CEPTU®IKAT SKOCTI

KPKA, a. 4., Hoso MecTo

YNPABINIHHA AKICTIO

[Umap'ellka uecra 6

8501 HoBo mecTo

CnoseHis

Ten.:+386 7 3312111
_En. nowra: info@krka.biz

KpaiHa-BMpOOHUK: CrioBeHIA

Atopuc®, TabreTku, BKpUTI NNIBKOBOK 060NOHKO0, rno 40 mr Ne 90

1 TaGneTka, BKpMTa NNiBKOBOK 060MNOHKOI, MiCTUTb 40 Mr aTopBacTaTuHy y BUrmsai aTopBacTaTUHY KanbLito
nikapcbka dpopma: Tabrnerku, BKpUTi NNiBKOBOK 000NOHKOHD
'poamip i TMN nakyBaHHSA: No 10 TabneTok y Gnicrepi; no 9 GnicTepiB y kopobui

Homep cepii: NN0604

Oata supobHuuTea: 10.2023

[NaTa 3akiHveHHs TepmiHy npugatHocTi: 10.2025

PeecTpauiiHe noceigvyeHHs Ne:
UA - UA/8671/01/01

| Hasea i appeca BupobHuKa, BiANoBIiAanbHOro 3a BUNycK cepii:
KPKA po.a., HoBo mMecTo

imap’ewka yecta 6

HoBo mecTo, 8501, CnoBeHinAn

NitieHsia Ha BupobHuLTBO Ne!
800-13/2018-6

{Po3amip cepii: 12.256 LUT

Lium rigreepmkyio, WO BULLEHaBeAeHa iHgopMaLlia € AOCTOBIPHOIO Ta TouHolO. [aHa cepis npoaykull dyna BupobneHa
(BKIIOMAI0YM NaKyBaHHA/MapKyBaHHA) | NPOMLLINA KOHTPONL AKOCTI Ha BULLiEBKa3aHii AinbHULI B NMOBHIN BIANOBIAHOCTI i3
BuMmoramu GMP, BCTaHOBMEHMMM MICLIEBUM pErynaToOpHM oOpraHom, a TakoxX Yy BignosigHocTi po cneuundikadii
peecTpaLlifiHoi  [oKyMeHTaLlii, 3aTBepaxeHoi B YkpalHi Ans [ocnifkysaHoro nikapckkoro 3acoOy. [1poTokosnu
BUMPOBHULITBA, MakyBaHHSA | KOHTPOMA SKOCTI NepesipeHi i BignosigatoTe Bumoram GMP. |

Cepis BunywieHa y BignosiaHocTi i3 gitovoro sepciero MKA UA/8671/01/01.

[Dara Bunycky Ha puHok:
17.01.2024

Ocoba, signosiganbHa 3a sunyck Ji3 Ha pUHOK
Arppes CeHiua

o

Oanuit ceptucpikaTt SsKocTti Mae eneKkTpoHHUA nianuc,

CepTuhikaT CTBOPEHO aBTOMATUHYHO BanifoBaHo KOMMA'IOTEPHOID nporpamolo SAP. CropiHka: 1/2

Tlata ApyKy cepTudikaty: 01.02.2024




KPKA, 4. a., HoBo mecto
YI'IPABJ'IIHHFI AKICTIO
Map'elwika uecTta 6

8501 HoBo mecTo

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

Kon Ne: 7F4267

ATopuc®, TabneTku, BKPUTI NNIBKOBOKO 060MOHKOI0, MO 40 Mr Ne 90
KpaiHa-BMpoOHUK: CnoBeHisA
1 Tabnerka, BKpUTa NNiBKOBOIO O6G0MOHKOK, MiCTUTL 40 Mr aTopBacTaTUHY Y BUIMAAI aTopBacTaTUHy Kanbuiro
nikapcbKa chopma: TabneTku, BKpUTI NIiBKOBOIO 0OONOHKOLO
'po3mip i TMN nakyBaHHsA: no 10 TabrieTok y Gnicrepi; no 9 GnicTepis y KopoouUi

Homep cepii: NN0604

Harta supobHuurea: 10.2023

|JJ,aTa 3aKiHyeHHs TepmiHy npuaaTtHocTi: 10.2025

Mp.* = MNpumitka

*1 He pyTuUHHWIA MeTog. BunpobysaHHa NpoBoanTLEA 1 pas Ha pik,

iHassa NOKasHKKIB Cneundikauis PesynbTaTi BUNpobyeaHb Mp.*
Onuc Bini, Kpyrni, TPOXWU BUNYKNi, BKPUTI NNIBKOBOIO Binrosigae -
1 06onoHKoW TabneTkn )
|aeHTUDIKaLiA TMTaHY Po3unH Habysae »0BTOro 3abapBneHHs Binnosiaae *1
AioKcuay .
laeHTUiKaLia aTopeacTaTuly | Hac yTpuMyBaHHA niky aTopsacratuHy Ha Biaroeigae -
{—BEPX XpomaTtorpami po3uuHy apaska (SaS) mae signosiaaTt
Yacy yTpUMyBaHHA NiKy aTopBacTtaTuHy Ha
XpomarTorpami po3yuHy craHaapty (SS)
lneHTudikaLis atopsacTaTuHy OcHoBHa NAsMa Ha XpoMatorpami po34nHy 3paska - *1
—~ TLX (SaS) mae BianosiaaT OCHOBHIA NAAMI Ha
Xpomarorpami pos4mHy ctaHaapTy (SS)
OAHOPIAHICTL J030BaHUX MpuimansHe uucno (AV): He binele 15,0 1,6 -
OAVHKUbL — OAHOPIAHICTD
BMICTY aTOpPBacTaTUHY | |
 CynyTHi AoMilKu —~ ATN1 He Ginbwe 0,2 % <0,1 -
CynyTHi gomiikn — ATN2 He Oinblie 0,2 % <0,1 -
CynyTHi AomillKkKn —ATN4,5 He Ginbwe 0,2 % 0,1 -
 CynyTHi gomik — ATN12 He Ginble 0,2 % <0,1 -
CynyTHi Aomilkn —ATN13 He Ginbie 0,2 % <0,1 -
 CynytHi aomiulku — ATN14 He 6inbiue 0,2 % <0,1 -
CynyTHi aomiwkn - ATN1S He Ginbwe 0,2 % <01 -
CynyTHi AoMilWKkN —ATN16 He Ginbwe 0,2 % 0,1 -
CynyTHi Aomituky — ATL1 He 6inbwe 0,2 % <0,1 -
CynyTHi AoMmiltkn — oguHuyHa | He Binble 0,2 % 0,1 -
HeigeHTUthikoBaHa AOMiLlLKa
1 CynyTHi AOMIWKKU — Cyma He 6inbwe 1,0 % 0,2 -
3annwkoBui MeTaHon He Ginble 3000 ppm - *1
KistbKiCHU# BMICT 05,0 - 105,0 % Bin 3a3Ha4eHol KiNlbKOCTi 99,4 -
aropBacTaTuHy
| PosunHeHHs: atopeacratury | He meHwe 75 % (Q) Bia 3a3HayeHol KiflbKoCTi 99 -101 -
o | npoTsarom 30 XBUINUH |
MikpoGionoriyHa AkicTe — He 6inbiie 1000 KYOB1 ¥ <10 "2
|-3aranbHa KinkKicTb aepobHUX
1 mikpoopraHismis (TAMC) |
MikpobGionorivysa sKicTL — He 6inbwie 100 KYOB 1T *2
3aranbHa KinbKicTb
APDKIKOBKMX Ta NNICEHEBUX
rpubie (TYMC) n)
MikpoBionoriyHa AKICTD - BigcytHiB 1T *2
Escherichia coli

*2 BUNPOBYBaHHS NPOBOAUTLCS BIANOBIAHO A0 NpoOrpamu. (onucaxa B MKFI) A

JJ,aHnM cep'mcpucaT AKOCTI Mae eneKTPOoHHUA nianuc. s, Py V7
- CepTUdpikaT CTBOPEHO aBTOMAaTUHHO BaniZ0BaHO KOMN 'KOTEPHOIO NPOrPamMoLy SA N G10

,t]a'ra .qpyuy ¢emeqjiké+y:. 01.02.2024
CropiHka: 2/2




