum chapmakoHarnsgy ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
191. | CONIAQAIOPEH | kpanni opanbHi, no AnbneH HimewunH | [Op. Nyctas KnsaH HimevuunHa BHECEHHS1 3MiH O peecTpauinHux maTtepianis: 3MiHW 6e3 UA/13795/01/01
20 mn, abo no 50 dapma a 'm6X & Ko. KI | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenma
mn, abo no 100 mn y m6X bapmakoHarnagy (iHwi 3miHu). OHOBMNEHHS TEKCTY
cbnakoHi 3 MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT YNaKoBOK
KpanenbHuLet; no 1 nikapcbkoro 3acoby.
dnakoHy B kopobui
3 KapTOoHY
192. | CTAMAPUN NMOPOLLIOK Ta CaHodi PpaHuis NMOBHUW LKA ®paHuis/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a UA/16354/01/01
BAKUMHA ONA | po34nHHUK ons MacTep BUPOOHMLTBA, YropwuHa | Trny - 3miHun 3 akocTi. FoToBUIA NikapCbkMi 3acib. peuenmom
MPO®INAKTUK | cycnensii gns 3anoBHEHHSA, 3MiHu y BUpo6HMUTBI. 3amiHa abo BBeOEHHS
W XXOBTOI iH’eKUin, He MeHLwe niocpinizauis, [04aTKOBOI AiNbHULI BUPOOHULTBA ANA YacTuHKU abo
JNIMXOMAHKU Hixx 1000 MO/go33; nepBuHHE Ta BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCcbKoro
(KUBA -no 1 posiy BTOPUHHE 3acoly (iHwi 3amiHun). JogaBaHHs AinbHUUI Ans
ATEHYWOBAH crakoHi Ta nakyBaHH4, cTrepunisauii kpuwok dnakoHis 13, a came Synergy
A) PO3YMHHUK (HATpiO KOHTPOMb SIKOCTI, Health Ede BV, Morsestraat 3 Ede 6716 AH,
xnopug, Boga ans BUNYCK cepii; HigepnaHan. TepmiH BBeAeHHS 3MiH — rpyAeHb
iH’ekuin) no 0,5 mny NMOBHUIN LKA 2025. - 3miHu | TUNy - 3miHK 3 sKkocTi. FoToBUIA
nornepegHLo BMPOBHMLTBA, nikapcbkui 3aci6. Cuctema
3arnoBHEHOMY nepBuHHe Ta KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
wnpuuy 3 BTOPUHHE napameTpiB cneuudikauin Ta/abo 4onNyCTUMUX MeX
NPUYKPINMeHo nakyBaHH4, NEePBUHHOI YNaKOBKM rOTOBOTO MikapCbKoro 3acoby

ronkoto; no 1
dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3anoBHEHOMY
wnpuuy 3
NpUKpINneHoto
FONKO B KAPTOHHIN
Kopobui;

no 1 dnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHEHOMY

KOHTPOIb AKOCTI
Ta BUNyCK cepii
PO3YUHHNKA:
CaHodi MacTep,
DdpaHuis;

nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb SKOCTi,
BUMYCK cepii;
BTOPUHHE
nakyBaHHsi, BUMyCK

(nopasaHHA abo 3amiHa nokasHuka 3a
pesynbTatamu gocnigxkeHb 3 6e3neku abo sKocTi).
[ogaBaHHs TECTY Ha CTEPUNbHICTb A0 cneumdikauii
KPUWLLIOK Ansi oNakoHiB 3 KpUTepieM NPUAHATHOCTI
«No microbial growth» gns nokpalleHHs KOHTPOM0
MikpoBionoriyHoro 3abpyaHEHHsI B NPOLECi
BUpoGHMUTBa [T13. Takox, BUNpaBneHHs! KinbkiCHOro
3Ha4yeHHs nokasHuka FO 3 «220» Ha «215», Wwo
3a3HavYaETbCA B NPOLIECi NapoBOi cTepuvniawii, Ans
npvBeAeHHs y BianoBiaHicTb Ao EP 5.1.1. Tepmin
BBeOEHHS 3MiH — rpyaeHb 2025.
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1

wnpuuy 3 cepii po34MHHYMKa:

NPUKPINMeHo CaHodi MNacTtep,

rornKo B PpaHuis;

cTaHpgapTHO-

eKCnopTHIN BTOPUHHE

ynakoBLi, sika nakyBaHHs, BUNyCK

MiCTUTBCA Y cepii: CaHoi-

KapTOHHiII kopobui 3 AseHric 3pT.,

iHCTpyKUieto ons YropwmHa

Mean4Horo

3aCTOCYBaHHS;

-no 1 posiy

cbnakoHi Ta

PO3YMHHUK (HaTpito
xnopwa, Boaa aAns
iH'ekuin) no 0,5 mny
nonepeaHLo
3anoBHEHOMY
LnpuLy 3 ogHieto
abo gsoma
OKpPEMVIMW rofnikamu;
no 1 conakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKpPeMVMU rofnikamu
y bnicTepi B
KapTOHHI KOpoOLyi;
-no 1 posiy
cdnakoHi Ta
PO3YMHHUK (HaTpito
xnopwa, Boaa aAns
iH’ekuin) no 0,5 mny
nonepeaHLo
3arMoBHEHOMY
wnpuuy 3 ogHieto
abo gBoma
OKpPEMVMW rofikamu;
no 1 dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKpEMUMM ronkamm
y bnicTepi B
cTaHfapTHO-
€KCMopTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui 3
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs1

iHCTpyKUieto ons
Meau4Horo
3aCTOCyBaHHS.
MapkyBaHHs
YKPaiHCbKOK MOBOIO.
-no 1 gosiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
xrnopwva, Boga ans
iH'ekwin) no 0,5 mny
nonepeaHLo
3arnoBHEHOMY
wnpuuy 3
MPUKPINMEHO
ronkoto; no 1
bnakoHy 3
nopotukom Ta 1
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3
NPUKPINNeHo
rONKOO B KAPTOHHIN
Kopobui 3i CTukepom
YKpPaiHCbKOK MOBOIO;
-no 1 posiy
dnakoHi Ta
PO34YMHHUK (HaTpito
xrnopwvg, Boga ans
iH’ekuin) no 0,5 mny
nonepeaHL0
3aMnoBHEHOMY
LUNPpULLY 3 OfHIEI0
abo nsoma
OKPEMUMM TronKamu;
no 1 cnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3arMoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMMUMMU rofkamm
y 6nicTepi B
KapTOHHiIl kopoOLi 3i
CTUKEPOM
YKPaiHCbKOK MOBOHO

193.

CTPENCINC®
nntoc

crpew OPOMYKO3HWIA;
no 20 mn y donakoHi
3 103yl04nM
npucTpoem; no 1
dnakoHy B
KapTOHHiI kopobLyi

PekkiTT
BeHkizep
Xernckep

IHTepHeLwHn

Nimiten

Benvka
BpuTaHis

Oendapm bnagen
B.B.

Higepnanaun

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHW) 3MiHM BHECEHO B
TEKCT MapKyBaHHS NEPBUHHOI YNakoBKW NiKapcbKoro
3acoby y n. 1. «HA3BA NIKAPCbKOI'O 3ACOBY»,
n. 6. «IHWE» Ta BTOpUHHOI ynakosku B n. 1.
«HA3BA JIIKAPCbKOI'O 3ACOBEY», n. 4.

6e3
peuenma

UA/6372/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
«JTIKAPCbKA ®OPMA TA KINbKICTb OAVHNLb B
YMAKOBLUI», n. 16. «IHOPOPMALIA, AKA
HAHOCUTBLCA WPUGTOM BPANNAx, n. 17.
«IHWE».
194. | CYMINAP H Kancynu Teepgi 5 CaHpgo3s CnoseHis BUMNYCK cepin: Jlek CnoseHis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a UA/20220/01/01
mr/5 mr/12,5 mr no dapmachHoTi dapmaveBTUYHa Monbwa | Tuny - 3miHu 3 akocTi. CepTudikat peuenmom
10 kancyn TBepamnXx kans a.a. KOMNaHis a.4a., BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
y 6nictepi, no 3 CnoseHis; in bulk €sponelicbkin hapmakonei/moHorpadii. MogaHHsA
6nictepn abo 10 BUPOGHMLTBO, HOBOro abo OHOBNEHOroO cepTudikaTa BignoBigHOCTI
GnictepiB y nepBuHHE Ta abo Buny4eHHs ceptucpikata BignoBigHOCTI
KapTOHHiI kopobui BTOPUHHE €Bponencekint hapmakonei: ans A®l; onsa suxigHoro
nakyBaHHs: maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
Apnamveg ®apma BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
C.A,, MNonblua; [OMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
nepBuHHE Ta €Bponecbkin dhapmakonei) - OHoBNeHui
BTOPVHHE cepTudikaT Bif yxke 3aTBEPAXXEHOro BUPOOHMKA.
nakyBaHHs, MopaHHA oHoBNEHOro cepTudikaTta BiANoBIAHOCTI
KOHTpOrnb/BUNPOOY €Bponecbkin dapmakonei R1-CEP 2004-058-Rev-
BaHHSA cepil: 04 (3atBepmkeHo: R1-CEP 2004-058-Rev-02) ons
Apawmep ®apma [Hitoyoi pevosunu MligpoxnopTiasngy, BiA
C.A,, MNMonblia 3aTBepaxeHoro BupobHnka PHARMACEUTICAL
WORKS POLPHARMA S.A.
195. | CYMINAP H kancynu Teepgi 10 CaHpo3s CnoseHis BUMNYCK cepin: ek CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHn 3a UA/20220/01/02
mr/5 mr/25 mr no 10 dapmachHoTi dapmaueBTMyHa Monbwa | Tuny - 3miHK 3 aikocTi. CepTudikat peuenmom
Kancyn TBepavx y Kans g.a. KOMnNaHis g.4., BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
6nicTepi, no 3 CnoseHis; in bulk €Bponelicbkint hapmakonei/moHorpadii. MoaaHHs
Gnictepn abo 10 BUPOGHMLTBO, HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
Gnictepis y nepBuHHe Ta abo Buny4eHHs cepTudikaTta BignoBigHOCTI
KapTOHHIN kopobLyi BTOPUHHE €Bponenckkini hapmakonei: ans APl; onsa BuxigHoro
nakyBaHHs: maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
Apawmep ®apma BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
C.A,, MNonblua; [OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
nepBUHHE Ta €Bponelicbkint hapmakonei) - OHoBNeHMI
BTOPVHHE cepTudikaT Bif yXke 3aTBEPAXXEHOro BUPOOHMKA.
nakyBaHHs, MopaHHA oHoBNeHoro cepTudikaTta BiANoBIAHOCTI
KOHTpOnb/BUNpoby €Bponelicbkint hapmakonei R1-CEP 2004-058-Rev-
BaHHS cepil: 04 (3atBepaxeHo: R1-CEP 2004-058-Rev-02) ans
Apawmep ®apma [itoyoi pevosuHu MligpoxnopTiasngy, BiA
C.A,, MNMonbla 3aTBepaxeHoro BupobHuka PHARMACEUTICAL
WORKS POLPHARMA S.A.
196. | CYMINAP H kancynu Teepgi 10 CaHpo3s CnoBeHis BUNYCK cepii: Ilek CnoseHis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTtepianis: 3miHu 3a UA/20220/01/03
Mr/10 mr/25 mrno 10 | dapmacbtoTi dapmaueBTUyHa Monbwa | Tuny - 3MmiHn 3 sikocTi. CepTudikat peuenmom
Kancyn TBepavx y Kans a.a. KOMNaHis a.Aa., BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI

6nictepi, no 3
Gnictepn abo 10
GnictepiB y
KapTOHHiI kopobLyi

CnoseHis; in bulk
BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Apamveg ®apma
C.A,, MonbLua;
nepBuHHE Ta

€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponenckkini hapmakonei: ans A®Pl; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
BTOPUHHE cepTudikaT Bif yxe 3aTBepAXeHOro BUpobHuka.
naKyBaHHs, MoaaHHA oHOBNEHOro cepTudikaTta BiANoBIAHOCTI
KOHTpOrnb/BUNPOOY €Bponeckkin dapmakonei R1-CEP 2004-058-Rev-
BaHHS cepil: 04 (3atBepokeHo: R1-CEP 2004-058-Rev-02) gns
Apawmep ®apma [Hitoyoi pevosunu ligpoxnopTiasungy, BiA
C.A,, MNMonbLa 3aTBepaxeHoro BupobHnka PHARMACEUTICAL
WORKS POLPHARMA S.A.
197. | TABINEK Kancynm PapmaueyTi ABcCTpis BUPOBHMLTBO HimeuumHa/ | BHeCeHHs 3MiH A0 peecTpauinHux maTepianis: 3MiHu bes UA/5604/01/01
KULLKOBOPO3YMHHi we ¢habpik Hepo3adacoBaHol ABCTpis | TMny - 3MiHK WwWopao Ge3nekn/edheKkTUBHOCTI Ta peuenma
M'ski no 150 mr no MoHTaBiT npoaykuii cbapmakoHarnsgy (iHwi 3miHM) 3MiHW BHeCeHi y .
10 kancyn'y mM6X (kancyntoBaHHs, 17. IHWE TekcTy MmapKyBaHHS NEPBUHHOI Ta
Gnictepi; no 3 KOHTPOSIb SKOCTi BTOPWHHOI YNakoBOK flikapcbkoro 3acoby, a came:
Gnictepu B OOMOMIDKHUX [00aHo iHhopMaLito NPo HasiBHICTb noroTuny
KapTOHHIN kopobLi pPEevoBUH, BMPOBHMKa.
KOHTpOMb B
npoueci
BMPOBHMLTBA):
KataneHT
[xepmaHi
EGepbax,
HimeuumnHa;
HaHeCeHHs
KMLUKOBOPO3YMHHO
ro NoKpUTTS Ha
Kancyny,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpPOrb AKOCTI
Ta BUNycK cepii:
dapmaueyTie
abpik MoHTaBiT
'm6X, ABCTpisi
198. | TAUIFTEPOH® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAgis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn 3a He UA/9539/02/01
obonoHkoto, no 500 «MEOPAP XENTXKEP MNBT | TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta peuenmom nionsieae
mr, no 5 a6o 10 M NTO» nTa apmakoHarnsay. 3miHa y KopoTkili XxapakTepuctui

Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHiI kopobui

nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLLiHKM 3BITY 3 JOCRigKEHb, NPOBEAEHUX BignoBigHO
[0 nnaHy nepiaTpuyHmx gocnigpkeHs (PIP) (3miHy
Y3ro[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3aCTOCYBaHHsI NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", MNepego3yBaHHs",
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHdpopmalLlii 3 6e3neku gitovoi peyoBuHU. BBeaeHHs!
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
3MiH NPOTSArom 6-T MicsiLiB Micnsi 3aTBEPAXKEHHS.
199. | TAUITEPOH® TabneTku, BKPUTI TOB Ykpaina KYCYM IHAisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/9539/02/02
obonoHkoto, no 750 «MEODAP XENTXKEP MNBT | TMny - 3MiHK WwWopao Geanekn/edhekTUBHOCTI Ta peuenmom nidnsicae
mr, no 5 abo 10 M NTA» nTa dapmakoHarnsaay. 3miHa y KopoTkii Xxapakrepuctuui
TabneTok y bnictepi; nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
no 1 Gnictepy y iHCTPYKLUIT ANA MeAMYHOro 3acToCyBaHHS Ha nigcTasi
KapTOHHiI kopobui perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX BignoBigHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCyBaHHSI NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHA", [epego3yBaHHSA",
"MoGiyHi peakuii" BiZNOBIAHO 4O OHOBMEHOI
iHdopMauii 3 6e3aneku gito4oi pe4oBnHU. BBeaeHHs
3MiH NPOTArom 6-TM MicsILB MicNsi 3aTBEPOAXKEHHS.
200. | TUPO30NI® TabneTtkn, BKPUTI Mepk HimeuumH Mepk Xenckea HimevuunHa BHECEHHS1 3MiH O peecTpauinHMx maTtepianis: 3MiHu 3a UA/8848/01/01
NNiBKOBOKO Xenckea a KraA | TMny - 3MiHKn Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom
obornoHkKoto, no 5 wr; KlraA dapmakoHarnsaay (iHwi 3miHn) - 3MiHN BHECEHI y
no 10 TabneTtok y TEeKCT MapKyBaHHS nepBuHHOI (n. 6. IHLLE) Ta
Gnictepi; no 5 BTOPUWHHOI (n. 17. IHLWE) ynakoBok nikapcbkoro
Gnictepis y 3acoby. TepmiH BBeAEeHHS 3MiH NpoTArom 6 micauis
KapTOHHiI kopobuyj; nicnsa 3aTBepaKeHHs
no 25 tabnetok y
Gnictepi; no 2
Gnictepu y
KapTOHHI kopobui
201. | TUPO3ON® TabneTkn, BKpUTI Mepk HimeuumnH Mepk Xenckea Himeuunna BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHn 3a UA/8848/01/02
NNiBKOBOK Xenckea a KraA | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkoto, no 10 KlraA dapmakoHarnsaay (iHwi 3miHn) - 3MiHN BHECEHI Y
mr; no 10 TabneTok TEKCT MapKyBaHHSA nepBuHHOI (n. 6. IHLWE) Ta
y bnicTepi; no 5 BTOPUWHHOI (n. 17. IHLLE) ynakoBok nikapcbkoro
Gnictepis y 3acoby. TepmiH BBeAEHHS 3MiH NpoTArom 6 micauis
KapTOHHI KOpoOLyi; nicns 3aTBepaKEHHs
no 25 Tabnetok y
Gnictepi; no 2
Gnictepn y
KapTOHHIl kopobui
202. | TOBPAOEKC® Masb O4Ha; no 3,5t HoBaprtic LLisenuapi AnkoH KyBpbop Benebriga BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a UA/2448/02/01
y Ty6i; no 1 Ty6i y dapma Al A | Tuny - 3miHn 3 sikoCTi. FOTOBMI NikapcbKknin 3acib. peuernmom

kopobUi 3 KapToHy

Cuctema KoHTeHep/3akynoptoBarnbHuii 3acib. 3miHa
nocravanbH1Ka NakyBanbHUX maTtepianis abo
KOMMMEKTYIoUMX (SIKLLO 3a3HaYeHo B AOCHE) (3aMiHa
abo gofaBaHHS nocTavanbHuka) - [looaBaHHS
anbTepHaTMBHOIo nocravanbHuka Tubex
Tubenfabrik Wolfsberg GmbH, AscTpis ans
BMPOGHMLUTBA Ta NocTa4yaHHs antoMiHieBUX THOOWKIB
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
ANA NiABULLEHHSA rHYYKOCTi BUPOBHMLITBA Ha
BMPOBHMYOMY MangaH4uuky Alcon-Couvreur.
3artsepoxeHo: Witte y Sola, Barcelona or
Scandolara S.p.A., Italy - 3anponoHoBaHo: Witte y
Sola, Spain or Scandolara S.p.A., Italy or Tubex
Tubenfabrik Wolfsberg GmbH, Austria
203. | TONNEPIN- posuunH Ans iH'ekuin, | TOBAPUCT Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a UA/19576/01/01
3[00POB'A no 1 mn B amnyni; BO 3 obmexeHo | Tvny - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. peuernmom
no 5 amnyny OBMEXEH BignoBiganbsHicTo 3MiHM y BUpOoOHMUTBI. 3MiHa po3mipy cepii
KapTOHHIl kopobLi 3 (0],0) "®apmaueBTUYHa (BKNtOYaouM fianasoH po3mipy cepii) roToBoro
neperopogkoto; no 5 | BIAMOBIOA KOMMaHis nikapcbkoro 3acoby (3meHwweHHsi 4o 10 pasis) -
amnyn y 6nictepi; no JIBHICTHIO "3popo.'s" BBeAeHHs gogaTkoBoro po3Mipy cepii MN3. Oitova
1 Gnictepy y «KOPIMOPA penakuisi: Poamip cepii
KopobLi 3 KapTOHY LA 100 n -100 Tuc. amnyn; 300 n -300 Tmc. amnyn.
«300POB’A MponoHoBaHa peaakuis: Poamip cepii - 100 n -100
» Tnc. amnyn; 300 n -300 Tuc. amnyn;
40 n -40 Tnc. amnyn.
204. | TOPALIB po3unH ans iH'ekuinn, | TOBAPUCT YkpaiHa BECb BUPOBGHNYMIA YkpaiHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 3a He UA/11604/02/01
5wmr/mMn; no4 mny BO 3 npouec M3, 3 | TMny - 3MiHKn wopno 6esnekn/edekTUBHOCTI Ta peuenmom nidnseae
dnakoHi; no 5 OBMEXEH ypaxyBaHHSAM apmakoHarnsagy (iHLwi 3miHm)
cbnakoHiB y (0]}0) BUMYCKY cepil: OHOBMEHO TEKCT MapKyBaHHS NepBUHHOI Ta
KOHTYPHIW BIAMNOBIOA TOB "®APMEKC BTOPWHHOI yNaKoBKM Nikapcbkoro 3acoby, a came
YapyHKOBIN JIbHICTIO reyn., BUITy4€HO iH(OPMaLito, 3a3Ha4YeHy POCINCHKO
ynakosui; no 1 «KOPIMOPA YkpaiHa; MOBO0, KOHKPETU30BAHO NOrOTUMN KOMNaHii y n. 6
KOHTYPHI# LA BECb BYPOGHWYMIA nepBUHHOI Ta M. 17 BTOPMHHOI YNaKkoBKW fikapCbKOro
YapyHkKoBin ynakosui | «30OPOB’A npouec M3, 3acoby Ta YTOUHEHO TEXHIYHY
Y KapTOHHIW nayui; » BUNYCK cepii: iHdopMauito.BBegeHHst 3MiH NpoTarom 6-Tn micsauis
no 4 mn B amnyni; TOB nicns 3aTtBepaKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
no 5 amnyny "®apmaueBTyHa [oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
6nicTepi; no 1 KOMnaHis 3miHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
Gnictepy y "3popoB 5", cepii Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKoro
KapTOHHI nayi; YkpaiHa 3acoby (3amiHa abo goaaBaHHSA BUPOBHMKA, LLO
no 4 mn B amnyni; BiQNoOBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
no 5 amnyny BKIH04AKOUN KOHTPOMb/BUNPoOYyBaHHS cepii
KapTOHHIN nayui 3 HopasaHHs dyHKUiT BUNyck cepii Bxe
neperopogkamu 3aTBEpAKEHOMY BUPOOHUMKY: TOB "®apmaueBTuyHa
koMnaHis "3popoe's” (YkpaiHa, 61013, M. Xapkis,
Byn. LleByeHka, 22), akvn BignoBsiaae 3a Becb
BUPOGHMYMIA npouec M3. 3miHu BHeceHo B
iHCTpYKLUIil0 AN MEANYHOro 3aCTOCYBaHHS y po3ainu
"BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
agpeca Micusi NPOBaMKEHHS NOro AisnbHocTi" y
3B'A3KY 3 BBEAEHHSIM AOAATKOBOIO BUPOOHMKa Ta 5K
HacrifoK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS
yNaKoBKM fikapcbkoro 3acoby. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
205. | TPAMAQON kancynu no 50 wr; AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn 3a He UA/3408/02/01
no 10 kancyn B "®apmak” | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom | nidnsizae

6nictepi; no 1 abo 3
Gnictepw B nayui 3
KapTOHY

apmakoHarnsagy (iHwWi 3miHm)
3MiHV BHECEHO [10 TEKCTY MapKyBaHHS YNaKkoBKM
nikapcbkoro 3acoby ao n. 6 (IHLWE) nepBuHHoI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

ynakoBku, n. 17 (IHLWE) BTOpUHHOI ynakoBKu LLOAO
YTOYHEHHS iHdopMaLlii CTOCOBHO KOMY HanexuTb
FIOroTuN, He3HaYHUX pedakLUinHMX NPaBoK Ta LLOoAo
BUITy4YE€HHS POCIACHKOI MOBM i3 TEKCTY MapKyBaHHs!
NepBUHHOI Ta BTOPUHHOI YNaKOBKU MiKapCbKOro
3acoby. TepMiH BBEAEHHSI 3MiH NPOTSArom 6 micsuis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta bapmakoHarnsgy. 3miHa
Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans MeguyHoro
3aCTOCYBaHHS Ha MiAcTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocniokeHb 3 6e3nekn 3acTocyBaHHs!
nikapcbKoro 3acoby B nicrnsipeecTpauiviiui nepiog,
abo sik pe3ynbTaT OLiHKM 3BiTY 3 LOCHiMKEHb,
npoBeAeHNX BignNoBIAHO A0 NnaHy negiaTpuydHnX
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM) 3miHu
BHECEHO A0 IHCTPYKLUii ANS MeanyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby Ao po3ainy
"Mo6ivHi peakuyii" WoA0 NOBIAOMMNEHHS NPO
nigo3ptoBaHi NoGiyHi peakuii. TepmiH BBeAEHHS 3MiH
npoTarom 6 micsAuiB Micns 3aTBepmHKeHHs. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX BigNoBigHO
[0 nNnaHy negiatpuyHux gocnigxkeHs (PIP) (3miHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom) 3MiHVM BHECEHO [0 iHCTPYKLUiT Ans
MeOMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby oo
posainie "B3aemogis 3 iHWMMM NikapCbKUMun
3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta 8o3un",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHdpopmauii 3 6e3neku Ai4oi peyoBUHM
(Tpamagony) 3rigHo 3 pekomeHgauismm PRAC.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPAKEHHS.

206.

TPAMALOIJ-3H

PO34MH ANs iH'eKLN,
50 mr/mn, no 1 mn
abo 2 mn B amnyni;
no 5 amnyny
GnicTepi; no 1 abo 2
Bnictepn y kopobui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
(e]10]
BIAMNOBIOA
JIBHICTHIO
«KOPINOPA

YkpaiHa

TosapucTBo 3
obmexeHoto
BiANOBiganbHICTHO
"XapkiBcbke
cdapmaLeBTU4He
nianpveMcTBO
"3g0oposB's

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku

3a
peuerimom

He
nidnsizae

UA/12470/01/01
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LA
«300POB’A

»

Hapoay"

3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik peaynbTaT
OLHKM 3BiTY 3 JOCNiAXeHb, NPOBEAEHMX BiANoOBIigHO
[0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
Y3ro4>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) -
3MiHW BHECEHO B iHCTPYKLit0 A4Ns MEANYHOro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi B1an B3aemogain”, "OcobnmBocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3u"
(yTouHeHHs iHdopmaLii), "MobivHi peakuii”
BiZNOBIQHO [0 OHOBMEHOI iHpopMaLii 3 6esneku
3aCcTOCyBaHHS Ait040i pe4oBUHU. BBeAeHHs 3MiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs

207.

YBICTE3WH
®OPTE

PO34MH NS iH'EKLiN;
no1,7mny
KkapTpuoxi; no 50
KapTpuoxis y
MeTanesin 6aHuj

Mieppen
C.n.A.

ITania

ConeeHTym
[xepmaHi TmM6X

HimevuunHa

BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW
| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHn oo
y3aranbHeHVX gaHux Npo cuctemMy dbapmakoHarnsgy
(BBEAEHHS y3aranbHEHWX JAHWX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy;
KOHTaKTHOI 0cObu 3 chapMakoHarnsgy 3asiBHUKa Ansi
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big yNoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKoYvaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarnag B YkpaiHi.

[itoua pepakuisi: Kpasuyk Onbra BonognmupisHa.
MponoHoBaHa pepakuisa: Yanexnko Onekcangpa
IropiBHa. 3MiHa KOHTaKTHWUX JAHUX KOHTaKTHOI 0cobu
3asBHVKa, BignosiganbHoI 3a hapmMakoHarnsg B
YKpaiHi.

3a
peuernmom

UA/10196/01/02

208.

SAMOTUANH

Tabnetku no 20 wr;
no 10 Tabnetok y
Gnictepi; no 2
Gnictepu y navui

MAT
"Kuismegnp
enapat”

YkpaiHa

NAT
"KuiBMmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin 3acib.
3MiHn y BUpo6HMLTBI. 3MiHn BUNpobyBaHb abo
OOMyCTUMMNX MeX, BCTAHOBMNEHUX y cneuudikauisx,
nia Yac BUPOBOHMLITBA rOTOBOTO MikapCbkoro 3acoby
(BUNYYEHHS HecyTTeBOro BUNPOGYBaHHS B NMPOLIECI
BUPOGHMLTBA), BHECEHHS! 3MiHU B
n.3.2.P.3.4.KOHTpOnb KPUTUYHKX CTagiN i TPOMDKHOI
npoaykLuii, a came BUIy4YeHHS nokasHuka
«Aepocuny». 3miHu | Tuny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHM
BuNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX
y cneuudikauisix, nig 4yac BUpobHULTBA FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW), BHECEHHS 3MiHU B
n.3.2.P.3.4.KoHTpOnb KPUTUYHUX CTagiv i MPOMIKHOI
npoaykuii 3a nokasHnkoM «CynpoBiaHi AoMilKkuy», a

3a
peuerimom

UA/8118/01/01
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came npornoHyeTbes 3aMiHUTK C3 AoMiLLKM
posknagy damotuamHy 2 (BP CRS) Ha C3
damoTnanHy gomiwkun D (gomiwku posknagy
cdamotmauHy 2) (EP CRS); BHECEHHS! yTOUYHEHHS Y
cneumdikauito Ta metoan koHTpono 13 woao Ha3s
OOMILLIOK — JOoMilLKa po3knaay damoTuamHy 1
(nomiwka F) Ta gomiwka D (gomiwka posknagy
damoTnanHy 2). 3MiHn | Tuny - 3MiHM 3 SKOCTi.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMyCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (BUIyYEHHsI HE3HAYHOro
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
GapBHWMKIB YN cMakoBUX J06aBOK)), BUMYYEHHS
nokasHuka «Aepocun» 3i cneumdikadii Ta meToais
koHTporto M13. 3miHn | Tuny - 3MiHM 3 gKocTi.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JonycTMMNX MEX roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHu)

CynyTHs 3MiHa: 3MiHK 3 sikoCTi. FOTOBUIA NikapCbkuii
3aci6. KoHTponb rotToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBepokeHnXx metofax BunpobysaHHs)(b.11.r.2.
(a),lA) - BHeceHHs 3miHn y meTopA koHTponto M3 3a
nokasHukom «CynpoBifHi AOMiLLKWY, a came
NPOMOHYETLCA 3aMiHTK C3 AoMmilLKM po3knagy
damoTmauHy 2 (BP CRS) Ha C3 cdamoTuanHy
aomiwku D (nomiwkm posknagy dpamoTtuauHy 2) (EP
CRS); BHeceHHs yTOYHeHHS Y cneumdikauiio Ta
mMeToam koHTpornto 13 woao Ha3s AOMILLIOK —
JoMmilka po3knagy pamotuamHy 1 (gomiwka F) Ta
Aomiwka D (gomiwka posknagy daMmoTuanHy 2).
[itova pepakuis CynposigHi gomiwkm OJowmiwka C,
OOMiLLKv po3knagy hamoTuamHy 1i 2 — He GinbLue
0,5% [omiwka posknagy hamoTuamHy 3 — He
6inbwe 1,0% Byab — sika HeigeHTudikoBaHa
noMmiwka — He 6inbue 0,2% Cyma BCix 4OMILLOK — He
Ginbwe 2,5% 3a n.6, AdY, 2.2.29 MNponoHoBaHa
pepakuis CynposigHi gomiwkm OJomiwka C — He
6inbLwe 0,5%; [Jomilka posknagy amoTuauHy 1
(nomiwka F) — He GinbLe 0,5%; Jomiwka D
(mowmiwwka posknagy pamoTuauHy 2) - He BinbLue
0,5%, Aowmilwka posknagy pamoTuauHy 3 — He
Ginbwe 1,0% byap -sika HeigeHTUgiKoBaHa JOMiLLKa
— He binbwe 0,2% Cyma BCix JOMILLOK — He BinbLue
2,5% 3an.5, oY/E€D, 2.2.29

209.

DAMOTUANH-
DPAPMEKC

niocpinizat gnsa
PO34KHyY Ans

TOBAPUCT
BO3

YkpaiHa

TOB "®APMEKC
rPyr"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHn
| TMny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.

3a
peuernmom

He
nidnsizae

UA/14868/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
iH ekuin no 20 mr 5 OBMEXEH CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
driakoHiB 3 (6],0) ymMoBax 36epiraHHsi FOTOBOrO NiKapCbkoro 3acoby
nioginizatom y BIOMOBIOA (36inbLUeHHs TepMiHY NPUAATHOCTI TOTOBOrO
KOHTYPHIl JIbHICTHIO nikapcbKkoro 3acoby) - [ins Toproeoi ynakoBku
YapyHKOBIN «KOPIOPA (niaTBEpPAKYETHCS AAHMMU peanbHOro Yacy) -
ynakosui; no 1 LA 36inblUeHHs TEPMiHY NPUAATHOCTI y 3B'sA3KY i3
KOHTYPHIW «340POB’A OTPYMaHHSIM NO3UTMBHMX OAHMX LLOAO AOCHIIKEHHS
YapyHKOBIN ynakosLi » cTabinbHOCTI y peanbHOMy Yaci. [litoya pefakuis:
B nayui 3 KApTOHYy CPOK TOOHOCTW 2 roga. NponoHoBaHa pefakuis:
TEPMIH NMPUOATHOCTI 3 poku. 3MiHM BHECEHO B
po3gin "TepmiH npugaTHOCTI" B iIHCTPYKLtO AN
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby.
BBegeHHst 3MiH NpoTAarom 6-tn micauis nicna
3aTBEPYKEHHS.

210. | ®APUCIN Tabnetku ans CMNEPKO Kinp JIABOPATOPIOC Icnanis/ BHECEHHS 3MiH O peecTpauinHmMx maTtepianis: 3miHa 6e3 nidnsicae UA/12844/01/01
PO3CMOKTYBaHHS 3i IHTEPHELL AJTKANNA ®APMA, CnoBaubka 3asBHUKa J13 (MIBI) (BnacHuka peecTtpauiiHoro peuenma
CMaKoM JIMMOHY; Mo HN TIMITEAQ C.J1., IcnaHis; Pecnybnika | nocsigyeHHs) (3rinHo Hakady MOS Big 23.07.2015 Ne
10 TabneTok y 460): TepmiH BBeAEHHS 3MiH - MPOTAroM 6 micsauis
Gnictepi; no 2 CaHeka nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
Gnictepu B nayui 3 PapmacbtoTikana 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.

KapTOHY a. c., CnoBaubka BBeaeHHs abo 3MiHM [0 y3aranbHeHVUX gaHuX Npo
Pecnybnika cucteMy hapmakoHarnagy (BBedeHHs y3ararnbHeHnX
AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3iicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Bif
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
yrNoBHOBaXeHoi 0cobu 3asiBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnsg. Hitoua pegakuis: Ckpunka Aptyp
CepriioBuy. MNponoHoBaHa peaakuis: Xapnamosa
€BreHis AHApiiBHa. 3MiHA KOHTAKTHUX AaHWUX
yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiAMNOBIiganbHOI 3a
dapmakoHarnsg. 3miHa mMicue3HaxomKeHHst MacTep-
davina cuctemu hapmakoHarnsay Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3minu | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHu) 3MiHK BHeceHo Ao po3ainy "MobivHi peakuii”
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby LLoa0 NoBiAOMIIEHb NPO
nigo3ptoBaHi NoGiyHi peakuii. TepmiH BBEAEHHS 3MiH
- MPOTAroM 6 MicAUiB Nicns 3aTBEPAXEHHS.

211. | ®APUCIN Tabnetkun ans CMNEPKO Kinp JIABOPATOPIOC Icnanis/ BHECEHHS 3MiH O peecTpaLinHmx maTtepianis: 3miHa 6e3 nidnsieae UA/12843/01/01
PO3CMOKTYBaHHS 3i IHTEPHELL ANKAJTA PAPMA, CnoBaubka 3asBHuKa 13 (MIBI) (BnacHvka peecTpauiiHoro peuenma
CMaKOM anernbCuHy; HN NIMITEL C.J1., IcnaHis; Pecnybnika | nocsigveHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
no 10 Tabnetok y 460): TepmiH BBeAEHHS 3MiH - NpOTAroM 6 micsiuis
GnicTepi; no 2 CaHeka nicnsi 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
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[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

Gnictepu B nayui 3
KapTOHY

dapmachbioTikans
a. c., CnoBaupka
Pecny6bnika

6e3nekn/ecbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHst abo 3MiHM [0 y3aranbHEHVX gaHUX Npo
cucteMy hapmakoHarnagy (BBeAeHHs y3ararnbHeHnX
[AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa Big
YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3piicHeHHs chapmakoHarnagy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsg. [Hitoua pegaxuis: Ckpunka Aptyp
Cepriniouy. MponoHoBaHa pegakLis: Xapnamosa
€BreHis AHApiiBHa. 3MiHa KOHTAKTHUX AaHWUX
yrNoBHOBaXeHoi ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a
capmakoHarnsg. 3MiHa micLe3Haxo4)XeHHsi macTep-
cthanna cuctemum chapmakoHarnsgy ta noro Homepa.
3MiHa Micus 3aiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
tapmakoHarnagy. 3mMiiu | Tuny - 3miHn wono
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHn) 3MiHM BHeceHo Ao po3ainy "MobivHi peakuii”
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby LWoAo NoBigoMrieHb Npo
nigo3ptoBaHi NobGiyHi peakuii. TepmiH BBeOEHHS 3MiH
- MPOTAroM 6 MicAUiB Nicns 3aTBEPAXEHHS.

212.

DIBPUTA

MopoLLOK Ta
PO3YMHHUK ANsi
PO34MHyY Ans

iH’ ekuUin/iHdpy3in no 1
r; No 1 r NOPOLLKY Yy
CKIMAAHOMY (PNAKOHI;
no 50 mn
pO34MHHKKa (BoAa
ans iH’ekuin) y
CKIMAAHOMY (PNAKOHI;
no 1 cnakoHy 3
NnopoLLKoMm, no 1
dnakoHy 3
PO34YMHHUKOM, MO 1
npuctpoto Octajet
Ans nepeHocy, no 1
iNbTPY B KAPTOHHIN
KopoOGLi

OxkTtadapma
dapmaresT
nka
MpoaykTioHC
rec. m.6.X.

ABcTpis

Bupo6GHuK,
BignoBiganbHWM
3a NepBUHHY
yNakoBKy,
KOHTPOMb SKOCTI,
BUMYCK cepii:
Oxkrtadapma AB,
LLBeuisi;
Bupo6GHuK,
BignoBsiganbHUN
3a BMPOOHULTBO in
bulk, nepBuHHY Ta
BTOPWHHY
YMaKoBKYy,
MapKyBaHHS,
BidyarnbHy
iHCnekujto,
KOHTPOMb SKOCTI,
BUMYCK cepii:
OkTagapma
dapmaueBTuKa
MpogykTioHcrec.
M.6.X., ABCTpisi;
Bupo6HuK,

Lseuis/
AscTpis/
HimevuunHa/

BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3miHu
Il Tny - 3minHun 3 akocTi. A®I. BupobHuuteo. 3miHa
BUPOGHMKa BUXiOHOIO/MPOMiXKHOrO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovatoun, Ae HeobxigHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponenceki hapmakonei y
3aTBepgkeHoMy Aocke)(3miHa B AP BionoriyHoro
noxopxeHHst abo BUXigHOMY
marepiani/peareHTi/npoMiXKHOMyY NPOAYKTI, L0
BMKOPUCTOBYIOTLCA A5 BUPOOHMLTBA
GionoriyHoro/iMyHomnoriYHoro nikapcbkoro 3acoby ) -
BBeneHHs foaaTKOBOT BUPOOHUYOI AiNbHUL
KpionpeumniTaTy Ta NPOMIKHOrO NPoayKTy 2
(Intermediate 2) Oktacpapma AB, LLseLis (OAB)
(Lars Forssells gata 23, SE-112 75, Stockholm
Sweden).

3a
peuenmom

UA/18890/01/01




141

[IponoBxkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

BignoBiganbHUn
3a Bi3yarnbHui
KOHTPO~b,
MapKyBaHHS,
BTOPUHHY
yNaKoBKY:
OkTadapma
Oeccay M'm6X,
HimeyuuHa;
Bupo6HuK,
BignosiganbHUM
3a BUPOBHULTBO
pPO34nHHUKa (Boaa
ans iv'ekuin): b.
BpayH MencyHreH
Al, HimeuunHa;
Bupo6HuK,
BignoBsiganbHUn
3a BUPOBHULTBO
po34mMHHMKa (BoAa
ONns iH ekuin):
Contochapm
dapmavonTiwe
EpuonrHicce
'M6X, HimevyunHa

213.

®IBPUTA

NMOPOLLIOK Ta
PO3YMHHUK ANst
PO34MHyY Ans

iH’ ekuin/indpysin no 1
r; no 1 r nopoLuky y
CKIMAAHOMY (PNAKOHI;
no 50 mn
pO34MHHKKa (BoAa
ans iH’ekuin) y
CKNSAHOMY (priaKoHi;
no 1 dnakoHy 3
nopoLLKoMm, no 1
dnakoHy 3
PO3YMHHMKOM, MO 1
npuctpoto Octajet
ans nepeHocy, no 1
iNbTPY B KAPTOHHIN
KopoOGLi

Oktagapma
dapmauesT
nKka
MpopykTioHC
rec. m.6.X.

ABCTpis

Brpo6HuK,
BignoBsiganbHUN
3a NepBUHHY
yMaKkoBKy,
KOHTPOMb AKOCTI,
BUMYCK cepii:
Oxktagapma AB,
LLBeuis;
Bupo6HuK,
BignoBiganbHUn
3a BUPOBOHMLTBO in
bulk, nepBuHHY Ta
BTOPWHHY
yNakoBKy,
MapKyBaHHS,
BidyanbHy
iHcnekuito,
KOHTPOMb SKOCTI,
BUNYCK cepii:
OxkTtadapma
dapmaueBTuKa
MpopykTioHcrec.
M.6.X., ABCTpis;
Bupo6Huk,
BiAnoBiganbHUN
3a Bi3yanbHu#

LLBeuis/
AscTpis/
HimevuunHa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHn
| Tuny - 3miHn 3 sikocTi. A®I. BupobHuuTBOo. 3MiHM B
npoueci BupobHuuTea AP| (HeaHayHa 3MiHa Yy
npoueci BupobHuutea AdI)

HesHauHa 3MmiHa y npoueci BupobHuutea Adl, a
came: BBejeHHs1 anbTepHaTUBHOIO 06’ eAHaHHSA
3aru1LLKOBUX KifbKOCTEN NPOMiIKHOrO npoaykra 1
(Intermediate product 1, IM 1) oo TpboXx cepia.

3a
peuerimom

UA/18890/01/01
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
KOHTPOMb,
MapKyBaHHS,
BTOPVHHY
YNaKoBKY:
Oktadgapma
Heccay 'M6X,
Himeuumnna;
Bupo6HuK,
BignoBiganbHUn
3a BUPOBHULITBO
po34mnHHMKa (BoAa
ons iH'ekuin): b.
BpayH MencyHreH
Al", HimeyuunHa;
Bupo6HuK,
BignoBsiganbHUN
3a BMPOOHMLUTBO
pO34MHHKKa (BoAda
ONns iH ekuin):
Contochapm
dapmavonTiwe
EpuonrHicce
'm6X, HimeyynHa
214. | ®JIOCTEPOH cycneHsis ans KPKA, a.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3MiHW 3a UA/2528/01/01
iH'ekuinno 1 mne HoBo mecTto MecTo | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
amnyni; no 5 amnyn capmakoHarnsgy (iHwi 3amiHn) - 3MiHM BHECEHO B
y bnicTepi; no 1 TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKM FiKapCbKOro
Gnictepy B 3acoby y n. 6. «IHLWE» Ta BTOPUHHOT yNakoBKM B M.
KapTOHHIN kopobLyi 8. «JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 14. «<KATEFOPIA BIOMYCKY »,
n. 17. «IHWE». TepmiH BBeAeHHSA 3MiH NpOTArom 6
MiCSILiB Micnsi 3aTBEPAXKEHHS.
215. | ®JNTYOMI3NH TabneTkn BariHanbHi MepniHoBa LLsenuapi BinnosigansHuit HimeuumHa/ | BHeceHHs 3MiH [0 peecTpauinHux MaTepianis: 3MiHu bes UA/1852/01/01
no 10 mr; no 6 Al A 3a BUpPOBHMLTBO: LLiseniuapis | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenma
Tabnetok y 6nictepi, Pottenpopd 3MiHn y BUPOGHMLTBI. 3MiHK Y npoLieci BUpOGHMLTBa
no 1 6nictepy B dapma 'm6X, roTOBOro NMikapcbKoro 3acoby, BkI4vaoym
KapTOHHiI kopobuyj; Himeuumnna; NPOMIXHUIA NPOAYKT, LLO 3aCTOCOBYETLCH NpU
no 2 TabneTkn y BignosigansHui BUPOOHMLTBI rOTOBOIO NikapcbKoro 3acoby
6nicTepi, no 1 3a NepBuHHE Ta (He3HayHa 3miHa y npoueci BUpoBHULTBA) HE3HAYHI
Gnictepy B BTOPUHHE 3MiHK B npoueci BUpobHuuTea M3 Ha neplumx 2
KapTOHHiI kopobLyi nakyBaHHS: eTanax BMpobHMLTBa. 3BaxeHa KinbkicTb AD|
PotTeHpopd KopuryeTbcs BignosigHo Ao BMicTy A®I B cybeTtaHuii
dapma M'm6X, Ta KOMMNEHCYETLCHA OOHIEI0 i3 AONOMDKHUX PEYOBUH, 3
HimeuumHa; BignoBigHMMKM 3miHamu y po3ginu 3.2.P.3.3. Onuc
BignosigansHuin BMPOGHMYOro NPOLECY Ta KOHTPOI Npouecy Ta
3a KOHTpOnb 3.2.P.3.2. Cknap Ha cepito.
SIKOCTi Ta BUMYyCK
cepii: MegiHoBa
AT, lliseniuapis
216. | ®NYCTUH Tabnetku no 20 wr; BIB NAN® IHAis Bisimen J1a6c Jlto IHAis BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3a UA/19908/01/01
no 10 TabneTok y Jin BUNPaBIIEHHS TEXHIYHUX MOMUIOK 3rigHo N.2.4.

peuernmom
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[IponoBxkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
Gnictepi; no 1 po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
6nictepy y 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
KapTOHHIl kopobui p Ne 460), gonyLieHnx nNpu NpoBeAeHHI Npoueaypy
peecTpauii (PI NeUA/19908/01/01; Hakaz MO3
Ykpainu Big 25.02.2023 p. Ne388) B MKA M3 - B
crneungikaLii Ta MeTogax KOHTPOso 3a
nokasHukamu: «lgeHtudikauis b», «OgHopigHicTb
mMacm»
217. | POKYCUH® Kancynv Teepai 3 3eHTiBa, K.C. Yecbka C.C. «BeHTiBa PymyHis BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW 3a UA/3876/01/01
MoandikoBaHUM Pecny6nik C.A» | Tuny - 3MiHu 3 akocTi. CepTudikat peuenmom
BUBINbHEHHSM MO a BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI

0,4 mr; Ne 90 (10x9):
no 10 kancyny
6nictepi; no 9
GnictepiB y
KapTOHHIl KOpooLyi;
Ne 90 (15x6): no 15
kancyn y énicrepi;
no 6 Gnictepis y
KapTOHHIN kopobLi

€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeicbkin hapmakonei: gna APl; ons BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, WO
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
nonomixHoi pevoBuHu (ME-cepTudikaT
BignoBigHOCTI €Bponeiickki hapmakonei ons
AdI/BuxigHoro matepiany/peareHTy/npoMixKHOro
npoaykTy abo AOMNOMKHOI pedoBUHM) - OHOBMEHWI
cepTudikaT Bif BXe 3aTBEP)KEHOro BUPOOHMKa
noaaHHs oHosneHoro E-cepTudikaTa BignosigHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2000-029 -
Rev 06 (3atBepaxeHo: R1-CEP 2000-029 - Rev 05)
0N KenaTuHy Bif 3aTBepaKEeHOro BUpobHuka
ROUSSELOT. 3miHu | Tuny - 3miHu 3 siKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBMEHoro cepTudikaTta BignoBigHocTi abo
BUIMyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponelickkint hapmakonei: ans Adl; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Yy BUPOOHMLTBI ADI; ans
nonomixHoi pevosuHu (FE-ceptudikat
BignoBigHoCTi €Bponenchkii hapmakonei ans
AdI/BuxigHoro matepiany/peareHTy/npoMixKHOro
npoaykTy abo JonoMixHoi pe4oBuHn) - OHOBREHUI
cepTudikaT Bi BXe 3aTBEPAKEHOTO BUPOGHMKA
nopaHHst oHosneHoro [E-ceptudikaTa BignosigHOCTi
€sponevicbkinn dpapmakonei Ne R1-CEP 2000-045-
Rev 06 (3aTBepaxeHo: R1-CEP 2000-045-Rev 04)
Ons xenatuHy BupobHuuTea Tessenderlo Group
N.V. 3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikat BianoBigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponenckkini hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AonomixHoi pevosuHu (ME-ceptudikat
BignoBigHOCTI €Bponeiickki hapmakonei ans
Adl/BnxigHoro maTepiany/peareHTy/npoMiKHOro
npoaykTy abo AONOMbKHOT peqoBuHM) - HoBui
cepTudikat Ang BUXigHOro
MaTepiany/peareHTy/npoMixXHOro NpoaykTy abo
[OMNOMiXKHOT pe4oBUHU Bi HOBOro abo Bxe
3aTBEpKEHOro BUpoOHUKa nogaHHs Hosoro IME-
cepTuddikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei Ne RO-CEP 2022-048 - Rev 00 gnist
»enaTuHy Big HoBoro BMpoGHuKa Halavet Gida
Sanayi Ve Ticaret A.S.
3miHu | Trny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIAHOCTI
abo BuNy4YeHHs ceptudpikata BignosigHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[onomixHoi pevoBuHu (ME-cepTudikaT
BiQNOBIQHOCTI €Bponewchbki hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiHOro
nNpoAykTy abo AONOMKHOI peyoBUHK) - HoBui
cepTtudikaT AN BUXigHOIO
maTepiany/peareHTy/npoMixxHOro Npoaykty abo
[JOMNOMiXXHOT peqyoBUHU Big HOBOro abo Bxe
3aTBepKEHOro BUpobHUKa nogaHHs Hosoro IE-
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei Ne R1-CEP 2008-048 - Rev 00 ans
XenaTtuHy Bif HoBoro BupobHuka Pioneer Jellice
India Private Limited.

218.

XYMYJIH
PErynsap

PO34MH Ans iH eKUIN,
100 MO/mn, no 3 mn
y CKIsitHOMY
KapTpuoxi; no 5
KapTpuoXis y
KapTOHHIN nayui; no
3 Mn y cknsHOMYy
KapTpuaxi; no 1
KapTpumxy y
LINpULL-pyYLi
KsikleH; no 5
LLINPUL-PYYOK Y
KapTOHHIN nayui

Tinni ®paHc

DdpaHLuis

TNinni ®paHc

DdpaHLuis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHn
| Tuny - 3miHn 3 sikocTi. A®IL. BupobHuuTteo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
NpoAYKTy/peareHTy, WO BUKOPUCTOBYHOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntovatoun, e HeobxigHO, MicLie NPoBEAEHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikaTa
BiANoBigHOCTI E€Bponenchkiii papmakonei y
3aTBEPKEHOMY [0ChE)(3anponoHOBaHWUIA BUPOOHUK
HanexuTb J0 Tiel camoi BUpOBHUYOI rpynu
nianpUEMCTB, WO 1 3aTBEPIKEHWI) JoaaBaHHS
AinbHUUi (BUpo6HMyoi 6yaieni) 130 (B130) 3aBoay B
IHaiaHanonici sik anbTepaHTmBy AinbHuui 132 (B132)
anst npomixHoro etany (Step 13: BHI Reversed
Phase Crystal) npouecy ouniieHHst A®I iHcyniHy
NOACHKOrO.

3a
peuerimom

UA/8571/01/01
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219. | LE®ABOPA Kpanni oparnbHi no Lledak KIr HimeyumH Lledbak KIr HimeyunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 6e3 nidnsicae UA/10843/01/01
50 mn a6o 100 mn y a | Tvny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuenma
crakoHi 3 capmakoHarnagy (iHwi 3miHM) 3MiHM BHECEHO B
HacagKoto- IHCTPYKUito 4N MEAMYHOrO 3aCTOCYBaHHS
fAosartopom; no 1 nikapcbkoro 3acoby Ao po3ainy "Mob6iyni peakuii”
dnakoHy B LLIOA0 3BiTYBaHHS Npo NobiyHi peakuii Ta
KapTOHHIl kopobui "MicuesHaxomxeHHst BUpOOHMKa Ta agpeca Micus
NPOBaAXEHHS NOro AiAnbHOCTI/MICLEe3HaXO4KEHHSI
3asiBHUKa Ta/abo npeacTaBHUKa 3asiBHMKA" WOAO
BHECEHHS KOHTaKTHWNX JaHUX 3asiBHKKA.
220. | UE®ENIM NOpOLLOK ANng AHaHTa Benwuka AnaHTa Megikeap IHAis BHECEHHS 3MiH O peecTpauiitHMx maTtepianis: 3MiHu 3a He UA/16849/01/02
AHAHTA PO34MHY ANg iH'eKUin Megikeap BputaHia TimiTen | TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa peuenmom nidnsicae
no2r; 1a6o 10 TiTp. HanMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS
cbnakoHiB 3 nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
NOPOLLKOM B KOpOOLj nikapcbKkoro 3acoby, BKMoYaum 4inbHULI BUNYCKY
cepii abo Micue NpoBeAeHHS1 KOHTPOSO SKOCTI.
(misinbHiCTb, 3a sIky BignoBigae BUPOGHWK/iMnopTep,
BKITHOYaK04M BUMYCK cepilt) - AgMiHicTpaTuBHa 3MiHa
y 3B’513Ky 3i 3MiHOI0 agpecy BUPOGHMKa, NpuBeaeHO
y BignoBIigHICTb 4O OHOBREHoro cepTudikaty GMP
BuaaHoro depxnikcnyxooto YkpaiHn. Micue
BMPOOHMLTBA, MicLe po3TallyBaHHSA Ta BUPOOHNYMIA
npoLec He 3MiHIKTbCS. 3MiHWM BHECEHO B
iHCTPYKUil0 ONst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi IpOoBagXeHHSs! Aoro
OignbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS1 BTOPVMHHOI YNaKOBKU JTikapCbKoro
3acoby. TepmiH BBeAEHHS 3MiH - NpoTArom 3 MicsuiB
nicnsi 3aTBEpOXKEHHS.
221. | UE®ENIM NOPOLLIOK ANs AHaHTa Benwuka AHaHTa Megikeap IHAis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn 3a He UA/16849/01/01
AHAHTA PO34MHY AnS iH'eKLin Megikeap BpuTaHis Timiteq | Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa peuenmom | nidnsizae
no1r; 1a6o 10 TitA. HanMeHyBaHHS Ta/abo agpecu MicuA NpoBagXeHHS

cdrakoHiB 3
MOPOLLKOM B KOpOOLi

AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKNOYAUM AinbHULL BUNYCKY
cepii abo MicLie NpoBeAEHHS1 KOHTPOSTO SKOCTI.
(misnbHicTb, 3a sKy Bignoeiaae BUpobHuUK/imnopTep,
BKIOYAK0UM BUMYCK cepiit) - AAMiHICTpaTMBHa 3MiHa
y 3B’A3KY 3i 3MiHOIO agpecy BUPOOHVKa, MpUBEAEHO
y BiANoBigHICTb A0 oHoBReHoro cepTudikaty GMP
BuaaHoro [lepxnikcnyx6oto Ykpainu. Micue
BMPOOHMLTBA, MicLe po3TallyBaHHSA Ta BUPOOHWYMIA
npouec He 3MiHITLCSA. 3MiHU BHECEHO B
IHCTpPYKLUIil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MicLe3HaxomKeHHs
BMPOOHYMKa Ta agpeca MicLsi NPoBaKeHHs Moro
aisnbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS1 BTOPVMHHOI YNaKOBKU ITiKkapCbKoro
3acoby. TepmiH BBeAEHHS 3MiH - NpoTarom 3 MicsiLiB
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nicnsa 3aTBepmKeHHS.
222. | ULE®TA3MOUM | nopoLuok ans xeHodbapm Benuka HCIC XeGen Kutain BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW 3a UA/17046/01/01
PO34MHY ANS iH'EKLN Iitg Bputanis XyamiH | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuernmom
no 1000 wmr, no 1 dapmacbioTikan dapmakoHarnsaay (iHwi 3miHm). 3MiHWM BHeECeHI y
a6o 10 dpnakoHiB 3 Komnani Iimiteq TEKCT MapKyBaHHS1 BTOPUHHOI YNaKOBKW NMikapCbKoro
NOPOLLIKOM Y 3acoby n. 17. "IHWE". TepMmiH BBeAEeHHS 3MiH
KapTOHHiI kopobui npoTarom 6 MicAUIB MiCNsA 3aTBEPHKEHHS
223. | UHE®TA3NOUM | nopoluok ans [hxeHodapm Benuka HCIC Xebew Kurtan BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a UA/17046/01/02
PO34MHY ANS iH'EKLN Iitg Bputanis XyamiH | Tny - 3miHn wopo 6e3nekn/edekTUBHOCTI Ta peuernmom
no 2000 mr, no 1 dapmachkioTikan capmakoHarnagy (iHwi 3miHM). 3MiHM BHECEHi Y
abo 10 dnakoHiB 3 Komnani Jlimiteq TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKM NiKapCbKOro
NOPOLLIKOM Y 3acoby n. 17. "IHWE". TepMiH BBEAEHHS 3MiH
KapTOHHIl kopobui npoTsarom 6 MicauiB nicnsa 3aTBEPAXXEHHSA
224. | LE®@TPUAKCO NOPOLLOK AN TOB YkpaiHa HCINC Xeben Kutan BHECEHHS 3MiH O peecTpaLinHux martepianis: 3MiHn - UA/17063/01/01
H po3unHy gns iH'ekuin | «ICTOAPM» XyaMiHb | TMny - 3miHu 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
no 0,5 r; in bulk: no dapmacbioTikan Cunctema KoHTenHep/3akynoptoBanbHuii 3acit. 3miHa
10 cpnakoHis 3 Komnani Jlimiteq pPO3Mipy YNakoBKM rOTOBOrO NikapcbKoro 3acoby
MOPOLLKOM Y (BMNYYEHHS yNakoBKW MEBHOMO PO3Mipy) -
KapTOHHIN kopobLi BUIMYYEHHS YNaKOBOK, LLO HE KOPUCTYIOTLCS NOMUTOM
croxuBaya nig yac npogaxy - in bulk: no 1 dnakoHy
3 NOPOLLIKOM Y KapTOHHiIl kopobui, no 1000
KapTOHHWNX KOPOOOK y KapTOHHOMY kopobi; no 100
KapTOHHWNX KOPOBOK y KapTOHHOMY Kopobi; no 50
(hnakoHiB 3 NOPOLLKOM Y KapTOHHIl kopobui, no 20
KapTOHHWNX KOPOOOK y KApTOHHOMY KOpobi. Ak
HacnifoK - BUNYYeHHs1 TEKCTY MapKyBaHHS
BiMNOBIQHOI YNakoBKu
225. | ULE®OTPUAKCO | nopouuok gns TOB YkpaiHa HCIC Xeben Kuraw BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn - UA/17063/01/02
H po3uunHy ans iH'ekuin | «ICTOAPM» XyaMiHb | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
no 1,0 r; in bulk: no dapmacbioTikan Cuctema KoHTenHep/3akynoptoBanbHuii 3acit. 3miHa
10 cpnakoHis 3 Komnani Jlimiteq PO3Mipy YMaKOBKM rOTOBOIO NiKapcbKoro 3acoby
MOPOLLKOM Yy (BMNYYEHHS yNakoBKW MEBHOMO PO3Mipy) -
KapTOHHI kopobLyi BUIMYYEHHS YNaKoBOK, LLO HE KOPUCTYIOTLCS NOMUTOM
croxuBaya nig yac npogaxy - in bulk: no 1 dnakoHy
3 MOPOLLKOM Y KapTOHHil kopobui, no 1000
KapTOHHWUX KOPOOOK y KapTOHHOMY kopobi; no 100
KapTOHHWNX KOPOBOK y KapTOHHOMY Kopobi; no 50
(hnakoHiB 3 NOPOLLKOM Y KapTOHHIl kopobLi, no 20
KapTOHHWNX KOPOOOK y KApTOHHOMY KOpobi. Ak
HacnigoK - BUNyYeHHS TEKCTY MapKyBaHHS
BiMNOBIQHOI YNakoBKu
226. | LE®OTPUAKCO | nopouuok ans TOB YkpaiHa HCIC Xeben Kutaw BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu 3a He UA/17062/01/01
H po3uunHy ans iH'ekuin | «ICTOAPM» XyaMiHb | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenimom | nidnszae

no 0,5r; no 1 abo no
10 dpnakoHiB 3

dapmackioTikan
Komnati Jliviten

Cuctema KoHTenHep/3akynoptoBarnbHui 3acib. 3miHa
PO3Mipy YNakoBKM rOTOBOIO JlikapCbKoro 3acoby
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MOPOLLIKOM Y (BUMYYEHHS YNaKkoBKy NMEBHOMO PO3Mipy)- BUMYYEHHS
KapTOHHiI kopobui yMaKoBOK, L0 HE KOPUCTYIOTLCA MOMUTOM
crnoxuBaya nig 4Yac npogaxy - no 50 chnakoHie 3
NMOPOLLKOM Y KapTOHHIl kopoOLi. 3MiHM BHECEHO B
IHCTPYKLUIilO0 AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoeka"
(BUNYYEHHS yNakoBKU NEBHOMO PoO3Mipy), SK
HacnifoK - BUNyYEHHS! TEKCTY MapKyBaHHS!
BiZNOBIQHOI YNaKoBKW.
227. | ULE®TPUAKCO NOPOLLIOK ANA TOB Ykpaina HCIC Xebew Kurtan BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/17062/01/02
H po3unHy gns iH'ekuin | «ICTOAPM» XyaMiHb | TMny - 3miHu 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom | nidnsizae
no 1,0 r; no 1 aéo no dapmachkioTikan CuctemMa KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
10 cpnakoHis 3 Komnani Jlimiteq pPO3Mipy YNakoBKM rOTOBOIO NikapcbKoro 3acoby
MOPOLLIKOM Y (BUMYYEHHS YNaKoBKW NMEBHOMO PO3Mipy)- BUMYYEHHS
KapTOHHiI kopobui YMaKoOBOK, LLO HE KOPUCTYKTLCS NOMUTOM
cnoxwusaya nig Yac npogaxy - no 50 chnakoris 3
NMOPOLLKOM Y KapTOHHIl kopobLi. 3MiHM BHECEHO B
iHCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska"
(BUNYYEHHS YNaKoBKWU NEBHOrO PO3Mipy), SK
HacnigoK - BUNyYeHHs TEKCTY MapKyBaHHS
BiZNOBIQHOI YNaKoBKN.

228. | LULMBOP 2500 PO34MH AN iH'eKLN, MPO®APM ManbTa BupobHuuTtBO Icnanis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/6624/01/01
12500 MO A niKapcbKoro | TMny - 3MiHK Wwopno 6e3nekn/edpekTUBHOCTI Ta peuenmom nidnseae
aHTudakTopa-Xa/mMn | IHTepHeLHn 3acoby "in bulk", apmakoHarnsay. 3miHa y KopoTkili XxapakTepuctui
no 0,2 mn (2500 MO TpenguHr KiHLEeBE nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
aHTudakTopa-Xa) y Timiteq nakyBaHHs, IHCTPYKUIiT ANS MEAMYHOro 3aCTOCyBaHHS Ha nigcTasi

nonepeaHL0
3anoBHEHOMY
wnpwi; no 2
nonepeaHL0
3aMoBHEHI WNpULy B
6nictepi; no 1, abo
no 5, abo no 50
GnicTepiB y
KapTOHHIN kopobLyi

KOHTPOMb Ta
BUWMYCK Cepilt:
POBI ®APMA
IHOACTPIAN

CEPBICES, C.A.

IcnaHis; BTOpuHHE

nakyBaHHsi: POBI

®APMA
IHOACTPIAN
CEPBICES, C.A,,
IcnaHis

perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sik pesynbtat
OLiHKM 3BITY 3 JOCRigKEHb, NPOBEAEHNX BignoBigHO
[0 nnaHy neaiaTpuyHmx gocnigpkeHs (PIP) (3miny
Y3rof)keHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) -
3MiHM BHECEHO B iHCTPYKLIit0 AN MEANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MpoTunokasaHHs" BiANOBIAHO 40 OHOBMEHOI
iHdopMaUii Wwoao 6e3nekn 3acTocyBaHHs Aito4oi
peyoBuMHY 3rifHo 3 pekomeHpaaieto PRAC. - TepMmiH
BBeAEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS. - 3MiHU | TNy - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay. 3miHa
Y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ansi MeguyHoro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiHWi nepiof,
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abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIfKEHb,
npoBeaeHVX BiAMOBIAHO A0 NnaHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3

KOMMETEHTHUM YNOBHOBAXXEHUM OpraHom) - 3MiHu
BHECEHO B iHCTPYKLIi0 ANS MEANYHOro 3acTOCyBaHHSA

nikapcbkoro 3acoby o po3aginy "Mob6iyni peakuii”
BiMNOBIOHO 4O OHOBMEHOI iHhopmaLii Wwoao 6esneku

3aCTOCyBaHHS Ail040i PEYOBUHM.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns

3aTBEPKEHHS.
229. | ULUKNOCEPUH NOPOLLIOK MpAT Ykpaina CT ®APM. KO. Pecnybnika | BHeceHHs 3MiH 4O peecTpauiiHux maTtepianis: 3mMiHn - UA/14415/01/01
KpUcTaniyHmm "TexHonor" nTa. Kopes | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
(cybeTaHuin) y HaiMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa (BnacHuKa
nonieTuneHoBoMy peecTpaLiiHoro noceigveHHs) 3miHa agpecu
nakeTi ansa 3asiBHUKa (BrlacHUKa peecTpauiiHoro NocBigYeHHs),
bapmaLeBTUYHOro 6e3 3MiHM MicL 3HaxXOoMKeHHS, BianoBiaHoO Ao
3acTOCyBaHHA 3akoHy Ykpainu Ne 317-VIII «lpo 3acymkeHHs

KOMYHICTUYHOIO Ta HauioHan-couianicTU4Horo
(HaumcTCbKOro) ToTaniTapHUxX pexvmie B YkpaiHi Ta
3ab0poHy nponaraHam iXHbOT CUMBONIKMY Bif
09.04.2014 p. Ta Po3nopsimkeHHs Y MaHCbKOI
Micbkoi pagn Ne 16-p «[lMpo neperimeHyBaHHsA
BYNWUpb Ta NpoBynkiB MicTa YmaHi» Big 19.02.2016
p. 3MiHu | TNy - 3miHn 3 skocTi. A®I. CTaBinbHICTb.
3miHa nepiogy NOBTOpHMX BUNpoOyBaHb/nepioay
30epiraHHst abo ymoB 36epiraHHst AdI (3a
BiJCYTHOCTI Y 3aTBep)KeHOMY JOCbE cepTudikara
BignoBigHOCTi EBponenchkii hapmakonei, Lo
BKIIOMAE nepiof NOBTOPHOro BUNPOoGyBaHHSA)
(nepiog noBTOpHOrO BUNpPobyBaHHA/Nepion
36epiraHHs) - 36inbLueHHst abo BBeAEHHS nepiody
noBTOpHOro BUnNpobyBaHHsa/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCHiAKeHb Y peanbHOMY Yaci -
3miHa 3i cTabinbHOCTI, @ came BBeAEHHS nepiogy
NOBTOPHUX BUNPOBYBaHb.

[itova pepakuis: TepMiH NpuaaTHOCTI. 2 POKK
[MponoHoBaHa pepakuisi: TepmiH NpuaaTHOCTI:
Mepioa NnpoBefeHHS NOBTOPHMX BUNPObyBaHb — 24
micsauis. 3miHu | Tuny - 3miHu 3 skocTi. ADI.
BupobHuuTBO. 3MiHa BUpOGHUMKa
BMXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTLCS Y BUpOGHUYOMY npotieci AdI,
abo 3miHa BUpobHuka (BknoYaruu, e HeobxigHo,
MicLie NnpoBefeHHs KOHTponto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
[0CbhE)(3anponoHOBaHU BUPOBHMK HanexuTb 0o
Tiel camoi BUpoBHUYOI rpyny NianpuemcTs, Lo
3aTBepakeHnin) 3miHa 3ymoBneHa BBeAEHHAM
[opaTtkoBoi AinbHuui BupobHuutea A®| LinknocepuH
BXe 3aTBepaxeHoro BupobHuka CT PAPM KO.




149 [IponoBxkeHHs JoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
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NTA., Pecny6nika Kopesi 6€3 3MiH B TEXHOMOTMYHOMY
npoueci Ta KOHTporno sakocTi AdI.
230. | LUMHXOKAIHY NOPOLLIOK AT Ykpaina MOHIP ATPO IHAisa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3miHn - UA/14654/01/01
riQPOXNOPUA | kpuctaniyHuii abo "KNIBCbKW IHOACTPI3 | Tuny - 3miHn 3 akocTi. A®L. KoHTpons A®L. 3miHa y
(OUBYKAIHY KpucTanm n CAHBIH napameTpax cneuudikadin Ta/abo JonyCTUMUX MeX,
rigPOXNOPUA | (cybecTaHuis) y BITAMIHHNA JIABOPATOPIEC BM3Ha4eHux y cneuudikauisx Ha APl, abo
) nakeTax nogpinHMx 1 3ABOO" MBT. NTA. BUXIOHWI/MPOMDKHWUIA NpOdYyKT/peareHT, Wwo

nonieTMNeHoBMxX
ans
dapmaLeBTU4HOro
3aCTOCYyBaHHsI

BUKOPUCTOBYHOTLCSA Y NpoLeci BupobHuutea AdI
(iHWi 3MiHN) -

HesHauHi 3MiHM 3a nokasHunkom "Onuc", a came
BUNYyYEHO iHdopmalLito "Jlerko yTBoptoe
arnomepaTn” BigNOBIAHO A0 BUMOr MoHorpadii EP
Cinchocaine Hydrochloride. 3minu | Tvny - 3minn 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
apmakonei/moHorpadii. 3mMiHu, Nos'asaHi 3
HeoOXigHICTIO NpMBeaeHHs Yy BignoBigHICTb A0
MoHorpadgii [J®Y abo €sponerickkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei Aepxasmn €C
(3miHa y cneumdikauisx, Nos's3aHa 3i 3amiHaMu B
LY, abo €Bponelicbkini hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxasn €C) - BHECEHHSA
3MiH B cneuundikauito APl 3a nokasHukaMm
«lpeHTudikauisi» Ta «CynpoBigHi ZOMiLLKM»
npuBeaEeHo Yy BiAMNOBIAHICTb A0 BUMOr MOHorpadii
EP Ta matepianis Bupo6Huka API. [ins nokasHuka
lneHTudikauis 6yae BUKOHyBaTUCS NuLe nepLua
ineHTudikauis (14 Ta peakuis Ha xnopuan).
3aTtBepakeHo: laeHTudikauis
Mepwa igeHtTudpikauisa: B, E Opyra ineHTudikauis: A,
C, D, E. CynpoBigHi 4oMiLLKu: TiNbkK 0AHA AOMilLKa
Big 0,2 % £o 0,5 %;

OyApb-sika iHWwa gomiwka He GinbLe 0,2 %.
3anponoHoBaHo: laeHTudikauia B. I4-cnektp
nornuHaHHs cybcTaHuii Mae BianosigaTun cnekTpy
LUmMHXoKaiHy rigpoxnopugy. E. XapaktepHa peakuis
Ha xropuan. CynposigHi Aomilukn: [Jomilkn A He
GinbLwe 0,1 % Oomiwku B He Ginbwe 0,1 %.
Domiwkn C He Ginbwe 0,1 % Oomiwkm D He GinbLue
0,1 % HecneumdikoBaHoi fomilwkn He Binble 0,10
% cymu gomiluok He Ginble 0,3 %. 3milu | Tuny -
3MmiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo JonyCTUMUX MEX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHUIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHK) - CynyTHA 3MiHa- 3MiHK 3 skocTi. ADI.
KoHTponb A®Il. 3miHa y meToaax BunpobysaHHst ADI
abo BMXigHOro martepiany/npoMiKHOro
npoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
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npoueci BupobHuuTea AdI (iHwi 3MiHK) - BHeceHHs

3MiH y cneuudikauiio Ta metoam koHTponto Ad| 3a
nokasHukom "MikpoGionoriyHa unctoTa”, a came:
BHECHO MpUMITKy ** - "[logaTkoBui TecT" Ta 3MiHEHO
KpuTepii NPUAHATHOCTI BIAMNOBIAHO 4O BUMOT
€Bponeiickkoi hapmakonei. 3aTBepaKeHO:
Mikpo6ionoriyHa ynctota Kputepii npuiHATHOCTI:
3aranbHe yucno aepobHunx mikpoopraHiamis (TAMC)
- 10° KYO B 1 1, 3aranbHe 41cno ApixkaKoBMX Ta
nniceHeBux rpnbis
(TYMC) -10? KYO B 1 r. 3anponoHoBaHo:
**MikpoGionoriyHa unctota Kputepii npunHATHOCTI:
3aranbHe Yncio aepobHMX MiKpOOpraHiamiB
(TAMC) — 102 KYO B 1 1, 3aranbHe 4ncrno
APPKIKOBMX Ta nriceHeBmx rpmbis (TYMC) -10* KYO
B 1 r BigcyTtHictb E. coliB 1T.
BigcyTtHictb Salmonella B 1 r. BigcyTHicTb
Slaphylococcus aureus B 1 1. BigcyTHicTb
Pseudomonas aeruginosa B 1 r. 3miHu | Tvny -
3miHun 3 akocTi. A®l. CtabinbHicTb. 3miHa nepioay
NOBTOPHMX BUNpobyBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBepAKeHOMY A0Cbe cepTudikara BignoBiAHOCTI
€Bponeickkin hapMakonei, LWo BKtoYae nepios
NOBTOPHOro BMNPobyBaHHs) (Nepiod NOBTOPHOMO
BUNpobyBaHHsa/nepioa 36epiraHHs) - 36inbLUeHHS
abo BBeAeHHs nepiogy NOBTOPHOIO
BunpobyBaHHs/nepiony 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCMiMKEHb Y peanbHOMy Yaci - 3rigHo
0o marepianis ¢ipMu-BMpoGHMKa 3MiHEHO "TepMiH
npuaaTtHocTi" Ha "lNepiog nepekoHTpono" Ta
36inbLUEHO TepMiH 3 2 pokiB A0 5 pokiB.
3aTBepaxeHo: TepMiH NpMaATHOCTI 2 POKK.
3anponoHoBaHo: NMepiog nepekoHTponto 5 pokis.
3minn | Tvny - 3miHm 3 AkocTi. API. KoHTponb API.
3miHa y napameTtpax cneuudikauin Ta/abo
OOMyCTUMMX MEX, BUSHAUYEHUX y cneundikaLisx Ha
ADI, abo BMXigHMN/MPOMDKHWI NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHLWi 3MiHK) - BUNYy4YeHHs 3i cneumdikauii AdI
LIMHXOKaiHy rigpoxnopuay nokasHuka «Baxki
MeTanu» Ha nigctasi ouiHku pusuky ICH Q3D. 3miHn
| Tuny - 3MmiHn 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHUIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea API
(iHLWi 3MiHW)
CynyTHs 3miHa- 3MiHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y meToaax BunpobysaHHa APl abo BuxigHoro

Marepiany/npoMixXHOro NpoAyKTy/peareHTy, Lo
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(iHwWi 3mMiHM y MeTopax BMNpobyBaHHs (BKMHOYaoYm
3amiHy abo gonoBHeHHs1) A®Il abo
BUXiQHOro/MPOMIXKHOIO NPOAYKTY) - BHECEHHS 3MiH y
cneundikauito Ta meToan KoHTponto AdI 3a
NoKas3HUKOM "3arnuLKoBi PO34YMHHMKK", @ came y
nepenik opraHiYyHMX po3dMHHKKIB Oyno BHECEHO
[00aTKOBI PO3YUHHUKM, SIKi | paHilue 6ynm npucyTHi
Ha pi3HMX CTadisix CuHTe3y. 3aTBepAXXeHO:
3anunLKoBi KiNbKOCTi OpraHiYHMX pO34MHHMKIB
eTunauetaT — He binbwe 5000 ppm(0,5%)
3anponoHoBaHo: 3anuLIKOBi PO34YUHHUKN
eTunauetaT — He binbwe 5000 ppm(0,5%) ByTaHon
— He Ginbwe 1000 ppm(0,1%)

Tonyon — He Ginbwe 890 ppm(0,089%)
anmeTtundopmamig — He binbwe 880 ppm(0,088%)
rekcaH — He G6inbLuie 290 ppm(0,029%)
6eH3on — He Ginble 2 ppm(0,0002%). 3miHun | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BUPOGHMKaA (BKMOYaouun, 3a HEOOXiAHOCTI, MicLe
NpoBeEHHS KOHTPOJ SIKOCTi), abo BNacHuka
macTtep-cavina Ha A®l, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI
(AKLLIO 3a3HaYeHOo y AOChE Ha Mikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
Aocbe, abo BUpobHMKa HOBOI JOMOMIXKHOI pe4OBUHM
(AKLLO 3a3HaYeHO Y AOCbe). 3MiHa HaiMeHyBaHHS Ta
KOPEKTHe 3a3HaveHHs agpecy BupobHuka APl 6e3
3MiHM micusa BUpo6HuLTBa ADI.

231.

LIUTPAMOH Y

Tabnetku no 6
Tabnetok y
6nictepax; no 6
Tabnetok y 6nictepi;
no 10 6nictepiB y
nayui; no 10
Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 1 a6o no 10
6nictepis y navui

AT
"NMy6Hndap
"

YkpaiHa

AT "INy6Hudapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHn
| TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkili xapakTepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHNigKEHb, NPOBEAEHUX BignoBigHO
00 nnaHy neaiatpuyHux gocnimpkens (PIP) (iHwi
3MiHN). 3MiHN BHECEHO B iHCTPYKLIIO ANs MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "Ocobnuei 3axoau 6e3nekn”,
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Jo3un"
(yTOoYHeHHs1 iHdpopmallii), "MepenosysaHHs" Ta

bes
peuenma:
mabnemku
Ne 6, Ne10.
3a

peuerimom:

mabnemku
Ne 60
(6x10), Ne

100 (10x10).

He
nidnseae

UA/5535/01/01
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Ne Haszea ®Popma sunycky 3asisHUK Kpaina
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa
3acoby ynakoeka)

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
aidnycky yeaHHs1 | peecmpayiliHo20
noceioYyeHHs1

"MoGiyHi peakwii" BiZNOBIAHO 4O OHOBMNEHOI
iHcpopMmalii Lwoao Ge3nekn 3acTocyBaHHs
nikapcbKkoro 3acooy.

TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS.

*y pa3i éHeceHHs1 3MiH Ao iHCMpPYKUii Npo MeduYyHe 3acmocyeaHHs

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHS

Ounexcangp I'PINEHKO




