JEPMULUKCIVEBA
JEPKABHA CJOYIKBA 3 JIKAPCHKAX 3ACOBIB TA KOHTPOJHO 3A'
HAPKOTHKAMHA YV KHIBCBKIA OBJIACTI

npocnext Banepis JloGanoscekoro, 51, M. Kuis, 03110, Ten/dare; (044) 363-06-50
E-mail: dis.ko@dls.gov.va,https:/iwww.dls.gov.ua, Kog €IPTIOY 37078774

_. BUCHOBOK )
Hpo SIKICTH BBE3EHOT o B Y KpaiHy JIKapcLKOro 3acoly
21.10:2022 Ne 44228/22/10
_PABEJI® SR

{HaiiMCHY BAHHA Nikapchxoro 3acofy ariaHo 3 peecTpauiiiiiM MOCHiAEHHAM)
TAGAETKH NpoeJonrosanof aif, BKPHTI MAiBK0B010 000J0HK010, 110 1,5 Mr, o 10 TabneTok y
OaicTepi; mo 3 GuicrepH y KapToHHiil xopoOui

{jopMa BITIYCKY, A03YBEHHR, BML MAKYBANHA AIKAPCLROTO 3ac00y)
‘Homep peccrpauiiinoro roceiazenns UA/3628/01/01 crpox aif peectpauifisoro woceinuenua 01.01.2099

Cepix nikapeskoro sacofy Me DB3871 KinskicTs paesesoro mikapeexoro zacofy S0

Bupobruk KPKA, u.11., Hopo mecTo, CioBeHis

{naifnenysaHig sBUpeGHITKA NiKapoeKore 3acody, Kpalda [MOXOIKeHHA)

Bre3eno B YKpaiHy- CninsHe yRpaiHCbKRO-€CTOHCBKE MIGNPHEMETBO ¥ dopni
ToBapieTea 3 o0MexxeHor BixnosigansnicTo "'OnTiva-Papm,
CJITAY, igen. kom: 21642228

{naiivenyBannd Ta ko 3a EAPTIOY wipnmmroi ovobit ado npizamng, iM', ne GaTsRop]
(hisrunoi ocofin - nignpiesud, if Micte HpoFIBaHHA Ta peccTpauifiniii HoMep obaikosol
KAPT&Y (NATHIKA TOXUTKIR 300 cepid 14 HOMEP NacIopTa)

Tporokoa Bityaassore koaTpoxo sig 19.10.2022 Ne 2690/6.

"Ja pesyNBIATAMH HCPKABHOTG KOHTPOMO HCTAHOBNERO, W0 Jikapcexuil 320i6 seeseno & Yxpainy 3
JOTPHMAHHAM BiIMOr 32KOHONABCTBA WORO 3a0e3nen eHits SKOCTL NIKAPCERIK 3acodis.

o) (st Tacpianmii)
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KPKA, a. n.. HoBo mecTo

YIMPABIIHHA AKICTIO

LLimap'eLika Lecra 6

8501 HoBO mecTO

CrnoBeHis

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

CEPTU®!

Koa Ne: 7F0937

PABEJI® SR, TabneTKku nponoHroBaHoi Aii, BKPUTI NfiBKOBOK O0OOJIOHKOK), 1Mo 1,5 Mmr Ne 30
KpaiHa-BUPOOHUK: CroBeHisn

1 TaGneTKa NPONIOHroBaHoOI Aii, BKpUTa NNiBKOBOIO 000JIOHKOK, MIiCTUTbL 1,5 Mr iHaanamigy
nikapcbka chbopma: TabneTku nNporioHroBaHoi Aii, BKPUTI NNIBKOBOKO OOONIOHKOHO

003Mip | TUN nakyBaHHA: nNo 10 TabneTok y 6nicTepi; no 3 onicrepu y kopooui

Homep cepii: DB3871 - o
[Hata BupodbHuuTea: 04.2022 [ata 3akiHyeHHs TepMminy npuaartHocTl: 04.2027

PeecTpauinHe nocsigdeHHs Ne:
| UA - UA/3628/01/01

| Hasea | agpeca BupobHuKa, BIgNOBIAANIBHOIO 3aanyc cepiic |NliLensis Ha BMpoGHMLTBO N2t
KPKA p.a., HoBo mecto 800-13/2018-6

| map’ewka wecTa 6

| HoBo mecTo0, 8501, CnoBeHisn

Po3mip cepii: 1.102 LUT

Lium nigTBepaXKylo, WO BULLeHaBeeHa iHpopmaLlis € OCTOBIPHOW Ta TovHOW. [JaHa cepis npoaykuii Oyna BupobneHa
(BKIHOYao4M nakyBaHHA/MapKyBaHHS) | NpoMLLna KOHTPOSb SKOCTI Ha BULLEBKa3aHii AinbHULI B MOBHIA BiAMNOBIAHOCTI i3
suMmoram GMP, BCTaQHOBMEHMMW MICLUEBUM PEFYNATOPHUM OpraHoM, a TaKoX Y BIGMOBIGHOCTI A0 cneungikauli
peecTpaliiHOT [OOKyMeHTauil, 3aTBepKeHoi B YKpaiHi And [ocnigpKyBaHoOro nikapcbkoro 3acofy. [lpoTokonn
BUPOOHMLITBA, NaKyBaHHSA | KOHTPONS SIKOCTI nepesipeHi i BignosigaoTb Bumoram GMP.

Cepis BunyLleHa y BianoBigHoOCTI i3 gitovoto Bepcieto MKA UA/3628/01/01.

[aTa BUNycKky Ha puHOK: Oco6a, BignosiganbHa 3a sunyck J13 Ha puHOK
21.06.2022 TaHa [JpHoBLUEK

KRKA,
fovarna zdravil, d.d.,
Novo mesto

[Naxunin cepTudikaT SKOCTI Mae ereKTPOHHUI R4 NINC. . ,D,aTa ,u,pyKy cepTudikaTy: 07 10 2022
CepTudikaT CTBOPEHO aBTOMATUYHO BaniA0BaHOK KOMITIOTEPHOIO nporpamoio SAP. CtopiHka: 1/2



RICA

YMNPABJIIHHA AKICTIO

LLmap'elika Lecra 6

8501 HoBo mecTo

CnoBeHis

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

Tk

Koa Ne: 7F0937 _

PABEJI® SR, TabneTkun nponoHroBaHoIl Aii, BKpUTI NNiBKOBOK O00O0ONIOHKOK, Mo 1,5 mr Ne 30
KpaiHa-BUpPOOHUK: CrnoBeHis |

1 TaGrieTka NposyIOHroBaHoi Aii, BKpUTa NNiBKOBOIO 060SIOHKOK, MiCTUTB 1,5 Mr iHaanamiay

nikapcbka popma: TabneTku NporioHroBaHol Aii, BKPUTI NNIBKOBOI ODOJIOHKOO

D03MIp | TN nNakyBaHHA: no 10 TabneToK y 6nicrepi; no 3 onicrepu y KopooLli

Homep cepii: DB3871

[ara supobHuyrea: 04.2022 | darta 3akiH4yeHHa TepmMmiHy npugaTtHocTi: 04.2027

‘HasBa nokasHuKIB Cneuudikauiis PesynbTaTtn BUNpoodOyBaHb

Onuc Kpyrni, 6ifioro konbopy, 3nerka g4Boonykii TabneTku,
3,4

% |

E

NTi NNIBKOBOK 0O0OJIOHKOKO
‘He oinbwe 15,0

‘OpHOPIAHICTb A,030BaHUX
04 WNHULIb — O4HOPIAHICTb
BMICTY IHAanamigy.
MpuiimanbHe uncrio (AV) | _ I -
|laeHTudikauis inganamigy — | Yac ytpumyBaHHs niky iHganamigy Ha xpomartorpami | Bignosigae
BEPX PO3uUMHY 3paska (SaS) mae Bignosigatu Yacy
YTPUMYBAHHSA MIKY iHAanamigy Ha XpomaTtorpami
DO3UYMNHY CTaHAapTy (SS)

OCHOBHa nnsiMa Ha XpomaTtorpami po3ynmHy 3paska
(SaS) mae BignoBigaTi nnNsAMi Ha XpomMmaTorpami
‘PO3UMHY cTaHpapTy (SS) 3a 3HaveHHsaMm Rf, posmipom
e _|TasabapeneHHam 0000000 i
| laeHTndikauis TutaHy Bignosigae Bumoram B MeToANLI aHanidy. PO34YuH B
nioKcua TUrni HabyBae XXOBTOro 3abapBrieHHsA

He Ginbuwe 25 ppm
| CynyTHi JoMiLLKM — JoMiluka B

CynyTHI AOMILLKU — [HLL]
O NHUYHI AOMILLKN
CynyTHI gomiwikn — Cyma
| AOMILLOK

| laeHTnMIKayia iHganamigy —
TLUX

| KinbKIiCHUI BMICT iHOanamipg,
LIBuaKICTb BUBINIbHEHHS

15 - 35 % Big 3a3HaYE€HOI KiJIbKOCTI
IHpanamigy — npotsarom 4
roauvH

LLIBUAKICTE BUBIFTbHEHHS
iIHOanamiay — npoTsarom 8
roAuH
LHiBuaKiCTb BUBINTbHEHHS
IHpanamigy — nporsarom 24
roAnH

35 - 55 % Big 3a3HaYEHOT KiNTbKOCTI

He meHLwe 80 % Big 3a3Ha4YeHO! KiNnibKOCTI

He Oinbwe 1000 KYO B 1T

MikpoOionoriuyHa sKiCTb —
3ararnbHa KinbKIiCTb aepobHuX
MikpoopraHiamis (TAMC)
MikpobionoriyHa sIKICTb —

%
N

3aranbHa KinbKICTb
APDKAXKOBUX Ta MiceHeBux
rpubis (TYMC)

He Oinbwe 100 KYO B 1T
‘Mikpob6ionoriyHa AKiCTb -
'Escherichia coli

BigcytHIiB 1T
[1p.* = Npumitka

*1 He pytuHHUA meToa. BunpobysaHHA npoBoanTbCAa 1 pas Ha pIK.
*2 BuUnpodyBaHHA NpoBOAUTLCA BIANOBIAHO A0 nporpamu (onucada B MKHA)

"2

[anun cepTudikar AKOCTI Ma€ eNeKTPOHHUA nianuc. [Nata apyky ceptudikaty: 07.10.2022 '
CepTudikat CTBOPEHO aBTOMATNYHO Baslig0BaHOK KOMMN IOTEPHOIO nporpamoio SAP. CTtopiHka: 2/2




