JEPKABHA CJIVIKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

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

BUCHOBOK
npo AKicTh BBC3€HOro B Y Kpainy JikapcbKoro 3acody

18.03.2026 Ne 14338/26/26

POKCEPA® ILJIIOC
(HaiivenyBants nikapekkoro 3acoBy 3rifHo 3 peecTpaLifHUM MoCBiTIeHHsM)
ta0.,JeTKH, BKPHTI 1L1iBKOB010 000J10HK010, 110 20 mr/10 mr, no 10 Taénerok y 6aicrepi; no 3
GaicTepH y KapToHHI# Kopooui
{popma BUNycKy, 103y BAHHA, BHJL NAKYBAHHA nikapcekoro 3acoby)

Homep peccrpauifinoro nocsinuents UA/18324/01/04 crpox aii peecTpauiiinoro nocsinueHns HeobOMekeHHit

Cepin nikapekoro 3acoty Ne DH1977 Kiaskicts Baescroro nikapeskoro 3acody 8000
BupofiHik KPKA, n.n., Hoso mecto, ClioBeHis
(HafMeHyBalHA BUPOOHHKA TiKapcLKOro 3acoly, KpaiHa MOXOMKEHHA)
Beeseno B Ykpainy CrisbHe yKpalHCLKO-€CTOHChLKE MIAMPHEMCTBO Y ¢ opmi ToBapuCTBA
3 obmexkeno10 Bitmosigaasnicrio "Onrtima-dapm, JIT", inenr. xoa:
21642228

(HadiveHyBaris Ta koi 3a €JIPII0Y sopunnnol ocodu afio npissHie, iM'a, no 6aTekoBi iznuHOT
0co0H - NiANpHEML, Ti MiCLLE IPOXHBAHKA Ta peccTpauifinuii Homep obnikoBoT KAPTKY NiaTHHKA
noaatkis abo cepis Ta HOMEP nacnopra)

IpoTokon Bisyaasunoro kourpomo sin 18.03.2026 Ne 1246/01.10-26/37.

3a  pelyabTaTaAMM  CPKABHOIO  KOHTPOMIO  BCTAHOBJEHO, UIO  JIIKAPCHKHI 1aci6 BBezeHo B YkpaiHy 3

AOTPHMAHHAM BHMOr 3KOHOAABCTBA WO/O 3abe3metcHis akocTi Nikapghknx 3acobis,

Mukomna XOJIOAEHKO

(niarnue) (inimianu ra npizsuile)




KPKA, 4. A., Hoso mecto

YNPABIIHHA AKICTHO
CEPTUDIKAT AKOCTI e woeato

8501 HoBo mecTo

CnoseHin

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Kog Ne: 712019

POKCEPA® MIKOC, TabneTtku, BKpUTI nniekosoto o6onoxkoto, no 20 mr/10 mr Ne 30

KpaiHa-BupoSHUK: CrnoeeHin

1 TabneTka, BKpUTA NNiBKOBOIO 06ONOHKOI0, MICTUTL: 20 Mr po3yBacTaTUHY (Y BUFISAAI Kanbyilo posyBacTaTuHy)
Ta 10 Mr eseTumiby

nikapcbka opma: TabneTku, BKPUTI NNiIBKOBOIO 06ONOHKOIO

po3wmip i TMn nakyBaHHA: no 10 TabneTok y 6nictepi, no 3 6nicTepu y KapTOHHIN KopobuUi

Homep cepii: DH1977

Hata supobHuuyTea: 11.2025 |,El,aTa 3aKkiHYeHHs TepMiHy npuaaTtHocTi: 11.2028

PeecTtpauiitHe nocsigyeHHs Ne:
UA - UA/18324/01/04

Haasga i apgpeca Bupo6Huka, BignosigansHoro aa Bunyck cepii: | JiLeHsis Ha BupoBHULTBO Ne:
KPKA a.4., Hoso mMecTo 800-16/2024-4

limap’ewka yecra 6

HoBo mecto, 8501, CnoseHis

Poswmip cepii: 30.634 LUT

Lium ninTeepaxyto, LWo BuweHaBeaeHa iHgopmaLlis € AOCTOBIpHOW Ta TouHow. [laHa cepis npoaykuii Gyna BupoGnea
(BKNOYaOYM NakyBaHHsA/MapKyBaHHA) | NPOLLNG KOHTPOMb SKOCTI Ha BULLEBKa3aHiit AiNbHUL B NOBHIM BiANOBIAHOCTI ia
sumoramu GMP, BCTEHOBMEHUMU MICLEBUM DErynsaTopHUM OpraHoM, a TakoX Y BignoBigHocTi Ao cneuudikalii
peecTpauiiiHol [oKyMeHTalii, 3aTBepmkeHol B Ykpaii AnA [ocrimkyBaHOro nikapcbKoro 3acoby. [lpotokonu
BUMPOBHULTBA, NaKyBaHHs | KOHTPOSS AKOCTI MepesipeHi i BianosigaoTs BuMoram GMP.

Cepis BunyleHa y signosiaHocTi i3 girodor sepcieto MKA UA/18324/01/04.

[aTa BUNYCKy Ha PUHOK: Ocoba, sianosiganbHa 3a sUNyck J13 Ha puHOK
02.03.2026 Tahns OpHoBluek
s o %
Dot
[aHuii cepTudbikar AKOCTI Mae enekTPoHHWIA nianuc. [ata apyky cepTudikaty: 05.03.2026
CepTudikaT cTBOPEHO aBTOMATUHHO BanifoBaHOK KOMM'IOTEPHO NporpaMoto SAP. Cropinka: 1/3




CEPTU®DIKAT AKOCTI

KPKA, a. 4., Hoeo mecTo
YIMPABJIIHHA AKICTIO
lmap'ewsxa yecra 6
8501 Hoso MecTo
CnoseHis

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

Kopn Ne: 712019

Ta 10 Mr e3eTUmMiby

nikapceka chopma: TabneTku, BKpUTi NIiBKOBOIO 060NOHKO
po3mip i Tun nakysanHs: no 10 Tabnertok y 6nicrepi, no 3 6nicrepy Y KapTOHHi Kopooui

POKCEPA® MNMKOC, TabneTkun, BKpUTI NNiBKOBOK 060M0oHKOI0, 1o 20 mr/10 mr Ne 30
kpaiHa-BupobHuk: CnoseHin
1 Tabrerka, BKpMTa NNiBKOBOK 06OMOHKOI0, MICTUTL: 20 MI po3yBacTaTUHY (y Burnsagi kanbuito posyBactaTuHy)

Homep cepii: DH1977

[Jata supobruyrea: 11.2025

I,D,aTa 3aKiHYeHHs TepMiHy npugaTtHocTi: 11.2028

Hassa nokaaxukis

Cneuudikauis

PeaynbTaTit BUNpobyBaHb

Mp.*

Onwue

Bigo-poXesoro KonLopy, KpYrni, AeLLo ABOOMNYKS,
BKPUTI NNigkoBOK 0B0NOHKOI TaBneTky 3i CKOLWeHUMH
KpasiMu Ta 3 rpasipysaHHaM R4 3 oaHoro 6oky.

Bignosigae

XBUMUH

OpnHopigHicTL 4030BaHUX MpuitmansbHe uncno (AV): He Binbwe 15,0 % 2.4 -
OfUHULL — OAHOPIAHICTL

BMICTY pO3yBacTaTUHy

QOpnHopigHICTL A030BaHUX NpwitmanbHe Yucno (AV): He Ginbwe 15,0 % 2,8 -
OAUHULL — OQHOPIAHICTL

BMICTY e3eTuMiby

|neHTUdikaLis posyBacTaTury | laeHTudikalyito NpoBoASTE pa3om i3 KinbKiCHUM Bianosinae -
- BEPX BU3HAYEHHSM

IneHTudiKaLis posysacTaTuHy | BianosiaHo go aHaniTuuHOT MeTOAMKU Bignosigae -
- aMa

laeHTudikauia eseTumity - lneHTHdIKaL0 NPOBOAATL PA30M i3 KiflbKiCHUM Binnosigae -
BEPX BU3HAYEHHAM

|aeHTUdikauis eseTumiby - BianosiaHo Ao aHaniTUMHOT METOAMKN Bignosinae -
ama

CynyTHI AOMIWKW: He 6inbwe 0,8 % <= 0,10 -
PosyBacTaTuH - aomiwka C

(TP13)

CynyTHI DOMilLKH: He 6inble 0,2 % <= 0,10 -
PoaysacTaTuH - gomiluka D

(RSL)

CynyTHi JOMILLKUA: He 6inbwe 0,5 % <= 0,10 -
PoayBacTaTuH - foMiluka B

(RSA1)

CynyTHi AOMILIKY: He 6inbwe 0,2 % <=0,10 -
PosysactaTu -

HecneuudiKoBaHi OAUHUYHI

CynyTHi 4OMILLKN: He 6inbwe 1,5 % <=0,10 -
Poszysacrartus - Cyma

CynyTHi goMilwku: EseTumi6 - | He Ginbwe 0,2 % <= 0,10 -
HecneuudikoBasi OOUHUYKI

CynyTHi soMmiwku: Ezetumi6 - | He Ginbwwe 0,5 % <=0,10 -
Cyma

KinekicHui sMict 95,0 - 105,0 % Bia 3a3HaYeHO KinbkocTi 99,4 -
pO3yBacTaTUHY

KinbkicHui BMICT e3eTUMIBY 95,0 - 105,0 % 8if 3a3Ha4eHoI KinbkocTi 100,3 -
PoauuHeHHs poayeactatuy | He meHle 85 % (Q) sia saaHaveHoi KinekocTi Yepes 15 | 96 -98 -

[aHuit cepTudikaT sIKOCTi Mag enekTPoHHUI Nianuc.
CepTudikaT CTBOPEHO @BTOMATUMUHO BanifoBaHow KoMN'toTepHo nporpamMoto SAP.

Nata apyky ceptudpikaty: 05.03.2026
Cropinka: 2/3




CEPTU®IKAT AKOCTI

N

IKRICK

KPKA, a. a., Hoso mecto
YMPABJIHHA AKICTHO
Wmap'euka yecta 6
8501 Hoeo mecTo
CnoseHis

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

oF

%.

Ko Ne: 712019

POKCEPA® MNNIOC, TabneTku, BKpUTI Nniskosoio o60roHkoro, no 20 mr/10 mr Ne 30
KpaiHa-Bupo6HuK: CnoBeHis

1 TabreTka, BKpUTa NNiBKOBOI 0GONOHKO, MiCTUTBL: 20 Mr po3yBacTaTuHy (y BUINAAi Kanbuiko po3yBacTaTuHy)

Ta 10 Mr e3eTumiby

nikapcbka hopma: TabneTku, BKPUTI NNIBKOBOK 0BOSTOHKOO

po3mip i TMN nakyBaHHsi: no 10 TabneTok y GnicTepi, no 3 6nicrepu y KapTOHHIN kopobui

Homep cepii: DH1977

[aTa BupoGHuyTea: 11.2025

|)JaTa 3aKkiHJYeHHa TepMiHy npuaaTHocTi: 11.2028

HaaBa nokasHukis Cneuumcpikauis PeaynbTratu BunpobysaHb Mp.*

Po3unHeHHs e3eTuMiBy He mere 80 % (Q) sig 3asHaveHol Kinbkocti 4epes 15191 -93 -
XBUINMH

MikpoGionoriyHa sKicTb — He Ginbwe 1000 KYOB 1T <10 "1

BaransHa Kinbkicte aepobHUx

mikpoopraHiamis (TAMC)

Mikpo6ionorivuHa siKicTb — He Ginbwe 100 KYOB 11 <10 *1

3aranbHa KinbkicTb

LOpKIDKOBKX Ta NAiceHeBux

rpubis (TYMC)

MikpoBiorioriuHa skicTk = BigcytHiB 171 Binnosigae *1

Escherichia coli

Mp.* = MNpumitka

*1  BUNpoBYBaHHA NPOBOAMTLCS BiANOBIAHO Ao nporpamu (onucara B MKH)

[anwii cepTudikat SKOCTi Mae enekTPOHHUIA Nignuc.
CepTudikaT CTBOPEHO aBTOMATUYHO BanifoBaHOK KOMN'OTEPHOID NPOrpamMoto SAP.

Nata apyky ceprudikary: 05.03.2026
Cropitka: 3/3
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