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KPKA, 4. a., Hoeo mecto
CEPTUDIKAT AKOCTI YMPABINIHHS AKICTIO

Umap'ewka Lecta 6

8501 Hoso mecTo

CnoBeHida

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H6282

MNpeHeca®, Tabnetku no 8 mr Ne 30

KpaiHa-BUpobHuMK: CrnoBeHis

1 rabnerka MicTUTb 8 Mr neprUHOONPUNY Y BUrNAAI conli TepT-0yTUnaminy

nikapckka dopma: TabreTku

poaMip i TUN nakyBaHHs: no 10 TabneTtok B 6nicrepi; no 3 6nicTepu y Kopobui

Homep cepii: DE6084

[ara supobHuuTtea: 09.2024 Ll]aTa 3aKiHYeHHA TepMiHy npuaatHocti: 09.2027

PeecTpauitHe noceigyeHHst Ne:
UA - UA/5145/01/03

Haaga i agpeca BupobHuka, signosiganbHoro 3a Bunyck cepil: | JliueHsis Ha BupobHMUTBO Ne:
KPKA p.4a., HoBo mecTo 800-16/2024-4

Wmap’ewka yecra 6

Hoso mecTto, 8501, CnoBeHin

Poamip cepil: 19.068 LUT

Uum nigTeepmxyto, Wo sueHaBeneHa iHdopmauis € poctosipHoto Ta TouHoto. JaHa cepis npoaykuii 6yna supobnexa
(Bkntovaloyn nakyBaHHA/MapKyBaHHS) | NPoLWa KOHTPONb AKOCTI Ha BULeBKa3aHilt QinbHULI B MOBHIN BIANOBIAHOCTI i3
Bumoramm GMP, BcTaHoBMEeHUMU MiCUEBUM PErynsaTopHMM OpraHoM, a TakoX Yy BignoBigHOCTI Ao cneuudikauii
peecTpauiiHol [okyMeHTauil, 3aTeepmxeHol B YkpaiHi ans  gocnigxyBaHoro nikapcbkoro 3acoby. [MpoTokonu
BUPOOHULITBA, NaKyBaHHS | KOHTPOMNA sIKOCTI NepesipeHi i BignosigaioTe BUMoram GMP.

Cepis BunyLLeHa y BignosigHocTi i3 gitovoto Bepcieto MKA UA/5145/01/03.

[ata sunycky Ha pUHoK: Ocoba, BignosigansHa 3a sunyck J13 Ha puHOK
05.11.2024 HiHa Kipap
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[HaHuil cepTudikaT AKOCTi Mae enexTpoHHUI nianuc. Oara apyky cepTudpikarty: 13.11.2024
CepTudikaT CTBOPEHD aBTOMaTU4HO BanipoBaHO KOMN'IOTEPHO Nporpamoio SAP. Cropinka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. o., Hoso mecto
YINPABMHHA AKICTIO
Wmap'ewwka Lecta 6
8501 Hoso mecTo
CnoseHist

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

Kog Ne; 7H6282
MNpeHeca®, TabneTku no 8 mr Ne 30
KpaiHa-Bupo6HuK: CnoaeHin
1 Tabnerka MiCTUTb 8 Mr nepuMHAONPUAY Y BUrNAAi coni Tepr-6yTunamMivy
nikapcbka dopma: TabneTku
poamip i TMn nakysaHHs: no 10 Ta6neTok B 6nicTepi; no 3 Gnicrepn y Kopob6ui
Homep cepii: DE6084
Jara supo6Huurea; 09.2024 |,D.aTa 3aKkiHYeHHs TepMiHy npudatHocTi: 09.2027
Hasaea nokasHuKiB Cneuudikauis PeaynsTaTy BUNpobyBaHb Mp.*
Onue Bin 6inoro 0 Maike Binoro konkopy Kpyrni, TPOXu Bignosinae -
peoonykni TabneTku, 3i CKOLEHUMU KpasiMu Ta
Haci4Ko 3 oaHoro Goky
QpHopigHicTs Mack 29/30: Mk 85 % Ta 115 % - *1
roginexHux TabneTox 0/30: mewie 75 % Ta 6inbwe 125 %
OpaHopigHicTb 4030BaHUX MpuitmansHe yvcno (AV): He Ginbwe 15,0 7,8 -
OAUHUUD - OOHOPIAHICTD
BMICTY NepuHaonpuny
epbyMiHy
CynyTHi aomiwku - Jomiwka F | He Ginbwe 0,2 % <=0,10 -
(nuKkeToNiNepasuH)
CynyTHi somiwku - Jomiwka B | He Ginbwe 0,3 % <=0,10 -
(nepuHgonpunaT)
CynyTHi AOMiLLKW - HLWI He 6inbwe 0,2 % <=0,10 -
OOVHUYHI
CynyTHi goMiwwku - Cyma He 6inbwe 1 % <= 0,10 -
|aeHTUcbiKadia nepuHgonpuny | Yac yTpuMyBaHHs niky nepuHaonpusty Ha Bignosipae -
epbyminy —~ BEPX xpomatorpami poauvHy 3paska (SaS) mae Bianosinaru
yacy yTpUMyBaHHs niky nepuHaonpusty Ha
XpoMaTorpami poayuHy ctaHaapty (SS)
|neHTUdbiKauis nepungonpuny | lMnsma Ha Xpomatorpami po3ynHy 3paska (SaS) mae - *1
epbyminy - TIX BigriosigaTh npubnuaHo sHayeHHo Rf Ta 3abapeneHHo
nnsMi Ha XpoMaTorpami poauuHy crakaapty (SS)
KinbkicHuit smicT 95 - 105 % Big 3a3Ha4eHol KinbkocTi 99 -
nepuHaoNpuUny epbyMidy
PoauuteHns nepunaonpuny | He Menwe 75 % (Q) Big 3a3HajeHoi KistbkocTi 99 -101 -
epOyMiHy npoTarom 20 Xsunud
MikpoBionoriyna sikicTe — He Ginbwe 1000 KYO B 11 <10 *2
3ararnbHa KinbkicTs aepobHux
Mikpoopradiamis (TAMC)
Mixkpo6GionoriuHa akicTe — He Binbwe 100 KYOB 1T <10 *2
BaranbHa KinbKicTb
LAPDKIKOBUX Ta NniceHesux
rpubis (TYMC)
MikpobiosioriyHa fkicTs - BincythHiB 11 Bianosinae *2
Escherichia cofi

Mp.* = MpuMiTka

*1 He pyTUHHWIl MeTod. BunpoByBaHHs npoBoauThes 1 pas Ha pik.
*2 BUnPoByBaHHA NPOBOAUTLCS BIANOBIAHO [0 Nporpamu (onncada B MKA)

Dauui cepTudbikaT AKOCTI Mae enexTPOHHKIA nianuc.
CepTudikaT CTBOPEHO aBTOMATUYHO BaNiA0BaHOD KOMM'IOTEPHOID NPOFPaMOI0 SAP.

Hara gpyky cepTudikary: 13.11.2024

CropiHka: 2/2




