A S

AEPKABHA CIIY/KBA 3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMUM Y KHIBCBKIHU OBJIACTI

npocnekT Banepis JlobanoBcrkoro, 51, M. Kuig, 031 10, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK |
PO SIKICTH BBE3€HOT0 B YKPaiHy JiKapehLKOro 3acody

28.03.2023 Ne 12400/23/10

MET®GOPMIH-CAHODI

” .-(HaﬁMBH}fﬂﬂ.HHH NiKApChbKOro 3acoldy 3riaHO 3 peccTpauiiiuuM OCRI AUEHHAM )
TabJIeTKM, BKPHTI ILTIBKOBO10 060/10HK010, 110 1000 Mr; Ne 30 (15x2): no 15 Tabierok y

oaicrepi, mo 2 Gicrepn y KAPTOHHIH xopoOiti

(bopma BunycKy, T03YBAHHS, BHA IAKYBAHHS JIKAPCHKOro 3acoby)

Howmep peectpaniiinore noceiguenna UA/15295/01/03 crpox aif peectpanistnoro moceinuenns 01.01.2099
'Cepis mikapeskoro 3acoby Ne 2NG002 Kinskicts BBe3eHoro nikapcnkoro zacoby 17609

BupobHuk C.C. «3enrira C.A.», PymyHis

(HaliMenyBaHHs BUPOGHUKA JTiKapehKoro 3acofy, KpaiHa MOXOIKe )

Bseseno s Ykpainy ToeapucrtBo 3 06MexkeHoI0 BinnoBiganapHicTIo "CAHO®I-ABEHTIC

YKPATHA", inenr. roa: 35648623

(HaiiMenypanns Ta kox 3a EJIPIIOY wpuauanoi oco6u abo npizBue, iM'S, 110 HaThKOB (pi3ugHOl
/0CObH - TIANPHEMIL, il MiCle HPOKKMBAKHA Ta peecTpalilinuil HoMep 06/iKOBOT KAPTKM [LIATHUKA
IIOJATKIB 200 cepis T4 HOMED IaCIIopPTA)

TIporokon BisyasibHoro kKourpoio sig 17.03.2023 N 0802/3.

3a pesyibTaramu  JIEPIKABHOTO. KOHTPOJIKO BCTAHOBJIEHO, IHO JTKAPCHKHI 34Ci0 BEE3IEHO B YKpaiHy 3
AOTPHUMAHHSAM BuMOTr 3aKOHOAARCTBA W00 3a0E3MeTEHHA AKOCTI TiKapChKUX 3ac06iB.

(niamc) (ininiam Ta npizsmine)
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ZENTIVA

Ha3ga npenapary:
(D opMa BHITYCKY:
Bun ynaxopku:

Jliroua pevoBuHa;
Homep Peectpauiifnoro noceiqueHms:
| BUpOGHUK, RepBHHHA | BTOpHHHA
YIIaKOBKH:

Homep BHpoOmn4o! LRI
Kourpons sxocti i Bunyck cepii:

MET®OPMIH-CAHO®I
Tabnerkn, BKpUTI nAiBK0OBOW 0§0.,10HK0I0, 10 100

Ne30 (15x2) B GuicTepax: mo 15 rabnerok B Gaicrepi, no 2 dnicTepH B KapTOHHIH

KOpoomi

Merdopminy rimpoxnopua, 1000 mr
UA/15295/01/03

Canodi Ingis Jimiren, Inais

LA, Ilnor Ne JI-121 eiiz 111, Bepua Inpactpian Ecreitr; Bepua, [H-403722,

Innais
M.L, 349
C.C. "3entiBa C.A.", Pymyuis

b-p. Teonop Mannann, 50, pation 3, Byxapect, innexe 032266, Pymynis

0 Mr

Jlittensis HA BUPOOHHULITBO: 15F
Cepin: 2NG002.
Poamip cepii: 38105 ynaxoBox mns Vipaiin
Hata Bupobuuirrea; 11.2022
TepMiH npunaTHocTi: 10225
BunipoOyBanus Bumoru cnenudiranii PesyasTaTn
B1moro konsopy npooBryeari TabaeTKH, BKPUTI
o . TUTIBKOBOKX 06OMOHKOIO, 3 Backoro, BUIYKIIL 3 OnHiei , .
30BHINIHINH BUTITSI; _ . e - Bignoginae.
CTOPOHH, 3BYKEHI Y LEHTPL 3 iHIIOT CTOpOHM 3
PO3NOALTLHUMH JIiHIAMH 3 000X CTOPIH.
Hiametp: 18.7 —~ 19.3 Mm
L Mupuna: 9.7 —10.3 MM : :
Po3amip rabnerok: TOBE.[HHE!.: 6775 Mm Bianoeigae
| (BrMipaHa 'y HaltBMILii TOULY)
[nentudikanis:
MeTtdhopminy rigpoxnopun;
a) TIIX a) 3nauenna Rf mgus mocnimxyeanoro PO3UUHY TosuruBHA
TIOBUHHO BIAMOBIAATH  3HAYEHHIO Rf s
CTAHZAPTHOrO POIYHHY.
0) (BEPX) 0) 3uaseHns Rf and JocnimkyBaHoro posunny TlozuTueua
MOBHHHO  BiAMOBimaTé  3uavewmmio Rf  nng
CTaHAAPTHOrO PO3YHHY.
| Tutany miokcun (E 171) KoBTyBaTO-nIOMapaneBe 3a0apBNeHHs PO3UNHY Tlozutueua
| Xnmopunw (Peakitis «A») _DopMyBaHHA ocamy, SKHH MBHAKO POZUUHIETHCS _1lozuTtmrHa
OnHopiauicts MacH TabieTox:
- Cepenna Maca TabreTok 1118 Mr+.5% (1062 — 1174 mr) 1111,73 mr
- lnauBityansHa Maca Tabrerok. Binnosinae sumoram €sp. Papm, Bianosiaae
Po3nanaHuys He Oinbe Hin 30 xB_ 253ins Binnosinae
| Pozuntenns (Meton V) He mene 80 % 3a 30 3 3, 95 %
BTpara B Maci npu BUCyIIryBaHHi He Ginbiue Hix 3.0 / o 2 e RTRAN 0.8 9%
T : : + 50 4 B 090 v X P
Iff:;;jl;llz:[l:iﬁ”HMIC'I‘ MeThOpMiHy B 1000,0 Mr + 5% i . .53‘&;%** % .1 0033 | Mr/Taﬁ feTKY
CynyTai nomiwku: TN X
— ianoryanigun <0.02 % ' 0.00 %
—  IHmi iHmBigy anpHi noMinikm <0.1% 0.0;.0.0; 0.0; 0.0; 0.0;
OKPEMO 0.0; 0.0;,0.0; 0.0; 0.0;
| 0.0; 0.0 %
~ _CyMa gomimok =03 % 0.01 %
Mikpo6ionoriyaa qucroTa”:
—  3arayibHa KiJIbKICTh aepoOHMX He 6imswe 10° KYO/r [TepionuyHuit TecT
MIKpOOpTraHi3Min )
—. 3araibHa KiNbKICTh ApiKkoBuxi | He 6inpwe 10° KYO/r Tepionnunuit Tect
TUTICHSBUX rpubiB
-~ Escherichia coli Biacyrnicth (8 11) | Ilepioauuuuii TecT
Poznoain Tabnerok Bianorinae sumoram €pp. Gapm Bianosinae

" BUnpo6yBanHs IPOBOANTECS AT KOKHOT AECHTOL cepii, ane He piawe 1 pasy Ha pik.

%7‘ (22N S;oﬁ%’ &7 ,(5’,;27%; &%

(Ha odyintiiiHOMy Gnanky BRpoGHuKa)
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Ha3sa npenapary:
DopmMa BUITYCKY!

Buj ynakoBxu:

Jiroua peuoBuHa;
Homep PeecTpauifiHoroe noceijgeH ::

Bupobuuk, nepruHa i BTOpHHHA

YIAKOBKH:

HoMép BUpoSHUUOT fiibHHLI:
Kontpons skocri i Burtyck cepii:’

Jlinensis Ha BUPOOHHUIUTBO:

Cepis:

Poamip cepii:
Jara sBupobuuiTEa:

TepMin npuaaTHOCTI:

| ZeNTIVA

Tabnerkn, BkpuTi IiBKOBOIO 000M0HKOIO, To 1000 M

Ne30 (15x2) B Guicrepax: no 15 rabirerok B 6uictepi, mo 2 dicTepu B KapToHHIi
Kopooui

Metdopminy rizpoxnopun, 1000 mr

UA/15295/01/03

Canodi Ingin Jimites, Inais

ILAM, Haor Ne JI-121 ®eiis IT1, Bepna Inaacrpian Ecreiir, Bepra, IH-403722,
IHais

M.L. 349

C.C. "3enrisa C.A."; Pymywis

b-p. Teopop Mannann, 50, paiion 3, Byxapect, inaexc 032266, Pymynis

15F

2ZNG002

38105 ynakoBok ans Yikpainn

11.2022

10.2025

JlaHuM 3acBinuyeMo, O HaBeqeHa BumIe iHGOpMALid €. AOCTOBIPHOK T2 TOMHO. JlaHa cepid Oyna BMPOGIeHa, BKIFOYAIOH.

MaKyBaHHA Ta KOHTPONb SKOCTI HA BUIIC3a3HAYEHIH AiMbHULI Yy MOBHIM BiANOBiAHOCTI 3 BUMOraMu GMP, BCTaHOBIEHHM U
MICLIEBHM PEryJATOPHUM  OpraHoM,
UA/15295/01/03 xpairu-immoprepa.

[TpoToxonu BUPOOHHMITBA, NMAKYBAHHS Ta AHATI3IB cepii Gynw mepernsHyTi TA BCTIHOBACHO BimnosianicTe GMP. [pogykT

_ HOSBDJIEHHH HO peaﬂnauu

4 TAKOXK BIANOBITHO [0 cnenudikauii 10 PeecTpanifidoro mnoceimuenus Ne

Hmnuc /TTlinmuc/

[TeyaTka:

----- [LL TR RNy

;’Heqamaf

(34 opittitiiony 6narky supoGHHica)




