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Haiimenypanns npoaykuii:  OHJJAHCETPOH Homep cepii: 31013003
Jlixapebka dopwma: PO3uUH s iH ekuin 2 Mr/ma
Peecrpauiiine noceizuenns  PIT Ne UA/10250/01/01 ¢ oic ne 0OMENCENV) Posmip cepii 20941

(yn., wr. 1a

yriakoska Ne 5

Kpaina-pupobuux Ykpaina {H.):
Cuna aii/akTusHicTs 1 ma poswuny micmunte 0.002 2 ondancempony (v | Hara TpaBeHL
8UAAOT onoancempony 2i0poxaopudy oueiopanty) | supoBuuurea: 2023 p
Bua i posmip ynakosku: ITo 2 ma B amnyuii; no 5 amnys y Gaicrepi; o | | Jlara sakin-
GaicTepy & nauL 3 MAPKYBAHHAM YKPAIHCHKOIO TA | HeHHs Tepminy 052025
POCIHCHKOI MOBaMH. NPHAATHOCTI
Haiivenypanns Bumorn crienndixauil Metonnkn PesyanraTn
HORAIANKA KOHTPOJIIO
Onnce [posopa. Gesdbapeua pianna. 3a 3oBHimHiM BUrasaom | 3an. | MKSL [Tpo3opa,
mae sianosinatm sumoram JIOY, cr. “Jlikapeski 3aco6u Bisyastero, Oesbapsua
A5 NAPCHTEPANBHOIO 3aCTOCYBaHHA . piamua.
Bianosigac
Inenrudixanin Ha xpomatorpami BunpoGorysanoro pO3UHHY, oaepKa-
Onoancempon Hii 0pK KinbKICHOMY BU3HAuENH, yac YTpUMYyBanng oc- | 3a m. 2.1 MKS.
N T, S g , Burpumye
HOBHOTO TKY Mae€ CriBnajgard 3 4acom yrpumysanns | J[DV, 2.2.29.
MKy OH/AHCETPOHY HAa XPOMaTorpaMi po3uuHy nopis- | Meroa BEPX.
HAHHS 6.
Xaopuou XapakrepHa peakuis a) Mae GyTH NOSHTHUBHOKW. 3an. 2.2 MK .
Hosururna
JDY,2.3.1.
Lumpamu XapaxTepHa peakuis ¢) Mac 6YTH NO3UTHBHOIO. 3an. 2.3 MKS. )
. Iozuruena
MDY, 2.3.1.
. 3an. 3 MKJ. , N
I po3sopicTs Mae Byt nposzopum. JIDY, 22.1. Ilposopuit !
Koasoposicts Mae GyTu Gesbapsrum. 31213,42%12}1 Bes6apsuuii
; 3an. 5 MK,
pH Bl,:.l 3.,3 a0 4,0. II(DV, 2‘2'3' 3.5
3a . 6 MK,
Jdomimka B He Ginbiue 0.4 %. AdY, 2.2.27. Menine 0,4%
‘ Meron TUIX.
Cynposiani Homituka D - e Gisbine 0,1 %. 3an. 7 MKs. 0,07%
JAOMIIKH Howmika C - ne 6inbuie 0,2 %. JIdY, 2.2.29. 0,00%
Homiuka E ta omimka F cymapso — ve Ginbie 0.4 %. Merox BEPX. 0,00%
Howmiuika A ta nomiika G cymapHo — se Giasine 0,4 %. 0,00%
By ab-sKa HecneMdiuHa JOMILIKA — He Gibite 0.2 %. 0,04%
Homitok cymapHo — He Ginbie 0,4 %,
06’em, mio Hist nikapcskoro 3acody o6'eMOM 2 M - He MeHIe 7\
BHTSATACTHCH 2,0 ma1. ;
Crepuabnicrs Mae GyTu crepuibHHM,
baxrepianbni
CHI0TOKCHHN Menwe 19,8 MO/ma.




CEPTH®IKAT CEPI N 2023-15.1/121

HalivenyBanus OHJAAHCETPOH Homep cepii: 31013003
npoayKuit:
Jlikapcoka dopma: PO3YMH AAs W eruil 2 Mr/ma
H Mero Pesyanrarn
H A o e eTOHKH : ;

AUMCRyRaRE Bumorn cnenudiranii NG :

noKazHHuKa - KOHTPOJII0
Mexaniuni Ans HacTok 2 10 Mk ~ ne Gissine 6000 8 amnyai; 3an. 11 MKslL
BRAOYEHHN: 1% HaCTOK 2 25 MM — He Oisbiue 600 8 amnyai. HDY,2.9.19, Burpumye
HeguOuMI vacmxy meron 1.
Mexaniuni Mae Oy npaKTHIHO BiSbHUM BIZ 4aCTOK. 3an. 12 MKSL
BRUTIOYCHHSA: ADY, 2.9.20. Butpumye
sudumi yacmru
Kiibkicne 3an. I3MKSL | 00020

. 4

BH3HAYMEHHS Bi20.0019 r 1o 0.0021 r 8 1 a1 npenapary. ADY, 2229, B 1 Mn
Onoancempony Meroa BEPX. npenapary

Ynakoska Bianosiauo no MKSsI

MapxyBanus: Bianosiano a0 3minn 50 Mapkysannst (si0 29.12.2020 p.)
I'padiune s : ) . ; : . s
Bianosiano 710 sateep;ukeHnX OPHriHaN-MaKeTiB, PO3MIlIEHHX B €AMHIl ABTOMATHIOBAHIH
odopmirenny ; cu e . o o o B
SRR inpopmauiiiniii cuctemi Hepactikeayx6u Vipainu (unnnamit i 15.03.2021 p.)
KOMEHTAPI Ymosu sbepirauns: 3Gepiratu B opurinanbHii ynakosui npu Temneparypi He suiue 30°C,
H " ! 5 ! H
- Buxonaseun: [1.LB. Cmupunosa L.C. @1 /. Hara 24.052023 p
Havanenuk BKSI: | 1115, Koporknx 0.0. &L Hara f & s £ 5

3asiBa npo ceprudikaniio: Lium 5 3acBinuyIo, WO HaBeeHa BUIIE inopmaitis € 10CTOBIPHOIO Ta TO-
uH0i0. LI cepito npoayxuii 6ysio sapobneno (Bkmouaroun NaKyBauHsA T4 MAPKYBaHHA) TA NPOBEHEHO
KOHTPOIb i AKOCTI HA HIKYe BKA3aniit AinbHUL Y NOBHIN BiANOBIAHOCTI 3 BUMOraMH GMP, scrasos-
JCHUMH MICLIEBUM PETYIATOPHUM OPTaHOM, 3TiAHO 3 YHHHUM 3aKOHOAABCTBOM VYkpainu, a Takox Biz-
nosiano Ko creungikauili, wo micrsrues y'peectpauifinomy nocse. [1poTokoin BupoGHuLTEA, naky-
BaHH Ta aHai3iB GYN0 NEPerisHyTO T4 BCTAaHOBIEHO BiANOBIAHICT GMP. '

Cepis rorosoi npoxyxuii 31013003 sixnosinae Bumoram MK JI3 3i 3minamu .
(Haras Ne 3072 6i0 29.12.2020) no Peecrpaniiinoro nocsizuenns Ne UA/10250/01{131?§‘2=:'
AO3BOIACTHLCH A0 peastizamii.
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Jiuemsin: cepin AB Ne 501356 8in 08.02.2011 p.

peOX
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BupoGunua niapsuus. Agpeca: 611135 Yxpaiua, Xapxischka 0611., Micro Xapxis. Byauua Ccaaghufi\{JQT W ;
PN ) o

Cainourso npo atecrauito BKS Ne 337 gin 09.03.2017 p. (Buaiio Jlepwannoso cayxGoro Yxpaiuu éﬁn«aﬁmﬁxﬁ“‘?&oﬁia T& KOHTPOO

38 HAPKOTHKAMH )
Ceprudirar 15O 9001:2015 Ne 211QGHIS six 01.06,2021 p. (suaannit AQC MIDDLE EAST LLC)
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