AEPKABHA CJIY/KBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI

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

BUCHOBOK
Npo AKiCTbh BBE3¢HOro B YKpainy JikapchbKkoro 3acody

29.01.2025 Ne 3768/25/26

AMITPWI®

(HaitMeHy BAHIA TIKAPCLKOTO 3acoBy 3ri/HO 3 peeCTpallifHIM NOCBIAYCHHM)
Tabaerku no 2,5 mr, no 10 rabéaerox y 6Jicrepi, no 3 6aicrepu y kapronuii xopooui

(opma Brnycky, 103y BaHHs, B NAKYBaHis TIKAPCLKOro 3ac00y)
Homep peectpauiiinoro nocsinuenns UA/4903/01/02 crpox aii peectpauiitvoro nocsinuetns HEOOMEKEHHH
Cepis nikapcbkoro 3acofy Ne NN6305 KinbkicTs BBe3eHOr0 nikapcbkoro sacoby 720

BupoGHui KPKA, n.x1., Hoso mecro, Criosenis

(naiiMenysantis Bupolurka AikapehbKoro 3acofy. kpaiHa NoxXoKels)

BeeseHo B Ykpaiuy CnijibHe yKpaiHChKO-eCTOHChKE MANPHEMCETBO Y (popmi
TOBAPHCTBA 3 00Mekenol0 Bianopiaaabuictio "Onrima-Mapm,
JITA", inenT. kox: 21642228

(naitmenysanus ta koj 3a CAPTIOY 1opuamuiiol ocofu abo npizsunie, im's. no Garskosi
(Giznanol ocobu - niurpUeMit. 1T Miclie NpoKUBaNs Ta pecerpauiitnmii nomep obnikosof
KaPTKH NaTiiMia nofarkis abo cepist ra Homep nacnopra)

Nporokon BisyanbHoro kourposio sin 29.01.2025 Ne 146/01.10-25/5.

3a pesynbraTamMu  ACPKABHOIO KOHTPOMIO BCTAHOBJIEHO, 1UO JIiKAapChKMii 3aci® BBeseHo B Ykpainy 3

AOTPHUMAHHSAM BUMOr 3aKOHONABCTBA L1040 3a0e3MneueHHs AKoCTi ﬂil())CbKl'iX 3acofiB.

o

Havanenuk - /%; ’ Mukona XOJIOJIEHKO
(rocajiona 0co6a oprairy ACPKABHOTO KOUTPONO) {nianuc) (ininiany ra npizpunie)

M.IL



KPKA, a. 4., Hoso MecTo
CEPTUDIKAT AKOCTI YMPABIHHA AKICTIO
Wmap'ewka uecta 6
8501 Hoso MecTo
CrioseHis
Ten.: +386 7 3312 111
En. nowrta: info@krka.biz

Kop Ne: 7H0836

Amnpun®, tabneTku no 2,5 Mr Ne 30

kpaiHa-Bupo6HUK: CrnoseHis

1 TabneTka MicTUTb 2,5 Mr paminpuny

nikapckka copma: Tabnerku

po3mip | Tun nakysaHHsa: no 10 Tabnetoky GnicTepi, no 3 GriicTepy y KapTOHHIN Kopobui

Howmep cepii: NN6305

[ata supobruyrsea: 11.2024 maTa 3akiHueHHs TepMiHy npugaTHocti: 11.2027
PeecTpauiiiie nocaigyeHHs Ne:

UA - UA/4903/01/02

Hassa i anpeca BupoBHuka, BiANOBIAANLHOMO 3a BUNYCK cepil: |JliueHsia Ha BUpOBHULTBO Ne:
KPKA n.a., HoBo MecTo 800-16/2024-4

ILmap’eluka yecra 6

Hoeo mecTo, 8501, CnoBeHiA

Poamip cepii: 5.145 WUT

Lium nigTeepaxyto, WO BUlLleHaBeneHa iHbopmaLlis € [OCTOBIPHOIO Ta TOYHOH. [aHa cepia npoaykuii 6yna supobniexa
(BKNtOYAKOYM NaKyBaHHS/MapKyBaHHS) i npolLwna KOHTPonb AKOCTI Ha BULLEBKA3aHil AiNbHWL| B NOBHIA BiANOBIAHOCTI i3
BuMoramu GMP, BCTaHOBMEHUMUM MiICUEBUM PETYNATOPHAM oOpraHoM, a TakoX Yy BignosigHocTi Ao cneundikauii
peecTpaUiiiHoi  fokymeHTaLil, 3aTBepmKeHoi B YkpaiHi ans [OCHiAXKYBaHOTO  JiKapCHKOro 3acoby. [lpoTokonu
BUPOGHULITBA, NaKyBaHHS | KOHTPONA AKOCTI nepesipeHi i BignosinaloTs BuMoram GMP.

Cepis BUnyweHa y BiAnoBigHOCTI i3 Aitoyoto Bepcieto MK UA/4903/01/02.

[laTa Bunycky Ha pUHOK: Ocoba, BinnosinansHa 3a sunyck N3 Ha puHoK
16.12.2024 Angpes CeHiua
&

.

wp . A o]

Danuit cepTudikaT AKOCTI Mae enexkTPOoHHNA nignue. Dara apyky ceptudikaty: 09.01 2025
CepTudikaT CTBOPeHO asToMaTUiHO BaNifOBaHOK KOMM'KOTEPHOK Nporpamoto SAP. Cropitka: 1/2




KPKA, 4. a., Hoso mecTo
CEPTUDIKAT AKOCTI YNPABIHHSA AKICTIO

Wwmap'ewka uecra 6

8501 HoBo mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Kog Ne: 7H0836

Amnpun®, Tabnetku no 2,5 mr Ne 30

KpaiHa-BMpo6HUK: CrioBeHin

1 TabneTka MicTUTb 2,5 Mr paminpuny

nikapcbka popma: Tabnerku

po3mip i Tun nakyBaHHA: no 10 TabrneTok y 6nictepi, no 3 6nicTrepu y KapToHHIN Kopobui

Homep cepii: NN6305

[ara supobruurea; 11.2024 |,L'1aTa 3aKiHYeHHA TepmiHy npuaartHocTi: 11.2027

Haasa nokasHukis Cneuundikauis Peaynstath BUnpobysaHb Mp.*

Onuc OBanbHi, nnocki Tabnetkun 6e3 66010HKU XOBTOrO Bignosinae -
Konbopy

OpaHopigHicTb A030BaHKX 3HaueHHs nNpuitMansHoro Yucna (AV) cknapae He 75 -

OAWHULbL — OAHOPIAHICTD 6inbwe 15,0

BMiCTY paminpuny

lneHTudikauis paMinpuny — Yac yTpumyBaHHS NiKy paminpuny Ha xpomarorpami Bianosinae -

BEPX po3uuHy 3paska (SaS) mae signosinaTu vacy

YTPUMyBaHHs niky paminpuny Ha xpomatorpami
pO34yuHy cTaHpapty (SS)

CynyTHi goMikn — aomiuika A | He 6inbwe 0,5 % <= 0,05 -
CynyTHi goMiliku — gomiwika B | He 6insbwe 0,5 % <= (),05 -
CynyTHi pomiwku — gomiwka | He Ginbwe 0,5 % <01 #
CynyTHi gomMiwky — goMiwka | He Ginswe 0,5 % 0,2 -
CynyTHi gomiwku — gomiwka E | He 6inbwe 0,5 % <0,1 -
CynyTHi AOMiLLKK —~ He Binbwe 0,1 % <=0,05 -
HeineHTudikoBaHi JoMilKU

CynyTHi gomiwku ~ 3aransHa | He Ginbwe 1,0 % 0,2 -
KinbKiCcTb

KinbkicHui emicT paminpuny | 95 - 105 % 8ig 3a3HaqeHoi KinbkocTi 101 -
PoauuHenHs paminpuny He MeHwe 75 % (Q) Big 3a3Ha4EHOT KinbKocTi 96 -100 -

npotsirom 20 XBUNUH
Mikpo6ionoriyHa AKicTs — He Binbwe 1000 KYO B 11 - *1

3aransHa KinbkicTs aepobHux
MikpoopraHiamis (TAMC)
MikpobicnoriyHa sikicTh — He 6inbwe 100 KYO B 11 - *1
BaranbHa KineKicTb
APDKAXKOBUX Ta NNiceHeBux
rpubis (TYMC)
MikpobionoridHa sKicTb - BiacyTtHis 11 - *q
Escherichia coli
Mp.* = Mpumitka
*1 BUnpobyBaHHA NPoBOAUTLCA BIANOBIAHO A0 Nporpamu (onucaHa B MKA)

Lanui cepTuchikat skocTi Mae enekTPoHHUIA nianuc. Hara apyky ceprudikary: 09.01.2025
CepTudikaT CTBOPEHO aBTOMaTUHHO BanifoBaHOK KOMMIOTEPHOK NporpamMoto SAP. CropiHka: 2/2
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