AJIBOACIT'MA

HaiiMeHyBaHRS mpoayKILii:

Kon nmpopyxkuit:

Posmip cepii:

Cepis:

HJara BupoGHULTBA:
TepMin npuaarHocTi:
Cuna pii/aktienicts A®I:
Jlikapcbka ¢opma:

Poamip Ta THI MakyBaHHs:

AHanisz:
Cepruixar ananiay Ne:

Hepxara-BHpoSunx:

CEPTU®IKAT CEPII

AJIBPA HOPMIKC, Tabnerku, BKPHTi ILIIBKOBOIO
obononxolo, no 200 Mr — Ykpaina

01664429

19572 ynakoBok

27934

08/2023

08/2026

Pudaxcumin 200 mr

TabNerKkn, BKPHTI IIIBKOBOW 06010AK0I0

Ne 12 TabreroK, BKPHTHX ILTIBKOBOIO 060JI0HKOI0,
1 6aicrep B kapTORHiH KopoGui

13/09/2023

202304358

ITAJIIA

Howmep peecrpaniiinoro nocsiguenns: UA/9360/01/01

Haitmenypanns, MiclesHaxopKeH s Ta HoMep TLEH31T AiIBHALI 3 BHpPOOHHIITBA:

AJIBOACITMA C.n.A., Bia Enpixo ®epmi 1, 65020 Ananno (Ileckapa) Iranis, aM 147/2022

LM 51 3acBinuyro, MO HaBeACHA BHILIE indopManis € gocToBipHOO Ta ToyROM0. 110 CEpit0 NPOAYKIIiT
Oyi0 BupoGneHo (BKIIOYAOMH NAKyBaHHS/MAPKyBaHHS) T IPOBEICHO KOHTPONE il AKOCTI Ha
BHILE3a3HAYEHI i ALTEHHLI y TIOBHIH BiAnoBiaHOCTI 3 BHMoramMu GMP, BCTaHOBICHUMH MICIIEBHM
PeTyIATOPHUM OPraHOM, a TAKOX BiANOBIOHO 10 cnenmdikaiiii, o MiCTATECA y peecTpaliiiHoMy
Aocke abo TOpro.iit nitensil kpaiHu-BHPOGHIKa a60 KpaTHU-iMIIopTepa, AKINO MPOIYKL{o
iMnoproBaHo, a6o y socke crienudikauiii Ha Ipenapar A JOCTIHKYBAHOTO nKapceKoro 3aco0y.
IIpoTokonu BupoGHUIITEA, TAKYBAHHS Ta aHANI3iB 6O NEPErTAHYTO T4 BCTAHOBIEHO Bi/INORI HICTS

GMP,

Viosuoeaxena ocoba

Dr. Bruno De Gregorio

7 (nionuc)

mata: 19.09202¥ 4

Pox. i oJ 1653 {? 0% 04 5“7”%/




AJIbBDACIT'MA

KonTpons sxocti — Ceptudikar anamizy Ne 202304358

[lpomyxr Cepis AHaniz Jata Tepmin
BUPOOHHMIITBA NPUIATHOCTI
AJIb®A HOPMIKC, 27934 13/09/2023 08/2023 08/2026
Taberkn mo 200 mr
Amnanis Mexi Opwauuii PesynwTar
Huxcns Bepxus BHMIPIoBa
HHS
3oBHINIMIN BUrIAA, PoxeBi, xpyrm, ABOOIMYKIi
TableTKH, BKPHTI ILTIBKOBOIO BI/INOBigAE
0060JIOHKOO
m)(bixauiﬂ pHbakcuminy gc;iz:;:y BinnosigaTu BizmoBimae
Inentudikauis pudaxcuminy ( V@) | Mosunua BignoBigaT Binnosinae
CTaH/apTy
KinekicHe Busnavenss: 190.0 210.0 Mr/Tab
. 200,0
pudakcuMin
Binomi goMitku:
pudamiuun B 0.1 % 0.0(<LOD)
pudaminua SV 0.1 % 0.0(< LOD)
pudakcumin Y 0.5 % 0.3
pudamins O 0.1 % 0.0(<LOD)
pudaminua S 0.1 % 0.0(<LOD)
OKHMCIIeHUH pudakcHMiH 0.1 % 0.0(<L.OD)
2-aMiHO-4-MeTHAMIPUINH 0.1 % 0.0
OxpeMi He Bigomi goMilmku 0.10 % 0.08
CymMa gomimox 1.0 % 0.5
Po3unnenns (ve menme 70 % (Q) 70 % 86
yepes 1 roauny)
OnHOpiAHICTD AO30BAHHX OJIMHMIE HOBHIE{:};; ﬁl;;ﬁi,z{am BioBiage
Cepennsa Maca 339.5 3731 MT 363.7
[nenTudikania 3aniza okcugy IToBuHHa BifgnoBiAaTH BiOBiTAE
YEPBOHOTQ
Boaa 5 % 4.4
PozaganHs 30 XB, 3
Mikpobioaoriyua yncrora
-3arajbHa KilbKiCTh aepoOHux 1000
Mmikpoopranizmie (TAMC)
- 3al'aJIbHA KUTBKICTE rpubiB Ta 100
ApLKIKIB
- E. coli BigcyrtHicte B 1 T
IIpumitka: I'onmoBa Bigainy Kow
Dr. C. Trezza
Jo3BoJeno (nignuc) 13.09%6




