CEPTUDIKAT AKOCTI

BupaHo:

MMakco Bennkom C.A.

Agpa. EkcTpemanypa, 3

E-09400 APAHOA OE AYEPO (Byproc), ICTIAHIA

Onuc matepiany: BanbTpeke 500mrx 10 Tabnerox
Kop marepiany: 60000000115859

Homep niuersii Ha BUpoBHMLTEO: 0209
PeecTpadifite noceiaveHHn: UA/7835/01/01
Orue npogykTy 3amoBHuka: BAJIbTPEKC tabneTkw, BkpuTi 06onoHKoto, mo 500 mr Ne 10 {1x10} y Enicrepi

Tikapcbka thopma: TabneTku

Poamip ynakosrw/Bma;
no 10 TabreTok y Gnicvepi; no 1 Grictepy B kapToHHIA KopobLj

Cuna afilAKTUBHICTE:
Aitoya pevosmHa; Banauuknosip

OpHa tabneTka micTuts 500 Mr sanauuknosipy

Bupo6HULTBO, NakyBaHHA, KOHTPOMNL Ta BUMYCK cepii AN KpaiHu iMnopTepa: Inakco Bennkom C.A.,
Aseripa e Ekctpemagypa 3, INon. IHg. Annengenyepo, 09400 Apanpa ae Avepao, Byproc, lcnaxis

3asea npo CepTudpikatlito;

Linm zacsiguyto, o iHpopmaLlis 3asHaveHa B AaHOMy cepTudikaTi € JOCTOSIPHOK Ta TOMHOI.

Lium saceiguyio, wo yoi snpoGHuui craaii gaHoi cepil rotosoro npogyxTy 6yrio BUroTOBIEHD, BKITOYAKOYM STaMW
nakyBaHHA/MapKyBaHHs Ta KOHTPOMW AKOcTl, Y 3a3HaueHii(-vx) Buwe Gyaisni(-ax) y noeHii sianoeigsocTi
BMOram HanexHol sBupoBHudol npaktmkn (GMP) EC Ta nokarnbHoro perynavopHore opraly, a Takox
chnelumdikauii Ta BUMOMM peecTpaUiiHOro NoceifYeHHn kpaiHu-iMnopTepa aGo cneundikalil npoaykTy ana
AcCnifpKyBaHux nikapckkux 3acobis. MNpoTokonyu ofpobkyu, nakysaHHs Ta awanisy cepii Gynu nepeeipeHi Ta
BM3HaHI TakumMK, WO BignosinaTe BuMoram GMP.

Bel poscninysatia, Ao Taki Gynv, WO CTocyloThea cepii, Bynu 3apeecTposaHi Ta 3aBepileH] Ha HaneXHOoMY
PiBHI Ans 3aBeplueHHA ceprudikalii.

HOMEP CEPII: 2R3D TEPMIH NPUOATHOCTIL: 08,2027
OATA BUPOEHULTBA: (08.2024

Kpaina Imnoprep: Ykpaina
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{TwTany piokena) (2)

COEUWGIKALIA NP BUOYCKY PE3YINLTATH
TabBnetxy, BkpuTi oBonoxkoto, Binora konsopy 3 6inco
abo maixe 6inolo cepueskuHolo. [eoonykni, NOLOBKEH, . .
orme Be3 pucku, 3 hipMoBMM rpasitosanHam GX CF1 Bianosinae
Hac yTpumaHHA OCHOBHOTO NiKy HAa Xpomarorpami
BUNPoGYBaHOTO PO3YMHY, MAaE BiENOBIgaTH yacy
YTPYMYBaHHS OCHOBHOIC NMiKY HA Xpomarorpami
[BEHTUSIKALIA METOOOM . CTaHf4apTHOIo PO34VHY Bignoeinag
BUCOKOE®EKTUBHOT PIIMHHOI abo ) )
XPOMATOIPA®IT (BEPX) aBo Y& Criektp BunpoByaaHoro poayuiy Bianosigae cnexTpy
PO34KMHY NOPIBHAHHA CTaHAAPTY BanauuKnosipy
riapoxnopuay.
O[HOPIAHICTE MACH (E8p.®apm) Mae signosifgaTi sumoram €ep.dapm. 2.9.5 Bignoeigae
KINEKICHE BU3HAYEHHA 95.0-105.0
BANALUWKIOBIPY, BEPX y ! 99,2
(%gin 3asBREHorC) (475,0 - 525,0 Mr/rabnieTky)
Bignoeigae sumoram dapmakonei CLIA, , .
PO3YUHEHHA e Q = 75% 3a 45 xo. Bignosigae
\REHTAPIKALIA MITMEHTY Binnoeigae sunpobyeaHHo Bignosinae

IAEHTUOIKALLIA NOMOMDKHNX
PEYOBWH (1)

Bignoeigae sunpoByeaHHic

He npoeoaunock

MIKPOBIONCIHHA MUCTOTA (1)

CymapHe Y4eno XutreagatHux aepobis <= 1000 KYO/r
CymapHe uucno apixaxie Ta rpubis <= 100 KYOIr
Escherichia coli: BiqcytHiB 11

He nposoamnock

KinekicTe B cepii (B ynakoekax):

24200

(1) BukoHyeTbes pas Ha pik

(2) Bukonyerbes npy oTpumaHnHi Opadry sig noctavansHuka

ImM’'A ynoBHoBaxeHoi ocobu/lTignuc/Oata

Maria Isabel Horda (Mapis [sabens Oppa)

YnosHoBameHa ocoba

19 BEPECHS 2024

Mignwne: /oigavc!

6000000015859 Cepin: 2R3D

3MIHHL A

Bugaxo: fninnuc/
Hava: 19 Bepechn 2024

Konrporis: {nignwvicl
lara: 19.00.24
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