KPKA, a. a., Hoeo mecto
CEPTUDIKAT AKOCTI YIPABHIHHSA AKICTIO
tlImap'eluka yecra 6
8501 Hoso mecto
CnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kop No: 7TH4457

NAH3VUHOPM® 10000, xancynu No 84

KpaiHa-Bupo6Huk: CrnoBeHin

1 kancyna MictuTb 106,213-136,307 Mr naHkpeaTUHY 3 (pepMeHTaTUBHOIO aKTUBHicTIO ninasu —10 000 Of,
aminasu -7 200 O, npoteasu — 400 O[]

nikapcoka chopma: Kancynu

po3mip i TUN nakyBaHHs: no 7 kancyn y énicrepi, no 12 6nicrepun y kopoOUi

Howmep cepil: SN0017

[ara supobHuuTtea: 10.2023 |)J,aTa 3akiHYeHHs TepMiHy npuaatHocTi: 10.2026

Peecrpalliiiie nocsiguerHs Ne:
UA - UA/9007/01/01

HasBa | agpeca supoBHuKa, BignosigansHoro 3a Bunyck cepii: | fliueHsis Ha BupoBHuLTBO Ne:
KPKA g.4., HoBo mecTto 800-13/2018-6

Wmap’euka wecta 6

Hoso mecTo, 8501, CnoBeHin

Poamip cepii: 15.636 LUT

Lium miaTeepmKyto, WO BUlleHaBeneHa iHcdopMaLis € JOCTOBIPHOIO Ta TOHHOK. [ana cepis nponykuii 6yna supobnexa
(BKMIOYaKOUM NaKyBaHHA/MapKyBaHHs) i MPpoMLLIa KOHTPONb SKOCTI Ha BULLEBKA3aHill AinbHUL B NOBHINA BIANOBIAHOCTI i3
BuMoramMu GMP, BcTaHoBMNEHUMU MiICLLEBUM PEryrsaTopHUM OpraHoMm, a TakoxX Y BignosigHocTi Oo crneumndikauii
peecTpaliiiHoi  JoKymeHTauil, 3aTBepaxeHol B Ykpaidi Ans JochimkyeaHoro nikapcekoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKyBaHHs | KOHTPONS SKOCTI NepeBipeHi i BiANOBIAaOTL BUMOram GMP.

Cepis BUNyLLEHa Y BIANOBIAHOCTI i3 Aitoyoto Bepcicto MKA UA/9007/01/01.

[aTta BUNYycky Ha pUHOK: Ocoba, BignosigarnsHa 3a Bunyck /13 Ha puHOK
23.07.2024 Tes MNaeniH
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Hannin cepTudikaT AKOCTi Mae eneKTpOHHWIA MANKG. [lara apyky ceptudikaty: 09.10.2024
CepTudikaT CTBOPEHO aBTOMATUHHO BanifoBaHo KoM loTepHO Nporpamoto SAP. Cropitka: 1/2




CEPTUDIKAT AKOCTI

KPKA, 4. a., Hoso mecTo
YTIPABJIHHA AKICTHO
Limap'ewka LiecTa 6
8501 Hoeo mecTo

CnogeHist

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Koa Ne; 7H4457
NAH3UHOPM® 10000, kancynu Ne 84
kpaiHa-BupoGHUK: CrioBeHin
1 kancyna MicTuTb 106,213-136,307 Mr naHkpeaTUHY 3 (pepMeHTaTUBHOIO aKTUBHicTIO ninasu ~ 10 000 Of,
aminasmu —7 200 O[1, npoteasu — 400 O[]
nikapcoka cpopma: Kancynum
po3mip i TMN nakyBaHHsA: no 7 kancyn y 6nicrepi, no 12 6nictepn y kopobui
Homep cepii: SN0017
Jara supobHuursa: 10.2023 ‘,[la‘ra 3aKinueHHs Tepminy npugartHocti: 10.2026
Haspa nokasHukis CneuudikaLis PesynbTati BUrnpobysaHb [p.*
Onuc Binoro konLopy, Marosi Kancynu, HanosHeH| Bignosinae -
BeXEBO-KOPUIHEBOFO KOMNLOPY rpaHyiamu 3
XapakTepHVM 3anaxom
OpHopipHICTE Mack Maca He Binblue 2 i3 20 Kancyn BiXunseTsea B Biagnosinae -
cepenHboi Macy Binblue, Hix Ka +- 10 % i Maca xoaHoi
Kancynu He BigxunsieTbes Binblue, Hix Ha +- 20 %
Brpara B mMaci npu He 6inblue 4,0 % 1,4 -
BUCYLUYBaHHI BMICTY Kancysnu
(maca 3pasky: 11, y Bakyymi,
Ttemnepatypa 60 °C, 4
FOAUHN)
laeHTUdikalis ninasn KinbKicHe BM3Ha4YeHHs € 0AHOYACHO igeHTuUdIKauieto Bignosigae -
|neHTudikauis aminasu KinibKicHe BU3Ha4YeHHs € 04HO4acHo ineHTudikalieo Bianosigae -
lgeHTudikayia nporeasu KinbkicHe BU3HAUEHHs € 0AHOMACHO ineHTUikauieo Bignogigae -
laeHTubikauia TUTaHy Bi,qusinuo 00 aHaniTU4HO! MEeTOAKU Bignosigae *
fioxkcuay
KinbkicHuit BMicT — 9000~16500 On.Eep.dapm./kanc., 11697 -
JlinoniTu4Ha akTUBHICTb 3a3sHaveHa akTuBHicTs: 10000 Op./kanc.
KinbKicHU BMICT ~ AKTUBHIGT | 6480-12500 On.Esp.dapm./karc., 9053 -
aminasu 3asHaueHa akTueHicTb: 7200 Oa./kanc.
KinbkicHui sMmicT — 3aranbia | 360~750 Oa.€sp.$apm./kanc., 425 -
1POTEONITUMHA aKTUBHICTb BazHaveHa aktusHicTb: 400 Op./kanc.
PO3UNHERHS HanNPOKCeHyY He MeHwwe 70 % (Q) sin 3a3HaueHO KiNbKOCTI 87 -90 -
HaTpito npotarom 30 xsunuH
MikpoBionoriuHa AKicTb — He 6inbwe 10000 KYO B 11 42 *2
3aranbHa KinbkicTs aepobHUX :
mikpoopraHismis (TAMC)
MikpoBionoriuyka sKicTh — ‘| He 6inbwe 100 KYO B 11 <10 *2
3aranbHa KinbKicTs
APDIKOBKX Ta NniceHeBux
rpubis (TYMC)
MikpoBionoriuHa AKicTs - He 6inbwe 100 KYO B 11 <10 *2
TonepaHTHi A0 XOBHI :
rpamHeraTusHi bakrepi -
MikpoBionoriuHa AaxicTs — BigcytHiB 101 Bignosigae *2
Salmonella i .
Mikpo6ionorivyHa AKicTk - BigcytHiB 11 Bignosipae *2
Staphylococcus aureus
MikpobionoriyHa AKiCTb ~ BincytHiB 17 Bignosifae *2
Escherichia coli

MNp.* = MNpumitka

*1 He pyTuHHUii MeTod. BunpoGyBaHHa NpoBOANTLEA 1 pas Ha pik.
*2 BUNPOBYBaHHSA TIPOBOAMTLCA BIANOBIAHO [0 NpOrpamMu (ormcana B MKA)

LaHuii cepTudikaT SKOCTi Mae eNeKTPOHHWIA nianue.
CeprudikaT CTBOPEHO aBTOMATU4HO BanifosaHol xoMA'IoTEPHOK Nporpamoto SAP.

[ata apyky ceptudikaty: 08.10.2024

CropiHka: 2/2




