KPKA, 4. a., Hoso mecto
CEPTUDIKAT AKOCTI YMPABIIHHA SKICTIO
Wmap'ewka uecra 6
8501 Hoso mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 711047

®pominia®, TabneTku BKPUTI NNiBKOBOIO 060MOHKOD, No 250 Mr Ne 14

KpaiHa-BupoGHUK: CnoeeHis

1 TabneTka, BKpUTa NNiBKOBOIO 060noHKOK, MicTUTL 250 Mr KNnapuTpomiuuHy

nikapcbka chopma: TabneTku, BKPUTI NNIBKOBOK 060MOHKO

po3Mmip i Tun nakysaHHA: 7 TabneTok y Gnicrepi, no 2 6nictepu B KapTOHHI Kopobui

Homep cepii: NN6953

fata BupoGHuurea: 09.2024 lﬂ,aTa 3aKiH4YeHHs TepMiHy npuaatHocTi: 09.2029

PeectpauiiHe nocsigueHHs Ne:
UA - UA/5026/02/01

Hassa i agpeca Bupo6Huka, BianosigansHoro 3a Bunyck cepil: | fiueHsis Ha BUpoBHULTBO Ne;
KPKA n.a., Hoeo mecTo 800-13/2018-6

Lmap’eiwka uecra 6

HoBo MmecTo, 8501, CrioseHis

Poamip cepii: 4.189 LUT

Lium nigTeepmkyto, U0 BULlEHaBeeHa iHtbopMallis € AOCTOBIPHOW Ta ToyHow. [JaHa cepia npoaykuii Byna supobnena
(BKNKOYao4N NakyBaHHs/MapKkyBaHHs!) | Npoilwna KOHTPONb SIKOCTI Ha BULLEBKa3aHilt ANbHULI B NOBHIM BigNoBigHOCTI i3
BUMOoramu GMP, BCTaHOBNEHWMU MicLeBuUM PEerynatopHuM opraHom, a TakoX Yy BIANOBIAHOCTI 40 cheuudikauii
peecTpaliiHoi  AOKyMeHTaUil, 3aTBepmkeHoi B Ykpaini Ans  [ocnigxyBaHoro nikapcbkoro 3acoby. [lpoTokonu
BUPOoBHMLTBA, NaKyBaHH: | KOHTPONS AKOCTI nepesipeHi i BignosigawoTs BUMoram GMP.,

Cepis BunyLeHa y BiANOBIAHOCTI i3 Aito4oio Bepcieto MKA UA/5026/02/01.

[ata Bunycky Ha puHok: Ocoba, signosigansHa 3a Bunyck N3 Ha putok
22.01.2025 Hina Kipap
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[atnit ceptudbikat aKocTi Mae enekTpoHHW nianuc. Hara apyky ceptudikary: 30.01.2025
CepTudikaT cTBOpeHo aBToMaTUYHO BanifoBaHoW0 KOMM'IOTEPHOI Nporpamoto SAP. CropiHka: 1/2




CEPTU®DIKAT AKOCTI
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KPKA, 4. a., Hoso mecto
YIPABIIHHA AKICTHO
lLmap'elwka uecta 6
8501 Hoso mecTo
CnoseHis

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

Kog Ne: 711047
®dpominia®, TabneTku BKpuTi NNiBKOBOK 060M0HKOI0, NO 250 mr Ne 14
KpaiHa-BupoBHuK: CnoeeHis
1 TabneTka, BKpUTa MNiBKOBOI 0BOMOHKOLO, MicTUTL 250 M KNapuTPOMIUUHY
nikapcbka coopma: TabneTku, BKPUTi NNiBKOBO 060MOHKOK
po3Mmip i TUN NakyBaHHs: 7 TabneTok y 6nictepi, no 2 6nictepu B KapTOHHIN Kopoobui
Howmep cepii: NN6953
[lata upobHuuTRa: 09.2024 I,DaTa 3aKiHUeHHs TepMiHy npuaaTHocTi: 09.2029
Ha3asa NoKa3HWKiB Cneuudikauis Peaynbtaty BUNpobysaHs MNp.*
Onuc OeanbHi onykni TabneTku 3nerka Binnosinae -
KOPUUHIOBATO-KOBTOrO KOMbOPY, BKPUTI MNIBKOBOIO
060NOHKOK
Brparta mMacu npu He Binblwe 6,0 % 3,3 -
sucywysanHi (1,0 r poarepTux
TabneTok NpoTaroM 3 roguH
npu Temnepatypi 110 °C'y
BaKyyMmi)
laeHTudikauis TuTady PoaunH HabyBag X0oBTOro 3aBapBneHHn - *1
piokcuay
|aeHTudikauis oxcuay 3asiaa BignoBigaHo A0 aHaniTUYHOT METoANKM - *1
XOBTOIO
|aeHTUdikaLin Uac yTpUMyBaHHsi Niky KNapuTpoMiluHy Ha Bianosinae -
KNapUTPOMILIMHY XpomaTorpami poauuHy 3paska Mae BinnosigaTv vacy
YTPUMYBEHHS MKy KIapUTPOMILHY Ha xpomatorpami
pO3YUHY cTaHaapTy
OpHOPIAHICTL A0308aHUX MpuiimansHe uucno (AV): He 6inbtue 15,0 1.5 =
OfMHULLL — OAHOPIAHICTEL Mack
CynyTHi AOMIlKK — OAUHUNHA He 6inbwe 1,0 % 0,27 -
[OMILUKa
CynyTHi AOMiLKK — Cyma He Binswe 3,5 % 0,67 -
KinbKicHui BMicT a5 - 105 % 8ig 3a3Ha4eHo! KINbKOCTI 100 -
KNapUTPOMILHY
Po3uuHeHHs kaputpomiuuty | He merwe 80 % (Q) 8if 3a3Ha4EHOT KirbKOCTI 99 -102 -
nipoTsrom 30 xsunuH
MikpoBionori4Ha aKicTb — He 6inbwe 1000 KYO s 11 0 *2
3aranbHa KinbKicTs aepobHux
mikpoopraHizmie (TAMC)
MikpoGionoriuHa aKicTb — He Ginbwe 100 KYO B 1T 0 2
BaransHa KinoKicTb
APIKAKOBUX Ta nNiceHesux
rpu6is (TYMC)
MikpoBionoriuHa aKicTb - BigcytHis 11 Bianosigae £2
Escherichia coli

Mp.* = Npumitka

*1 He pyTuHHWA MeTOg. BunpoBysakHa NPOBOAUTECA 1 pas Ha pik.
*2 sunpobyeaHHaA NPOBOAUTLCA signosiaHo Ao nporpamu (onucaxa 8 MK#)

[anwit cepTudikaT AKocTi Mae eneKTPOHKWIA nianuc.
CepTudikaT CTBOPEHO aBTOMaTUYHO BanifoBaHo KOMM HTEPHOK NPOrpamMoto SAP.

[Larta apyky cepTudikary: 30.01.2025
CropiHka: 2/2
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