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Kop Ne: 7F4776

KPKA, a. a., Hoso mecTo

YINPABIIHHA AKICTIO
CEPTUDIKAT AKOCTI e s

8501 HoBo mecTo

CnoBeHis

Ten.: +386 7 3312 111

En. nowrTa; info@krka.biz

Pokcepa®, TabneTky, BKpUTi NNiBKOBOK 060510HKOK no 30 mr Ne 30

KpaiHa-BUpPOOHUK: CrioBeHin

1 TabneTka, BKpUTa NiBKOBOK 0OOITOHKOK, MicTUTL 30 Mr po3yBacTaTUHY (Y BUrNsgi KanbLilo po3yBacTaTUHY)
nikapcbka hopma: rabrneTtku, BKpUTI NNiBKOBOK 060MOHKOK

po3mip i TN nakyBaHHA: no 10 TabneTok y 6nicTepi, no 3 6nicTepyu y KAPTOHHIA KOPOOLI

Homep cepii: DD6060

Hata supobHulTea: 01.2024 [ara 3akiHYeHHs1 Tepmidy npuaaTtHocTi: 01.2027

PeecrpauinHe noceiavyeHHsA Ne:
UA - UA/M11743/01/06

Hasea i agpeca BupobHuMKa, BianosiganbHoro sa BUNycK cepii: | JlineHsia Ha supobHUUTBO No:
KPKA o.g., HoBo mecTto 800-13/2018-6

Limap’euwika uecra 6

HoBo MecToO, 8501, CrnioBeHIs

Poamip cepii: 10.020 LUT

Llum nigTeepayto, Wo BULleHaBegeHa iHdopmalis € LOCTOBIPHOW Ta TouHow. [aHa cepis npoaykuii 6yna BupobneHa
(BKMOMaouM nakyBaHHA/MapKyBaHHSA) i NPoMLna KOHTPOMb AKOCTI HA BULLIEBKa3aHIn AinbHULI B NOBHIW BiANOBIAHOCTI 13
Bumoramin GMP, BCTaHOBNEHMMW MICLEBAM PErynsaToOpHUM OpraHoM, a TakoX Yy BIignosigHOCTI A0 chneuudikady
peecTpauiiHol pokymeHTaui’, 3artBepmxeHol B YkpaiHi ans gocnigxyesaHoro Jsikapcbkoro 3acoby. [lporokonu
BUpOBHULTBA, NaKkyBaHHS | KOHTPONS SIKOCTI nepesipeHi i signoeigatoTs Bumoram GMP.,

Cepis sunylieHa y sigrnosigHocTi i3 gitovoto sepcieto MKA UA/11743/01/06.

[aTa Bunycky Ha pUHOK: | Ocoba, BignosiganbHa 3a Bunyck J13 Ha pUHOK
07.02.2024 TaHa [JpHoBLuek

Cbluowfag\

Hdanuin ceptudikaT SKOCTI Mae enekTpoHHUA nignnc. | [ata apyky ceptudikaty: 07.02.2024
CepTudikaT CTBOPEHO aBTOMAaTUYHO BanigoBaHOK KOMMT'IOTEPHOI nporpamoto SAP. CropiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. &., HoBo mecTo
YMNPABIIHHA AKICTIO
Lmap'ewka uecra 6

8501 Hoso mecTo
CnoBeHin

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

Kon Ne: 7F4776
Pokcepa®, TabneTky, BKpUTI NNIiBKOBOK 000s10HKOI no 30 mr Ne 30
KpaiHa-BUpPoOHuK: CnoBeHisi
1 TabneTKa, BKpUTa MiiBKOBOK O0ONOHKOK, MicTUThL 30 Mr po3yBacTaTuHY (Y BUrnsaAi Kanbuito po3yBacTaTuHY)
nikapcbka popma: Tabrnerku, BKpUTi NniBKOBOK 000NOHKOK
po3Mmip i TUN nakyBaHHA: no 10 Tabnetok y 6nictepi, no 3 6sicTepu y KAPTOHHIN KOpPOOLli
Homep cepii. DD6060
[lata supobuuuyrea: 01.2024 Hata 3akiHYeHHs TepMiHy npuaartHocTi: 01.2027
Ha3sa rnokasHukis Cneuundikayis PesyrbraTti Bunpofysahb [p.”
Onuc TabneTkn 6inoro KonNLoOpPY, ABOONYKHI, BKPUTI Bianoeiaae -
NNiBKOBOO 060M0HKOK, Y hOpMi Kancynu 3 HacCIYKolo 3
06ox 6okiB
laeHTudikauia posysactaTuHy | Hac yTpumyBaHHs fiky po3yBactaTuHy Ha Bianosigae -
- BEPX XpoMmarorpami posumnHy 3paska (SaS) mae signosigaTtu
Yacy yTpumMyBaHHs niky po3yBacTaTuHy Ha
Xpomarorpami posyuHy ctaHaapty (SS)
lneHTudbikauis poaysacraTuHy | lnsma Ha Xpomartorpami poaumdy apaska (SasS) mae |- *1
~ TWX BignoBigaTth 3a aHaveHHAM Rf Ta Konbopom nnsimi Ha
Xpomarorpami posunHdy ctaHgapty (SS)
laerTudikauia TiO2 Po3uynH y TUrni Habysae XXOBTOro 3abapBneHHs - *1
OpHOpIgHICTL A030BaHKX 3HayeHHA npuimansHoro vyucna (AV) cknagae He 3,1 -
OAUNHWULEL — OAHORIAHICTL Ginewe 15,0
BMICTY pO3yBacTaTUHY
CynyTHi goMiluku — gomiwka | He 6inbwe 0,8 % <= (0,10 -
TP13
CynyTHi foMiwiku — aomiwka | He Ginewe 0,3 % <= 0,10 -
RSL
CynyThi 4OMILLKW — iHLLI He 6inbwe 0,2 % <= (0,10 -
OANHWNYHI |
CynyTHi gomillkv — 3araneHa | He 6inbwe 1,0 % <= 0,10 -
KiNbKICTb
3annLWKoBi PO3UNHHIKN — He 6inbwe 5000 ppm 773 -
i30NPONINOBUY CINPT
3anuLUKOB] PO3UYNHHUKY — He Ginbwe 5000 ppm <= 500 -
aueToH
KinbKiCHWI4 BMICT 95,0 - 105,0 % Big 3a3HaYEHOI KiNbKOCTI 98,3 -
PO3yBACTATUHY
PosunHeHHA po3ysacTaTuHy | Yepes 45 xsunuH mae posdnHUTACA He MeHwe 75 % 08 -99 -
(Q) Bia 3a3HaYEHOI KiNbKOCTI
MikpobionoriyHa siKiCTe — He 6inkwe 1000 KYOB1 T ~ *2
3arantHa KineKicTe aepobHuX
MikpoopraHismis (TAMC)
MikpoBionoriyHa akicTb — He binbwe 100 KYOB1 T - 2
3araneHa KinbKicTe
BPHKAXKOBUX Ta NNICEHeBUX
rpubis (TYMC)
MikpobiosoriyHa saKicT - BigcyTHiB 1T - *2
Escherichia coli

Mp.* = [pumitka

*1 He pyTuHAUA meTog. BunpobyBaHHA nposoauTees 1 pas Ha pik.
*2 surpoBysarkHA NPOBOAUTLCA BigNOBIAHO A0 Nporpamu (onucada 8 MKH)

HaHuin ceptudikaT AKOCTi Mae enekTpPoRHWA nignvc.
CepTucthikaT CTBOPEHO aBTOMATUYHO BaNifZOBaHOK KOMN'KOTEPHOIO nporpamoio SAP.

HaTa apyky ceptuchikaty: 07.02.2024
CropiHka: 2/2




