KPKA, a. a., HOBO MECTO
CEPTUDIKAT AKOCTI YNPABSIHHSA AKICTIO
LLimap'ellka uecra 6
8501 HoBO MecCTOo
CrnoBeHis
Ten.: +386 7 3312 111
En. nowrTa: info@krka.biz

Kon Ne: 7TH5467

Ko-lMNpexHeca®, TabneTku, 8 Mr/2,5 Mr Ne 90

kpaiHa-BMpOOHUK: CnoBeHIA

1 Ta6GneTka MiCTUTL 8 Mr NepuHAONpuUNy TepT-OyTUnaminy Ta 2.5 Mr inganaminy
nikapcbka popma: TabneTku

'pO3Mip i TUN NakyBaHHsA: no 10 TabneToky GnicTepi; no 9 GnicTepis y kopooul

Homep cepii: DD6149
Nata supobHuutea: 12.2023 NaTa 3aKiHYeHHA TEPMIHY npupartHocti. 12.2026

PeccTpadiiine nocsigveHHs Ne:
UA - UA/10953/01/03

Hazga i agpeca snpobHuKa, BiANOBIAANLHOMO 3a BUMYCK cepii: | Niuensis Ha BUPOBHNLTBO No:
KPKA ao.a., HoBo mMecTo 800-13/2018-6

LLimap’ewka uecta 6

Hoso mecTo, 8501, CnoBeHisa

Poamip cepii: 10.383 LWUT

Lium nigTBepaxyto, Lo suuieHaBeneHa iHpopMaLia € AOCTOBIPHO Ta TOYHOIO. [laHa cepis npoaykuii dyna BupobneHa
(BKITIOYAO4W nakyBaHHa/MapKyBaHHS) | NPoNLLa KOHTPOIb aKOCTi Ha BULLEBKa3aHIA AiNbHULI B MOBHIV BiANOBIAHOCT! I3
suMoramMy GMP. BCTAQHOBNEHUMM MICLIEBMM PEryfiTOPHAM OpraHom, a Takox y BianosigHOCTI A0 cneumndikayli
peecTpauiiiHol  fAOoKyMeHTauT, 3aTBepAKEHOT B YKpalhi And NOCHIIPKYBAHOTO  NIKAPCBKOTO sacoby. [lpoTokosm
BUPOBHWLITBE, NaKyBaHHs | KOHTPONA SKOCTI NepeBipeHi i BianosiAaoTh BUMOraM GMP.

Cepist BUMNYyLLEHA Y BiAMOBIAHOCTI i3 nitovoto Bepcieto MKA UA/10953/01/03.

[laTa sunycKky Ha pUHOK: Ocoba, BignosigansHa 3a sunyck J13 Ha puHoK
05.02.2024 AHgpes CeHiua
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Oanun ceptudikat AKOCT Mae eneKTpoHHUN NigNnC. aTa Apyky ceptucpikaTty. 07.02. /@24
CepTtudikaTt CTBOPEHO aBTOMaTUYHO Bafif0BaHol KOMM IOTEPHOK NPOrpamMoto SAP. Cropinka: 1/3 2
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CEPTUDIKAT AKOCTI

KPKA, a. Aa., HOBO MECTO
YNPABIHHA AKICTIO

Llimap'ewka uecta 6

8501 Hoeo mecTo
CnoBeHis

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

Kop Ne: TH5467

Ko-NpeHeca®, Tabnetku, 8 mr/2,5 mr Ne 90
KpaiHa-BUpPOOHUK: CnoBeHIA

1 TabrieTka MicTUTb 8 Mr nepuHaonpuny TepT-
nikapcbka dpopma: TabneTku

‘poamip i Tun nakysaHHs: no 10 TabneToK y oricrepi;

6yTunamidy Ta 2,5 mr inganamiay

no 9 6nicTepis y KOpooui

Homep cepil: DD6149

Nata eupobHuuTea: 12.2023

NaTa 3akiH4eHHs TEPMIHY npuwaaTtHocTi: 12.2026

Ha3ea noKasHWKIB Cneuundikallis PesayrbTaTy BunpofysaHe [p.*
Onuc Kpyrni, 3nerka Asoonykni TabneTtku sin Binoro Ao Bianosigae -
mavie BInoro Konbopy 3 Hacluko 3 04HOro OoKy
\neHTudikaLisa nepuHgonpuny | Yac yrpumyBaHHA RiKy NEpUHA0NPANY Ha Bianosinae -
epbymidy — BEPX xpomaTorpami po3unHy spaska (SasS) mae gianosipaTu
yacy YTPUMYBaHHS NiKy nepuHAoNpuny Ha
XpoMartorpami po3unHy cTaHaapTy (SS)
lneHTUdikawis nepuHaonpuny | flnsmMa Ha xpoMaTorpami posunny spaska (SasS) mae Bignosiaae -
epbyminy — TLLUX BignosiaaTti 3a aHaveHHAM Rf ta gopmoro nnami Ha
XpOMAaTOrpami po3ynHy CTaHaapTy 2 (SS2)
lnenTudikadia inganamigy — | Hac yTpumyBaHHs niky iHaanamigy Ha xpomaTorpam! Bianosinae -
BEPX PO34UHY 3paska (SaS) mae BiAnoBIAaTH Hacy
yTPUMYyBaHHS NiKY iHAanamigy Ha Xpomarorpami
PO34YMHY CTaHAAPTY (SS)
lneHTudikauia iHaanamiay — | Flnama Ha XpOMaTOrpami po3uunHy apaska (SasS) mae Bianosinae -
TWX BiANOBiAaTH 3a 3HAYeHHAM Rf Ta (POpPMOIo NNAMI Ha
xpomMaTorpami po3umnHy craHaapty 1 (SS1)
OpHOpPIAHICTE A030BaHNX MpuitmansHe unicno (AV): He Ginble 15,0 4,4 2
OAWHMLL — OQHOPIAHICTE
BMICTY nepuHaonpuny
epoyMiHy
OAHOPIAHICTL AO30BAHUX [MpuitmanbHe uncro (AV): He Oinble 15,0 3,2 =
oANHUUDL — OAHOPIAHICTD
BMICTY iHganamiay
CynyTHi A40MilLKK — He 6inbwe 0,2 % <=0,10 -
aukeToninepasnH
CynyTHi LOMILIKA — He Binbwe 0,3 % <= (0,10 -
nepwuHaonpunar
CynyTHI AOMILLKNA ~ He 6inbie 0,5 % <= 0,10 -
iHaanamigy aomiwka B
CynyTHi ZoMiwkn — OAuHUYHI He Binbwe 0,2 % <= 0,10 -
OOMILLIKA
CynyTHi AomMituku — Cyma He Ginbwe 1,5 % <= 0,10 -
KinbKicHWWA BMICT - 95 - 105 % Bif 3a3Ha4YeHoi KinbKOCT! 101 -
nepuHaonpuny epoymiHy
KinbKicHvi BMiCT - iHaanamiay | 95 - 105 % sia 3a3HAYEHOT KINbKOCTI 101 ~
PoaunHeHHs - nepusaocnpuny | He mexwe 70 % (Q) Bif 3a3HaYEHOI KinbKocT 95 -103 -
epOyMiHy npoTarom 45 xsunu-
Po3uyuHeHHs - iHganamiay He meHwe 70 % (Q) Bia 3asHaqeHoil KiNbKOCT] -
ApoTAroM 45 XBUIMH
Mikpo6ionoriuda axicTe ~ He 6inbwe 1000 KYOB1T 1
3aranbHa KinbKicTb aepobHUX
mikpoopratiamis (TAMC)

[Janun ceptudikaT siKOCTI Mae enexkTPOHHUA NIANKC.

CepTucikaT CTBOPEHO aBTOMATUHHO 8anifoBaHOK KOMM IOTEPHOIO NPOrpamMoto SAF

NaTta ApyKy cepTudgikaTy: 07.02.2024
Cropidka: 2/3




CEPTU®DIKAT AKOCTI

KPKA, a. a., HoBO mecTo
YIPABIIHHA AKICTIO
LLimap'ewka yecrta 6
8501 Hoeo mecCTo
CnoBeHIs

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

Kog Neo: 7H5467

Ko-NpeHneca®, TabneTtku, 8 mr/2,5 mr Ne 90
KpaiHa-BMpoOHUK: CnoBeHis

nixapcbka popma: TabneTku

1 TabneTka MiCTUTL 8 MF NepUHAONPUIY TepT-DyTUnamiHy 1a 2,5 Mr iHganamiay

‘po3mip i TUN nakyBaHHs: No 10 TabneTok y bnicTepi; No 9 GnicrepiB y KOPOOLUi

Homep cepii: DD6149

[aTa BupobHuuTea: 12.2023

[laTa 3akiH4eHHs1 TepMiHy npuaatHocTi: 12.2026

Ha3Ba noKasHwKIB Cneuudikauisa

PesynbTaTi BUnpobyBaHb Mp.*

MikpobionoriyHa AKICTb — He Binbwe 100 KYO BT
3aranbHa KinbKICTb
APIKAMKOBUX Ta RNICeHEBUX

rpnbis (TYMO)

& *1

MikpobionoriyHa aKicTs - BincytHiB 1T
Escherichia coll

Mp.* = NpuMiTka
*{ BunpobyBaHHs NPOBOAMTLCA BIANOBIAHO A0 Nporpamu (onucaxa s MKH)

Naxuin cepTndikaT AKOCTI Mae eneKTpoHHUA NigRKnC.

CeprucikaT CTBOPEHO aBTOMaTUHHO BanifoBaHOI0 KOMM IOTEPHOIO Nporpamoto SAP. CropiHka: 3/3

NaTa apyky ceptucpikary. 07.02.2024




