HAEKJIAPAIIUSI O COOTBETCTBUM -

| AEKJIAPAHT, MTPUHUMAIO LU NEKJAPAIIHIO O COOTBETCTBHHU

| 340 "CAHOO3"

| Ceedenusn o pecucmpayuu opzanuzayuu: Meaicpationnan uncnexyus ®@edepanvuoii nanozosoii cayorcovr Ne 46 no
‘ 2 Mocxkee 01.01.2008, OT'PH 1027739159601, dama npuceoenus OI'PH 06.09.2002.

‘ Adpec: 125315, 2. Mockea, Jlenunzpadckuii npocrnexm, 0.72, kopn.3. Tenegpon: 8(495)660-75-09.

- B auye. Pykoeodumens omoena nozucmuxu (npuxaz Ne GX-601 00/18 om 15.11.2018 2,) Enucees H.B

| 3ASABJIET, UTO
| exkapemeennoe cpedemeo: Qeppym Jlek, pacmeop Ona enympumbiuieynozo egedenus 50 me/vn 2 ML, AMAYIbL
I (10), ynaxosxu koumypuwie niacmuxosvre (noddouwl) (35), nauxu kapmonnwie, PY Ne IT N014059/01 om

=
|

11.12.2007 (0ama savenw 16.07.2018) wrdano Candos 0. 0., cepus JS7904, napmusa 4444 ynaroeox, 200en 0o
01.02.2024, npouseodcmesa Jlek 0.0., Cnosenus, Lek d.d., Verovskova 57, 1526 Ljubljana, Slovenia, koo

‘ OKIT[2 21.20.10.133, koo TH B2 3004900002, konmpaxm Ne 02/Candosz ATV12 om 01.02.2012, unsoiic Ne

| 4190497752 om 21.05.2019

COOTBETCTBYET TPEBOBAHUSM

TINOI4059/01-111207 (H 42-4499-07 usm, Ne 1-9)

AEKJIAPAITNS ITPUHSITA HA OCHOBAHUH

cepmuchuxam ananusa npouseodumens om 12.03.2019, C epmughuram coomeememeus: cucmemol

| menedaemenma xavecmea ¢ Cucmeme dobposonsnoti cepmugpuxayuu "PAPM-PEIHCTP" No POCC
S1.DXK0.K.00169, cpox deticmeus ¢ 10.04.2018 2. no 31.05.2019 2., 000 "Oxpyarcioti yenmp xoumpons
kaweemea", Poccua, 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1

JATA IPUHATHSA JEKJTAPALIHHA 27.05.2019
AEKJIAPALIASI AEUCTBUTEJILHA J10 0/.02.2024

ML

> Enucees H.B
oexaapaim IOANHCH O.1.0

CBEJIEHMUST O PETUCTPALIUHA

OPI'AH IO CEPTU®UKAIIUH, 3APETHCTPUPOBABILIHIT AEKJIAPALTAIO

RA.RU.11®M08 OPI'AH 110 CEPTH®HKALIIH ITPOJ VKIJHH OBIJECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA o

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, aopec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocksa, yx. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, e6-
caim: oykk.pa.

AEKJIAPALIMS O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU JI-SI.®M08.B.25155/19
,HAT&?EI_‘W‘?}B%_&’[HH 27.05.2019
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CAHAO3

Ccbinka: 1705191510

Boinyuex:

Nek dhapmaueBTUYECKaA KOMNAHUA 4 4.
BeposwikoBa, 57

1526 NwbnsHa, Cnosexns

Ten:+386 1 5802111

®dakc:+386 1 5683517

www. lek . si

JlnueH3ns Ha NPOWN3BOACTEO:
800-21/2018-10

CEPTUO®UKAT COOTBETCTBHA

I[Ipoaykr

Toprosoe
HAMMEHOBaHHUe
JlozupoBka

®opma 103HPOBKH
YnakoBka

O0bem ynakoBkH
Koa

Cepus Canaos
Jlata npousBoacTBa
Cpok rognocrTu
AJpec npoH3BOAUTEISA

Beinyckarommuii caiir:

TecTupyrommnii cai:

GEPPYM JIEK 100 mr/ 2 mu pactsopa 50 amiyi P®
OEPPYM JIEK 100 mr/ 2 M

100 mr/ 2 mn

PactBop B ammynax

AMITYJIBI

50 ammys x 2 Mi

872296 Tun Beimycka: Brinyck Ha peIHOK
JS7904

02-2019 Mdara Beinmycka 17-05-2019
02-2024 KonauuecrBo 4444 ym.

JIek ®apmacerotukaic .. NeJlunensuu: 800-21/2018-10
Beposiukoga, 57

1526 Jlrobnsana,

Crosenus

Jlek ®@apmacerotukaic A.4.  NeJluuensuu: 800-21/2018-10
Bepogsuikona, 57

1526 JIrobasna,

CnoBenus

Jlex ®apmacerotukanc 1.1, NeJlmuensuu: 800-21/2018-10
Bepoginkosa, 57

1526 JIrobnsna,

CiioBeHus
Cocras:
IMpoaykTr @®EPPYM JIEK ammyasr 100 mr/2 mon SI03 MS
Kon 42023278 Cepus: JN5305
KoanyecTBo 239740 .
Anpec Jlex @apmacerotukaic 1.4, NeJlunensuu: 800-21/2018-10
MPOH3BOAHTEJIA Bepogmikona, 57

1526 JIo6sina,
CrnoBenus

Crp: 1/2 *B 1aHHOM [I0KYMEHTE [0CTaBJIEHa 3/IEKTPOHHAsA MOMHCh B COOTBETCTBHH CO cTaHaapToM Canao3




CAHAOO3 Brinyuen:

Nek hapMaueBTUYeckan KOMNaHUa 4.4.
Beposwkosa, 57

1526 NobnsHa, Cnoserus

Ten:+386 1 5802111

dakc:+386 1 5683517

www lek.s!

JIMUEH3MA HA NPON3BOACTBO:;
800-21/2018-10

CEPTHOUKAT COOTBETCTBHAA

Ccobinka: 1705191510

[Ipoaykr OEPPYM JIEK 100 mr/ 2 ma pactopa S0 aminy PD
Toprosoe OEPPYM JIEK 100 mr/ 2 ma

HAHMMEHOBaAHHE

Kon 872296 Cepus Cangoz JS7904
IMponykT KOMIUIEKC XKEJIE3A (III) ITOJIMMAJIBTO3AT H BUDO PW ST EU

Koa 40003593 Cepusi: B492346

AJlpec NpoH3BOANTEA BHUDOP (Mutepuewnn) MHK.
PeweHwirpacce 37
9014 yn. I'annen

LIpeiinapus
Cepusi npoH3BOAHTEIS

833201K
IMpoaykT KOMITJIEKC JXEJIE3A (II1) [TIOJIMMAJIBTO3AT H BUDO PW ST EU
Kon 40003593 Cepusa: B457892

AJlpec NpoH3BOANTEISA BHU®OP (Mutepneurnn) MHK.
Pewenmtpacce 37
9014 yn. 'annex
Hlseiiuapus

Cepust npOH3BOAHTEISE

646201K

3aknouenue:

HacTosummum moATREPAAAI0, YTO BCE MPOH3BO/ACTREHHLIE TNk ITOM NAPTHH FOTOBOM NPOAYKUHN ObIIH IPOBEAECHBI B TI0JIHOM
cootsercTBrH ¢ TpeSoBanusamu GMP u TpeGopannam GMP EC u (koraa ve B EC) ¢ TpeGoBaHUAMM pEryIaTOPHBIX OPraHOB
CTPaHbI/CTPaH Ha3HA4YCHUA,

KommenTapumn:
B mporecce MpOM3BOACTBA M YNAKOBKHM MPOAYKTAa He ObUIO 3a)MKCHPOBAHO KakuX JIHOO
OTKJIOHEHHUH, KOTOpPBIE MOTJIH OBl BJIIMATH Ha BBITYCK MPOJIYKTA.

Beimyck cepun / CepTudukar coznan Mapwus 3arap, ynoJHOMOYEHHOe JIULIO
Bhimyck cepun / Jlata ceprudukara / Bpems 17.05.2019 /13:10:07
Jara co3nanus ceprudukara / Bpems 17.05.2019/13:10:36

Crp: 22 *B naHHOM JOKYMEHTE MOCTaB/EeHa 3eKTPOHHAS MOAMKMCH B COOTRETCTBUHM cO cTaHaapToM Canjo3




Nek cbapmaueamqecxaﬂ KOMnaHwAa 4.4. KoHTpone kavecrtea

Beposuikosa, 57 Beposuwkosa, 57
Cn-1526 Niobnaxa, Cnosenus Cn-1526 Nwbnaxa, Cnoeexus
Ten.: +386 (0)1 58021 11 Ten.: +386 (0)1 580 26 81
®akc: + 386 (0)1 568 35 17 dakc: + 386 (0)1 568 45 81
CEPTUOUKAT AHAJIM3A
INNPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pacTBOp AJIS BHYTPHMbIIIEYHOI'0 BBE/IeHHS
HOMEP P.V.: IT N 014059/01
HOMEP CEPHH: JS7904
HOMEP BAJIK: JN5305/42023278
| TAPAMETPBI | TEXYCJIOBUSI | PE3YJIBTATBI |
[IBET KopuuHeerit CooTBeTCTRYET
BHELIHHNA BUJT Henpo3spauHslii pacTBOp CooTtBeTcTBYET
BU3YAJIbHBIA KOHTPOJIb Be3 BUAMMBIX YaCTHIL M 0CalIKa CoOTBETCTBYET
pH 52-6,5 5,4
WU3BJIEKAEMbIH OB LEM He menee 2,0 mn CooTBeTCTBYET
[MOJIJIMHHOCTb:peakuus Keneso CooteeTcTBYET
OCaK/CHU
MOJJIMHHOCTD: HexkcrpaH CooTeeTcTBYET
cnekTpooToMeTpUs
KOJIMYECTBEHHOE 45,00 — 55,00 mr/mn 49,62  wmr/mn
OINPEJEJIEHUE: JKenezo: 50,00 mr/mn (90,0 — 110,0 %)
KOMILIEKCOHOMETPHUECKOE
THTPOBAHHE
HOHU3HUPOBAHHOE JKEJIE30 OTtcyTeTBYET CooTBeTcTBYET
BAKTEPHUAJIbHBIE He 6onee 10 ED/Mn CoOTBETCTBYET
IHJJOTOKCHHBI
Crp: 1 us2

/*  HcnbiTaHue NpOBOJANTCAH BblﬁopO‘IHO. HcnbiTanue MpOBOJAHUTCA Ha OTACJIBHBIX CEpHAX B COOTBETCTBHH C
YTBEP K ICHHBIM rpaduk.
DIICKTPOHHAS TIOAIMHCh.



Nek bapmauesTuyeckas koMnaHus 4.4 KoHTpons kavectea

Beposwkosa, 57 Beposwkosa, 57
Cn-1526 Nobnsava, Cnosexus Cn-1526 NMio6nsHa, Cnosenus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
®akc: + 386 (0)1 568 35 17 ®akc: + 386 (0)1 568 45 87
CEPTUOUKAT AHAJIU3A
INPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pacTeop a1 BHYTPHMBIIIIE€YHOI'0 BBEICHU A
HOMEP P.V.: IT N 014059/01
HOMEP CEPUU: JS7904
HOMEP BAJIK: JN5305/42023278
| TAPAMETPBI | TEXYCJIOBMSI | PE3YJIBTATHI [
CTEPHUJIbHOCTb CrepuiibHbIi Coorsercryer

Yenosus xpanenus: [IPU TEMIIEPATYPE HE BBIIIIE 25°C. HE 3AMOPAXXUBATD.

CooTBeTcTBYeT yTBEpINK ACHHOM CienuduKaimm

Jlata 12.03.2019
KouTpoas kauectra

INopasza Copxak

Ctp.2mn3 2
/* WcnbiTaHue npoBoauTcs BBIOOPOUHO. MCMbITaHHe NPOBOIMTCH HAa OTACIBHBIX CepHAX B COOTBETCTBHH C
YTBEPKIACHHBIM rpaduKoM.
DJIEKTPOHHAA MOMUCE,




