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Ceptudikar BignosigHocTi

NosigomneHHA Npo Hamip NPoOAaTM Naprilo IMyHOMOTIMHOIO NiIKAPCHKOTO 3acoby, .AKe Mmac peectpadiiine
nocsigyeHHn 8 YKPATHI.

TETPAKCUM

BAKLIMHA ANA NPQOINAKTUKA AUSTEPIT, NPABLIA, KALLNIOKY
(ALIERKONAPHWUIA KOMIOHEHT) TA NOMOMIEAITY
ALCOPEOBAHA, IHAKTUBOBAHA, PIAKA

CyCMeHsia ana in'exuin

no 1 nonepeaHbo 3anosHeHomy wnpuuy no 0,5 ma (1 gosa) 3

Hasea npogykry:

MNakyBaHHA: . . . ; S
MPHUKPINAEHOIO TONKOMD, WO MICTUTHL CYCneHsilo AnA iH'ekuild, &

B CTaHAAPTHO-eKCNoPTHIN ynakoBL

Homep cepii(i), HaHeceHKWM Ha ynakosky: W3H381V

|HI.LI.ML1 Homep cepii, NOB'A3aHUIA 3 AaHOO W3H38

cepieto: _

Aata noyaTky TepmiHy NpuaaTHoCTI: 02.09.2022

fata BUpoBHULITBA KiHLEBOTO NPOAYKTY: 10.10.2022

TepMiH npuaaTHoCTi: 31.08.2025

KinbKicTb koHTelHEpIB, WO ByAYTL BBE3EHI B

I 21 900 ynaKkosoK
KpaiHy-imnopTrep:

Homep peecrpauiMHOro nocsigyeHHA UA/13069/01/01

Hassa Ta agpeca BUpoBHMUOT AinbHUU] CaHodi Nacrep

{bulk, HanoBHeHHs, NepBUHHE NakyBaHHA, Mapk IHAacTpiens g'lHKapBins
KOHTPOAb AKOCTI): 27100 Banb-ge-Poit, dpaHuia.
Homep srpoBHUYOT nitgHasii: 20231411 2 4

Hasea Ta agpeca BUpobHU40T AinbHMui
(BTOPMHHE NaKyBaHHA, (MakyBaHHA y neHas,
BKAAAEHHA iHCTPYKLIT AAR MeguyHoro
3aCTOCYBAHHA Ta HAHECEHHA KOHTPOIO

Canodi Nactep
Napk IHpacTpiens o’ lHKapsine
27100 Bane-ge-Poi

. : ®paHuia
Nepworo BiAKPUTTA), BUNYCK cepii

Homep srpobHuyoi nileHsi; 2023 141 1 2 4
Onepalil, Wo BUKOHaHI: He 3actocoBaHo -
Jatu onepauiji; He 3acrocoBaHo
Jata Bunycry ona Yepainu 03/11/2023

Janea wopo ceprudiraii:

ffepin Tosapy 6yna BUroTOBNEHa,
' ‘ 0% it BignosigHocTi oo sumor GMP
SEMHGTO NOCBIAYEHHA 3 peecTpaLiMHOro Aocke
KpaiHu-imnoprepa. MpoTokoAu BUPOBHMLTBA, NaKYBaHHA Ta aHani3ie AaHHOT cepil Gynu nepernsxyTi Ta CTAHOBAEHO
gianosigHicte GMP.

Lium A 3acsiguyio, Wwo signosigHo fo peecTpaliiHoro aocse TeTPakcum, yNaKoBaHWH B cTaHAAPTHY eHCNOPTHY
YNaKoBKY, BiANOBi4a€ peecTpauiiHomy A0Cbe ANA TeTPakCUMY, YNIaKOBAHOTO B YKPaiHCbKY YTaKOBKY, iReHTMYHO Ta
Y BIgNOBIAHOCTI IO HaNOBHEHOCTI NPOAYKTY i aHANOTYHO BUMOram roTOBOTO NPOAYKTY, A03BOAEHOrO B YKpPaiHi

PN N2 LA/13069/01/01.
Ha oginifinomy Onanxy

(Bka,,,, “/:'/5190 o oSore [
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Snidnuc/

; a Enexkmponnull nionuc,; xucynsemma Menniv
Mignuc YnosHosasmeHo! ocobu: P Ay

Npuvuna: 3ameeporeHHA

Hdama:05.12,.2023 08:36 GMT+1
im’A YnosHoBaXeHoT ocobi: ,ﬂ.mynberra M_ean
[Huliette Mellin]
Hata apyKy Ta nignucadHAa CepTtudikaTy signosigHacti: 05.12.2023

Ha odiniitnomy Gnanky
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Ceprudikar anajizy Ta BignmoBignocTi

Hazpa. mpoaykry: BAKIHHA JJISI IPOOUIAKTHKH JIUOTEPH, IIPABIIM, KANIIIIOKY
(ALIEJIFOJLIPHA KOMITOHEHT) TA HONIOMIEJITY AJICOPEOBAHA

Eram npouecy: KIHIIEBA ITAPTIS

Homep naprii: W3H38 Homep Matepiany/Kox riosmuii: 759251
.06’ em/Kinskicrs: 443 669111T. Cuna nii/Axrusnicts: | JIO3A
YMoBH 30epiranns: +5°C+/-3°C Jixapceka bopma: CYCIIEH3IA JIIS TH EKIIIA
®opma BrIycky: 1 x 0,5MJT LIITPHL]
Jata BupobuunTea: 10 xonTHA 2022 p. Tepmin npugarsocti: 31 cepnnst 2025 p.
KIHITEBA YIAPTISI
Bunpobysanus Kpurepii signosignocti Pesynantar JlaTa 3aTEEpIKREHHA
Bunpobyeanns Ha baxrepiansy Ta Miko6uit bi
rpHOKOBY CTEPHIIBHICTE Mixpo6muii picT BiacyTHIH , [KPODHIH PICT 02.11.2022
r . BiFCYTHil
Memodom senbpannoi dinempauyil
bBakrepiankHi eHIOTOKCHHA
< 100 MO/no3a < 2,50 MO/moza 20.10.2022
LAL-mecm
30BHIIUHIA BUrISA . . . .
. Binysara, kanamyToa cycnensis Bianosigae 16.1£.2022
Bisyanvuo
06 eM, 1110 BHTATAETLCA ) : ;
. He menne HoMiHaNnsHOTO Binnoeinace 16.11.2022
3a Esponeiicoxorr Papmaxonecio
H
= Bix 6,8 o 7,8 7.2 24.11.2022
Cragnum enexmpodom
Buict anrominiio :
Bin 0,20 no 0,45 Mr/go3za 0,30 Mr/moza 21.11.2022
KoMRAERCOMOMEMPUMHO
ABTERTHYHICTE [IpaBneBoro aHaTOKCHHY: 02.12.2022
Memodom Luminex MTO3UTHBRO Ho3uTHRHO

(Metogom LUMINEX)
JudrrepiitHoro aHaTOKCHHY:
MO3UTUBHO HosuTHBHO
(Metomom LUMINEX}
KanunokoBoro aHaTOKCHHY:
TTO3UTHUBHO TlosuTHBHO
{Metogom LUMINEX)
ABTEHTHIHICTE KamImoky (PTA)
TlosutusHO TlosuTHEHO
(Meronom LUMINEX) _
Bipycis nomomienity: IO3UTHBHO
(MetonoMm LUMINEX)

ITo3uTHEHO

Cropinka 1'3 2

3 yeiMa yacTHHAMHE HDOPMALL, KL MICTHTECR B IBOMY TOKYMEHTL, HEoBXiAHO HORONHTHCH AK % Kol IeHUIHIO0 RIACKICTIO
xoMnanii «Canodit ITacrep» abo 1¥ nogipuix komnauiii. If ne moxna nyGnikysarH 400 posronowysary 3 OyAp-aKoIo METOIO
HEYTIOBHOBaXeHHM ocobam alo TpeTiM cToponad, ¥ *koaHii dopui 6ez nonepeannoi mucesMoBoi srogu «Canoti [actepn.
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Ceprudikar anaiisy Ta Bixnosignocri

Hassa npoaykry: BAKIHWHA JUIg I1IPOGUIAKTHKH JUOTEPI, I[IPABIS, KAILTIOKY
(ALIEIOJLSIPHUN KOMITOHEHT) TA TIOJIIOMIEJITY AJICOPEOBAHA

Eram nponecy: KIHITEBA ITAPTIEA

Homep naprii: W3H38 Hodep matépiany/Koa noskuil: 759251

06’ em/Kinexicts: 443 669111T. Cwra fii/Axrussicts: 1 JJO3A _

Ymoru 36epiranns: +5°C+/-3°C Jlixaperka dopma: CYCITEHIL J1J19 IH’GKﬁIPI
dopma umycky: 1 x 0,5MJI LUTIPHIT

Hata BupoGauuTsa; 10 KoBTH 2022 p. Tepmin npamatHocTi; 31 cepums 2025 p,

3ACBIOYEHHS BUPOEHHKA

Llam st 3acRidyTo, 10 HaBeseHa kutie iHdopManin e aificHoro { Toaroro. 1l cepis mpoxyxmii Gyna supoGiena ta
srafaHiii Hwxde AineHMII (AUIBHAMLAX) Y DOBHIK BimmowigHOCTi 3 BMoramn GMP (Hamexwoi BHPOOHHIOF-
NPaKTHEH) Ta Creludikalliamy B peecTpaiiiiinoMy HocindenH] Kpainu-iMmopTepa.

Zarajibmaii BHCHOBOK: Binmogimae.

34CBINTICHO eNEKTPOHHUM fiAmicoM™® @ IM’s  Amaic JKEHECT [Anais GENEST] _
Hara 19 mamas 2023 p. 17:38:41 UTC +2

Ynoexnosaxedua ocoda
Bignin axocti Ta posnoginy npoayKIE

Haspa ta anpeca BupodHiKa; Carodi Tactep
14 Ecnac Aupt Banie
69007 Jlion

DpaHitis

BHPOOHMUA [iTHHHIE Canodi ITacTep )
Mapx Innactpiens [ukapsin
27101 Bans ge Poit

GMP ta 2] CFR YacTuna 11,

Cropinka 23 2

3 yeiMa vacTHITANH IHGOEMANH, kA MICTHTECH B UB0MY A0KYMEIT, Heo6XINHG HOECHMTIC 1k 3 Koudineitilion riackicTo
xommanii «Canodi [Macrepy abo I goxipuix komnanii. Ii ne Moxna ny6iikysati abo posronomysaTu 3 Gy/Ab-aK0H METOIO
HEYIORHORAKEHHM 0cobaM abo TpeTiM cToporaM, Y sxoaHil dopmi Ges nonepenusol nHeeMonol sroxu «Canodi Tlacreps,
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