JTEPKABHA CJIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
 HAPKOTHKAMM Y KUIBCBKIN OBJACTI

npoB. Ceitimmunol Haaii, 3, m.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO BIAMOBIAHICTE MEAUYHOT0 iIMyHO0I0JI0IIYHOI0 IPpEeNapaTy BUMOramMm
AepKABHUX 1 MDKHAPOAHHUX CTAHAAPTIB

02.01.2024 Ne 62479/24/10

XABPUKC™ 720 BAKITMHA IS ITPOPIITAKTHKUA I'EITATUTY A

(HalMEHYBAHHA JIIKApPCHKOTO 3ac00y 3TLIHO 3 peecTpauifHIM TIOCBIAYEHHAM )
cycnensia aas in’eknii 720 O/1 ELISA; no 0,5 mux (1 mo3a a5 giTeii) B nonepeaHbo
HAMMOBHEHOMY ILUNPHII] Y KOMILIEKTI 3 FOJIKOI0; 10 1 mnpuny B KApTOHHIH Kﬁpnﬁm 3
MAPDKYBAHHAM URIHCBKGH} MOBOR),

((opma Bunycky, no3yBaHHs, By nakysanHs MIBIT)

Homep peectpaniitnoro nocsinuenns UA/16497/01/01 crpok nii peecrpaniiitoro nocsiguenns 01.01.2099
Cepis MIBII Ne AHAVC150AH Kinskicte 9792

Bupo6uuk I'makcoCmiTKngiin bionomkikans C.A., bensris

(naiimenyranHa BupoOHuka MIBII, kpaina noxomxenHs)

BeeseHo B YkpaiHy ToBapuctBo 3 00MexkeH010 BianoBigaanHicTio "T'nakcoCmitKnsain
dapmaceioTikaiace Yrpaina', inenr. xon: 35619519

(maiimenyBanus Ta kox 3a €/{PIIOY 1opummanoi ocobu abo npizeuile, im's, o 6aTekori GizuUHOL
0co0u - MiANpUCeML, 1l Miclie MPOKUBAHHA Ta peccTpalliiituii HoMep 06MIKOBOT KApTKK IUTaTHHKA
monaTkiB afo cepia Ta Homep nacmiopra*)

IIporoxon Bizyansuoro kontpomo Bix 13.12.2023 Ne 1/64/1.
JIaboparopuuii aHanis sikocTi MIBII 3ailicHeHU:

JIabopaTopis 3 KOHTPOIIO SKOCTI MEAUYHHUX IMYHOO10JIOriYHMX npernapartie Jlep:kaBHOro
manpuemMcTBa «JlepakaBHUN eKcnepTHHI UeHTp MiHicTepcTBa 0OXOpOoHM 340poB’ s YKpaiHu»
(03057, m. Kuie, Byn. Antona llenika, 14; 03680, m. KuiB, Byn. M. AMocoga, 9)

(HaliMEeHYBaHHS Ta MiCLIE3HAXO0/KEHHS 1aboparopii, 1o NpoBeNna 1ab0paToOpHHil 2Hali3 SKOCTi)
BHCHOBOK 110710 sikocti MIBIT, Bunanuii tabopartopiero Bix 28.12.2023 Ne 94/359

Pesyibrary sraboparopHoro ananizy MIBIT 3a nepesipeHuMu nokasHuKkaMu BIANIOBIJAIOTH Buada
KOHTPOJTIO SIKOCTI (aHANI THUHO-HOPMATURHOT JJOKYMeHTAIliT).

3a pesyjibTaTamy IEPKABHOI0 KOHTPOJIH0 BeTaHOBIeHO, 110 MIBIT BIZIITOBIIA FOT I Aumeya¥i-2a: AR NRA 111010
3a0e3reyeHHs IKOCTI JikapchbKUX 3aco0iB.
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* Ilna qizusemx 0¢10, 1K1 Yepes cBoi pe/iriiHI NepeKOHAHHA BLAMOBHIHCA BLI MPHIHATIA PECCTPALIIHOIO HOMEpa 00MIKOROI KAPTKH TU1ATHHUKA TIOJATKIB, TIOBLAOMUITH
Opo Le BLAMOBIAHMIA 0praq A0XoAiB i 300piB Ta MAIOTE BUIMITKY B NACIIOPTI. :




BupodbHuk

BakywnHa

ITam

Homep cepii

KineKictb

TepmiH npugaTtHocTi

LlaTta BupobHuyrea

Kpaina: : YKpaliHa

3aMOBHUK: : 447, TOB «I'CK
®APMACBIOTIKANC
YKPAIHA »

3amMoeneHHa: : 7000090691/000010

amd

CEPTHU®IKAT PO BHIIYVCK

[nakcoCmitKnsann Bionoaxikansa C.A.
XABPUKC™ 720

Bakuuua ans npoginaktuku renaturty A,
IHakTMBOBaHa (720 O ELISA/0,5 M)

AHAVC150AH

9792 LWUNPULIB X 1 nosy
9792 YNMAKOBOK X 1 LLUNPWUL] X 1 goay

BepeseHnL 2026 p.

KeiteHb 2023 p.

Llum miaTBepixyto, WO ua cepisi BUroToBNeéHa Ta NPOKOHTPONbLOBaHA BIANOBIAHO NO
YMHHUX BUMOr HanexHol BupobhHu4oi npaktukn (cGMP) Ta 3rigHo 3 MicueBuMM
PerynaTopHuMu BUMOramMym pUHKY KpaiHu-ogepxypsaua. Lle nepenbavae, 10 BigBOCHO
OyAbL-AkMX marepianis, oTpUMaHKUX Big XyWHUX TBapuH (Benuka porata xyao6a, BiBLi,
KO3U) Ta BUKOPMCTAHUX Yy BUPOOHMUTEI Ta/abo npuroTyBaHHI BKa3aHOi BuUile cepit
npoAykKuii, 6yrno BXUTO ycix 3axonis gnst 3abesnevueHHs AOTPUMAEHHA BUMOT [lnpeKkTuseu
2001/83/€C, NQupekTus 2003/63/€C Ta 2004/27/€C 3 nonpaBKamu.

fmpnnc/
{lpomucnosui hapmMaueBT -
NpeacTaBHWK YNOBHOBAMXEHOT
ocobiu
Miaposain 3 peapobky BAKLUUH
GSK Benbriss

MNianucano 3a gonomorowo gix imeni BeHHya HaHHaH
ENEKTPOHHOIO UMpoBOoro nigncy YAOBHOBAXEHOIT 0cO6M
MATIIBAE MAPI GEPHAP KepiBHuk BiaRiny 3abesneyeHHs AKOCTI

(MATHILDE MARIE BERNARD)
[MiacTtasa: 3anea (cTopiHka 3) 6Byna
Bunpaeneda 22/11/2023 y 3B A3Ky

'CK Bionomxikanz
Pio pe n’lHcriTio, 89

3 NOMUNKOI APYKY ane 1330, I_J'ik‘ce:—lcapT |
cepThtikauin cepii B iHiLanLHy benbria
aaty (03-JIUCTONALA-2023)

3aNULLZETBCS YAHHOID.
Hara: 22.11.2023 13:20:00+01.00

Brx.cw ot rs20 &of 5,074 [~
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MakcoCruitknankw Bionosxikan: CUA.

{GlaxoSmithkline Biclogicals SA}
i né n'ideritio, 89

3-1330, m. PiseHeapT

Benbris

{Rus de 'institut 89, 1330 Rixensart, Belgium)

Tern. +32 (0} 2 656 81 11

IH(I)OpMaHIH H-[O'HO AKOCT1 Daxe +32 {8} 2 656 80 00

WWW.gsk.com

O111¢ nikapcbkoro 3acoGy:

XABPUKC™ 720 Bakuusa ans npodinakruky renatury
A, iHaKTHBOBaHa

Jlikapchra opma;

cycrensisa juia in’exuid 0,5 mn

Tun ynakosku:

(nonepeanso HanoBHeHUI Wnpun + 1 ronka) x 1

Hoxep cepii: AHAVCI50AH

3araaba KinbKicTh NapTii npenapary; 9792 YIIAKOBOK
3arajisHa KijibKicTh nﬂcTanneﬁﬁx 1103 9792
Homep Peectpawiiiioro nocsinuenns: UA/16497/01/01

Tepmin nii Peectpauiiinoro nocrinuenis; Heotmexenni

Ha3sa ta anpeca BupoGHHKA:

I'nakcoCmiTKnsiin bionomkixkan C.A.
10 ge a'luetitio, 89
1330, M. Pikcencapr, benwrig

Howmep niuensii na BUpoOuHLITBO NikapchKkuX 3acofis: i8H
Hata supobfuunrea: Ksirens 2023 p.
Tepmin npupatHoCTI: bepeszens 2026 p.

Hust migreepmxyio, (o ua cepis Syna BUroTOBIEHA, BKIIOYAIONH ETAM NAKYBAHHS/MapKy BAHHS, Ta IIPOKOHTPOILOBAHA
HA AKICTb BIAMOBIAHO A0 uuHHKX BUMOT HanesxHoT BUpoGHHYOT MPaKTHKH (cGMP) ta 3rigHo 3 MiCHCBAMU
PETYISTOPHHMH BUMOTAMM PHHKY KPATHH-OICPKYBad. 3a pe3yIbTaTaMH IEPEeBipkH NPOTOKOIB 06po6KU, NaKkyBaHHSA
T4 aHanizy cepii BCTAHOBAEHO, 110 ROBH BiANosinaroTs BuMoram GMP.

e nepenbauae, 10 BiIHOCHO Oy Ab-SKHX MATEPIATIR, OTPUMAHHX Bl Ky HHHX TBapuH (BemHKa porata Xyaoba, BB,
KO3H } Td BUKOPHCTAHHX y BHPOOHILTBI Ta/ab0 NPUroTYBaHHI BKA3aHOT BULLE CePil TPOAYKLIL, OyJI0 BKUTO YCiX 3aX0/IB
Ans 3abesnevenys roTpumanHa sumor Hupexkrusyu 2001/83/CC, Tupexrun 2003/63/C€C ta 2004/27/€C 3 NONpPasKaMHu,

[lianue ynosuopaskeHol ocobu;

MNignucano 3a ACNOMOrold enekTPOHHOre LMdpoBOro NiANUey;
MATINIBAE MAPI GEPHAP (MATHILDE MARIE BERNARD)
Mincrasa: 3ansa (cTopinka 3) Byna synpaenena 22/11/2023 y 38 asgy
3 NOMWIIKOIC APYKY ane cepTtugpikauisa cepll B iHiuiansHy aAaTty (03-
NUCTCNALA-2023) 3anWacTees YUHHOLK.

Hara: 22.11.2023 13:19 GMT +1

ITpizBuuie Ta iM’9 yioBsHOBaXkeHOT 0COOMH: BiY iMeHi

beunnya Hannan (Benoit Nannan)

Hata mianucy:

inianuc!
Mpomucnoawi chapmadesT - NpeaAcTaBHUK YROBHORaeHoT ocoby

JEpEECTPOBERD &
Pnakcelmmrdasis Broponsrany © 4 (GlaxeSmithKine Bistouicals SA)
Fio ae 3iHSTive, 8¢ BE- 1330, w1 PiweeHoapT (Rue de Instint, 82 Bi.134a% Rixensa)

Ficne nnEtaves NfE ZE 0440 372 818 OO Hiaens

eitscie Bonk AG 228 00064424-5G

Miaposain 3 poapobku sakuul GSK Benkrida
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CEPTH®DIKAT AHA/IIZY
CTOPIHKA 3 PE3YIBTATAMH G S K
Houxaiep cepii: AHAVCIS50A

CTOPIHKA 01 301

INPOAYKT:
BAKIIMHA JUIA ITPO®INTAKTHUKHY I'EINNATUTY A, IHAKTHUBOBAHA, AJICOPLOBAHA
BAKIMHA, 1110 HE MICTUTb 2-0EHOKCUETAHONY — KIHUEBUHM KOHTEHHEP (LLIITPULL) —
e B o BUIIPOBYBAHHSA SAKOCTI CEPII
CTATYC CEPIi: BUTPUMYC BUITPOBYBAHHS: IncnekToBaHa cepis BIAMOBIIac BUMOTaM
Ilposeneno Mapi-®pancyas Pagene (Marie-Frangoise Radelet) 25,05.2023 8:45(CET)

HOKA3HHK CINEHHOIKAILILS PE3YIBTAT

KIHUEBUU KOHTEMHEP (IIITPUL)

QOITUC ) MyTtaa piana nicna cIpywysanss. binuitocanta BUTPUMYEC BUIIPOEYBAHHMHA
Ge30apBHUH CYNEPHATAHT NICTI QCAIEKEHHS,

INEHTU®IKALIS AHTHIERY TEIMTATHTY A NozurHeHa. TNMO3MTUBHO

METOIOOM ELISA

pH Bin 6,8 no 7.5. 7,1

OB’ €M He menwr wine 0.5 M 2718 auTAv0I J034. BIAITTOBIIAC

BMICT AJIIOMIHIK) METOAOM ATOMHO- Bin 0,35 no 0,65 Mo/, 0,55 mr/mn

ABCOPBLIMHOI CTIEKTPO®OTOMETPII

TECT HA CTEPUNBHICTE METOIOM FIM (mpn 30-35 °C): BincyTHicTs pocTy. BIMIIOBIIAE

MEMEPAHHOI ®LILTPALII TSB (npsn 20-25 °C): BincythicTs pocTy.

BMICT EHJOTOKCHHIB XPOMOI'EHHHM Menur vix 2,00 EQ/mn. < 1,50 EG/Mn

KIHETHYHKEM METOIOM

AKTHBHICTE AHTHUTEHY I'EITATHUTY A He menu nize 78 % Bla 3aaBAEHOTO 3HaAUSHEA. 84 %

METOOOM ELISA

* Hpumimka nepexradaua: 32iono 3 nonoxcennamu NOCTE.20.£-90 (HCO 9735-88) 8 auznomosnux Kpainax ax decamxoguii pozoimiosay
BUKOPUCIOBYEMbCA Kpanka (), a y blnswiocmi inwux (yea €epona, oxkpin Benuwor Bpumanii ma Iprandii, a maxoxc xoauwwni spainuy CPCP)} — xoma (). .
Tomy npu noxanizayif 3naens OeCAMKOG020 OpOGY Y YbOMY Cepmubixami 3amicnis Kpank UKOPUCIMANC KOMY. 3 mumM e BPUHYUNOAM, YUCI08] pO3pAOU
AK MUCAY, MITLHONY, 8 AH2RHCHKTT MOBT 6IOOKPEeMMIOIOMLCA KOMOIO, & 8 YKpaiCoKiti — RPOGIAOM.




