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Gabpino ainlg .
Cyuaci) dopmynn spopes’s M. XKuToMup

YKpatHa, 10014, m. 2KvTomup, By, NepMOHTOBCHKaE, 5, 7. 48-11-31, T/th. 48-11-28

CepTudiikar cepii niKkapchKoro 3acoby No 22905

1. Hazaa npoaykuii: BEH3UNBEHIOATY EMYALCIA

2. Kpalna-Bupobuux; YKPAIHA

3. HoMep peecTpaniinore noceinvenus: UA/B8378/01/01

4. Cuna gii/akTuenicrs: 1 r npenapa+Ty MicTUTS: BeHsunBeHzoaTy 200 Mr

5. Nikapcbka dopma; EMYALCIA HalKkipHa 20 %

6. Pozmip Ta Tun MaKyBaHHH: 0 50 r y dinakonHax 3 MapKyrRaHHAM YKpalHCbKOD MoBOiD

7. HoMep cepii; 51024 Poamip cepii: 7 910 wr
8. DaTta eupoGHMuTEE: 10.2024

8. Rara 3akiH4ennn TepMiuy npugatHocTti: 10,2027

10. Hassu, appecu Ta nomepu ninemal: BupobneHo, skAl0YAlNM [aKyBaHHA/MAPKYBAHHA Ta KOHTPONL AKOCTi Ha Ambruul 3

BCIX  OinbHunL 32 BupoBuuuTeas Ta BUPOBHUUTBA pIOKUX Ta M'axmx nikapcekux 3acobls TOB “AKM "tapMmauesTuaHa

KOHTponio  aKocTi: thabpuka® 3a agpecorn HUTOMUPCLKE 06N, MUTOMUPCEXU paiioH, c.CraHuulibka,
ByaA.KoponboBa, 6.4; nitenzia N:AB 588036; csipouTeo Apo arectvauiln ®OXJT MN127,
CBIROUTBO npo aTectauiio MEN 227

11, Ceprudchikarn sinnosinuocTi GMP ANa BCiX AinLHULE, HaBe JeHUX ¥ n.1lo:

12, PeaynwTaTH ananisis:

MNMokazunky BumMorn HTH Peaynsratu
onuc E_Mynbcm 6inoro Kénwopy :;x] CnabKuM cneyudivHumM 3anaxoM, sKa . Bianosinae
MIHUTLEA Npu 36oaTysanHl NonyckagThen po3WwapyBaHHa emynseii,
AKe YCYBAETLCA NPpU 360BTYBaHHI
laenTuikauia 3rinHo MK$ N3 Binnoeigae
. . Poxcese 3abapeieHHs theHonthTaneity posuudy P, sxwo 3'aBUTLCA, Binno
K"cnomlﬁ"my*"'c“ MAg SHUKHYTYU Big pnofgasaHHs He Binble 0.5 Mn 0.1 M PO34YUBY IAnoBIAae
XNOPWUCTOBOAHERO! KUCNDTH
MikpoBionorivyna yucrora 3rigHo MKA N3 Binnoeinae
Mzca emMicTy ynakosky * He MeHwe 50 r Bignoeipae
Ynakoska 3riaHo MKA N3 Bignoeinae
Mapxysanng 3rigHo MKA N3 Blamosinae
Cynposinnl gomiuxm Kucnota Gewzoiila, He 6incwe 0.4 % 0.0939 %
: : BMicT 6eHsunbeHzoaty B 1 r NnpenapaTy Mae ByT1 npu Bunycxy: Big azr
Kinbkicne ausnavennsa 0.19 r 8o 0.21 r; NpaTaroM TepMiHy npugatHoeTl; Big 0.18 rno 0.22 r

13. KoMeHTapi: -

14, 3anga npo Lium g 3aceiguymo, Lo HaBeneHa sullie {HthopMalla € AOETOBIpHOIO Ta TouHoW, Ll cepiwo npgp,yxuﬂ Byno Bmpogneuo

ceprudikalilo:  (BK/IOMACYY NBKYBAHHA/MAPKYEAHHT) T2 nposegeHo ﬁ}-‘l’g-punb ti AkocTi Ha BuigesazHagveHiB alnsnunl v noaHin
BIINOBIGHOCTI 3 BUMoraMu GMP, BCTAHOBABHWMK Micgg‘aﬁym‘peryna'ropmm OpraHoM, a TaKow sinnaaigijo Ao
cnenmbikauiti, wo MicTaTeca y peecTpayiitiomy noch 2, ﬁt:Tb Ny BUpobHuLTEE, NakysaHHA Ta aHanisie Ayno

nepernaHyTo Ta BCTaHOBAEHO BIAROBIAHICTE GMP, .
15, Npissnine Ta nocana oco6u, Aka euaasta nossln Ha BHAYC W yYAOBHOBAMEHE 0c0Ba 3 AKocT]
16. Mlianuc ocobu, aKa supana [oO3BIN Ha BUNYCK cepiil ) LS 17. Rata ninnucauﬂﬂ:ﬂ//(ﬂxo,}.{/
=k >
s
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