(L4 KRKA

KPKA, a. 4., HoBo mecto
CEPTU®DIKAT AKOCTI YNPABIIHHA AKICTIO

Limap'eluka uecra 6

8501 HoBo mecTo

CnoseHiA

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7F0846

Honbna3a®, TabneTku racTpope3ucTeHTHi no 40 mr Ne 28

KpaiHa-BMpOOHUK: CroBeHis

1 TabneTka racTPOPe3UCTeHTHA MICTUTL 40 Mr NaHToNpasony y BUIMsI NaHTONPa3ony HaTpiko cecksirigpaty
nikapcbka dopma: TabneTku racTpopesnucTeHTHI

po3mip i TuN nakysaHHA: no 14 Tabnerok y Gnictepi; no 2 6Gnictepu y KApTOHHIN Kopobui

Howmep cepii: DE2525

[ata supobHuyrea: 11.2023 l,D,aTa 3aKiHJeHHs Tepminy npuaaTtHocti: 11.2028

PeecTpauiiiHe noceigyeHHs Ne:
UA - UA/7955/01/02

Hasea i agpeca supobHuka, BignosiaansHoro 3a sunyck cepil; | JliueHsia Ha BupobHULTBO Ne:
KPKA po.a., HoBo mecTto 800-13/2018-6

Lmap’ewka ecrta 6

Hoso mecTo, 8501, CnoBeHis

Posamip cepil: 11.198 WUT

Livm niareepmxyio, Wo BULLeHaBeeHa iHdopmallisi € 40CTOBIpHOW Ta TodHoto. JaHa cepis npoaykuii 6yna supobnera
(BKMIOYAIOUN NaKyBaHHS/MapKyBaHHSA) | MPOLLNa KOHTPOMb SIKOCTI Ha BULLEBKasaHilA AiNbHWALI B NOBHIV BIAMNOBIAHOCTI i3
Bumorami GMP, BCTaHOBMNEHWMMW MICLIEBUM PETYMNATOPHUM OpraHoM, a TakoX Y BignosigHocTi Ao cneuundikai
peecTpauUifiHoi  AoKyMeHTaLii, 3aTBepmxeHoi B VYkpaiHi ans  pocnigxyeaHoro nikapcbkoro 3acofy. [MpoTtokonu
BUPOGHULITBA, NakyBaHHs | KOHTPOIA AKOCTI NepesipeHi | BianosiaaoTs Bumoram GMP.

Cepist BUNyLeHa y BignosigHocTi i3 gilovoto sepcieto MKA UA/7955/01/02.

[Oara BunycKy Ha puHOK: Ocoba, signosigansHa 3a Bunyck J13 Ha pyHOK

30.07.2024 Tes NagniH
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[Nanuit cepTudbikaT SKOCTI Mae eneKTPoHHUA nignuc. [ara apyky ceprudikary: 20.11.2024
CepTudhikaT CTBOPEHO aBTOMATHUHO Basif0BaHOI0 KOMI'IOTEPHOIO Nporpamoto SAP. CropiHka: 1/3




CEPTU®IKAT AKOCTI

KPKA, a. a., HoBo mecTo
YIPABIHHA AKICTHO
LLmap'ewka uecra 6
8501 Hoso mecTo
CrioseHis

Ten.: +386 7 3312 111

En. nowra; info@krka.biz

Kog Ne: 7F0846
Honbnasa®, TabneTku racTpopeancTeHTHi no 40 mr Ne 28
KpaiHa-BupobHuk: CrnoseHisn
1 Tabnerka racTpopeaMcTeHTHa MiCTUTL 40 Mr naHTONpas3orny y BUrNAAi NaHTONpa3ony HaTpito cecksiriaparty
niKapCbKa cbopma: TabneTku raCTp0p63MCTeHTHi
po3Mip i TN nakysaHHaA: no 14 TabneTok y 6GnicTepi; no 2 6nicTepy y KAPTOHHIN KOpPOoUi
Homep cepii: DE2525
Oata Bupobuunyrtea: 11.2023 l,ﬂaTa 3aKiHYeHHsa TepMiHy npugaTtHocTi: 11.2028
Haapa nokasHukis Creuudixauis PesynbTaty BunpobysaHb Np.*
Onuc TabneTku CBITAOr0 XXOBTO-KOPUMHEBOO KOMbOPY, Bianosiaae -
OBarbHi, TPOX¥ ABOOMYKNI, BKPUTI NNIBKOBOIO
06010HKOK0
OpHopigHiCTL A030BaHNUX Mpuitmansre uncno (AV) cknagae He Ginblwe 15,0 3,8 -
OAVHULB (OAHOPIAHICTL
BMICTY)
IneHTudikauis nantonpasony |Yac yTpumyBaHHs Mae BIANOBIAATHM yacy yTpumysaHHs | Binnosisae -
~BEPX CTaHaapTy, OTPUMAHOrO Npu NPOBEAEHHI KiNbKICHOro
Bu3HaveHHs BEPX
ineHTudikauis Turany Po3uuH Habyeae wosToro 3abapsneHHs - *1
piokenay
\neHTudikauis sanisa oxcuay | PosunH Habysae cuHboro sabapsneHHs - *1
PosnapaxHs 2 roguHu npu TemnepaTtypi 37 £ 1 °Cy 0,1 MHCI. Ha | Bianosigae -
XOAHIN TaBneTui He BUAHO 03HaK poanagy (okpiM
thparmerTis 060n0HKW) abo TPILLUH, Yepes ki Moxe
BUAINATUCS BMICT,
PosnagaHHa 60 xBurmH npy TemnepaTypi 37 £ 1 °C y posumnni Bianosinae -
tocdrartHoro Bycepa pH = 6,8. Akwio TabneTkm He
BIANOBIAAKTE BUMOraM Yepes NpMInnaHHs A0 AUCKIB,
TECT NOBTOPIOKTS Ka iHWKX 6 TabneTkax, oMUHAIOUM
ancky. TabneTku BignosiAaloTh BUMOTraM TECTY, AKULO
BCi WicTb TAabNeToK pO3najatoTbes.
CynyTHi AOMILLKKA ~ He 6Ginbwe 0,2 % <=0,10 -
riaHTONPa3osny cynbgoH
CynyTHi AOMILLKN — He 6inswe 0,2 % <=0,10 -
naHTonpasony cynodig
CynyTHI AOMILLKN — He 6inbwe 0,2 % <=0,10 -
nanTonpason N-okcua
CynyTHi AoMiluky — oaunHuuHi | He Ginbwie 0,2 % <=0,10 -
HeigeHTudikosaHi
CynyTHi pomiliku — 3aransHa | He Ginswe 1,0 % <=0,10 -
KinbKicTs
Kirnbkickuit BMicT 95,0 - 105,0 % Bia 3a3Ha4eHOl KiNbKoCTi 98,3 -
naHTonpasony
PoauuHeHHs naHTonpasony — | He Ginble 10 % Big 3a3HaqeHol kinbkoctiy 0,1 MHCI {0 -0 -
KUCNoTHa cTaais NPOTArOM 2 roAuH
PoauuHeHHn naHTonpasony ~ | He meHwe 75 % (Q) 8ia 3a3HaqeHoi KinbKoCTi 101 104 -
GychepHa cTaais npoTAroM 45 xBUNuH
MikpoBionoriyHa aKkicTe — He 6inbwe 1000 KYO B 1 r - *2
3aranbHa Kinbkicts agpotHux
mikpoopraniamie (TAMC)

[anuin ceptudbikaT AKOCTI Mae ENEKTPOHHUIA NiANKC.
CepTudikaT CTBOPEHO aBTOMATUYHO BaNif0BaHOK KOMI'IOTEPHOO Nporpamoio SAP.

[ata gpyky ceptudikaty: 20.11.2024

CropiHka: 2/3




KRKA

KPKA, 4. a., HoBo mecTo
CEPTU®DIKAT AKOCTI YNPABJIHHSA AKICTIO

LLimap'ewka uecta 6

8501 HoBo mecTo

CnoseHist

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7F0846

Honbna3a®, TabneTku racTpopesucTeHTHI no 40 mr Ne 28

KpalHa-BupobHuk: CrioBeHis

1 TabneTka racTpOPE3UCTEHTHA MICTUTL 40 MF NAHTONpPa3ory Y BUFNAAI NaHTONpPa3ony HaTpito ceckririnpaTy
nikapcbKa cpopma: TabneTkn racTpope3uCTeHTHI

po3Mip | TMR nakyBaHHa: no 14 Tabnerok y Gnicrepi; no 2 GnicTepyn y KAPTOHHIN Kopobui

Howmep cepii: DE2525

Oata supobHuyrea: 11.2023 I,D,aTa 3aKiHyeHHs Tepmidy npuaartHocTi: 11.2028
HasBa nokasHukis Cneumdikauis PesynbTaTu BunpobysaHb Mp.*
Mikpo6ionoriyHa sikicTb — He Ginblie 100 KYO B 11 - *2

3aranbHa KinbKicTs
ZpDKAKOBUX Ta NNICEHEBUX
rpubis (TYMC)
Mikpobiorioriuna sKicTb - BigcytHiB 1T - 2
Escherichia coli
Mp.* = MpumiTtka
*1 He pyTHHMIA MeTo4. BunpoGyBaHHs NposoanTbea 1 pas Ha pik.

*2 sunpoByBaHHs NPOBOANTLCS BiANOBIAHO 40 nporpamy (onucaHa 8 MKS)

Danvit cepTuddikaT IKOCTi Mae eNeKTPOHHWA Nignuc. [ara apyky cepTudikaty: 20.11.2024
CepTudikaT CTBOPEHO aBTOMATUHHO BaNiA0BaHOK KOMMIOTEPHOI0 Nporpamoio SAP. Cropirka: 3/3







