JTEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
NpPO SIKiCTH BBE3eHOro B YKPpaiHy JiKapchbKOro 3acody

08.10.2024 Ne 52251/24/26

HNEHTHUJIIH

(naiiMeHyBauus Jikapchkoro 3acofy 3rifHO 3 peecTpalliiiHiM MOCBiAUEHHAM)
po3umH Aas in'exuiit, 100 mr/5 ma mo 5 ma (100 mr) B ammyJai, mo 5 ammya y 6uicrepi, mo 1
ouicTepy B KAapTOHHIH KOpoOIi

(popma Bunycky, K03yBaHHs, BU aKyBaHHA Jikapchbkoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/2694/02/01 crpox nii peectpauiiinoro nocsiguenss HEOOMEXCHMH
Cepis nikapcbkoro 3aco6y Ne A83681 KinbkicTh BBE3€HOTO J1iKapchkoro 3acoby 36

Bupo6uuk KPKA, n.1., Hoso mecto, CrioeHist

(naiiMenyBanHs BUpoGHHKa Jikapchbkoro 3acoby, kpaiHa NOXOIKEHHS)

CrninbHe yKpaiHChK0-eCTOHChKE MANPHEMCTBO Y ¢opMi TOBAPHCTBA
BaeseHo B Ykpainy 3 oOmexenoro sixnoBizansuicTio "OnriMa-®apm, JITH, inent. koa:
21642228

(naiiMenysaus Ta koj 3a CJIPIIOY 1opuauunoi ocobu abo npiseuiLe, iM'a, no 6aTskosi (izuunol
ocob¥ - mianpremis, ii Micue npoXxHBaHHA Ta peecTpaLiliHuii HoMep 06MiKOBOI KapTKH IIaTHHKA
nojarkis aGo cepis Ta HOMEp Macmnopra)

IpoTokon Bisyansnoro kourposo Bin 08.10.2024 Ne 3386/22.

3a pesyNbTaTaMH [EP)KABHOTO KOHTPONIO BCTAHOBJEHO, 1O Jikapchkuil 3aciG BBeseHO B VkpaiHy 3
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KPKA, a. o., HoBo mecTo
CEPTUDIKAT AKOCTI YNPABHIHHA SKICTIO

Umap'ewwka yecra 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7G8191

AEHTWUNIH, po3uunH ans iH’ekuin, 100 mr/5 mn Ne 5

KpaiHa-BUpoOHUK: CrnoBeHis

1 Mn po34uHy AnA iH’ekuin Mictutb 20 Mr neHToKcUiniHy

nikapcbka hopma: po3uuH Ans iH’ekUin

poswmip i TMn nakysaHHsi: no 5 mn (100 mr) B amnyni; no 5 amnyn B 6nicTepi; no 1 6nictepy B kopobui
Howmep cepil: A83681

[ata BupobHuuTea: 06.2024 |,D,aTa 3aKiHYeHHs TepMiHy npuaaTHocTi: 06.2029

Peectpauiite noceigyexHs Ne:
UA - UA/2694/02/01

Hassa i agpeca BupobHUKa, BignosigansHoro 3a Bunyck cepii: |JliueHsis Ha BupobHuLTeo Ne:
KPKA a.a., Hoso mecTo 800-13/2018-6

WmMap’ewka yecra 6

Hoso mecto, 8501, CnoBeHin

Poamip cepii: 3.000 LUT

Unm nigTeepmxyio, Wo BUlleHasefeHa iHdbopMallis € gocTosipHo Ta TouHow. [ana cepisi npoaykuii Oyna supobrieHa
(BKNOYaYX NakyBaHHsA/MapKyBaHHS) | NpoiLLa KOHTPOMb AKOCTI Ha BULLEeBKasaHii OinbHWALI B NOBHIM BignosigHoOCT i3
BUMoraMu GMP, BCTaHOBMEHWMK MICLEBUM pEerynaTtopHiUM OpraHoM, a TakoX Y BignosigHocTi Ao crneuudikadii
peecTpauiiHoi OoKymeHTauil, 3aTBepmxeHoi B Ykpalhi anst pocnimxysaHoro nikapcbkoro 3acoby. [lpoTokonu
BUpOBHULTBA, NakyBaHHS | KOHTPOMS AKOCTI nepesipeHi i BignosigaoTs Bumoram GMP.

Cepist BunyuieHa y BignosigHocTi i3 gditovoto Bepcieto MKA UA/2694/02/01.

[lata BUAYCKY Ha PUHOK: Ocoba, BignosigancHa 3a Bunyck J13 Ha puHok
02.08.2024 MineHa XuraHte
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HaHui cepTudikaT SKOCTI Mae enekTpoHHWI nignuc. [ara apyky ceptudikary: 19.09.2024
CepTudikaT cTBOPEHO aBTOMaTUYHO Banif0BaHO KOMN'loTEPHOK NporpaMoto SAP. CropiHka: 1/2
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CEPTU®DIKAT AKOCTI

KPKA, a. a., Hoso mecTo
YIPABNIHHSA AKICTHO
Wmap'elka yecta 8

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Kog Ne: 7G8191
NMEHTUNIH, po3uKrH onAa iH’ekuit, 100 mr/5 Mmn Ne 5
KpaiHa-Bupo6HuK: CrioseHis
1 Mn po3uuHy AN iH'€KUiNA MICTUTL 20 Mr neHToKCcUDiNiHy
nikapcbka popma: po3yuH Ans iH’eKLiin
PO3Mip i TR NaKyBaHHA: Mo 5 mn (100 Mr) B amayni; no 5 amnyn 8 6nicTtepi; no 1 6nicrepy 8 Kopobui
Homep cepii: A83681
[ara supobruursa: 06.2024 IﬂaTa 3aKiH4eHHs! TEpMiHY NpUaaTHOCTI: 06.2029
Hassa nokaaHwkis Cneuundikauis Peaynbratii BUNPobyBaHb Mp.”
Onue Mposopuit GeabapBHUl PO3YUH, NPAKTUYHO 6ea Bignosigae -
BUAMMUX HaCcTOK
06'eM, L0 BUTAraETbCA He menwe 5,0 ma 5.0 -
[MpoaopicTb i CTYNiHG PoauuH Ans iH'exuiit mae ByTu Npo3opum Bignosinae -
KanamyTHOCTI piayH
3HavyeHHs pH 6,0 - 8,0 6,7 -
|aeHTudikauis OcHOBHa NNSMa Ha XpoMaTorpami posyuHy 3paska Bignosinae -
nenTokcudininy — TLUX (SaS) mae sinnosinaTk 3a 3HAYEHHAM Rf, poamipom i
3abapBneHHAM NNAMI Ha XpomaTorpami posduHy
cTaHpapTy (SS)
CynyTHi AOMilLIK/ —TeoBpomin | He 6inbwe 0,3 % <= 0,05 -
CynyTHi [OMILIKY — OAUHUYHA He Ginbwe 0,1 % <= 0,05 -
HeifeHTUikoBaHa CynyTHA
foMilka
CynyTHi AOMILLKK — CyMa He 6Ginbwe 0,3 % <= (0,05 -
HeifeHTUDIKoBaHUX CYnyTHIX
[JOMILLOK
MexaHiuni kniouenHs MeToa | He Ginblwe 6000 yacTuHoK 8 amMnyni 34 -
I: yacTuHKU 2 10 MKM
MexaHiuHi skiodeHns Meton | He Ginslwe 600 yacTUHOK B amnyni 1 -
I: yacTUHKK 2 25 MKM
KinbkicHut BMmicT 95,0 - 105,0 % Bin 3a3Ha4eHOi KinbkocTi 99,2 -
nexHTokcudinivy
CTepunbHicTb Po3unH gns iH'ekuin Mae 6yTi CTEpUNLHUM Bignosigae -
BaxTepianbHi eHAOTOKCUHY He GinbLue 0,29 MO/Mr reHTokcndiniHy < 0,063 -

Mp.* = MNpumitka

[aHuit cepTudikaT akocTi Mae eneKTPOHHWA nianuc.
CepTudpikaT CTBOPEHO aBTOMaTUHO BanigoBaHo KOMN'IOTEPHOK NPOrpamoto SAP.

[laTa Apyky cepTudikaTy: 19.09.2024

Cropitka: 2/2
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