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Mepeknag

CEPTU®IKALIIAHA 3ASIBA
A0 NiUEeHsiT Ha Nikapckkuli 3aci6
BupoBHuya niueHsis 2022 1 81_1 2

Haszea npenapary: KIEKCAH®

PosuuH ang in'ekuii 10000 antu Xa MO/Mwmn
(0,2 mn (20mr/0,2mn) y LMAPWL-[03aX 3 3aXUCHOK
cuctemoto ronkn ERIS Ne10 (2x5) y 6riicrepax

UA/7182/01/01
. 41.189L
Cepis Ne: .
AD]: EHokcanaput HaTpiio
HaTa BurotoBneHHs: 19/03/2024
MpuaaTtHuit go: 02/2027
Kpaiha imnoprep Ykpaina

Canodi Bintpon IHgacTpia
10561 6yribBap ExgycTpiens,
76580 NbO TPE,

PpaHLis

Anpeca BupoGHUKa:

" Llum 3aTBepmxyo, 1o HaBeAeHa Hgopmalis e 4OCTORIPHOW Ta TOYHOIO. Liio cepito npoaykuii
Byno BUroToBreHo, BKMIOYHO NaKyBaHHA/MapKyBaHHS Ta KOHTPOnb SIKOCTI, Ha BULLIE3a3HaueHii
BUPOGHWYIR AinsHLj (-fX) y noBHili BignoBigHOCT BUMOram GMP, Bumoram 3aTBEPANKEHUM
fokaneHUmM  perynatopHUM opraHoM, a TaKox y BignosigHocTti po cneundikauin  po
PeecTpauiliHoro MOCBIAYEHHS, WO MICTSTbCS B peecTpaliiHoMy gocke KpalHu-iMiopTepa.
MpoTokonu BUPOCHMLTBA, nakyBaHHs Ta AocnimkeHHs Bynn nepernsHyT Ta BignosiaaloThb
BUmoram GMP”

KinekicTs yNakoBOK, W0 BU3HaHI BignosBigHUMuK: 7335 ynakosox (10 wnpulis/ynaxkoBky)

Mpumitka: Ludhpoeuin kop (HOMep npoTokony cepii), Wo MicTTses Ha CepTudikari avanisy Ang rotosoro nikapcobxoro
3acofy nepes HomMepoM cepil, He € YacTuHoW HOMEDY cepil Ta BUKOPUCTORYIOTLCS NULLIE ANA BHYTPILHBCT iHthopmalLyj|

MiarotoeneHo: PYCCENL Hapnis [ROUSSEL Nadia] [Hata BUNYGKY: 30/10/2024

Mignucawdo; Aara nignucanua: 30/10/2024
(YnosHoBaxeHa ocoba, [Mposizop)
(mianuc)
(na odiuifisomy Gnauxy BHpPOOHHKA)

12y ah v 1963
03.01. 2S 72




CepTudikar awanisy / CepTudbikat cepii

Canodhi BinTpon InaacTpia
1051 Bynesap EnaycTpiens,
76580 NbO TPE, ®paHuis, AinsHuus: Mso Tpe
Ten. +33 (0)2.35.05.65.00
www.sanofi.com
GMID «on: LTR_556719
Hassa npenapary: KITEKCAH® pozunn gnisi iH'ekuin
20 mr/ 0,2 mn; 2000 aHTK-Xa MO/ 0,2 mn
Y WNprL-go3ax 3 3aXMCHOK CUCTEMOK rosikm, 10 WMpULIB/yNakoBKy

Cepina Ne; 4L.189L HaTta surotosneHHs: 19/03/2024

PuHok: YkpaiHa MpuaatHuii go: 02/2027

BupobHuda niuensin: 2022 _181_1 2 MNocunanus metoay: LTR_PSO_LOVO2E

Peectpauiiine .

. : 2
noCBigUeHHs: UA/7182/01/01 Bepcia meTtoay
YmoBsu abepiraHun: 15°-25°C

HaiiMenyBaHHa nokasHukie Creundikauir PesynbraTtu BunpoBysann
ST "‘”"“’_'“'“""ﬁ‘n_pb‘ab5’;{%,’"@5’5555;&%‘566"' I
| SOSMILIIA Burnaa Gigo-KoBTUi posuun o
nenTudikauis; e

OcamxetHs RpoTamin cynbdaTom Ocaa kpemoso-6inoro Koneopy Bianosinae
_Vidcnextp Makcumym npu 231 2 1w Bignosigae -
. Kpuctaniyuui ocan xoeToro . y

Haer)m (e}ip d)apM._) konbopy Bianosipae e

MNpo3opictb poayny . ; !
ﬁ_@?ﬂp;_ggpm5‘.“__..3{ _ Seranowy’ | Dnosipge

3abapenenHn . , f
| (Cop. oapm) =il 808 B _. mnoshise |

Ob’em, Wwo BUTAraETLCH (Ha 5 wnpuyax)

{€Bp. Papm.) i

MiriManeHui of'em He meHwe Hix 0,20 mn 0.21 mn I
| MakeumansHui o6'em He Binbiwe Hix 0,22 mn 0.21 mn ;
|.pH (€sp. dapm ) 55-75 69

BiaHocHa rycTuna p
_(EBp. Dapm.): 1.04-1.08 . .08 N

MexaHiuni sxnioyentn (€ep. Gapm.)
__HacTtku > 10 mkm i < 6000 . 95 / wnpuy o
T AP Y e Odwinpuy T

KinekicHe BuzHavennn i
{€sp-®apmy) N——
_._..AHTK-Xa akTuBHicTL 1800-2200 MO/0,2 mn 2010 MO/mn.
. ___ AHtiu-lla aktusricTs 400-700 MO/0,2 mn 580 MO/mn .
. ....... BinHowekHa AnTu-Xa f Abta-lia __33-53 3.6 (MO/mnpuu)/(MOlLunpwu) B
iﬁwgr_ggm_gglﬂng (€sp. Papm) _Bianosigae sumoranm Eap. bapm Bignogigae L
[ v@_a_@_crgp_igngaj_g_@,qo‘roxcMHM (€Bp. Papwm) < 100 EO/mn 3 Bignogsinae o

Hum saceiguyio, wo HaBefeHa Buule iHhopmauin € AOCTOBIPHOI Ta TOYHOI. LA cepis byna BupoBnena, sknovaoun
NakysaHHsA/MapKyBanHs Ta KOHTPONL AKOCTI, Ha BULLIE3a3HAYeHiIk AiNbHUL ¥ NOBHif BiANOBIAHAOGTI A0 BUMOT GMP,
BCTEHOBJIEBHUX MicLeBUM PETYNATOPHUM OpPraHoM, a Takox BifinoBiaHO Ao cneundbikauid, wo wmicTaTLCS y
peecTpaliiHomy fgocke KpaiHu-imnoprepa. MpoTokony BUPOSHWUUTBRA, NakysaWHs Ta aHanizis Bynu nepernsivyTi ta
BCTEHOBNEHO BiANOBigHIcTE GMP.

| Bucroso. [O3BOMEHG ]
: Ceprudbikar sugano: 25.10.2024 00:54:52 ;
i Hignuc YnoeHoBa)eHoo ocobo Kopnei ExTonj [Cortay Anthonyj - }

Uei ceprudhikar aHaniay byno aateepaxeHo SJ1eKTPOHHO ¥ BaninoBaHili cuctemi LIMS.
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AEPKABHA CJIYKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCHLKIN OBJIACTI

npos. Ceitiuynol Haaii, 3, M.Kuis, 02099, ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €IIPTIOV 37078774

BUCHOBOK
PO AKICTHL BBE3EHOTO B Yxpainy nikapcebkoro 3acoly

05.12.2024 Ne 62288/24/10

KJEKCAH®

(uativenysarns nikapchkoro 3acoBy 3rifHo 3 peceTpatyiiHin TOCBIAME AN
posuuH ans in'exuiii, 10 000 anti-Xa MO/mux Ne 10 (2x5): mo 0,2 mut y mnpun-nosi is
3aXHCHOIO cucTemoro royiku ERIS; o 2 mnpun-nozu ¥ Gaicrepi; o 5 Gaicrepis y KapToumiii
KRoOpobii;

(dropma simyexy, nosysarita, Bux nakynans naperKoro sacaty)
Howmep pecerpauititioro nocainuenns UA/7182/01/01 CTpok i peectpauiiiioro mocsinuenns 01.01.2099
Cepis nixkapeskoro saco6y Ne 41,1891, Kinpxicrs Bresesoro sixaperkoro sacoby 2328

BupoBSunx CAHOQ! BIHTPOIT IHOACTPIA, ®panuis

(naiivtenrysats pupoGHIKa nixaperxore sacoby, kpaina TIONOIDKEH )

Beeseno » Vipainy ToBaprerso 3 o6mesxenoio BigmosinanbHicTO "CAHO®DI-ABEHTIC
YKPAIHA", inenr. xox: 35648623

{(HaHsenynanns 1a ko 3a CAPTIOY ophawaitorl ocoOu abo npi3suIe, 167, 10 GATLEOR! th1zuuniol
ocobu - nipnpuenuy, it sicie TIPOKHBAHIS Ta peccTpaniitumii homep 06mkono} KapTKy IIaTHiKa
nojiarkis afo cepis Ta nomep nacnopTa)

Iporoxan sisyansuoro xomrposio nix 28.11.2024 N 3735/2.

3a pesyneTaramu ACPHABHOTO  KOHTPOMIO BCTAHOBNGHO, 1O nikapcbkuit  3aci6  Bmezeno & Yrpainy 3
ACTPHUMAHHSIM pumor 32KOHOHABCTBA 100 3a6C3MeTeHIH AKOCTI siikapenKkHx 3aco6in.

Onsra EPELOMEHKO

{nianue) (ininizny ra npizamme)
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