J;[EKJIAPAHI/IH 0 COOTBETCTBUH

JNEKJAPAHT, IPUHUMAKOUMHA JEKJAPALIMIO O COOTBETCTBUH

- 340 "CAHLO3"

Caeoenus o peeucmpayuu opeanusayuu: Mescpationnas uncnexyus Pedepaionot Hano2060u cayiucovr Ne 46 no
o Mockee 01.01.2008, OTPH 1027739159601, oama npuceoenus OI'PH 06.09.2002.

Adpec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 0.72, kopn.3. Teaegpon: 8(495)660-75-09.

B nuye: Pyxosodumens omoena nozucmuxu (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Exucees H.B.

3ASIBJISIET, UTO

nexapemeennoe cpedcmeo. Deppym Jlek, pacmeop ons enympumviuieinozo esedenus 30 me/mn 2 ma, amnyasl
(10), ynaxogxku xoumypuvie miacmuxogsie (no0oonnl) (3), nAUKu kapmonnboie, PY Ne [T N0O14059/01 om
11.12.2007 (0ama 3amenst 16.07.2018) ewdano Candos 0.0., cepus JX7902, napmus 4502 ynaxocox, 2o00eu 0o
01.04.2024, npouseoocmea Jlex 0.0., Crosenusn, Lek d.d., Verovskova 57, 1526 Ljubljana, Slovenia, xo0
OKITI2 21.20.10.133, koo TH B3I 3004900002, koumpaxm Ne 02/Cancdosz AI'/12 om 01.02.2012, uneotic Ne
4190510911 om 09.08.2019

| COOTBETCTBYET TPEEOBAHMSIM

I N014059/01-111207 (H/T 42-4499-07 usm. Ne 1-9)
JEKJIAPALIUA [TPHHSITA HA OCHOBAHHUHU

cepmughuxam anaruza npouzsodumens om 24.05.2019, Cepmuchuran coomeememeus cucmems
senedwemenma kaveemea ¢ Cucmeme doposonsrotl cepmupurayuu "CAPM-PETHCTP" Ne POCC

L SLMOKIT0.K.00215, epox ociiemeus ¢ 31.05.2019 2. 00 31.05.2022 2., QOO "Oxkpyscnoti yeump Koumpos

kavecmea” (000 "OLIKK"), 115280, 2. Mockea, yi1. Macmeproga, 0.4, am. 3, nom.I, xom. !

JATA ;mnum{sj JEKJIAPAITAH 20.08.2019
up’wﬁ,«wﬂﬁm!" AE YICTBI/ITEJII)HA JO 01.04.2024
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CBEJAEHUSA O PETUCTPALIMU

OPI'AH IO CEPTUO®UKALIMH, 3APETHCTPUPOBABIINI JIEKJIAPALIMIO

RA.RU.11DMO8 OPIAH 110 CEPTHO®HKALHH ITPOAYKIIHH OBL[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanwsayuu: 115280, 2. Mockea, y1. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, aopec opeana no
cepmucpuxayuu: 115280, POCCHA, 2opod Mocxkea, yr. Macmeprosa, 0. 4, am. 5., mex. (495)788-02-88, eet-
canum. OyKK. pe.

JIEKJIAPALIMSI O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU A-SI1.®M08.B.33699/19

| TATA PMMT?AuuH 20.08.2019
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CAHAO3

Cebinka: 0508191448

BeinyuieH:

Jlek hapmaueBTUYECKan KOMNaHUA A.4.
BepoeLkosa, 57

1526 NiobnsiHa, Cnosexua

Ten:+386 1 5802111

dakc:+386 1 5683517

www lek.si

JNIMueH3nsa Ha NpoU3BOACTBO:
800-21/2018-10

CEPTHO®UKAT COOTBETCTBUSA

Ipoaykr

Toprosoe
HAHUMEHOBaHHe
Ho3upoBka

®opma 103HPOBKH
Ynakoska

O0beM YNaKOBKH
Koa

Cepusa Canpgos
JlaTa npou3BoacTBA
Cpoxk rogHocTH
AJpec NpoOU3BOAHTESA

Beinyckaromuii cauT:

TecTUPYHOIIHHA CAHT:

GEPPYM JIEK 100 mr/ 2 mut pactBopa 50 amInyst P®
®EPPYM JIEK 100 mr/ 2 ma

100 mr/ 2 mi

PactBop B ammyiax

AMITYJIBI

50 ammmy X 2 M1

872296 Tun BeInycka: BEITYyCcK HA PHIHOK
JX7902

04-2019 Jlata Beimycka 05-08-2019
04-2024 KoauuectBo 4502 ym.

Jlex dapmackrotukainc 1.1 NeJlumensun: 800-21/2018-10
Beposikosa, 57

1526 JIroGasHa,

Cnosenus

Jlex ®apmaceiotukance 1., NeJluneHsuu: 800-21/2018-10
Beposikosa, 57

1526 JIroGnsna,

CiioBeHus

Jlex ®@apmacsiotukanc a1 NeJluwensun: 8§00-21/2018-10
Beposmikosa, 57

1526 Jlrob6sHa,
Cnosenust
Crpana umnoprep: PY:
Poccuiickas ®enepanus 014059/01
CocTaBb:
IMpoaykr GEPPYM JIEK ammyast 100 mr/2 M1 SI03 MS
Koxa 42023278 Cepua: JU1758
KoanyecTBo 245201 mmr.
Anpec Jlex ®apmacerotukaic a.a.  NeJlumensun: 800-21/2018-10
NPOU3BOAUTEJISA Beposuikosa, 57

1526 JIro6asHa,
CnoseHus

Crp: 1/3 *B 1aHHOM JIOKYMEHTE TI0CTaB/IeHa AIeKTPOHHAA MOAMUCH B COOTBETCTBUM co cTaHxapToM Canjios




CAHOO3 BeinyueH:

Nek hapmaueBTUYECKAA KOMNAHWA A.A.
BeposLukosa, 57

1526 NiobnsHa, CnoseHus

Ten:+386 1 5802111

dakc:+386 1 5683517

www. lek sl

JIuueHsuns Ha Npou3BOACTBO!
800-21/2018-10

CEPTU®UKAT COOTBETCTBUA

Ccoinka: 0508191448

I[Mpoaykr GEPPYM JIEK 100 mr/ 2 mi pactBopa 50 ammyt PD
Toprosoe GEPPYM JIEK 100 mr/ 2 mu

HAMMeEHOBaHHe

Kon 872296 Cepus Cangoz JX7902
ITpoaykr KOMIUIEKC XEJIE3A (11I) TTOJIMMAJIbTO3AT H BUDO PW ST EU

Koa 40003593 Cepusi: B492345

Anpec NPOH3BOAHTES BHU®D®OP (Unrepuewmnn) MHK.
PeweHwrpacce 37
9014 yn. lauieH

Lisefinapus
Cepust TpoH3BOAUTESA

832201K
IMponykr KOMIUIEKC JKEJIE3A (IIT) TOJIMMAJILTO3AT H BU®O PW ST EU
Kon 40003593 Cepusi: B457892

Alpec NpoN3BOAHTEIS BUDOP (Murepreunn) MHK.
Pewenmrpacce 37
9014 yn. I'annen

HIselinapus
Cepusi NPON3BOANTEISA

646201K
IMponykT KOMIUJIEKC KEJIE3A (III) TOJIMMAJIBTO3AT H BU®O PW ST EU
Kon 40003593 Cepusni: B492346

Anpec NpOM3BOAHTENS BHU®DOP (Uurepremsn) HHK.
PeweHwTpacce 37
9014 yn. T'ajuteH
[11Beituapus
Cepust NPOH3BOANTENSA
833201K

3akmouenue:

HacTOSIMM [OTBEPAIAI0, YTO BCE IPOH3BOACTBEHHLIC Tallbl YTOH NapTHU FOTOBOI MPOYKIMH ObLIH NPORECHEI B MOJIHOM
cooTsercTsrH ¢ Tpebosannamu GMP u TpeGosannam GMP EC u (koraa ve 8 EC) ¢ TpeGoBaHUAMM PETYIATOPHBIX OPraHOB
CTPaHbI/CTPaH HA3HAYCHHA.

KoMmmeHnTapum:
B mpolecce MpOM3BOJCTBA M YIAKOBKM TPOJYKTa He OBLIO 3aQUKCHPOBAHO KakuX JHOO
OTKJIOHEHMH, KOTOPbIE MOTJIH OBl BIUATH Ha BBIIYCK MPOJIyKTa.

Crp: 2/3 *B 1aHHOM JIOKYMEHTE MOCTaB/IeHa NEKTPOHHAs MOAMUCH B COOTBETCTBUU CO CTAHIAPTOM Canpnos




CAHAO03

Ccbinka: 0508191448

BrimyuieH:

Nek chapmavueBTUYECKan KOMNAHUA 4.4.
BeposLlkoBa, 57

1526 JlrobnaHa, CnoseHus

Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek.sl

JluueH3ns Ha Npou3BOACTRO:
800-21/2018-10

CEPTUO®UKAT COOTBETCTBUS

IpoaykTr ®OEPPYM JIEK 100 mr/ 2 mi1 pactBopa 50 ammy P®
Toprosoe GOEPPYM JIEK 100 mr/ 2 mn

HaAaHMEHOBaHHE

Kona 872296 Cepus Cango3 JX7902
Boinyck cepun / Ceprudukar co3iaH Mapus JKurap, yrnoJJHOMOUEHHOE JIHLIO

Beimyck cepun / Jlata cepTudukara / Bpems 05.08.2019 / 12:47:38

Jlata coznanus ceprudukara / Bpems 05.08.2019 / 12:48:58

Crtp: 3/3

*B naHHOM JOKYMEHTE MOCTaBJIeHa JIEKTPOHHAA MOANKUCE B COOTBETCTBHH CO CTAaHIapTOM Cannos



Nek chapmaueBTUYECKAn KOMNAHUA 1.1, KoHTponk KayecTea

Beposuukoea, 57 BeposLukoBa, 57
Cn-1526 Niobnaxa, Cnosexus Cn-1526 Jlo6nsaHa, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)71 580 26 81
dakc: + 386 (0)1 568 3517 dakc: + 386 (0)1 568 45 81
CEPTUOUKAT AHAJIM3A
IMMPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pacTrBop AJas BHYTPHUMBIIIIEYHOT0 BBC/ICHHH
HOMEP P.V.: IT N 014059/01
HOMEP CEPHUH: JX7902
HOMEP BAJIK: JU1758/42023278
| TAPAMETPBI | TEXYCJIOBHUS PE3YJIbTATHI B
LIBET KopuuHesblii COOTBETCTBYET
BHELLIHWH BU]T Henpo3pauHblii pacTBop CooTBeTcTBYET
BHU3VAJIbHbIH KOHTPOJIb be3 BUAMMBIX YacTHLL M OcaIKa CootBeTCTBYET
pH 52-6,5 5.6
M3BJIEKAEMBIY OBBEM He menee 2,0 mn CooTBeTCcTBYET
MOJJIMHHOCTb: peakius Keneso COOTBETCTBYET
OCaXKAEHNA
[MOJJJIMHHOCTD: JlexcTpan CooTBeTCTBYET
CNeKTpo(hOTOMETPHUS
KOJIMYECTBEHHOE 45,00 — 55,00 mr/mn 4976 wmr/mia
OINMPEJAEJIEHHE: Keneso: 50,00 mr/ma (90,0 — 110,0 %)
KOMIJIEKCOHOMETPHYECKOE
TUTpPOBaHHE
HOHU3UPOBAHHOE XKEJIE30 OtcyTeTBYET CooTBeTCTRYET
BAKTEPHUAJILHLIE He Gonee 10 ED/Mn CooTBeTcTRYyET
DHAOTOKCHHEI
Crp: 1u32

/¥ HcnelTaHde MpoBOAHTCA BbIOOpOYHO. HMcnbiTaHHE TNPOBOAMTCA HA OTAENAbHBIX CEpHUAX B COOTBETCTBHM C
YTBEPK/AEHHBIM rpad K.
DNEKTPOHHAS MO/LITNCE.



Nek hapmaLeBTUYECKan KOMNAHWA A 4. KoHTponb kadecTea

Beposwkoea, 57 BeposLukosa, 57
Cn-1526 NiobnaHa, CroseHus Cn-1526 NMioBnaxa, Cnosexus
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
NNPOJAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pPacTBOp A1 BHY TPHMBINICTHOTO BBE¢ICHHS
HOMEP P.V.: IT N 014059/01
HOMEP CEPHUMU: JX7902
HOMEP BAJIK: JU1758/42023278
| MAPAMETPBI | TEXYCJIOBUSA | PE3VJILTATDI |
CTEPWJIBHOCTD CrepuiibHbIH CooTBeTCcTBYET

Venosus xpanenns: [IPMU TEMIIEPATYPE HE BBIIIE 25°C. HE 3AMOPAXHBATD.

COOTBETCTBYET yTBEPKACHHOH crenupuKannu

JaTa 24.05.2019
KoHTponb kayecTBa

Topasn Copxkak

Crp.2m32
/¥ HcnbiTaHWe TIPOBOAMTCH BbIGOpo4HO. HMcenbiTanme MNPOBOAMTCA HA OTAENbHBIX CEPHAX B COOTBETCTBHH C
YTBEPKAEHHBIM IPauKoM.
DeKTPOHHAS MOAIMHUCS.



