KPKA, a. ., Hoso mecto
CEPTUDIKAT AKOCTI YNPABJIHHS AKICTIO
LWimap'ewwka LecTa 6
8501 Hoeo mecTo
CnoseHist
Ten,: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7H2943

Pokcepa®, TabneTkn, BKPUTI NAiBKOBOIO obornoHkolo, no 20 mr Ne 30

KpaiHa-BupoGHUK: CrioBeHin

1 TabneTka, BKpUTa NiliBKOBOIO 0GOMOHKOI, MiCTUTL pOo3yBacTaTUHY (y Burnapi kanbuilo posyeactaruxy) 20 mr
nikapckka hopma: TabneTku, BKPUTI NNIBKOBOIO 0GONIOHKOIO

pozMip i Tun nakysaHHs: no 10 Tabnerok y 6nicrepi, no 3 BnicTepy y KapTOHHI% Kopobui

Homep cepii: DE0760

Jara supo6HuuTtsa: 04.2024 l,[l.aTa 3aKiHdeHHs Tepminy npugatHocTi: 04.2027

PeecTpatjiiHe noceigverHs Ne:
UA - UA/11743/01/03

Hassa i agpeca BUpoBHUKa, BiaNOBiAanbHOro 3a sunyck cepii: | JliueHsia Ha BupobH1uTBO Ne:
KPKA p.a., Hogo mecto 800-13/2018-6

lUmap’ewka yecta 6

Horo mecTo, 8501, CnioBeHis

Po3amMip cepii: 18.360 LUT

LM nigTeepmkyto, WO BullleHaBeaeHa iHdopmallis € focTosipHol Ta TouHot. [laHa cepisi npoaykuii Gyna BupobreHa
(BKMtOHAIOYN NakyBaHHA/MapKyBaHHSA) | NpoWLLNa KOHTPOITb SKOCTi Ha BMLLEBKA3aHil AinbHULI B MOBHIN BiANOBIAHOCTI i3
BuMoraMmu GMP, BCTaHOBMIGHUMUW MICLIEBUM PerynsaTopHUM OpraHoM, a TakoX Yy BifnoeigHocTi [0 cneuudikaui
peecTpauiiiHoi JOKyMeHTauil, 3aTBepaxeHol B Ykpaini Ans  [OCTiMKyBaHOTO  JiKapChKoro 3acoby. TIpoTokonu
BUPOBHULTBA, NaKyBaHHs | KOHTPOIS AKOCTI NepesipeHi i BignosinatoTk Bumoram GMP.

Cepist BUunyLieHa y BiAMOBIAHOCTI i3 Aito40t0 Bepcieto MKSA UA/11743/01/03.

[Lata BUNYcKY Ha PUHOK; OcoBa, BignosigantHa 3a sunyck J13 Ha pyHoK
12.06.2024 Tans [pHosliek
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Danuit ceptudikaT SKOCTI Mae eneKTPOHHUIA nianue. [ara ppyky ceptudikaty: 09.10.2024
CepTudikaT CTBOpeHO aBTOMaTUHHO BaNiA0BaHO KOMM'IOTEPHOIO NporpaMo SAP. Cropitka: 1/2




CEPTUDIKAT AKOCTI

KPKA, 4. a., Hoso mecTo
YMPABJIIHHA AKICTIO

Limap'ewka Lecta 6
8501 Hoso mecTo
CnoseHis

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

Kop Ne: 7TH2943
Pokcepa®, TabneTku, BKpUTI NNiBKOBOI 060M0HKO0, Mo 20 Mr Ne 30
KpaiHa-Bupo6HuK: CrnoseHin
1 TabneTka, BKPUTa NNIBKOBOI 0BONOHKOK, MICTUTL Po3yBacTaTuHy (y BUrnAAi Kanbuito posyBacTtaruny) 20 mr
nikapcbka hopma: TabrieTku, BKpUTI NNiBKOBOIO 0GOMNOHKO
po3mip i TUN nakysaHHsi: no 10 Tabnetok y 6nicrepi, no 3 6nicrepu y KapTOHHIN kopobui
Homep cepii: DE0760
[ara supobHuurea: 04.2024 I,ﬂaTa 3aKiHYeHHst TepMiHy npugaTHocTi: 04.2027
Haasa nokasHukis Cneuvdikauis PesynbTaTy BUnpobysaHs Mp.*
Onue TabneTku 6inoro KONLOPY, KPYrAi, BKpUTI NAIBKOBOKD Bignosinae -
06010HKOID, 3i CKOLLUEHUM Kpaem
OpHopiAHICTE A030BAHNUX 3HaveHHs npuiimansHoro yucna (AV) cknaaae He 2,9 -
oOouHNLE — OLHOPIAHICTE Girnbtue 15,0
BMICTY po3yBacTaTuHy
CynyTHi fomiwkn — goMiwka | He Binble 0,8 % <=0,10 -
TP13
CynyTHi AoMiwkv — foMilwka | He Ginblwe 0,3 % <=0,10 -
RSL
CynyTHI JOMILLIKK — iHLWI He 6inbwe 0,2 % <=0,10 -
OfIMHUYHI
CynyTHi gomiuiku — 3aranbha | He 6Ginbwe 1,0 % <=0,10 -
KinbKicTb
3anuiKoBsi pO3HUHHUKA — He 6Ginble 5000 ppm 771 -
isonponinosui cnupt
3annilkoBi PO3YUHHIKM — He 6inbwe 5000 ppm <= 500 -
aLeToH .
\neHTudikayia TiOz Posunt y Tvrmi Habysae xoBToro sabapeneHHs - 1
lneHTUdikaLis posysacTaTuHy | Yac yTpumyBaHHA Miky po3yBacTaTuHy Ha Bignosinae -
-BEPX xpomartorpami posunHy apaska (SaS) mae sigrosigatu
yacy yTpuUMyBaHHs Miky posyBacTaTiiHy Ha
xpoMaTtorpami po3umHy ctadgapty (SS)
IneHTUdbikauis posyBacTaTury | [InsiMa Ha xpoMaTorpami posduHy 3paska (SaS) Mae - *1
—TLWX BifINOBIgATY 33 3HaueHHsM Rf Ta KonbopoM NNsAMi Ha
XpoMaTorpami posduHy craHaapTy (SS)
KinbKicHui BMiCT 95,0 - 105,0 % Bif 3a3HayeHol KinbKoCTi 98,8 -
po3yBacTaTuHy
PoaunreHHs poaysacTatuHy | Yepes 45 XBUnvH Mae po3UMHUTUCA HE MeHLLe 75 % 96 -98 -
{(Q) Big 3asHa4eHol KinbKOCTi
Mikpo6ionoriyHa sKicTs — He 6inblwe 1000 KYO B 11 - *2
3aransHa KinsKicTe aepobHux
mikpoopranismis (TAMC)
MikpoBionoriuna sAkicTb — He 6inbwe 100 KYO B 1T - *2
3aranbHa KinbkicTb
ApbKIXOBKX Ta NNiceHeBux
rpubis (TYMC)
MikpoBionoritHa aKicTs - BigcytHis 11 - *2
Escherichia coli

MNp.* = MNpumiTka

*1 He pyTUHHWI MeTOA. BunpoByaakHs NPoBOAUTLCA 1 pas Ha pik.
*2 BUNpPOBYBaHHA NPOBOAUTLCA BIANOBIAHO AC NpOrpamMm (onucana 8 MKSA)

[laHuit cepTUdikaT SKOCTi Mae enekTPOHHWIA Mignmc.
CepTudikaT CTROPEHO ABTOMATUUHO BarioBaHO KOMM'IGTEPHOD NPOrpamoto SAP.

Narta apyxy cepTudpikaty: 09.10.2024
CropiHka: 2/2




