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| JTEKJAPAIIUSI O COOTBETCTBHH

JEKJAPAHT, IPHHUMATOLIIUAN JEKJIAPAIIMIO O COOTBETCTBUU

340 "CAHOO3"

Ceedenus o pezucmpayuu opeanusayuu; Medicpationnas uHchexkyus Dedepanvroti Hano2o6ot caycovt Ne 46 no
2. Mockee 01.01.2008, O'PH 1027739159601, dama npuceoenus. OI'PH 06.09.2002.

Aopec: 125315, o. Mockea, Jlenunepadckuii npocnexm, 0.72, kopn.3. Tenegpon: 8(495)660-75-09.

B nuye: Pyrosodumens omdena nozucmuxu (Tlpuxas Ne GX - 601 00/18 om 15.11.2018) Enucees H.B.

3ASIBJISAET, UTO

nexapemeennoe cpedcmeo. Kemonan, pacmeop 0 6HYMPUEEHHO20 U BHYMPUMBIULEYHO20 geedenusn 50 ma/mn 2
ML, GMAYIbL INEMHO20 CMeKAd (3), YRAKOGKU SHeliKoBble KOHMYPHbLE (2), naYKu KAPMOHHbIE, PY No IT
N013942/01 om 22.01.2008 (dama samenwvi 16.07.2018) svroano Candos 0.0., cepusn JH2993, napmus 8400
ynaxoeoxk, 200en 0o 30.09.2021, npouseodcmea Jlex 0.0., Cnosenus, Lek d.d., Verovskova 57, 1526 Ljubljana,
Slovenia ko0 OKITJ2 21.20.10.221, koo TH B3J] 3004900002, konmpaxm Ne 02/Canodoz AI'712 om 01.02.2012,
uneotic Ne 4190481261 om 13.02.2019

COOTBETCTBYET TPEEOBAHHUSIM
ITN013942/01-220108 usm. Ne 1-12

JEKJIAPALIUSA ITPUHATA HA OCHOBAHHU

cepmugpuxam ananuza npoussodumens om 03.10.2018, Cepmucpuxam coomeememsus cucmemb
Menedaemenma xaveemsa 6 Cucmeme 0o6poeonvroti cepmugurayuu "PAPM-PEIHCTP" Ne POCC
SI.OIKI0.K.00169, cpox deticmeus ¢ 10.04.2018 . no 31.05.2019 2., OO0 "Oxrpyaicnoti yenmp KoHMPOA
xavecmea" Poccus, 115280, 2. Mockea, yn. Macmepxkosa, 0. 4, am. 5, nom. I, kom. |

JATA MPUHATHS JEKJIAPALIMU 19.02.2019
JEKJAPAIIAA JEUCTBUTEIBHA O 30.09.2021

N
MIT 2 —
" i Enucees H.B.
Oeradpann MOANHKChH D.1.0

CBEJAEHUS O PETHCTPAIIMU

OPTAH 110 CEPTU®UKAIIAH, 3APEIMCTPUPOBABIIUI NEKJIAPALIUIO

RA.RU. 11 ®MO8 OPTAH 110 CEPTHOHKALIHH ITPONYKIHH OFLJECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH [[EHTP KOHTPOJI KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, aopec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockaa, yi. Macmepxosa, 0. 4, am. 3., men.:(495)788-02-88, se6-
caim: oykk.pa.

JNEKJAPAIIASI O COOTBETCTBHU 3APETUCTPUPOBAHA N POCC RU J-SIL. @M08.B.16159/19
JATA PETHCT PALIMH 79.02.2019

o,

M.IT. : F
" { Lt/ unenxo U.B.
opeai no
cepmugpukay &

TIOJITUCE Pyxosoautens OC




CAHJI03

Ccobinka: 3011191546

BuinyweH:

Nek ®apmackloTikanc 4.4.
Beposwkoea, 57

1526 NwbnsHa, CnoseHus
Ten:+386 1 5802111
®akc:+386 1 5683517
www.lek.si

JlvueH3na Ha NPOM3BOACTBO:
800-45/2017-11

CEPTU®UKAT COOTBETCTBUS

IIpoaykTr

Toprosoe HauMeHOBaHHe

Jlo3upoBka

®opma 103HPOBKH
Ynakoska

O0bem ynakoBKH

Koa

Cepus Cango3

JlaTa npou3Bo/cTBA
Cpok roaHocTH

AJpec NpoH3BOAUTEISA

KETOHAJI 50 mr/mi 2 mut pactBopa 10 ammyn PO
KETOHAUJI 50 mr/ma 2 mn pactBopa 10 ammyi

100 mr /2 ma

PactBop B ammmyJiax

AMIyibl

10 ammyn x 2 M

499790 Tun Bemmycka: Beinyck Ha peIHOK
JH2993

06.09.2018 Hara Bpimycka: 30-11-2018
30.09..2021 KoanyeerBo: 41555 ym.

Jlex ®apmackroTHKANC JT.]1.
Beposuikona, 57
1526 JIrobnsna,

CroBeHus
Cocras:
ITpoaykTr KETOITPO®EH p-p B amnynax 100 mr/2 v Cin03 MC 03
Kon 42024412

O0muii 00bem
AJlpec NpoH3BOAUTESA

422512 ym.

Jlex @apmachlOTHKAIC 1.1
Bepogikoga, 57

1526 JTroOnsna,

Crosenus

Cepusi: JE2026

ITpoaykr
Koa
AJpec NpOH3BOAHTEISA

Cepus npounsBoauTeis

KETOITPO®EH 3A unnexi. ZHJI

5201452 Cepus: B458475
Joxexuanr XKuysxoit @apmachroTika

Jopora Baiima 99

318000 Taiizxoy

Kuraii

W17111921

JakawueHue:

HacTosiumm noATBepikIalo, YTO BCe NPOU3BOACTBEHHBIE STAllbl ITOH NAPTHM FOTOBOH MPOJAYKUMH GBITH MPOBCICHB B MOMHOM
cooTreTcTBHU ¢ Tpeboanuamu GMP n tpeGosannam GMP EC u (xorza we B EC) ¢ TpeGOBaHMAMH perysTOpHBIX OpraHoB

CTpaHbI/CTpaH Ha3HA4YCHHMA.

Crp: 1/2

*B nanHom JOKYMCHTE I10CTaBJICHA JJIECKTPOHHAA MOJANMUCH B COOTBETCTBHU CO CTaH1apTOM CaHpos




CAHI[O?D BeinyweH:

Nex dapmackioTukanc 4.4.

BepoBwkosa, 57

1526 Mobnsaxa, CnoserHua
Cebinka: 3011181546 Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek. si

JluueHzuna Ha NpPoWM3BOACTBO:

800-45/2017-11

CEPTH®HUKAT COOTBETCTBHSA

IIpoaykT KETOHAUJI 50 mr/mn 2 mit pactBopa 10 ammyn PO
Toprosoe KETOHAJI 50 mr/mz1 2 mnt pactBopa 10 ammy
HAHMEeHOBaHHe

Koa 499790 Cepusa Cango3: JH2993
KommenTtapun:

B mporecce npomssoncTsa M ynakoBku npoaykTa He GbLI0 3adMKCHPOBAHO KaKMX-THOO OTKIOHEHHMil,
KOTOpbIE MOIJIH OBl BJMATH Ha BBIMTYCK MPOAYKTA

Beinyck cepun / CepTudukat cosaan Mapus 3arap, ynoJHOMOYEHHOE JIMLIO
Brinmyck cepun / lata ceprudukara / Bpems 30.11.2018 / 14:36:50
Hara co3aanus ceptudukara / Bpems 30.11.2018 / 14:46:19

Crp: 2/2 *B 1aHHOM 10KyMEHTE NoCTaB/IeHa IeKTPOHHAA MMOANKUCH B COOTBETCTBUHM CO cTaHAapToM Canios




lNek ®apmacsoTukanc a.a.

BepoBuwkoBa, 57

Cn-1526 Nw6naHa, CnoseHus
Ten.: +386 (0) 1 580 21 11
®akc: + 386 (0) 1568 35 17

KoHTponb kayecTsa roToebIx
neKapcTBeHHbIX hopm
BeposlwkoBa, 57

Cn-1526 Ni6nana, Cnosexus
Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 45 81

CEPTUOUKAT AHAJIM3A
ITPOAYKT: 499790 KETOHAJI® 100 mMr/2 mu1 pacTBOp A5l HHbEKIHIi
HOMEP P.V.: IT N 013942/01
CTPAHA: PO®
HOMEP CEPHMH: JH2993
HOMEP BAJIK: JE2026/42024412
| IAPAMETPBI | TEXYCJIOBHS | PE3VJIbTATBI |
[IBETHOCTb Ot GecLIBeTHOTO 10 cJIerka }KeNToBaToro CooTtsercTBYET
OITMCAHHUE Npo3pauHblil pacTBOp 0€3 BHAMMBIX CooteercTBYET
BKJIIOUEHHH
MEXAHHYECKHE BKJIKOUEHH A He Oonee 6000/amm. 154 /amn
>10 Mkm
MEXAHHWYECKHE BKJIKOYEHHSA He Oonee 600/amm. 7 lamn
225 MKM
pH 6,5-17,5 7,0
[MMOAJIMHHOCTD Keronpoden CooTBercTBYET
ben3unosblit coupt CootBercTBYeT
COIEPXXAHHUE 45,0 - 55,0 mr/mn Keronpoden: 50,98 wmr/mn
50,0 mr/mMa (90,0 -110,0 %)
COJIEPXXKAHHE 18,0 — 22,0 BeH3UNORBKI CrIUPT: 20,14  wmr/mn

20.0 mr/mMa (90,0 —110,0 %)

POJICTBEHHGIE BEIIECTBA, <0,3% Menee 0,02 %
MMPOJAYKThI PACITAJTA 2-(3- kapbokcupeHu) NponuoHoBas KHCJI0Ta
POJICTBEHHBIE BEIIIECTBA, <03 % Menee 0,02 %
[TPOLYKTBI PACITAJTA 3-auetnndeHzopeHoH
POJICTBEHHBLIE BEIIECTBA, <03 % 0,02 %
MMPOOYKTHI PACIIATA €/IMHUY HblEe HEHAEHTUGHUIIMPOBaHHAA
POJICTBEHHBIE BEILIECTBA, <0,5% 0,02 %
[TPOAYKTBI PACTTATA 0011as cyMMa HEHIEHTH(HLMPOBAHHBIX 7
CTEPHJILHOCTb CTEpPHITLHBIH CootseTcTBYET

Crp. Il uz 2

/*  HcneiTanue MPOBOAMUTCH Bb]ﬁOpO“IHO. HcnbiTanue NPOBOMUTCA Ha OTACIBLHBLIX CEpHUAX B COOTBETCTBUHM C

YTBEPKIIEHHBIM rpadHKOM.
DNeKTPOHHAA MO/INHCH



Ilex ®apmaceloTukanc 4.4.

BepoBwkosa, 57

Cn-1526 NwbnaHa, CnoseHus
Ten.: +386 (0) 1 58021 11
dakc: + 386 (0) 1568 3517

CEPTUOUKAT AHAJIU3A

KoHTponb kayecTea rotosbix
neKkapcTBeHHbIX hopm
BepoBlkosa, 57

Cn-1526 Nw6nsHa, CnoseHus
Ten.: +386 (0) 1 580 26 81
daxc: + 386 (0) 1568 45 81

INPOAYKT: 499790 KETOHAJI® 100 mr/2 Ma pacTBop A8l HHbeKIHii

HOMEP P.V.: II N 013942/01

CTPAHA: P®

HOMEP CEPUU: JH2993

HOMEP BAJIK: JE2026/42024412

[ TAPAMETPBI | TEXYCJIOBUSI | PE3VJIBTATBI

BakTepuasbHble 3HIOTOKCHHEI He Gonee |  Enunnups CoorBetcTByeT
IHIOTOKCHHA/MT KeTonpodeHa

LIBET PACTBOPA Oxpacka pacTBopa He J0kKHa CooTBeTcTBYET
NPEeBLIIATE OKPACKH 3TajoHa B9

[TPO3PAYHOCTL PACTBOPA Mpo3pavyHbIi CootsetcTBYET

HOMMWHAJIbHBIA OB BbEM He menee 2,0 mn CootsetcTBYET

XPAHEHHUE TTPU TEMITEPATYPE HE BBIIIIE 25°C

COOTBETCTBYET YTBEPAIEHHO! CrIeLHpUKaLm

Hara: 03.10.2018

KonTpons kauectsa

I'opaza Cop3ak

Ctp.2u32

* UcnbiTanue NpOBOJIHTCA Bbl60p0‘iH0. HcneiTanne MNPOBOJUTCH HA OT/EJbHLIX CEpPHAX B COOTBETCTBHH C

YTBEPKIEHHLIM rpahHKOM.
DNeKTpOHHas MO/MHCh



