®eppymM Jlek — TekcT HHCTPYKIHH (OJHOBPEMEHHO JIMCTKa-BKIaapima) CIS

HNHCTPYKIUA
HO MEJUIIUHCKOMY NTPUMEHEHMUIO ITPEITAPATA
®eppym Jlek®

HA3BAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
®eppym Jlexk® 50 mr/5 ma cupon

®OPMA BbBIITYCKA
Cupor.

JNENCTBYIOWEE BEILIECTBO
Keneza [III] ruapokcua B komruiekce ¢ monuMmanbto3oi/ Iron [III] hydroxide polymaltose
complex

COCTAB

B 1 mu1 cupona conepsxkutcs 10 mr xenesa [I1I] ruapokcuaa B KOMILIEKCE € MOIMMAIBTO30M.

5 mn cupoma (1 mepnas noxka) coaepxut 50 mr kenesa [III] rmmpokcuma B KOMILIEKCE ¢
NOJINMAJIBTO30M.

BcmomorarenbHble BellecTBa: caxaposa, COpOHMTONAa pacTBOp, METHINaparuapoKcuOeH30arT,
MpoNWINaparuipokcuden3oar, 3Tanoa 96 %, cIMBOYHAs ACCEHIMS, BOJA OYMINECHHAS, HATPUs
TUAPOKCHI.

OIIMCAHMUE
[Ipo3paunslii paCTBOp KOPUYHEBOT'O LIBETA.

DOAPMAKOTEPAINIEBTUYECKAS I'PYIIIIA
[lpoTuBOoaHEeMuYeckue  mpemapaTbl, [pemaparbl  JKene3a, [epopajbHbIe  Ipenaparsl
TpexBajeHTHoro xene3a. Kog ATX: BO3ABOS.

®APMAKOJIOTHTYECKHUE CBOMCTBA

dapMakoIUHAMHUKA

XKerne3zo mpuCyTCTBYET BO BCEX KJIETKAaX OpraHU3Ma, OHO HEO0OXO0AUMO Ui ()yHKIIMOHHUPOBAHUS
(hepMeHTOB, KOHTPOJIMPYIOIINX KU3HEHHO Ba)kKHbIE Mporiecchl. [[puMeHeHne npenaparTos xese3a
MIOMOTAEeT MPH HAPYIICHHUSIX IPUTPOII0I3a, BBI3BAHHBIX JIS(DUIIUTOM HKeesa.

[TonunykieapHbie MOJIEKYIIbI THAPOKCcUAA kemesa [II1] okpykeHbl HEKOBAJIEHTHO CBSI3aHHBIMU C
HUMU MOJIEKYJIaMU TTOJIMMAJIbTO3bI, YTO B LIEJIOM COCTABJIIET KOMIUIEKC C MOJIEKYJIIPHON Maccoi
npubauzuTenbHo S50 k/la, KoTopsIil O61arogapst ceonM pasmepam B 40 pas ciabee MPOXOAUT uepes
MeMOpaHy CIM3HCTBIX 000JIOUEK C TIOMOIIBI0 MeXaHW3Ma mpoctoi auddysuu, dvem
rexkcakomruiekc sxenesa [II]. Kommiekc rumpokcuna sxenesa [III] sBisercss cTaOUIbHBIM M HE
BBICBOOOKTACT MOHBI XKelie3a B (PU3UOJIOTHUECKUX YCIOBHUSX.

CTpykTypa KOMIUIEKCa MOJ0OHA CTPOEHHIO (PeppUTHHA, €CTECTBEHHOTO KEJIe303aracarollero
IpOoTeNHa, cojepskauierocs B oprauusme. Komiekc ruapokcuaa xenesa [I1I] u nonumanbToss
He o0JazaeT MPOOKCHUAAHTHBIMH CBOWCTBAMHU, MPHUCYIIMMH COJISIM JBYXBAJCHTHOTO >KeJe3a.
UyBCTBUTEIBHOCTh JUMONPOTEMHOB OYEHb HU3KOM W HHU3KOW IUIOTHOCTH K OKHCIISIOIINM
(hakTopaM B CBSI3U C 3TUM CHIKAETCSI.

DapMaKOKHHETHKA

[Ipu momomm Mmeroma TBUH-U30TONOB (55Fe m 59Fe) BbIsiBIIEHO, YTO BCachIBaHUE JKeEJe3a,
oTmpeiesieMOoe 10 YPOBHIO TeMOTJI00MHA B OPUTPOIIUTaX, 00paTHO MPOMOPIIMOHAIBHO BBEICHHON
no3¢ (4eM BBIIIE J103a, TEM HWXKE YpOBeHb BcachiBaHus). CylIECTBYET CTAaTUCTUYECKU
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®eppymM Jlek — TekcT HHCTPYKIHH (OJHOBPEMEHHO JIMCTKa-BKIaapima) CIS

JIOCTOBEpPHass oOpaTHas KOppeNsALus MEXIy CTeNeHblo JeuIMTa Xeie3a U KOJINYECTBOM
BCOCABILIErocs XkeJie3a (4eM BbIlle AeQUIMT Kelle3a, TEM XKeJe30 Jydile BcacbiBaercs). Cambiii
BBICOKMII ypOBEHb BCAChIBAaHUS OTMEYAaeTCs B JIBEHAJALATHIEPCTHOM U TOIEH KHIIKaXx.
BcacpiBanne KOMIUIEKCA TPEXBAIEHTHOTO JKeJe3a SBISIETCS KOHTPOJIUPYEMBIM MTPOIIECCOM.
[ToBblIIeHNE YPOBHS CO/IEPIKaHUS JKeTie3a B CBIBOPOTKE MOCIIE BBEICHUS HE KOPPEIUPYET ¢ 001Ieit
abcopO1uelt, n3MEepeHHON B 3puTporuTax. JKene3o HakarIMBaeTCs B OCHOBHOM B TI€UYCHH, TIIE
OHO CBSI3bIBaeTCS C HEPPUTUHOM U BKIIIOYAETCS B CTPYKTYPY T€MOTTIOOMHA B KOCTHOM MO3T€.
Hegscocasmieecs jxene30 BBIBOAUTCS ¢ KanoM. KonndecTBo xerne3a, BRIBOISIIECTOCS H3 OpraHu3Ma
BMecTe co caynmBatommmucs kinerkamu snutenns JKKT u koxu, a Takke ¢ MOTOM, JKEITYbI0
MO“IOﬁ, COCTaBIISIET OKOJIO 1 MT B CYTKHU. Yy JKCHINWH CJIICAYCT NPUHUMATh BO BHUMAHHEC TAKKC
HIOTEPIO JKelle3a ¢ MEHCTPYaIbHOU KPOBBIO.

MNOKA3AHUS K IPUMEHEHHAIO

JleueHne aTEHTHOTO NeUINTA JKeTe3a.

Jleuenwue xene3oaeUIMTHON aHeMHUH (MAaHH(ECTHOTO AePUITUTA HKelle3a).
[Ipodpunakruka gedunura xeneza npu OEPeMEHHOCTH.

MNPOTUBOINIOKA3AHUS

e ['mmepuyyBCTBUTENHFHOCTH K JICHCTBYIONIEMY HJI BCTIOMOTAaTEIbHBIM BEIIECTBAM Ipenapara;

e  u30BITOK JKenle3a (HalmpuMep, TeMOXpoMaTo3, TeMOCHAEPO3) WM HAPYIICHUS YTUIN3AUN
xKenesa (HampuMmep, CHIIEPO-axpecTHUecKasi aHeMUsl, aHEMUsI TP WHTOKCUKALMU CBUHIIOM,
TajacceMus);

e aHeMmusa, He OOycCJIOBIeHHAas AePUIUTOM d>Kelie3a (HampuMep, TeMOJIMTHYECKash aHEMUs,
Merajo0yacTHasi aHeMHUs B CBSI3U C JeGHUUUTOM BuTamuHa B12).

MEPBI IPEJOCTOPOKHOCTHU

[Ipu npueme npenapaTa Kajl MOXKET OKPAILIMBATHCSA B TEMHBIN 1[BET, YTO HE UMEET KIIMHUYECKOTO
3HAUYEHUS.

AHEMHUIO MOTYT BbI3bIBaTh MH(EKIMU WM HOBOOOpa3oBaHMs. [lockoibKy ’keine30 HayMHAeT
IOJTHOIICHHO YCBAaMBAThCS OPraHU3MOM TOJBKO IMOCJTE HU3JICUYCHHS OCHOBHOTO 3a00JIeBaHMA,
TpeOyeTCs OLIeHKa COOTHOIIEHUS PUCKA U MOJIb3bI.

[Ipenapar cnenyer Ha3HAYaTh C OCTOPOXKHOCTBIO MAI[MEHTaM C HapylIeHHeM (YHKIUU NeUYeHU U
IIPU JIKOTOJIU3ME.

Wndopmanus a1 manuMeHTOB ¢ caxapHbIM auaberom: 1 mi cupomna coxepxkut 0,04 xnebHOiM
€IMHUIIBI.

[Ipenapar conepkUT copOUTON U caxapo3y. [lalMeHThl ¢ TaKUMHU PEIKUMH HacJeICTBEHHBIMU
HapyUICHUSIMH, KaK HEIIEPEHOCUMOCTb (PPYKTO3bl, HAPYILIECHHUS BCACBIBAHUSI TJIFOKO3bI-TalaKTO3bl
WJIM HEJOCTaTOYHOCTD Caxapasbl-U30MajIbTa3bl, HE JOJKHBI IPUHUMATh JaHHBINA IIpenapar.
Cuporn conepXuT HeOOIbIIOE KOJTNYECTBO 3TaHoa (10 16 Mr B 5 mi).

[Ipenapar coaepX HUT MeTHINaparuJpoOKCUOEH30aT W MPOMHINaparupoKCcUOeH30at, KOTOpbIe
MOTYT BBI3bIBATh AJNIEPTUUECKUE pEeaKLUU (BO3MOKHO, OTCPOUEHHBIE).

BEPEMEHHOCTb U KOPMJUIEHME I'PY IbIO

CBUAETENBCTB, TOJYYEHHBIX U3 OIBITOB HA JKMBOTHBIX M TO3BOJISIIOLIMX II0JlaraTh, 4YTO
CyIIECTBYET PHUCK TpH TMpUEME IMpernapara B TEPBOM TpUMECTpe OEpEeMEHHOCTH, HET, W
OTPULATEIBHOE BIMSHHUE Ha IUIOJ MAJIOBEPOATHO. B XO4€ KOHTPOIUPYEMBIX HCCIEAOBAHHUM
NpPUMEHEHHUs TIpenapara BO BTOPOM MU TPEThEM TPHUMECTpax OCPEMEHHOCTH OTPUIIATEIHLHOTO
BO3/ICHCTBUS HA OpraHU3M MaTepy U (UJIH) IJI0/a He HaOII0Aamu.

B HOpMeE rpyIHOE MOJIOKO COJCPIKHUT JKelle30, CBsi3aHHOe ¢ takTodeppruroM. HensBecTHo, kakoe
KOJIMYECTBO JKelie3a M3 KOMIUIeKca rugapokcuaa sxenesza [IlI] ¢ moammanbsTo30il mepexoauT B
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®eppymM Jlek — TekcT HHCTPYKIHH (OJHOBPEMEHHO JIMCTKa-BKIaapima) CIS

IPYJIHOE MOJIOKO; BEpOSTHOCTH IMOSIBIICHUS HEXKENaTEeNIbHBIX pPEaKUUi y BCKapMIMBAEMOTO
rpyAblo pebeHKa Maa.

bepeMeHHBIM M KOPMSAILIMM TpPYJIbIO JKEHIIMHAM IIpernapar cleAyeT MPUHUMATh TOJBKO MOCie
KOHCYJIbTAallUU Bpaya.

BJIMSIHUE HA CIIOCOBHOCTD YIIPABJISITb TPAHCIIOPTHBIMU CPEACTBAMUA
N PABOTATH C MEXAHU3MAMMU
He Bnuser.

J03bI 1 CIIOCOBb IITPUMEHEHUA

Jlig mpuema BHYTpb.

[IpuHumars Bo Bpemsi miM cpaszy nocie eabl. Cuponm MOKHO cMelaTh ¢ (PYKTOBBIM MU
OBOIIIHBIM COKOM B OyTBUIOYKE JJIs1 KOpMIIeHUs. J{J1s1 MpaBUIBHOIO OTMEPUBAHMS CHPOTIA CIIEAyeT
II0JIB30BATHCSI MEPHOM JIOXKKOM.

[losiBnenne cnaboro OKpalIMBaHUA HE BIMAET HA BKYC JI€TCKOI'O COKa/MUTAHUS WIIH
3¢ GEKTUBHOCTH Mperapara.

CyTOuHY10 103y MOXHO IPUHATH 32 OJMH pa3 WIK Pa3AeIuTh HA HECKOIbKO IPUEMOB.
Jlo3a npenapara ¥ NpoJ0JIKHTEILHOCTD PHEMAa 3aBUCAT OT CTeneHH Aeduunra xemnesa.

ManudecTHbIi JedUUNT Keae3a

Jleduenue npopoiKaeTcs B TedeHHe 3—5 MecsleB 10 HopMalu3aluu ypoBHs reMoriaoouna. [locie
3TOro IpenapaT Ha3HA4yaloT €lle B TEYEHHME HECKOJIbKMX HENEedb JUIsl BOCIOJHEHMS 3alacoB
JKelle3a B OpraHu3Me.

Hderu no 1 roma: HawanmbHast go3a coctaBisier 2,5 ma (Y2 mMepHOM JOkKH) cupomna. Jlo3y
MOCTETIEHHO MOBBIMIAOT A0 5 M (1 MepHas J10XkKa) CUpoMa B CyTKH.

Hdern ot 1 1o 12 ner: 5-10 mut (1-2 MepHbIE JI0OXKKH) CUPOTIA B CYyTKH.

Jeru crapuue 12 jet, B3pociblie, kopMsimnue MaTepu: 00brdHO 10—30 M1 (2—6 MEpPHBIX JIOKEK)
cupona B CyTKH.

JlaTeHTHBI JeduunT Keae3a

JleyeHune 3aHUMAET OKOJIO OJTHOTO—JIBYX MECSLIEB.

Jetu 10 1 roaa: B CBS3M C Ha3HAYEHUEM OUEHb HM3KUX 03 MpenapaT Mo 3TOMY MOKa3aHUIO He
UCIIOJIb3YETCS.

Hdetu ot 1 g0 12 ner: 2,5-5 ma (/2—1 MepHas J0KKa) CUpoNa B CYyTKH.

Hetn crapue 12 jet, B3pociibie, kopmsimue matepu: 5—10 mut (1-2 MepHbI€ JT0KKH) CHpOIIa B
CYTKH.

bepemeHHbIe KeHITUHbI

ManudecTHbIi JedUUNT Keae3a

20-30 My (4—6 MEpHBIX JIOXKEK) CHPOIIa B CYTKH J0 HOPMaJIM3aIlMU ypOBHs reMoryioouna. [locme
storo HaszHauyaroT 10 miu (2 MepHBIE JIOKKH) CHpOIa B CYTKHM IO KpailHeil Mepe 10 KOHIla
OepeMeHHOCTH JIs BOCTIOJTHEHHsI 3aI1acoB XkeJie3a B OpraHu3Me.

JlaTeHTHBIN AePuuUT Kesae3a U npoduaakTuka gepuunra keae3a

5—10 mi (1-2 MepHBIE JIOKKH) CHpOTIa B CYTKH.

Cytounsie 1036l cupona @eppym Jlek 11t npoguIaKTUKK U JeueHus AeQUIMTA Kele3a

ManudecTHbIi JlaTenTHBIN [Ipodunaktrueckoe
JeQUIUT xKene3a JeQUIUT xKene3a JIeYEHUE
Hetn 2,5-5 mn
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®eppymM Jlek — TekcT HHCTPYKIHH (OJHOBPEMEHHO JIMCTKa-BKIaapima) CIS

a0 1 roga (25-50 mr xenesa)

Hdern 5-10 ma 2,5-5 mn e

(1-12 ger) (50100 mr xeme3a) (2550 mr xenesa)

Hern 10-30 M 5-10 M e

(> 12 ner) (100-300 mr xene3a) |(50-100 mr xene3a)

B3pocabie

Kopmsmmue

Marepu

Bbepemennsie | 20-30 mn 10 mn 5-10 mn
JKEHIIMHBI (200-300 mr xene3a) | (100 mr xenesa) (50-100 mr xeme3a)

(— —) B CBA3M C HA3HAUYCHUCM OYCHb HHU3KUX 03 IMpClapar IO JaHHBIM IIOKa3aHHUAM HC
HCIIOJIBb3YCTCA.

IMOBOYHOE JIEMCTBUE

B ocHOBHBIX HCCIeIOBaHUSX HAOTIOAATUCH CIIEAYIONINE HeKeTIaTeIbHbIC PEaKIu.
YacroTra pa3BUTHS HEXKENATSIbHBIX PEAKIHIA ONPEENISIeTCs CISAYIOINM 00pa3oMm:

oueHb vacteie (> 1/10), wacteie (> 1/100 u < 1/10), Hewactoie (> 1/1000 u < 1/100), penkue
(>1/10 000 u < 1/1000), ouens peakue (< 1/10 000), yacToTa HEM3BECTHA (HE MOXKET OBIThH
OIICHEHA Ha OCHOBE MMEIOIINUXCS JIaHHBIX).

[[Inpoko pacnpoCTpaHEHHBIMHU HEKETATENbHBIMU PEAKIIUSAMU SBIISLTUCH KEITYIOYHO-KUILIEYHBIE
paccTpoiicTBa (M3MEHEHHE [IBETA Kaja, TOITHOTA, 3a1op, 1uapes U 00Jb B )KUBOTE).

Hapyienus co CTOpoOHBI HEPBHOM CUCTEMBI
Heuacmwie: To10BHAs OOJIb.

KenynouHo-kuiIeYHbIE HAPYIICHUS

Yacmeie: muckoMdopT B 00JIaCTH KHUBOTA, 3aI10p, TUApesi, pBOTA, TOIHOTA, H3)KOTa, N3MEHEHHE
[[BETA KaJja.

Heuacmuie: racTpur.

Peokue: namenenue 1seta 3y0oB.

Yacmoma neuzsecmua: 00Ib B )KUBOTE.

Hapy1ienns co cTOpoHBI KOKH M TTOJKOKHBIX TKaHEH

Heuacmuie: spurema.

Peokue: xoXHBIE pEaKIIMK TUTIEPIYBCTBUTEIILHOCTH, HAIIP., 9K3aHTEMa, ChIlb, KPAITUBHHUIIA.
Yacmoma nHeuzgecmua: aHAPUIAKTUYECKUE PEAKITHH.

HapyliieHus co CTOpOHbBI CKEIeTHOM, MBIIIEYHOM M COEAUHUTEILHON TKaHU
Peokue: MbIieuneie CIIa3Mbl, MHUAJITHA.

MNEPEJO3UPOBKA

bnarogapst KOHTPOIMPYEMOMY BCAaChIBAHUIO U HU3KOW TOKCUYHOCTH KeJle3a B KOMILIEKCE C
MOJIMMAJIbTO30H Meperpy3Ka *ejie30M WIM HHTOKCUKALUs IPU ITpUeMe IpernapaTa He
Ha0Jr0/1a1ach U PH €ro Nepeo3upOBKE SABISETCS MalOBEpOSATHON. JleTanpHble cityyau,
CBSI3aHHBIE CO CIIy4ailHOH Mepeo3upOBKO, HE 3apEeruCTPUPOBAHBI.

B3AMMOJIEVNCTBUE C JIPYTUMWU JEKAPCTBEHHBIMH CPEJACTBAMHM U
JPYTUE BUIbI BBAUMOJIEMCTBUS
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®eppymM Jlek — TekcT HHCTPYKIHH (OJHOBPEMEHHO JIMCTKa-BKIaapima) CIS

bimaromaps TOMy, 4YTO JK€le€30 BXOAUT B COCTaB KOMIUIEKCHOTO COCIAWHEHHS, WOHHBIC
B3aMMOJICHCTBHUS C KOMIIOHEHTAMM NHIIM (OKCalaTaMy, TAaHUHOM U Jp.) U JIEKapCTBEHHBIMU
npenapatamu (TeTpalUKINHAMHU, aHTAI[IaMH1 ) MAJIOBEPOSITHBI.

[Ipenapar He OKa3bIBaeT BIMSHUSA Ha pe3yJbTaThl aHAIM3a HAa MPUCYTCTBUE CKPBITOM KPOBH
(CeneKTUBHOTO TeCTa Ha IeMOIJIOONH), OITOMY HET HeOOXOAMMOCTH B MPEKPALCHUN JIEUSHUs
JUI TIPOBEJICHUS aHAJIA3A.

Crenyer u3berarb COBMECTHOT'O IPUMEHEHUS € IPYTMMHU MapEHTEPATbHBIMU WM NEPOPATbHBIMU
JIEKapCTBEHHBIMH (pOpMaMu jKeJie3a, IMOCKOJIbKY 3TO NMPHUBOJUT K 3HAYUTEIILHOMY CHIKEHHIO
BCACBIBAHUS JK€JI€3a, IPUHUMAEMOI0 BHYTPb.

YITAKOBKA
100 M cupoma B CTEKISHHBIX ()IaKOHAX C 3aBHHYHMBAIOIICHCS KPBIIIKOW M MEpHas JIOKKA B
KapTOHHOM ITauKe.

YCJIOBUSA XPAHEHUSA
XpaHUTh B HEIOCTYITHOM JUISI IET€H MeCTe Mpu Temreparype He Boiie 25 °C.

CPOK I'OJHOCTH
2 rona. He ncnosp30Bath 10 UCTEYEHUH CPOKA FOTHOCTH, YKA3aHHOTO HA YIIAKOBKE.
[Tocne BckpwITHS (1akoHa FOJICH B TEUEHUE 2 MECSIIEB.

YCJIOBUSA OTITYCKA
Ornyckaercs 1o peuenry.

NHO®OPMALUA O ITPOU3BOAUTEJIE

[To munien3um Vifor (International) Inc., St. Gallen, IlIBeitapus ans komnanuu Jlek 1.1.,
Beposuikosa 57, JIro6nsiaa, CioBeHUs POU3BOTUT:

I'enBeon Wimau Canaiin Be Tumxkaper A.LLL, Muénto max. ['ed3e [Tnactuxunnep OCh Max. 9,
Jlxan. Ne 2, 41400 I'e63e/Komkarnu, Typrus.

Brnagerner perucTpalioOHHOTO yI0CTOBEPEHHUS:
Jlex n.1., BepoBikosa 57, JIro0nsina, CoBeHus.

IlepecmoTp TekcTa
Anpenb 2023 1.

[Iperen3un moTpedUTENCH HAMPaBIATh HA aapec 371. mouThl: drugsafety.cis@novartis.com
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Ferrum Lek — Text of Prescribing Information (and the Package Insert at the same time)

PRESCRIBING INFORMATION
Ferrum Lek®

NAME OF THE MEDICINAL PRODUCT
Ferrum Lek® 50 mg/5 ml syrup

PHARMACEUTICAL FORM
Syrup

ACTIVE SUBSTANCE
Iron [III] hydroxide polymaltose complex

COMPOSITION

Each 1 ml of syrup contains 10 mg of iron as iron (III)-hydroxide polymaltose complex.

Each 5 ml of syrup (1 measuring spoon) contains 50 mg of iron as iron(IIl)-hydroxide polymaltose
complex.

Excipients: sucrose, sorbitol liquid, methyl parahydroxybenzoate, propyl parahydroxybenzoate,
ethanol 96%, cream essence, purified water, sodium hydroxide.

DESCRIPTION
Brown, clear solution

PHARMACOTHERAPEUTIC GROUP
Antianemic preparations, iron preparations, iron trivalent, oral preparations. ATC Code:
B03ABOS.

PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

Iron is present in all body cells and is essential for functioning of enzymes which control vitally
important processes. Administration of iron preparations alleviates disturbances in erythropoiesis
caused by iron deficiency.

The polynuclear iron (III)-hydroxide cores are superficially surrounded by a number of non-
covalently bound polymaltose molecules resulting in an overall complex molecular mass of
approxirnately MW 50 kD, which is so large that diffusion through the membrane of the mucosa
is about 40 times smaller than that of the iron (11) hexacomplex. The iron (III)-hydroxide complex
is stable and does not release ionic iron under physiological conditions.

The iron in the polynuclear cores is bound in a similar structure as in the case of physiologically
occurring ferritin, which serves as a storage protein.

Unlike iron (II) salts, iron (III)-hydroxide polymaltose complex has no prooxidative properties.
The susceptibility of lipoproteins such as VLDL and LDL to oxidation is reduced.

Pharmacokinetic properties

Studies using twin-isotope technique (55Fe and 59F¢) show that absorption of iron measured as
haemoglobin in erythrocytes is inversely proportional to the dose given (the higher the dose, the
lower the absorption). There is a statistically negative correlation between the extent of iron
deficiency and the amount of iron absorbed (the higher the iron deficiency, the better the
absorption). The highest absorption of iron is in the duodenum and jejunum. The complex of three-
valent iron is absorbed by a controlled mechanism.

Serum iron level increase after application does not correlate with total iron absorption measured
in erythrocytes. The absorbed iron is stored mainly in the liver, where it is bound to ferritin, and is
incorporated into haemoglobin in the bone marrow.
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Iron which is not absorbed is excreted via the faeces. Excretion via the exfoliation of the epithelial
cells of the gastro-intestinal tract and the skin as well as perspiration, bile and urine only amounts
to approx. 1 mg of iron per day. For women, iron loss due to menstruation has also to be taken into
account.

THERAPEUTIC INDICATIONS

The treatment of latent iron deficiency

The treatment of iron deficiency anaemia (manifest iron deficiency)
The prophylactic therapy of iron deficiency during pregnancy

CONTRAINDICATIONS

Hypersensitivity to the active substance or to any of the excipients of the medicinal product.

Iron overload (e g. haemochromatosis, haemosiderosis) or disturbances in iron utilisation (e.g.
sidero-achrestic anaemia, lead anaemia, thalassaemia)

Anaemia not caused by iron deficiency (e.g., haemolytic anaemia, megaloblastic anaemia due to
vitamin B12 deficiency).

PRECAUTIONS FOR USE

Ferrum Lek syrup may turn stools dark. This is of no clinical significance.

Infections or tumours may cause anaemia. Since iron can be utilised only after correcting the
primary disease, a benefit/risk evaluation is advisable.

The medicine should be used with caution in patients with hepatic impairment and in case of
alcoholism.

Notice to diabetics: 0.04 bread units per 1 ml of syrup.

The medicine contains sorbitol and sucrose. Patients with rare hereditary problems of fructose
intolerance, glucose-galactose malabsorption or saccharase-isomaltase deficiency should not take
this medicine.

The syrup contains small amount of ethanol (less than 16 mg in 5 ml).

Medicine contains methylparahydroxybenzoate and propylparahydroxibenzoate which may cause
allergic reactions (possibly delayed).

PREGNANCY AND BREAST-FEEDING

Based on animal studies there is no evidence of a risk during the first trimester of pregnancy and
the possibility of a negative influence to the foetus is unlikely to occur. Controlled studies in
pregnant women during the second and third trimesters of pregnancy have not shown any
undesirable effects on mother and/or foetus.

Breast milk contains iron, which is bound to lactoferrin. It is not known how much iron from the
iron(I1I)-hydroxide polymaltose complex (IPC) is passed into mother’s milk, and the possibility
of adverse effects in breast-fed children is low.

During pregnancy and lactation Ferrum Lek syrup should be used only after consulting a medical
doctor.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
None.

POSOLOGY AND METHOD OF ADMINISTRATION

For oral use. The medicine should be taken during or immediately after a meal.

Ferrum Lek syrup may be mixed with fruit and vegetable juices in the feeding bottle. The supplied
measuring spoon is used for exact administration of the dosage.

The slight colouration does not affect either the taste of juices/food for infants or the efficacy of
the medicinal product. The daily dose can be divided into separate doses or taken in a single dose.
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Dosage and duration of therapy are dependent upon the extent of iron deficiency.

Manifest iron deficiency
The therapy takes about 3-5 months until a normalisation of haemoglobin value is achieved.
Afterwards the therapy should be continued for several weeks to replenish the iron stores.

Infants up to one year of age: Therapy is started with 2.5 ml (2 measuring spoon) of Ferrum Lek
syrup. The dose is gradually increased to 5 ml (1 measuring spoon) of syrup daily.

Children from one to 12 years of age should be given 5 to 10 ml (1 to 2 measuring spoons) of
Ferrum Lek syrup daily.

Children above 12 years of age, adults, and nursing mothers: The usual daily dose is 10 to 30
ml (2 to 6 measuring spoons) of Ferrum Lek syrup.

Latent iron deficiency

The therapy takes about one-two months.

Infants up to one year of age: due to the low dose indicated, this indication can not be treated
with current pharmaceutical form.

Children from one year to 12 years of age: 2.5-5 ml (2—1 measuring spoon) of Ferrum Lek
syrup daily.

Children above 12 years of age, adults, and nursing mothers: 5 to 10 ml (1 to 2 measuring
spoons) of Ferrum Lek syrup daily.

Pregnant women

Manifest iron deficiency

20 to 30 ml (4 to 6 measuring spoons) of syrup until a normalisation of haemoglobin value is
achieved. Afterwards the therapy should be continued with 10 ml (2 measuring spoons) of Ferrum
Lek syrup daily at least until the end of the pregnancy to replenish the iron stores.

Latent iron deficiency and prevention of iron deficiency
5to 10 ml (1 to 2 measuring spoons) of Ferrum Lek syrup daily.

Daily dosage of Ferrum Lek syrup for the prevention and treatment of iron deficiency

Manifest Latent Prophylactic
Iron Deficiency Iron Deficiency | Therapy
Infants 2.5-5ml L o
(up to 1 year) [(25— 50 mg iron)
Children 5-10ml 25-5ml L
(1-12 years) (50 -100 mg iron) [(25 — 50 mg iron)
Children 10 — 30 ml 5-10ml
(> 12 years), (100 — 300 mg iron) |(50—100 mg iron) e
Adults, and
nursing
mothers
Pregnant 20 -30ml 10 ml 5-10ml
women (200 —300 mg iron) |(100 mg iron) (50—100 mg iron)

(——) Due to the low dosage, these indications cannot be treated with this preparation.

SIDE EFFECTS
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The main studies reported the following adverse drug reactions.

Undesirable effects frequencies are defined as: very common (>1/10), common (>1/100 and
<1/10), uncommon (>1/1,000 and <1/100), rare (>1/10,000 and <1/1,000), very rare (<1/10,000)
or ‘not known’ (cannot be estimated from the available data).

Commonly seen side effects were gastrointestinal disorders (discoloured faeces, nausea,
constipation, diarrhoea and abdominal pain).

Nervous system disorders
Uncommon: Headache

Gastrointestinal disorders

Common: Abdominal discomfort, constipation, diarrhoea, vomiting, nausea, heartburn,
discolouration of faeces

Uncommon: Gastritis

Rare: Tooth discolouration

Not known:  Abdominal pain

Skin and subcutaneous tissue disorders

Uncommon:  Erythema

Rare: Hypersensitivity reactions of the skin, e.g. exanthema, rash and urticaria
Not known:  Anaphylactic reactions

Musculoskeletal and connective tissue disorders
Rare: Muscle spasms, myalgia

OVERDOSE

Due to its controlled uptake and low toxicity intoxication or iron overload in connection with the
use of iron polymaltose complex has not been seen and is unlikely in case of its overdose. No cases
of accidental poisoning with fatal outcome have been reported.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF
INTERACTION

Since the iron is complex-bound, ionic interaction with food components (oxalates, tannin etc.)
and concomitant administration of medicines (tetracyclines, antacids) is unlikely to occur.

The haemoccult test (selective for Hb) for the detection of occult blood is not impaired and
therefore there is no need to interrupt iron therapy.

Concomitant administration with other parenteral and oral dosage forms of iron should be avoided
because of drastic inhibition of oral iron absorption.

CONTAINER
A carton contains a glass bottle of 100 ml with a screw cap and a measuring spoon.

SPECIAL PRECAUTIONS FOR STORAGE
Keep out of reach and sight of children.
Store at a temperature up to 25 °C.

SHELF LIFE
2 years. Do not use after the expiry date stated on the package.
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Shelf life after the first opening of the bottle: 2 months.

PRESCRIPTION STATUS

Available on prescription.

MANUFACTURER

Manufactured by the site

Genveon Ilac Sanayi ve Ticaret A.S., Inonii mah. Gebze Plastik¢iler OSB Mah. 9, Cad. No
2, 41400 Gebze/Kocaeli, Turkey

for Lek d.d., Verovskova 57, Ljubljana, Slovenia under the license of Vifor (International)
Inc., St. Gallen, Switzerland.

Marketing Authorisation Holder
Lek d.d., Verovskova 57, Ljubljana, Slovenia

REVISION OF THE TEXT
April 2023.

Consumers’ claims could be addressed to e-mail: drugsafety.cis@novartis.com
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