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{ HasBa | agpeca BupobHuka, BignoeiganeHoro 3a sunyck cepii: |JliLeHsis Ha BupobHnUTBO Ne:
1 KPKA a.a., HoBo mecto 800-13/2018-6
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- 'KPKA, a. 4., Hoso mecTo
CEPTM(D| KAT ﬂKOCTl YNPABNIHHA AKICTIO
| Lmap'elwka uecra 6
8501 Hoso MecTO
CnoseHist
Ten.: +386 7 3312 111
En. nowra; info@krka.biz.

Kog Ne: 7H1610

BAJIbCAKOP®, Tabnetkn, BkpuTi NNiBKOBOIO 060M0OHKOIO, no 80 mr Ne 84

KpaiHa-BUpOOHUK: CrnoBeHisn

1 TabneTka, BKpuTa NNIBKOBOK 0O0ONMOHKOK), MiCTUTL 80 Mr BancapTaHy

nikapcbka ¢popma: Tabnetku, BKpUTI NNiBKOBOK 060MOHKOO

PO3MIp | TR NakyBaHHA: No 14 Tabnetok y 6nicrepi, no 6 6nicTepiB y KAPTOHHIN KopooUi

Homep cepii: DD7539

[aTta supobHuuTea: 06.2023 fdata 3aKiH4yeHHa TepMiHy npuaaTtHocTi: 06.2028

PeecTpauinHe nocsigvyeHHa Ne;
UA - UA/6227/01/02

tHmap’ewka uecra 6
Hoso mecTto, 8501, CnoseHis

Poamip cepii: 42.974 WIT

Linm niaTeepaxyto, Wo BuLLeHaBeAeHa iHhopmalia € A4OCTOBIPHO Ta To4Hot. [aHa cepis npoaykuii 6yna supobneHa
(BKIOMAOYN nakyBaHHA/MapkyBaHHS) i NPoMLWNa KOHTPOJIb AKOCTI Ha BULLEBKasaHiil 4inbHWLI B MOBHIM BiANOBIHOCTI i3
sumoramu GMP, BCTaHOBMEHUMU MiCLEBUM PErynsTopHUM OpraHom, a TakoX Yy BignosigHocTi 40 cneundikauii
peecTpauiHol  gokymeHTalii, saTsepaxeHol B YkpaiHi NS 4ocnifKyBaHoro nikapcbkoro 3acoby. [MpoTokonu
BUPOOHWLITBA, NaKyBaHHA | KOHTPOMA AKOCTI NepesipeHi i BignosigatoTs sBumoram GMP.

Cepisa BunyujeHa y BianosigHocCTI i3 gitodoro Bepciero MKH UA/6227/01/02.

[arta Bunycky Ha puHokK: Ocoba, signosigansHa 3a sunyck-J13 Ha pUROK
13.03.2024 Tesn Naenik

Bon]

_ AaTa Apyky ceptudikaty: 13.03.2024
‘CepTuchikaT CTBOPEHO aBTOMaTUYHO BaNifoBaHoK KOMITIOTEPHOIO Nporpamoio SAP. Cropikka: 1/2
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KPKA, a. 8., Hoso mecTo
YNPABNIHHA AKICTHO
Lmap'ewka yecra 6

8501 Hoso mMecTo

ChnoseHis

Ten.: +3867 3312111

En. nowra; info@krka.biz

BAIIbCAKOP®, Tabnetku, BKpUTi NNiBKOBOK 000NIOHKOR, Nno 80 mr Ne 84
KpalHa-BUPOOHUK: CnoBeHis
1 TabneTka, BKpUTa NNiBKOBOK 00ONTOHKOK, MiCTUTL 80 Mr BancapraHy
nikapcbka cpopma: TabneTku, BKPUTI MNiBKOBOK 000NOHKOO
po3Mip i TUN NnakyBaHHA: No 14 TabrieTok y 6nicrepi, no 6 6nictepiB y KAPTOHHIA kKopooli

Homep cepii: DD7539

[aTta snpobHuutea: 06.2023

[aTa 3akiHyeHHa TepMiHy npuaaTtHocTi: 06.2028

Haspa noKasHuKiB

Cneuudikallis

PeaynbraTu BunpobysaHb

onunc

Poxesi, kpyrni, 4soonykni TabneTku, BKPUTI NNIBKOBOIKO
000n0HKO0, 3 HACIMKO 3 0AHOIC Boky

Bianosigac

OaHopiaHiCTL Macu
noAaineHux TabneTok

He 6inblue ogHiel i3 30 mac BuxoanTs 3a Mexi 85 % -
115 % Bia cepeaHboi Macy i oaHa HE BUXOANTL 3a
MeXi 75 % - 125 % Bia cepepHLOT MacK

OAHOPIAHICTL 4030BaHKX
OANHULb -
PO3paxyHKOBO-BAroBUIA METOA

MNpumansHe unucno (AVY: He Ginbwe 15,0

16

laeHTUbiKauis Bancaptady —
BEPX

Yac yTpyumyBaHHsA Niky BancapTaHny Ha XpoMaTtorpami
POo3UMKY 3paska (SaS) mae signosifaTy yacy
YTPUMYBaHHA MKy BancapTary Ha xpomartorpami
PO34YUHY cTaHaapTy (SS)

Bianosinae

laeHTUDIKaLIf BancapTany -

YO - ¢BiTNO, A0BXWHA XBUMI 254 HM: NNama Ha

*1

| PosunrerHs sancaptany

lgeHTUdIKaLIs 3ani3a oKCKAiB

BianosiaHO A0 aHaNiTUYHOT MEeTOAUKN

TLLIX XpoMaTorpami po3unHy 3paska (SaS) mae BignosigaTy
3a 3HayeHHsaM Rf Ta poamipom nnami Ha Xxpomartorpami
PO3uuHy cTaHgapTy (SS)
YO - ¢BiTNO, AOBXMHA XBUNI 366 HM: TTnama Ha
Xpomarorpami po3vmHy 3paska (SaS) mae signosigaTti
3a 3HaueHHaM Rf, poamipom Ta KONLOPOM
chriyopecueHUii NiAMi Ha XxpomaTorpami po3ynHy
| cTtaHaapTy (S8) T
1 laeHTNdIKaLis TUTaHY BignosigHO 40 aKaniTUYHOT METOZUKH - 1
LAIoKCUAY
- *1

2-2

{ He meHwe 80 % (Q) Bia 3a3Ha4YeHOT KiNbKOCTI
{ npoTarom 30 XsUnNuH

PoanaaaHHs He binbwe 30 xBunuH y soai npu Temnepatypi 37 °C + -
1°C

CynyTHI AOMIlWKK — oanHUyHa | He Ginbwe 0,2 % <= 0,10 -

CynyTHi AoMilikn — cyma He Binbuwe 1,0 % <= 0,10 -

| KinekicHnu BmicT BancapTaHy 1.95,0 - 105,0 % Big 3a3Ha4YeHOl KiNbKOCT 98,9 -

96 -98 -

MikpobionoriuHa akicTb — |
3arankHa Kinbkicte aepoBHnx
MikpoopraHizmie (TAMC)

He Oinbwe 1000 KYO B 1 1

"2

MikpobionoriyHa skicTs —
3aransHa KinbKicTs
APPKIXKOBUX Ta nniceHeBux

| rou6is (TYMC)

-I.-Ie.6inbLue 100“}(5!0 B1r i

MikpobBionoriyHa sKicTs -

[ Escherichia coli

Bip,cyfni é 1r

"2

*2

Mp.* = MNpumiTka

*1 He pyTuHHuit MeToa. BunpoByeaHHa npoBoauThea 1 pas Ha pik.

*2 BUNpoByBaHHR NPOBOAUTLCA BiANOBIARO A0 Nporpamu-(onucaHa 8 MKA) i N L AT

NaTa ApyKy cepTudikaty: 13.03.2024
_CTopiHKa: 2/2




