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Cebinka: 0710211455

BoinyuweH:

Nex dapmacbioTukanc 4.4a.
BeposLukosa, 57

1626 NwobnsHa

CnoeeHnusn

Ten:+386 1 5802111
®akc:+386 1 5683517
www.lek . si

JInueH3ma Ha Npow3soACTBO:
800-12/2021-9

CEPTU®UKAT COOTBETCTBUSI

IIpoaykTr

Toprosoe HauMeHOBaHHe

Jo3upoBka
JlekapcrBennas gopma
YnakoBka

O0beM ynakoBkH

Kon

Cepus Cangos

JaTta npou3BoacTBa
Cpok roaoctu

AJpec NPOH3BOAUTEA

Ajipec BbIYCKA

Crpana umnoprep:
Poccutickas ®eneparus

FERRUM LEK (®EPPYM JIEK) 100 MG 2ML 5LIAM
RU

. ®EPPYM JIEK

100 Mr/ 2 ma

PacTBOp /171 BHYTPUMBILIEYHOTO BBEICHUS
AMITYJIBI

5 amryn X 2 M
872300
LP2564
12.07.2021
30.06.2026
Jlex ®apMacklOTHKAIC 1. ]1.
Beposmixosa, 57

1526 JIroGnsHa,

CnoBenus

JIex @apmackroTuKaic I..
Beposiikosa, 57

1526 JIroGasna,

CrnoBenus

Homep perucTpanHoHHOro y10cTOBepeHHUs:
11 N014059/01

Tun Beimycka: Ceprudukauus cepuu

Hata Beimycka: (07.10.2021
KomnyecrBo: 35478 ym.
JIumenzua: 800-12/2021-9

JInuensusi: 800-12/2021-9

Cocras: '
IIpoaykr Kenesa [III] runpokeun nekcrpan COMP N VIFO PW ST EU
Kon 40003593  AkrtuBnas ®apm. CyGeTtanuus Cepus: B528189

Apec npoH3BOAHTENS

Cepusi npou3BogHTEJIS

BH®OP (MuTeprerunn) MHK.
Pemenwrpacce 37

9014 yn. Tannen

Heelinapus

925101K

Crp: 1/3

*B nmaHHOM IOKYMEHTE ITOCTaBJIeHa 3JIEKTPOHHAA MOANHUCH B COOTBETCTBHH CO CTaHaapToM Cannos




CAHA03 Beinywex:

Jlek ®apmacbloTukanc 4.4,

BeposlkoBsa, 57

1526 Nwwbnaxa

CnoseHus

Ten:+386 1 5802111
Ccbinka: 0710211455 dakc:+386 1 5683517

www,lek  si

JlnueHansa Ha NPOU3BOACTBO:

800-12/2021-9

CEPTH®UKAT COOTBETCTBUS

poaykr FERRUM LEK (®EPPYM JIEK) 100 MG 2ML 5LIAM RU
Toprosoe OEPPYM JIEK
HAHMEHOBAHHe _
Kon 872300 Cepus Canmos: LP2564
Cocras
IpoaykTr FERRUM LEK(®EPPYM JIEK) LIAM 100MG/2ML SI03
MS
Kon 42023278  Bank [IpoaykT Cepusn: LK8822
O6umii 00bem 240869 mir.
Ajpec Npou3BOAHTE/ISA JIex ®apmaceroTukaic a.a. Juuensus: 800-12/2021-9
Beposmikosa, 57
1526 Jliobsna,
CnoBeHus

3aknwuenne:

Hacrosumm noateepxaaio, 4To Bce MPOM3BOACTBEHHBIE JTAILL HTOH NAPTHM TOTOBOH MPOAYKLUMHM ObITH MPOBEAEHB B MOIHOM
COOTBETCTRBHM ¢ Tpebosanusamu GMP n ¢ TpeGoBaHMAMM Perv/sTOPHLIX OPraHoB M PerdcTpaunoHHOro/-ux YaI0CToBepeHHs/-uii
CTpaHBI/CTPaH HA3HAYEHHS.

3anuck 06 0bpaboTke, ynakoBke H aHANK3E cepiH ObLTH NPOBEPEHBI H IPH3HAHBI COOTBETCTBYIOMMMH TpeboBanmwiM GMP

KommenTapuu:
B mpolecce Mpon3BoACTBa U YNAKOBKM MPOJIyKTa He OBUIO 3a(MKCHPOBAHO KaKMX-TMOO0 OTKIOHEHMl, KOTOpble MOIIH
OBl BIMATH Ha BBITYCK POIYKTA.

TIpooyKT NpoaHanu3UpoBaH, NPOMAapKUPOBAH M YMakoBaH B cooTBercTBuM ¢ HJI Ne IT N014059/01-060720
Cremyromue ynakoBOuHbIE MartepHanbl comepxkaT: MapkupoBka: 46233554; Huctpykuma: 46276844; Viakoska:
46271137 VYnaxoeka: ITo 2 M1 npemapata B CTEKIISSHHYH ammyay (TMOponuTHueckmii knace I) ¢ TOUkoif Hammoma
KpacHoro useta. Ha sepxHei yacTu ammyisl — KOJBLIO KpacHOTro useta. [10 5 amiys noMeuaT B OTKPLITHIH Gaucrep
u3 [IBX. Tlo 1 Gnuctepy mo 5 ammyn noMellaloT B KApTOHHYIO MayKy BMECTE C MHCTPYKLMEil Mo TIpHMEeHeHH:O.
KoHTponb neporo BCKphITHA KapToHHOH maukn (mepdopauns) Mapkuposka: Ha nepeuuHoii ynakopke (ITHKeTKe
aMITyJIbl) HA PYCCKOM fI3bIKE YKa3bIBAIOT: TOProBOe HAHMEHOBAHME Mpenapara ¢ MpeiynpeanTenbHoil MapKHPOBKOH ®),
TIeKapCTBEHHYIO (JOpMY, KOHUEHTPAUMIO, TPYNITHPOBOYHOE HaHMEHOBaHWe, 00beM mpemapaT B ammyne (M),
«CTepuIbHOY», JIOTOTHIT MPOM3BOMMTENS, HOMEP CEPHH, CPOK FOJAHOCTH (FOAEH [10), BHYTPEHHUE KOJbl KOMIMAHHU-
npoussoautens. Ha BTOpHIHO# ynakoske (KapTOHHOI Mavke) HA PYCCKOM A3BIKE YKA3bIBAIOT: TOPrOBOE HAMMEHOBAHHE
npemnapara ¢ MpeaynpeIHTelbHOH MapKHpOBKOi ®, TeKapcTBeHHYIO (HOpMY, KOHLEHTPALMIO,
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CAH AOB Bbinywen:

lNlek ®apmackioTukanc 4.4.

BeposLukosa, 57

1526 Nw6naxa

CnoseHus

Ten:+386 1 5802111
Cceinka: 0710211455 ®akc:+386 1 5683517

www. lek.si

JueH3nA Ha NnpoWaBoACTBO:

800-12/2021-8

CEPTU®UKAT COOTBETCTBUS

Ipoaykr FERRUM LEK(®EPPYM JIEK) 100 MG 2ML 5LIAM RU
Toprosoe naumenoBanue = ®EPPYM JIEK
Koa - 872300 Cepust Cannos: LP2564

TPYNNHPOBOYHOE HAHMEHOBAHUE (TyONMpyeTCs Ha aHIIHICKOM A3bIKe), cOCTaB Ha | amIyty (2 M), KOMHYECTBO amIlyJt
B YNAaKOBKE, YCNOBHA XpaHeHWd, MpenynpeiuTenbHble Haamucn («BuumartensHo npounTaiite MIpHIaraeMyio
MHCTPYKLMIO TEpell MPHEMOM Mperaparta.», «XpaHuTe B HENOCTYIHOM MiA AeTeil Mecte.», «He 3aMOpaXHBaTh.»,
«CTepHIIBHO.»), croco6 MpHMeHeHns «BHYTpUMBIIIEUHO.» YCI0BHs OTIYyCKa, HOMEP CePHH, JaTy MPOU3BOACTBA, CPOK
FOXHOCTH (FOAEH [10), HAUMEHOBAHHE, aPEC M JIOTOTHIT NPOM3BOANTENA, HAMMEHOBAHHE H aJlpec FOPHAHUECKOTO JHLIA,
Ha MMA KOTOPOTO BIIAHO PETHCTPALUMOHHOE YIOCTOBEPEHHE, WITPHX-KOI, HOMEP PErHCTPALHOHHOIO YAOCTOBEpEHHUA,
BHYTPEHHAC KOIbI KOMIMaHMH-TIPOH3BOAHTEIA. MHOPMALKS A MOHHTOPHHIA IBHXEHHS IeKAPCTBEHHBIX npenaparos
OT NPOM3BOIMTENA 10 KOHEYHOTO MoTpedbutens npexocrasnena, YCJIOBUS XPAHEHUS: IMpenapar cnenyeT XpaHuTh
mpu Temneparype Hiwke vem 25°C. He samopaupaTe./ JIO3HPOBKY, YKa3aHHYIO B IaHHOM CoA/CoC, cnenyer
HHTEPIIPETUPOBATE Kak S0 Mr/mi.

Berimyck cepun / CepTHduKkar cosnan Acna Kocepap Hapen, ynonHoMoueHHOE THIIO
Beimyck cepuu / Jlata ceprudukara / Bpems 07.10.2021/ 12:54:30
Hara cosnanus cepTudukara / Bpems 07.10.2021/12:55:47

Crp: 3/3 *B naHHOM JOKyMEHTE NMOCTaBIIeHa IMeKTPOHHAS TOAMNCH B COOTBETCTRUH CO crangaprom CaHoo3



Iek ®apmacbioTukanc a.4.

Beposwkosa, 57

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

CEPTUOUKAT AHAJIU3A

KoHTponk kauectsa
nexkapcTeeHHsix hopm
Beposwkosa, 57

rOTOBbIX

Cn-1526 Niobnsaxa, Cnosexns
Ten.: +386 (0) 1 580 26 81
®akc: + 386 (0) 1 568 45 31

HHPOAVKT: 872300 ®EPPYM JIEK® pacrop nas BHYTPHMBIIIEYHOT 0
BBeAeHHA 50 M1/ mu
HOMEP P.V.: II N 014059/01
CTPAHA: P®
HOMEP CEPHMU: LP2564
HOMEP BAJIK: LK8822/42023278
ITAPAMETPBI TEXYCJIOBUSI PE3YJIbTATBI
; LIBET | Kopmnesmﬁ | COOTBeTCTByeT
' BHELLHHUA BI/I}:[ Henpozpaunbm pELCTBOp COOTBBTCTB)eT ”
BU3VAJIbHbIN KOHTPOJ'II: | Bes BHIMMBIX HaCTHII ocam(a u CoomeTCTByeT ‘
MexaHHYecke Bkmoqeimﬂ > 10 Mkm | He 6onee qu 6000 /amn 53 /amn [
MexaHuecKHe BKIIOUeHHs > 25 ‘ianM ' He 60nee qem 600 / amn i3 /amm
PH 5,2=63 154
U3BJIEKAEMBIH OB"bEM o i He menee 2,0 ma " COOTBETCTBVCT -
MOJJTHHHOCTB | peakuw{ | Keneso: PacTBop okpammBaercs B | CoomeTCTBye-r
| pasnoserus } » =
; | KpacHbIH LiBeT
! |
HO,[[HI/IH'HOCTB 1 Jlexctpan: CriekTpsr TOTIOLLe HHS COOTBeTCTEfeT -
cnexTpooToMeTpHs | HCTILITYeMOro pacTBopa u pactsopa CO |
D(+)-rmoko3sl B 06mactu ot 400 10
| 800 HM JOMKHBI IMETH MaKCHMyM
TIOrIOLIEHHUA TIPH OAHOH U TOH ke |
,= S R LR i
KOJIMYECTBEHHOE | 45,00 — 55,00 mr/ma | 49,99 mr/ma
| OMIPEJAEJIEHUE | Keneso: 50,00 mr/ma (90,0 — 110,0 %) e
§ KOMTIIEKCOHOMETPHYECKO Tmposalme | /” bl
i - S—— S— 4 . R '.‘\‘.""
i HOHHBHPOBAHHOE JKEJIE30 OTcch:TByeT ?mﬁémmyﬂ N\
1 S e M M.,m"...m,,wgwm i ——— S SR e VW, N
§ EAKTEPI/IAJ'H;HI:IE g He Gonee 10 ED/Mn | d-rsem:ayq:T \ ‘
| BHHOTOKCHHM i_ B by : 4l

YTBEPKIEHHBIM IPathuKOM.
DNeKTpoHHAS MOAITHCE

Crpannua | u3 2
/* HenbiTanue npoBomutes BLIGOpouHO. McmbiTanue NPOBOAMTCA HA OTHENbHBIX CEPHUSIX B COOTBETCTBHH C



Nek ®apmacsioTukanc 4.4. KoHTponb kauecTBa roToBbIX
NeKapcTBEeHHbIX chopm

Beposlkoea, 57 Beposlwkoea, 57
Cn-1526 Niwénaxa, Cnoeexus Cn-1526 Nw6nsaxa, Cnoeexns
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 35 17 dakc: + 386 (0) 1 568 45 81
CEPTUOUKAT AHAJIU3A
IMPOAYKT: 872300 ®EPPYM JIEK® pactBop mus BHYTPHMBINIEYHOT 0
BBemeHus 50 mr/ ma

HOMEP P.V.: II N 014059/01

CTPAHA: Pd

HOMEP CEPHUU: LP2564

HOMEP BAJIK: LK8822/42023278

INTAPAMETPBI TEXYCJIOBHSI PE3YJIbTATHI j

________ CTEPMIIBHOCTb | CrepunbHbiii __Coorsetcrayer |

Ycnosus xpanenus: [IPU TEMITEPATYPE HE BBIILE 25°C. He 3aMOpaKUBaTk.
CootBeTcTByeT crenuduKamy PerucTpanoHHoro Y 1ocToBepeHus

Hara 09.08.2021
KoHnrtpons kauecrsa

I'opasa Copikak

Crpanuna 2 u3 2
/* Hcnpitanne mposoautca BbIGOpouHO. McnbitaHme MPOBOAMTCA HA OTHENBHBIX CEpHAX B COOTBETCTBHH ¢
YTBEPKIAEHHBIM IpaduKoM.
ONEKTPOHHAs HOIIHCE

HTWES .



