KRKA

KPKA, a. a., Hoso mecTo
CEPTUDIKAT AKOCTI YNPABIHHA AKICTIO

Wmap'ewka uecra 6

8501 Hoso mecTo

CnoseHist

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne; 7H2938

Pokcepa®, TabneTku, BKpUTi NNiBKOBOK 060M0HKO no 20 mr, Ne 90

KpaiHa-BUpoBHUK: CnoBeHis

1 TabneTka, BkpuUTa NNiBKoBoo 0GONOHKOK, MICTUTEL po3yBacTaTUHY (Y BUrNAAi KanbLilo posyBacTtaTuHy) 20 Mr
nikapckka chopma: Tabnerku, BKpUTI NNiBKOBOK 060MOHKOO

po3Mip i Tun nakyBaHHA: no 10 TabneTok y 6nicrepi, no 9 Gnicrepis y kapToHHI Kopobui

Homep cepii: DE6185

fata BupobHuuTBa; 08.2024 iﬂ,aTa 3aKiHYeHHs TepMiHy npnaartHocTi: 08.2027

PeecTtpauintHe noceinverHHs Ne:
UA - UA/11743/01/03

Hassa | agpeca BupobHuKa, BiaNoBigansHoro 3a sunyck cepil: | NiueHsia Ha BUpo6GHULTBO Ne:
KPKA g.a., HoBo mecTto 800-13/2018-6

LLimap’ewka uecra 6

HoBo mecto, 8501, CnoBeHis

Poawmip cepii: 22.560 LUT

Lum nigreepaxyto, Lo BULleHaBedeHa iHdopMaLia € focToBipHOK Ta TouHow. [JaHa cepist npoaykuii 6yna supobneHa
(BKNIOY4AIOYM NaKyBaHHA/MapKyBaHHR) | NPOMLLIA KOHTPOMNb SKOCTI Ha BUleBKasaHil AinbHUL B MOBHIl BigNoBiQHOCTI i3
sumoramu GMP, BcTaHoBNeHUMM MiCUEBUM perynsaTopHUM OpraHoM, a TakoX Y BignoBigHocTi 4o creumdikauii
peecTpauiiHoi AokyMeHTalll, 3aTBepdxeHol B Ykpaidi Ang gocniakysaHoro nikapckkoro 3saco6y. [poTokorm
BUPOBHULITBA, NaKyBaHHsA | KOHTPONSA AKOCTI NepesipeHi i BignosigawTs BUMoram GMP.

Cepis BunyweHa y signosigHocTi i3 gitodoto Bepcieio MKA UA/M11743/01/03.

Hata BUNYCky Ha pUHOK: Ocoba, BignosigantHa 3a Bunyck J13 Ha puHoK
04.11.2024 Takg [pHoBLek
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OaHuii cepTudikaT SKOCTI Mae enekTPoHHUIA nignuc. Oata gpyky ceptudikaty: 13.11.2024
CepTudikart cTBOPEeHO aBTOMaTUYHO Baslif0BaHO KOMIM'HOTEPHOK Nporpamo SAP. CropiHka: 1/2
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CEPTU®DIKAT AKOCTI

KPKA, a. a., Hoeo mecto
YIIPABNIHHA AKICTHO
limap'ewka uecra 6
8501 HoBo mecto
CnoeeHis

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

Kog Ne: 7TH2938
Pokcepa®, TabneTku, BKPUTI NIiBKOBOIO 06OMOHKOIO MO 20 mr, Ne 90
kpaiHa-BupoGHuK: CnogeHin
1 TabnieTka, BKPUTA NMIBKOBOI 06OMOHKOI, MICTUTEL PO3YBacTaTUHY (y BUCAAAI KanbUilo po3yBacTaTuy) 20 mr
nikapcbka popma: TabneTku, BKpUTI NNiBKOBOO 060JIOHKOH
poamip i Tun nakysaHHa: no 10 Ta6neTok y 6nicTepi, no 9 GnicTepis Yy KapTOHHIW Kopobui
Homep cepii: DE6185
Jata supobHuuTea: 08.2024 ‘ﬂaTa 3aKiHYeHHs TepMiny npugartHocTi: 08.2027
Haasa rnokasHukis Cneundikalia PesynsTaTi BunpobysaHb p.*
Onue TabneTku Binoro KoNLOPY, KPYrNi, BKPUTI NNiBKOBOIO Bianosinae -
060NOHKO, 3i CKOLEHUM Kpaem
OaHOopIQHICTL A030BAHKUX 3HaueHHs npuiiMansHoro Yncna (AV) cknapae He 4,1 -
OAUHULL — OAHOPIAHICTL Ginble 15,0
BMiCTY po3yBacTaTuHy
CynyTHi gomituky — aomitka | He Ginblue 0,8 % <= 0,10 -
TP13
CynyTHi aoMiwkn — domilka | He 6Ginbwe 0,3 % <=0,10 -
RSL
CynyTHi SOMILIKUA — iHLu He 6inbwe 0,2 % <=0,10 -
O[UHWYHI
CynyTi pomituky — 3aransha | He Ginbwe 1,0 % <=0,10 -
KiNbKICTb
3anuLKoBi PO3YUHHUKY — He 6inbiie 5000 ppm 907 -
iaonponinosuit cnupT
3aMULWKOBI POIUNHHUKY — He Ginble 5000 ppm <= 500 -
aueToH
\aeHTudikauis TiO: Po3uuH y TUrni HabyBsae xoBToro 3abapanexHs - *1
laeHTvdiKaLis poayBacTaTuHy | Hac yTpumyBaHHs fiky posyBacTaTuHy Ha Bignosinae -
- BEPX xpomaTorpami posunHy 3paska (SaS) mae eignosigaty
vacy yTpUMyBaHHs niky posyBacTtaTuy Ha
XpoMmaTorpami posuuny crangapty (SS)
lneHTUdikauis posysacTatuty | [nsama Ha xpomatorpami po3unHy 3paska (SaS) mae - *1
- TWX BignoBinaTKh 3a sHadeHHsM Rf Ta KONbOPOM NAsMi Ha
XxpomaTorpami poauuHy cTaHaapty (SS)
KinbxicHUi BMicT 95,0 - 105,0 % Bif 3a3Ha4eHOl KiNbKOCTi 98,2 -
pPO3yBACTATHHY
PoaYynHeHHA po3yBacTaTuHy | Yepes 45 XBUNIMH MaE PO3YUHUTUCA HE MeHile 75 % 97 -99 -
(Q) Big 3a3HaveHol KiNbkoCTi
MikpobionoriyHa akicTs — He 6inbwe 1000 KYOB 1T <10 *2
3aransHa KinbkicTb aepobuux
Mikpoopraniamis (TAMC)
MikpoBionoriuna siKicTe - He Ginbwe 100KYO B 1T <10 *2
3aranbHa KiftbkicTb
APDKIPKOBUX Ta nniceHesux
rpubis (TYMC)
MikpobionoriyHa akicTb ~ BigcytHis 1T Bignosinae *2
Escherichia coli

Mp.* = MNpuMiTKa

*1 He pyTUHHUIA MeTOA. BUnpoByBaHHA NPOBOAUTLCS 1 pas Ha pik.
*2 BUNpobyBakHA NPOBOAUTLCS BIAMOBIAHO [0 Nporpamu (onkcara B MKS)

DaHuit cepTudikaT skocTi Mae enexTPOHHWA nignuc.
CepTudikaT CTBOPEHO aBTOMATUYHO BanifoBaHow0 KoMmM'loTepHo nporpamoto SAP.

Dara ppyky ceptvdikaty: 13.11.2024
Cropinka: 2/2




