IKRKA

KPKA, a. 4., HoBo mecto
CEPTU®DIKAT AKOCTI YAPABRIHHA AKICTIO
Uimap'ewka LecTa 6
8501 Hoso mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowra; info@krka.biz

Kop, Ne: 7H3675
POKCEPA® MNIOC, TabneTku, BKPUTI NNIBKOBOIO 060510HKO0, no 20 mr/10 mr Ne 30

KpaiHa-BUPOOHUK: CnoBeHis
1 TabneTka, BKpMTa NiBKOBOK 0GONOHKOID, MiCTMTB: 20 Mr po3yBacTaTUHy (Y BUrNAAI KanbLilo po3yBacTaTuHy)

Ta 10 Mr e3eTUMiOy
nikapcbka hopma: TabneTku, BKpMTi NNiBKOBOI 0GONOHKOI0

po3mip i Tun nakysaHHs: no 10 rabnerok y 6nicrepi, no 3 6nicrepy y KApTOHHIN kopooui
Homep cepii: DE6785

[ata supobHuuTea: 10.2024

PeecTpauiiiHe nocsigueHHs Ne:
UA - UA/18324/01/04

|L1aTa 3aKiHYeHHS TEPMIHY NPUABTHOCTI: 10.2027

HaaBa | anpeca BMpoBHMKa, BI4NOBIAANEHOIO 3@ BUMYCK cepii: |JliueHsia Ha BUPOBHNLITBO Ne:
KPKA pa.a., HoBo mecTto 800-16/2024-4

Wmap’eluka necta 6

Hoeo mecto, 8501, CnioseHis

Poamip cepii: 14.966 LT

Livm nigreepaxkyto, Lo ByLeHaBeaeHa iHchopmaLlist € AOCTOBIPHOIO T& TOHHOLO. [ana cepis npoaykuii Gyna BupobneHa
(BkrOYaHN naKyBaHHs/MapKkyBaHHs) i NMPoMLINa KOHTpONb AKOCTi Ha BULLEBKa3aHil AinbHWL B NOBHIV BiANOBIAHOCTI i3
sumoramv GMP, BCTaHOBMEHUMW MICLEBUM PErynsaTopHUM opraHoM, a Takox Y gigriosigHocTi A0 cneuudikauii
peecTpaliiiHoi  AoKymeHTaull, saTBepkeHoi B YkpaiHi Ans JOCRiAKyBaHOro  JikapCbKoro 3acoby. [portokonu
BUPOBHWLITBA, NAKyBaHHS | KOHTPONA sIKoCTi NepesipeHi | BignosiaaoTe BUMOTram GMP.

Cepisi BunyLieHa y BiANOBIAHOCTI i3 Ajlovcto BEpCieto MKS UA/18324/01/04.

Ocoba, BipnosigansHa 3a BunNycK J13 Ha pUHOK
Taxsa [pHoBLUEK

.

[laTa BUNYCKY Ha PUHOK:
18.11.2024

WOUSE.
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[lata apyxy ceptudikary. 20.11.2024

Jakuit cepTudikat AKOCTI Mae enexTPOKHWA nignuc.
CropiHka: 1/3

CepTudikat CTBOpEHO aBToMaTuiHO BanifoBaHOK KOMM'IOTEPHOIO NPOrpamoto SAP.




CEPTUDIKAT AKOCTI |

KPKA, a. a., Hoso mecTo
YOPABRNIHHA AKICTIO
Imap'ewka uecrta 6
8501 Hoso mecTo
CnoseHin

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

Kog Ne: 7TH3675

POKCEPA® NNIOC, TabreTku, BKpUTi nniBkoBoto 060oroHkoto, no 20 mMr/10 mr Ne 30
KpaiHa-BupobHuk: CrnioBeHis

1 TabneTtka, BKpMTa NNIBKOBOIO 060mn0HKOI0,

Ta 10 Mr e3eTUMIOy

fiikapcbka hopmMa: TabneTkn, BKPUTI NNiBKOBOIO 060NOHKO

po3Mip i Tun nakyBaHHs: no 10 Tabnerok y 6nictepi, no 3 6nictepu y kapToHHiii Kopoo6ui

MiCTUTb: 20 Mr po3yBacTaTUHy (y BUIMISIAI KanbLio po3yBacTaTuHy)

Homep cepil: DE6785

[ara supobHuyraa: 10.2024

l,[laTa 3aKiHYEHHs TepMiHy npuaarHocTi: 10.2027

Haasa nokasHukis

Cneumdikauis

PesynbTarty BunpobyeaHs

Mp.*

Omyic '

Briao-poxesoro konsopy, Kpyrni, Aewo LBOONYKI,
BKPUTI NNiBKOBOIO 0BONOHKOI0 TaBNeTKY 3i CKOLIEHNMI
Kpasmu Ta 3 rpaBipyBaHKamM R4 3 ogHoro Goxy.

Bignosinae

OpHopiaHICTb 40308aHUX

MpuitmansHe uncno (AV): He Ginsle 15,0 % 2,9 -
OfMHULL — CAHOPIAHICTD
BMICTy po3yBacTaTuHy
OpnHopigHicTb A030BaHMX MpuitmaneHe uncno (AV): He Ginbwe 15,0 % 24 -
O0ANHULL ~ OHOPIAHICTL
BMiCTY e3eTumiby
ineHTudikaLia posysactaTuHy | laeHTudikaLito NPOBOAATL PA3OM i3 KiSlbKiCHUM Binnosigae -
- BEPX BU3HAYEHHAM
ineHTNdikauia posysactatuny | BignosigHo [0 aHaniTuIHOT MeToguKun Bianosigae -
- AMA
laeHTUdikauis eseTumiby - IaeHTUdiKaLilo NPOBOAATL Pa3OM i3 KinbKicHUM Bianosigae -
BEPX BU3HAYEHHAM
laeHTUdbiKaLia ezeTrmiby - BianosiaHo A0 aHaniTuuHo! MeTog Ky Bianosigae -

MA

CynyTHi AoMilKu: He 6inbiwe 0,8 % <=0,10 -
PosysactaTtuH - fomiwka C
TP13)
CynyTHi ZoMituku: He 6inbwe 0,2 % <=0,10 -
PosysacratuiH - gomiuika D
(RSL)
CynyTHi aomilwku: He Ginswe 0,5 % <=0,10 -
PosysactatuH - gomiluka B
(RSA1)
CynyTHi goMiwku: He 6inswe 0,2 % <=0,10 -
PosysacTtaruH -
HecneuudikosaHi oanHUYHI
CynyTHi foMiLwku: He Ginbwe 1,5 % <=0,10 -
PosysacratuH - Cyma
CynyTHi gomitwin: EaeTumi6 - | He Ginble 0,2 % <=0,10 -
HecneundikosaHi 0AnHNYHI
CynyTHi gomiiku: Esetumi6 - | He 6inble 0,5 % <=0,10 -
Cyma
KinbkicHui Bmict 95,0 - 105,0 % Bin 3asHaueHoi KinbkocTi 98,5 -
PO3yBaCTaTUHY
KinskicHuit BMiCT eaeTumiby 95,0 - 105,0 % Bia 3a3HaYeHO! KinbKOCTi 98,7 -
Po3unHeHHs posysacTatuHy | He MeHwwe 85 % (Q) si 3a3Ha4eHOT KiNLKOCT Yepes 15 {94 -94 -

XsUnuH

HOanuii ceptudikaT skocti mae EI1eKTPOHHUIA Nianuc.
CepTudikaT cTBOpEHO aBTOMaTUYHO BaMifOBAHOK KOMT'IOTEPHOK nporpamoio SAP.

[ara apyky ceptudikary: 20.11.2024
CropiHka: 2/3




CEPTUDIKAT AKOCTI

P4 IKRKN

KPKA, 4. a., HoBo MeCTO
YIPABIHHA AKICTIO
LLmap'etuka uecra 6
8501 HoBo mecTO
CnoBeHist

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

Kopa Ne: 7H3675

POKCEPA® NIIOC, TabneTtkn, BKPUTI NNiBKOBOIO 060Mn0HKO0, No 20 Mr/10 Mr Ne 30
KpaiHa-BMpoGHUK: CrioBeHin

Ta 10 Mr e3eTumiby
nikapcbKa hopma: TabneTku, BKpPUTi NJ1IBKOBOK 0GOMOHKOLO
PO3MIp | TUN NakyBaHHA: NO 10 Ta6netok y 6nictepi, no 3 6nicrepyn y KapTOHHiN kopobui

1 Tabnerka, BKpUTa NNiBKOBOK OGOIOHKOIO, MiCTUTBL: 20 Mr po3yBacTaTuHy (Y BUrNAAi KanbLito po3yBacTaTuHY)

Homep cepii: DE6785

[aTa supoBHulTBa: 10.2024

lﬂaTa aaKiHUEeHHs TEpMiHY NpyaaTHOCTI: 10.2027

Ha3sa NOKa3HWKiB Crneuudixaulis PesyneTath sunpodysanb Mp.*

Po3uunHeHHs e3eTumiby He meHLwe 80 % (Q) Bia 3a3HaueHol inskocTi wepes 15| 91 -94 -
XBUITUH

Mikpobionoriyra sKicTb — He Ginbwe 1000 KYO 811 - *1

3aranbHa KinbkicTe aepobHuX

mikpoopratiamis (TAMC)

MikpobionoriuHa sKicTb — He Ginblwe 100 KYO B 1T - *1

BararibHa KinbKicTb

APDKAKOBUX T NAiCEHeBNX

rpubis (TYMC)

MikpoBionoriuHa sKicTb - BigcytHig 1T - *

Escherichia coli

[p.* = Mpumitka
*1 sunpobysaHHsa NPOBOANTLCA BIAMOBIAHO 40 Nporpamu (onKucaHa B MK#)

[Danuit cepTuddikar AKOCTI MAE enexTPOHHUA nianvc.
CepTudikaT CTEOPEHO 8BTOMATNHHO BaniA0BaHOI0 KOMITOTEPHOIO NPOrpamotd SAP.

JaTa Apyky cepTudikaty: 20.11.2024
Cropixka: 3/3







