d 0aPHUUS

Anpeca 02093, m. Kwis, syn. Bapucninbcexa, 13

Ten. /Qaxc: (+38044)566-68-78 MNpuimancHa
{+38044)207-73~-41 Bigaln KOHTROMO AKOCTI
{+38044)207-73-04 YnoeHoeaxeHa ocoba 3 AKoCvi
(+38044)207-73-27 YnosHosameHa ocoba 3 dapmakouarnagy

D

Ceptudikar akocri / Ceprudikar ananizy Ne 170000020061

1. HafimeHyBaHHa npogykyii:

(Hazsa, cuna piifakTMBHICTL, Nikapceka Gopma Ta
poamip ynakoexu (ineHTUUHO [0 TeKcTy Ha

yNakoBLi roTosol mpeayKuii))

2. Homep cepii;

3. Poamip cepii:

4. KpaiHa-Brpo6auK;

9. HafimenyBaHHA KpaiHu / KpaiH npussaueHHA

AnAa cepii:

6. Homep peecrpauyiiiHoro noceigueHHA:

7. JaTa Bupo6HUUTEA!

8. aTa zakiHYeHHA TepmiHy npugaTHOCTI

ATOPBACTATMH-AAPHKLA

atopsactariid 20 mr;

1 Tabnerka MiCTUTL aTOPBACTAaTUHY Kalnbuilo, B NepepaxyBaHHi Ha

Tabnetku, BKpWT 060noHKoI0, No 20 Mr; no 14 TabneTok y KOHTYPHIl
YapyHKOBIi ynakoBui; No 2 KOHTYPHI YapyHKoBI yNakosKM ¥ madui

EA40425
16,953 TYM
Yxpaida

YkpaiHa

UAM5437/01/02

04.2025
04.2027

{micsiup i pik, nicna Akoro J13 He 3acTOCOBYETLCA):

9. Hazea, agpeca Ta Homepu nileHzii Beix
BinbHWE ENPOGHUNTEE | KOHTPONIO AKOCTI;

Ceptudikatu eignoeigHocti GMP ecix
BinbHnUb:

10. Ananis BrnkoHaHWiA 3rigHo:

PezynbTratm ananizy:

«®apmauestnuHa $ipma  «JapHuusy  3a

BUpoGNeHD, BKMOYAIOUN YNIaKOBKY/MApKYBaHHA Ta KOHTPONL AKocTi Ha MpAT
agpecoto:

M RKuig, Byn.

bopucninbchka, 13, niueHsia AB Ne598086; csigouTeo npo atecTauiio
naboparopiii BKA Ne 128; ceptudikar GMP Ne 072/2023/GMP

MKA N3 go peectpauiiiHoro noceiguenHa NeUA/5437/01/02 sig 22.03.2021

Ne517, 31 aminamn

N2 n.n.  HalimeHysaHHA NOKazHWKa Bumorun HopmaTrBHOT AoKymeHTayii PeaynbTat aHanisy

1 Onwc TabneTku Kpyr/ioi Hopmit 3 ABOONYKNOIC NOBEPXHE, BKRUTI Bignosigae
obonoHkoe Ginoro abo maike Binoro konsopy

2 lpeHTudikayia A Ha xpomatorpamax sunpoboBYBAHOMO PO3UMHY Ta POSHUHY Bignoeinae
nopiBHAHKA, ofepxadnx y po3gini "KinokicHe Busnaverna”, yacu
YTPUMYBAHHS NiKa aTopBacTaTMHY MaloTh CNiBnagaty

3 laerTudikauia B Y®-cnexkTp nornuHaHkA BUNpoBosysaHoro po3unHy B obnacti sig Bigpnosinae
220 rim go 300 HM NOBMHEH MaTV MaKCHMYM NOFNMHAMHA 32
POBMMHY XBuni (24512) Hm

4 OpfHopigHicTe A030BaHUX oAWHUUE  Bignoeinae sumoram 4@V, 2.9.40 Binnoeinae

5 PosnagaHys He 6inswe 30 x8 6 xe.

8 CynposigHi ZoMiWKW Domiwxkm A - He Ginbwe 0,3 % 0,0%

7 CynposigHi AoMilukm Pomiwekn B - se Ginbwe 0,3 % 0,0%

8 Cynposigui pamiwiy; . Domiwxu C - He Ginbwe 0,3 % 0,0%
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9 Cynppaigﬂli,\gomimm e Homiwkm D - ve Ginbwe 0,3 % 0,0 %
> OpPOTKOBA -
10 CysaposigHi %W & Nomiwky H - ne Ginswe 0,3 % 0,0 %
= eopriigHa bt
11 Cyﬁpoaiﬁ%miﬁl}éﬁ INH 5 Byab-AKol iHWot gomiwkn ~ He Ginswe 0,2 % Bignosigac
A 00481212 ~
12 Cynpoé},gﬂi AOMILIKIM ° Cyma NOMIWOoK - He Binbwe 1,5 % 0.0%
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NMpopgoexenHa Ceprudikar axkocri / Ceprudikar ananizy Ne 170000020061 I” "]I|I|"ll""III““]"II]“"“"”HI"

13 Posunsennn Bignosinae sumoram Y, 2.9.3 npr Q=80 % 3a 30 xs Bignosigae

14 Mikpo6ionoriuHa umcrora KpuTepii npuiiHATHOCTI: 3aranbHe Y110 aepobHNX Bignosigae *
mikpoopraniamies - 103 KYO/r, 3aransHe yncno ApiKaMoBux i
nnicenesux rpubie - 102 KYOIr. Biacythicte Escherichia colig 11

15 KinbkicHe Bl3HaYeHHS He medwe 19,0 mr i He Ginbwe 21,0 Mr aTopBacTaTuHy B TabneTtyi 20,3 mrfrab

16 Ynaxkoeka Binnogiato po MKA A3 Bignoeigae

17 MapKysaHHA BipnogigHo 1o 3aTBEp/KEHOrC TEKCTY MApKyBaHHS Bignoeigae

11. Komenrapi: * MNepiogwvunicTb KoHTRONIC B KoXHIN 10 cepil

12. Ymoeuy 26epiraHua: B opuriHanbHIi ynakogLi B 2axutleHomy Bif CBiTna micyi npu Temnepatypi He suwe 25°C,

36epiraTi y HefoCTyNHOMY [na gitei micui

13. 3anea npo cepTudikauito:  Lum nigTeepmkylo, Wo sci BUpobHUUI cTadii ans i€l cepii rotosoi npoaykuil Gynu nposegeHi
B NOBHIil BIAMOBIAHOCTI 3 BAMOramW, BCTAHOBREHWUMUN B YMHHOMY KepisHuuTai no GMP,
3aTBepSpKeroMy MinicTepcTeom oXopoHU 3fopos’a YrpalHi, | 3 BuMoramu peecrpadiitoro
AOChE KpaiHW NpusHaveHHA

Cepia gozeonena go peanisauii / BigpaHTaxerns 3 02.05.2025

3aTeepKy0
f116: Kopotkoea O.T.

MNocapa: YnoeHoBaMeHa ocoba

Nignucano enekTpoHHMM nignucom: 02.05.2025  14:20
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