AEPKABHA CJIY/KBA 3 JIIKAPCBKUX 3ACOBIB

TA KOHTPO.TIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
PO SIKiCTH BBE3EHOI0 B YKpaiHy JIiKapchKoro 3acody
18.10.2024 Ne 54729/24/26
HAJIT'E3IH®

(naimenyBanns nikapcbkoro 3acofy 3rifHO 3 PEECTpalifiHUM TOCBiTUeHHSM)
Ta0JIeTKH, BKPUTI ILTIBKOBOIO 060/10HK010, 110 275 Mr, mo 10 Taéierox y Gaicrepi; mo 1
OJiicTepy B KapTOHHIH KOpoOui

(dopma BumycKy, KO3yBaHHs, BHJ NAKyBaHHS JiKapChKoro 3acoby)
Howmep peecrpauiitnoro nocsinuenns UA/8938/01/01 crpox nii peectpauiiitoro nocsiauenns HEOOMEKEHMH
Cepisi sikapcebkoro 3aco6y Ne DE1921 KinbkicTb BBe3€HOTO Jlikapebkoro 3acoby 512

Bupo6Huk KPKA, n.1., HoBo mecto, CiioBeHis

(nalimenyBanHs BUPOOHHKa NiKAPCHKOro 3ac0o0y, KpaiHa MOXOMKEHHS)

Baeseno B Vkpaiy CninbHe ykpaiHchKo-eCTOHChKe MNPHEMCTBO Y (opmi
TOBapUCTBA 3 00Mexenolo BianoBigansHicTo ""OnriMa-Dapm,
JITA", inen. xon: 21642228

(naiimenysanus Ta kog 3a €JIPIIOY ropuumunoi ocobu abo npisuuie, iM's, 10 6aTEKOBI
(pizranol ocobu - nianpuemis, i MicLe NPOKMBAHHA Ta PEECTpaLiiHME HOMEp 06MIKOBOT
KapTKu MJIATHUKA NI0JaTKiB abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasuoro koutpomo ein 18.10.2024 Ne 3544/26.

3a pesymbTaTami JIepKaBHOTO KOHTPOJIO BCTAHOBNEHO, IO JIKAapCbKMH 3acid BBeseHO B VikpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA OO 3a6€3MeUeHHs AKOCTI JiKgPCHKUX 3ac00iB.

‘

Hauanpuux Miuxona XOJIOJJEHKO

(mocanosa ocoba opraty Iep:KaBHOTO KOHTPOJIO) (miznuc) (ininiamu Ta npissuiye)

MU



CEPTU®DIKAT AKOCTI

KPKA, a. 4., Hoso MecTo
YMNPABIIHHA AKICTHO

ilimap'eluka uecta 6
8501 Hoso mecTo
CnoseHis

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

Kop, Ne: 7G4162

KpaiHa-BupoBHuK: CnoseHis
1 TabneTka, BKpUTa NiBKOBOK O

Hanres3iH®, TabneTku, BKPUTI NNiBKOBOIO 060noHKo10, no 275 mr Ne 10

nikapcbka thopma: TabneTku, BKpUTI NNiBKOBOIO 06OSOHKOKO
po3mip i TUN nakysaHHsa: no 10 tabneTok y 6nictepi; no 1 6nicrepy B Kopooui

GONOHKO, MICTUTE 275 Mr HanpoKceHy HaTpito

Howmep cepii: DE1921

Jata supobHuuTea: 02.2024

lﬂaTa 3aKiHYeHHs! TepMiHY NpUAATHOCTI: 02.2029

PeecTpaLjiiite nocsigderHa Ne:
UA - UA/8938/01/01

KPKA n.4., Hoso mecTo
UWimap’clka uecta 6
Hoso MecTo, 8501, CnoBeHia

Haaga i agpeca BUpOGHMKa, BIANOBIAANBHOIO 32 BUNYCK cepii: |JliyeHsis Ha BUPOBHULITBO Ne:

800-13/2018-6

Poawmip cepii: 70.051 LIT

Lum migTeepaxylo, Wo BullleHaseneHa iHopMallisi € [JOCTOBIPHOIO T& TOYHOIO. [ana cepis npoaykuii 6yna supobnexa
(BKHOYaAKYUY nakysaHHsA/MapKyBaHHs) | NPOALING KOHTPONb AKOCTI Ha BULLEBKa3aHiiA AiNbHWLI B NOBHIl BignoBigHoCTI i3

sumoramn GMP, BcTtaHoBneHUMU

MiCLIeBM PErynsiTopHAM OpraHoM, a TakoX 'y signosiaHocTi Ao cneuudikadii

peecTpauiitHoi  AokymeHTauil, saTBepKkeHol B YkpaiHi Ana [[OCKImKyBaHOro nikapcbkoro 3acoBy. [TlpoTokonu
BUPOBHULTBA, NaKyBaHHs | KOHTPONA sKOCTI repesipeHi i BiAnosifatoTe BUMOram GMP.

Cepist BunyuieHa y gignosigHocTi ia aitodoto Bepcieo MKA UA/8938/01/01.

[lata BUMYCKY Ha PUHOK:
18.07.2024

Ocoba, BignosigankHa 3a Bunyck 13 Ha pyuHoK
Ten MNasniH

“oudiaT .

[aHuin cepTudikaT aKocTi mae eneKTPOHHUIA

nianue. [ata ApyKy cepTudikaty: 02.1 0.2024

CepTudikaT CTBOPEHO aBTOMaTU4HO Banifgo8aHo KOMN'IOTEPHOI NPOrpaMoio SAP. CropiHka: 1/2
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CEPTU®IKAT AKOCTI

KPKA, 4. a., Hoso mecto
YMPABIMIHHA AKICTHO
Limap'ewska uecra 6
8501 Hoeo mecTo
CnoBeHis

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

Kon No: 7G4162
Hanre3iu®, TabneTku, BKpUTI NMiBKOBOI 060M0HKO, No 275 Mr Ne 10
kpaiHa-Bupob6HUK: CrnoseHis
1 TabneTka, BKpUTa NNiBKOBOI 060NOHKOI, MICTUTL 275 Mr HanpokceHy HaTpito
nikapcbka hopma: TabneTku, BKpUTI NAiBKOBOK 060MOHKOH0
po3Mip i Tun nakysakHA: no 10 TaGnetok y 6nicrepi; no 1 6nictepy B Kopob6Li
Homep cepii: DE1921
[ata BupobHuuTea: 02.2024 !ﬂ.aTa 3aKiH4eHHs1 TepMiHy npuaaTHocTi: 02.2029
Ha3ssa nokasHukis Creundikauis Pesynstatu BunpobysaHb Mp.*
Onuc OsanbHi, anerka ABoonykni TabneTku, BKpuTi Bianosigae -
NIiBKOBOK 0GOIOHKOI, BNAKUTHOTO KONbopy
Mutome onTuyre obepraHHa | Big +61° go +68,5° 65,1 -
CynyTHi goMilku - oguHMyHa | He 6inbwe 0,2 % <= 0,05 -
CynyTHi AOMILLIKK ~ cyma He Binbwe 1,0 % <= 0,05 -
OpHopigHicTL Ao30BaHKWX 3HaveHHs npuiiMansHoro Yucna (AV) cknagae He 1,7 -
OOMHULL — OAHOPIAHICTL MacK | 6inblwe 15,0
laeHTUdIKaLin HaTpik BinnosigHo Ao aHaniTU4HOT MeToauKU Bignosigae -
IneHTUdbikauis iHavrokapmiy | OcHoBHa BnakuTHa nnsMa Ha xpomaTorpami posHUHY |- 1
- TWX 3paska Mae BignosigaTu 3a akayeHHam Rf ta
3abapBneHHaM MNAMi Ha XpoMaTorpami poauuHy
cTaHaapTy
lneHTudikauis — HanpokceHy | OcHoBHA NNsiMa Ha XpoMaTorpami po3uuHyY 3paska Bianosigae -
TWX (SaS) mae sinnosigatyv 3a sHaveHHsM Rf ta poamipom
nNAMI Ha XxpomaTorpami po3uuHy craHaapty (SS1)
Kinekicruit BmicT Hanpokceny | 95,0 - 105,0 % Bin 3a3HaueHOI KinbKocTi 99,7 -
HaTpi
Po3aynHeHHs HanpokceHy He merwe 80 % (Q) Bia 3a3Ha4YEHOT KiNbKOCTI 98 -102 -
HaTpito npoTarom 45 XxsunuH
Mikpo6ionoriyHa sKicTs — He 6inbwe 1000 KYOB 1T - *2
3aransHa KinbkicTb aepobHUx
MikpoopraHiamis (TAMC)
MikpobiorioriuHa sKkicTe — He Ginbwe 100 KYO B 1 1 - 2
3aranbHa KinbkicTs
APPKIKOBUX Ta NAICEHEBUX
rpubis (TYMC)
Mikpo6ionoriuHa sxicTs - BigcytHis 11 - *2
Escherichia coli

Mp.* = NpumiTka

*1 He pyTuHHWi metop. BunpoByBaHHs NposoauTscst 1 pas Ha pik.
*2 BunpobysaHHA NPOBOAMTLCA BIANOBIAHO 40 NporpaMu (onucaHa B MKS)

Hanuii cepTudikat SKocTi Mae enekTpoHHUIA nignuc.
CepTudpikaT cTBOPEHO aBTOMATU4HO BaANIZOBAHOIO KOMM'IOTEPHOK nporpamMor SAP.

[ara apyky cepTtudikaty: 02.10.2024
CropiHka: 2/2
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