KPKA, a. a., HoBO MEcTo
CEPTUDIKAT AKOCTI YNPABMIHHA AKICTIO
Llimap'elka yecra 6
8501 Hoso mMecCTo
ChnogeHis
Ten.: +386 7 3312 111
En. nowTa: info@krka.pbiz

Koa Ne: 7G9047

CynbdacanasuH, TabneTkn, BKpuTI nniskoBoo obonoHkor, no 500 mr Ne 50
KpalHa-BupobHUK: CnosBeHisn

1 TaBneTKa, BKpUTa NNiBKOBOK 00OMOHKOK, MiCTUTL 500 Mr cynbthacanasiy

rikapcbka hopma: Tabnerku, BKPUTI NIIIBKOBOIO 0OONOHKOHO
‘po3Mip i Tun nakyBaHHs: no 10 TabneTok y dnicrepi; nNo 5 onicTepis y KopoOui

Howmep cepii: SM1974
[Nata sBupobHuuTea: 09.2023 [NaTa 3akiHYeHHA TepMiHy NnpuaaTHOCTI: 09.20238

PeecTpauiiHe nocsig4eHHs No:
UA - UA/0420/01/01

Hasga i aapeca BupobHyKa, BIANOBIAANBHOMO 3a BUNYCK cepii: |JliyeHsia Ha BUPOOHULTBO Ne:
KPKA a.a., HoBo MecTo 800-13/2018-6

Himap’ewka yecta 6

Hoeo mMecTto, 8501, CnoBeHis

Poamip cepii: 9.497 WUT

Llum nigTeepoxylo, WO BUlLEHaBeaeHa iHpopmauis € [l0CTOBIpHOK Ta TouHOw. HaHa cepia npoaykull Byna supobnexHa
(BKMIOMEIOMI NaKyBaHHA/MapKyBaHHS) | Npoulina KOHTPOsb AKOCTI Ha BULLEBKa3aHili AiNbHWLI B NOBHIA BIANOBIAHOCTI 13
sumMoramu GMP, BCTAHOBMNEHUMW MICLIEBUM PETYNATOPHUM OpraHom, a TakoxX Y BiAgnoBigHOCTI 4o cneuwndikauli
peecTpauiiHol  AoKyMeHTauii, 3aTBepAKeHo! B Ykpaidi Ans  QOCHipKYBaHOro  JIKapCbKoro zacoby. [1poTokonu

BUPOBHULITBA, NaKyBaHHs i KOHTPOMSA AKOCTI NepesipeH | BianosigatoTe Bumoram GMP.

Cepis BUMyLLEHa Yy BiANOBIAHOCTI I3 AIH0YOI0 sepciero MKA UA/0420/01/01.

[laTa BUNYyCKy Ha PUHOK: OcoBa, Bignosigansta 3a smunyck J13 Ha PUHOK
07.11.2023 Mapiya bpuap
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[laHuit cepTMiKaT SKOCTI Mae eNeKTPORHUM niANIC. Narta apyky ceptudikary: 11.01.2024
CepTudikaT CTBOPEHO aBTOMATUYHO Bani40BaHo KOMIVIOTEPHOIO nporpamoto SAP. Cropinka: 1/2
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CEPTU®DIKAT AKOCTI

KRPKA, a. a., HOBO MECTO
YAPABJIHHA AKICTHO
LLimap'eulka uecra 6

8501 HoBO mMecCTo
CnoBeHis

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

Kon Ne: 7G9047

CynkacanasvH, TabneTku, BKPUTi NriskoBoo 060510HKO10, No 500 mr Ne 50
KpalHa-BUpOOHUK: CNoBeHis
1 TabneTka, BKpUTa NNiBKOBOK 0G0NOHKO, MiCTUTL 500 Mr cynbpacanasnHy
nikapckka dpoopma: TadbneTku, BKpUTI NNiBKOBOK 0O00NOHKOK
'po3mip i TMN nakyBaHHs: no 10 Tabnerok y GnicTepi; no 5 GnicrepiB y kopodul

Homep cepii: SM1974

HaTta BupobHuuTtea; 09.2023

[laTa 3akiHyeHHsa TepmiHy npugartHocTi: 09.2028

Ha3sa noKasHuKIB Creundikanys PesynbTaTti BUnpobysatb [1p.”
onuc Kpyrni, KOpUUHIOBATO-XOBTI, 3Nerka ABoony«xni Binnosigae -
TabneTkN 3i CKOWEHMMK KpasMu, BKPUTI NPO3CPOI0
6e36apBHOI0 NIIBKOBOK 0DONIOHKOIO
lAeHTUdiKauia CnekTp nornuHalHa posuvny 3paska 8 YP ta uauminn | Bianosigae -
cynbacanasuHy — Yo o6nacTi Mae BUABIATHA MAKCUMYMWN | MiHIMYMU
cnekTpodoTOMeTpIA MOMMWHAHHSA NPY TUX Ke A0BXUHAX XBUb, WO | CREKTP
PO3YNHY CTaHAapTy
OpHOPIAHICTL 4030BaHNX MpuiimansHe uucno (AV) cknapae He Ginswe 15,0 1,1 .
OAWHNUL — OAHOPIAHICTL MACK
BuanadeHHs BiNbHOI He Binbwe 0,5 % 0,1 -
caniynnoBol KUCOTH
BuaHaueHHs cynbdanipuandy | He Binbwe 0,5 % <= (0,05 -
CynyTHi AOMILLKN He 6inswe 1 % 1 -
cynbdpacanasuiy —~ 0ANHWYHI
CynyTHi 4OMILIKK He 6inbuwe 4 % 1 =
cynbpacanasunHy — cyma
KinbKiCHW® BMICT 95,0 - 105,0 % Bia 3a3HaveHol KinbKoCTI 100,1 -
cynedacanasnHy
PoO34yHEHHA He meHwe 85 % (Q) Bia 3a3Ha4eHOI KiNbKOCT! 98 -99 -
cynbacanasuHy npoTarom 60 XsunuH
MikpobionorivyHa sKicTb — He Binbwe 1000 KYOB1 T - *
3aranbHa Kinbkictb aepobHux
MikpoopraHismis (TAMC)
MikpoBionoriyHa aKicThb - He Binbwe 100 KYO B 1T - *1
3aranbHa KineKicTb
APPKAXOBUX Ta NNiceHeBuX
rpnbis (TYMC)
MikpobionoriyHa axkicTb - BiacytHiB 1 r - 1
Escherichia coli

Mp.* = [pumiTKa

*1 Bunpo6ysaHHs NPOBOAUTLCA BIANOBIAHO A0 nporpamu (onucaxa 8 MKH)

Oanur cepTudikaT SKOCTI Mae eneKkTpoHHKA nignuc.
CepTudikaT CTBOPEHO aBTOMATUHHO BanifoBaHO0 KOMIT OTEPHOIO fiporpamoto SAP




