JY

AEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Citiuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Npo SIKiCTH BBE3€HOro B YKpaiHy JIikapchbKoro 3acoby

12.09.2024 Ne 46824/24/26

ETOPIAKC®

(HafiMenyBaHHs AiKapcbKOro 3aco0y 3riIHO 3 peecTpautifiHM OCBiTYeHHsM)
TabJ1eTKH, BKPHUTI IIIBKOBOIO 060.10HK010, 10 60 Mr; o 7 Ta61eToK y Ouricrepi; mo 4 Guricrepu
B Kopooui

(dhopma Bunycky, 03yBaHHs, BUA MAKYBAHHS NiKAPCBKOTO 3aco0y)

Homep peecrpauiiinoro noceinuenns UA/18612/01/02 crpok nii peectpauiiitoro nocsimuenns 16.03.2026

Cepis nikapcbkoro 3acody Ne V38765 KinbkicTs BBe3eHoro nikapeskoro 3acoby 1080
BupoGuuk KPKA, n.1., HoBo mecto, Cnosenis
(naiimeHyBanHs BUpoGHUKA Nikapebkoro 3acoly, Kpaina noxo/uKeHHs)
BaeseHo B Vipaity CrinbHe yKpaiHChK0-eCTORCHKE MANPHEMCTBO Y (hopMmi ToBapHcTBa
3 o0Mesxkeno10 BignosizaabHicTIo "Onrima-®apm, JITI", ient. kon:
21642228

(naiimenyBanns Ta ko 3a €/IPIIOY opuuniHoi ocobu abo npissuue, im's, no 6arbkosi (iznuHoT -
0coGu - mianpuemus, i Miclie NPOKUBAHHA Ta peecTpauifinuii HoMep oBaikoBoi KapTKH I1aTHHKA
nonarkis abo cepis Ta Homep macropra)

MpoTokon Bisyansnoroe kontpomo sin 12.09.2024 Ne 3110/1.

3a pesynsraTaMM JI€pKABHOTO KOHTPOJIO BCTAHOBJGHO, IO JIiKapebkuii 3aciG BBe3eHO B Vkpainy 3

AOTPHMAHHSAM BHMOTr 3aKOHOAABCTBA WO/10 3a6e3neYeHHs AKOCTi

Haganeauk

Muxkona XOJIOJ[EHKO

(nianwuc) (iniuianu Ta npissuiie)




KPKA, &, 4., Hoso mecro
: YIIPABIMHHA SAKICTIO
CEPTUDIKAT AKOCTI (Riap il waerm €
8501 Hoso mecto
Cnosesia
Ten.: +386 7 3312 111
En. nowra; info@dkrka.biz

Kog Ne: 7F4304

ETOPIAKC®, rabrietku, BKpUTI NNiBkoBolo obonownkoto, no 60 mr Ne 28

kpaina-supobhuk: Crosexin

1 1abneTxa, BXPUTA NAIBKOBOIO OBONOHKOI0, MICTUTL 60 MI eTOpuKOKCUBY

nikapcbKa popma: TabnerTky, BKPUTI NNIBKOROI 0BOROHKOH

po3mip | TMN Nakysanus: no 7 vabnerok y Gnicrepi; no 4 6nicrepa y xopooui

Howmep cepii: V38765

[arta émpoﬁnmursa: (5.2024 ‘,ElaTa 3aKiHYeHHA TepmiHy npuaarHocTi: 05.2027
PeeCTpauiizHe noceiguenHs Ne:

UA - LIA/18612/01/02

Hassali agpeca supobHuka, BianOBIRaNLHOro 3a Bunyck cepil: | NiueHsia Ha BUpoSHULTBO Ne:
KPKA n.5., Hogo mecto 800-13/2018-6

Imapleika uecra 6

Hogo mecro, 8501, Cnosexin

Poawig cepil: 3.240 LUT

Ljm niaTeepmaxyto, Wo suieHasedeHa iHhopmadis € 40CTOBIPHOIO Ta TouHow. [ana cepis npomykuii Gyna supobricHa
(BRIUOHAKYN NaKYBAHHA/MapKyBaHHSA) | Npoliluna KOHTPONbL AKOCTI Ha BULLEBKA3aHiH AinbHuLi B NoBHIK BignosigHocTi i3
BumMoramn GMP, BCTaHOBNEHUMM MICLEBUM PEryNsiTOPHUM OPraHOM, @ TaKoxX y BignosigHocTi A0 crneuudiksyii
peecTpauifinol  gokymenTauii, 3aTeepaweHol B YkpaiHi ans  gocnimkysaHoro nikapebkoro  3acoBy. [lpotokcnu
BUpOBHULTBa, nakysaHHs | KOHTPONs SIKOCTI nepesipeHi | BianosinaoTs BuMoram GMP.

Cepin sunyuieHa y sigrosigHocTi iz gitodoto sepciero MKA UA18612/01/02.

Hara BUIYCKY Ha PUHOK: OcofBa, BignosinansHa 3a Bunyck 13 Ha puHok
28.08.2024 Martes IBanywmuy
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Danwia cepﬁ*mcpixar AKOCTI Mac enexTpoHHNA nignuc. Bara apyky ceprudikary: 03.09.2024 h
CepTuiikaT CTBOPEHO aBTOMATUYHD BaNiAoBAHOK KOMMHOTEPHOW nporpamoto SAP, Cropinka: 1/2
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CEPTUDIKAT SIKOCTI

KPKA, 4. ., Hoo mecto
YIPABIIHHA AKICTHO
Wmap'ewxa yecra 6
8501 Hoso mecTo
Crosenia

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: 7F4304
ETOPIAKC®, Tabnerxy, BKpUTi NNIBKOBOI 060NOHKO, 1O 60 Mr Ne 28
Kpaina-supobnyk: Cnosenin
1 TabneTka, BKpUTa NNIBKOBOW CBOMOHKOW, MICTUTL 60 MF eTOPUKOKCUOY
nikap()':bxa opma: TabneTiu, BKPUTI NNIBKOBOW 0BOFOHKOID
po3mip i Tun naxkysanun: no 7 TabrneTtox y 6nictepi: no 4 Briicrepa y xopobui -
Homep cepii: V38765 ]
Darta enpobuuyrea: 05.2024 ]LlaTa 3aKIHYeHHs TepMiny npuaatHocTi: 05,2027 ]
Ha3sa nokasnukis Crnieuundikauis Pesynbraty Bunpobysans Fip:*
Onvc fleab KOPUMHIOBATO-KOBT] KPYINi ABOONYKNI Tabnerky, | Bignosigae -
BKpUTI nNiekosoto 060710HKOI0, 3i CKOWEHVIM Kpasmm
Td rpasisaHHam «60» 3 OAHOro BOky.
Omopin;«icn: A030BAMNX [puitmansbHe aucno (AV): e Ginbwe 15,0 % 4,8 -
OAUHULI:
(PO3pAxYHKORO-BArOBIA
merog) _—
laeHTudikauis a. BEPX Hat yrpumyBakks riky eTopukokeuly Ha xpomarorpami | Bignosigae -
| posumHy spadka (SaS) signosinae vacy yTpumysaHHs
niky eTopuKoKkeHBy Ha xpomaTorpami poaunHy
cTaHnapty (S8).
lgemumikauin 6, TWX OcHoBHa nnsima Ha XpoMarorpami poaUMHy 3paska Bianosigae -
: (8a8) mae signosinati nnami posumMHy CraHpapty (8S)
3a NpUBNNSHAM 3HaYeHHsM Rf Ta NpuBnuanum
PO3MIpOM.
CynyTsi domius - OpuHnana | He Binbie 02 % <= 0,10 -
CynyTHi fomius - Cyma He Ginbise 0,5 % <= 0,10 -
AOMILLIOK -
KinbKicHe ugHaYeHHs 95,0 - 105,0 % Bin 3a3HaueHOl KINLKOCTI 97.3 -
PoguunerHs eTopukokenBy He metue 80 % (Q) i 3asBreRol KinbkoeTi nporsrom | 95 -100 -

i 156 xBunuH .
Mixpo6ionioriwna SKICTD ~ He Binbwe 1000 KYO B 11 <10 “1
BaransHaiKinbKicT, aepoBHux
MikpoopraHismis (TAMC)

Mixpoﬁionioriqna AKICTL — He Binbiue 100 KYO 8 1 ¢ <10 1
BaranuHa }(inbxicw

APDKAXOBIX Ta NNiCeHEBUX

rpubis (TYMC)

MikpoBionoriyia akicts - Bigcyrwig 1r Bignosigae kx|
Escherichia coli a
Np.* = Npymitka

*1 sunpobysaths NPOBOAUTECS BiANosBIAHO A0 NPorpamu (onncana 8 MKA)

Danmi ceprudikar axkocTi mae enerTporHud nignuc. Data papyky ceprindikary: 03.09.2024 ‘

CepTudikar; CTBOPEHO ABTOMATUYHO BANILOBAHOI0 KOMITOTEPHOIO NPOrpamoio SAP, Cropinka: 212
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