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KPKA, a. 8., HoBo MecTo
CEPTUDIKAT SIKOCTI YTIPABTIHHA 7K
8501 Hoso MecTo

CrioBeHis
Ten.: +386 7 3312 111

En. nowra: info@krka.biz.

| Kog Ne: 7H1609

| KpatHa-BUPOOHUK: CrioBeHIA

BANTBCAKOP®, TabneTku, BKpUTI NNiBKOBOK 000MoHKo0, no 80 mr Ne 28

1 TabneTka, BKpUTa nniBKkoBoOK 000MNOHKOK, MiCTUTL 80 Mr BancapTaHy

nikapcbka popma: TabneTkn, BKpUTI NIiBKOBOK 00OMOHKOIO o

po3Mip i TMN nakyBaHHS: 1o 14 TaGneTok y GnicTepi, no 2 6sicTepyn y KAPTOHHIN KOpOOLi
Homep cepil: DD7337

[ata supobHuutea: 06.2023 [ata 3akiH4eHHs TepMiHy npuaaTHocTi: 06.2028

{UA - UA/6227/01/02

PeecrpauinHe noceigyeHHs Ne;

Hasea i agpeca BUpoOHUMKa, BiANOBIAaNbHOro 3a Bunyck cepii: | JliueHsia Ha BupodbHuuTBO Ne:
KPKA a.a., HoBo mecTo -800-13/2018-6

LLimap’eika yecra 6 |
HoBo mecTo, 8501, CnoBeHist

| Poamip cepii: 63.390 LUT

Livm nigTeepAxyo, Lo BULUeHaBedeHa iHhopMallis € AOCTOBipHOI Ta ToyHow. [aHa cepis npoaykuii Oyna supobnexa
(BKMOYaIOYN NakyBaHHA/MapKyBaHHS) | NpoilUNa KOHTPOMb AKOCTI Ha BuLLeBKasaHii AinbHULI B NOBHIWA BiANoBIAHOCTI i3
Bumoramut GMP, BCTaHOBNEHUMM MICLEBUM PETYNATOPHUM OpraHOM, a TaKoX Yy BianosigHocTi Ao cneuudikaulil
peecTpaliiHol [oKymeHTauii, 3aTBepmkeHol B YkpaiHi Ana gochigkysaHoro nikapcbkoro 3acoby. [1poTokony
BUPOGHUUTBE, NaKyBaHHS | KOHTPONS AKOCTI NepesipeHi i BignosigaoTs BuMoram GMP.

Cepis sunyuleHa y BignosigHocTi i3 gitovoro sepciero MKA UA/6227/01/02.

[DaTa suUnycky Ha puHoK: Ocoba, sigriosisanbHa 3a surlyck N3 Ha puHOK
05.03.2024 Tesn MasniH

“SoudunT .

| Hanuin ceptudbikar siIKoCTi Mae enexkTpoHHKN Nignuc. aTa ApyKy cepmcbmary 06 03 2024

__ CepTuchikat CTBOPEHO aBTOMATUHHO Banig0BaKoK KomMN'lOTEPHOK nporpamoto SAP. CropiHka: 1/2
/7 o / orp
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CEPTUGIKAT SIKOCTI

KPKA, &. 8., HoBo MecTo
YNPABNIHHA AKICTIO
Limap'ewxa yecra 6

8501 Hoso mecto
CnoseHis -
Ten.: +386 7 3312 111

En. nowrTa: info@krka.biz__

Kona Ne: 7H1609

BAJTbCAKOP®, TabneTkn, BKpUTI NNiBKOBOK 000IOHKOO, 1Mo 80 mr Ne 28
KpaiHa-BMpOBHUK: CrioBeHIA
1 TabGneTka, BKpUTA NriiBKOBOK 000NOHKOK, MICTUTb 80 MF BaricapTaHy

nikapckbka thopma: TabneTkn, BKpUTI NNIBKOBOIO 0OONOHKOK
poamip i TN nakyBaHHA: No 14 TabneTok y 6nictepi, No 2 GricTepy y KapTOHHIN kopooui

Homep cepii: DD7337

[aTta supobHuurea: 06.2023

|,D,a'ra 3aKiHYEHHA TepMiHy npuaaTHocTi: 06.2023

Mp.* ﬂpMMiTKa

*1 He pyTuHHWIA meToa. BunpofysaHHa nposoautsea 1 pas Ha pik.

Ha3ssa noKasHUKIB Cneuudikauis PesynbTaT BUNpoOyBaHb Mp.*
Onuc Poxesi, kpyrni, asoonyxni TabneTkn, BKpUTI nniskosoto | Bianosigae -
060N0HKO, 3 HACIYKOI0 3 0AHOTO OOKY
OpHopiaHICTE MacK He Ginbwe ogHiel i3 30 Mac sUXoaUTL 3a Mexi 85 % - |- *1
noAineHunx rabneTok 115 % Big cepefHbLOl Macy i XogHa He BUXoAUTL 3a
1 meXxi 75 % - 125 % Bia cepeaHbOol Macu |
OpHopigHicTs 4030BaHUX MpunmanbHe Yucno (AV). He Binbwe 15,0 2,6 -
OANHULL —
| po3paxyHKOBO-BaroBuii MeTo1 o | |
| laeHTndikauia sancaprany — | Yac yTpumysaHHs niky BancaptaHy Ha xpomarorpami | Bianosiaae -
BEPX po34MHYy 3paska (SaS) mae signosiparv vacy
YTPUMYBaHHA MiKy BancapTaHy Ha xpoMarorpami
| e PO3UUNHY cTaHAapTy (SS) | )
| lgeHTudbikauis sancaptany — | Y® - ¢Bitno, AoBXuHa xBuni 254 HM: [nsmMa Ha - *1
TLIX XpoMaTorpami po3drHy 3paska (SaS) mae signosigaTi
3a 3HaveHHsM Rf Ta posmipom nnAMi Ha XpomaTorpami
PO3YUHY cTaHRapTY (SS)
Y& - ¢BiTHO, A0BXUHA XBUNi-366 HM: [1nsima Ha
Xpomarorpami po3uunHy apaska (SaS) mae BignosiaaT
3a 3HauyeHHaM Rf, po3aMmipom Ta KoNLOpoMm
chnyopecueHUii nnsMi Ha xpoMaTorpami po3ynHy
- e cTaHaapty (SS) |
lneHTHdikalin TuTaxy BignosiagHo 40 aHaniTU4HoI Me'ro,qmm - *1
Aiokcuay B |
laeHTnbikauia sanisa okcuais | BignoeigHo A0 aHaNiTMYHOI METOANKM - *1
Po3nagarHs He 6inble 30 xsunuH y soai npy Temnepartypi 37 °Cx |2-2 -
1°C
CynyTHi Aomilwku ~oankvyHa | He Ginbiue 0,2 % <= 0,10 -
CynyTHi AOMILLKK — cyma He Binbwe 1,0 % <= 0,10 -
KinbkicHui BmicT BancapTaHy | 95,0 - 105,0 % Big 3a3Ha4veHol KinbKocTi 100,6 -
Po34UHEHHA BancapTaHy He merwe 80 % (Q) 8ig 3a3Ha4eHol KinbKocCTi 99 -101 -
| npoTarom 30 Xs8UIrnuH
MikpoBionoriyHa sKicTb — He 6inbwe 1000 KYOB 1T - *2
3aranbHa KinbkicTb aepobHux |
mikpoopraniamis {TAMC) |
MikpobionoriyHa AKICTs — He 6inbwe 100 KYOB1 T - *2
3aranbHa KinbKicTb
APPKIKOBUX Ta NNiCEHEBUX
i rpubis (TYMC)
MikpoBionorivHa AKicTb - BiacytHiB 1 ¢ *2
Escherichia coli

*2 BunpoBysaHHsA NPOBOAUTLCA BIANOBIAHO A0 Nporpamu (onucaHa s MKFI) ’ SF A

ﬂ,a"ra APYKY cep'rwcpmary 06. 03 2024
| CTopiHka: 2/2




