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CEPTH®IKAT CEPII Ne 2024-15.3/342

Haiimenypanns npoaykuii: OHJIAHCETPOH, Homep cepii: 41013005

Jlikapcbka dopma: pOo34nH AN iH EKilii, 2 Mr/mMa

Peecrpauiiine nocsiguenns PII Ne UA/10250/01/01 ( die He obmeoicero) Po3mip cepil 10036
(yn., wr. Ta YHIaKOBOK

Kpaina-supoOHHK

Ykpaina H.): NS

Cuna xii/akTHBHICTh

1 mn pozuuny micmume 0,002 2 ondancempony (y | Hara
8uznAdi ondancempony 2idpoxaopudy oueiopanmy) | Bupobuuurea: 10 2024

Buz i po3mip ynakoBKku: Ilo 2 ma B ammysi; no S ammyn y 6aictepi; no 1 | Jlata 3akin-
Gnicrepy B nauui 3 MapKyBaHHAM YKpaiHChkoO Ta | yeHns Tepminy 10 2026
POCiHChKOIO MOBaMH. NpUAaTHOCTI
Hajimenynanys E 'vBumom cneuﬂdlil\‘huii‘ Meropuxn. . : ggsy;lbraru
+ - IOKASHHKA Lt : L _ KOHTPOJI10 . v
Onnac Ipozopa, 6e3bapsHa pinuHa. 3a 30BHiUHIM BUrnaaom | 3an. | MK [po3opa,
Mae BignosizaTu sumoram APV, cr. “Jlikapeski 3acobu | BizyansHo. 6e3bapsHa
JU1 [IApEHTEepanbHOrO 3aCTOCYBaHH: . piauHa.
Binnosizae.
IxenTrdpixanis
Onoancempon Ha xpomarorpami Bunpo6osysaHoro posuuHy, ogeprka- | 3a n. 2.1 MK
Hili NpH KiNbKiCHOMY BH3HAuY€HHI, Yac yTpuMyBaHHs oc- | DY, 2.2.29. Butpumye
HOBHOrO MiKy Mae criBmanaTd 3 4acoM yTpumyBanHA | Meron BEPX.
NiKy OHAAHCETPOHY Ha XpOMaTorpami po3uHHY MOpiB-
HSHHS 6.
Xnopuou XapakrepHa peakuis a) Mac 6yTH NO3HTHBHOIO. 3an. 2.2 MKA. | [NosuTtHBHA
A0V, 23.1.
Llumpamu XapaxrepHa peakuis ¢) Mae GyTH TIO3BUTHBHOIO. 3an. 2.3 MKA. | INosutusHa
Aoy, 23.1.
3an. 3 MK4.
IIpo3zopicrs Mae 6yti nposopum. ﬂgly 22.1 IMpo3opuwii
3an. 4 MK
Koasoposicth Mae 6yt 6e36apBHUM. I{ZZI?Y 2% 5 Be3bapeuuii
] 3an. S MKA.
pH Bin 3,3 no 4,0. NIV, 2.2.3. 34
3a n. 6 MKA.
Jomimka B He 6inse 0,4 %. ADY,2.2.27. BincyTHs
Meron THIX.
Cynposinui Homilika D — ne 6inse 0,1 %. 3an. 7 MKA. 0,00%
AOMilIKH Jowmimrka C — e Ginsine 0,2 %. ADY,2.2.29. 0,00%
Homimka E ta gomiuika F cymapHo — He Ginbiue 0,4 %. Merogn BEPX. 0,00%
Howmimka A Ta gomiwka G cymapto — He 6inblue 0,4 %.
Gynb-aka Hecreundiuba nomiiika — He 6ineiue 0,2 %.
Hominiok cymapHo — He 6insure 0,4 %.
06’em, mo Jns nikapcekoro 3acoby ob'emom 2 i - He MeHuie
BUTHIACTHCH 2,0 M.
CrepuabHicTs Mae 6yTH CTEpUITEHUM.
BaxTrepiannHi

CHAOTOKCHHH

Menuwe 19,8 MO/mn.




CEPTHU®IKAT CEPH Ne 2024-15.3/342
HaiimenysaHns OHIAAHCETPOH, Howmep cepii: 41013005
TPOAYKILi:
Jlikapcbka dopma: PO34MH 1A iH exulif, 2 Mr/mi
Hatuenysauis Bumorn cneumpixaui‘i ‘ Mé,mauxu Pgsy;lsTaTn_
NOKa3HUKA L : | KOHTpOMIO e
Mexaniuni IU1s 4acTok > 10 MM — He Ginbiue 6000 B ammyi; 3an. 11 MKAL
BKJIIOYEHHS: IJ1s 4acToK > 25 MkM — He Ginbuwie 600 B amMmyni. APy, 29.19, Butpumye
HeauOuMi vacmiu meron 1.
Mexanivni Mae 6yTH NpaKTHYHO BiJIBHHM BiJI YACTOK. 3an. 12 MKA.
BKJIIOYEHHS: JDY, 2.9.20. Butpumye
guoumi yacmku
Kiabkicne 3an. 13MKA. | 0,0020r
BH3HAYEHHS Bin 0,0019 r no 0,0021 r B 1 mn npenapary. ADY,2.2.29. 81 Mn
Ondancempory Meron BEPX. | ppenapary
Ynakoska BianosigHo ao MK
MapkyBanus BinmosinHo no 3minn no Mapkysanns (6i0 29.12.2020 p.)
I'padiune Bi : 5 ; . -~ "
1ANOBIAHO N0 3aTBEpPIKEHUX OPHIiHAN-MaKeTiB, PO3MIllleHUX B €UHi} aBTOMaTH30BaHi#
OfopaLTent indopmauiiniit cucremi Jepaatikenyx6u Yxpainu (uunHui Big 15.03.2021 p.)
YNaKOBKH
KOMEHTAPI VmoBu 36epiranns; 30epirat B OpHriHanbHifi ynakosii npy Temnepatypi he Buie 30°C.
BukoxaBeub: Heas MAPXAPOBCBHKA @W Jara 01.11.2024 p
3actynuunx
Wauassumia BKsg: | JIspuca HIKOHOBA W ara S, 7 Y. W .

3anBa npo ceprudixanito: L{um s 3acsiavyio, 1o HaBeaeHa BUINe iHGOpMaLlis € JOCTOBIPHOIO Ta TO-
yyoio. Iio cepito npoaykuii 6yno BupobieHo (Bnoyaoyy NaKyBaHHA Ta MapKyBaHHA) Ta POBEACHO
KOHTPOMb Ti AKOCTi Ha HIDKYE BKasaHill NiBHULI y NOBHi# BignosigHocTi 3 BuMoramu GMP, BcTaHoB-
JEHUMH MICLIEBAM PETYIATOPHEM OPTaHOM, 3TiZHO 3 YHHHIM 3aKOHOAABCTBOM YKpaiHH, a TaKOXK Bill-
noBigHo A0 cneuxdikauiit, Wo MicTATbCA y peecTpauiiHoMy nocke. [IpoTokonu BHpobHULTBa, MaKy-
BaHHA Ta aHAi3iB OyJI0 NeperNiHyTO Ta BCTAHOBJEHO Binosiadicte GMP.

Cepis rorosoi npoayknii 41013005 sinnoeinae Bumoram MKSI JI3 3i 3minamu
(Haxaz Ne 3072 gio 29.12.2020) po Peccrpaniiinoro nocsizuenus Ne UA/10250/01/01 ra
A03BOJIAETRLCH A0 peanizanii.

¥nosuoBaxeHa Haraais TIMUJEHKO W
ocoba: ) _ Vi

+

Bupobuuya aiabunus. Aapeca: 61115 Yxpaina, Xapkiscbka 0611, micto Xapkis, sBynuus Cesepuna [Totouskoro,
Jiuensis: cepis AB Ne 501356 in 08.02.2011 p. N
Csinourso apo aTectaniio BKS Ne 337 8in 09.03.2017 p. (Bunano HepxasHoio ciym6oro Yxpainu 3 nikapchbkux 3acobis Ta xompomo
32 HapKOTHKaMK) -
Ceprudikar GMP 057/2023/GMP Bin 30.06.2023 p. (unannii JlepxasHomw cnyxboio Yxpainu 3 ai 13 EERIX ¢ SToea
HAPKOTMKAMH) ¢ G
Ceptudikar ISO 9001:2015 Ne23EQLY24/R2 sin 06.07.2023 p. (Bunanuii Assurance Quality Qf
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