AEPIKABHA CJIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIA OBJIACTI

npoB. Ceitmrasoi Hagii, 3, m.Kuie, 02099, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.na, Kog €APTIOY 37078774

BACHOBOK
Npo AKiCTH BBE3¢HOr0 B Y KpaiHy Jikapchroro 3acody
28.11.2023 Ne 58650/23/1011
JEHNAKIH XPOHO® 500 MI'

(HalMEHYBAHHA NIKAPCHKOTO 3ac00y 3TinHO 3 peecTpauifHHM MOCBIAICHHAM)
TabaeTkH, BKPHTI 0600J0HKO010, POJORroBaHol Ail o 500 Mr Ne 30: no 30 Tabaerok y
KOHTeliHepi, 3aKPHTOMY KPHIIKOI0 3 BOJOIONOIIHHAYEM, B KAPTOHHiH Kopo6ui

(ibopma suTrycKy, 703YBAHHA, BH NAKYBaHHA MiKapPCEKOro 3acofy)
Howmep peectpaniiiroro noceimaerss UA/10118/01/01 crpok aii peecrpaniinoro mocsigaerns 16.08.2024
Cepis nmikapcrkoro 3acooy Ne EA1185 KinkkicTs BRE3eHOTO Aikaperkoro 3acoby 5280

BupoGrmk Canodi Bintpon Ianactpia, ©pannis

(BaiiMeHyBaHHA BApOOHUKS MKapCeKOTe 3acoly, KpalHa NOXOMKEHHN)

Beesero B Yipainy ToBapucTBO 3 06Mexenowo BinmorinansHicTio "CAHO®I-ABEHTIC
YKPAIHA"Y, igenr. kox: 35648623

{madiMeHyBaHEA Ta KOZ 34 €APIIOY wpuaminoi ocobn abo npisemme, iM'a, ro Garexost diznaaol
ocodH - mianpHeMIn, ii Miclle TpoXKUBEHHA T4 peccTpaniiinnii HoMep o0nikoRo] KAPTKY IUIATHHKA
NoJATKIE 260 cepid Ta HOME] MacmopTa)

TpoToxox eizyansHoro konrponso eig 20.11.2023 Ne 3754/4.

3a pe3yabTaTAMH AOSPAKABHOTO KOHTIPONK) BCTAHOBICHO, MO niKapcmu—n‘—i zaci BBescHO B VKpainy 3




Ceprudikar ananizy / Ceprudikar cepii sa n o ﬁ
Ilepexnan
Canodi Biatpon Iapactpia
1, py ne 11 Bipx
AMBAPE ET JIAT'PAB
33565 — KAPBOH BJIAH Cenexc
PIIC Hantep 775662 25
Cupert: 775 662 257 0010
Onuc: JEIAKIH XPOHO 500 mr, Ta6.1., y KonTeiinepi Ne30 YKPATHA
Cepist Ne: EA1185 GMID xon: 208636
JlaTa BUTOTOBIICHHSL: 21.03.2023 [IpupaTHUH J0: 02-2026
Tum: TabJICTKH, BKPUTI 000JIOHKOIO, IPOJIOHTOBAHOL il
IlakyBaHHs: 1 xonreiinep 3 30-ma Tabnerkamu B KOpoOmi
Punok: Yxpaina
Crenudikarris Ne: MC-00005v. 5.0
Temnepatypa 36epiraHus: 36epiraTtu npu Temnepatypi o 25 °C
HaiiMenyBaHHS IOKA3HUKIB Cnenngikanii PesyabTaTn
XapaxTepHcTHKA
30BHIMIHIA BUIILAL JoBracri, BKpUTi 00010HKOI0, TabIeTKI Binnosigae
3 PHCKOIO 3 000X OOKiB
Koumnip Maibxe 6imi Bignosinae
InenTndikanis
Bamsnpoar ion Rt nocaimxyBaHoro posuyuHy=~ Rt Binmosinae
(BI4-cnekrpockomisa / PX) CTaHAAPTHOTO PO34YUHY
BunpoOyBanns
Maca:
- Cepenns maca 722 — 798 mMr 757 mr
- OnHOpiAHICTH MacH Bignorinae sumoram €pp.Papm. Bixgmosigae
BunpoOyBanHs miHil posmoMy TabneTku MalOTh PO3JIaMYBaTHCA TI0
JimubHiH aiHil Tpy HOpManbHUX Binmosinae
yMOBax
Po3uunenns:
- Banmsmpoar iox (y nepepaxyHky Ha Banenpoar natpiro) (PX)
BincorkoBwuii BMicT Banbmnpoart ioHy, 10 po34HHUBCSA micsid depe3 1 roauHy:
1-nra cramis:
1 emHicTh 10-30% 21%
2 €eMHICTB 10-30% 21%
3 emuicTh 10-30% 21%
4 eMHICTE 10-30% 21%
5 eMHiCTB 10-30% 21%
6 EMHICTB 10-30% 21%
BinmcotkoBuit BMicT Bamsmpoar ioHy, IO PO3YMHUBCA MICHS 3 TOTUHH
1-mma cramis:
1 emuicTh 30-50 % 42%
2 eMHICTh 30-50% 42%
3 eMHICTP 30-50 % 41%
4 emMHiCTh 30-50% 42%
5 €MHICTP 30-50% 42%
6 eMHICTD 30-50 % 42%
Bincorkosuii BMicT Banbsnpoar ioHy, 1[0 PO3UMHUBCA MICHA 6 TOJUH
1-ma cranis: -
1 eMHiCTB 50-70% Ks‘\niu'ﬂﬂ 3
2 €EMHICTE 50-70% ’
3 eMHiCTb 50-70%
4 eMHICTB 50-70%
5 eMHiCTB 50-70%
6 EMHICTD 50-70%




Ceprudikar ananizy / Ceprudikar cepii

sanofi

Ilepexnan
Canodi Biarpon Ingactpia
1, py ne 11 Bipx
AMEBAPE ET JIAT'PAB
33565 — KAPBOH BJIAH Cenexc
PIIC Hantep 775662 25
Cupert: 775 662 257 0010
Onuc: JEIAKIH XPOHO 500 mr, Ta6.1., y KonTeiinepi Ne30 YKPATHA
Cepist Ne: EA1185 GMID xon: 208636
JlaTa BUTOTOBIICHHSL: 21.03.2023 [IpupaTHUH J0: 02-2026
Tum: TabJICTKH, BKPUTI 000JIOHKOIO, IPOJIOHTOBAHOL il
IlakyBaHHs: 1 xonreiinep 3 30-ma Tabnerkamu B KOpoOmi
Punok: Yxpaina
Crenudikarris Ne: MC-00005v. 5.0
Temnepatypa 36epiraHus: 36epiraTtu npu Temnepatypi o 25 °C
KinbkicHe BH3HAYEHHHA
Banempoar ioH (y nepepaxyHKy Ha
Banenpoar Hatpio) 475.0 — 525.0 mr/TabneTky 496.0 mr/TabneTky
(BIY-cniextpockomis / PX)
V BificoTKax 95.0-105.0% 99.2 %

BunpoGyBanHsa MiKpoG6i0IOri4HOT YHCTOTH IPOBOJUTHCA HE MEHINE Hixk Ha 1 cepii Ha pik.
OnmHOpPigHICT MacCH MOJIOBUHH TAOIETKH MEPIOJUYHO BHUKOHYETHCS 3 IHTEpBaJAMH 3AJIEXKHO Bijl PETJIAaMEHTY BHPOOHHUYOL

IUIBHUI.

JanuM 3acBiadylo, 0 HaBeJeHa BHIIe iHGOpMaLid € JOCTOBIPHOKO Ta TOYHOW. Jlana cepis Oyna BUpoOIeHa, BKIIOYAI0TH
[IaKyBaHHA/MapKyBaHHA Ta KOHTPOJb SKOCTI Ha BHUIIE3a3HAYCHiH MiMbHUII y MOBHIM BiamosimHocti 3 Bumoramu GMP,
BCTaHOBIICHUMH MiCLIEBUM PETyIATOPHAM OPTaHOM, a TAKOXK BIALIOBITHO 10 crierudikariii, mo MiCTATECA y peeCTpariiHOMy
JIOChE KpalHu-iMmoprepa. IIpoTOKOMM BHPOOHHWITBA, TAKyBaHHS Ta aHaJli3iB OyidM TEperisHyTi Ta BCTaHOBIIEHO

Bignosiguicte GMP.

3a JOIaTKOBHM 3aIIMTOM, MH MOXKEMO HaJaTH Pe3yJIbTaTH BUNPoOyBaHHA Mikpo6iooTivyHOT YHCTOTH i3 3aJTaHUME MEXXaMH,
(KOHTPOJIb BUKOHYETHCS MTEPIOTHYHO TOTPUMYIOUHCH HAITMX BHYTPILTHIX CTAHAAPTHUX ONEpalifiHuX Opoueayp).

MpyMiTkM WoOAO pileHHA: cepito BunyweHo 27 keiTHA 2023 p., 4oaaHO BANPaBreHHs cneuvdikadii.

Pimenns moao BHIMycKy cepii: Jo3Boneno

Jara:

YnoeHOBa:KeHa 0c002a 200 0c00a, KA ii 3amimac:

23 cepmust 2023 (migmuc)
Cegepun I'ypBins [Severine Gourvil] Am6ape

YIOBHOBAKEHA 0c00a

A “;_/v‘\\
dipa MM




sanofi

Ilepexnan

CEPTHU®IKAT CEPIi BAPOEHUKA

IIpn3HaveHHs:
Peectpaniitae mociaeHHs Ne:
[pesenTamis:

Hasga npenapary, cuna nii, 1o30BaHa
dbopma:

AKTUBHI 1HIpei€HTH:

[TakyBanHs:

Cepist Ne;

Poswmip cepii:

JlaTa BUrOTOBJICHHS:
IMpunatauit no:

HaiiMeHyBaHHS, MiCIIE3HAXO[)KEHHS Ta

HOMEpH JilleH31H AUTHHUIB 3 BUPOOHULITBA

Ta KOHTPOJIIO SKOCTi:

Bupo6Hauya ninensis Ne:

3asBa npo ceprudikamiio:

VYkpaina

UA/10118/01/01

JAEITAKIH XPOHO® 500 MT', TabneTku, BKpUTI 000JIOHKOIO,
TIPOJIOHTOBAHOT JIii

Bansnpoar Hatpiro (333 mr/rabnerky) i
Banenpoesa kuciora (145 Mr/rabnerky)

30 TabreTok (y NONINpPONiIEHOBOMY KOHTEHHED1)
EA1185

24 000 ymmakoBOK

21.03.2023

02.2026

Canooi BinTpon Inmactpia

1, py ne s Bipx

AMEBAPE ET JIATPAB

33565 — KAPBOH BJIAH Cepekc,
®panmis

2022 178 1 2

HauuM 3acBiguyro, II0 HaBeAeHa BWIIe iH(OpMalis € JOCTOBIpHOI Ta TO4HOIO. JlaHa cepis Oyna
BUPOOJIEHa, BKIIOYAIOYN NAaKyBaHHS/MapKyBaHHA Ta KOHTPOJb SKOCTI Ha BHINEC3a3HAYCHIM MUIBHHIN Y
NOBHi# BignoBinHOCTI 3 BUMoramu GMP, BCTaHOBIICHHMH MICIIEBAM PETYIATOPHUM OPTaHOM, a8 TaKOX
BIAMMOBIAHO 70 cuernudikariii mpoaykmii MEIUIHOTO 3aCTOCYBAHHS, IO MICTATECA Y PEECTPALiHHOMY
IOChE KpaiHu-iMropTepa. [IpoTOKoNM BHPOOHMIITBA, NMAKYBAaHHSA Ta aHANI3IB OylIM TEPErNISHYTI Ta

BCTAHOBIEHO Bianmosiguicts GMP.

[IpizBumie ocobn, sxa Bi3ye cepTUdikar:

Mipiam BAJLI [Myriam WEILL]
Jlata: 28.08.2023

AMB-P-REL-01431 V6.0

Sanofi Winthrop Industrie -1 rue de la Vierge Ambares, 33565 Carbon Blanc cedex - Tel +33 (0)5 57 30 30 00 - Siret :

ITocama: YnoBHOBaXkeHa ocoda 3 3a0e3neueHHs
sikocTi. IIpoRizop.

ITigmuc: /ITigmmc/

00101 - APE 2120Z

Siege social : 20, avenue Raymond Aron, 92160 Antony, France - S.A. au capital de 266 084 864 € - 775 662 257 R.C.S. Nanterre - Code APE 7010 Z - Ne Intracommunautaire : FR 45 775 662 257

www.sanofi.com
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JEPXIIIKCIIYKBA
AEPKABHA CJIIYXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBKII OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

16.02.2023 Ne 5729/23/10

AEINAKIH XPOHO® 500 MI'

(HaiiMeHyBaHHS TIKAPCLKOro 3acoBy 3riTHO 3 peecTpaLiiinum TIOCBI TUCHHAM )
TabJIeTKH, BKPUTI 000 I0HKO10, IPOJIOHrOBaHON aii o 500 mr; Ne 30: no 30 Ta6aerox y
KOHTe#Hepi, 3aKPHTOMY KPHUIKOIO 3 BOJOI'ONOITHHAYEM, B KAPTOHHI KopoOui

(dhopma BHITycky, nO3yBaHHS, BUL NIaKyBaHHS JIKapCLKOro 3acofy)
Homep peectpaifiroro nocsiguenus UA/10118/01/01 crpox aii peccrpauiiinoro nocrinuenns 16.08.2024
Cepis mikapcekoro zaco6y Ne DA (9P Kinekicts BBe3eHoro mikapeskoro zacoby 5280

Bupo6uuk Canodi Bintpon Innactpia, ®panuis
(HatiMeHyBanHs BUPOGHIKA TIKAPCHKOTO 3ac00y, KpaiHa [IOXOJIKEHH )

Beeseno B Yipaity ToBapucTro 3 00MesKeHOI0 BianoBinaabHicTIO "CAHO®I-
ABEHTIC YKPAIHA", inent. xoa: 35648623
(HaiMeHyBanns Ta kop 3a €JPIIOY IOpUIHYHOT 0coOU afo mpi3BuiLe, imM'a, 110 GaTEKOBI
disiunoi ocobu - nixnpuemus, ii Miclle NPoXBaHHS Ta peecTpariiEuit HOMep 00NiKoBOT
KapTKH MITaTHHKA [0AaTKiB afo cepis Ta HOMep macropra)

Ipotoxoa BisyansHoro xourpomo six 16.02.2023 Ne 0400/6.

3a pesyibTaTaMH JEPKABHOTO KOHTPOJK BCTAHOBIEHO, 10 nikapcekuit 3aci6 BEeseHo B Ykpalmy 3

AOTPHMAHHAM Bumor 3aKOHOJIABCTBA IOA0 3abe3NeUeHH s AKOCTI JIiKapChKuX 3aco6is.

e
YK P g

Ipuna IAJIAMAP

{intieiany ma npianimue)




Ceprudikar ananizy / Ceprudikar cepii S a n o ﬁ
[Tepexnan
Canodi Binpon Iugactpia
AMBAPE ET TATPAB
1, py me nsa Bipx
33565 — KAPBOH BEJIAH Cenexre, ®panuia
Ten.0557303000, ®axc.0557303600
GMID xog: 208636 Cepisn No; DAOIP
JlaTa BUTOTOBICHHA! 05.11.2022 IpupaTauil no: 10-2025
Omic: JETAKIH XPOHO 500 mr, Tabu., v koureiinepi Ne30 YKPATHA
Tur: TabMIeTKH, BKPHTI 0GOIOHKOI0, IPOIOHroRano] Oil
IMakyBanHA: 1 koHTefinep 3 30-Ma TabreTkamu B Kopobui
Punok: Ykpaina
Honatkora ingopmania: | He 3acTocoByeThes
Crenndikanis Nu: MC-00005 v. 5.0
Bepcisa No: 6
HajimenyBaHHSI MOKa3HHKIB Crnenndgixanii PesyasTaTH
XapakTepueruka
3oBHilnHi# BUrIAR Josracri, Bkputi 060JI0HKOIO, TABMETKH Biamnosizae
3 PHCKOIO 2 060X OOKIR
Konip Maitxe 6ini Binnosinae
InenTudikanis
Banenpoar ion Bianoginae Binnmosinae
(BIY-cnexTpockonis / PX)
Buanpobysanus
Maca:
- Cepenns Maca 722 —798 mr 757 mr
- OpnopipHicTs Mack Bianosinae Binnosinae
BunipoGysanua ninii poznomy Binnorinae Bianorinae
Po3unHeHHs:
- Banenpoar ion (y nepepaxynxy Ha Bassnpoar Hatpiio) (PX)
Bincotkoesii BMicT Bansnpoar iony, mo po3unsusca mcns qepes 1 roguy:
1-ma cranis:
1 emuicTL 10-30% 20%
2 eMHicTE 10-30% 20%
3 eMHICTE 10 -30 % 20%
4 eMHiCTE 10-30% 19%
5 eMHicTE 16-30% 20%
6 eMHICTD 10-30% 20%
2-ra cranin
Kosxna semiunna 9-33% He sacrocoryeThes
Cepeaue (1-1 Ta 2-1 cragii) 10-30% He 3actocoByeTecs
3-T4 cTanis
e 22 Tabnetku: 9 — 33 % He sactocoryernca
24 tabnetku: 8 —36 %
Cepenuc (1-1, 2- ta 3-V crazii) 10-30% He zacTocoByeTnes
Bincorxosuii mict Bansnpoar iony, 1o po3YHHMEcs micas
1-mia cranis:
1 emnicts 30-50% 41%
2 EMHICTE 30-50% 41%
3 emMHICTR 30-50% 41%
4 emHicTh 30-50% 41%
5 eMHiCTB 30-350% 41%
6 EMHICTD 30-50% 41%
2-ra crajis
KoxHa Benn4una 27-55% He sactocoByeTrcs
Cepenne (1-1 Ta 2-7 cragnii) 30-50% He sacTocoryethen
3-T4 cTamix
22 Tabnetkn: 27 — 55 % He sacTocosyerses
Koxaa sequrutia 24 rabnetkn: 24 — 60 % ’

W;’/f’ @l D e T

Gl ©7 25 e




Ceprudirat ananizy / Ceprudikar cepii sa n o i l
[Mepexnan
Canodi Binrpon Innacrpia
AMBAPE ET JIATPAB
1, py ne ns Bipx
33565 — KAPBOH BJIAH Cenexc, Opannis
Ten. 0557303000, daxe. 0557303600
GMID kox: 208636 Cepia Ne: DAOIP
Jara BHTOTOBNEHHA: 05.11.2022 IIpupaTHuii go: 10-2025
Onuc: AEINAKIH XPOHO 500 mr, 1a6.1., y koHTeiinepi Ne30 YKPATHA
Tum: TabaeTkH, BKPUHTI 000NOHKO, MpoToHroBanol mii
[lakyBanng: 1 xonTetinep 3 30-Ma TabneTkaMH B Kopobui
Purok: YkpaiHa
Honatkosa indopMauin: | He 3acTocoByeTses
Crneundrirarris No: MC-00005 v. 5.0
Bepcis Ne; 6
Cepeane (14, 2- ta 3-i cramii) 30-50% He 3acTocoBYETECH
BincoTkoBuit emicT Bansnpoar iOHY, IO PO3YHHMBCA ITiCMH 6 TOHHH
l-ma cramia:
1 emuicTs 50-70% 60%
2 emHicT 50-70% 60%
3 eMHicTR 50-70% 60%
4 eMHiCTD 50-70% 60%
S5 eMHICTE 50-70% 60%
6 eMHICTh 50-70% 60%
2-ra cragia
Koxua Bennumna 45 -77% He zacTocosyeTnes
Cepenge (1-1 Ta 2-1 cranii) 50-70% He 3acTocosyerbea
3-T4 cTagis
KoK BeHuAHA 22 rabnetkn: 45 - 77 % He sacTocosyernes
24 tabaetkn: 40 — 84 %
Cepeaue (11, 2-i ta 3-1 cranit) 50— 70 % He 3acTocoByeThes
KinpkicHe BH3HAYeEHA
Bancripoar ioH (y nepepaxysxy Ha
Banenopoat Hatpiro) 475.0 — 525.0 mr/Tabnerxy 492.4 mr/Tabnerxy
{blY-criexrpockonia / PX)
¥V BimcoTkax 95.0-105.0% 98.5 %
Jnst pocificekoro pukky BrpofHuk 3a6e3nedye BiANOBINHICTS BHOPOGYBaHHa MiKpoGionoriuHoi uncToTH HeoGXimHUMU
HOPMAaTHBHUMH ROKYMEHTAMU. Bunpofyranus MiKpoSionoTivHoT YucToTH NPOBOAMTECA He MeHIE Hixk Ha 1 cepil Ha pik.
Hlannm 3acBinvyio, Wo HaseneHa Buime iHpopmMawis € ROCTOBIPHOK Ta TOUHOK. Jlana cepis Gyna BHPOGIeHa, BIUTIOYAKTH
TNaKy BAHHA/MAPKYBAHHA T4 KOHTPONb AKOCTI Ha BUIIEIA3HAYEH|H OUIBHHIT ¥ HOBHIN BifIOBiNHOCTI 2 BUMOraMu GMP,
BCTAHOBJIEHHMY MICLIEBHM PEry ITTOPHHM OPraHoM, a TaKox BiINOBiAHO 20 crieudHKaLif, 100 MiCTATLCA Y peecTpatifthomy
Aocke  KpaiHu-iMnmoprepa. ITpoTokonu BUpoGHULTBA, MaKyBaHHA Ta aHaniais OyAM [eperniHyTi Ta BCTAHOBIEHO
Binmoeiagicte GMP,
3a IONATKOBYM 3aIIMTOM, MH MOXEMO HANATH pesynbTat BHnpobyrania MikpobionorieHol SiHeToTd i3 38 TaHHMH MEMAMH,
(KOHTpONb BHKOHYETLES MEpioNMuHo AOTPUMYIOUHCh HALIMX BHY TPILLIHIX CTAHAAPTHHX onepauiiHux npoueayp).

Pinrenns momo Bunycky cepii: Ho3soneno
Hara: 30.11.2022 12:07:11.00
YnosHOBaxeHa 0¢06a abo ocoba, sKka 1T 3amiwac: BAWJI Mipiam [WEILL Myris

Ceprudixar sxocti 3aTeepmxeHuit B CIEKTPOHHOMY BHTJIALI.
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SANOFI

[lepexnan

CEPTU®IKAT CEPIi BAPOBHHUKA

[IpH3HaueHH:;
Peectpauniiine mocsinuenns Ne:
IIpesenTanis:

Hassa npenapary, cuna zii, no3oBaHa
thopma;

AKTHBHI iHrpemieHTH:

Tlakypanns:

Cepis Ne;

Poswmip cepii:

JaTa BHTOTOBRIIEHH:
Npunatuuii qo:

HalimenyBanms, MiclesHaxoIkeHHS Ta

HOMEDH JTileH3ii AIMBHHUIE 3 BUpoOHUITRA

T4 KOHTPOMIO AKOCTI;

BupoOuuua ninensis Ne;

3aspa npo ceprndikaniio:

YkpaiHa

UA/10118/01/01

HENAKIH XPOHO® 500 MT, rabnerku, BKpHTI 06 0JI0HKOIO,
nponoHrosanol xif

Banpnpoar waTpito (333 Mr/Tabnetky) i
Bancnpoepa kucnota (145 Mr/tabnetky)

30 rabnetox (y nominponineHoBoMy KoHTelHepi)
DAOSP

24 396 ynakoeok

05.11.2022

10.2025

Canodii Bintpon [unacrpia

1, py ze na Bipx

AMBGAPE ET JIATPAB

33565 — KAPBOH BJIAH Cenexc,
Opanuis

M 16/068

HaHuM 3acsimyyro, mo HaBeAeHa BHWE iHdopMauis € JOCTOBIPHOKO Ta TO4HOW. J{awa cepis Oyna
BHPOOJIEHa, BKIIOYAIOH MAKYBAHHA/MADPKYBAHHS Ta KOHTPONB SKOCTI HA BHIIE3a3HAYeHii Ainenuni y
IOBHIH BiANOBiAHOCTI 3 BUMoramu GMP, BCTAHOBIEHHMH MiCHERMM PETYIATOPHUM OPraHoM, 4 TAKOXK
BIONOBIAHO J1o cenmdikaliit npogykuil MEAUYHOro 2aCTOCYBAHHA, IO MICTATHCS Yy peecrpauifinomy
mocke KpaiHu-iMroprepa. [TpoTOKONM BHPOOHHUTBA, TAKYBAHHA T4 aHANI3IB Oymu mepernadyTi Ta

BCTAHOBIIEHO BiNNOBiAHIcTE GMP,

Ipissuie ocobu, ska sisye cepTudikar:

Mipiam BAHJI [Myriam WEILL]
Hara: 30.11.2022

AMB-P-REL-01431 V5.0

[Mocana: YnosHoBaxkeHa ocoba 3 3abesneHeHHs
akocti. ITposizop.

Hipnuc: MTipmec/

Sanofi Winthrop Industrie -1 e de la Vierge Ambares, 33565 Carbon Blanc cedex - Tel +33 (015 57 34% R

X
00101 - APE 21202 t

Stege social : 20, avenue Ravmond Aran, 92160 Antony, Franee - S.A. su capital de 266 034 864 € - 775 662 257 R.C.S. Nanterre - Code APE 7010 Z - MaWNE

waw saoofi.com
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Ceprudikar ananizy / Ceprudirar cepii S O no I I
. Iepeknan
CaHo¢i Binrpon Ingacrpia
AmGape et Jlarpag
1, py ae na Bipx
33565 —KAPBEOH BJIAY Cenexc, Opanruis
Ten. 0557303000, daxe. 0557203600 ; :
GMID xox; 208636 Cepia Ne: FA2771
| _Mara BuroropneHus: 05.07.2024 Upunatauii ao; _| 06-2027
Onuc: HAENAKIH XPOHO 500 mr, TabJ., ¥ KouTelinepi Ne30 VICPATH A
Twum: TalNeTKH, BKPHTI OBOIOHKOK, TPONTOHTOBAHOT i
[MaxypaHis: | koHTelHED 3 30-Ma TabneTkamMy B KOopobi
Punox: Yxpaina
Honatkosa inhopmauis; He sactocomyerses
Crenndikariz No: OPE-(283434 v. 6.0 l Bepcis ceprudiikary: | 2
VYMosu 36epiragan: He pume 25°C
TSR
[
Hajimenysanus noxasuuxis Croeundixanii PesynnraTu
XapaxkTepueruka .
3oBHiwniit Burmay Hopracti, expuTi oboncHKor0, TabmeTkn Bianosigae
‘ ' 3 PHCKOIO 3 060X GoKiB ‘
Kouip Maiixe 6ini Bimgnorigae
InenTixanis
Banempoar ion * Bigmoeigae Bianoeinae
(BY-crtexrpockonis / PX)
BunpoGysanns
Maca:
- Cepenns maca 722 - 798 MT 764 mr
- OnropianicTs Macu {Erp.Papm.) Bimiosinae . Biamoeinae
BunpoGysanns nimii posnoaMy** Bimnosinae ) Binnosinae
Pozunmenns: '
- Baaenpoar ion (y VepepaxyHky Ha Bansnpoar Hatpio) (PX)
Bincotkoruii smicr Banbnpoart tony, mo posunnmses sepes 1 roguny:
1-m1a cranis; :
1 emHuicTe 10-30% 23%
2 eMHICTE 10-30% 22%
3 emuicTs 10-30% 23%
4 €MHICTE 10-30% 23%
5 eMHicTs 10-30% . - 23%
‘ 6 eMHiCTE 10-30% ‘ 22%
2-ra cramis
Koxna Benmunna 9-33% He 3acrocosyerres
Cepeane (14 ta 2 cramii} 10-30% He 3acrocobyernes
3-1s cTagia ‘ -
22 rabnerkn: 9 - 33 ¢ He 3actocomyernea
Kosiha, neviitmma 24 ra6uerku: & — 36 % ’
Cepenuae (1, 2-1 Ta 3 cramii}  10-30% He zacrocoyereca
Bigcorkornit smicT Bansnpoar iony, mo posusmmecs q9epes 3 rofMun
1-w1a cragmis: .
! emmicTs 30-50% ‘ 44%
2 EMHICTE 30-50% 43%
3 eMHICTB 30-50% 44%
4 emuicTE 30-50% 44%
5 eMHICTE ) : 30-50% 44%
6 eMHICTB 30-50% 43%
2-ra cTajisn
Koxha semmmpna 27-35% He 3actocoByersca
Cepeae (11 Ta 2 CTami) 30-50% He sacrocosyeThes

Pre qudons s 6o ar .y




Ceprudixar anaizy / Ceprudikar cepii SO n oﬁ

Hep_emazl
Carodi Bintpon Innacrpia
Ambape er Jlarpag
1,'py me na Bipx
33565 - KAPBOH BEJTAH Cenexc, Opannis
Tea. 0557303000, Daxc. 0557303600
GMID xox; 208636 Cepis Ne: FA2771
. ZlaTa BHroTOBIEHES: 05.07.2024 [puparnuii go: 06-2027
Onuc: JEMAKTH XPOHO 500 mr, Ta6u., y konTeiinepi Ne30 VKPATHA
Tam: TaGNETKH, BKPHTI 060T0HK 0K, TPONIOHTOBAHOGI Iif
[TaxyBanHs: | kouretinep 3 30-ma rabrerkamu B KOpobii
Purox; Ykpaina
| Honatkoea indopmamnis: | He 34CTOCORVETECA
Crieundikaria Ne: OPE-0283434 v. 6.0 | Bepcis ceprudixary: [ 2
YMoBu 30epiragas: . | He Bume 25°C
3-Ts1 cranis
T . 22 rabnmerku: 27 — 55 % He zactocoryernca
24 Tabretru: 24 — 60 %,
Cepenue (11, 2-i ta 34 cragii) 30-—50% . He 3actocosyersca
[ Bincortkoruit emicr Banenpoar iony, wo PO3YHHUBCH Yepes 6 rogux
l-ma cragis:
1 emuicTs 50-70% 62%
2 emMHicTR 50-70% 62%
3 emHicTE 50-70% 62%
4 emuicts 50-70% 62%
5 eMHicTs 50-70% 62%
6 eMHICTE 50 -70 % _ 62%
2-ra cragis :
Kosxua sennunma 45 —77% : He zacrocomyetsca
Cepeane (1-i ta 24 cTamji) 50-70% He sacrocopyersca
3-ra crania
22 Tabnerku: 45 — 77 % He 3acrocoryerncs
Konca wemmratsa . 24 rabnerxu: 40 — 84 %
Cepenne {14, 2-f ta 34 cranii) 5070 % He zacrocomyerrca
Kinekicie Bmsnauenms
Banenpoar iou (y TepepaxyHKy Ha
Bambnpoar Hatpiro) 475.0 -525.0 MI/TabneTky 506,1 mr/radnerxy
(bI9-cnexrpockomis / PX) ' )
V. BigcoTkax 95.0-105.0% - 101,2 %

BunpoSypanns mixpo6ionorigmoi TCTOTH NPOBOAUTECA HE MEHITE Hix Ha | cepii Ha pik.

Bunpotyranus ma OAHOPIAHICTE MAacH ITOMOBUY TalIeTOK NIPOBOIUTECT TiIbIY [IpY BUTIYCKY depel iHTepBamu wacy,
BH3HAYCH] DIFOYHM pernaMenTon BHpPOOHHKA,

* YTounenns womo ineHTH IR BaIBIIPOAT-ioHy Metoztom BEPX : Rt JOCHIKYBAROTO POIUMHY =~ Rt CTAHDAPTHOrO
po3iMdy. - YTouneHns moxo izeHTHGi kAN BaJIBIIPOAT-{0HY MeTOmoM BIY-cnexTpockonii : CEePENHE 3HAYEHHS ITOBMHHO
BLANOBiAATH KpuTtepism TPHEHATHOCTI J1s MeToay bIY-cnexrpockomnii. '

** Yrourenns wono TeCTY HA BHOpOGYBAHHA MiMii PO3IOMY TabIeTOK : TaGNeTKH MToBHHM] JaMaTyCcs 110 JiHiT AlnedHs sa
HOPMAJILHHX YMOB, :




Ceprudikar ananisy / CepTagikat cepii S a n o I I
ITepexnan,
Canodi Binrpon Iuaactpia
Ambape et Jarpas
1, py #e i1 Bipx
33565 — KAPGOH BJIAH Cenexc, Dpaunin
Ten, 0557303000, Gakc. 0557303600
GMID kon: 208636 Cepis Ne: FA2771
4TA BUTOTOBIICHHS! 05.07.2024 Hpn,uaTH_Hﬁ 0o: . 06-2027
Onuc: JAENAKIH XPOHO 500 wmr, Tab1., y xouTeiinepi No30 VKPATHA
Twam: TabNeTKH, BKPHTi 060IOHKOIO, TIPONOHTOBaHOI il
Takyeanns: | xoRTeHHep 3 30-Ma TabneTkamu B Kopobin
Purok: Ykpaina
| Hoaarkora indopmanin: He sacTocosyeTnos
Crermdikarig Ne: OPE-0283434 v. 6.0 l Bepeis cepruikary: | 2
iMOBH 30epiragms: He pame 25°C
Pimenus mono sumyexy cepii: Jossonexo
Hara: 30.07.2024 11:44:38.00
YnoBHOEaxeda ocoba abo ocoba, axa i 3aMimae; BEHJIL Mipiant [WEILL Myriam]

Ceprudixar socti sateepaxenii 5 CACKTPOHHOMY BUTTAAL ¥ BATIAOBANI cHeTem],




Sanofi

Ilepexnan

CEPTUDIKAT CEPIi BUPOBHHKA

Ipusnavenns:
PeccTpanifine nocsiquenns Ne:
Ipesenranis:

- Haspa npenapary, cuna nii, no3osana
thopma:

AKTHRHI iHTpEicHTH:

IlakyBanus;

Cepin No:

Posmip cepii:

HaTa BuroToRTEeHHS:
Tpuzatunit go:

HaiimenyBanns, miciieataxomxens ta

" HOMEPH MILeH31# JIEHMIL 3 BHPOOHHUIITRA

Ta KOHTPONEQ SKOCTI:

Bupotunrua ninensia Ne:

3asea mpo ceprudikauiro:

Ykpaina

UA/10118/01/01

Henakin Xpono® 500 MT', ta6neTxn, BKPHTI 0GOMOHKOR0,
MPONOHIOBAHOT Jii

Banenpoar marpiro (333 mr/rabnerky) i
Bannnpoera kuciora (145 Mr/Tabnerky)

30 Tabnerox (y IOTINPONiTeHOROMY KoHTeHepi)
FA2771

24 120 ynakosok

05.07.2024

06.2027

Canodi Binrpon Inmacrpia

1, py e 1 Bipx

Awmbape er Jlarpas

33565 — KAPEOH BJIAH Cepexc,
Opanmis

2024 033 1 2

HanmuM saceimuyro, mo HabedeHa BUHle iHbOpMamia e TOCTOBIPHOI Ta TouHOW0. [laHa cepis Oyma

BIAMOBIAHO 110 cnenudikanifi npoaykiii MeaHyEOrO 3aCTOCYBaHHS, IO MICTATECA ¥ PeECTpanifHOMy
AOCkE Kpainu-immoprepa. IpoTokoim BHPOOHHITBA, NAKYBAHHS Ta AaHAN3iR Oyan mepernsmHyTi Ta

MNpisBuie ocobn, axa Bi3ye ceprudikar;

Mipiam BEHUIb [Myriam WEILL]
Hata: 30.07.2024

AMB-P-REL-01431 V6.0

ocama: Ynosrosaxena ocoba 3 3abesnedeHns
akocti. [lporizop.

ITijyume: Aianwc/

Sanofi Winthrop Industric -1 rue de la Vierge Ambares, 33565 Carbon Blanc cedex - Tel +33 (0)5 57 30 30 00 - www.sanofl.com

Sicge sodial : 20, uvenue Raspail Arou, 94250 Guntilly — FRANG

E S A au cpital de 328 462 272 € - R.C.S, 775 662 257 Creteil - Ke Intracomsmunautaire : FR 45 795 662 257 Code APE 70102
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HAEPIKABHA CJYKBA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMA ¥ KHIBCHKIW OBJIACTI

npos. Ceitnuusol Hagii, 3, M. Kuie, 02099, Ten/axe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €/(PTIOV 37078774

BHCHOBOK
XIPO AKICTH BEE3EHOTo B YKpainy JikapcenKkoro 3acoby
20.09.2024 : Ne 46433/24/10
JETAKIH XPOHO® 500 M

(waiiMenyparsn nixapeskoro 3aco0y 3riAHO 3 peecTpaiiimmy TOCRIAMEHHAM)
Ta0JIerkH, BRPUTI 060100010, uposonrosanei Aii mo 500 mr, Ne 30: mo 30 Taénerox y
KOHTeiiHepi, 3aKpHTOMY KPMIKOLO 3 BOJNOTOMOrIMHAYeM, B KapTOuHIili Kopodui

(dropma Bumycky, AO3YBAHIE, BHA IaKyBaHKA RIKAPCHLKOro 3acoby)
Homep peectpaniiinoro noceimaenns UA/10118/01/01 CTPOK Aii peccTpauiiinoro noceiguenna 16.08.2025
Cepis nixapepkoro 3acoby Ne FA2771 Kinsxicrs Beesexoro nikapcrkoro saco6y 15840

Bupobmix Canodi Binrpon Iupacrpia, Ppagmis
{waitmenypanus nupobHuxa niKapesKoro 3acoby, Kpalaa TIOXOKEHH)

Breseno B Vipainy Tosapucrso 3 oOMexenolo Binnosinannuicrio "CAHO®I-
ABEHTIC YKPAIHA", inenr. xox: 35648623

(matiMesypanms Ta ko) 32 CAPTIOY wopumuanol ocobu abo npisBuILe, 1M'A, 0 GATLKOBI
dhiznynol ocobH - nignpuemis, 37 Mieue NPOXBAHIA Ta peecTpainmii HoMep oB1ikoso)
KAPTKI IAATHHKA MONaTKiB afio cepis Ta HOMED NacnopTa)

IpoToxon sizyansmoro xontpomo pin 16.09.2024 Na 2742/9,

3a  peaympratamu NEPKABHOTO KOHTPOMIO BCTAHOBNEHO, IHO nikapcekuii 3aci6 BBeseno B Yipainy 3
AOTPMMAHHAM BuMor 3aKoHOaaBCTEA LOAO 3a6e3MEeYSHHA AKOCTI MKAPCHKIX 33C06iE.

/g - @2;/ Bixrop CTE®KIBCHKHI

—“éﬁé_‘ (iniuians Ta npissiue)




CepTadixar aHaxisy / Ceprugikar cepii

sanofi

Mepexnan

Canodi Bintpon Inpactpia

AmbGape et Jlarpas

L, py me na Bipx

33565 - KAPBOH BJIAH Ceaexe, Gparnis

Ten. 0557303000, daxe. 0557303600
GMID xoxa: 208636

3-15 cTagis

22 Tabnetku: 9 - 33 %

24 tafineriur: § — 36 %
Cepenne (14, 2-7 1a 3-i cragif) 10-30%

Biacorkoenit saicr Banenpoar iony, njo PO3UHHMBCS Yepes 3 roguuw

Kosxna senuupna

l-ma cramia:
1 eMHicTR 30-50%
2 eMHICTE 30-50%
3 eMmuicTh 30-50%
4 €MHicTh 30-5019%
5 eMHicTh 30-350%
6 eMHICTE 30-3509%
2-ra ¢rapis
Koxna pennumna 27-55%
Cepenne (1-1 Ta 2.4 cTami) 30-50%

Cepis Ne: # FA2772 j
Hara surorosnenas: 05.07.2024 [punaruauii go: 06-2027
Ohune: AEITAKIH XPOHO 500 ML, Ta6JL., ¥ KouTeitnepi No30 VKPATHA
Tun: TadneTky, BKpuTi ofomonkor, TIPOJIOHTORAHOT Rif
Maxypairo: 1 kouretinep 3 30-Ma TabreTKaMy & KOpobr
Punok: Vkpaiua
Honatkora ingopmanis: He 3aCTOCOBYETECA
Cnemudikanis Ne: OPE-0283434 v. 6.0 Bepois cepradixary: f 2
YMoBH 36epiranps: He sume 25°C e
—
Haitmenypauns noxasnukis Cnenundikaniy PesynsraTn
Xapaxtepueruxa
3oBuiwHid euTian Hosracti, srpuri o0onouKor0, TabneTk Bignorigae
3 PHCKOIO 3 060X Bokin
Konmnip Maiixe 6ini Bixmosigae
Inenrutikanin
Banenpoar joy * Binnozinae Bigrorinae
(BIII-cneKTpocxoniH /PX)
Bunpo6ysanns
Maca:
- Cepefias maca 722 - 798 mr 758 Mr
- Onropinmicrs macy {€rp.Dapm.) Bigmosigae Binnogizae
Bunpobysarus nimit posnomy** Bizmosinae Bianogigae
Pozuunenns:
~ Bansnpoar joy (y nepepaxymxy ra Banenpoar HaTpif) (PX)
Bincorxormit amicT Banenpoar iony, uo PO3IMHMECH Yepes | ronuny:
l-11a cragis:
1 emuicTs 10-30% 23%
2 eMHIcTE 10-30% 23%
3 emHicTE 10-30% 22%
4 emuicTs 10-309% 23%
5 emuicte 16 -30% 22%
6 emHicTE 10-309% 23%
2-ra cTanis
Koxna seqmuuna 9-339% He sacrocoByernes
Cepenge (11 ta 2§ cTatii) 10-30% He zacrocopyeries

He zacrocoryerses

He sacrocoryeTsen

44%,
44%
44%
44%%
44%
45%

He sacrocomyernesn
He 3actocoryetscy

)
P o 4 1605
2801 2024/




Ceprudikar anauizy / Ceprudirar cepii

sanofi

Iepeknan

Canogi Bintpon Ingactpia

Awmbape et Jlarpas

1, py ne s Bipsx

33565 - KAPEOH BElIAH Cenexc, Opanis
Ten. 0557303000, daxc. 0557303600

GMID xox; 208636 Cepis Ne; | FA2772
JlaTa BHroToBNerns: 05.07.2024 Tpuparumit no: l 16-2027
Onuc: AEITAKIH XPOHO 500 mr, Tabi1., v KoHTeiinepi Ne30 YKPATHA

T TabnerkH, BKpHT] obonoskolo, PQJTOHTOBAHOT il

[Takysatms: I xonteiinep 3 30-ma TaGneTkaMu 5 kopobui

Punox: Yxpaina

Honarkosa indopmanis: He 34CTOCOBYETRCS

Cremmndiranis No: OPE-(283434 v, 6.0 | Bepcis cepradikary: 2

YMOBH 36epiranns; He ruue 25°C

3-1x cTanis

22 tabrerin: 27 — 55 %
Koxna senmnyumna

24 Tabnetku: 24 — 60 %

Cepenue (11, 21 Ta 3§ cTagiiy 30-50%

I

He sacTocoryersca

He 3acroconyernes

Bincorrosmit BmicT Bamsnpoar iony, mo PO3YHHHBCA Yepes 6 roauH

1-wa cragis:
| emuicTs 50-70%
2 emuicTs 50-70%
3 eMHICTE 50-70%
4 emRicTH 50-70%
5 eMuicTs 50-70%
6 emHicTs 56 -70%
2-ra cTagisn
Koxira pennunna 45 —77%
Cepenac (11 a 2-i craznii) 50-70%
3-1g cTamis

22 tabnerin: 45 — 77 %

24 rabnetxn: 40 — 84 9,
Cepeaue (1, 24 Ta 37 cragiil) 50—70%

Kinekicne Ruanavenns

Bansnpoar ion {y nepepaxymxy na

Koxxua senrgunna

Bansnpoar narpiig) 475.0 - 525.0 Mr/TabneTKy
{BIY-cnexTpockonis / PX)
V BigcoTkax 95.0-105.0%

63%
63%
63%
63%
63%

64%

He zactocomyerscs
He 3actocoryernes

He 3acrocopyersesn

He zactocopyernes

301,4 mr/rabnerxy

100,3 %

BU3HAYCHI JIHYHM pernamMentom BHPOOHHKa.

BIJOBiiaTH KpUTepisM npHidnsTHoCTI At metony BIY-cnexrpockonii.

HOPMAaJIbHEX YMOR,

BunpoGysanus mikpoGionoriamot HHCTOTH NPOBOAHTLEA HE MEHIIE HiX Ha | cepii na pix,
BunpoBysauns na ORHOPIAHICTE MACH TONOBHH TaBaeTok TIPOBOMNTECA TINBKH NPH BROyCKy ucpes inTepsamn yacy,

* YrouHenns wonro treHTHG kAN BalblpoaT-iony Meronom BEPX : Ri JOCTI KYBAHOTO
posunHy. - YrouHeHHs myomo inerTHdikaniy BaNbIIPOAT-IOHY METOHOM EIM-cnextpockormii CEPE/IHE 3HAYEHHS [OBHHHO

PO3THRY =~ Rt cTaHgapTHOro

** Yrounenm mogo Tecry ma BHNPOOYBaHIS NiHiT posnoMy Tabmerok : TA0NETKH MOBMHNI NaMaTHCes 1Mo nimii HifICHHS 3a

BianogigHicTs GMP,

HAanum sacsinuyia, nio HaBENCHA BHIME iHdopManin e JMOCTORIPHOIO Ta TOUHOIO. Hana cepin Gyna BHPOGNEeHA, BRMIOUaroun
NaKyBalHA/MAPKYBAHHA Ta KOHTPOME AKOCT] HA BUINe3a3HAMEHIH minmmi Y NoBHIH minmosiznocTi 3 BEMoramu GMP,
BCTAHOBICHHMH MICIIEBHM PETYIHTOPHEM OPraHOM, 4 TAKOX BINOBIAHO 10 cneuuqikaui, wo MicTaThe ¥ peecTpauiiony
A0Cke  KpaiHm-imnoprepa. IIpoToxomu BHPOGHHNTBA, 1IAKYBAHHA T4 AaHANISIE Oyan neperisinyti Ta BeraHonmeno

32 NOAATKOBMM 3AmHTOM, MI MoKeMo HAAATH pesynbTaTh BUNPoby BarHs MikpoGionoriynot axerot 13 3aaHIMH Mexanm,
UKDHT}DOHB BHKOHYETLCA HEPIOANHO JOTPHMYOTHCE Hazmix BHYTPIINHIX cTaHAApTHHX onepanifinux npouenyp).




—

Ceprudirar ananizy / Ceprudgikar cepii

sanofi

Hepekuan

Canodi Bintpon Innactpia
Ambape et Jlarpas
I, py ne ns Bipx

33565 —- KAPBOH BJIAH Cenere, Opannis
Ten. 0557303000, ake. 0557303600

GMID xoz;: 208636 | Cepia Ne: | FA2772
Hata BurotorncHua: 05.07.2024 | Tpugatanii go: | 06-2027
Onnc: HEITAKTH XPOHO 500 wmr, TabJL., y KoHTeiinepi No30 VKPATHA

Tun: TabneTkH, BKpuTi 060NoRKOW, LPOJIOHroBanol ail

Tlaxysanus: 1 kouretivep 3 30-ma TabneTkamu B Kopobui

Punox: Yxpaina

Hoparrosa indepmauis:

He 3aCTOCOBYETECH

Hara:

LYHBBHOBameHa ocoba abo

21.08.2024 14:35:09.00

Cnenudiramis No: OPE-0283434 v, 6.0 Bepcis cepragikary: 2
YMoBu 36epiranus: He same 25°C
Pimmewns mojo BHIIYCKY cepii: Hosroneno

ocoefa, fka il 3amimac: BEHIL Mipiana [WEILL Myriam]|

Ceprudixar sxocti 3ATECPIUKENHIL B €TEKTPOHHOMY BUrIA L ¥ BaliAoBauiil cHcTeM,




Sanofi

Ilepexnan

CEPTU®IKAT CEPIi BUPOBHUKA

[Ipn3navenys:
PeecTpariiine noceiguenns Ne:
Ipezenraris:

Haspa npemapary, cnna xii, nososama
popma:

AKTHBHI iHrpefieHTH:

[akysanns;

Cepia No:

Posmip cepii;

Hara BurotosgeHus:
Hpuaatuuii go:

Haltmenysanus, MICIIE3HAXOMKEHHS T2

HOMEpPH NineHsii ginpHuns 3 BHPOGHUIITRA

Ta KOHTPOAK) AKOCTI:

Bupo6unya ninensis No:

3asasa npo ceprudixaniio:

Yxpaina

UA/10118/01/01

Henaxin Xporo® 500 M, TabneTxy, Bxpuri 000NOHKOCT,
IPOJIOHIOBAHOT il

Banenpoar Harpito (333 Mr/Tabnerky) i
Bansnpoesa kucnora (145 Mr/Tabnerky)

30 rabnerok (y nomnponineHoEoMy KOHTEHHepi)
FA2772

23 640 ynaxosox

05.07.2024

06.2027

Canodi Bintpon Ingactpia

1, py ne ns Bipx

Awmbape er Jlarpas

33565 - KAPBOH BJIAH Cenexec,
DpaHiis

2024033 1 2

Hpizsmue 0cobH, AKa Bizye cepTudikar;
Mipiam BEHJIL [Myriam WEILL)]

Hara: 21.08.2024

IMocana: Ynoesoswkena ocoba 3 3abesneucHnsy
axoctl, Ipozizop.

Mignue: iame’

AMB-P-REL-01431 V6.0

Sanofi Winthrop Industrie -1 rug de In Yierge Ambaces, 33565 Carbon Blane cedex - Tel +33 0)5 57 30 30 00 - www sanofi.com
Siege secial: 20, avenuc Raspail Arun, 94230 Gentilly - PRANCE S.A. nu capital de 326 862 272 & . RACE. 775 662 257 Crotcil - N Incacommunantaise : FR 45 775 662 257 Coda ARE J10.Z
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AEPIKABHA CIIYVIKBA 3 IKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KMIBCHKIA OBJACTI

npoe. Ceitnranol Haxii, 3, M.Kuiz, 02099, ren/hake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOV 37078774

BHUCHOBOK
PO AKICTE BBE3eHOro B YKpainy jikapcsxoro 3acoly

22.11.2024 Ne 60047/24/10

AEITAKIH XPOHO® 500 MI®

(nafivenysamua RiKAPCEKOTO 30¢o0y 3rifEo 3 peecTpan ik TOCBIICHIIAM)
Tabaerxu, BRpuTi 06010HK010, npoJsionrosanoi aii mo 500 mr, Ne 30: mo 30 rabaeror Y
koHTelMepi, saxpiToMy RpUIIKOIO 3 BOJIOrOUOITIRHAYEM, B KApTOHHiil Kopo6ui
(dhopma runycky, fosyeanus, Bua HaKyEaHHA RIKAPCHKOTO 32c00Y)

Homep pecctpauitioro nocsiguenns UA/10118/01/01 CTPOK Al peecTpauiiinoro nocsiguenns 16.08.2025
Cepist nikapcsxoro sacoby Ne FA2772 KinsxicTs BBe3eHOro mikapesxoro zacoby 5280

Bupobuuk Canodi Binrpon Inmacrpia, Dpanis
(maifmenynanys BHpOGHYKA nikapcskoro 3acoby, Kpallla NOX0/KeHHA}

Bseseno B Yipainy Tonap_liwrso 3 06MesKeH 010 BIANOBiAaNBIiCTIO "CAHO®I-ABEHTIC
YKPAIHA", inenr. cox: 35648623

(aiivenypanus ta xon 3a CAPIIOY Topamrusof ocofu a6o npissumie, iM's, 10 baToxos] (ziunol
ocabu - minapremus, T micue NPOXHBAHAA T peecTpamitiii HoMep o6mKosal KapTKH MHATHHKA
nogaTkie abo cepis ra nomep HaclopTa)

potoxon Bisyansnoro kontposro six 18.11.2024 Ne 3581/10,

3a  pesyneTaTamu ACPHKABHOI0  KOHTPONIQ RCTAHOBNEHO, WLIO nikapcekui  3aci6  pBeseHo B Ykpamy 3
HOTPHMAHHAM BHMOr 3aKOHOAABCTBA MOAC 3a6e3meyet s AKOCTI SHiKapeLKuX 3acoBin.
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