AT KHIBCbKHH BITAMIHHIF 3ABOA"
Vipaina, 04073, m. Kuls, eya. Konunigcsxa, 38
Mpuivasona: men/chaxc (044) 461-03-08
Kowvepytiinuti slooin: (044) 461-03-31

Biddin xoumponio axocmi: (044) 461-03-34

Ceprudixar cepii Ne 14

&-04-351/6.02
BupoGnuya dineruysa.
Adpeca: Yxpaina, 04073, m. Kuls, syn. Konuniscexa. 38.
Jliyenzia cepis AB Ne 598093 eudana Hepxcasnoo ciywcboio
Vipairu 3 aikapeesux sacobis sid 04.07.2014 p.

Caio npo jio nabopamopit Av 216 sudane
Hepacasnoro cayxucboro Vxpainu 3 aikapcexux sacobie
sid 07.07.2014 p.

Cepmughixam 6ionosionocmi yMos supoGHuymea Aikapcerix
3acobis sumozan HanexcHol aupobuuol npaxmusy

Ao 001/2022/GMP sio 05.01.2022 p., mepmin dil do
05.11.2024 p.

Haspa npoayxkuii, nikapceka ¢opma

Maruixyu-aumc‘rpeca,
Ta0/1eTKH, BKPHTI ILTIBKOBOI0O 000J10HKO010

Homep cepii VB140422

Homep peectpauiiinoro nocsiayenns

Ne UA/16534/01/01 Mie no 11.01.2023

Poamip cepii 5195 yn.

Cuia nii/ akTuBHicTs Maruiio uurpar — 618,43 mr (1o exBiranenTo Marsiio — 100 mr) | Jlata pupoGuuurrsa 04,22
[Mipuaokcuny riapoxnopua — 10 mr
Po3amip Ta THII NAKOBAHHA Ilo 12 Tabacrok y Onicrepi; no 5 Gaicrepis v nayui Hassa kpaiiu npuznavenus Yxpaida
Bunpo6osysanna nposeaene 3a MK JI3 no PIT Ne UA/16534/01/01
Cneundikauis 10 MKS JI3
No Iokazuuku sxocri Jonyerumi Mexi Mertoau kouTpomo Pesyavrati
1 | Omuc TaGaerkn Kpyriof opmu 3 ABOONYKI0I0 NOBEPXHEID, BKPHTI 3am | Bianosinae
NAiBKOBOK0 06010HK010, Ginoro abo maitxe 6ij0ro Koasopy.
2 | laewrudikatiia
Maruii XapakrepHa peaktis. 3an 2.A Burpumye
UMTPATH XapakrepHa peakuis. 3an. 2.B, Y10V, 23.1(b) | Burpumye
MiPUIOKCHHY Y®-cnexTp nornunaHHg BUNPOGYBAHOTO PO3UHHY, O1EPKAHOIO B 3an.2C *1dV, 2225 Burpumye
riapoxaopua pozaini "KinsgicHe puznavenHs., Tipwiokcuuy rizpoxiopi ”, s obaacti
Bit 250 BM 10 350 HM NMOBMHCH MATH MAKCHMYM 32 JOBKUHM XBHII
(291£2) nm.
3 | Oamopianicrs 3an. 3, *IDY, 2.9.40
JIO30BAHUX OIHHHLIb
maruii Maiots BuTpHMYBaTH BuMory * JIOY 3am. 3.1 Burpumye
i pHIOKCHHY Maiors BuTpuMyBar BuMoru * J1OY 3an. 3.2, *1DY, 2.2.25 Burpumye
IiApOXIOPHI
4 | Posnananns He 6iaswe 30 xs. 3an. 4,* 0DV, 2.9.1 14
5 | PosunHeHHS 3an. 5 *AdV,293
maruiii He menme 75% (Q) 3a 45 xs. 3an. 5.1, * 19V, 2.5.11 Bianosiaae
T PHIOKCHHY He menuie 75% (Q) 3a 45 xs. 3an. 5.2, *1dY, 2.2.25 Bianositae
rizipoxnopua
6 | Cynposiasi noMitmku 3an 6, 10V, 2229
Oyne-sKa ToMilmKa ue Gizswe 0,2 % Bianosiaae
cyMa JIOMillIoK He Giswe 0,5 % Bianosigac
7 | Mikpobionoriuna Kpurepii npuitastHocTi: 3an 7, *10Y, 5.1.4,
YHCTOTA 3araibHe yHCTO acpoﬁHHx Mikpooprasiamis (TAMC) -10° KYO & Ir. 2.6.12,2.6.13 <10
3araibHe YWCI0 APDKIDKOBHX Ta NiiceHesux rpubis
(TYMC) -10°KYO s Ir. <10
Bincyrnicrs Escherichia colin 1 r. Biacyrui
8 | Kiaekiche Ha moMeHT BHnyCKy [porsarom
BH3HAUEH A TCPMiHY NPHAATHOCTI
Marxii Bia 95,0 mr no 105,0 mr, y Bia 92,5 mr o 105,0 mr, y 3an. 8.1, *1QY, 2.5.11 96,9
nepepaxyBaHHi Ha cepeaHio Macy NepepaxyBaHHi Ha CCPCOHIO Macy
TabueTku TabIeTKH
1 PHAOKCHHY Bix 9,5 mr o 10,5 mr, y Bin 9,25 Mr g0 10,5 mr, y Jamn. 8.2, *1PY,2.2.25 10,0
rizpoxsiopsi NepepaxyBaHHi HA CePeaHIo Macy NepepaxyBaHHi HA Cepeilio Macy :
TabneTku TabACTKH
9 | ¥Ynaxosnka BianosiaHo 1o sumor MKfl Ji3 3a MK JI3 Bixnosiaac
10 | Mapkvpauusa 3riaHo 3aTBepi MAPKYBAHHA
11 | Ymosu 36epiranns B oprm BTEMICPaTYpi He Buute 25 °C
12 | Tepwin npm[zmiocr: 2 po 5 | Jlo 04 24

BHCHOBOK; Bmﬂonmac BHMOram

Hagamennk BKS

3assa npo ceprudixaniio: Llum 1 3 310, 10 HABE S
(BKIHIONAIOH NAKYBAHKA T2 MapKyBanH#) T ipoBends
BCTAHOW/ICHHM MICLICBIM PEry.IATOPHHM OPIailon

VYnosHosakena ocoba Himapryu LB, A

» 4 TAKOXK Y BLANOBY i
nnpoﬁnumsa, YNaKoBKH i aHanisis Gyau nepernsHyTi i BCTaHOBICHH
axocti MKSI J13 no PIT Ne UA/16534/01/01 ta n03Bosserncs o peafi

B
!

by:10 supobiacHo
GMP,
Jnocke. [IpoTokonu
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