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Ceptudikar akocri N2 040000117540

AtopBakop®, TabneTku, BKpUTi NaiBKoBow o6onoHKolo, no 80 mr N2 30 (6x5) y 6nicrepax
1TAB/ETKA MICTUTb ATOPBACTATUHY KAMbLIIKO TPUMIAPATY 86,56 M, B [EPEPAXYBAHHI HA 100% PEYOBMHY (LLO
EKBIBANIEHTHO ATOPBACTATVHY) 80 mr

Homep cepii: 50924 KpaiHa oTpumyBsay: YKpaiHa
Kinbkicts npoaykuit: 0.867 Tuc.ynak. Ne PeecTp. NOCBIfUEHHS: UA/15677/01/04
[ata supobHuyTea: 09.2024 TepMiH dil peecTp. NOCBiAUeHHA:  HeobMeXeHN

AHani3 BUKOHaHNI No: MK#A N3 go PIM NeUA/15677/01/04, 3minv Big 24.02.2021 p.

HalimeHyBaHHA NoKasHuKis Bumoru AH[(cneuyudikaulir) Pesynbratu BUNpo6yBaHb

Onnc Tabnetku Kpyriol Gopmut 3 ABOOMNYKIIOK
nosepxHelo, BKPUTI NNIBKOBOW 06010HKO Hinoro
abo malixe Ginoro Konbopy Binnosinae
lpenTudikanin
aTopsacTaTvH YnbTpadioneToBuin cnekTp NornHaHHaA
BUMPODOOBYBAHOI0 PO3YKHY, OLePXKaHOro y pPo3aini
"KinbKicHe BtisHayeHHs", B o6nacti sin 220 Hm
fo 360 HM NOBUHEH MaTV MaKCUMyM 3a [LOBXUHU
xsuni (241+2) um 240 Hm
aropBacTaTuH Ha xpomatorpami BUNpoHoBYBaHOro PO3UNHY,
OTPUMaHIt B po3gini "CynposigHi gomiwkn", yac
YTPUMYBaHHA Nika aTopeacTaTuHy Ma€ cnisnajaty
3 YacOM YTPUMYBAHHA Nika aTopBacTaTUHy Ha

XpomaTtorpami po3UuHy nopisHaHKRA (b) 3 TouHicTio

+2% Bignosigae
CepepnHs maca Bin 0,779 r no 0,861 r (0,820 r =5 %) 0,820 r
OaHOPIAHICTL JO30BaHUX Mae BuTpumysaTtit BUMOrY
OAVHUKLbD Bionosigae
Po34nHeHHA He merwe 80 % (Q) 3a 30 xB 88 %
CynpoBifHi gomilKn
aTopBacTaTUH amin He 6inbiue 0,3 % 0,0 % (<MKB)
fechniopo aTopsBacTaTuH He 6inbwe 0,3 % 01%
liacrepeoizomep He 6inbwe 0,3 % 0,0 % (<MB)
0-MEeTUN aTopPBacTaThuH He 6inbise 0,3 % 0,0 % (<MKB)
aTopPBACTATUH NTaKTOH He 6inble 0,3 % 0,1 %
aTopBacTaTMH MeTUNnoBuiA edip He 6inbwe 0,3 % 0,0 % (<MB)
6yab-AKa iHWa AOMiLIKa He 6inbwe 0,2 % 0,0 % (<MKB)
CyMa BCiX AOMILLIOK He 6inbuwe 1,5 % 0,2 %
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Mikpo6ionoriuHa UncToTa

3aranbHe uucno aepobHux Kputepii npuiHathocti 1000 KYO/r

mikpoopraHizmis (TAMC) 0 {meHwe 50)

3aranbHe Yo OPIKIPKOBUX Ta Kpurepit npuntHatocti 100 KYO/r

nnicuasux rpubis (TYMC) 0 (meHwe 50)
Escherichia coli Bincytictb B 11 BipcyTHi

KinbKicHe BU3HAYeHHA

aTopBacTaTuH Big 76,0 mr go 84,0 mr B nepepaxysaHHi Ha
cepefiHio macy Tabnertku 79,3 mrfTab
Ynakosxa Mae Bigrnoeigatv sumoram Binnosigae
MapkyBaHHA Mae signoBigat Bumoram Bipnosigae
TepmiH npugaTHocTi: 2 poku o 09.2026

Ymogn 36epiranna;  36epirati B opuriHancHiil ynakosui npu Temnepatypi He Bue 25 °C

KomenTapi:

3asga npo cepTudikauito:

Lum a 3acsiguylo, WO BuuUjeBKasaHa iHpopmallis € JOCTOBIPHOK | TOUHOL. Lo cepito npopykuii 6yno snpobneHo (BKitOUaIOYN
ynakoBKy/MapKyBaHHs) Ta NposefeHui KoHTposb (i AkocTi Ha HUKUEBKa3aHiil AiNbHULI 8 NOBHIK BignosigHocTi go sumor GMP,
BCTAHOBAGHUX MICLLEBUM PeryfaTOpHUM OpraHom, a TakoxX y sifnosigHocTi i3 cneuudikallismu, AKi 3HaXO[ATLCA Y peecTpalitHomy
[0CbE/TOProBOT NiljeHsii. NPOTOKONN BUPOBHUUTEA, NaKkyBaHH: Ta aHanisie 6ynu nepesipeHi Ta BCTaHoBneHa signosiaHicte GMP.

JlossoneHo go peanisauiil / [o BigBaHTaXeHHs

YnogHoBaxeHa ocoba — MNposigHuii iHxenep BCraBll fipemeHrko B.B. 20.09.2024

Bupo6Hnya AinbHULA:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniecbka, 74; Jliuensis Ha Bupo6Huuteo AE Ne 637430 sia 07.04.2015;

CepTudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 sig
28.10.2021; GMP/EAEU/KZ/81-01-24 sin 15.12.2023

KoHTponb AKocTi Ta BuAava A03BONY Ha peanisayiio:
YKPATHA, 04080 m. Kuie-80, Byn. Kupusniscbka, 74; Caigoutso npo atectauito Ne 390 sig 22.01.2019

Cepmudikam hidnucaHo enekmpoHHUM nionucom ID 040000117540 Crop.2 32



