(T4 KRKN

KPKA, . 8., Hoeo mécTo
YTMPABNIHHA AKICTIHO
CEPTU®IKAT AKOCTI e Laa &
8501 HoBo mecto
CrgeeHia
Ten.. +386 7 3312 111
En. nowra: info@krka biz

Kopg Ne: 7F4270

ATopuc®, TabneTkn, BKpUTi NNiEKOBO oBonoHKolo, no 4% mr N2 30

KpaiHa-BupobHWK: CnoBeHin

1 TabneTka, BKpWUTa MHIBKOBOIK 0BONOHKOK, MiCTUTE 40 Mr aTOpBAcTaTUHY ¥ BUrNAAI aTORBACcTATHHY kanbuilo
nikapceka tropMa: Tabnetku, BKPUTI NNiBKOBOK 060NOHKOD

poaMip i TMR nakyeaHHs: no 10 TabneTok y 6nicrepi; no 3 GnicTepy y kopobui

Homep cepii: NN2035

Hata supobHuurea; 01.2024 |£Lara 3akindeHHs TepMidy npugaTtHocTi: 01.2026
PeecrpadiiiHe nocsigq4eHHs Ne:

UA - UA/8671/01/01

Haspa | agpeca supofnuka, BifnosiaansHoro 3a eunyck cepil: [fiueHsia Ha BMpoBHUUTBO Na:
KPKA a.a., HoBo mecTo 800-13/2018-6

Wimap’ewka yecra 6

Horo mecto, 8501, CnoBeHin

Posmip cepii: 10.448 WIT

Uum nigTeepmxylo, WO BUWEHaBeAEHa (HhOpMaUin € focToripHOO Ta TouHoto. fana cepis npogykuii 6yna supobnexa
(BKMIOYANYA NaKyBAHHAMAPKYBAHHSA) | MPOLLNA KOHTROMb AIKOCTI Ha BULIEBKa3aHIA AiNbHULE B NOBHIW BIANOBIAHOCTI i3
BuMoramn GMP, BCTAHOBAEHWMU MICLEBMM PErynsaToOpHUM OpraHoM, a Takok Y BignoeiaHocTi Ao cneuwdpikauii
peecTpauifiHol  AokymeHTalll, saTteep/keHol B Ykpaldi anAa  gochigxysBaHoro nikapckkoro  3acoBy. [Mporokonu
BUPOBHMLTEA, NAaKyBaHHSA | KOHTPONS AKOCTI NnepesipeHi | sinnoeinamTe BUMmaram GMP.

Cepis BunylleHa y BignosigHocTi i3 pitovoto Bepcieto MKA UA/B671/01/01,

HaTta BunycKy Ha pYHOK: Ocoba, eignosiganecHa 3a BUNycK 113 Ha pyHOK
Y Gy
02.04,2024 AHApes Ceniua

C
Poc quy

HaHui cepTUpikaT AKOCT! MAE EREKTPOHHWA NiAnNe, fara apyky ceptudikaty: 03.07.2024
CepTudikar cTBOpeHo aBTOMaTUYHO BanigoBaHoIo KOMIMKTEPHOK nporpamMan SAP. CropiHka: 1/2
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CEPTU®IKAT AKOCTI

(T4 KRKN

KPKA, 8. 4., Hosa mecTo
YNPABNIHHA AKICTHO
iUmap’ewrka yecta 6
8501 Hoso mecTe
CnoseHis

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

Kop Ne: 7F4270Q
ATopuc®, TabneTku, BKpUTI NNiBkoBoK oGonoHkoto, no 40 mr Ne 30
KpaiHa-eupoOHuK: CnoseHin
1 TabrieTka, BKPUTa NIBKOBOK 060OMNOHKON, MiCTUTE 40 Mr aTopsactTaTUHY ¥ BUrNAAl aTopBacTaTUHY Kanbuio
nikapcbKa cpopma; TabneTku, BKPMUTI NNiBKOBOO 0GONOHKOID
poamip i TUn nakyearHA: no 10 Tabnerox y Gnictepi; no 3 Gnicrepu y kopobui
Homep cepii: NN2035
Hata eupobHuyrea: 01.2024 l,D,aTa 3aKiHYEHHS TepMidy npugatHocTi: 01.2026
Hasea noxasHukie Cneuundikauis Pesyneraty BrnpobyBaHs Mp.”
Onue Bini, kpyrni, TPOXU BUNYKRI, BKPUT NNiBKOROID Bianosigae -
ofBonoHKko TabneTtku
IgenTudikauia THTany PosunH Habysae XOBTOro 3atapeneHHs Bianoeinae |
aiokengy
iaeHTUdIkaWa aTopeacTaTUHY | Hac yTpUMYBaHHA Niky aTopBacTaTuHy Ha Blanosinae -
-BEPX XpomaTtarpami posquHy spaska (SaS) mae signosigaTu
“acy yTPUMYBaHHA NiKy aTOpPBacTATUHY Ha
XpoMaTorpami poadrHy cTanaapTy (SS)
laeHTudDikalis atopsacTaTuHy | OCHOBHA NNAMa Ha XpoMartorpaMi po3vuHy apaska - *1
- TWX {SaS) Mac BignoBigaTy OCHOBHIW NAAMI Ha
XPOMATOIPami poavrHy crannapry (SS)
OpHOPIAHICTE [0308aHUX MpuiiMansHe uncno (AV): He Binbwe 15,0 2.6 -
0AYHULE — oAHOpIgHICTE
BMiCTY aTOpBacTaTUHY
CynyTHi gomiuiku — ATNY He Sinbwe 0.2 % <01 -
CynyThi gomiwkn — ATN2 He 6inbwe 0.2 % <01 -
CynyTthi gomiwkun — ATN4 5 He 6inbwe 0,2 % 0,1 -
CynyTHi gomiwkd — ATN12 He Ginbie 0,2 % <01 -
CynyTHi goMilky ~ATN13 He Ginbtwe 0,2 % <0,1 -
CynyTHi gomiwkun — ATN14 He Binbwe 0,2 % <01 -
CynyTHi aomiuiky — ATN1S He Binbwe 0,2 % <01 -
CynyTHi gomilikn —ATN16 He Ginbwe 0,2 % 0.1 -
CynyTHI nomikn — ATL1 He Ginswe 0,2 % <01 -
CynyTHi AoMilKK —aauHMiyHa | He Ginewe 0,2 % <01 -
HeigeHTudikgBaHa AoMilLKa
CynyTHI AOMILIKK ~ Cyma He 6Ginbwe 1,0 % 0.1 -
3anuiKosriA MeTaHon He 6inkwe 3000 ppm - "1
KinbKicHWiA BMICT 95,0 - 105,0 % Big 3a3HaueHo! KiINbKoCTI 100,4 B
aTopsacTaTuHy
PosuuHeHHs aTopeacTatuiy | He MeHwe 75 % () Bia 3a3HaveHoT KINbKOCTI 97 -101 -
npoTAaroM 30 xBravH
Mikpoficnorivuna AkicTs — He Ginswe 1000 KYO B 11 - *2
3aransHa KinekicTs aepoBHMX
Mikpoopradiamis (TAMC)
MixpobionoafidHa fKicTe — He binbwe 100 KYO B 1T - *2
3aransHa KinbKiGTL
OPAHIDKOBAX Ta NNICEHEBUX
rpubie (TYMC)
MikpoGionoriyHa AkicTs - BigcyTHis 11 - *2
Escherichia coli

Mp.* = MNpumiTka

*1 He pyTuHHWA MeToa. BunpobyeaHda nposoauTeca 1 pas Ha pik,
*2 swnpobypaHHA NpoBOAUTECA BiANOEBIAHO A0 nporpamK (onucana 8 MKH)

JaHni cepTUdikaT AKOCTI MaE BNEKTPOHHWRA NIONC.
CepruchikaT CTBOPEHO aBTOMATUYHO BAAA0BAHOW KOMN'WTEPHOK NpOrpaMon SAP.

AaTta ppyky cepTuchixaTy: 03.07.2024
CropiHxa: 2/2




