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JEKJIAPAIIASI O COOTBETCTBUHA

JNEKJIAPAHT, MIPUHUMAIOIIHM NEKJAPAIIUIO O COOTBETCTBUHA

340 "CAHAO3"

3apezucmpuposano : Mescpanonnan unenexyus MHC Poccuu Ne 39 no 2.Mockee OT'PH 1027739159601 om
06.09.2002

Aodpec: 125315, e. Mockea, Jlenunzpaockuii npocnexm, 0.72, kopn.3. Teneghon: 8(495)660-75-09.

B nuye. I'enepanvhoiii oupekmop Coeemrun /. B.

Hoeepennoe nuyo: Enuceee H.B., dosepennocms Ne 6/n om 22.01.2018 e.

SAABJISIET, UTO

nexapcmeennoe cpedcmeo. Peppym Jlek, pacmeop 042 eHympumbleyno20 egedenun S0 me/mn 2 mn, amnyasl
(10), ynaxoexu konmypHeie nracmurossle (Moddonbwl) (3), nauxu kapmonneie, PY Ne IT NO14059/01 om
11.12.2007 (dama nepeochopmaenus 11.09.2012), cepus HV0436, napmua 540 ynakosok, 20den do 01.02.2023,
npoussoocmea Jlex 0.0., Cnoeenusn, Lek d.d., Verovskova 57, 1526 Ljubljana, Slovenia, koo OKIL/]2
21.20.10.133, koo TH B[ 3004900002, xonmpaxm Ne 02/Canooz AI/12 om 01.02.2012, ungoiic Ne
4190451014 om 08.08.2018

COOTBETCTBYET TPEBOBAHHUSIM

II N014059/01-111207 (H 42-4499-07 uzm. Ne 1-7)

JEK/TAPAIIUSA ITPUHATA HA OCHOBAHHH

Cepmucghuxam coomeememesus cucmemsr menedxcmernma kavecmea 6 Cucmeme 006po60nbHOU cCepmugurayuu
"PAPM-PETHCTP" Ne POCC S1.®XKJ0.K. 00169, cpox deticmeun ¢ 10.04.2018 2. no 31.05.2019 2., OO0
"Oxpyacnoit yenmp konmpons kaveemsa", Poccus, 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, am. 5, nom. 1,
Kom. 1

JAATA TPHHATHS JEKJIAPALIAHA 13.08.201 8

IEKJIAPATIAST AEMCTBUTEJILHA J0 0/.02.2023

M.IT \
] Enucees H.B.":

eknupanm MOAINHKCH O.H.0

CBEJEHUS O PETUCTPAIIUHN

OPT'AH 110 CEPTUOHUKAIHH, 3APETHCTPUPOBABIIIHI JEKJIAPAIIAIO

RA.RU.1]1®MO08 OPIAH [0 CEPTHOHKALHH ITPOLYKIJHH OFIIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuchuxayuu. 115280, POCCHA, zopoo Mockea, yn. Macmepxkosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
cauim. oykK.pg.

JEKJIAPAIINS O COOTBETCTBHUH 3APETHMCTPUPOBAHA N POCC SL.OM08./110091

JATA PW%HKH 13.08.2018
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CAHA03

Ccbinka: 1903181554

BrinyuieH:

Jlex hapmaueBTUYECKAA KOMNAHUA 4.4,
Beposuwikosa, 57

1526 Niobnsaxa, Cnosexus

Ten:+386 1 5802111

Dakc:+386 1 5683517

www.lek.si

JluueHaus Ha Npou3BOACTBO:
800-45/2017-11

CEPTHO®UKAT COOTBETCTBHA

poaykT ®EPPYM JIEK 100 mr/ 2 ma pactBopa S0 amiryn P®
Toprosoe ®EPPYM JIEK 100 mr/ 2 mn

HAHMEHOBaHHe

Ho3upoBka 100 mr/ 2 mn

@opma 103HPOBKH PacTBop B amiynax

YnakoBka AMITyIBI

O0bem yNaKoBKH 50 amimyn x 2 M

Kon 872296 Tun Beimycka: BrImyck Ha peIHOK
Cepusa Cangos HV0436

JlaTa npou3BoO/ACTBA 02-2018 Jarta Beinycka 19-03-2018
CpoK rogHocTH 02-2023 Koanuecto 5012 ym.

Jlexk @apMacbrOTHKAJIC [T JIunenszus: 800-45/2017-11

Beposuikosa, 57

AJpec NpOH3BOAHTEH

1526 Jlrobnana,
CnoBeHUs
CocraB:
IMpoaykr OEPPYM JIEK ammynsr 100 mr/2 mu SI03 MS
Kona 42023278 Cepusn: HUI1275
KosaunyecTBo 256952 .
Anpec Jlex @apmacbrOTUKAIC 1. 1. JInnensus 800-45/2017-11
NPOU3BOJAHTEJSA BeposuikoBa, 57
1526 JIrobnsna,
CiioBeHus

Ipoaykr KOMIIJIEKC XEJIE3A (III) ITOJIMMAJIBTO3AT H BUDO PW

ST EU
Kon 40003593 Cepus: B454746
Anpec BHU®OP (Mutepuemnin) MHK.
NPOU3BOAUTEISH Pemenmtpacce 37

9014 yu. 'annen

[1IBeituapus
Cepus
NPOHU3BOAHTE/IA 719101K
Crp: 1/2 *B 1aHHOM JOKYMEHTE 0CTaBlIeHa 3IeKTPOHHAs MO/MHCEL B COOTBETCTBHH co cTaHaapTom CaHmo3




CAHAOO03 Boinyien:

Nek hapmaueBTMyeckas KoMnNaHwa 4.4,
Beposuwkosa, 57

1526 NMwbnaHa, CnoseHus

Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek.sl

JIMYeH3nA Ha NPOM3BOACTBO:
800-45/2017-11

CEPTU®UKAT COOTBETCTBUSI

Cchinka: 1903181554

IIpoaykr OEPPYM JIEK 100 mr/ 2 mn pactBopa 50 amiryn PO
Toprosoe GEPPYM JIEK 100 mr/ 2 mn
HAMMeHOBaHHUe
Kon 872296 Cepusi Cangoz HV0436
[IpoaykT KOMITIEKC XEJIE3A (III) ITOJIMMAJIBTO3AT H BUDO PW
ST EU
Kon 40003593 Cepus: B436174
Anapec BU®DOP (Murepremnin) MHK.
NPOH3BOAUTEISA Pemenmrpacce 37
9014 yn. I'annen
[IBeiinapus
Cepusn
NPOH3BOAUTEIA 722001K
3akrovenue:

HacTosunsm noATBeps/1ato, 4TO BCe MPOH3BOJICTBEHHBIC TATbl 3TOW NAPTHH FOTOBOH MPOIYKIMK OBLIM MPOBEAEHLI B MOJHOM
cooTBeTcTBUH ¢ Tpebosanuamu GMP u tpeGoBannsm GMP EC u (koraa He B EC) ¢ TpeDoBaHMAMM PEryIaTOPHLIX OPraHoB
CTpaHBI/CTPaH HA3HAYCHUS.

KomMmenTapun:
B mporecce NpoM3BOACTBA M YINAKOBKH MPOAYKTa He ObUl0 3aHKCHpOBaHO Kakux JHOO
OTKJIOHEHHWH, KOTOPbIE MOTJIH OBl BIIUATH Ha BBITYCK MPOJIYKTA.

Brinyck cepun / CepTudukar co3iaH Anura Cxo, ynoJHOMOUEHHOE JIMLO
Brinyck cepuut / Jlata ceptudukata / Bpems 19.03.2018 / 14:54:22
Jata co3nanus ceptudukara / Bpems 19.03.2018 / 14:54:49

Crp: 2/2 *B 1aHHOM JIOKYMEHTE MOCTaB/IeHa 3JIEKTPOHHAS MOJMKUCHL B COOTBETCTBUM cO cTaHaapToM CaHao3




Nek dhapmauesTuyeckas KOMNaHusa 4.4. KoHTpons kavecTea

Beposukosa, 57 BepoBLukoBa, 57
Cn-1526 Niobnaxa, Cnosexvs Cn-1526 NwwbnaHa, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
dake: + 386 (0)1 568 3517 dake: + 386 (0)1 568 45 81
CEPTUOUKAT AHAJIM3A
INPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pacTBOP AJIs BHYTPHMbIIIEYHOT0 BBEACHHSA
HOMEP P.V.: IT N 014059/01
HOMEP CEPHH: HV0436
HOMEP BAJIK: HU1275/42023278
| MAPAMETPBI | TEXYCJI0OBUS | PE3YJIBTATBI
LUBET Kopuunessbit CoOoTBETCTBYET
BHEIIHWH BU]] HenpospauHslii pacTBop COOTBETCTBYET
BHU3YAJIbHBIA KOHTPOJIb Be3 BUaMMBIX yacTHLL H ocanka CoOTBETCTBYET
pH 52-6,5 55
U3BJIEKAEMbIA OB bEM He menee 2,0 mn CoorsercrByeT
[MOJJIMHHOCTb: peakumns Keneso CoOTBETCTBYET
OCaKIACHUA
[MOJJIMHHOCT: Hekcrpan CooTBeTCTBYET
CNeKTPOOTOMETPHS
KOJIMYECTBEHHOE 45,00 — 55,00 mr/mn 50,10 mr/mn
OIMPENEJIEHHE: XKeneszo: 50,00 mr/mn (90,0 — 110,0 %)
KOMITTEKCOHOMETPHYECKOE
THTpOBaHMe
MOHHU3MPOBAHHOE XEJIE30 OtcyTcTByeT CooTBeTCcTBYET
BAKTEPHAJILHLIE He Gonee 10 ED/mn CooTBeTcTBYET
OHJIOTOKCHHBI
Crp: 1 mns2

/* HcnbiTaHue npoBoauTcs BbIGOpOUHO. McnbiTaHHe NpPOBOAMTCA HA OTIAENBHBIX CEPHAX B COOTBETCTBHH C
YTBepKIEHHBIM rpadHk,
3ﬂ€KTp0HHﬁﬂ [MOATNHCD.



llek chapmaueBTUdECKan KoMnaHus 4.4. KoHTponb kadyecTsa

Beposlukosa, 57 Beposwkosa, 57

Cn-1526 NwbnaHa, CnoseHus Cn-1526 NwbnsaHa, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
daxc: + 386 (0)1 568 3517 dakc: + 386 (0)1 568 45 81
CEPTUDOUKAT AHAJIU3A
INPOJIYKT: 872296 ®EPPYM JIEK® 100 mr/2 mu
pPacTBOP VISl BHYTPHMBIIIEYHOT0 BBEICHUS

HOMEP P.V.: IT N 014059/01

HOMEP CEPHU: HV0436

HOMEP BAJIK: HU1275/42023278

[ TAPAMETPBI | TEXYCJIOBHSI | PE3YJILTATBI
CTEPHUJILHOCTB CrepuiibHblii CooTBeTcTBYET

Yenosus xpanenus: [IPM TEMITEPATYPE HE BBIIIE 25°C. HE 3AMOPAXHWBATD.

CoOoTBeTCTBYET YTBEPIKACHHOH CrielM(pUuKaliu

Jara 08.03.2018
KoHnTpons kauectsa

IN'opasa Cop:xak

/* HcnelTanue MpOBOANTCA BblﬁOpO'—lHO. HcnbiTanue MPpOBOIMUTCA Ha OTACJBHBIX CEpPHUAX B COOTBETCTBHH C

YTBEPKIAEHHBIM rpa)MKOM.
DneKTpOHHAas MOANUCE.



