JEKJAPAIINSI O COOTBETCTBUHA

JEKJIAPAHT, MPUHUMAIONUNA JEKJIAPALIMIO O COOTBETCTBUH
340 "CAHO3"

Ceedenus o pezucmpayuu opeanusayuu; Mescpaiionnas uncnexyus PedepansHou Har020601 cayxncbvr Ne 46 no |

2 Mockee 01.01.2008, OFPH 1027739159601, 0oama npuceoenus OI'PH 06.09.2002.
Aopec: 125315, 2. Mocea, Jlenunzpadckuii npocnexm, 0.72, kopn.3. Teaedpon: 8(493 )660-75-09.
B auye: Pykosodumens omoena nozucmuxy (npukaz Ne GX-60100/18 om 15.11.2018 2.) Eaucees H.B.

3ASBJBIET, UTO

nexapcmeennoe cpedcmeo: Peppym Jlex, pacmeop Ons enympumsiuteyno2o egedenus 50 Maimn 2 ML, aMiyabl
(10), ynaxoaxu xonmyphvie niacmuxogsle (n000oHbt) (3), nauxu kapmonnste, PY Ne ITN014059/01 om
11.12.2007 (dama samensi 16.07.2018) swidano Candos 9.0., cepus JX7903, napmus 3538 ynarogox, 2o00en 0o
01.04.2024, npoussoocmea Jlex 0.0., Cnosenus, Lek d.d., Verovskova 57, 1526 Ljubljana, Slovenia, ko0
OKIL/2 21.20.10.133, koo TH B3 3004900002, xonmpaxm Ne 02/Candos AI'/12 om 01.02.2012, uneotic Ne
4190523181 om 30.10.2019

COOTBETCTBYET TPELOBAHHUAM

IT N014059/01-111207 (H/ 42-4499-07 uzm. Ne 1-9)

JEKJAPALIUS [IPUHSATA HA OCHOBAHHH

cepmucpuxam ananuza npoussodumens om 17.06.2019, Cepmughuxam coomeemcmeus cucnembol
menedxncmenma xavecmea 6 Cucmene 0obposonsioti cepmuurayuu "@APM-PETHCTP" Ne POCC
SI.OXIT0.K.00215, cpok deticmeua ¢ 31.05.2019 2. 00 31.05.2022 2., OO0 "Oxpysicrot yenmp kKoHmpons
kavecmaa” (000 "OLKK"), 115280, . Mockea, ya. Macmeprosa, 0.4, am. 5, nom.1, kom. ] -
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CBEJAEHMUSI O PETUCTPAIIMA

OPTAH IIO CEPTU®UKAIMH, 3APETUCTPUPOBABIL MU IEKJIAPALIAIO

RA.RU. 11®OM08 OPI'AH ITO CEPTH®HKALIHMH [TPOLVKLHH OFLIECTBO C Of PAHHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caum: oyxK.pep.

JNEKJIAPAIIMSI O COOTBETCTBUU 3APETUCTPUPOBAHA N POCC RU /JI-S1.®M08.B.43012/19
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CAHA03

Ccebinka: 2310191448

Beinyulen:

ek hapMaUEBTVYECKAR KOMNaHWs 4.4.
Beposwkoea, 57

1526 NwbnsHa, CnoBexus

Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek.si

JIMUEH3US Ha NPOW3BOACTBO:
800-19/2019-11

CEPTU®HUKAT COOTBETCTBHUAI

IlpoaykTr

Toprosoe
HAUMEHOBAHHE
Jo3upoBKa

®opma 103HPOBKH
YnakoBka

O0beM YNAKOBKH
Koa

Cepus Cannos
JlaTa npoH3BO/ACTBA
CpoK roaHocTu
Ajapec npoH3BOAUTES

BbinyckalomHui CauT:

TecTupyromuii caiT:

GEPPYM JIEK 100 mr/ 2 M1 pactBopa 50 amiy. PO
GEPPYM JIEK 100 mr/ 2 ma

100 M1/ 2 ma
PactBop B aminy.iax

AMITYIIBI

50 ammyn x 2 mil

872296 Tun Bpinycka: BblllycK HAa PIHOK
JXT7903AA HanmeuaTanuas cepusi: JX7903
04-2019 Jarta seinycka 23-10-2019
04-2024 KoauvecrBo 3538 viI.

Jlek ®apmacsioturasic 1.1 NeJluuensun: 800-19/2019-11
Beposuikosa, 57

1526 JTrobuistHa,

CaoseHus

Jlex ®apmacbrotukaic .1 NeJlumensuu: 800-19/2019-11
Beposuikosa, 57

1526 Jlrobnsna,

CrnoseHus

Jlex dapmacsrotukanc a1 NeJluuensun: 800-19/2019-11
Beposuikosa, 57

1526 JIroOnsna,

CnoBeHuUA
Crpana umnoprep: PV:
Poccuiickas dejiepauus 014059/01
CocTtas:
[poaykTr GEPPYM JIEK ammyast 100 mr/2 v SI03 MS
Kon 42023278 Cepus: JU1763
KoauuecTBo 245201 wit.
Anpec Jlex ®apmacerotukasic x.a.  NeJluuensun: 800-19/2019-11
NPOH3BOAUTES Bepogikosa, 57

1526 JIwoOngua,
CrioBeHUs

Crp: 1/3 “B 1aHHOM 10KYMEHTE MOCTAB/IEHA YIEKTPOHHAA MOANNCH B COOTBETCTBHH €O cTandapTom Cannos




CAHAO03 Bbinyiien:
Nek chapmauesTUYECKas KOMNaHWA 4.4.
Beposwekosa, 57

1526 Nwbnana, CnoseHvs
Ten:+386 1 5802111
®akc:+386 1 5683517
www.lek sl

JTMUEH3UA HA NPOV3BOACTBO!:
800-21/2018-10

CEPTU®HUKAT COOTBETCTBUA

Ccbinka; 2310191448

Ilpoaykr GEPPYM JIEK 100 mr/ 2 ma pactBopa S0 amiyn PO
Toprosoe GEPPYM JIEK 100 mr/ 2 mi

HAHMEHOBAHHE

Kon 872296 Cepus Canpoz JX7903AA
Cocras:

NpoaykTt KOMITJIEKC XKEJIE3A (I11) TOTMMAJIbTO3AT H BU®O PW ST EU

Koa 40003593 Cepusi:  B504220

Aapec NpoH3BOAHTENS BU®OP (UurepHewnn) MHK.
Pewenwrpacce 37
9014 yn. ['annen
LLBeiiapus

Cepusi npoM3BOAHTES

891101K
Cocras:
[Mpoaykr KOMIUIEKC KEJE3A (11 INOJIMMAJILTO3AT H BU®O PW ST EU
Koa 40003593 Cepusi:  B457892

Aapec npoH3BOAHTENSN BHUDOP (Mureprewnn) MHK.
Pewenwrpacce 37
9014 yva. lannen

IBeituapus
Cepusi npon3BoaAnTENNH
646201K
3akaroveHue:
HHL“I'UHILU‘].\[ HOATBCPACLAI), HTO BCC IJPDH‘!HGJCIEC!IH[:[U Iratibl YTOH HAPTHH | OTOBOH HPOLYKLIHK ObLIH LIPOBEACHDLI B HOJHOM

coorsercrrun ¢ rpedosannamu GMP 1 rpedosannsy GMP EC 1 (koraa ne B EC) ¢ TpeGOBAHMANM PEly ISTOPHBIN OPIaHOE
CTPAHBI/CTPAH HAZHAYECHUS

KommeHTapuu:
B mnpouecce npou3BOACTBA M YIAKOBKH MPOJAYKTa He ObLIO 3aQHUKCHPOBAHO KakUX JHOO
OTKJIOHEHHH, KOTOPbIE MOIIM ObI BAUSTbL HA BINYCK MPOJIYKTA.

Ctp: 273 *B JaHHOM JIOKYMEHTE MOCTABIEHA NEKTPOHHAA NOLNNHCH B COOTBETCTRUM CO cTanaapTom Cannos




CAHO03

Ccbinka: 2310191448

Boinyuen:

Nek chapmaueBTUYECKan KoMnaHus 4.4.
BeposwkoBa, 57

1526 NioGnaxa, Cnosexna

Ten:+386 1 5802111

dakc:+386 1 5683517

www.lek. sl

JIMLUEH3NA Ha NPON3BOACTEO:
800-21/2018-10

CEPTU®UKAT COOTBETCTBHA

IlIpoaykr GEPPYM JIEK 100 M1/ 2 ma pactopa 50 aminyi PO
Toprosoe GEPPYM JIEK 100 mr/ 2 ma

HAHMCHOBaAHHE

Kon 872296 Cepus Cangos JX7903AA
Boinyck cepun / Ceprudukar cosnaH Scna Kocesap Hapest, ynoJiHOMOYEHHOE AMLO
Buinyck cepuut / [lata ceprudpurara / Bpems 23.10.2019 7 12:48:41

Jlara cozanua ceptndurkara / Bpems 23.10.2019/ 12:48:51

Crp: 3/3

*B nannom JOKYMEHTE 110CTaB/IeHA 3JIEKTPOHHAA NOANKUCH B COOTBETCTBHK CO CTAHAAPTOM Cannos



Nex chapmaueBTUYECKAA KOMNAHWA 4.4. KoHTpone kayectea

Bepoewkoea, 57

Beposwekoea, 57

Cn-1526 Nwbnsana, Cnoeenuns Cn-1526 Nwbnana, CnoseHua

Ten.: +386 (0)1 580 21 11
®akc: + 386 (0)1 568 35 17

Ten.: +386 (0)1 580 26 81
Qakc: + 386 (0)1 568 45 81

CEPTUOUKAT AHAJIU3A

MPOJAYKT: 872296 GEPPYM JIEK® 100 mr/2 s
pacreop a.Js1 BH}"T[)HM]:]I[IE‘-[HOI'O BBE/ICHHS
HOMEP P.V.: IT N 014059/01
HOMEP CEPHM: JX7903
HOMEP BAJIK: JU1763/42023278
| TAPAMETPbI | TEXYCJIOBHUSI | PE3YJILTATDI
LUBET Kopuuwessbiii CootsercrByer

BHELLIHWUIA BU/L
BU3YAJIbHbIA KOHTPOJIb
pH

M3BJIEKAEMbIHA OB bEM
[MTOJITMHHOC T b:peakumns
OCAKIEHNA
MOAJIMHHOCTb:
cnekTpohoTOMETPHUA
KOJMYECTBEHHOE
OINPELAEJIEHHE:
KOMIIJIEKCOHOMETPHYECKOE
THTPOBAHHE

Henpo3pa4Hblit pactsop

Be3 BHANMBIX HACTHLL M OCA/IKa
52-65

He menee 2.0 mn

Keneso

Hekcrpan

45,00 - 55,00 mr/ma

Kenezo: 50.00 mr/mn (90,0 - 110,0

HMOHW3HUPOBAHHOE JKEJIE30O Otrcyrersyer

BAKTEPMAJIbHbIE
IHOTOKCHUHbI

He dosniee 10 ED/mn

Cooreercryer
CoorsercTByer

5.6
Cootrsercrsyer
Coorrercrayer

CootBeTct BYCT

50,03 mr/ma
%)

Coorset CTBYET
COQTBE']'CTB_\‘E'I’

/% HcnblTaHue NpoBOAMTCH
YTBEPHAEHHBIM rpaduk.
NEKTPOHHAS MOUNHCh.

Sbiﬁf)pD'-!HO. HMcnbitanue MPOBOAUTCA Ha

Cip: 1un3z2
OTIE/ILHBIX CEPUAX B COOTBETCTBUM C



Nex hapmaueBTMYECKaA KOMNAKWA 4.4, KoHTpons kauectea

Beposwrkosa, 57 BeposLlkoBa, 57
Cn-1526 Niwbnsna, CnoseHns Cn-1526 Nwb6nsHa, CnoseHus
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 &1
CEPTUDUKAT AHAJIM3A
INPOJAVYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pacTBop 1 BHYTPHMBIIIIEYHOI'0O BBEeIeHHUH
HOMEP P.V.: IT N 014059/01
HOMEP CEPHUH: JX7903
HOMEP BAJIK: JU1763/42023278
| TAPAMETPbI | TEXYCJIOBHS | PE3YJILTATbI
CTEPHUJILHOCTb CrepuibHblii Cootsercraver

Yeaosus xpanenns: [IPU TEMITEPATYPE HE BBILIE 25°C. HE 3AMOPAXUBATD.

CoOTBETCTBYET YTBEPIKIACHHOM crelMUKALHH

Hara 17.06.2019
KouTtponb kauecrra
I'opaia Coprax

Crp. 2 u32
/% Hcenbitanne  nposoantes  BbIGOpouHo. HcnbitaHHe NPOBOAMTCH HA  OTAE/IbHbIX CEPHAX B COOTBETCTBUM ¢
VTBEPIKAEHHBIM rpaduKom,
DNEKTPOHHAS MOANKCD.



