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Ceptuoikar BignosigHocTi

MoBigomneHHA NpPo Hamip NPoAAaTH nNapTilo IMYHOMOMYHOIO NiKapcbKOro 3acoby, aKke Mmae peecTpalinne
nocsigyeHHn 8 YKPATHI,

TETPAKCUM

BAKLIMHA ANA NPOGINAKTUKA AUSDTEPIT, NPABUA, KALLSTIOKY
(ALLETKONAPHWUIN KOMNOHEHT) TA NOAIOMIESITY
AJICOPBOBAHA, IHAKTUBOBAHA, PIAKA

Hazea npoaykry:

CycreHsina ana in'ekuin
no 1 nonepeaHbo 3anosHeHomy wnpuuy no 0,5 ma (1 gosa) 3

MNakyBaHHA: o, . . ., o
NPUKPINJIEHOIO FONKOIO, WO MICTUTL CycneHsiio ana iH'ekuyii, s
N CTaHAAPTHO-eKCNOPTHIA YNaKOBLL|
Homep cepii{i), HaHeceHK Ha ynakosKy: W3H381V
|HI.IJ.If1H Homep cepii, NoB'A3aHUIA 3 AaHOLO W3H38
cepieto: __
Aarta noyaTky TepMiHy NpKUAATHOCTI: 02.09.2022
AaTta BUPOOHULITBA KiIHLLEBOTO NPOAYKTY: 10.10.2022
TepmiH npnaaTHOCTI: 31.08.2025
KmEmcr.b. KOHTEWHEepIB, WO bByayTh BBE3eHi B 21 900 yraKoBOK
KpalHy-imnoprep:
{ Homep peecrpauiniHoro nocsigyeHHs UA/13069/01/01
| Ha3sa 1a agpeca supobHUYOI AinbHUL CaHodi Nacrep
(bulk, HanoBHeHHA, NnepBMuHHE NaKyBaHHA, Mapk IHAacTpiens o' lHKapBine
KOHTPOAbL AKOCTI): ) 27100 Banb-ge-Pou, OpaHuyia.
Homep BUpOBHMUOT niteH3ii: 2023 141 1 2 4

Ha3Ba Ta agpeca BMpobHUYOT AinbHUL
| (BTOPMHHE NakyBaHHs, (NakyBaHHA v NeHan,
BKAAAEHHA IHCTPYKLIT ANA MeANYHOTO
'3aCTOCYBaHHA Ta HAaHECEHHA KOHTPOIOo

CaHogi MNacrep
flapk IHpacTpiens a'lHKapBinG
27100 Bank-pe-Poid

. . PpaHuin
NepPWOoro BiAKPUTTA), BUNYCK cepil

Homep snpobHmyol aiLeHsil; 2023 141 1 2 4
Onepal,ii, Wo BUKOHaHI: He 3acrocoBaHoO -
fatu onepauin: He 3acrocoBaHo
Hata Bunycky oA YKpaiHu 03/11/2023

3aasa woao ceprudikawii:

Uum niareepaskyto, Wo BUKNageHa iHQopmalis € L Hop

gianosigHicTL GMP.

Unm 5 3acBiadyto, wo sigN0BIAHO fi0 peccTpauiliHoro gocbe TeTPaKCUM, YNaKOBaHWIA B CTAaHAAPTHY EKCNOPTHY

YNaKoBKY, BiANOBIga€ peecTpauinHomy Aocke ANA TeTpakCUMy, YNaKOBaHOTo B YKPaiHCbKY YTaKoBKY, iGeHTMYHO Ta
Y BiANOBIAHOCTI NO HANOBHEHOCTI NPOAYKTY i AHANONYHO BUMOTam roTOBOro NPOAYKTY, AC3BOASHOIO B YKpaiHi

PN Ne UA/13069/01/01.
Ha odimirinomy 6nanxy

KT o #epia ToBapy 6yna BUrotosneHa,
BKAOYAIOHYM . KOHTPO/Ib AKOCTI Ha BULLE3a3HaYeHIN(-ux) ,u,in s \_ha,,, IH BignosiaHocTi Ao sumor GMP
MICLLeBOro PeryiaTopHOro oprany Ta 3rigHo 40 cneundikalliil peecTPati ”ﬂtﬁro I'IOCBI,DHEHHH 3 peecTpaLiMHOro gocke:
KpaiHu-imnoprepa. MpoToKonn BUpoBHULTEa, NaKyBaHHA Ta aHani3is AaHHOT cepil Bynu nepernsHyTi Ta BCTAHOBAEHO
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M A YNoBHOBaXKeHo! ocobu Duliette Mellin]
Hata apyKy Ta nianucaHkA CeptndikaTy BignosigHocTi: 05.12.2023

Ha ofiniitromy 6nanky
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Ceprudikar anainizy Ta BiAMoBiAHOCTI

Hazsepa.

npoaykry: BAKIHWHA JJIA TPOPUIAKTUKH JIUPTEPH,

(ALIEJIFQJLIPHUAA KOMITIOBEHT) TA ITOJIOMIECITITY AJICOPEOBAHA

Eran npouecy: KIHLIEBA TTAPTIUS

Howmep naprii: W3H38

06 em/Kinskicts: 443 66911IT.
'YMoBH 36epiranns: +5°C+/-3°C

Hata Bupo6uunrsa: 10 xonTHA 2022 p.

Homep Marepiany/Kox nosumii: 759251

ITPABIIA,

Cwuta gii/AxtusHicTs: 1 JIO3A

®opma BHEIycky: 1 x 0,5MJI IHTTPULL

Jixapcrka popma; CYCIIEH3IS TS [H EKIIIN

Tepmin npuaatsocti: 31 cepunsg 2025 p.

Memooom Luminex

IMO3UTHUBRHO
(Metogom LUMINEX)

ITo3HTHRHO

AudTepliiHOr0 aHATOKCHHY:
[TIO3UTHUBHO
(Meronom LUMINEX)

IozuTuBHO

KanumoxoBore aHaTOKCHHY:
I[TO3UTHUBHO

{(Merogom LUMINEX)

Ilo3uTHBHO

ABTEHTUYHICTH KaulIwoky (PIA)
ITozuTuBHO

(Meronom LUMINEX)

ITosuTHRHEO

BipyciB nomiomienmity: HOBHTHBHO

(Merogom LUMINEX)

ITosuTHBHO

KIHIEBA YIAPTISI
Bunpodysanus KpuTtepil Binnosignocri PesynbTar JaTa 3aTBepIKeHH
Bunpobysanss Ha GakrepiansHy Ta oG D
rpuGKOBY CTEPHITHHICTE MiKkpoBHHMi picT BincyTHil MikpoOHRi picT 02.11.2022
'_ N p o BIICYTHIH

Memodom sembparnoi itempauii
baxTepiabH1 €HIOTOKCHHH <100 MO/
LAL-mecm A034 < 2,50 MO/no3za 20.10.2022
30BHIIIHIHA BUTILA L _ Bi .
Bisyanoio- iIyBaTa, KajJaMyTHa CYCIICH31s iAnoBigae 16.11.2022
06’eM, 1110 BHTAra€THCA , . :

) He meHme HoMiHaIBHOTO Bianmosinae 16.11,.2022
3a Ceponeticoxoro Papmaronecro
pH .
c Bin 6,8 o 7.8 7,2 24,11.2022
CrIAHUM eneKxmpooom
Bumicr anromiHiio _
K Bix 0,20 no 0,45 mr/noza 0,30 mMr/noza 21.11.2022

OMRIACKCOHOMEMPUHHO

ABTEHTHYHICTE IIpaBueBOro aHaTOKCHUHY: 02.12.2022

Cropinka 132

'3 yciMa yacTUHAMH iHdopMaLiil, SKa MICTHTECS B MEOMY nmcymem Heo6XiH0 TOBOANTHCE AK 3 KOH(bI JeHUIHHOK RIACHICTIO
‘xomnanii «Canodi INacrep» abo 1t ,IID‘IIPHIK komnaxii, Ii He MoMKHa MyGHiKyBaTH 260 pO3TONOMYBATH 3 OYAB-AKOI0 METOM

HEYTIOBHOBaXKCHHM 0cobam abo TpeTiM cToporaM, ¥ *xoaHld dopumi 6e3 nonepequrol muceMobol 3rogu «Carodi [Hacrepy.
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Ceprudikar anajizy Ta Binnmosignocri

Hassa npoaykry: BAKIIMHA [JI1 IIPOOUIAKTHKH [JU®TEPI, IIPABLH, KALDIIOKY
(AUETIOJLIPHUN KOMITOHEHT) TA ITOJIIOMICIITY AIICOPEOBAHA

Eram nponecy: KIHLEBA TTAPTIS

Howmep naprii: W3H38 ‘Homep Marepiany/Kox mosuuii: 759251

06’ em/Kinbkicts: 443 66911 T. Cuia gii/Axtushicts: 1 IO3A -

YMoBu 30epiranas: +5°C+/-3°C Jlixaperka dopma: CYCIIEH3LA JUIS TH €KIITIA
®opma sumycky: 1 x 0,5SMJL ILUTIPUI]

Jara BupoGruuTBa: 10 :kosTHS 2022 p. ‘Tepmin npuaatHocTi: 31 cepoma 2025 p.

3ACBIJUEHHS BUPOEHKA

IlumM s 3acRix™y¥0, IO HaBeHeHa Bue iHgopMaltis € aificHow i TogHoIo. ITa-cepis mpoaykuii Oyna supoCiena Ha
srajlaiiil HK4e IineHuUl (AiMbHANLX) V DOBHIM BimmoBimdocti 3 Bumoramu GMP (Hanexnol BHpoGHHIOL
IPAKTUKH) Ta CIICMuGbIKallisMK B peecTpailifHOMY IIOCBIIYeHH] KpaiHu-iMIopTepa.

JarajbHui BUCHOBOK: Binmosigace.

3acBIAYEHO €AEKTPOHHUM migmucomM™* : IM’a  Anaic JKEHECT [Anais GENEST]
Hara 19 mumas 2023 p. 17:38:41 UTC +2

¥YNoBHOBaXKeHa 0coda
Binain sixocti Ta posnoginy apoaykuii

‘Hasga ra anpeca Bupobruka: "Cﬁﬂﬁ‘i’i Iactep
14 Ecnac Aupi Bamnne
69007 Jlion

DpadLis

Bupo6uua diTEHHN ¢ Canodi ITacrep
ITapx InpacTpiens Inkapsine
27101 Bane ne Poit

* © ENeKTPOHHMIH i/IIHC BHILE Mae IOPHANMHY CHITY | PIBHOLIHAMH pyKOTHCHNEY
‘GMP 1a 21 CFR Yactuna 11.

Cropinka 232

3 yeima yacTHHaMH IHGOPMAIT, SKa MICTHTECH B HEOMY AOKYMEHTI, HEOOXIAHG TOBOIATICA K 3 KOHQ AeHLIMHOI RIaCHICTIO
xomnaHil «Canodi ITacrep» abo ii no4ipHix komnagii. Il He MoxxHa nyOIiKysaTH abo po3roaomysaru 3 6Y/1b-AKOK METOIO
HCYTIOBHOBaXKEeHHUM ocobHaM abo TpeTiM cTopoHaM, Y xoHIH dopmi 6e3 nonepenuroi nuceMopoi sroau «Canodi Iactepy,




