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CAHA03

Ccbinka: 1903201528

Beinyuen:

lNek thapmaueBTWYECKas KOMNAHUA A4.4.
Beposwkoea, 57

1526 Nwbnana, CnoseHus

Ten:+386 1 5802111

®akc:+386 1 5683517

www. lek.si

JlMyeHans Ha Npou3BOACTBO:
800-19/2019-11

CEPTH®UKAT COOTBETCTBUA

ITpoaykT

Toprosoe
HAHMEHOBAHHE
Jo3upoBka

dopma 103UpPOBKH
Ynakoska

O0bem ynakoBkH
Kon

Cepus Cannos
JaTta npou3BoacTBa
Cpok rognoctn
AJpec npoH3BOAHTEIS

Beinyckawmuii cair:

TecTupyrommuii cair:

FERRUM LEK(®EPPYM JIEK) 100 MG/ 2 ML 50LIAM
RU
@®EPPYM JIEK 100 mr/ 2 mi

100 mr/ 2 mn
PactBop B ammy.iax

AMITYJIbl

50 ammy x 2 min

872296 Tun Beimycka: BeIyck Ha peIHOK
KJ2910

16-09-2019 Jdata Beinycka 19-03-2020
31-08-2024 Koauuectso 3210 v

Jlek ®apmacerotukaic 1.1 NeJluuensun: 800-19/2019-11
Bepoguikosa, 57

1526 JTrobOnsna,

CroBeHus

Jlex ®apmacerotukanc 1.1, NeJluuenszuu: 800-19/2019-11
Beposuikona, 57

1526 JlroOasiHa.

CrioBeHus

Jlex ®apmacerotukaiic a.1. NeJluuensun: 800-19/2019-11
Beposuikosa, 57
1526 JIrobnsua,

CrnoBenus
Ctpana umnoprep: PY:
Poccniickas ®enepaiius P N014059/01
Cocras:
N Py
— Y
AN MOCKEL T2
MpoaykT KOMITJIEKC JKEJIE3A (I11) [IOJIMMAJIbTO3AT H BUDO PW STEE=—
Kon 40003593 Cepusn: B504224

Ajapec npou3BoAHTENS BHUDOP (Murepuewnn) MHK.
PeweHiutpacce 37
9014 yn. annex
Lseituapus

Cepusi npousBoanTes

897101K

Crp: 1/3 *B 1aHHOM 10KyMEHTE MOCTaBIeHa 31eKTPOHHAS NOAMHCh B COOTBETCTBHM €O cTaHaapToM CaHao3




CAHAO3 BoinyuieH:

Nex chapmayesTryeckas KOMNaHWA 4.4.
BepoelwkoBa, 57

1526 JrobnsaHa, CnoseHuA

Ten:+386 1 5802111

dakc:+386 1 5683517

www, lek. sl

JIuueH3ns Ha NPOWM3BCACTBO!
800-19/2019-11

CEPTU®UKAT COOTBETCTBHS

Ccbinka: 1903201528

IMpoaykr FERRUM LEK(®EPPYM JIEK) 100 MG/ 2 ML 50LIAM
RU

Toprosoe GOEPPYM JIEK 100 mr/ 2 M
HAMMEHOBAHHE
Kon 872296 Cepus Cangoz KIJ2910
[ponykr GEPPYM JIEK ammyasr 100 mr/2 ma SI03 MS
Kon 42023278 Cepus: KA8722
KonnyecTso 162023 1.
Anpec Jlex @apmaceiotukanc 1.4,  NeJluwensun: 800-19/2019-11
NpOH3BOANTE/H Beposuikosa, 57

1526 JlroOsHa,

CiaoBeHus

3akauenne:

HacTosuwms noaTeep#.1a10. 4T0 BCe NPOM3BOICTREHHBIE HTAMNb ITOH NAPTHU FOTOBOH MPOIYKIMH ObLTH MPOBEIEHDI B MOJTHOM
cootreTcTBUM ¢ TpedoaHusiMu GMP u Tpedosannsm GMP EC u (korsa He B EC) ¢ TpeDOBAHUAMM PErYIATOPHLIX OPraHOB
CTPaHBI/CTPAH HA3HAYEHUA.

KommenTapun:
B npomecce MPOM3BOJACTBA M YIAKOBKH NPOAyKTa He ObUIO 3a)MKCHPOBAHO KakKHX MO0
OTKJIOHEHHIi. KOTOPbIE MOTJIH OBl BIMATEL Ha BBIMYCK MPOJIYKTA.

Crp: 2/3 *B 1aHHOM JOKYMEHTE MOCTABIEHA IIeKTPOHHAS M101MUCL B COOTBETCTBUM co ctanaaprom CaHio3




CAHAO03 Boinyuien:

Nex chapmauesTyeckas KOMNaHWA 4.4,
Beposwrkosa, 57

1526 NioGnaHa, CnoseHwna
Ten:+386 1 5802111
Pakc:+386 1 5683517
www.lek.sl

JInueH3ns Ha NpoW3BOACTBO:
800-19/2019-11

CEPTU®UKAT COOTBETCTBUA

Ccoinka: 1903201528

Ipoaykr FERRUM LEK(®EPPYM JIEK) 100 MG/ 2 ML 50LIAM
RU

Toprosoe @OEPPYM JIEK 100 mr/ 2 ma

HAHMEHOBAaHHe

Kon 872296 Cepus Cangoz KJ2910

[IponykT npoanaiu3npoBan, NpoMapKUpOBaH M yakosad B cooteTcTBHH ¢ HJT Ne PN014059/01-
111207 u3m. 1-9 *** Crenylomue ynakoBo4Hble MaTepHalIbl cojepxkat: Mapkuposka: 46233554;
Muctpykuus no npumenennio: 46231882: Viaxoska: 46242303*** Vnakoska. ITo 2ma npenaparta
B CTCK/IAHHYIO ammyl1y (rHApoiuTHYecKuii Knacc I) ¢ Toukoii Hammoma kpacHoro nsera. Ha
BEPXHEH YaCTH aMITyJbl — KOJILLO KpacHOro nperta. 10 aMiya MOMEIaroT B OTKPBITHIH O1ucTep u3
[IBX. 5 GauctepoB no 10 ammyn moMemiaior B KapTOHHYIO MauKy BMeCTe C HHCTPYKLMEH 110
npuMeHeHuto. ***Mapkuposka. Ha nepsuunoit ynakoBke (3THKETKe aMITyIIbl) Ha PYCCKOM SI3bIKE
YKa3pIBAlOT: TOProBO¢ HAMMEHOBAHHE Mpernaparta ¢ HPeIyIPEeIUTENLHON MapKUpoBKoil ®),
JIEKApCTBEHHYIO (OPMY, KOHUEHTPAIHIO, TPYNIHPOBOYHOE HaMMEHOBaHHWE, 00BbEM IIpernapara B
ammyie (M), «CTepuIbHO», TOTOTHI  [POM3BOINTENS, HOMEP CEPHH, CPOK TOAHOCTH (FOJEeH J0).
BHYTPEHHHE KOIBl KOCIHAHMH-TIPOM3BOAMTENA. Ha BTOpMUHON ynakoBke (KapTOHHOi mauke) Ha
PYCCKOM  A3bIKE  YKa3bIBAIOT: TOProBOE HaHMEHOBAHME Npenapata ¢ [peaylnpeanTe/lbHOi
MapkupoBkoid ®), gexapcTBeHHYRO (HOpPMY, KOHLEHTPAIMIO, TPYIIHPOBOYHOE HAUMEHOBAHME
(myOmupyeTcs Ha aHTIMHCKOM A3bIKE), COCTAaB Ha | aMmyry, KOJIMUYECTBO aMIyl B YIAKOBKE M
oObeM mnperapata B 1 amnyine (MI) ., YCIOBHS XpPaHEHMs. NPeIyNpeIHTelIbHble HAANHCH
«BHuMaTebHO MpOUMTANTE NpHIAraeMylo MHCTPYKIMIO [epe]l NPUMEHEeHHEM Mpernapara.,
«XpaHUTb B HEJIOCTYNIHOM [TA Jeteil mecte.», «He 3amopakusaTh.», «CTepHIIBHO.», Croco®
NpUMEHEHHs «BHYTpHMBILIEYHO», YCIOBUS OTIyCKd, HOMED CEPHH, JaTy MPOH3BOJACTBA, CPOK
FOIHOCTH (TOICH 10). HAMMEHOBAHUE, alpec M JIOrOTUI MPOH3BOAMTENS, HAMMEHOBAHHE H ajpec
FOPHAMICCKOTO JIMIA, HA MMS KOTOPOIO BbIIAHO PETHCTPAIMOHHOE YAOCTOBEPEHHE, MITPHX-KO/I,
HOMCD PEruCTPAalMOHHOTO YOCTOBEPEHHA, BHYTPEHHHME KOIbI KOMIAHMH-IIPOM3BOIMUTE S, * * *
Yenosus xpanenus: [Ipu Temnepatype menee 25°C. He 3aMopaknBath.

Boinyck cepuu / Ceprudukar cosnan Slca Kocesap Hapen, ynonHoMoueHHoe 1HLO
Beinyck cepun / Jlata ceprudukara / Bpems 19.03.2020 / 14:28:35
Hata cozganus ceptudukara / Bpems 19.03.2020 / 14:28:51

Crp: 3/3 *B naHHOM NOKYMEHTe NOCTABIEHa IEKTPOHHAS MOAMHCh B COOTRETCTRUH CO cranaaptom CaHuos



Nek dapmaugBTUYECcKan KOMNaHus A.4. KoHTpons kayectea

Beposwkosa, 57 Beposukosa, 57

Cn-1526 NioGnsaxa, Cnosexus Cn-1526 NiwobnsHa, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
®akc: + 386 (0)1 568 35 17 ®ake: + 386 (0)1 568 45 81

CEPTUOUKAT AHAJIU3A

INPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
PACTBOP /LIsl BHYTPHMBbIIIEYHOT'0 BBE1€HHSI

HOMEP P.Y.: IT N 014059/01
HOMEP CEPUM: KJ2910
HOMEP BAJIK: KA8722/42023278

| IAPAMETPBI | TEXYCJIOBUSI | PE3VJILTATHI |
LIBET KopuuHesbiii CootBercTryer
BHEIUHHWH BU/1 Henpospaunsiii pactsop CootseTtcTByer
BU3YAJILHBIM KOHTPOJIb be3 BuaMMBIX HacTHL M ocaaka CootsercTByer
pH 52-6.5 ' 5.3
H3BJIEKAEMbIA O bEM He menee 2.0 mn CooTBeTcTRyeT
[NNOAJTUHHOCTb:peakuus Keneszo CootsercrByeT
ocam1eHus
[MOJJJTUHHOCTh: Hekcrpan CooTtBeTcTBYET
cnekTpodoToMeTpHs
KOJIMYECTBEHHOE 45,00 — 55,00 mr/mn 50.68  mr/mn
OTNPEAEJIEHUE; Kenezo: 50.00 mr/ma (90,0 — 110,0 %)

KOMIUIEKCOHOMETPHYECKOE
TUTPOBAHHE

HMOHU3HPOBAHHOE XKEJIE30

BAKTEPUAJIbHBIE
SHAOTOKCHUHBI

OTtcyTeTByer CooteeTcTBVET
He Gonee 10 ED/mn CooTteetcTBYET

Crp: 1uz2

/* Hcnbitanue npoBoauTes  BbIGOPOuHO. MCHBITAHHE NPOBOANTCA HA OTACIBHBIX CepUAX B COOTBETCTBHH ¢

YTBEPKAEHHBIM rpauk.
3J‘l€KTp0H Hasd MoANHCh.



Nex chapmayesTuueckas komnanus 4.4, KoHTpone kavecTsa

Beposuwkosa. 57 Beposwekosa, 57
Cn-1526 Niobnsna, Cnosenus Cn-1526 Nbnaxa, Cnosexns
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
@ake: + 386 (0)1 568 35 17 dakc: + 386 (0)1 568 45 81
CEPTUOUKAT AHAJIU3A
INPOAYKT: 872296 ®EPPYM JIEK® 100 mr/2 ma
pPacTBOP AJIsi BHYTPHMBILIEYHOT 0 BBeIeHHHA
HOMEP P.V.: IT N 014059/01
HOMEP CEPHMU: KJ2910
HOMEP BAJIK: KA8722/42023278
| TAPAMETPBI | TEXYCJIOBUSI | PE3VJIBTATBI ]
CTEPHUJIBHOCTb CrepuibHBIii CooTtBercTByeT

Yenosusa xpanenus: [IPU TEMITEPATYPE HE BBILIE 25°C. HE 3AMOPAXKUBATD.

CooTBeTcTBYeT yTBEPKACHHOM criennpuKauu

Jara 18.10.2019
Kourpone kauecTsa

INopaza Copkak

Crp.2u32
/* HcnblTanHe NpoBOAMTCA BBIGOPOUHO. McmbITaHMe NPOBOANTCS HA OTAEbHBIX CepHAX B COOTBETCTBMM €
YTBEPAKAEHHBIM rpaiHKOM.,
DNeKTPOHHASA MOIMHC.




