JEEP)KABHA CJIYXKBA 3 JUKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAME V KUIBCHKI OBJIACTI

rpos. CBiTau4HOl Hﬁﬁff_,_?ﬁ, m.Kuis, 02099, ten/dakc: (044) 363-06-30
E-mail; dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

- BUCHOBOK
NpO BiANOBIAHICTL MeIHYHOT0 iMYHODI0IOTTYHOTO0 HPENapaTy BAMOIaM.
AepP:KaBHHX | MIZKHAPOIHHNX CTAHJAPTIB

16.04.2024 No10461/24/10
POTATEK BAKI[UHA JJIS1 TIPOGLIAKTUKH POTABIPYCHOI IH®EKIIIL, )KUBA,

IIEPOPAJILHA, IEHTABAJIEHTHA / ROTATEQ™ ROTAVIRUS VACCINE, LIVE,
ORAL, PENTAVALENT

(naiimenysanss MIBIT sriguo 3 peecTpauiliHuM nocBigueHHM)
PO3YHNH OpaJLHHI, HO 0AHIN 7031 (2 MJI) y DoNepeAHbO 3aM0BHeHIH TY0i, B 3aXHCHOMY HaKeTi;
no 1 nonepeanbo 3aH0BHEHIN TYOL B KapTOHHIH Kopobiri

(hopMma BHITYCKY, A03yBanHA, BRA nakypaxua MIBIT)

Homep peectpaniitoro nocsiguenns UA/18589/01/01 crpox ii peecrpaniiinoro nocsinuenns 24.02.2026

Cepis MIBIT Ne X027997 | Kinpkicts 2520
BupoBrux _Mepx Ilapn i loym B.B., Hinepnaunu
h (naiiMeHyBanHs BupobHNka MIBTI, kpaiua noxomkenns)
Baeseno B Vkpaiuy CrinbHe yKpaiHCehbK0-eCTOHCHKE MANpPHeMcTBo Y (opmi ToBapHeTEa
3 oOMesxenoo signopinansuicto "Onrima-Oapm, JITH", izeur. won:

21642228

(maiisenyRannst ta xox 3a CIPIIOY ropimiranoi ocodu abo npiseume, iM's, mo Sarsxosi (izuuHol
oco0u ~ pinpHend, 1 Micue ApoXkUBaHHA Ta peccTpanifiniil RoMep o0niKoBOT KaPTKH IUIATHHKA
nomaTkis abo cepis Ta HoMep nacnopra®)

TIporokod sisyansiiore Konrpomo six 15:03.2024 Ne 1/04/2.
JIaboparopHuil aHaNI3 AKOCTL JIIKAPCHKOTO 3ac0dy 3A1MCHEHMIA:
JlaGoparopisn 3 KOHTPOJIO AKOCTI MeINYHUX iMyHoGioaoriunux npenaparis Jep:xaBHoro
nignpuemcrsa «Jlepxapuuii excneprauii mentp MinicTepersa oxoposn 310pos’s YKpainity
(03057, m.K#iB, BVIL AHTOHa..'.L[egiEa, 14: 03680, m. Kuis, syin, M. AMocosa, 9)
(HﬂﬁMEH)’EﬁHI{H y i} MiCU‘.EHHﬂ):_i.!.I‘J}IH{EHHﬂ nAaboparapil, Wio NpoBensa AabopaTopHN AHANIS AKOCTI*)
‘Buchosox noz0 axocti MIBIT, sumannii naboparopiero Bix 08.04.2024 Nel15/80
‘PesyasTaTi nadopatoproro ananizy skocti MIBIT 3a nepepipenuMu MOKa3HEUKaMi BIAIOBIZA0TH
'BUMOraM METO/[iB KOHTPOIO AKOCTI (AaHAMTHYHO-HOPMATHBHOL ZOKYMeHTAHI1),
32 pe3yALTATAMH AEPKABHOTO KOHTPON0 BeTanosneno, nio MIBIT BIZITOBIIAIOTDE suMoraM 3aKoHOAaBCTBA W00
-3a0e3meMeHHA AKOCTI JIIKapChKUX 3aco0iB.

_FIpQ Lie plANORIANHE OpraHd QoXonis 1 306pis T4 MAKTE BIAMITEY B NACTIOPT.
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MSD

Ceprudikar
AKOCTI cepif nikapcbKoro 3acoby

Mepk Wapni Joym B.B.,
Baapaepser 39, 2031 BH
Xaa pnem,

Higepnanav
ten. +31 23-5153153
Paxc-31:23-5148000

‘Ha3sa nikapcuKoro 3acoby

NikapcbKa popma

POTATEK BakunHa Ana npodinakTykin potasipycHoi iHpekuil, )u1Ba,
nepopanbHa, NEHTABaNEHTHA

Po34yuH opanbHMA

‘YnaKkoeka OpHa posa (2 Mmn) micTuTe;

Litovi peyoBrHN.
G1 peacopTanT * 2 2.2 x 10%10"%/a03y
G2 peacoptant * = 2.8 x 10%10%%/n03y
G3 peacopTaHT * 2 2.2 x10%10"%/n03y
G4 peacopTanTt* > 2.0 x 108 |0 *2/n03y"
P1A[8] Reassortant* > 2.3.x 10° 10 %2/ no3y
* MBI peacopTaHTK NOACLKOTO Ta BUHaqoro pOTABIPYCiB; BUD OUWEHNX Ha
KYNbTYPI.KAITUH Vero
VinbeKuiiHi OguHML
% K HWKHI M gosipumid iHTepsan {p = 0,95)

1 Mo 2. mn posunHy y nonepeaHbo 3anoBHReHiH TY6i B 3axucHomMY NaKeri.

1 Cepis X027997 Homep 4047

NPOAYKTY
| Cepin in Bulk 0001700361 Martepian | 1044986
KiabKicTb B Ccepil 21 840 ynakoBoK Onuc PotaTek 2MJ1 1X TYBA
| YKP
[aTa supobHuLTBa 19 BepecHs 2023

| Tepmin npupaTHOCTI Cepnenb 2025

| KpaiHa BupobHuk in Bulk Crnonyyeni lWratn Amepukmy
{CLLIA)

| KpaiHa BUpODBHUK Higepnanam

Bupobrux BignosigancHuii 3a sunyck cepii | Mepk Wapn i Joym 6.B.,

Higepnangw

Aapeca supobHuKa signoBiganbHOro 3a
| sunyck cepii

Baapaepeer 39;2031 EH Xaapnem, Hinepna H,h,m

KpalHa npuaHayeHHA

YKpaiHa

PeecrpauinHe nocBigveHHn

UA/18589/01/01

Aigyensin No

108958 F

Ceprnoikat BignosigHocti GMP

NL/H 21/2035427A

PesynbTaTi NpoBegeRHA aKaniay AKOCTI nikapcbKoro 3acoby y Bignosiavocti po AHA, PR Ne UA/18589/01/01

[TOKa3HMKK KOHTPO IO

Bumoru AHA PesynbTaTh aKaniay

KiHuesull HanogHeHul KoHmelnep

I,u,EHTHdJiHaLi,iﬂ
peacopTaHTy: M-QPA

Binnosiagae

CTepunbHicTb

Bignosinac

flo3a {AkTnBHicTe): G1

7.53 x 10° 10/ no3a




Do3a (AxTusHicTb): G2 >4.75 x10° 10/po3a 10.3 x 10% 10/p03a

[o3a (AKTUBHICTL): G3 > 6.58 x 10° 10/po3a 11.2 x 10®% 10/ o34
flosa (AKkTMBHICTb): G4 >4.25 x 10° 10/go3a 9.73 x 10°10/p03a
fo3a (AKTUBHICTL): P1 > 4.50 x 10° I0/003a d 11.1 x 10® 10/ 034
o3a (AKTUBHicTb): CykynHO <116 x 10°10/p033 50 x.10° |10/no3a
b,ﬂ,HDpi,ﬂ,HiCTb. ,ﬁ,osn Bcl 0AMHMLI NOBUHHI ByTH Bignoeinae

> 1,50 mn Ta < 2,50 mn,

Ta 80-120% Big cepeAHLOro 3Ha4YeHHA,
He binbwe 2. ognHMLb NOBUHHI ByTH

< 90% abo > 110% Big cepeaHbOrO

| - 3HaYeHHA | _
CepenHin 00’em, O BUTATa€THCA > 1,90 Ta < 2,40 mn 2,20 mn
3aranbHi XapaKTepucTUKK BoaHa; sig bnigo-»osToro ao 61ig0- Bignosigae

YKOBTOIO KONLOPY 3 POXEBUM BiATIHKOM!
npo3opa piauHa

pH 6.0-6.7 6.3
1 3anmwkosa AHK knitnH Vero? < 100 mKr/no3a 8 mKr/po3a
I,u,eu-rrudaikal_l,iﬂ YMNaKQBKU ) Bianosigae onucy, HaBeaeHOMY B meTogi Bignoeinae
| |,D[eHTM¢iKaLI,iFI NICNA NaKyBaHHA pH. 6.0-6.7 BianoBinae

XapaKkTepucTuku: Big 6aigo-»oBToro 4o
BNif0-KOBTOrO KONLOPY 3 POXKEBUM
BIATIHKOM; NPo30pa pignHa

Komermapi:

1 102 IHgperyildni Oduruyi

a Pesynomam ob4ucmoemsca 3 CyMapHo20 6HECKY 6ankia BAKYUHU, BUKOPUCMOBYBAHUX Y BUPOOHUUMEI, MAKUM
YUHOM! aKmop po3gedeHHsa 3aCmoco8yemecs do.koHuenmpayii 3anuwxkosol IHK knimusii Vero dnsa KOMHOT okpemor
squ‘:fnbmposamfpfawu, Wo Micmumie 8IpYC, AKQ BUKOPUCMOBYEMELCA 8 Bupobruymsi. Ui iHOueidyansri 3Haue s
(mK2/mn) nomim nidcymosyomecs, o 3a2a/16HA MOMHONYEM bCA HA cepedniil sumsazysaruli 06'em, wob ompumamu
Kinyesul pesynemam y mke/0o3aq.

Livim A 3acBiAYYio, WO HaBeAEHa BuLLe tHdopMaLin € OCTOBIPHOIO Ta ToUHOW. Lkio cepiio nperapaty 6yao BUpPOOIEHO
(BKAIOYAOYM NAKYBAHHA/MAPKYBaHHA) Ta NPOBEAEHO KOHTPONb AKOCT Ha BULLE3A3HAYEHIN AiNbHUL] Y NOBHIMN
BiANOBIAHOCTI 3 BUMOramm GMP, sBcTaHOBAEHUMHK MICLEBUM DEIYAATOPHWM OPraHOM, a TaKoX BigNOBIAHO A0
CreumndiKauin, wWo MiCTATLCA Y PeECTPaLinHOMY Aocbe. NPOTOROAW BMPOBHULTB], Na KYBaHHA Ta aHanisy Oyno
MePernfHyTO T3 BCTaHOB/ICHO BIANOBIAHICTL GMP cneumdikauiii, Wo MicTATbCA y peecTpalifromMmy L0CbE. [poToKoN
BUPOOHMUTBA, MaKyBaHHA Ta.aHanisy Oyno nepernaHyTo Ta BCTaHoBNEHO BIANOBIAHICTL GMP.

Aama sunycky cepii : 31.01.2024 P. Bepbeex (YnosHosaxcena ocoba Mepk lliapn i Hoym 6.8.,

A

o

Jwimamn/ Hidepnandu)
fionuc

flidzomosneno: M. Yxpdrycepc ( nidnuc) 31.01.2024
Mepesipeno: Pika Poka ( nidnuc) 31.01.2024




