KPKA, 4. 4., Hoso mecTo

CEPTUDIKAT AKOCTI YNPABNIHHA AKICTIO
LLimap’ewka Lecra 6
8501 Hoso mecT0
CnoseHig
Ten.: +386 7 3312111
. En. nowra: info@krka.biz

POKCEPA® MNNIOC, TabneTku, BKpUTI NiiBKOBOK 000M10HKO, 1o 20 Mr/10 mr Ne 30

KpaiHa-BupobHUK: CnoBeHis

1 TabrieTka, BKpUTa NniBKoOBOH 060NOHKOK, MicTUTL: 20 Mr po3yBacTaTUHY (Y BUrnsili Kanbuito PO3yBacTaTUHY)
Ta 10 Mr ezeTumioy

nikapcbka popma: Tabnerkn, BKpUTi NNiBKOBOK 0OONTOHKOK

{ po3Mip i TMR nakyBaHxHsA: no 10 TabneTok y 6nicrepi, no 3 GnicTepu y KapTOHHIN KOpoobUi

{ Homep cepii: DD2979

Nata supodHuuTea: 09.2023 HaTa 3akiHueHHs TepMiHy npuaatHocTi: 09.2026

PeecTpauinHe noceigyeHHs Ne:
[UA -UA/M8324/01/04

Hasga i agpeca BupobHUKa, BiANOBiAaNLHOro 3a Bunyck cepii: | flilensia Ha BUpoOHNLTBO Ne:
1 KPKA a.a., Hoso mecto 800-13/2018-6

Wmap’ewska yecra 6

Hoso mecTo, 8501, CnoBeHis1
1 Poamip cepii: 3.840 WUT

Livm nigTeepaxyto, WO BULLEHaBeAeHa iHGopMaLlis € AOCTOBIPHOI Ta TouHow. [laHa cepia npodykuii Oyna supobrexa
(BKNIOUAIOUM NaKyBaHHS/MapKyBaHHS) | NPOWLLNA KOHTPOMb SKOCTI Ha BULLEBKA3aHIA AiNbHULI B NOBHIA BIAMNOBIAHOCTI I3
BuMoramm GMP, BCTaHOBNEHUMM MICLEBUM PErynsTOPHUM OpraHom, a TakoX Yy BignosigHocTi 4o cneuuvdikauii
peecTpalifiHol  fokymeHTauil, 3aTBepaxeHoi B YkpaiHi Ana gocnidxyeaHoro nikapcekoro 3acoOy. [lpoTokonn
BUPOBHULITBA, NaKyBaHH:A | KOHTPONSA AKOCTI NepeBipeHi i BianosigaoTe Bumoram GMP.

Cepia BunyLeHa y signosigHocTi i3 gitodoto sepciero MKA UA/18324/01/04.

Lata sUycKy Ha pUHOK: Ocoba, signosigansHa 3a BuUryck J13 Ha PUHOK
20.11.2023 TaHs [lpHoBLex

‘b“'

Quoid.

Hanuin cepTugikaTt SKOCTi Mae enexTpoHHKU Nignuc, LOata apyky ceprudikaty: 07.02.2024
CepTudhikaT CTBOPEHO aBTOMaTUYHO BarifoBaHOK KOMMIOTEPHOK Nporpamoto SAP. CropiHka: 1/3




CEPTUDIKAT AKOCTI

KPKA, 4. 4., Hoso mecTo
YAPABIIHHA AKICTHO
LLimap'ewka uecta 6.

8501 HoBO mecro
CnoseHist

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

Koa Ne: 7G3221

POKCEPA® MNMNIOC, Tabnetku, BKPUTI NNiBKOBOK 0060noHkow, no 20 mr/10 mr Ne 30
KpaiHa-BMpOOHUK: CrnoBeHist

1 TaBneTka, BKpUTa NiiBKOBOK OGOMOHKOI0, MiCTUTL: 20 Mr po3yBacTaTUHY (Y BUMMAAi KanbLilo po3yBacTaTUHy)

Ta 10 Mr ezeTumidoy

nikapcbka popma: TadbneTku, BKpUTiI NMNiBKOBOK 00ONOHKOK

po3mip i Tun nakyBaHHA: o 10 TabneTtok y onictepi, no 3 6nictepu y KapPTOHHIN Kopooui

Homep cepii: DD2979

[daTta supoOHuuTea: 09.2023

[aTta 3akiHieHHs Tepmidy npuaarHocti: 09.2026

Ha3ea nokasHuKIB

PesynbTatu Bunpobysaxb

Onuc

Cneuungikauis

Bnipo-poXkeBoro KONbOPY, Kpyrni, AeLo ABoonyKni,
BKPUTI NS1iBKOBOK 000NOHKOK TabneTky 3i CKoLLEeHMN
Kpasimu Ta 3 rpaeipyBaHHaM R4 3 ogHoro 6oky.

Bianosinae

1 Po3unHeHHs po3dysacTaTuHy

XBUNNH

OAHOPIAHICTE £030BaHUX NpuiimanbHe yucno (AV): He Binbwe 15,0 % 2,0 -
OAUHNLE — OHOPIAHICTb
BMICTY po3yBacTaTuHy o
OAHOPIGHICTb A030BAHUX MpuimancHe uncrno (AV): He Binswe 15,0 % 2,1 -
OAUHNLE ~ OAHOPIAHICTL
BMICTY e3eTumiby _
laeHTUbiKauist posysacTaTvry | laeHTUdikauixo NPOBOASTL PA3OM I3 KiNbKICHUM Bianosinae -
- BEPX BU3HAYEHHAM
|neHTudbikaLis posysacraTtury | BignosigHo [0 aHaniTUYHO! MeTOANKA Binnosigae -
- M e
laeHTudikawis esetumidy - laeHTUdIKaLiI0 NPOBOARTL.PA3OM I3 KIMTLKICHUM Bionosigae -
BEPX BU3HAUYEHHAM
|peHTUdikauis eseTumidy - BianosinHO A0 aHaNITUYHOI METOANKN Bignosigae -
AMA | )
CynyTHi AOMILWKK: He Binbwie 0,8 % <= 0,10 -
PosyBacTaTuH - gomillka C
LOTP13) 1 3 -
CynyTHI ZOMILLKW: He 6inewe 0,2 % <= 0,10 -
PosysacrtaTut - fomiwka D '-
(RSL) _—
| CynyTHi AOMiLLKWK: He 6inble 0,5 % <= (0,10 -
| PosyBactatuH - gomiwka B
(RSA1) e
CynyTHi OMILLKW; {+He 6inbwe 0,2 % <=0,10 -
‘PosyBacTtaTviH - b
HecneundikoBaHi OMHWUYHI R o
CynyTHi AOMILLKK: He binolwe 1,5 % <= (,10 -
PosyBacratuH - Cyma 1 -
| CynyTHi pomiwkn: Ezetumi6 - | He Ginbwe 0,2 % <= 0,10 -
| Hecneundikosaki 0AUHNYHI _ _
1 CynyTHi aomiwku: Esetumib - | He Binbiue 0,5 % <= (0,10 -
Cyma -
KifibKiCHWW BMICT 95,0 - 105,0 % Big 3a3Ha4YeHOT KINbKOCTI 08,5 -
PO3yBACTATUHY |
| KinbkicHuii smict esetumiby | 95,0 - 105,0 % Big 3asHayeHOol KiIbKOCTI 99,5 -
He meHwe 85 % (Q) Bia 3asHayeHol KinbkocTi yepes 15[ 98 -99 -

CepTtudikaTt CTBOPEHO @BTOMAaTUMHO BaNifA0BaHOI0 KOMITIOTERHOIO nporpamoio SAP.

CTopiHka: 2/3




CEPTUDIKAT AKOCTI

KPKA, 4. 4., Hoo mecTo

YNPABIIHHA AKICTIO

LLimap'elwka uecra 6

8501 HoBo mecCTo

CrioBeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

| Kog, Ne: 7G3221

| POKCEPA® MNMIOC, TabneTkn, BKpUTI NNiBKOBOK oﬁondl-ncoro, no 20 mr/10 mr Ne 30
KpaiHa-BUpPOOHUK: CrnoBeHis

Ta 10 Mr e3eTUMIGyY
| nikapcbka hopma: TabneTku, BKPUTI NITIBKOBOK 0OONOHKOIO B
| poamip i Tun nakysaHHs: no 10 TabneTok y 6nicrepi, no 3 6GricTepn y KapTOHHI# Kopooui

| 1 TabneTka, BKpuTa NNiBKOBOK 0GOMOHKO, MICTUTL: 20 Mr po3yBacTaTUHY (y BUIMALI Kanblilo po3yBacTaTuHy)

Homep cepii. DD2979

Nata supobHuuTea: 09.2023 Oata 3akiHieHHa TepMiHy npuaarHocTi: 09.2026

Hassa nokasHuKis Cneundikalis Pe3synbTtaTtu Bunpobysarb p.*
PO34MHEHHA e3eTMIOY He meHuie 80 % (Q) Bia, 3a3HadveHol KintbkocTi Yepe3 15| 93 -84 -

XBWUIUH o .

MikpoGionoriuHa siKicTb — He Oinbwe 1000 KYO 81T - *1
3aranbHa KinbKicTk aepobHux

mikpooprauismis (TAMC) L o »
Mikpob6ionioriuHa akicTb — He Ginswe 100 KYOB1 - *1
3aranoHa KinsKicTtb

APDKOKOBUX Ta NNiCEHEBUX

rpubis {TYMC) | o

MikpoGionoriysa aKicTb - BincytHiB 1 r - *1
tscherichia coli

(p.* = MNpumiTka

*1 TecT NPOBOAWTCA B COOTBETCTBUN C NPOrpamMmon (onncadHon B AHA)
" [laHni cepTuchikaT AKOCTI Mae eneKkTPOHHUIA MiAnKC. [ara gpyky ceprudpikaty: 07.02.2024

CepTudikaT CTEOpEeHO aBTOMaTUYHO BaNif0BaHOI0 KOMITIOTEPHOIO AporpamMoio SAP. | Cropinka: 3/3




