AEPIKABHA CJIYKBA 3 JIIKAPCHKNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
1PO SIKICTH BBE3EHOI0 B Y KpaiHy JiKkapebKoro 3acoby

17.02.2025 Ne 7060/25/26

ATOPHUC®

(naiimenysaits nikapenkoro 3acoby 3rifno 3 peccrpautifii 1OCBLAYCHHSM)
Ta0JIETKH, BKPHTI INIIBKOBOIO 060Js101K010, 10 10Mr, 110 10 Tabuerox y GusticTepi; mo 3
OaicTepn y kapronuiii kopo6ui

(thopma Burycky, no3yBaums, BUA NaKkyBanis Aikapcbkoro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/5302/01/02 crpox nii peectpauiiinoro nocsinuents HeOBMeKEHMH

Cepis nikapcbkoro sacoby Ne DE9315 KinbxicTs BBesenoro nikapeskoro sacoby 2040
Bupo6uuk KPKA, 1.1, Hoso mecro,, Croseis

(HaiimenyBanns BupodHuKa Rikapehkoro 3acoby, kpaina NoxXoKeHHs)

Crisibnie ykpainenko-ccroncb ke HUIPHEMETBO Y (pOPMi TOBApHCTBA
Baesero B Vkpainy 3 0OMCIKEHOI0 BIANOBIAANLHICTIO "Onrima-Mapm, JIT", inenr. kon:
21642228

(naiimenysaris ta kot 3a €JIPTIOY 10puanunot oco6u abo npissuule, iM's, no Garbkoni disuuioi
0cobu - nianpuesit, 1T Micue HpomkuBaitis Ta peccrpattiimii Homep o6nikoBOT kapTIH HaTHIKA
nojarkin abo cepist ta Homep nacriopra)

IpoToxoun Bisyassuoro konrposo sin 15.02.2025 Ne 437/01.10-25/6.

3a pesynabTataMu  IEPKABHOIO KOWTPOJIIO  BCTAHOBJIEHO, MO  JiKapchkuil  3aci6  Beeseno B YipaiHy 3
OJOTPHMAHHSAM BUMOT 3aKOHONABCTRA ono 3abe3neuens sKocTi nil<ap101;k‘i1x/;1aco6irs.

Muxkona XOJIOJJEHKO

it ) o L o5 % .
Ay ACPKABHOTO KANTPOSIO) (niznuc) (iniuianu ra npissuime)

(nocanosaiocoba opi




KRIKKA

KPKA, 4. a., Hoso mecTo
CEPTUDIKAT AKOCTI YNPABHIHHS SIKICTIO
Limap'ewka uecta 6
8501 Hoeo mecTo
CnoBeHist
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Koa Ne: 711678

ATopuc®, TabneTku, BKpUTi NniBkoBoto 06onoHkKolo, o 10 mr Ne 30

KpaiHa-BMpo6Huk: CnoseHin

1 TabneTka, BKPUTA NNiBKOBOK 060MOHKOI, MiCTUTEL 10 M aTopBacTaTUHY Y BUFIAAI aTOPBAcTaTUHY Kanbuito
nikapcbka chopma: TabneTku, BKpUTi NNiBKOBOI 000MIOHKOK

poamip i Tun nakysaHHs: no 10 Tabnertok y 6nicTepi; no 3 6nictepy y kopobui

Homep cepii: DE9315

[arta svpoBruuTea: 12.2024 [,ElaTa 3aKiHYeHHs TepMiHy npuaatHocTi: 12.2026

PeectpauiviHe nocsinyerHs Ne:
UA - UA/5302/01/02

Hassa i agpeca BMpoBHUKa, BiANOBIAANLHOrO 3a BUMNYCK cepil. NiueHsis Ha BUpoBHULTBO Ne:
KPKA a.a., HoBo mecto 800-16/2024-4

lLimap’ewka yecta 6

Hoeo mecTo, 8501, CnoBeHisn

Poamip cepii: 42.240 LWUT

Lum niaTRepmxylo, WO BUlleHaBeeHa iH(opMaLlis € JOCTORIPHOW Ta TouHoto. [lana cepis npoaykuii 6yna supobneHa
(BKIMIOYEI0MY NaKyBaHHS/MapKyBaHHSA) i NpoMLLING KOHTPOMb SKOCTI Ha BULEBKa3aHIi AinbHULI B NOBHIK BifnosigHoCTI i3
BUMOramMu GMP, BCTAHOBMEHWMW MICUEBUM peryrsTOpHUM OpraHoM, a Takox Yy BignosigHocTi o cneuwndikallii
peecTpauiiHoi  [lokymeHTauii, 3aTeepmxeHoi B YkpalHi AnNg A0CAiAXYBaHOro NikapCekoro 3acoby. [lpoTokonu
BUPOBHULTBA, NakyBaHH | KOHTPONSA SIKOCTI NepesipeHi i BianosigaTL BumMoram GMP.

Cepis BunyiieHa y signosigHocTi i3 aitouoto Bepciero MKA UA/5302/01/02.

[aTa sunycky Ha puHok: Ocoba, BignosigantHa 3a Bunyck /13 Ha puHok
07.02.2025 Angpes Ceniua
y

(o
-
o/

Bx-ap & 9t70 Bep A3 Ol ROLL %/

DaHuit cepTudikaT AKOCTi MaE eNneKTPOHHIIA (ﬁanmc Lara apyky cepTudikaty: 10.02.2025
CepTudhikaT CTBOPEHO aBTOMaTUYHO BaniAoBaHO KOMN'IOTEPHO NPOrpamoto SAP. Cropinka: 1/2




CEPTU®DIKAT AKOCTI

KPKA, a. a., Hoso mecTo
YMPABJIIHHA AKICTHO

Wmap'ewka LecTa 6
8501 Hoso mecTo
CnoeeHis

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

Kopn Ne: 711678

Atopuc®, TabneTku, BKpUTi NNiBKkoBOK 06GonoHkoto, no 10 mr Ne 30
KpaiHa-Bupo6Huk: CrioBeHis
1 TabnieTka, BKpUTA NNiBKOBO 060MNOHKOI, MicTUTL 10 Mr aTopBacTaTUHY Y BUrNsAi aTopBacTaTuHy KanbLUito
nikapckKa thopMa: TabneTku, BKPUTI NNiBKOBOI 060/10HKOO
po3mip i TMN nakysaHHs: no 10 TabneTtok y 6nicrepi; no 3 6nicrepu y KopoGui

Homep cepil: DE9315

[aTa BupobHuyTea: 12.2024

I,[laTa 3akiHYeHHs TepMiHy npuaaTHocTi: 12.2026

HasBa rokasHukis Cneuudikauis PesynbTatyt BUNpobysaHb MNp.*
Onuc Bini, Kpyrni, TPOXu BUNYKNI, BKPUTI NNIBKOBOKO Bianosinae -
oBonoHKoK TabneTku
OnHOPIAHICTE A030BaHUX MNpuimansHe vucno (AV): He Binswe 15,0 2,6 -
0AMHULb — OAHOPIAHICTL
BMICTY aTopBaCTaTUHY
lneHTUdikalia atopeacTaTuHy | Yac yTpuMyBaHHs Miky atopsactaTuHy Ha Bignosinae -
-BEPX XpomaTorpami po3uuHy spaska (SaS) mae signosigaTtu
Yacy yTpuMyBaHHS Miky atopsactaTuHy Ha
xpomaTorpami posyuHy crarfapty (SS)
laeHTUdIKaLis atopsacTaTuHy | OCHOBHa NNAMa Ha XpomaTorpami po3uuHy apaska - 1
- TWX (SaS) mae BignoBIAATU OCHOBHIN NNAMI Ha
XxpomaTorpami posuuHy crangapry (SS)
laeHTudikauis Tutany PoaunH HabyBae xoBTOro 3abapsneHHs - 1
fiokcuay
CynyTHi aomilku — ATN1 He 6inbwe 0,2 % < 0,05 -
CynyTHi goMiku — ATN2 He 6inbwe 0,2 % < 0,05 -
CynyTHi aomiwku — ATN4,5 He Ginbwe 0,2 % 0,08 -
CynyTHi gomiwikn — ATN12 He 6insbuwie 0,2 % < 0,05 -
CynyTHi gomiwku —ATN13 He 6Ginbiwe 0,2 % < 0,056 -
CynyTHi gomiluku ~ ATN14 He 6inbwe 0,2 % < 0,05 -
CynyTHi gomiwkn — ATN15 He 6inbwe 0,2 % < 0,05 -
CynyTHi somiwkm — ATN16 He Ginswe 0,2 % 0,05 -
CynyTHi gomiwku — ATLA1 He 6inbwe 0,2 % < 0,05 -
CynyTHi AoMilLKkK — oauUHWYHa | He Binbwe 0,2 % 0,05 -
HeifeHTUdIKoBaHa AOMiILIKa
CynyTHi AOMILLKW — cyma He 6inbwe 1,0 % 0,18 -
KinbKicHuiA BMIiCT 95,0 - 105,0 % Bifg 3a3Ha4eHol KiNbKoCTi 99,7 -
aTopBacraTuHy
Po3uuHeHHs aTopsacTatuHy | He mewiue 75 % (Q) Bia 3asHaueHOi KinbKocTi 98 -103 -
nporsarom 30 XBUNUH
MikpoBionoriuHa AkicTe — He 6inbwe 1000 KYOB 1T - 2
3aranbHa Kinekictb aepoBrux
mikpoopraniamis (TAMC)
MikpobGionoriuHa aKicTs — He Ginblwe 100 KYO B 11 - *2
3aransHa KinbkicTb
APPKIKOBUX Ta NNiceHeBux
rpubis (TYMC)
MikpobionoridHa skicTh - BiacytHiB 11 - *2
Escherichia coli

Mp.* = Npumitka

*1 He pyTuHHUiA MeTog, BunpobysaHHs nposoauTbes 1 pas Ha pik.
*2 BUNPOBYBaHHA NPOBOAUTLCA BIAMNOBIAHO f10 Nporpamu (onucaHa B MKSA)

[aHui cepTudikat aKkocTi Mae eneKkTpoHHWiA nignuc.
CepTudikaT CTBOPEHO aBTOMATUHHO BanifJOBaHOI0 KOMM'IOTEPHOK NPOrpaMoto SAP.

[ata apyky ceptudikaty: 10.02.2025
CropiHka: 2/2
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