NEKJIAPAIIASI O COOTBETCTBUM

JEKJAPAHT, TIPHHUMAIOIIHNA JEKJAPALIMIO O COOTBETCTBHH

340 "CAHIO3"

3apezucmpuposano : Meacpationnan urcnexyus MHC Poccuu Ne 39 no . Mockee OI'PH 1027739159601 om
06.09.2002

Aopec: 125315, 2. Mockea, Jlenunepadcxuni npocnexkm, 0.72, kopn.3. Tenegpon: 8(495)660-75-09.

B nuye: I'enepanvuuiii oupexmop Coeemrun [.B.

Hosepennoe auyo: Enuceee H.B., dosepernnocme Ne 6/n om 22.01.2018 2.

' 3ASIBJISIET, YTO

nexapemeennoe cpedcmeo: Geppym Jlex pacmeop O eHympumbnueyno2o eeedenus 50 me/mun 2 ma, amnyisl
(10), ynaxoexu xonmypusie niacmuxoguie (noddonwt) (3), nauxu kapmonnwie, PY Ne I1 N014059/01 om
11.12.2007 (dama nepeogopmaenus 11.09.2012), cepus HV0436, napmus 1080 ynaxoeox, 200en 0o 01.02.2023,
- npouseodcmea Jlex 0.0., Cnosenus, Lek d.d., Verovskova 57, 1526 Ljubljana, Slovenia, koo OKIIJ?2
21.20.10.133, koo TH BDJ 3004900002, konmpaxm Ne 02/Candoz AI'/12 om 01.02.2012, unsoiic Ne
4190448167 om 20.07.2018

COOTBETCTBYET TPEBOBAHUSIM
IT N014059/01-111207 (HJ 42-4499-07 uzm. Ne 1-7)

JTEKJAPALIMSI IPHHSITA HA OCHOBAHHH

Cepmughuxam coomeememeus cucmemsr menedaucmenma xavecmea 6 Cucmeme 000po6oNbHOi cepmugbuxayuu
"OAPM-PETHCTP" Ne POCC SI.®XKT0.K.00169, cpox deticmeus ¢ 10.04.2018 2. no 31.05.2019 2., 000
"Oxpyarcioii yenmp konmpoasn xasecmea”, Poccun, 115280, 2. Mockea, yr. Macmeprosa, 0. 4, am. 5, nom. I,
KoM, 1

JATA TIPHHATHS NEKJIAPALIMH 25.07.2018
JEKJIAPAIIMS IEACTBHTEIBHA J0 01.02.2023
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W :lh’h:,t‘('lf)f;}}flé[ MOJIIMHCH O.H.0

LU
1 Y N A

el o

| CBEJEHUSI O PETHCTPAIINA

OPTAH IO CEPTU®HUKALMH, 3APETUCTPUPOBABLI U JEKJIAPAIIMIO

RA.RU. 11OMOS OPTAH ITO CEPTHOHKALHH ITPONYKLHH OFLJECTBO C O PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [IEHTP KOHTPOJIA KAYECTBA",

aodpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, am. 3., men.:(495)788-02-88, ee6-
caiim: oykr.pg.

JEKJIAPAITUS O COOTBETCTBHUH 3APETICTPUPOBAHA M POCC SIL.®M08.108056
AATA'PEFMCTPALIMM 25.07.2018

P N ‘@

& %,
} :‘ ;"."-. -y
8 MAT. \ % /‘u
‘ 1,’ 4 f
510 } L/Cf// Hunenko H.Bb.
C@| opeaH Fog NOANKCE PykosoauTens OC
N cepmuurdiinu
[T &

| Oy o
My %




CAHA03

Ccbinka: 1903181554

Beinmyien:

Nek hapmaueBTUYECKAn KOMNAHUA 4.4,
Beposwekoga, 57

1526 NiwbnaHa, CnoeeHua

Ten:+386 1 5802111

Pakc:+386 1 5683517

www.lek.si

JlnueH3ns Ha NponM3BOACTBO:
800-45/2017-11

CEPTH®UKAT COOTBETCTBUA

Ipoaykr GEPPYM JIEK 100 mr/ 2 mu pactopa 50 amiryn P®
Toprosoe OEPPYM JIEK 100 Mr/ 2 M

HAHMeHOBaHHe

Ho3upoBka 100 mr/ 2 mn

@®opma 103HPOBKH PacTBOp B ammynax

Ynakoska AMITYIIBI

O0beM ynakoBkH 50 amy x 2 M1

Kon 872296 Tun Beimycka: BeIIyck Ha phIHOK
Cepus Cango3 HV0436

JaTa npousBoacTBa 02-2018 Hdara Beinmycka 19-03-2018
Cpok roagHocTu 02-2023 KoaunvecrBo 5012 ym.

Jlek ®apMmaceroTHKAIC 1. JInnensusi:  800-45/2017-11

Beposikosa, 57

Anpec Npou3BOAUTE/IS

1526 JTwoOnsaua,
CrnoBeHwus
Cocras:
IpoaykTr @®EPPYM JIEK ammysnbsr 100 mr/2 mur SI03 MS
Kona 42023278 Cepusi: HU1275
KoanuecTBo 256952 mir.
Anpec JIexk @apmachrOTHKAIC 1. 1. JInuenszuss  800-45/2017-11
NMPOU3BOAUTEJIA Beposuikosa, 57
1526 JIrobasHa,
CiioBeHUs

ITpoaykT KOMIUIEKC JXEJIE3A (III) ITOJIMMAJIbTO3AT H BUD®O PW

ST EU
Kon 40003593 Cepusi: B454746
Anpec BHU®OP (Mutepuemnn) MHK.
NPOH3BOAUTEISA Pemenmrpacce 37

9014 yn. 'annen

HIseinapus
Cepus
NPOU3BOAUTEIS 719101K
Crp: 1/2 *B 1aHHOM [I0KYMEHTE M0CTaB/IeHa 3JIEKTPOHHAsA MMOANNUCH B COOTBETCTBHH co cTanaaprom CaHnos




CAHAO03 BoinyieH:

Nlek hapmaueBTMYECKasn KOMNAHWUA 4.4,
BeposLkosa, 57

1526 NwbnaHa, CnoeseHua

Ten:+386 1 5802111

Pakc:+386 1 5683517

www.lek.sl

JlnueHans Ha NPOW3BOACTBO:
800-45/2017-11

CEPTHOUKAT COOTBETCTBUS

Ccbinka: 1903181554

Ipoaykr OEPPYM JIEK 100 mr/ 2 mn pactopa 50 ammyn PO
Toprosoe OEPPYM JIEK 100 mr/ 2 mn
HAaNMeHOBaHHe
Kon 872296 Cepus Canpoz HV0436
IIpoaykr KOMIUIEKC 2KEJIE3A (III) ITOJIMMAJIBTO3AT H BUDO PW
ST EU
Kona 40003593 Cepus: B436174
Anpec BU®OP (Uureprewmnn) MHK.
NPOU3BOAUTE/IA Pemenmrpacce 37
9014 yn. 'annen
I1IBetinapus
Cepus
NPOU3BOAUTE/ISI 722001K
3akaiouenue:

HacTofium noaATBep:x1at0, 4HTO BCe MPOM3BOACTBEHHBIEC TArbI ATOMH MAPTHH FOTOROH MPOAYKIIMK OBLITH TIPOBEIEH B NOJHOM
coorseTcTBUH ¢ Tpebosanusmu GMP u Tpebosanusm GMP EC u (koraa ve 8 EC) ¢ TpeGoBaHMAMM PEryISTOPHLIX OPraHoB
CTPaHBI/CTPaH Ha3HAYESHHS.

Kommenrtapumn:
B mponecce npou3BojcTBA M YNAKOBKH MPOJAYKTa He OBUIO 3aUKCHPOBAHO KakuxX JHOO
OTKJIOHEHHH, KOTOPBIE MOIJIH OBl BIUATH HA BBIMYCK MPOJYKTA.

Brinyck cepun / CepTuduxkar co3naH Anuta Crod, ynoJHOMOUYEHHOE JIHIIO
Boinyck cepuu / lata ceptudmkara / Bpems 19.03.2018 / 14:54:22
Jlara co3nanus ceptudukara / Bpems 19.03.2018 / 14:54:49

Crp: 2/2 *B naHHOM 0KyMeHTe MOCTaB/IeHa 31EeKTPOHHAA MOANKCE B COOTBETCTBHM co cTanaprom CaHio3




Nek hapmaueBTUYECKanA KOMNAHWA 4.4, KoHTpone kadecTtea

BepoBuwkoea, 57 BeposLukoBa, 57

Cn-1526 Nwbnsaxna, CnoseHus Cn-1526 NMw6nana, CnoeeHwnA
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
dakc: + 386 (0)1 568 35 17 Qakc: + 386 (0)1 568 45 81

CEPTUOUKAT AHAJIN3A

ITPOJAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pacTBOp 1)1 BHYTPHMBIIIEYHOI0 BBE/ICHHA

HOMEP P.V.: I1 N 014059/01
HOMEP CEPUMU: HV0436
HOMEP BAJIK: HU1275/42023278

[ IAPAMETPBI | TEXYCJIOBUS | PE3VJIBTATBI |
LBET Kopuunesslii CooTtBeTcTBYET
BHEIIHWUU BU/]T Henpospauuelii pacTBop CooTBETCTBYET
BU3YAJILHBIA KOHTPOJIb Be3 BuAMMBIX YacTHLL M Ocalka CooTBeTcTBYET
pH 52-6,5 5.5
U3BJIEKAEMBIU OB bEM He meHee 2,0 Mn CooTBeETCTBYET
[MOJJTMHHOCTb:peakuus Keneso CooTBeTCTBYET
OCa}1eHUA
[MNOAJIMHHOCT: Hexcrpan CooTBeTCTBYET
crneKkTpooTOMETpHA
KOJIMYECTBEHHOE 45,00 — 55,00 mr/mn 50,10  mr/mn
OINPEAEJIEHHUE: Kenezo: 50,00 mr/mn (90,0 — 110,0 %)
KOMIUICKCOHOMETPHYECKOE
THTpOBaHHe
MOHHU3UPOBAHHOE XKEJIE30 OtcyTcTBYeT CooTBeTcTBYET
BAKTEPHAJIbHBIE He 6onee 10 E3/Mn CooTBeTCTBYET
DHAOTOKCHHBI

Crp: 1us2
/* Hcenwitanue nposBoautcs BblOOpouHO. HMcenbiTanue NPOBOAMTCA Ha OTAENbHBIX CEPUAX B COOTBETCTBHH C
YTBEPKAEHHLIM rpaduk.
DNEKTPOHHAsA NOAMHUCh.



Nek chapmaueBTUYECKaA KOMNAHWUA 4.4.

Beposwkosa, 57

Cn-1526 N6nsHa, Cnosexua
Ten.: +386 (0)1 580 21 11
®akc: + 386 (0)1 568 35 17

KoHTpons kadecTea
Beposwkosa, 57

Cn-1526 NMobnsAHa, Cnosexun
Ten.: +386 (0)1 580 26 81
®akc: + 386 (0)1 568 45 81

CEPTUDUKAT AHAJIU3A
IIPOJIYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
PacTBOpP AJH BHYTPHMBIIMIECYHOT0 BBEICHHA
HOMEP P.V.: I1 N 014059/01
HOMEP CEPUM: HV0436
HOMEP BAJIK: HU1275/42023278
| IAPAMETPBI | TEXYCJIOBUSI | PE3YJILTATBI |
CTEPHJIBHOCTb CrepunbHblii CooTBeTCTBYET

Ycnosus xpanenusi: [IPU TEMITEPATYPE HE BBIIIE 25°C. HE 3AMOPAXUBAT.

CoOoTBETCTBYET YTBEPKACHHOM crieli(pUKaKu

Hara 08.03.2018

KoHTtponb KavecTBa
INopa3za Copxak

Ctp.2u32

/* HcnbiTanue nNpoBOAMTCS BHIOOpOUHO. HenbiTaHHe NPOBOANTCA HA OTHE]bHBIX CEPMAX B COOTBETCTBHM C

YTBEPK/ACHHBIM IpapUKoM.
DEKTPOHHAA NOAINUCD.



