CEPTUDIKAT AKOCTI

KRKN

KPKA, a. a., Hoso mecTo
YOPABNIHHA AKICTIO
Lmap'etuka yecra 6

8501 Hoeo mecTo
CnoseHis

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

Kog Ne: 7F0919

NAH3UHOPM® 10000, kancynu Ne 84
KpalHa-BUPOOHUK: CrnoseHisn

aminasu -7 200 O, npoteasu —400 O[]
nikapcbKa ¢gopma: Kancynw

1 kancyna micTutk 106,213-136,307 Mr naHkpeaTuHy 3 (hepMeHTaTUBHO aKTUBHICTIO Ninasu —10 000 Of,

PO3MIp i TUN MakyBaHHA: o 7 kancyn y 6nicTepi, no 12 6nicrepu y kopo6ui

Homep cepii: NM7384

Hara supobHuyrea; 03.2023

fara 3akiH4eHHA TepMiHy npugaTtHocTi: 03.2026

PeecTpauiiHe noceiguenHs Ne;
UA - UA/9007/01/01

Hasea | agpeca BUpobHuKa, BiANOBIAANLHOrO 3a BURYCK Cepil:
KPKA p.a., Hoeo mecTto

Limap’ewka uecra 6

HoBo mecTo, 8501, CrnioBeHis

NiueHsia Ha BUpoBHUUTBO Ne:
800-13/2018-6

Poamip cepii: 11.000 IUT

Lium nigTBEpAXYlO, WO BULLEHaBeAeHa IHDOPMALLA € JOCTOBIPHOK Ta TOUYHO. HaHa cepis npogykLii 6yna supobneHa
(BKNtOYAOUU MakyBaHHA/MapKyBaHHS) | NPOMLLNE KOHTPONb AKOCTI Ha BULLEBKAa3aHIA AiNMbHULI B NOBHIi BiONOBIAHOCTI i3
Bumoramu GMP, BCTaHOBNEHNMWU MiCUEBUM PEryNATOPHAM oOpraHoMm, a TakoX Yy BiAnosigHOCTI [0 cneuudikauii
peecTpauivHol  AokyMeHTaUil, 3aTBepaxeHo! B YKpaiHi Ans [OCRimXyBaHOro niKapcbKoro 3acoby. [lpoTokonwu
BUPOOHWLTBA, NakyBaHHSA | KOHTPOMNA AKOCTI NepesipeHi i BigrosiaatoTs BuMoram GMP.

Cepia BunyuleHa y BignosigHocTi i3 gitovolo sBepcieto MKSA UA/9007/01/01.

[aTa BunycKky Ha puHoK:
25.07.2023

Ocoba, BignosigansHa 3a Bunyck f13 Ha puHoK
Tes [Masnin

SR

HAanun ceptudpikaTt SKOCTI Mae eneKkTpoHHWA nignuc,

Aarta apyky ceprucikaty: 09.11.2023

CepTuchikat CTBOPEHO @BTOMATUHHO BanigoBaHoK KOMMT I0TEPHOIO nporpamoto SAP, " CTopiHKa; 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. a., HOBO MecTo
YMNPABNIHHA AKICTIO
LLImap'ellka uecra 6
8501 HoBO MeCTO
CnoBeHis

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

Koa Ne: 7F0919

NMAH3UHOPM® 10000, kancynun Ne 84
KpaiHa-BMpoOHUK: CrnoseHis

1 kancyna MicTThL 106,213-136,307 Mr naHKpeaTUHY 3 (pepMeHTaTUBHOIO akTuBHicTio ninasu —-10 000 O/,
aminaau -7 200 O[l, npoTteasu —400 O/}
nikapcbka dopma: Kancynu

'po3Mip i TMN nakyBaHHA: no 7 kancyn y 6nictepi, no 12 pnicrepu y Kopobui

Homep cepii. NM7384

farta supobHuuTea: 03.2023

[aTa 3akKiHyeHHst TepmiHy npuaatHocTi: 03.2026

aKTUBHICTb

Hazea noxasHuKis Cneundikalist PeaynbTaTi BUNpobysaHb fp.*
Onuec Binoro KONLOPY, MaTOBI Karcynu, HaNnoBHEHI Bignosigae | -
| 6eeBo-KOPUYHEBOrO KONbOopy rpaHynamu 3
XapaKTepHUM 3anaxom
OAHOPIAHICTE MacK Maca He Binblwe 2 ia 20 Kancyn BiaxunseTLea Big Bianosipae -
cepeaHbol Macu BinbLue, Hix Ha +- 10 % | maca *oaHo!
Kancyny He BiaxunaeTbes Ginblue, Hixk Ha +- 20 %
BtpaTta 8 Maci npu He 6inblwe 4,0 % 1,4 -
BUCYLLYBAaHHI BMICTY Kancynu
(Maca 3pasky: 1 1, y Bakyymi,
TemnepaTtypa 60 °C, 4
roguHu)
|peHTudikallia ninaswu KinbkicHe BU3HAYeHHS € 0JHOYacHo ineHTudikaliek Bianosinae -
|lpeHTudikayia amisasu KinbKicHe BU3HaYeHHS € 0AHOYACHO ipneHTUdIKauie Bipnoeinae -
iaeHTUdikauia nporeasu KinbKicHe BN3HAYEHHS € 0AHOYACHO ideHTUdiKauier Binnosipae -
|neHTUbikaUin TMTaHy BianoeiaHo A0 aHaniTUYHOT MeTOANKM Bianosinae =
AloKcnay |
KinbKicHWi BMICT — 8000-16500 Op.Cep.Papm./kanc., 12026 -
NinoniTMYHa aKTUBHICTL 3a3naueHa akTusHicTk: 10000 Op./Kanc.
KinibKicHUM BMICT — AKTUBHICTb | 6480~12500 Op.€8p.®apm./kanc.,, 10313 -
aminasu - | JasHaveHa akTusHicTb: 7200 Oa./kanc.
KinskicHuiA BmicT — 3aranbHa | 360-750 Op.€ep.Papm./kanc.,, 501 -
NPOTEONITUYHA aKTUBHICTb R3a3HaveHa akTusHicTb: 400 Oa./kanc.
Po3uuHeHHs - JlinonituyHa He meHwe 65 % (Q) npotarom 30 xBunuH 96 -103 -

Mikpo6ionoriuHa AKiCTb -
3aranbHa KinbKicTbh aepobHNX
mikpoopratiamis (TAMC)

He 6inblge 10000 KYOB1 ¢
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MikpoBionoriyHa AKiCTb —
3aranbHa KinsKiCTb
APIHKAKOBUX TA ANICEHEBUX
rpubie (TYMC) -

He 6inbwe 100 KYO B 1T

Mikpo6ionoridyHa sKICTb -
TonepaHTHi A0 ¥oBui
rpamHeraTusHi bakrepil

He 6inbiue 100 KYOB1 T

Mikpo6ionoriuHa sKicTb —
Salmonelia

BiacytHi B 10 1
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Escherichia coli

MikpobionoriuHa sKiCTs - BigcyTHiB1 T - *2
Staphylococcus aureus
MixpoGionoriyHa AKICTb — BincytHiB1 T - "2

p.* = [NpumiTka

*1 He pymvHHUIA MeTog,. BunpoBysaHHs nposoauTLCA 1 pas Ha PiK.
*2 sunpobysaHHs NPOBOAWTLCA BIANOBIAHO 40 NpPOrpamu (onucaHa B MKH)

NaHui cepTUIKaT SKOCTI Mae enexTPoHHUNA nignuc.

CepTuikaT CTBOPEHO aBTOMATMYHO BaAOBAHOI KOMITIOTEPHOIO NPOrpamoto SAP.

[aTta apyky cepTudikaty: 00.11.2023

Cropinka: 2/2




