JTEKJIAPAIISI O COOTBETCTBUH

JEKJIAPAHT, IPUHUMAIOIIHUN JEKJIAPAITUIO O COOTBETCTBHUH

340 "CAHLO3"

3apeaucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu Ne 39 no 2. Mocxkee OI'PH 1027739159601 om
06.09.2002

Aopec: 1253135, e. Mockea, Jlenunepadckui npocnexm, 0.72, kopn.3. Teaedon: 8(495)660-75-09.

B auye. I'enepansuoiii oupexmop Cosemxun /1. B.

Hoesepennoe nuyo: Enuceeg H.B., dosepennocms Ne 6/n om 22.01.2018 2.

SAABJISIET, UTO
nexapcmeennoe cpedcmeo. Peppym Jlek, pacmeop 0as enympumoiuieyHo2o egedenus 50 me/mn 2 ma, amnynwl

(10), ynaxosku koHnypHble n1acmukogeie (no0oonst) (3), nauku kapmownusie, PY No II N014059/01 om
11.12.2007 (0ama nepeogpopmaenus 11.09.2012), cepus HV0436, napmus 540 ynaxoeok, 200en 0o 01.02.2023,
npouzeoocmaa Jlex 0.0., Cnoeenus, Lek d.d., Verovskova 57, 1526 Ljubljana, Slovenia, koo OKII/J2
21.20.10.133, koo TH B3/ 3004900002, xonmpaxm Ne 02/Canooz AI'/12 om 01.02.2012, uneoiic Ne
4190455718 om 12.09.2018

COOTBETCTBYET TPEBOBAHUSAM

[T NO14059/01-111207 (HJ] 42-4499-07 usm. Ne 1-7)

- AEKJIAPAITMS TIPHHSATA HA OCHOBAHHH

| cepmucpuxam anaruza npoussodumens om 19.03.2018, Cepmughuxam coomsememeus cucmemo

| menedxcmenma kavecmea 6 Cucmeme 0obposonsroi cepmugpuxayuu "PAPM-PETHCTP" Ne POCC

| SLDXKI0.K.00169, cpox desicmeusn ¢ 10.04.2018 2. no 31.05.2019 2., Q00 "Oxpyaicnoii yenmp konmpons.
kavecmea", Poccus, 115280, e. Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1

TTATA TIPHHATHS TEKJIAPALIMH 18.09.2018
NEKJIAPAIIHST AEMCTBUTENBHA JO 01.02.2023
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M1 ~ / ,
/{\ A Enucees H.B.

deraapanm MOANKUCH O U.O

CBEJAEHUSA O PETUCTPAITA

E OPTAH 110 CEPTUO®HKAIIUH, 3APETHCTPUPOBABII U JEKJIAPAIIMIO

RA.RU. 11 MO8 OPTAH 10 CEPTH®HKALHH ITPOJYKI[HH OFLJECTBO C OI' PAHHYEHHOH

| OTBETCTBEHHOCTbIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBA",

| adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepkosa, 0. 4, am. 5., men.:(495)788-02-88, 6e6-
| caiim: OyKK.p@.

| JEKJIAPAIIMSI O COOTBETCTBHUHU 3APETUCTPUPOBAHA No POCC RU J-SI.@M08.B.01201/18
f HAT_{;& PEL };!SZTPALIHH 18.09.2018
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CAHA03

Cceinka: 1903181554

Boinyuien:

llex hapmaLesTU4eCcKas KOMNaHua 4.4,
BeposLukosa, 57

1526 NMobnsHa, CnoseHuA

Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek.si

NluyeHans Ha Npou3BOACTBO:
800-45/2017-11

CEPTU®UKAT COOTBETCTBUA

IMpoaykTr GEPPYM JIEK 100 mr/ 2 ma pactBopa 50 amiy PO
Toprosoe ®EPPYM JIEK 100 mr/ 2 mn

HAHMEeHOBaHHE

Ho3upoBka 100 mr/ 2 mn

dopma 103UPOBKHU PacTrop B amITyiax

YnakoBka AMITYJIBI

O0beM yNaKoOBKH 50 amiyn X 2 M1

Kona 872296 Tun Beimycka: Bbinyck Ha peIHOK
Cepus Canjaos HV0436

JlaTa mpou3BoO/JACTBA 02-2018 JlaTta Beimycka 19-03-2018
Cpok rogHocTH 02-2023 KommyectBo 5012 yn.

Jlex @apMachlOTHKAIC L. Jlunensusi: 800-45/2017-11

Beposikosa, 57

Aapec NpoOH3BOAUTEIH

1526 JIroOusHa,
CnoBeHus
Cocras:
[MpoaykT GEPPYM JIEK ammyser 100 mr/2 ma SI03 MS
Kon 42023278 Cepusa: HUI1275
Konau4vecTBo 256952 mir.
Anpec Jlex ®apmacbelOTHKANIC 1.1, Jlunenzua 800-45/2017-11
NPOU3BOIUTEJIS Bepogukosa, 57
1526 JIrobnsHa,
CiioBenus
IpoaykT KOMIUIEKC XEJIE3A (III) TTOJIMMAJIBTO3AT H BUDO PW
ST EU
Koa 40003593 Cepusi: B454746
Anpec BU®DOP (MuTepuemnn) MHK.
NPOU3BOAUTE/IA Pemenmrpacce 37
9014 yn. I'amien
LBseiinapus
Cepus
NPOU3BOAUTE/IA 719101K

Crp: 1/2 *B 1aHHOM JIOKYMEHTE MOCTAB/IEHA 3IEKTPOHHAA MOAMHCh B COOTBETCTBHMM CO cTanaapToM CaHl03




CAHAO3 Boimyen:

Jlek hapmauesTu4eckan KomnaHus a.4.
Beposwekoea, 57

1526 NbnsHa, CnoseHua

Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek.sl

NueHans Ha NPOU3BOACTBO:
800-45/2017-11

Ccouinka: 1903181554

CEPTUO®UKAT COOTBETCTBUA

IIpoaykr ®EPPYM JIEK 100 mr/ 2 ma pactsopa 50 amry PO
Toprosoe GOEPPYM JIEK 100 mr/ 2 mn
HAHUMEHOBaHHeE
Kona 872296 Cepus Canno3z HV0436
IMpoaykr KOMIUIEKC XEJIE3A (I1I) TTIOJIMMAJIBTO3AT H BUDO PW
ST EU
Kon 40003593 Cepus: B436174
Anpec BU®OP (Uurepuemnn) MHK.
MPOH3BOAUTEIS Pemeninrpacce 37
9014 yn. 'annen
[Igeiiapus
Cepus
NPOH3BOAHTEIS 722001K
3akaiovenue:

HacToALMM TIOATBEPHAI0, YTO BCE MPOM3BO/ICTBEHHBIE ITATBI ITOI NAPTHH FOTOBOH NPOIYKIMH OBLIH IPOBE/ICHE B MOJTHOM
coorsercTBuy ¢ Tpeboranuamu GMP 1 tpeGopanusim GMP EC u (koraa ne B EC) ¢ TpeGoBaHHAMU peryIsTOPHBIX 0praHoB
CTpaHbl/CTPaH HA3HAYCHHSI.

Kommenrapumn:
B mpomecce NpOM3BOACTBA M YNAKOBKH NPOJAYKTa He OBUIO 3a(MKCHPOBAHO KakuxX JHOO
OTKJIOHEHHH, KOTOPBIE MOTIH OBbI BJIMATH HA BBITYCK MPOIYKTA.

Buinyck cepun / CepTudHkar co3aH Anuta Ckod, yNoJIHOMOYEHHOE JTMLIO
Boimyck cepun / Jlata ceprudukara / Bpems 19.03.2018 / 14:54:22
ITata co3znanus cepTdukara / Bpems 19.03.2018 / 14:54:49

Crp: 2/2 *B 1aHHOM JOKYMEHTE N0CTABIIEHa 3NEKTPOHHAs MOANNUCH B COOTBETCTBHH €O cTanaapToM CaHno3




INek cbapmaueBTUYECKas KOMNAHWA 4.4, KoHTponb kavecTea

Bepoewikoea, 57 Beposwekosa, 57

Cn-1526 Niobnaxa, Cnosexus Cn-1526 NMwbnaxa, CnosexHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
®dakc: + 386 (0)1 568 35 17 ®dakc: + 386 (0)1 568 45 81

CEPTUOUKAT AHAJIM3A

INNPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 mu
pPacTBOP A/ BHYTPUMBIIIEYHOI'0 BBe/1CHUS

HOMEP P.Y.: IT N 014059/01
HOMEP CEPUMN: HV0436
HOMEP BAJIK: HU1275/42023278

| MAPAMETPBI | TEXYCJIOBHS | PE3YJIBTATHI
LIBET KopuuHessilii CootBercTBYET
BHELLIHHWH BHU]| Henpo3spaunsiii pactsop CooTBeTcTBYET
BU3YAJIbHBIH KOHTPOJIb be3 BUAMMBIX YacTHIL M Ocajlka CootseTcTRYyET
pH 52-6,5 55
WU3BJIEKAEMBIN OB bEM He meHee 2,0 mn CootBeTcTBYET
[TOJJIMHHOCThb:peakuus XKenezo CooTtseTcTBYET
OCAKJICHHA
[TOJIMHHOCT: Jekctpan CooTBeTcTBYET
CnekTpoOTOMETpHA
KOJIMYECTBEHHOE 45,00 — 55,00 mr/mn 50,10 mr/mMna
OITIPEJEJIEHHE: Keneszo: 50,00 mr/mi (90,0 — 110,0 %)
KOMIJIGKCOHOMETPHYECKOe
TUTPOBaHHE
HOHH3HUPOBAHHOE JKEJIE30 OTcyTcTBYyeT CootseTcTBYyET
BAKTEPUAIJIbHLIE He Gonee 10 ED/Mn CooTBeTcTBYET
OHIAOTOKCHHEI

Crp: 1 132
/* HcnbiTanne MpoBOAWTCS BbIOOpouHO. MCMbITaHHE NPOBOAMTCS HA OTAE]BHBIX CEPHAX B COOTBETCTBHM C
YTBEPKAEHHBIM rpaduk.
DNEeKTPOHHAA MOAMHUCh.



Jlek chapmavesTyeckas KoMnaHws 4.4.

Bepoewkoea, 57

Cn-1526 NwbnsHa, CnoseHus
Ten.: +386 (0)1 580 21 11
dake: + 386 (0)1 568 35 17

KoHTponb kavectea
Beposwkosa, 57

Cn-1526 NwbnsHa, CnoseHus
Ten.: +386 (0)1 580 26 81
®dakc: + 386 (0)1 568 45 81

CEPTUOUKAT AHAJIV3A
IIPOJVKT: 872296 ®EPPYM JIEK® 100 mr/2 mur
pacTBOp AJIA BHYTPHMBIIIEYHOT0 BBEAEHHH
HOMEP P.V.: I1 N 014059/01
HOMEP CEPUU: HV0436
HOMEP BAJIK: HU1275/42023278
| TAPAMETPBI | TEXYCJIOBHUSI | PE3YJIbTATBI
CTEPHUJILHOCTB CrepuibHBIN CooTBeTcTBYET

Yenosus xpanenus: [TIPU TEMITEPATYPE HE BBIIIE 25°C. HE 3AMOPAKUBATD.

CoOTBETCTBYET YTBEPIKACHHOMN CrIElH(pUKALIAH

Hara 08.03.2018

KonTponb kauecTBa
I'opa3za Copaxak

Crp.2u32

/* WcnbiTaHue MpoBOAMTCA BBIGOPOUHO. McCnbITaHMe NPOBOAMTCA HA OT/IENBHBIX CEPUAX B COOTBETCTBUH C

YTBEPK/IeHHBIM IPaduKOM.
DNeKTpOHHAs MOAMUCh.



