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JAEPKABHA CJIYVKBA 3 JIKAPCBEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npoB. Ceitimunoi Hapii, 3, m.Kuig, 02099, Ten/(akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EIPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpainy JiKapchKoro 3ac00y

12.12.2023 Ne 61557/23/10

COJIIKBA

(HalMEHyBaHHA TiKapCHKOTO 3ac00y 3riZHO 3 peeCTpalliiHUM ITIOCBIT4EHHAM)
PO3YMH 11 i exniif, 100 Ox./mMa+50 mxr/mur; Ne3: mo 3 v Y KapTPH/Ki, BMOHTOBAHOMY B
OAHOPA30BY IMPHU-PYYKY; M0 3 INNPHI-PYYOK B KAPTOHHI Kopooui. I'o/ixn B ymakoBky He
BKJIYeHI

(bopma Bunycky, Ko3yBaHHA, B NaKyBaHHs MKapChKOro 3acoby)
Homep peectpaniitaoro mocsiguenus UA/16774/01/01 CTPOK Aii peecTpartiitnoro moceiguenns 01.01.2099
Cepis nikapcrkoro 3aco6y Ne 3F863 A KinekicTs BBe3eHOr0 sikapcrkoro 3aco6y 6240

Bupo6uuk Canogi-Asentic loiunann I'moX, HiMewunna
(HaliMeHyBaHHs BHpOOHHKa JIKapchKoro 3acoly, kpaina TOXOKECHHS )

Beeseno B Vkpainy Tomapncrso 3 06mexenoro BinmosinaapHicTIo "CAHO®I-ABEHTIC
YKPAIHA", inent. xox: 35648623

(HaiimenyBaHHA Ta kox 3a €JIPTIOY IopuaH4HOT 0c00H ab0 NpisBuLIE, iM'A, MO GaTHKOBI (izuyHOI1
ocobu - mianpuems, ii Micie IPOXWUBAHHS Ta peecTpaniiHui HoMep 061iKOBOT KapTKH MIaTHHKA
IIOAATKIB 200 cepis Ta HoMep maciopra) |

IIporoxon BizyansHuore koutporo six 11.12.2023 Ne 3949/2.

3a  pesymbTaTamMM  JepkaBHOrO KOHTPOJIIO BCT4HOBJICHO, IO JIHKApCBKHUM 3aci6 BBe3eHO B Ykpainy 3

AOTPUMAHHSAM BHMOT 3aK0HOIABCTBA 1010 320€3NIC9E€HHS AKOCTI JIIKAPCHKUX 3aCO0iR.

Wi BOHJIAPEHKO

B et

(iniuiany Ta npi3BHiLe)




HucTpub roniRaui nerTp
Xap6op Hapx — 6yn. E
Kamnona Ul

1225 Bypanemr
YropmuHa

Hasea npenapary: Conikea

Po3uun s i’ exatin, 0,15 mr/ 300 Ox.
110 3 M1y OHOPA30Bil mmpH-pyHni Ne 3

Z1

sanofi

Ceprudikar ananizy
Ilepexian

Xpoxcr Al

XroxcT Mapion Poyccen
Hovamang 'm6X

ApeHTic ®apma Jounann I'M6X
Canopi-Apentic HoiAuwnang I'mM6X
Ingycrpinapk Xnoxer L
65926 ®pankdypr-Ha-Maitai
Ten. +49(0) 180/2 222 010

Cepin Ne: 3F863A

Harta Burorosnenun: 02.08.2023

IpugaThuii fo: 31.07.2026
Homep xnicura: 154899
Homep mocraskn: 85891541
ApPTHKYI: 541359
GMID: 711109
HalMeHyBaHuA MOKAZHUKIR PesynbTaTi Bumoru (cneuundixanii)
30BHIHIH BUTIAX Po3unn Pozqun
besbapenuit abo maibke 6e36aperuii posuum, 3
CryniHe 3a6apBiieHEs po3YHHY besbappHmii HE OLIBII BHPKEHUM KONLOPOM, HIX JUIA
CTAIIOHHOTO po3umHy BY (Erp. Gapm.)
[Tposopicts posunny Iiposopnii He 61ibmr BupaxeHa omanecuenmis, Hixk s
€TaJIoHHOI cycnensii [ (€rp. dapm.)
e (PX) Bianosinac Yac yrpumanns 3pa3ka anoﬂmﬂae qacy -
CTaHAAPTHOMY 3pa3Ky YTPUMAaHHA CTavgapty =+ 5%
Mikcrcenatus (PX) Binnosinae Hac yrpumanns 3paska B]I[HDBI,H“&E qgacy
CTAHAAPTHOMY 3pa3Ky YIpPHMaHHs cTaHAapTy + 5%
M-xpeson (PX) Bignoeigae YHac yrpumanns spazka anum,uuae qacy
CTAHIAPTHOMY 3pasky YTpUMaHuA cTaHaapTy + 5%

Incynin rnapria (BEEX)

Jikcucenatun (BEEX)

Mexaniugi BrTIoOUeHHS
Kinekicte gactouok > 10 mxm (HIAC)

KiIBKICTS YacTouok > 25 MM (HIAC)
pH

Hac yrpumanns spaska Bigrosimae qacy
YTPUMaHHA CTaHgapty + 5%

Hac yTpuManHs 3pa3ka BiOMOBinae gacy
YTpHMaHHA cTauaapry =+ 5%

Binnosigae Bumoram  Ilposopwii, npakthano 6e3 CTOPOHHIX YacTOYOK

Bianosigae BEMoOraMm

Bianosizae sUMoram

3araibHa KiNBKiCTE BUCOKO MOJIEKY A PHIAX

NPOTETHIB UL IHCYNIHY MIapriny Ta
mkcuceHatuy (BEEX)

CriopiiHeRi TOMILIKH / TpotyKTH posnamay

Incynin rnaprin (PX)

119 / xoHTeiHep < 6000 / xonTeiinep
1 / xonTeiiHep < 600 / xoureitnep
4.5 4,0-5,0
<0,1 % <03 %

Bianogpinae eEMoramM

3araisHa KiABKICTh CHOPIqHEHNX TOMIILOK (PX)

B KIHIIL TEPMIiHY MPUAATHOCTI
NP BUMYCKY

bynp-sika HeyTOYHEHa OKpeMa CIIopiqHEHrX

JoMika (PX)

Cnopiaxeni noMiriks / NpoAyKTH posnasmy

Jlikencenatug (PX)

0,2 %
0,2 Y%

0,1 %

Biamorigae BUMoOTan

Lleit cepTHdikaT Mae enexTpoHHHIY iTnHC




Sanofi

Ceprugikar anamizy

HHCTpud’ omiiauil uewTp
Xap6op IMapk — 6ya. E
Kamnona Ul

1225 Bypanemrt
Yropiuuna

Hazea npenapary: Couiksa
Poszunn juia 10’ exuiit, 0,15 mr/ 300 On.
no 3 MIl'y 0HOPAa3oRIH MIMpHI-py4ri No 3

Ilepexnan

Xb0XcT A

XpoxcT Mapion Poyccen
Howanang I'M6X

ApenTtic Papma Honunang I'moX
Cauodi-Asenric Jorunaun FM6X
Inayctpinapk Xsoxcy

65926 Opaukdypr-na-Matigi™
Ten. +49(0) 180/2 222 010

Cepin Ne; 38634

Hata Burorogaenus: 02.08.2023

IIpugaTuuii go: 31.07.2026

Bumornu (cnemmdiranii)

< 8,0%
<3,0%

< L,0%

Homep kiiesra: 154899
Homep noctasku: 85891541
ApPTHRYI: 541359
GMID: 711109
HakliMeHyBaHuA noxazHuKis PesyabTaTn
3aranpHa KITBKICTD CHOPIAHEHHX JIOMILIOK/
HpOJYKTIB po3nany {PX)
B KIRIL TEPMIHY HPHIATHOCTI 0.1 %
OPU BUMYCKY 0.1 %
byns-sixa HeyTOUHEeHa okpeMa CHOPITHEHUX -
: <0, %
AOMIIIKA/ IPOAYKT poznany (PX)
Hes[ric(1)-acn(9)]-mxencenarun (PX)
B KIHII TepMiHY NpPHAATHOCT] <0, 1%
IOpPY BHIIYCKY <0,1%
Hes[ric(1)-rni(2)]-nixcucenarun (PX)
B KIHIL TePpMIHY IPHIATHOCT <0,1%
TIpH BUITYCKY <0,1%
L-130-acn(28)-mixcucenaruy (PX)
B KIHL( TEPMIHY HPHAATHOCT] <,1%
IOPH BUITYCKY <0,1%
L-130-acn(9)-nikcucenatus (PX)
B KIHLI TEPMiHY IIPUAATHOCTI <0,1%
IPH BHIIYCKY <0,1%
Huxnik-min-acn(28)-nikcucenatng (PX)
B KIHII TePMiHy IIPUAATHOCTI 0.1%
P BUNYCKY 0,1%
[Mrmk-imig-acn(9)-aikcucenaruz (PX)
B KIHLI TePMiHY TPHAATHOCT] <0,1%
NpH BHOYCKY <0,1%
CrepunpHicTs Binnopinae BUMoram

baxTtepiansHi enzoToKCHAE M

M-kpesony (PX) 2,65 Mr/Mi
[uuk (AAC) 29.8 mxr/mn
Mertio#in (PX) 3,0 mr/ma

Incyniun rmaprin (PX)
Incynin rnaprin (PX)
Jikencenatug (PX)

<80 EO/100 On,.

3,65 Mr/mn

<1,5%
<1,0%

<3,0%
<1,0%

< 1,5%
< 0,5%

<2,0%
<1,0%

<2,5%
< 1,0%

<1,5%
< 0,7%

Bignoeinae €pp. dapm., CIIA
< 80 EO/100 On.
2,43 - 2,97 mr/mn
27,0 - 33,0 Mxr/Mmn
2,4 - 3,6 Mr/Mm
3,46 - 3,82 mr/mn
95,0 - 105,0 oauanue / M

B KIHI[l TEpMIHY MPHAATHOCTI B 6 MKr/MII

45,0 - 52,5 Mxr/™Mn




Sanofi

Ceprudikar anaizy
Ilepexnan

XBoXcT AT

XboxceT Mapion Poyccen
Howunang I'm6X

Arentic @apma Hoitunang T'MeX
Canodi-Asenric Joitynang I'm6X
Innycrpinapk XpoxcT

65926 Opauxdypr-Ha-Maiini

Ten. +49(0) 180/2 222 010

Huctpnt owiitanit uentp
Xapbop Ilapx —- 6ya. E
Kammona Ul

1225 Bynanemnr
Yropmuuaa

el s 3F$63A
Hazea npenapaty: Couiksa pist A%

Po3ganu ans ix’exuiit, 0,15 mr/ 300 On.

no 3 MII y OTHOPa30Bii ImpH-pyumi Ne 3 Hata puroroBaenns: 02.08.2023

IHpuaaTami xo: 31.07.2026
Homep knienra: 154899
Homep nocrasiu: 85891541
ADPTHKYT: 341359
GMID: 711109
HaliMeHYBaHHA NOKAZHUKIB Pesynabrarn Bumorn (crienudikanii)

IIpY BUIIYCKY 50,6 Mxr/ma 47,5 - 52,5 MKT/Mn
Jhikcucenatug (PX)

B KiHUI TepMiHy NpHaaTHOCT] 101,2 % 90,0 - 105,0 %

IIPH BHITYCKY 101,2 % 95,0 - 105,0 %
06’eM, o BUTATAETLCS 3.2 Mn = 3,0 Mn

ngnunigae BUMOTram

HaHi ctabineuocti Ta Tepminy NPUIATHOCT! HMCHI NPU AOTPHUMAHH] YMOB 3bepiradns.

Jlinensig ua sBupoGHUITEO No DE_HE_01_MIA 2023 0008

HMaHum sacBiguyemo, mo maseaena Buine mdopmanin e Tognorw i nocrosipHoro. [laHa cepis Gyna BHPOOICHA, BKIHOYArOTH
IAKYBAHHA, MADKYBAHHA, KOHTPOJIb AKOCTI HA 3a3HAYEHII BHILE ABHHI ¥ IIOBHIH BiANOBIAHOCTI 3 npaeunamMu GMP 1 sinnosiac
CIICHH(IKALIAM 1 BAMOTAM MIiCLIEBOTO PCI'YIIOYOro OpraHy B jilleH3ii Ha Ipoxak KpaiHu-iMnoprepa. JlokyMeHTaLis oo
BUPOOHHITRA, NAKYBAHHA Ta KOHTPOIIO AKOCTI cepli Oyna nepesipeHa Ha BiMIOBIAHICTE BUMOram GMP.

Cepin Texniuno sanymena i €JICKTPOHHO Nignucana;
Hredan Kpyar [Stefan Krull]
10 mucronama 2023 p. 15:23

Menenskep, pinnopinanenuit 3a BHIYCK NPOAYKIUil, YNIOBHOBakeH2 o0coba:
Aoxtop ltedan Kpyaw [Dr. Stefan Krutl]

Liet ceprudixar mae enexTpoHHMIT mianume




sanofi

Ceprudixar cepii Bupodnuka

Hassa npenapary:

Cuna xii/AKTHBHICTD:

Jikapcoka dopmaz =

Coilikea

Incynin rnaprin 100 Oa./vn |
Jikcucenarnm 50 Mir/mn

Pozuun g 8’ exiiin

AlakyBaunA:

Po3mip cepiiz

Tun nakyBanun:

T H

4

-YMOBH 30epirannsas..

Ne3:mo 3 My | xaptprmxki

10 3 WNPUL-PYYIKH B
KapTOHHIA KopoOui

6.240 yraxorox

BEMOHTOBAHOMY B OJAHOPA30BY ILIIPHII-

(be3 rosmok juIs iH’ekmiii)

PY'KY

Bix+2 po +8°C

LMID — GMID:

Cepin Ne:

Jdata BHroToBJcHEA:

HpunaTeuii no:

["oToBa nmpoxykiis

541359 — 711109

3F863A

02 cepnus 2023

31 nunusa 2026

Kpaina imnoprypanna:

Peccrpaniiine nocsimuenns No:

Ykpaina

UA/16774/01/01

Hasga 1a agpeca Hpobumia

Ilonepeis anpeca pupoGumtol ginbHum

Caunogi-Agentic HoHumang Tm6X

[agycrpinapx Xsoxer-Bproninrmrpacce 50,
H500, H590, H600, H750, H785, H790, H§21
Dpasxdypr-Ha-Maitri, leccen, 65926 HimMeuuuna

Canodi-Asentic Joitunann TM6X
Ingycrpinapx Xsoxcr-Bproninrnrrpacee 50,

H500, H590, H600, H750, H78S,

H790

Dpanxpypr-Ha-Maiini, leccen, 65926, HiMewunna

Hpumitka: Pesynetatu aHaM3y 3HaxXomAThcA B CepTudikarti aHaszy.
Lex H750 BuopucToByeTheS SIK XONOAHE CKAIANCHKE NPHMIIIEHH, He € BUPOGHIYOIO AiIbHHLENO.

3asBa npo cepTudikaniio:

JanuM 3acBIAYyEMO, IO HABeACHA BHULE IHOpMALiA € TOYHOK i JIOCTOBIPHOIO. HaHva cepia Gyna BupobleHa, BKIOYAIOYH

NaKyBaHH%/ MapKyBaHHA i KO
MICUEBHX PETYJIATOPHHX OpPT

aiB. [Iporokonn BupobnuuTEa, Nak

BLAMOBIAHICTE BUMoram GMP.

3aTBepKeno:

Hdhanue/

HTPOJNIb AKOCTI, HAa 3a3HAaYEHIH(MX) BHIE BUTBHHUI(AX) y TOBHI# BiAnoBixmocTi 3 BUMoraMu GMP
YBaHHS Ta aHai3iB cepii Oy/u NepernsamyTi Ta BCTAHOBIEHO iX

Hara: 13.11.2023

Aokrop llTedan Kpyab [Dr. Stefan Kiull]

13.11.2023

(Ynosnopaxena Ocoba)




