JNEPKABHA CIIYXKEA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haxii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €EAPITOVY 37079055

BMCHOBOK
Npo siKiCTh BBE3eHOro B YKpainy JikapcbKkoro 3acofy

18.09.2023 Ne 47342/23/26

ADJIYBIH®

(HalMeHyBanKs nikapcbkoroe 3acolfy 3riaHo 3 peceTpauifiHUM NOCBINYEHHAM)

KpanJi opanbui, 1o 50 MJ y duaxonax-kpaneJbHHUAX; 010 1 ¢I1aKoHy B KapTOHHIN ynakosui

(hopma BUNYCKY, J03YBAHHA, BHA NaKyBaHHS NiKapCuKoro 3acofy)

Homep peecrpauiftnoro nocsinuenns UA/1952/02/01 crpox ait peectpauiiiHoro nocsinuenns HeOOMeEXeHH I

Cepis nikapcekoro 3acofy Ne 2328025A Kinbkicte asesenoro fikapeekoro 3acoby 17280
BupoGHHk Pixapn bitraep Al', Ascrpis ) 3

(HAHMCHYBRHHS BHPOGHKKA NiKapChkoro 3acoly, kpaiHa NoXo/KeHH)

BeeaeHo B Y kpafly TosapucrTpo 3 oOMexxkenoro sianosinansricrtio "'[IEPPITO
YKPAIHA", izenT. con: 37063312

(nabimenynanus Ta kon 3a CJIPIIOVY wopuanyunol ocobu abo npitannie, im's. no Barskosi pizuaiol
OCOOH - NINPHCMLUA, T MICIIE ITPOXHBAHHA TH PeCCTPattiFHBA HoMep 0DAIKONOT KAPTKH NNATHMKA
nonaTkin abo cepis ra HoOMEP nacnopra)

[TpoTokon BizyasasHoro konrponio sin 18.09,2023 N 2800/1.

3a pesyinbraraMH  IEPWABHOrO KOHTPOAK BCTAHOBAGHO, WO JAikapckku#t 3aci® BBeleno B Ykpainy 3

(riAnue) (IHULASH Ta TIPIZBUILGE)




Pixapa bitTHep Al

Occiaxeplwitpacce 7 noro OMETA KOHTPOITb AKOCTI
9960 denbakipxeH/ ABCTpIA BITTHEP UTOpiHKa 13 1
CEPTUDIKAT AKOCTI Ne Ukr 2328025A-50/23

Hassa npogyKuii: ADNYBIH®

{paiHa-imnopTep: YKpaiHa

-omep peecTpaudiiHoro nocsiayveHHs. | UA/1952/02/01

TepmiH At HeobmexeHui

Cuna aii/akTuBHICTb: 100 mn mictutb: Gentiana D1 1 mn, Aconitum D6 10 mn,

Bryonia D6 10 mn, Ferrum phosphoricum D12 10 mn,
Acidum sarcolacticum D12 10 mn

NlikapcbKka hopma: Kpanni oparibHi

Po3Mip Ta TN NaKkyBaHHA 50 mn y cbnakoHax-kpanenbHUUAX, 1 hnakoH 8 ynakosL|
Homep cepir. 2328025A

Poamip cepit: 99360 ynakoBOK

[aTa snpobHuurea: 07/2023

daTa 3akiHvyeHHs TepMiHy npuaaTtHocTi: | 07/2028

Hasasw, agpecu Ta HoMepy niLeHsin Pixapa bittHep Al

BCIX SinbHWUL BUpOOHWUTBA Ta Occiaxepwrpacce 7, A-9560 PenbgKipxeH, ABCTpis
KOHTPOMK AKOCTI Ne: INS-480748-101435909-17828458
CepTucpikaTtn signosigHocti GMP ans Ne: INS-480748-101435909-17828456
BCIX AiNbHWUbL, HaBeAeHUX BULLLE

Pe3ynbTaTn axvanisie
fToKa3HuKu Bumoruy 3rigHo cneuudpikauii PesynbTaTt

OpraHonenTM4HUU KOHTPOIb

[Mpo3opa, Big 6e3bapBHOro 40 3Merka XOBTyBaToro

Onnc KOMbOPY PIAVHA Bianoeipae
3anax bes cneundivHoro 3anaxy Bianosigae
Pi3nYHI NOKa3HUKW
['yctuHa (r/mn) 0,920 - 0,950 0,929
BMiCcT eTunoBoro cnupty (M/m) 41,6 -44.,5 42,8
laeHTUdIKaLIA
ToHKOLWapoBa 30HW Ha XpomaTorpami 4oCNigKYBaHOro 3paska
Xpomarorpadis: BIiAMNOBIAAIOTE 30HAM Ha Bignoeigae
XpomaTorpami MaTpu4Hol HaCcTOUKN
MikpobGionoriyHa yncrora
TAMC / mn < 10° O/mn
TYMC/ mn < 10’ 0/mn
E. coli / mn BiacyTHi BigcyTHi/ mn
HomiHanbHUN 00’eM: CepegHivt 06'em BeieT cepil noBuHeH OyTn He 50,0 mn
MEHLLEe HoMiHanbHoro ob'emy
[do3a | ogHOPIAHICTE A03U panndHi nokasHuku Eur, Ph. «Pigki Bignosigae

ANs nepopanbHUX Kpanenb npenapaTi Ang opanbHOro 3acTocyBaHHA
KomeHTapi: YmoBu 36epiraHHa: 30epiraty B opuriHanbHi KapToHHIA ynakoBsUi npu Temneparypi
He suLle 30°C B HeZOCTYNMHOMY ANS Aiten Micul.
3anaBa npo cepTucbikauito: Llm st 3aceiguyto, Wo HaBegeHa BULLE iHGPOpMaL|A € JOCTOBIPHOK Ta TOYHOH.
Llto cepito npoaykuii 6yno supobneHo (Bkro4aoun nakysaHHs/MapKkysaHHs) Ta NPOBEAEHO KOHTPOIb i
AKOCTI Ha BULLe3asHa4eRii AinbHWLI Y NOBHI BignoBigHOCTI 3 Bumoramu GMP, BCTaHOBNEHVMW MICLIEEBUM
PEFYNATOPHUM OPraHOM, a TaKoX BignoBigHO 40 creuundikallii, Lo MICTATLCA Y peecTpaliiHoMy A0ChE
kpaiHu-imnopTepa. MNpoTokony supoBbHUUTBA, NakyBaHHR Ta aHanisie Oyno NepernaHyTo Ta BCTaHOBIIEHO
BianosiaHicte GMP
Mpizsulle Ta nocaga/asaHHA ocobu, OunnoMoBaHui IHxeHep Tomac Bak T
fika Buaana po3Bif Ha BUNYCK cepil: RTINS TS - ‘
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Nignnc ocobun, Aka Buaana Ao3BIiN Ha BUNYCK cepil
IlaTta nignucaxHHn: 10.08.2023 "

NMaBopaTopia KOHTPOMO AKOCTI/ Pixa



