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CEPTU®IKAT SAKOCTI Ne FLU-A030725

Hassa npopykuii Daykonazon
Kpaina-BupoOunk VYkpaina
Kpaina-npusuayeHHst Vkpaina
Homep peecTpauifinoro noceinuexHst UA/14390/01/01

100 mn po3uuHy micTaTh (uykoHa3oly (y nepepaxyHky Ha

Cuna giil/akTHBHICTEL cyxy 100 % pesossny) 0,2 r

Jlikapebka dopma Po3uuH ans iHdysii 0,2 %
Po3mip Ta Tun ynakoBku ITo 100 ma y nasiuni; oo 1 nasuii y mavui
Howmep cepil A030725
Po3mip cepit 9480
Jarta BupoGHHIITBA 29.07.2025
JlaTa 3aKiHueHHs TepMiHy npHAaTHOCTI Jlunens 2028

Iex 3 BupoOHuUTBA iHdY3iitHNX posunHiB Ne 1 (JliueHsis
6/n Big 17.05.2016):

23219, Binnuipka o0j., BiHHUUbKHH p-H, ¢. BiHHHUBKI
Xyropu, Byn. Hemupieceske woce, 6. 84A

Biaain xonrposo sikocri (Jlinensis 6/4 Big 17.05.2016):
23219, Binuuipka o6., BiHHUuskuil p-H, ¢. BiHHHLBKI
XyTtopw, ByJs1. Hemupiscbke woce, 6. 84A

090/2023/GMP crpok aii no 28.07.2025*

Ceprudikar BinnosiaHocti BUpoOHuTBa BuMoraMm GMP
(na mifcTasi 3araJbHOrO BUCHOBKY iHCNIEKTODIB 3a
pe3ysbTaramMu iHcnekTyBaHHs 3 21.07.2025 no 25.07.2025)
3HAXOAMTHCS Y Npoueci Bugayi

Haigu, aapeen Ta HoMepH JTineH3iii Beix AlBHAIDL 3
BHPOOHHUTBA TA KOHTPOJIIO SIKOCTI -

Ceprudgikatn BignoBignocti GMP
ISl BCiX HABEHEHUX AUTLHULL

PesyanTaTH aHanizie:

;f;’: HaiimenyBaHHA NoKasHUKA Bumorn HJ{ PesyabTaT/BHCHOBOK
1. Onue IIpo3opa Ge3bapsHa pianHa Tlpozopa Ge3baprua pinviHa
2. Inentudikauis: 2.1 Yausrpadionerosuii CIIEKTp MOTAMHAHHS Bixnosinae
BUMPOOOBYBAHOIO  PO3UMHY, NPUTOTOBNEHOTO  JUIST .
KinbkicHOro BU3HaueHHs QuykoHasony, B obuacri Bin 230
HM 10 320 HM MOBHMHEH Marh MakCUMYMH TOITIMHAHHS 32
JOBXHH XBHJIb (261£2) uM i (26542) um ((pykoHason)
2.2. Peakuin (c) Ha Harpiii Binnosinac
2.3. Peaxuis (a) Ha XJIOpUIH Bignosinac
2.4, lMNosunHiI BUKOHYBaTHCA BAMoOrd Tecty 12.3 «Kinpkicie Binnosinae
pr3navenns: Jlunarpito eneram
3. ITpo3opicrb po3yuHy Mae 6yTi npo30opuM Binnosinae
4. KonnopoBicTh po3uuny Mae 6yTH 6e36apBHUM Bianosinae
5. Cynpopinui nomimku Homimra A - ve 6inbie 0,4 % 0,2
Homiwka B - ne 6insiue 0,3 % 0,01
Homiwxa C - ve Ginbute 0,1 % 0
Hecneyudbivosani domiwxu - e Ginbiue 0,1 % Bianoginae
Cyma cynpogionux gomiuok - ue 6inswe 0,6 % 0,2
6. pH Bin 4,0 no 7,0 5,15
7. O06'eM, 110 BUTATACTHCS He MeHliie HOMiHAILHOrO Bianosigae
8. CrepuiibHicTb Mae 6yTu CTepUIbHUM Bianoginae
9. BakrepianeHi eHAOTOKCHHH Menwe (0,832 MO/ ma Binnoginac
10. | MexaHi4Hi BKIIOYEHHS: [paxTyU4HO BiNbHMIA BiA yacToOK Binnosinae
BUJIMMi 4acCTKH
11. | MexaHiuHi BKIIOUEHHS: Mae BUTpUMYBAaTH BUMOTH Binnoeinae
HEBUAUMI YaCTKH
12. | KinbkicHe BU3HAYEHHS: . ‘; :
(hayxonason, Mr/mi Bin 1,90 5o 2,10 (95 % - 105 % Bin HOMiHanbHOrO BMicTY) 2 7}0’}2), \Q,}
HATPIIO XJIOPUA, MT/MI Bin 8,10 o 9,90 (90 % - 110 % Bixg HOMiHaNBEHOTO BMICTY) 01 \‘(;/,\
JMHATPIIO eNeTaT, Mr/Ma He 6inbuwe 0,055 (ne 6inbie 110 % Bix HoMiwansHOTO TOKY \QI0A8T 1B\,
BMICTY) A ’ = \
13. | YnakoBka TMns1wKA 3 NPENapaToM pasoM 3 IHCTPYKLIEIO A5 MEAHYHOTO| o, i ](I‘_BME
3aCTOCYBaHHf [MOMILIAIOTL B Mauky 3  HACTYMHHM ?&
11Ky BaHHsIM B sinku 110 40 wtyk 3 kaprody rodposanoro . N\« \ | AV w
14. | Mapkysauns BiffIOBiAHO 10 38TBEPJLKEHOTO TEKCTY MapKyBaHHS \\"‘ L; .BMROBW 2/

Howmep pepakuii ¢popmu 6 Cropinxka 1/2
Hassa nikapcekoro 3aco0y: ®aykonaszon Cepis Ne A030725
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BucHoBoxk: nikapcbkuii 3aci6 dnykonason sianosinae pumoram HJT mo P.n, Ne UA/14390/01/01.

KomenTapi: 36epiratu B opurinanpHiil ynakosui npu temnepatypi e suiie 25 °C y HEIOCTYNHOMY s AiTedl Mici.
JupexTop 3 sAiKoCTi: MMopsaeko }O.B, f‘/‘—m 79 0f A0l 5
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Hum ninrsepakyio, mo Bei BupoGumui cragii Ansa uiei cepii rorosoi npoaykuii Gysnu 3aiiicHeni B noBHil BignoBigHoCTI 3
BHMOTramy, 3a3Ha'leHUMH B 4MHHIA wacraHosi 3 GMP, 3arBepmxeniit MinicTepcTBoM oxopoHu 3mopoB’s Ykpaiuu, i 3
BHMOTamu peectpaiifinoro socke (Topropoi JileHsii) KpaiHU MPHU3HAYEHHS.
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Homep penaxuii ¢gopmu 6

Haspa sikapcekoro 3acofy: ®aykonazon Cepia Ne A030725

Cropinka 2/2


http://www.tcpdf.org

