KPKA, 4. a., Hoso mecTo
CEPTUDIKAT AKOCTI YNPABNIHHA AKICTHO
ILimap'ellka uecTa 6
8501 Hogo mecTo
CroBeHia
Ten.: +386 7 3312 111
En. nowrta: info@krka.biz

Kog Ne: 7TH2938

Pokcepa®, Tabnerku, BKpUTi NIiBKOBOLO oBornoHkoio rno 20 mr, Ne 90

KpaiHa-BupobHuk: CnoseHis

1 TabneTka, BKpuTa nniskosoto 060s0HKO!0, MiCTUTL po3yBacTaTuHy (y BUrnaai KanbLito posyBacTaTuHy) 20 Mr
nikapcbka chopma: TabneTky, BKPUTi NNiBKOBOIO 0GOMOHKON

po3mip i TMN NakysaHHA: Mo 10 Ta6neTok y 6nicrepi, no 9 6nictepiB y KapTOHHIN Kopobui

Howmep cepil: DE9521

[arta supobHuursa: 10.2024 lﬂaTa 3aKiH4eHHst TepMiHy npuaatHocTi: 10.2027

PeecTpaliiiie nocsia4eHHs Ne:
UA - UA/11743/01/03

Haasa i afpeca BUpOGHUKa, BIAMNOBIAANEHONO 3a BUMYCK cepif: |MiueHsis Ha BUPOBHULTBO Ne:
KPKA n.a., Hoeo mecto 800-16/2024-4

iimap’ewka yecra 6

Hoso MecTo, 8501, CrioBeHis

Poamip cepii: 22.571 WIT

Lum niaTsepaxyio, Lo BulleHaseaeHa iHthopmaLifa € AOCTOBIPHOD Ta TOYHOH. [Nana cepia npoayxuii 6yna supobneHa
(BKNIOHAOHU nakyBaHHs/MapKyBaHHs) i NPOULLINa KOHTPONb aKoCTi Ha BULLEBKa3aHi AiNbHWLI B NOBHIA BiAnoBiAHOCTI i3
suMoramyn GMP, BCTAHOBMNEHWMU MICLUEBUM DPErynaTopHuM OpraHoM, a Takox Y BignosigrocTi Ao cneuundikauil
peecTpauiHol [IOKyMeHTaUii, 3aTBepkeHol B Ykpaini Ans  [OCHiAXyBaHOro nikapcekoro 3acoby. [lpoTokonu
BUPOBHULTBA, NaKyBaHHS | KOHTPONA aKOCTi nNepesipeHi i BiANOBIAaTb BUMOTam GMP.

Cepis BunyiieHa y signosigHocTi i3 Aitovoto Bepcieo MKA UA/11743/01/03.

Qcoba, BignosinanbHa 3a BUNYCK 113 Ha pUHOK
Hina Kipap
/

[laTta BUNycKy Ha pUHOK:
29.01.2025

bc. . 1380
b )f L 050 4. AKX ’ T

[ata apyxy cepTudikaty: 30.01.2025

DNaHuin cepTdikaT AKOCTI Mae eneKTPOHHWIA Nignuc.
Cropitka: 1/2

CepTudikaT CTBOPEHO aBTOMaTUHHO BanifoBaHol KOMMN'IDTEPHOH NPOTrPaMoto SAP.




CEPTU®IKAT AKOCTI

KPKA, a. 4., Hoso mecTo
YIPABNIHHA AKICTHO
Wmap'ewka uecrta 6
8501 Hoso mecTo
CnoseHisi

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

Kog Ne: 7H2938
Pokcepa®, TabneTku, BKpUTi NniBkoBo 060M0HKOMH No 20 mr, Ne 90
KpaiHa-Bnpo6HuK: CnoseHis
1 TabneTka, BKpUTa NNiBKOBOIO 0BONOHKON, MICTUTL posyBacTaTuHy (y BUrNaai kankuito posyBactaTtuHy) 20 mr
nikapcbka chopma: TabneTku, BKPUTI NNIBKOBO 060/10HKO0
po3mip i TMn nakyeaHHs: no 10 TabneTok y 6nicrepi, no 9 GnicTepiB y KapTOHHI KopoBui
Homep cepii: DE9521
Hara supobHuurea: 10.2024 lﬂara 3aKkiH4eHHA TepMidy npuaatHocTi: 10.2027
Hasga nokaaHukis Cneundikaduis PesynbTati Bunpobysars Mp.*
Ornuc TaBnetku Binoro konbopy, Kpyri, BKpUTI NNiBKOBO Bionosigae -
0B0NOHKOK, 3i CKOLLEHUM KpaEM
OpHopigHicTs Ao3oBaHUX 3HaueHHn npuiimMansHoro yicna (AV) cknapae He 2,6 -
OfVHULbL — OAHOPIAHICTL 6inbwe 15,0
BMICTY po3yBacTaTuHy
CynyTHi poMiwkn — gomiluka | He Ginblwe 0,8 % <= 0,10 -
TP13
CynyTHi pomiwku — gomiwka | He Ginbiue 0,3 % <=0,10 -
RSL
CynyTHi QOMILLIKY — iHW He GinbLue 0,2 % <=0,10 -
OfUHUYHI
CynyTHi goMitukv — 3aransHa | He 6Ginblwe 1,0 % <=0,10 -
KinbKicTb
3anuWKoBi PO3YUHHUKY — He 6inbwe 5000 ppm 1038 -
i3onponinoBuii cnupT
3anunWKOBI PO3YNHHUKY — He 6inbwe 5000 ppm <= 500 -
aLeToH
inenTudikauis TiO. PoauuH y Turni HaGyBae xo8Toro 3abapsnetHs - 1
laeHTUdbikaLis posysactaTuHy | Yac yTpumysanHs MKy po3yBacTaTuHy Ha Bianosinae -
- BEPX Xpomarorpami poauuHy spaska (SaS) mace signosigati
Hacy yTpumMyBaHHA niky posysacTaTuHy Ha
XpoMaTorpamMi po3uuHy cTaHaapTy (SS)
IneHTudikauis posysactaTtuny | Mnama Ha xpomarorpami posuusy apaska (SaS) mae - 1
- TWX 8iANosiaaTy 3a 3HaveHHsM Rf Ta KOIMbOPOM NNAMI Ha
xpomarorpami posyuHy cTaHigapty (SS)
KinskicHui smict 95,0 - 105,0 % 8ig 3a3Ha4eHOi KinbKocTi 97,9 -
po3yBacTaTuHy
PoauuHeHHs posysactaTuHy | Yepes 45 xBunuH mae PO3UUHUTUCA HEe MeHLWe 75 % 93 -97 -
(Q) Big 3asHaveHol KinbkocTi
MikpoBionoriuHa siicTe — He Ginblwe 1000 KYO B 11 - *2
BaransHa Kinbkictb aepobHux
MikpoopraHiamia (TAMC)
MixkpoGiosioriuHa AkicTb — He binbwe 100 KYO B 11 - *2
3aransHa KinbkicTe
APDKIPKOBUX Ta NIliceHeBUx
rpubis (TYMC)
Mikpo6Gionoriuka akicTs - BincytHis 1 ¢ - *2
Escherichia coli

MNp.* = Mpumitka

"1 He pyTuHHwit MeTog. BunpoBysanHs nposoauTses 1 pas Ha pik,
*2 sunpobysaHHs NpoBOAMTLCS BIBNOBIAHO A0 Nporpamu (onucana B MKS)

faHuit ceptudbikaT AKOCTi Mae enekTpoHHUi Nignue.
CepTudikat cTBOPEHO aBTOMATUYHO BafiAOBaHOW KOMR'l0TepHO Nporpamoto SAP.

fara gpyky ceptudikaty: 30.01.2025
Cropinka: 2/2
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