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EPJKABHA CJIVKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMMH Y KHIBCBHKIN OBJIACTI

npoB. Ceitinnunoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOr0 B YKpPaiHy JIKapchKOro 3acooy

02.01.2024 Ne 66313/24/10

ATOPUC®

“(HaﬁMCHYBaHHH IMKapchKoro 3acofy 3rifHO 3 peecTpauiifHUM MOCBigHEHHSM)
Ta0IeTKH, BKPUTI IUIIBKOROX0 06070HK010, 10 30 Mr, 1o 10 TabueTok y GJicrepi; no 9

6J1iCTepiB B KapTOHHIM Kopoﬁui - ) .

(opma BHMyCKY, NO3YBaHHS, BHL MaKyBaHHS JIIKapcLKOTO 3ac00y)

Homep peectpauiitaoro moceiguenns UA/8671/01/02 crpox aii peectpauiitnoro noceizuesns 01.01.2099

Cepis mikapepkoro zaco6y Ne NM4766 KinbkicTs BBe3eHOTr0 Nikapeskoro 3acoby 1020
Bupo6HUK KPKA, n.n., Hoso MecTo, Ciiosenis . B -

(HaliMeHYBaHHA BHpoOHMKA NiKapchKOTo 3acoby, KpaiHa MOXoMKeHH)

BBeseHo B Yxpainy ChinbHe ykpaiHCbKO-eCTOHCHLKE MiANpueMcTBO Y dopmi ToBapucTBa

3 00MeKeHO0 BiaNoBiIaJdbLHICTIO "Onrima-®apm, JITA", izenT. xox:
21642228 o

(RaviMeHyBaHHs Ta koA 3a EJIPTIOY ropunianoi ocoGH abo npizsulie, iM's, 10 6aTKOBI (i3HUHOI
ocobH - MATPHEMLS, T Miclle TTPOXWBaHHA Ta peecTpalifuyil HoMep 061iKOBOT KAPTKH MITATHHKA
nmonaTkie abo cepis Ta HOMeEp TacropTa)

IIporoxon Bizyansnoro xonrposio Bix 02.01.2024 Ne 4231/10.

3a pesylbTaTaAMH JE€pXKaBHOFO KOHTPOJNKO BCTAHOBIEHO, M0 JIKApPChKHH 3aci6 BBe3eHO B YkpaiHy 3

AOTPHMAHHSM BuMOT 3aKOHOJABCTBA LIOJ0 3a6€3MEUEHHS AKOCT] JKapChKuX 3acobis.
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KRIKN

KPKA, a. A., HoBo MecTo

YMNPABNIHHA AKICTHO
CEPTU®DIKAT AKOCTI e p——-

8501 HoBo mecTo

CnoBeHis

Ten.: +386 7 3312 111

En. nowTta: info@krka.biz

Kog Ne: 7F4265

Atopuc®, TabneTku, BKpUTI NNiBKOBOK 000NoHKow, no 30 mr Ne 90

KpaiHa-BUPOOHUK: CroBeHIs

1 TabGneTka, BKpUTa NNiBKOBOIO OGONOHKOI, MiCTUTL 30 MF aTOpBacTaTUHY Y BUIMsiAl aTOpPBacTaTUHY KanbLiko
nikapcbka cdhoopma: TabneTkn, BKPUTI NIiBKOBOIO 0OOMTOHKOIO

'po3mip i TN nakyBaHHs: no 10 TabneTok y Gnictepi; no 9 GnictepiB y kopooui

Homep cepii: NM4766
Nata BupobHuuTea: 02.2023 fara 3akiHYeHHs TepmiHy npuaaTtHocTi: 02.2025

PeecTtpalinHe noceigueHHA Ne:
UA - UA/8671/01/02

Hasea i anpeca BupobHuKa, BiANoOBifaneHore 3a eunyck cepil: | JliueHsis Ha BupobHULTBO Ne:
KPKA n.a., HoBo mecto 800-13/2018-6

LLimMap’ewka necra 6

HoBo mecTo, 8501, CnoBeuin

Poamip cepii: 7.918 LUT

- Uum nigTeepaxyto, WO BULLieHaBeaeHa iHtopMalia € aocToBipHoo Ta TouHowo. [aHa cepis npodykuil Oyna supobnena
(BKMIOYAOYW NakyBaHHA/MapKyBaHHS) i Npoiilwna KOHTPOb AKOCTI Ha BULLEBKasaHin AiNbHULI B NOBHINA BiANOBIAHOCTI 13
BuMoramm GMP, BCTaHOBMNEHUMM MICLIEBUM PErynsiTopHUM OpraHoM, a TakoX Yy BignosigHocTi Ao cneundikadii
peecTpaliiHol JLOKyMeHTauil, 3aTBepfKeHol B YkpaiHi Ans [AOCHiDKYBaHOrO NiKapCbKOro 3acoby. [poTokonu
BUPOBHULITBE, NaKyBaHHS | KOHTPONA AKOCTI NepeBipeHi i BianosigawoTs BUMoram GMP.

Cepist BUNyLeHa y signosiaHocTi i3 aitovoio Bepcieto MKA UA/8671/01/02.

flaTta BUNYCKY Ha PUHOK: Ocoba, signosigankHa 3a sunyck 13 Ha pyHOK
23.03.2023 AHgpes CeHiya

HanHwuit cepTudbikaT SKOCTi Mae enexTpoHHUNU Nignunc. [NaTa ppyky ceptudikaTty: 12.12.2023
CepTudikaT CTBOPEHO aBTOMATUHHO BanifoBaHo KOMN'IOTEPHO nporpamolo SAP. CTtopiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. a., HoBo mecTo
YNPABNIHHA AKICTIO
Liimap'euika uecra 6
8501 Hoso mecTo
CnoBeHis

Ten.: +386 7 3312 111
En. nowrTa: info@krka.biz

Kona Ne: 7F4265
Atopuc®, Tabnetku, BKpUTI NNiBKOBOK 000NOHKOM0, No 30 mr Ne 90
KpaiHa-BUPOOBHUK: CnoBeHis
1 Tabnerka, BKpMTa nsiBKOBOK 000NOHKOK, MicTUTL 30 Mr aTopBacTaTUHY Y BUFNAAI aTopBacTaTUHY Karbliko
nikapcobka thopma: Tabnetku, BKPUTI NNIBKOBOK 00 ONMOHKOK
po3mip i TN nakyBaHHA: No 10 TadbneTok y 6nictepi; No 9 dnicTepis y KopoobUi
Homep cepii: NM4766
Hara supobHuuTea: 02.2023 [ara 3akiHyeHHsa TepmiHy npugaTtHocTi: 02.2025
Ha3Ba noKasHUKIB Creuundikalis PesynbraTh BunpobyBaHb p.”
Onuc Bini abo maixke 6ini, kpyrni, anerka onykni, BKPUTI Bianosinae -
NMiBKOBOO 000TOHKOIO, 3i CKOLLEHOI0 KPOMKOK
Tabnerku
OAaHopifHICTE 4030BaHKX MpuumansHe yncno (AV): He Ginbwe 15,0 5,7 5
OAWNHULUL — OAHOPIAHICTL
BMICTY aTopBacTaThHy
laeHTUikauis aTopeactaTuHy | Yac yTpuMmyBaHHA MNiky arvopBacraTuHy Ha Bipnosinae -
- BEPX XpomaTtorpami posynHy apaska (SaS) mae signosigatu
Yyacy yTpMMyBaHHs Niky atopBacTaTtuHy Ha
Xpomarorpami posyuHy craHaapTy (SS)
laeHTUdikaLlia aTopsacraTuHy | OCHOBHA ri1siMa Ha XpoMaTorpami po3ymHy 3paska - *1
— TLUX (SaS) mae signosigati OCHOBHIN NnAMi Ha
Xpomarorpami posunHy craHaapTy (SS)
laeHTUiKaLlia TUTaRyY Po34uH Habyeae xoBToro 3abapBneHHs - *1
alokenay
CynyTHi Aomiiku — ATL1 He 6inbie 0,2 % <= 0,10 -
 CynyTHi fomiwikn — ATN4,5 He Ginbuie 0,2 % <= 0,10 -
CynyTHi gomilLKkn —oauHndHa | He Ginbwe 0,2 % <=0,10 -
HeigeHTUdIKoBaHa AoMiluka
CynyTHi AOMILLIKK — cyma He binbwe 1,0 % <= 0,10 -
3anvLUKoBUA MeTaHor He binble 3000 ppm - *1
KinbKicCHUW BMICT 95,0 - 105,0 % Big 3a3HaqeHO! KinbKocTi 09,6 -
aTopBacTaTuHy
PosunHenks atopsacratuHy | He meHwe 75 % (Q) Big 3a3Ha4eHol KinbKOCTi 95 -99 -
NPOTArom 45 XBUNNH
Mixpo6ionoriuHa skicTe ~ He Ginbwe 1000 KYO 81T - "2
3aranbHa KinbkicTb aepobHNX
MikpoopraHiamis {TAMC)
MikpobionoriyHa AKiCTL — He 6inbwe 100 KYOB1r - *2
3dararbHa KINbKICTb
APIKAKOBUX Ta NNiCeHEBUX
rpubis (TYMC)
MikpobionoriyHa sKicTb - BigcytHiB 1 1 - *2
Escherichia coli

[p.* = [NpumiTka

*1 He pyruHHMM meTtod. BunpobysakHs nposognTecsa 1 pas Ha pik.

*2 BuNpobysaHHa NPoBOANUTLCA BIAMOBIAHO A0 nporpamu (onucaHa 8 MKH)

[daHun ceptTudhikat aKocTi Mae enexkTpoHHUN Nignnc.
CepTudikaT CTBOPEHO aBTOMAaTUYHO BanifgoBaHO KOMN'IOTEPHOIO nporpamoto SAP.,

Hata apyky ceprudikaty: 12.12.2023
CropiHka: 2/2




