Ten./Qakc: (+38044)566-68-78 [lpuiiManbHa
(+38044)207-73-41 Biggin KoHTponto sKocTi
(+38044)207-73-04 'YnoBHOBaXKeHa ocoba 3 AKOCTi

Appeca 02093, m. Kuis, Byn. bopucninbcbka, 13
. lH 0 I'H lj’
(+38044)207-73-27 YnoBHOoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceprudikart aHanisy N2 170000003332

1.-HalimeHyBaHHA NpoAyKLUii: TAYOOH-OAPHULIA

(Ha3Ba, cuna gii/akTuBHIcTb, Nikapcbka dopma Ta 1. M po3unHy MicTUTh TaypuHy 40 mr

po3mip ynakosKu (ifeHTUYHO 10 TEKCTY Ha Kparni oy4Hi, po3suuH, 40 mr/mn no 10 mny dnakoHi; no 1 dpnakoHy B nauui 3
yNaKoBLji roToBOI NMPoAYKLi)) MapKyBaHHAM YKpPaiHCbKOI MOBOIO

2. Homep cepit: XT90324

3. Po3zwmip cepii: 42 782 TYN

4. KpaiHa-BUpOo6HUK: YKpaiHa

5. HalimeHyBaHHs KpaiHu: / KpaiH npusHavyeHHs YKpaiHa

ansa cepii:

6. Homep peecTpaliiiHoro nocsigueHHs: UA/1894/01/01

7. Jata BupoGHuLTBa: 03.2024

8. Jara 3aKiHYyeHHA TepMiHy npuaaTHoCcTi 03.2026

(micaub i pik, nicns Aakoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta Homepwu nileHsili BCix BUPO6NeHo, BKNOUAOUM YMAKOBKY/MapKyBaHHA Ta KOHTPONb saKocTi Ha MpAT
AiNbHULb BUPpO6HULTBA i KOHTPOJIO AKOCTI; «QapmauesTuuHa  dipma «JapHuua»  3a  agpecow: M Kui, Byn.
CepTlncbiKaTu BignosigHocti GMP BCix Bopucninbecbka, 13; niuensia AB Ne598086; ceigoutso npo arecrauiio
AiNbHULBb: nabopartopint BKA Ne 128; ceptudikat GMP Ne 071/2023/GMP

10. AHanis BUKOHaHui1 3rigHo: MKA N3 po peecrtpauiiHoro-noceiguenHsa NeUA/1894/01/01 Big 26.04.2019

Ne978, 3i amiHamu

PesynbraTtyn aHanisy:

Nen.n.  HaiimeHyBaHHA NokKasHUKa Bumorun HopMaTuBHOT fOKyMeHTaL il Pesynbrar aHanisy

1 Onuc MNpo3sopa 6e3bapeHa pianHa, 6e3 3anaxy Bianosinae

2 lneHtudikalia A Peakuia 3 popmanbperigy posunHom P B Ny>XHOMY cepefoBuLi Bignosinae
(dopmonbHa peakuis Ha NepBUHHY amiHOrpyy)

3 lneHTudikauis B YO-cnekTp BUNPOo6OBYBaHOIO PO3UNHY, OAEPXKaHOro B po3gini Bignosigae

«KinbKicHe BU3HaueHHsA. MeTunnaparinpoxkcnbersoar (Hinarii)», B
obnacri gig 220 HM go 300 HM NOBKHEH MATU MaKCUMYM 3a
ROBXUHY XBUNi (255+2) HM

4 Mpo3opicTb Mpenapat mae 6yTu npozopum Biarnoeigae
5 Konbopogictb Mpenapat mae 6yTn 6e36apBHUM Bianosigae
6 pH 4,0-6,0 4,9
7 CynpoBigHi foMilLK® byab-akoi gomilku - He Ginbwe 1,0 % Bignosinae
8 O6'em BMicTY drlakoHy 0O6'em BMICTY KOXHOTO dnakoHa - gif, 9,5 mn go 10,5 mn Bignosipae
9 MexaHiuHi BmoURAs, BignosigHo po MKA 113 Bignosinae
%‘?%% 1‘,?’?%
10 CTepunbHicTb e Mpenapat mae. 6yTn CTEPUNIBHIM CrepunbHuit
g‘“ ORoTrikora - P
11 Kin:i;KiCHe Mﬁ%ﬁ%ﬁgﬂ TaypmHi; 38,0 - 42,0 mr/mn 41,1 mr/mn
- WKOaiBHa -
12 Kingkicne Bl ™ = 0,9- 1,1 mrfwn 1,0 mr/an
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13 YnakoBKa BinnoeigHo go MKA J13 Binnosinae

14 MapkyBaHHst BignosigHo go MKA 13 Bignoeigae

11. KomeHrapi: bes kometTapis

12. YmoBu 36epiraHHs: B opuriHanbHin ynakosui npu Temnepatypi He Buile 15°C. 36epiraTu B HeffocTynHomy Ans
aiten micli.

13. 3asBa npo ceptudikauiro: Liyum nigTeepmKyio, Wo BCi BUPOGHUUI cTagil Af1s Liel cepii roToBoi npogykuii 6ynu nposegeHi
B MOBHIN BiINOBIAHOCTI 3 BUMOramu, BCTaHOBNEHUMU B YUMHHOMY KepisHULTBI o GMP,
3aTBepaKeHoMy MiHiCTepcTBOM OXOPOHU 3L0POB’A YKpaiHu, i 3 BUMOrami peecTpaLiiniHoro
[OCbE KpaiHy NpusHayeHHA

Ce:piﬂ‘.qossoneua Ao peanisauii / BigeaHTaxeHHs 3 09.04.2024

3aTBepaKyto
MIb: OxoTHikoBa T.M.

Mocapa: YnosHoBaXKeHa ocoba

MianucaHo enekTpoHHuM nignivicom: 09.04.2024 -~ 09:08
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