(74 IKRIKN

KPKA, a. a., Hoso mecto

YNPABIIHHA AKICTHO
CEPTU®DIKAT AKOCTI I ARIIHHA AKI

8501 Hoso Mecto

CnoeeHiA

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Koa Ne: 7G8187
NEHTUTNIH, TabneTku nponoxrosaHoi gii no 400 mr Ne 20
KpaiHa-BUpoGHUK: CrioBeHin
1 Tabnetka nponoxrosakoi Aif MicTUTL 400 Mr NeHTOKcUdpIniny
nikapcbka qropMa: TabneTku NponoHrosaHol Aji
03Mip i TUN nakyesanHa: no 10 Tabnerok y 6nicTepi; no 2 Bnicrepun B Kopobui
Haomep cepii: NN3389

Jara BupobHuuTea; 03.2024 Iﬂ,aTa 3aKkiH4eHHs TepMiHy npugaTtHocTi: 03.2029

Haaea nokasHukin Cneuundikauin PeayneTaty Bunpobysans Mp.*
MikpoBionorivyHa akicTb - BincytRis 1 r Bignoeigae 2
Escherichia coli

Mp.* = MpumiTka
*1 He pyTuHUi MeToa, BunpolysaHHa npoBoanTLes 1 pas Ha piK.
*2 BUNpoBysaHHA NPOBOAMTECS BIANOBIAHO Ao Nporpamu {onucana B MKA)

Aaxui cepTudsikaT AKOCTI Mac enexTpoHHIA NignKe. Hara Apyky cepTagikaTy: 20.06.2024
CepTndikaT cTBOpeHD aBTOMAaTHYHO BaNiAoBaHOK KOMITIoTEepHOW nporpamoto SAP. Cropivka: 3/3
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KPKA, a. 4., Hoe Mecto

YNPABIIHHA AKICTHO
CEPTUDIKAT AKOCTI LiwapowKa toora &

8501 Hoso MecTo

CnoseHisi

Ten.: +386 7 3312 111

En. nowra: info@krka.hiz

Kon Ne: 7G8187
MEHTUIIH, Ta6neTku npononrosaHoi gii ro 400 mr Ne 20
KpaiHa-BMpoBHUK: CnoBeHis
1 TabneTka nponoHrosaHoi Al MicTUTE 400 Mr neHTokcUdpininy
nikapckka opma: TabneTku NnponoHroeaxci gjii
03Mip | TUN NnakyBaHHn: no 10 TaBneTok Y GnicTepi; no 2 6nictepu B kopobui
Homep cepii: NN3389
Jara smpobuuyTea: 03.2024 l,ﬂaTa 3aKkiH4eHHs TepMiHy npuaaTHocTi: 03.2029

PeecTpaliiiHe noceiguerHa Ne:
UA - UA/2694/01/01

Hasea i anpeca supoBHMka, BiAnoBiaanLHoro 3a BUnNyck cepii; [Jliuexaisn Ha BupoBHULTBO Ne:
KPKA a.a., Hoeo mecTo 800-13/2018-6

LWmap’ewra yecra 6

Hoeo mecto, 8501, CnoeeHin

Poawmip cepii: 4.029 LUT

Lium nigreepixyto, 1Wo BulleHareeHa iHthbopmallia & AocTOBIpHO Ta TouHOW. Oana cepist Npoaykuii Byna supobnexa
(BKHOHAE YU naKyBaHHA/MapkyBaHHA) | NpoAWNa KOHTPOML AKoCTi Ha BULLIeBKa3aHii AinbHULI B NOBHIN BinnoBigHOCTI i3
BuUMoramn GMP, BCTaHOBNEHMMW MicLiEBUM perynsTopHuM OpraHoM, a TakoX Yy BianosigHocTi Ao cneumdikauii
peecTpalilidol  AokyMeHTalii, saTBepOxeHol B Yrpaiti gna  gocnigkysaHoro nikapcekoro 3acoby. [MpoTokonu
BUPOGHUUTBA, NAKyBaHHS | KOHTPONS AKOCT nepesipeHi | BignosigatoTs BUMeram GMP.

Cepist BunyLLeHa y signoeiaHocTi i3 pitouoio Bepcieto MK UA/2694/01/01.

HaTa sBunycky Ha puHok; Oco6a, eignosigansHa aa sunyck 113 Ha puHoK
17.06.2024 Madna WeHiya

o
Hanuii ceptudikar sxocTi Mae ENEKTPOHHWIA nignuc, Hata npyry ceprudikary: 200.06.2024
CepTuthikaT cTBOpEHO aBTOMATMYHD BaNifoBaHOID KOMITHOTEPHO NPOrpaMoio SAP. Cropiqka: 1/3
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CEPTUDIKAT AAKOCTI

(L4 KRIKN

KPKA, a. ., Hoso mecto
¥MPABMHHA AKICTHO
ilfmMap'elka yecra 6

8501 Hoee mecto
Criopedis

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

Kop Ne: 7G8187
NMEHTWUNIH, TaGneTku nponourosaHot Al no 400 mMr Ne 20
KpaiHa-BMpo6HUK: CnoseHin
1 rabneTka nponoxrosaHoi Aji MicTUTE 400 Mr AeHToKCcUpiniHy
nikapcbka opma: TabneTkM NponoHroeaHol gi
po3Mip | Tun NnakysaHKuA: No 10 TaBneTok y 6nicTepi; no 2 GnicTepu B8 KopobuUi
Homep cepii- NN3389
flata supoBGHuUTRa: 03.2024 |JI1aTa 3aKiHYeHHsA TepMiHY npugaTHocTi: 03,2029
Hassa nokasHukis Cneundikauia Pesynbratv eunpotyRaHt Mp.*
Onuc OsaneHi, Sinoro konsopy Aroconykn TabneTky, skpuTi | Bignosinae -
NRBKOBCH cOOMOHKOIC
QpHopiaHicTs goloraHux 3HaveHHs NPUAMAaNLHOM Yucna (AV) cknagae He 2,2 -
OAMHULL — OAHOPIAHICTL MacK | Binklue 15,0 %
laeHTHUdiKaLiA Hac yTpumyBaHHa niky neHTokcudinivy Ha Bianoeinae -
neHTokcuginiHy — BEPX XpomMaTorpamMi poaYMHy apaska (SaS) mae signcsinatu
Hacy YTpUMyBaHHA niky neHTokckudininy Ha
XpoMaTorpami posYKHy craHgapry (SS)
laerTudixauia OcHoBHa nAAMa Ha XpomaTorpami PO34URY 3paska - *1
nexdtokcuchinivy — THIX (SaS} mae Binnosinati aa aHavenHaM Rf, PO3MIpPOM i
3aBapBNEHHAM NNAME Ha XPOMATOrPaMi po3UUHY
craHaapTy (538)
CynyTHI AOMILIKKM —~TeoGpomMid | He Binstwe 0,3% <= 0,05 -
CynyTHi DOMiLKA — ofMHUMHA | He Ginblue 0,1 % <=0,05 -
HeigeHTuhikesaHa cynyTHa
AoMiluka
CynyTHi DOMILIKK ~ cyma He Binbwe 0,3 % <= 0,05 -
HeigeHTUdhiKoBaHUX CynyTHIX
A0MIlOK
KinekicHmia BMicY 95,0 - 105,0 % sig 3azHaveHo! KinbKocT 99,8 -
NeHTOKCUINiHY .
CTyniHb pO3UYUHEHHS 5 - 16 % sip, 2asHaqeHol KinekocTi 13-15 -
neHTokcudiniHy ~ nicns 0,5
roguHn
CTyniHE poaYnHeHHA 12 - 25 % Bia 3a3HaueHOT KinkKocTi 21-24 -
NeHToKcUINiHY — nicns 1
roOuHA
CTyniHb pO3UMHEHHR 32 - 50 % Big 3asHaveHaT KinbKocTi 43 - 47 -
nerTokcugininy —nicna 3
TOAKH
CTyniHb poaynHeHHR 55 - 80 % Big 3a3Ha4YeHOT KIMLKOCT 64 .72 -
neHToKCHdINiHY —nicns 6
rcamH
CTyniHb POSYUHEHHRA He meHte 70 % sig 3asHadeHod kinbkocti 77 -85 -
neHTokcudinivy —nicna 8
ToAKH
MikpoBionoriuHa AKicTL — He Binswe 1000 KYO B 1 r <10 *2
3araneHa KinskicTb aepobHUX
MikpacpraHiamis (TAMC)
MikpoBionorivHa axicTe — He Ginbwe 100 KYO a1 r <10 *2
3aransHa KinbxicTh
OPDRKIHOBYY Ta NNICEHEBUX
rpubis (TYMC)

Ranuit ceprudixat akocTi mae ENeKTPOHHWE Mmanikc,
CeprudikaT cTBopEHO 3BBTOMATUYHO BaNifoRAHOIO KOMT'I0TepHOK Nporpamolo SAP,

Hara gpyky ceptudikaty: 20.06.2024

CrapiHka; 2/3




