JEPIKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

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

BUCHOBOK
PO SIKICTh BBE3€HOr0 B YKpaiHy JiikapcbKoro 3acody

27.11.2024 Ne 63473/24/26

ATOPUC®

(HaiimetiyBaiiist AiKapeLKoro 3acofy 3rifHo 3 peectpaililiinM NoCBiIYeHHAM)
TabJeTKH, BKPUTI MJIIBKOBOIO 060/10HK010, 10 30 Mr; no 10 Tabaerok y 6aicrepi; mo 9
gJicTepiB B KApTOHHIH KOpoOui

(¢popma Bumycky, 103yBaHHs, BHI MTaKyBaHHS JiKapchkoro 3acoby)
Homep peectpauiiinoro nocsizuenns UA/8671/01/02 crpox it peectpauiitnoro nocsinuenns HEOOMEKESHUN
Cepis nixapcbkoro 3aco6y Ne NN5576 KinbkicTs BBe3€HOrO Nikapchkoro 3acoby 48

Bupo6ruk KPKA, n.1., HoBo mecto, CrioBeHist

(HaliMeHyBanHs BUpOOHMKA JiKapcbkoro 3acoly, KpaTHa NOX0VKEHHS)

Beesero 8 Vkpaiuy CnisibHe yKpaiHChKO-€CTOHCHKE MIXNPUEMCTBO y (opMi TOBApHUCTBA
3 oOmekeHoro BianmosinaasHicTio "Onrima-®apm, JITA", inenr. kon:
21642228

(naitmenysanits ta koa 3a €JIPIIOV iopuanunol ocobu abo npizsuile, iM'a, no 6aTbkoBi (isnyHOT
ocolHu - nianpuemits, 1i Miclie TpokMBaHHs Ta peecTpauiituii Homep 061iKoBOT KapTKH NAATHNKA
nonarkis abo cepist Ta HOMEp nacrnopra)

IpoTokon BizyanbHoro xourposio sig 27.11.2024 Ne 4081/7.

3a pesyabTaTaMM [AEpKABHOMO KOHTPORIO BCTAHOBJICHO, 10 Jikapcbkuit 3aci® BBeeHO B VYkpalHy 3
AOTPHUMAHHAM. B

3aKOHONABCTBA OO 3a6e3neuents AKOCTi JiikapeBkuXx 3acobiB.
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(T4 KRKN

KPKA, 4. a., Hoso mecto
CEPTUDIKAT AKOCTI YNPABHIHHS AKICTIO

limap'ewwka tecta 6

8501 Hoeo mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7TH9407

Atopuc®, TabneTku, BKpUTi NniBkoBolo 060n0oHKoko, no 30 mr Ne 90

KpaiHa-BUPOOHUK: CrioBeHin

1 TabneTka, BKpUTa NNiBKOBOI 06OMOHKOO, MiCTUTL 30 Mr aTopBacTaTUHY Y BUIMAAi aTopeacTaTUHY kanbuilo
nikapcbka hopMma: TabneTku, BKpUTI NNiBKOBOIO 060MOHKOIO

po3mip i TUN nakysaHHs: no 10 Ta6neTok y 6nicTepi; no 9 Gnicrepis y kopobui

Homep cepii: NN5576

[ara supobHuyrea: 10.2024 |D,aTa 3aKiHyeHHs TepMiHy npuaaTHocTi: 10.2026
PeectpauiiiHe noceigueHHs Ne:

UA - UA/8671/01/02

Hasga i agpeca BUpobHUKa, BiAnosigansHoro 3a sunyck cepii: | JlieHsis Ha BupoBHULTBO Ne:
KPKA p.a., HoBo mecTto 800-16/2024-4

LlLmap’ewka yecrta 6

HoBo mecTo, 8501, CrioBeHis

Poamip cepii: 8.645 LUT

LiuM nigTBepaxyto, WO BULieHaBeeHa iHpopMaLis € [JOCTORIPHOIO Ta TouHow. [laHa cepisi NPoAYKLIT 6yna BupobneHa
(BKMKOYAKOUM NaKyBaHHs/MapKyBaHHs) i NPOWALLNA KOHTPOMNb AKOCTI Ha BULLeBKa3aHi AinbHWLI B nosHilt BignosigHocTi i3
BuMoramu GMP, BCTaHOBMEHUMU MIiCLEBUM peryfisiTopHUM OpraHoM, a TakoX Y BiAnosigHoCTi o cneumndikayil
peecTpaliiiHoi  AoKyMmeHTaLii, 3atBepikeHol B YkpaiHi ans 4OCHiAKyBaHOro nikapCkKOro 3acoby. [poTtokonu
BUPOBHULITBA, NaKyBaHHA | KOHTPONS AKOCTI NepesipeHi i BianosigawTs BUMoram GMP.

Cepis BunyLeHa y BignosigHocTi i3 gitouoio Bepcieto MKA UA/8671/01/02.

[aTta sBUNycKy Ha pUHOK: Ocoba, BignosigansHa 3a Bunyck 13 Ha puHOK
28.10.2024 Hina Kipap
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[laHuil cepTudikaT SKOCTi Mae eneKTPOHHWIA NiANKUC. ﬂaTa’apyKy cepTudikarty: 13.11.2024
CepTudikaT CTBOPEHO aBTOMAaTUYHO BaNif0BaHOK KOMN'IOTEPHOK NPOrpamoio SAP. Cropinka: 1/2

In awn 0507 Gy LA /7‘%



CEPTUDIKAT AKOCTI

KPKA, &. a., Hoso MecTo
YNPABNIHHA AKICTHO

LWmap'ewka uecra 6
8501 Hoso mecTo
CrioBeHis

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

Koa Ne: 7H9407
ATtopuc®, TabneTku, BKpUTi NniBKkoBoto o6onoHkoto, no 30 mr Ne 90
KpaiHa-BUpoGHUK: CnoseHin
1 TabneTka, BKpMTa NMiBKOBOK 060NOHKOI, MicTUTL 30 Mr aTopBacTaTUHY Y BUrNAAi aTopBacTaTUHY Kanbuilo
nikapcbka ¢opma: TabneTku, BKpUTI NIIiBKOBOIO 060JIOHKOKO
po3Mip i Tun nakyeaHHs: no 10 TabneTok y 6nicrepi; no 9 énicrepis y kopobui
Homep cepii: NN5576
Oata supobHuuTea: 10.2024 |,£1a'ra 3aKiH4eHHa TepMiHy npuaaTtHocTi: 10.2026
Hassa nokaaHukis Crneundikauis PesynbTaTy BUNpobysaHb Mp.*
Onuc bini abo maltxe 6ini, Kpyrni, anerka onywni, BKPUTI Bignosipae -
NNiskoBoK 06OMNOHKOLO, 3i CKOWEHO KPOMKO0
TabneTkv
OpHopigHicTL 4030BaHUX MpuitmansHe Yucno (AV): He Ginbwe 15,0 3,7 -
OOMHULL — OAHOPIOHICTB
BMICTY aTOpBaCcTaTUHY
laeHTuUdikalis atopeacTaTiHy | Yac yTpuMyBaHHSA Miky atopsactaTuHy Ha Bianosinae -
- BEPX XpomaTorpami poauuHy 3paska (SaS) mae signosigatu
Yacy yTpUMyBaHHS NiKy atopsactaTuHy Ha
XpoMaTorpami posyuHy cradaapty (SS)
laeHTuUiKauis aTopeacTaTuiy | OcHOBHA NNsiMa Ha XpomaTorpami po3uuHy 3paska - "
~TWX (SaS) mae BinnoBigaTh OCHOBHIV NNAMI Ha
XxpomaTorpami posuuHy cTasgapty (SS)
laeHTudikauia TuTaHy Po3aunk Habysae xosToro aabapsrieHHs - 1
diokcugy
CynyTHi gomiwku — ATL1 He 6inbwe 0,2 % <=0,10 -
CynyTHi fjomiwku — ATN4 5 He 6inbwe 0,2 % <= 0,10 -
CynyTHi gomilwku — oauHuaHa | He Ginswe 0,2 % <=0,10 -
HeigeHTUdikoBaHa JOoMiLLKa
CynyTHi AOMiLLKu — cyma He 6inbwe 1,0 % <= 0,10 -
3anuuxosui metaHon He 6Ginbiue 3000 ppm - *1
KinbkicHui BMicT 95,0 - 105,0 % Bif 3a3HaueHol KinbKoCTi 99,7 -
aropBacTaTuHy
PoauunHeHHs atopsacTtatuHy | He meHwe 75 % (Q) 8in 3a3HaueHo! KiNbKocTi 98 -101 -
npoTArom 45 XBUNUH
MikpoGionoriyHa sakicTs — He 6inbwe 1000 KYOB 11 - %2
3aranbHa KinbkicTb aepobHUX
MikpoopraHiamis (TAMC)
MikpobionorivyHa sKicTb — He 6inbwe 100 KYOB 1T - 2
3aransHa KinbKicTb
OPDKIDKOBWX Ta nniceHeBux
rpubis (TYMC)
MikpobiosioriuHa akicTs - BincytHis 11 - *2
Escherichia coli

Mp.* = MpuMiTka

*1 He pyTuHRWI MeTog. BunpobysaHhs npoBoauThes 1 pas Ha pik.
*2 BuUnpoBYBaHHA NPOBOAUTLCS BigNOBIAHO B0 Nporpamu (onucaxa B MK5)

[lanuit cepTudikaT SKOCTI Mae enekTpoHHWI Nignue.
CepTudikaT CTBROPEHO aBTOMATUYHO BarifoBaHO KOMN'IoTepHOW Nporpamoio SAP.

[ata apyky ceptudikaty: 13.11.2024
CropiHka: 2/2
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