TEPKJIIKCITY)XBA YKPAIHU
JIEP)KABHA CJYKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK

Npo siKiCTh BBE3€HOr0 B Y KpaiHy JikapcbKoro 3acody

20.11.2024 Ne 61608/24/26

ATOPUC®

(nalimenyBaHtist nikapcbkoro 3acoly 3riaHO 3 peecTpatlifiHuM MOCBIAYEHHSM)
Ta0/1eTKH, BKPHTI IUIIBKOBOIO 000/10HK0I0, 110 30MT, mo 10 Tabaerox y Gaicrepi; mo 3
OJsticTepu B KapTOHHiiT KOpoOILi

(¢opma Bunycky, 103yBaHHs, BUA MaKyBaHHs JIiKapcsKOTro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/8671/01/02 crpox nii peectpauiiinoro nocsinuenns HeOOMEKEHUH
Cepis nikapcbkoro 3aco6y Ne NN5521 KinbkicTs BBE3€HOTO JNiikapebkoro 3acoby 120

Bupobuuk KPKA, n.1., Hoso mecto, Ciosenis

(naiimeHyBaHs BUpOOHHKa Aikapchkoro 3acoby, kpaiHa NOXoMKeHHs)

CnisibHe ykpaiHcbko-ecToHCbKE NIANPHEMCETBO Y (popMi TOBaAPHCTBA
Bee3eno B Ykpainy 3 oOmeskenolo BixnopinanbuicTio ""Onrima-®apm, JITI", inenr. koa:
21642228

(Hafimenysanns Ta koa 3a €APTIOY opuanuHoi ocoGu abo npissuiue, iM's, 1o 6arbkosi Qizuunoi
ocobu - nianpuemus, il Micle NpoxKUBaHHS Ta peecTpauifiinii Homep o6ikoBOT KapTKH NAATHHKA
nozarkis abo cepis Ta HOMep nacnopra)

Mporokos Bisyansroro kontposmo sin 20.11.2024 Ne 3971/3.

3a  pesynbTaTaMu IEPKABHOTO KOHTPOMO BCTAHOBJIEHO, WO JHKApchkuj’ 3aci6 BBeseHo B VYkpaiHy 3

Muxona XOJIOAEHKO

ABHOTO KOHTPOJIIO) (nianuc) (iniuianwu Ta npizsuuie)




(T4 KRKN
CEPTU®IKAT SIKOCTI iﬁﬁié‘ﬂf‘unimgm

80501qu30 MLleCTO

NoBeHIA

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

Kop Ne; 7H9406

ATopuc®, TabneTku, BKpUTi NNiBKoBOI 060M0HKOI0, No 30 Mr Ne 30

KpaiHa-BMpOoOHUK: CrnoBeHisn

1 TabreTka, BKpUTa NMiBKOBOI 0GONOHKOI, MiCTUTL 30 Mr aTopBacTaTUHY Y BUrMIAAI aTopBacTaTUHY Kanbuito
nikapcbkka copMa: TabneTku, BKpuTi NNiBKOBOK 060NOHKOK

po3mip i Tun nakysaHHs: no 10 Tabnertok y 6nicrepi; no 3 6nicrepu y Kopooui

Homep cepii: NN5521

Jarta sypobHuuTea: 10.2024 I,D,aTa 3akiH4YeHHs TepMiHy npuaaTHocTi: 10.2026

PeecTpauiitte noceigyeHHs Ne:
UA - UA/8671/01/02

Haaga i agpeca BupobHuKa, BianoBigankHoro 3a BUnyck cepii: | fliLueHsis Ha BUpOGHULITBO Ne:
KPKA g.a., HoBo mecto 800-16/2024-4

LLimap’ewika uecra 6

Hoso mecTo, 8501, CnoBeHisn

Poamip cepii: 5.180 WUT

Lium niaTeepaxyio, WO BULiEHaBeAeHa iHGopMaLlist € [OCTOBIPHOK Ta TOYHOO. [aHa cepia npoaykuii 6yna supobneta
(BKNIOYAKOYM NaKyBaHHs/MapKyBaHHs) i MpoiLia KOHTPOMb AKOCTI Ha BULLIEBKa3aHIl OiNbHULI B NOBHI BigNoBiAHOCTI i3
BUMOramu GMP, BcTaHOBMEHWUMU MICLEBUM pETYNATOPHUM OpraHoM, & TakoX Y BignosigHocTi fo cneuudikauil
peecTpauiiiHoi  [oKymeHTalil, 3aTBepmxeHoi B YKpaiHi Ans pocnimkysaHoro fikapcbkoro 3acoby. [lpoTokonu
BUPOBHULITBA, MaKyBaHHS | KOHTPONS SKOCTI NepeBsipeHi i BiANOBiAaKTL BUMOram GMP.

Cepist BUNyLieHa Y BignosigHocTi i3 pitovoto Bepcieto MKA UA/8671/01/02.

[Lata Burnycky Ha pyUHok: Oco6a, BignosigansHa 3a Bunyck M3 Ha puHOK

28.10.2024 Hixa Kipap

Al .,
’ K//hi{/‘m"\“

/. Al e Lé%

[lata apyky cepTuddikaty: 06.11.2024

[aHuit cepTudikaT AKOCTI Mag eNeKTPOHHUIA niAnuc.
Cropinka: 1/2

CepTUdikaT CTBOPEHO aBTOMATUYHO BanifoBaHO KOMITIOTEPHOID NPOrpamoro SAP.




CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA, 4. a., Hoso MecTo
YMPABIIHHA AKICTHO
Umap'ewka yecra 6
8501 Hoso mecTo
CnoBeHis

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

Kopg Ne: 7H9406
ATopunc®, TabneTku, BKpUTI NNiBKOBOIO 060NOHKO10, 110 30 Mr Ne 30
KpaiHa-Bupo6HUK: CnoBeHis
1 TabneTka, BKpUTa NMiBKOBOIO 060NOHKO0, MiCTUTL 30 Mr aTopBacTaTMHY Y BUrNsiAi aTopBacTaTUHY kansuito
nikapcbka coopma: TabneTku, BKPUTI NNiIBKOBOIO OBONIOHKO
po3mip | Tun nakysaHHs: no 10 Tabnetok y 6nictepi; no 3 6nicrepu y kopobui
Homep cepii: NN5521
[Jata BupobHuuTea: 10.2024 |)ZlaTa 3aKiH4yeHHA TepMiHy npuaatHocTi: 10.2026
Haasa nokasHuKis Cneuundikauisn PesynbTaTy BunpobysaHb Mp.*
Onuc Bini abo malixe 6ini, kpyrmi, 3anerka onykni, BKpUTI Bignosinae -
NMiBKOBOK 0BONOHKOID, 3i CKOWEHOIO KPOMKOIO
TabneTku
OpHOPIAHICTb A030BaHUX MpuiimaribHe yucno (AV): He Ginbwe 15,0 3.7 -
OMHULL — OLHOPIAHICTL
BMICTY atopBacTaTudy
|aeHTUdIKaLis atopsacTatuHy | Hac yTpuMyBaHHA niky atopBactaTuHy Ha Bignosinae -
-BEPX XpomaTorpami posuuHy 3paska (SaS) mae signosigatu
yacy YTpUMyBaHHS NiKy aTopeacTaTuHy Ha
Xpomarorpami posumHy ctasgapty (SS)
laeHTUdbikauia atopsactatuHy | OCHOBHa NNsiMa Ha XxpomaTorpami posuuHy apaska - *1
- TWX (SaS) mae BignosiaaT OCHOBHIA NNAMI Ha
XpomaTorpami poauuHy ctasgapty (SS)
lpeHTUdiKaLis TUTaHY Po3unH HabyBae XoBToro 3abapBrieHHs - *1
Aiokeuay
CynyTHi qoMiwku — ATL1 He 6inbwe 0,2 % <= 0,10 -
CynyTHi fioMiwkn — ATN4,5 He 6inbwe 0,2 % <= 0,10 -
CynyTHi gomilk1 — ogunmyna | He Ginbwe 0,2 % <=0,10 -
HeigeHTUdikoBaHa JoMillka
CynyTHi JOMILLKY — cyma He Ginbwe 1,0 % <=0,10 -
3anuLiKkosui MeTaHon He 6insblie 3000 ppm - *1
Kinbkickuit BmicT 95,0 - 105,0 % sif 3a3Ha4eHol KifIbKOCTi 99,7 2
aTopsacTaTuHy
PoaunHeHHs aTopsacTaTuHy | He merwe 75 % (Q) sia 3a3HaueHol KiNbKocTi 98 -101 -
NpoTsroM 45 XBUIUH
MikpoGionoriuka axicTs — He 6inbwe 1000 KYOB 11 - 2
3aranbHa KinbkicTb aepobHUX
MikpoopraHismie (TAMC)
MikpoBionoriyHa akicTe — He Ginbwe 100 KYO B 11 - *2
SaranbHa KinbkicTs
LPDKAXOBUX Ta niceHeBnx
rpubis (TYMC)
MikpoBionoriyHa sKicTb - BigcytHiB 17 - *2
Escherichia coli

Mp.* = MpumiTka,

*1 He pyTuHHUI MeTog. BunpobyeaHHs npoBoauTsCA 1 pas Ha pik.
*2 BUNPOGYBaHHA NPOBOAUTLCH BIANOBIAHO JO nporpamu (onucaHa s MKH)

[laHuit cepTudikaT AKOCTi Mae eneKkTPOHHUIA nianuc.
CepTudikaT CTBOPEHO aBTOMATUYHO BaNi0BaHOK KOMN'IOTEPHOK NpOrpamMoto SAP.

DNata apyky cepTudgikaty: 06.11.2024
CropiHka: 2/2
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