KRI

KPKA, a. a., Hoso mecTo

YNPABNIHHA AKICTIO
CEPTUDIKAT AKOCTI frmbr—

8501 Hoso mecTo

CnoBeHis

Ten.. +386 7 3312 111

En. nowrTa: info@krka.biz

Koa No: 7F0894

"MAH3UHOPM® ®OPTE 20 000, TabneTku, BKpUTI NniBkoBo 060roHKoro Ne 10

KpalHa-BUpOOHUK: CrnoBeHis

1 TabneTka, BKpUTa NniskoBoK 060IOHKOI0, MiCTUTL 269,12-279,44 Mr naHKpeaTHHY (CBMHAYOrO) 3
thepmMeHTaATUBHOI aKTUBHICTIO ninasu — 20000 Ofl, aminasun —12000 Of], npoTeasu — 900 O
nikapcbka popma: TabneTky, BKpUTI NNIBKOBOI 060510HKO

Po3mip i Tun nakyBaHHA: no 10 TabneTtok y Griictepi; no 1 Gnictepy y kopobu;

Homep cepii: NM1759

[daTa BupobrHuLTea: 09.2022 data 3akiHyeHHs TepmiHy npuaaTtHocTi: 09.2025

PeecTpauiitHe nocsigueHHsa Ne;
UA - UA/9649/01/01

Hassa i agpeca BUpoBHUKa, BigNOBIAanNsLHOro 3a BUNYCK cepii: | NiLeHsis Ha BupoBHMLTBO Ne:
KPKA a.4., HoBo mecTo 800-13/2018-6

liimap’ewka vecrta 6

HoBo mMecTO, 8501, CrnioBeHis

Po3amip cepii: 8.864 LWUT

Lium niaTeepaxyto, WO BulleHaseaeHa iHGopmalis € AOCTOBIPHOK Ta ToyHOW. [aHa cepis npoaykuii Oyna sBupobnexa
(BKMtOYalouM NakysaHHA/MapKyBaHHs) | NpoiLLia KOHTPOsb SKOCTI Ha BULLEBKa3aHil AinbHWUL] B NOBHIN BignoBiaHOCT] i3
Bumoramyu GMP, BCTaHOBNEHUMW MICLIEBUM pEryrAaTOPHUM OpraHoM, a TakoX Y BiAnoBigHOCTI 40 cneludikayt
peecTpauiiHol AOoKyMeHTaull, saTeepikeHol B YkpaiHi Ans [OCRIAKYBaHOrO NiKapcbKoro 3acoby. [IpoTokonn
BUPOOHWLTBA, NakyBaHHSA | KOHTPOMNSA AKOCTI NepesipeHi i BignoeigatoTs Bumoram GMP.

Cepist BUNyLLeHa y BiANOBIAHOCTI i3 Aitodoto Bepcicto MKA UA/9649/01/01.

flata Bunycky Ha puHoK: Ocoba, signosigansHa 3a sunyck f13 Ha pUHOK
28.10.2022 Mapiua Bpuap
:é e;“*»u.
T
HaHui cepTudikaTt AKoCTi Mae enekTpoHHWIA nignuc. Hata apyky ceprucpikaty: 09.11.2023
CepTudhikaT CTBOPEHO aBTOMAaTU4HO BaniA0BaHOK KOMIT'KITEPHOIO Nporpamoio SAP. CTopiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. 4., HOBO MEeCTo
YNMPABIIIHHA AKICTIO
LLimap'eluka uecra 6
8501 HoBo mecTo
CnoBeHist

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

Kopn Ne: 7F0894
"MAH3VNHOPM® ®OPTE 20 000, TabneTku, BkpUTi nniBkoBoto obonoHkoto Ne 10
KpaiHa-BMpoGHUK: CroBeHis
1 TabneTka, BKpUTa NNiBKOBOK 06ONOHKO, MIiCTUTL 269,12-279,44 Mr naHKpeaTUHy (CBUHS4OrO) 3
thepMeHTaTUBHOK aKTUBHICTIO ninasn — 20000 O/, aminasn —12000 O, npoTteasn — 900 O}
fikapcbka popma: TabneTku, BKpUTI NNIBKOBOK 00OMOHKOK0
'poamip i TMn nakysanHa: no 10 Tabnerok y 6nicrepi; no 1 onicrepy y kopoboui
Homep cepii: NM1759
Nara supobHulTea: 09.2022 [aTta 3akiH4eHHs TepMiHy npuaatHocTi: 09.2025
Ha3pa NOKa3HUKIB Cneyndikaulis PeaynbTaTy BUNpobysaHb flp.*
Onuc Big 6inoro 40 CBITNO-CIPOro KONLOPY, rNageHbKi, Bianosigae -
Kpyrni, onykni, apomaTtHi TabneTku, BKPUTI NNIBKOBOIO
060OHKOK
OAHOPIAKICTL MaCK He Ginbwe 2 i3 20 TabneToK BiAXUAsIOTLCA B Bignosinae -
cepeaHboi Mack Ginblue, Hix Ha £ 5 %, i wogHa 13
TabneTok He Mae BiAXUNATUCS Bij cepeaHLO! Macu
Binbwe, Hix Ha £ 10 %
Po3nagaHHa — KUCNOTHa »oaHa Tabnerka He Mae 03Hak posnagaHHsa abo Bianosigae -
cTagisf poakonis B cepeaoeui 0,1 M HCI npoTarom 120
(raCTpOpPE3UCTEHTHICTb) XBUNWH
PoanagaHHa — OyepHa TaBneTkn MalTs PO3UNMHATACA B hochaTHOMY Bianosigae -
cTaais BydepHoMy po3dunHi pH 6,8 npotarom 60 xBunuH
KinoKicHWA BMICT — He meHwe 19800 €., O] y TabneTu| 26693 -
NinoniTUYHa akTUBHICTb _ J
KirnbKicHUIA BMICT — He meHwe 10800 €.¢. O] y Tabnetu 20524 -
AMINONITUMHA aKTUBHICTb |
KinbKicHu# BMICT — He meHwe 810 €.®. O y TabneTu 1330 -
MNpoTeonitMyHa akTMBHICTb
MikpobionoridHa aKicTe — He 6inblwe 10000 KYOB1 T - *1
3aranbHa KinbKictb agpobHux
mikpoopraniamis (TAMC)
MikpoGionoriyHa fKicTb — He Ginbwe 100 KYO B 1 T - *1
3aranbHa KinbKICTb
APIKOMKOBUX Ta nniceHesnx
rpubie (TYMC) ‘ |
MikpobionoriyHa sKicTb — He 6inblue 100 KYOB1 T - *1
TonepaHTHi 5,0 XOBU
rpamHeraTuBHi 6akrepil
MikpoBionorivHa saKicTb — BinpcytHiB 1 r - "
Escherichia coli . |
Mikpo6ionoriuyHa sKicTe — BigcyTHis 11 . *
Staphylococcus aureus
MikpobionoriyHa AKicTs — BigcytRiB 101 - *1
Salmonella

Mp.* = MNpumiTka

* punpoBysaHHs NPOBOAUTLCA BIANOBIAHO A0 NporpamMy (onucaxa s MKH)

[laHuit cepTudikaT AKOCTI Mae enekTPOHHUIA NIANUC.
CepTudikaT CTBOPEHO aBTOMAaTUMHO BaNiA0BaHOLO KOMM'IOTEPHOK Nporpamoio SAP,

Nata apyky ceptudpikaty: 09.11.2023
Cropinka: 2/2




