AJIBOACIT'MA

Haiimenysanss npoaykuii:

Kox npogyxuii:

Po3mip cepii:

Cepis:

Jara BupobHuITTBA:
Tepmin npugaTHocTi:
Cruna git/akTusHicts ADI:
Jlikapceka ¢opma:

Pozmip Ta THI makyBaHHS:

AHamiz:
Ceprudixar ananizy Ne:

Hepixasa-Bupo6HHUK:

CEPTU®IKAT CEPIi

AJIb®PA HOPMIKC, Tab6n1eTKd, BKPATI IUIIBKOBOIO
o6oonxor0, nmo 200 mr — Yxpaina
02000406

28662 ynaxonox

29110

04/2024

04/2027

Padaxcamin 200 mr

TabaeTkH, BKPHTI MIiBKOBO0IO 060,10HK0I0
no 14 Tabaerox y 6aicrepi;

no 2 Guictepu B kapToHHi# Kopobui
17/06/2024

202402573

ITAJIIA

Homep peecrpaniiinoro moceiguenns: UA/9360/01/01

HalimMeRyBaHHs, MiCIE3HAXO/DKSHEN Ta HOMED JILEH311 AUBHMLI 3 BUPOOHHIITBA:

AJIB®ACII'MA C.n.A., Bia Enpiko ®epmi 1, 65020 Anauno (Ileckapa) Itamis, aM 147/2022

Iy 51 3acBindyIo, mo HaBexena B iHGoOpManis € JOCTOBIPHOIO Ta T09HOK. ITto cepiro npoxyxuii
6yno Bupo6reno (BKIIOUAIOM NaKyBaHHA/MAPKYBAHHS) Td OPOBEIEHO KOHTPOME ii AKOCTI Ha
BHINE3a3HAYeHIH AIMBHHNI Y TOBHIM BIUIOBITHOCTI 3 BUMOTAMH GMP, BCTanOBIIEHHMH MiCIEBHM
PEryNATOPHHM OPTraHOM, & TAKOXK BiATOBIAHO 10 crenmbikaniif, mo MicTsaTscs y peecTpaniiiHoMy
Aocke abo Topro.iii Iilersii Kpainu-BupobHuKa abo KpaiHM-IMITOpTepa, AKIIO IPOIYKIII0
iMuoprorano, a6o y gocke cnenudikamiii Ha upenapar as AOCIPKYBaHOTO TiKapchKoTo 3acoby.
lIporoxony BHpOOHHITBA, TAKYBAHHA T4 aHATI3IB OyJo mEperiHyTO TA4 BCTAHOBIIEHO BiAIOBIIHICTE

GMP.

VYopHOBaXKEHA O0CcO0a

Dr. Bruno De Gregorio

(nionuc)
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AJIB®ACI'MA

Konrpons axocti — Ceprudikar anazisy Ne 202402573

IIpogyxr Cepia Amnaiz Hara Tepmin
BHPOGHHITBa MPHIATHOCTI
AJIb®A HOPMIKC, 29110 17/06/2024 04/2024 04/2027
Tabaerkn mo 200 mr
Amnaiis Mexi OmuHALI Pesynnrar
Huxua Bepxna BUMIPIOBa
HHA
3oBHimHINA BUTTIAA Poxesi, xpyrm, ABoomykii
TabNeTKH, BKPHUTI ILTIBKOBOO Bifmosigac
00OIOHKO
Inenrudikania prdakcumi IloBHHHA BigHOBIAATH . .
(me)d) P THy cramuapry BI/TIORBiaE
Inentudixanis pudakcuminy ( V@) | [losnrna Bignosimatu IR
CTaHAapTy
Kinbkicue BUzHaueHHA: 190.0 210.0 MI/Tad 200.2
pudaxcumin ?
Bigomi gomiukn:
pudaminug B 0.1 % 0.0(<LOD)
pudaminms SV 0.1 % 0.0(< LOD)
pHbakcumin Y 0.5 % 0.2
padaminms O 0.1 % 0.0(< LOD)
pudamMinuu S 0.1 % 0.0(<LOD)
OKHMCIEHHH pHaKcHMin 0.1 % 0.0(<LOD)
2-aMiHO-4-MeTHILPHIHH 0.1 % 0.0
OxpeMi He BiZioMi JOMIIIKH 0.10 % 0.08
Cyma jomimox 1.0 % 0.4
Pozymmenns (ue merure 70 % (Q) 70 % 90
4yepes 1 ronuny)
OAHOPIIHICTE AO30BAHMX OMMHULS [ToBurua BigmOBiTaTH BioBinaE
€8p.Papwm.
Cepenns Maca 339.5 373.1 Mr 362.9
InenTudikanis 3amsa okcuay ITosunHa BignoBigaTu S
YEPBOHOTO
Bona 5 % 34
Posnapanns 30 XB. 2
Mixkpo6ionoriyra uncroTa
-3arajJbHa KinbKicTh acpoOHuX BIIMORI1a€
Mikpooprasxismie (TAMC)
- 3arajibHa KiJIbKiCTE rPHOIB Ta [IOB1AAE
JPULKIXKIB
- E. coli BigcyTHicTs B 1 noBiaae
Ilpumitka: T'onora Bigntigy oCT1
Dr. C. =
Ho3BoaeHo (migmc) 17.06.2024




