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1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITIAPATA
IT'MHO-TAPAUPEPOH

2. KAYUECTBEHHBII ¥ KOJJMMECTBEHHBIN COCTAB
B oaHoii Tabs1eTKe coaepKUTCS

peT

OcHOBHOI cocTaB

Heticmsyowee gelyecmeo:

VCCTICBO! 5 555,55, 767 T T SIS 10 S5 S S S SR et s 80,00 mr

(skBHMBaeHTHO 247,25 Mr BeicyieHHOTO cyibdara xenesa (II) ¢ TeopeTnyeckuM conepKaHueM
88% m/m).

BcnomozamenvHule 8ewyecmea ¢ U36eCmMHbIMU C60UCMEAMU. OTCYTCTBYIOT.

[TonHBIHi MepedYeHs BCIIOMOraTe bHBIX BELIECTB IPHBE/IEH B pasjere 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tab1eTKy IPOJOHTMPOBAHHOTO AEUCTBHUSI, HOKPHITHIE TIEHOYHOH 000I04KOM.
BieHO-pO30BbIE, KPYTJIbIE ABOSKOBBITYKJIbIe TAOIETKH, IIOKPBITBIE MIEHOYHON 0007104KOH.

4. KIMHUYECKHUE JAHHBIE
4.1 TepaneBTHYeCKHE INIOKA3AHUSHA

IpodunaxTuka U NedeHue xeje30AepUUUTHON aHeMun U JeduuuTta (oIMeBOH KHUCIOTE BO
BpeMsi OepeMEeHHOCTH, MOCIEPOJOBOrO MEPUO/IA U B IEPUOJI IPY/THOTO BCKapMIIHBAHHS.
Jlepuuut xkene3a ¥ (ONMEBOH KUCIOTBI U €ro CTEHEHb JOJKHBI ObITh JHArHOCTHPOBAHbI H
O/ITBEPIKIEHBI COOTBETCTBYIOIIUMH JTAO0OPAaTOPHBIMHU HUCCIIEI0BAHUSIMH.

4.2 Pexxum 103MPOBaHHS U cI0c00 NPUMEHEHHUS

Pesicum oo3uposanun

B3pociibie KeHIUHBI

[Ipodunakrrka geduimra xeneza u HOIMEBONH KUCIOTHL:

1 TabneTka B JieHb, T. €. 80 Mr aneMenTapHoro xenesa u 0,350 Mr GonueBod KUCIOThI B TEUCHUE
MOCIIETHUX JBYX TPUMECTPOB OEPEMEHHOCTH (MJIH ¢ 4-r0 MecAIla).

Jleuenue xene301eGUIMTHON aHEMHUH U AebuIUTa HOTUEBOM KHCIIOTHL:

1 Tabnerka B AeHb yTpoM wiH 1 TabneTka 2 pa3a B JI€Hb YyTPOM H BEYEPOM B 3aBUCHMOCTH OT
TAKECTH aHeMHH, T. €. 80 i snemenTapHoro xernesa u 0,350 Mr ¢oui.w30# KuCI0TBI WK 160 MT
sneMenTapHoro xesesa u 0,700 Mr ¢poaueBol KHCIOTHI.

JAMHTEeIbHOCTD JIeYeHHs

JUTMTENLHOCTD JIEYEeHHs] aHEMHUH 3aBUCHUT OT cTeneHH Aedurmra xenesa. [locne Hopmanu3anuu
1oKaszaresiel reMorjo0UHa TEPANHUIO CIIELYET MPOIOJDKATh B TeYEHHE HECKOJIBKUX HEJENb 110 |
tableTke B JIEHb YTPOM JI0 TeX IOp, MOKa ypOBEHb ()eppUTHHA B CHIBOPOTKE HE MOKAXKET, YTO
3arachl JKejie3a aJleKBaTHO BOCIIOJTHEHEI.

Ecnu Tepanus He JaeT MOJOKHUTENBHBIX PE3yJIbTaTOB, HEOOXOIUMO IPOBEPUTH COOJIO/ICHHE
MMAIHEHTOM pEXKUMa JIeYEeHHs], TUArHo3 «JAeGHIUT Kejae3an, a TaKKe HCKIIOYUTh XPOHHYECKYIO
KpOBOIIOTEPIO U JpYyTHe NpHYMHBI aHeMHMH (Harpumep, Hexoeqanue, neuuuT Butamuna B12,
TaJIACCEMHUIO, MAJISPHUIO, 3apaXKEHHE IIIHCTAMH, BOCTIAIUTEIbHBIE 3a00JI€BAHUS KHILICYHUKA, BUPYC
CIIl/1a).

OO61mas MpoI0/DKUTEIBHOCTD JIEYCHUS He JJOJDKHA IIPEBbIIIATh 6 MECAIEB.



MonuTopuHT 3G (HEKTHBHOCTH MOJIE3EH TOJIBKO MOCIIC 3 MecsILeB JIEUEHHS: OH JOJDKEH BKJIFOYATh
KOPPEKIIUIO aHeMHH (reMOorjao0OHH, CpeaHHH l(?d;!vl %pouma) M BOCCTAaHOBJIEHHE 3aracoB
’Kene3a (CHIBOPOTOYHBIH (peppUTHH, CBIBOPOTOUHBIN PELENTOP TpaHcdepprHa U K09 GuIHEeHT

HACBIIEHUs TpaHCcheppUHa). 2 14 7 - 2 U 18

Crnoco6 npuMeHeHHs

['MHO-TAPJIU®EPOH npuHMMarOT BHYTPb.

TabneTku Hesb3sl paccachlBaTh, Pa3KeBbIBAaTh MJIM JIEPXKaTh BO PTy, X CICHYET NpOrIaThiBaTh
[Ie/THKOM, 3amuBasi BOJOH. B 3aBHCHMOCTH OT KeITyI09HO-KHIIEYHON MIEPEeHOCHMOCTH TablIeTKHU
CllelyeT TPUHAMATH JI0 HIIH BO BPEMs €lbl, 33 MCK/IIOYEHHEM ONpEIEEHHbIX MPOAYKTOB (CM.
pasaea 4.5).

4.3 IlpoTHBONOKA3aHHUA

- JTro6ast anemus 6€3 MOATBEPIKAEHHOrO AeHIKTa JKele3a (MeranodacTHas aHeMusl, CBA3aHHast
C U30JIMPOBAHHBIM JepuHTOM BUTaMHHa B12).

- Haxorulenue jenesa (reMoXpoMaTo3, XPOHMYECKHH TeMOJIHM3, INPH YaCThIX IMEPETHBAHUAX
KPOBH).

- Hapyiuenus yTHIIM3a1KH jKeNe3a B Opranu3Me (HopMalibHas HiIK THIIEPCHICPMUIECKas aHeMHU,
Takas Kak TanacceMHs, pedpakTepHas aHeMHsl, allacTHYeCKas aHEMH).

- O6o0CcHOBaHHAas HENEPEHOCHMOCTh (HAaIpUMEp, B ClyYae CEpbe3HBIX BOCHATMTEIbHBIX
M3MEHEHHUH B ey JOYHO-KHIIEYHOM TPAKTe).

- Tsoxenble 3a00eBaHus NMEYEHU U MTOYEK.

- TToBBIEHHAs YyBCTBUTENLHOCTD K JEHCTBYIOIIMM BEIIECTBAM WM JIFOOOMY M3 BCIIOMOraTelb-
HBIX BEIECTB, BXOASAIIMX B COCTaB npemnapara (cM. pazaed 6.1).

- OIHOBpEMEHHOE MPUMEHEHHE NTapeHTePabHBIX U EPOpabHBIX MPENapaToB Keiesa.

- [Ipumenenue y nerei.

4.4 Oco0Oble npeaynpexIeHusi H Mepbl NPEI0CTOPOKHOCTH MPH HCMO0Ib30BAHUH

[unocuepemMusi, CBSI3aHHAs ¢ BOCHAIUTEILHBIMA CHHIPOMAaMH, HEUYBCTBUTE/IbHA K TCPAITHH
xene3oMm. Jleuenne npenaparom [ MTHO-TAPJIM®EPOH cnexyer coyerarts ¢ J€4€HUEM IPHIHHDI
aQHEeMHH, TJI€ 3TO BO3MOXKHO.

B ciiyuae BOCHATHTENBHBIX 3a00J€BaHUM KeTy J0YHO-KHIIEYHOro TpakTa (HarpuMep, racTpura,
S3BBI OKETyJKa MM KHIIEYHHKa, Oosne3Hn KpoHa WM A3BEHHOrO KOJHUTA) CIEIyeT C
OCTOPOXKHOCTBIO IIPUMEHSATH IIEpOpAJIbHBIE MIPETIapaThl XKeje3a.

B ciyuae 3ame/ieHHOTO ONOPOXKHEHHS OKEIyJKa, IMUJIOPOCTEHO3a M MOATBEPKICHHBIX
JMBEPTHUKYJIOB XKEJTyI0YHO-KUIIEYHOIO TPAaKTa MPEANOYTUTEIbHEE XKUAKUE [IPEIapaThl JKeIe3a.
Takye CyIECTBYET PUCK IOBPEXIEHHs MUIIEBOA (M3bA3BICHHE NHUINEBOJA) UM U3bA3BICHHE
IJIOTKM Y MAlMEHTOB, OCOOEHHO y MOXKAJIBIX [ALHEHTOB H MAllMEeHTOB ¢ MpobjeMamMy IIIOTaHHS
(cM. pa3aen 4.8 «HesxkenaTeibHbIe peaKIIHH»).

N3-3a pHCKa BO3HHKHOBEHHUS 3B BO PTY U U3MEHEHHUS LIBETA 3)’60B TaOJIETKH HEJb3s pacTBOPSAThH,
pa3’XEBbIBATh UJIKM AE€PXKATh BO PTY. Nx CJIEAYEeT IJIoTaTh HEJIUKOM, 3alltiBas BOJIOH.

CnyuyaiiHoe BibIXaHHe TaOJNETKH, cozepkamiedl cyibgar jKene3a, MOXET BBI3BaTb HEKPO3
CIIM3HUCTOH 060I049KH OPOHX0B, YTO MOKET IPUBECTH K KAIILT:0, KPOEOXAPKaHbIO, OpOHXOCTaZMy
W/WITH JIETOYHOM MH(EKIMHK (JaXke eClTH aCIMpaIysl IPOU30IIUIA 38 HECKOJIBKO THEH MW MECSLEB
70 TOSBJIE€HHMsS STHUX CHUMOTOMOB). [IOXKWJIBIM TManuMeHTaM M IAlMeHTaM, HCIBITBIBAIOIINM
TPYJHOCTH C TJIOTAHHEM, CIe[yeT Ha3HadaTh TaOJeTKH Ccyibara jKejie3a TOJBKO MOCTe
TINATENBHON ONEHKM pHCKAa aclupaiuu, crenuuyHoro s Kaxaoro mnamuenta. Crexyer
paccMOTpeTh AlIbTepHATUBHbIE OPMBI ITpenapaToB XKeJlesa.

[TanuenTaMm ciiegyeT oOpaTUTHCS 3a MEIULMHCKOH IOMOIIBIO MIPU IMOJ03PEHHH Ha acCIUpaluio
(cM. pasnen 4.8 «HexesraTeIbHbIE PEAKIHN).



CorylacHO JIMTEpaTypHbIM JaHHBIM, y IOXHUIIBIX HlHeHTOB TIOJIyYalOM[UX TperapaThl Xxelesa ¢
XPOHHYECKOH IOYEUHOHM HEIOCTaT TOM _ W/WJIKM = THIEPTOHHEH, PeaKo
HaOMoalach  YepHO-KOpUYHEBAsA %iwzn{aum I’an BLOBleHaHOS/MeHaHO3) KTy I0YHO-
KHMIIEYHOr0 TPakKTa. JTa MUTMEHTAlHs MOXET [OMEIIaTh MPOBEACHHUIO XKeEITyI0YHO-KHIIEYHOM
XHPYPIHH U MO3TOMY JIOJDKHA OBITh MPUHATA BO BHAMaHHE, OCOOEHHO BO BPEMs ILIAHHPYEMBIX
BMeIaTeabeTB. [109TOMY I€1eco00pa3sHo  yBEJIOMUTh XHpypra O MPOIODKCHHH IPHEMA
MpenaparoB XKeJje3a, yduThiBas 9TOT puck (cM. pasaen 4.8 «HexenaTenbHbie peaKun»).

B nuTeparype BCTpeyaroTesi COOOLICHHS O CITydasX A3BbI XKEIy/IKa H JKETy I0YHOr0 KPOBOTCHCHHA
y MalMeHTOoB, TOJTYYaBIINX TaOIeTKU cyibdaTa xKene3a (COCTaB HEM3BECTCH). B sTom ciydae
peKOMeHIyeTcs MepeiiTn Ha Kuakyro GopMmy cymbdara xenesa u (OIMEBOH KUCIOTHI MM HA
KUIKYI0 (opMy cyibdara jxene3a B COYETAHUM C JICKApPCTBEHHBIM NPENapaToM, COACpKalluM
domueyto kucnoty (cMm. pasaen 4.8 «HexenaTeabHble PEAKLUMAY).

4.5 Bzaumo/elcTBHS ¢ APyTHMH NPeENapaTaMH U Apyrue 63auMo (e CTBHS

Keneso

OoHospemeHHOe npUMeHeHUe RPOMUBONOKA3AHO

Coun xene3a (MAHBbEKIHOHHBIN My Th BBEICHHS).

JIMMOTHMHUS WK JIa)e LIOK H3-3a GBICTPOrO BHICBOOOXKICHHUS JKee3a U3 €r0 KOMILIEKCHO! (hOPME!
¥ HaCBIIEHHUS TpaHchepUHa.

Kombunayuu, mpeoyrowjue 0codblx mep npedocmopoydCHOCHU RPU UCROIb306AHUU
XosecTHpAaMHH

Cumxenne abcopOL#1 coel Jele3a B eIy T0YHO-KUIIEYHOM TPaKTe.

He npuHMMaliTe CONHM JKee3a OJHOBPEMEHHO C XOJECTHPAMMHOM (HX CIeXyeT NPUHUMATD,
HampuMep, 3a 1-2 yaca 110 Wi yepe3 4-6 4acoB IocIe MpHeMa X0JIeCTHPAMHHA).

TUHO-TAPJIMOEPOH Henb3s NpHHMMATh B TedeHHe 2-3 9acoB IOCIE Mpuema Jioboro 3
CJIEIyIOLINX MIpernapaToB:

AHTAIMBI: TIPENapaThl, COAEpIKaIHe KaNblHil, ATIOMHHAN 1 MarHui (TPUCHITHKAT MarHus).
CHM)XeHHE BCachIBaHMS COJIeH xKelle3a B JKeIy JOYHO-KHIIEYHOM TPAKTE.

IIpenaparsbl, coaepkamue KaablUui, IHHK, CTPOHIHA

CHM)KEHME BCachIBaHHs COJICH JKeye3a B JKEIyJOYHO-KHIICLHOM TPaKTe KaJIbIMEM, [UHKOM H
CTPOHIIMEM.

CHMKeHHe BCAaChIBAHUS IIMHKA U CTPOHLUS B XKEITy I0YHO-KHUIIIEYHOM TPAKTE COJIAMH HKEJIC3a.

BukrerpaBup

CHmKeHHE KeJTy JOYHO-KUIIeYHO! abcopOuu OGMKTerpaBupa Ha JBe TPETH IIPH OJJHOBPEMEHHOM
IpHeMe JBYX IpenapaToB WM HATOIIAK. BHKTerpaBup clielyeT IPHHAMATh HE MEHee YeM 3a 2
Jaca JI0 IpUeMa CoJielt jkese3a Uil BO BPEMS €Ibl.

NHrun6uTopbl HHTErpassl

CHIKEHHE Kelly 1o HO-KMIIeYHo# abcopOiuu HHrHOuTOpoB MHTerpassl. Eciu jBa mpenapara
IIPUHEMAIOTCS OJHOBPEMEHHO, MEX/IY KaXIbIM IIPHEMOM HEOOX0IMMO COOJII0IaTh HHTEPBAT HE
MeHee 2 4acoB.

TpuenTun
CHIKEHHeE JKelTy I0UHO-KUIIeYHOoH abcopOimu coselt xkenesa. Eciu 18a npenapara NpHHAMAOTCH
OJTHOBPEMEHHO, MEX/Iy KaX/IbIM IIPHEMOM HEOOXO0UMO COOMIIOIATh HHTEPBAI HE MEHEE 2 4acoB.

JHTAKANIOH

CHMIKEHHE KEJTYT0YHO-KHIIIeYHOH abcopOLuK HTAaKalloHa U COJIeH jKele3a n3-3a obpazoBaHus
IUIOXO BCAachbIBaeMEIX KoMItTekcoB. Eciu JBa mpemnapara Np*HUMaTCsS OAHOBPEMEHHO, MEXKITY
KaXKIbIM TIPUEMOM HEOOXO0AUMO cOOII0IaTh HHTEPBANl HE MEHEE 2 YacoB.



HO PB

Hepaunup .

XKemynouHo-kuiednas abcopOmus uequnﬁdﬂa anxae%;ﬂ 1 IMOKeT BOHUKHYTH KPaCHOBATBIA
Ty M3-3a 06pa3oBaHus HeabcopOUPYEMOTo KOMILIEKCa MEX/Ty HOHAMH JKele3a ’ e IMHAPOM
WIM OJHMM W3 ero MerabomuroB. Ecim [Ba mpenapara MPHHUMAIOTCS OAHOBPEMEHHO,
HeOBXOIMMO COBITIONAT: MHTEPBAI HE MEHee 2 4YacoB MEXIy Kak/abmM mpueMoM. [lanuenta
cJlelyeT KOHTPOJIMPOBATh Ha MPEIMET MOSABJICHHS KPaCHOBATOIO CTyJIa.

bucdochonarni
Cumxenne abcopbuun 6ucdochoHaToB B KETyAOYHO-KHIIEYHOM TpakTe H3-3a o0Opa3oBaHHs
IUIOXO BCACHIBAIOIIMXCS KOMIIJIEKCOB.

IuKIHHBI (U1 TpyieMa BHYTPb) TETPALMKIIMHBI U HX [TPOU3BOIHBIE.
CHikeHde abcopOIUKM B KTy JOYHO-KMIIEYHOM TpaKTe KaK LMHUK/IMHOB, TaK W JKeie3a H3-3a
00pa3oBaHus IJIOXO BCACBIBAIOIIMXCS KOMIUIEKCOB.

[lennuniiamun

CHmKeHre aGCOpOIMH NMEHUIMUTAMIHA B JKeJTyJOYHO-KHIIEYHOM TPaKTe H3-3a 00pasoBaHHs
TJIOXO BCAChIBAIOLIETOCSH KOMILIEKCA.

PHCK TOKCHYHOCTH D-TIeHHIMIUIAMHHA yBETHUMBACTCS NPH NIPEKPAIIEHHH JIedeHus CyIbhaToM
Kenesa.

TupeonaHbie ropMOHBI / THPOKCHH
CHmxeHHe aGcopOIMK B KTy J0YHO-KUIIEYHOM TPAKTE TOPMOHOB I{HTOBHIHOM JKEJIE3bI M3-3a
00pa3oBaHusl IJIOXO BCACHIBAIOIIEr0Cs KOMILIEKCA, YTO MPUBOAUT K THIIOTHPOKCHHEMHH.

MeTuiiiona, JieBoiona, kapouaona
Cumxenne abcopOUUK MPOU3BOIHBIX JIOIBI B XKEJTy I0YHO-KHIIEYHOM TPAKTE H3-3a obpa3zoBaHus
ILUTOXO BCACHIBAIOLIETOCS KOMILIEKCA.

CoeauHeHHus 30J10Ta
Cumxenne abcopOIMH B KTy JOYHO-KUIIEYHOM TPAKTE COEIMHEHHH 30J10Ta.

Camumaarer 1 HIIBIIT

OIHOBpPEMEHHBIH  HpHEM CcOJNed  Jkejme3a ¢ CaldUWIaTaMd  HIM  HECTEpPOUIHBIMH
IIPOTUBOBOCTIAJIUTEIHHBIME [IperiapaTaMi MOXKET YCHUJIMTh pasJpaxaiollee JICHCTBUE Keesa Ha
CITU3UCTYIO 000JI0UKY JKeITy J04YHO-KHIIEYHOr0 TPaKTa.

XHHOJIOHOBbIE AHTHOHOTHKH

XHHOJIOHBI-AaHTHOMOTHKH ClleyeT IPUHMMATh 3a 4 Yaca 10 MM 4epe3 4-6 4acoB MOCyIe mpuemMa
Z03bl COJIEH JKele3a M3-3a CHIDKEHHs JKeJTyJIO0YHO-KHMINEUHOH abcopOuMH XHWHOJIOHOBBIX
AHTHOMOTHKOB HM3-32 00pa30BaHMs IJI0XO BCACHIBAIOIIUXCS KOMILJICKCOB.

KoMOuHA MK NpenapaToB, KOTOPbIE cjedyeT YYHThIBATH

AUeTOrHapoKcaMoBasi KKSJI10Ta

CHIDKEHHE KeJTy 10YHO-KHIIeUHOH abCopOIMH KaK aleTornapOKCaMOBOM KHCIIOTBI, TaK U CONEH
Kenesa.

XJopaM¢p eHnKoJ1

OHOBpPEMEHHBIH MpUeM XJIopaM(EeHUKOIa MOKET 3a€PXKaTh OTBET Ha TEPAIHIO JKEJIE30M.

Jpyzue popmur 63aumoodeiicmeusn

dutHHOBas KucioTa (LEMbHOE 3epHO), mosmbeHonsl (Yai, kode, KpacHOE BHHO), KaJbLUH
(MOJIOKO, MOJIOYHBIE IIPOIYKTHI) H HEKOTOpPbIE O€NKH (AH11a) 3HAYUTEIIbHO MOaBIIAIOT abcopOuuto
Kenesa.

He npunMMaiiTe CONMM )Kele3a OJHOBPEMEHHO C OJTHMH NPOAYKTaMH (IO BO3MOXKHOCTH
He0OX0IMMO 00eCIIeYnTh HHTEpBal OoJiee 2 4acoB).

W3-3a Hanmuuds (GONMEBOH KHUCIOTHI CYIIECTBYIOT ApyrHe KOMOMHAUMH, TpeOyrolme Mep
IPEI0CTOPOIKHOCTH IIPH UCTIOIB30BaHHH
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Donuesasn kucioma

IpoTHBOCY10POKHBIE TPENAPATHI 2147 -2018

[TpoTHBOCYIOPOXKHBIE Mpenapathl (Takue Kak (enobapburar, denutonn, ¢ochenuTonH,
[PUMHAIOH) MOTYT BBI3BIBATh COCTOSHHS, CBS3aHHBIE C NEGUUHUTOM (OTHEBOH KHCIOTBIL. [Ipuem
donMeBolf KHCIOTHI COBMECTHO C IPOTHBOCYIOPOXHBIMH CPEICTBAMHM MOXET CHH3HTH
KOHIIEHTPALMIO TPOTHBOCYJIOPOXHBIX CPEICTB B CBIBOPOTKE KPOBH H HX 5()(EeKTHBHOCTL B
npodunaktuke cyaopor. Kimandeckoe HabI0A€HHE, KOHTPOJIb KOHLIEHTPAIMH B IIa3ME KPOBH
¥ IIPH HEOOXOIMMOCTH KOPPeKIHs 1035l MPOTHBOJIMIIENTHYSCKOTG MpeilapaTa BO BpeMs IIpHEMa
($oIMeBO KUCIIOTHI M IIOCIIE €€ OTMEHBIL.

AHTaroHHCTHI (OJIHEBOH KHCJIOTHI

[Ipu Ha3HAYEHHH B BHICOKHMX J103aX HEJb3s HCKIIOUHTH B3aMMOJEHCTBAE (OTHEBOH KUCIOTHI K
OJTHOBPEMEHHO Ha3Ha4aeMbIX AQHTaroHHCTOB ¢bonueBoi KHCIIOTHI, HaIrpumep,
XAMHOTEPANEBTHUECKHX MPENApaToB (TPUMETOIPHM, IIPOTYaHHII, TUPUMETAMHIH), ITATOCTATUKOB
(MeToTpeKcar), cyibdacarasuHa, MOXET CHIKAaTh KOHIEHTpAUHMIO (OIHEBOH KHCIOTHI B
CBIBOPOTKE KPOBH.

[Ipy OIHOBPEMEHHOM INPUMEHEHHH € (TOpPYpaluIoM BBICOKHE [03bl Ipenapara ['MHO-
TAPJIMHO®EPOH MoryT BbI3bIBaTh CHIBHYIO IHAPEIO.

XopaM(peHHUKO MOXKET HapyllaTh OTBET Ha JICYCHHE IpernapaToM 'MHO-TAPZIUPEPOH,
[O3TOMY €ro He CjeAyeT Ha3HAyaTh MALMEHTaM C BHIPAKEHHBIMH IpOSBICHUAMH Je(uimuTa
(b osIMeBOM KUCIIOTHL.

LluTocTaTHKH, Cy/IbhaHUIAMUIBL, TPOTHBOIMAIEITHIECKHE PENapaThl i 6apOUTypaThl BIHAIOT
Ha BcachbIBaHUE (OITUEBON KUCIIOTBL.

4.6 ®epTHIABLHOCTD, 0€PEMEHHOCTD H JIAKTAUS

bepemennocTn

Jlannble, cobpannsie y 6omee yeM 1000 GepeMeHHBIX )KEHIIMH, HE BBIABHJIM MIOPOKOB pa3sBUTHA
VI TOKCHYHOCTH JUTS TLI0/1a/HOBOPO3KIEHHOTO [IPU TEPANeBTiYecKeM ipuMeHeHnn. Kpome Toro,
MCCIIeIOBAHUS HA KUBOTHBIX HE BBIIBHIIM MPSIMOM MM KOCBEHHOM TOKCHYHOCTH C BIIMSHHEM Ha
OepeMeHHOCTh, SMOPHOHAIIBHOE PA3BUTHE, PA3BUTHE ILI0/IA UIIH MIOCTHATAIILHOE Pa3BUTHE.

Ilpu kmuauueckoir meoOxomumoctd [MHO-TAPJIMOEPOH MoxHO —HCHONB30BAaTH B
PEKOMEH TyeMO# TO3UPOBKE BO BpeMs OEPEMEHHOCTH.

Kopmiienue rpyanio

Coun xene3a (II) BeLIEISIOTCS ¢ TPYAHBIM MOJIOKOM, HO IPH IIpUEME B TEPANICBTHYCCKUX /103aX
He 0XKMJIAeTCs HUKAKoro 3¢ ¢eKra y HOBOPOXKAEHHOT0/MIIa/IeHIIa.

dosreBast KUCIOTAa RuIIEAETCS ¢ TPy AHBIM MosiokoM. Hukakoro sddekra GpomeBoi KUCIOTHI HE
ObUIO  MPOJEMOHCTPHPOBAHO y  HOBOPOXKICHHBIX/JIETEH, HAXOMILIMXCS Ha  TpyIHOM
BCKapMJIMBAHHH, OT MaTepei, MOy 4aBIInX JICYECHHE.

[Tpenapar TUHO-TAPJIU®EPOH MoxHO HCIIOIb30BaTh B PEKOMEHIy EMOM JI03UPOBKE BO BPEMS
IPYyJIHOTO BCKapMJIMBAHHSL.

DepTHIBLHOCTH
Her faHHBIX O HapymeHHH (epTHIbHOCTH, cBsisaHHoM ¢ npumenennem [MHO-
TAPJUHO®EPOHA y moneii.

4.7 BiansiHne HAa CNOCOGWOCTH YNPABJATHL TPAHCHOPTHLIMH CDEJICTBAMH M padoTaTh ¢
MeXaHH3MaMH '

HeT 1aHHBIX O BIMSHHM HA CIIOCOOHOCTD yIPABIIATH TPAHCIIOPTHBIMU CPEJICTBAMH U paboTaTh ¢
MeXaHU3MaMHu.

4.8 HexxesraTe/ibHbIE peaKIUH

B TaGnuie HKe NMpHUBEIEHbI HEXXeJlaTeIbHble PeaKliy, HaOIoIaBIIHecs B CeMH KIMHHYECKAX
MCCIIEIOBAHUAX C yyacTHeM B obmieii cnoxaoctd 1051 marmenta, 649 u3 KOTOPBIX MOJTY4Yalld



HO PB

npenapat TapaudepoH®, 1 KOTOPEIX HEIb3s UCKIIOYUTh NMPUIUHHO-CIICICTBEHHYIO CBA3h C
STHM IIpenapaToM. 14 ? - 1

HexenaTenpHble  PEaKIMH  MPEACTAaBICHBl B  COOTBETCTBHM C  CHCTEMHO-OPraHHON
kiraccudukanueir MedDRA 1 4acToTO# BO3HHKHOBEHHS: 04eHb yacTo (> 1/10), wacto (= 1/100,
<1/10), mewacto (> 1/1000, <1/100), peaxo (> 1/10000, <1/1000), ouens peaxo (<1/10000),
4acTOTa HEM3BECTHA (HEBO3MOKHO OILIEHUTD 10 HMEIOIIMMCS JAHHBIM).

CUCTEMHO-
OPIT'AHHBIA KJIACC | YACTO HEYACTO YACTOTA
(knaccudukauus & 1/100, < & 1/1000, < HEU3BECTHA
MedDRA) 1/10) 1/100) (He MOXeT OBITh OLIEHEHA IO
HMEIOLIUMCS TaHHbIM)
Hapymenust ¢co CTOPOHbBI Peakuuu
HMMYHHOH CHCTEMbI THNEPYyBCTBUTEIBHOCTH,
aHauIaKTHUECKas peaKLys.
HapyumieHnusi co CTOPOHBI OTek ropraHu. **UsbsBreHHE TTIOTKH.
AbIXaTeJIbHOH CHCTEMBI, **Hekpo3 nerkux
OpraHoB IPYHOH KJIETKH (Hekpo3 OpOHXOB).
U CpeoCTeHHs **['paHynema JIerkHx.
** BpOHXOCTEHO3.
Keny1o4HO-KHIIEYHbIE 3anop, auapes, | AHOMaJbHBIM CTyJ, | OpaXKeHHs MUILEBOAa™,
HapyLIeHHs B3yTHE JUCTIETICHS,  PBOTA, | s3BBI NULLEBOAA*,
JKMBOTA, OOJIM B | TacTpuT. U3MeHeHHe [BeTa 3yOoB**,
AHBETO, A3BBI MOJIOCTH pra**,
H3MEHOHHe JKEJTY IOYHO-KHULIEYHbIH
WRCI Iy menano3. (cm. pasgen 4.4),
TOLLHOTA.
XKEyZI0UHOe KPOBOTEYEHHE,
A13Ba KeyKa v
KPOBOTEYEHHEM, 3PO3HBHBIN
racTput (cm. pasaen 4.4).
HapymeHnusi co CTOPOHBI 3yn, spuTeMaTo3Has | AHTHOHEBPOTHYECKHI
KOKH M  NOJKOXKHBIX CBITb. OTeK, KparnuBHULIA,
TKaHeH aJNIePrU4eCKHil 1€epMaTHT.

* TlamueHTsl, 0COOEHHO MOKHJIbIE M C MpoOJIieMaMH TJIOTaHHUS, TaKKe MOTYT OBITh CKJIIOHHBI K
s3BaM TJIOTKH, MOPAXKEHHAM IHINEeBOJA (sS3BaM MHIIEBO/A), OPOHXHATBHBIM IpaHyJIeMaM H/MIH
OPOHXHAILHOMY HEKPO3Y, YTO MOXKET MPHBECTH K CY)KEHHIO OPOHXOB IPH aCIHpPaluH TabJIETOK
cynbdara xenesa (cM. pasaen 4.4).

*% SI3BBI MOJIOCTH PTa U M3MEHEHHeE IBeTa 3y00B B Cllyyae HENPABHUIBHOIO MPHUMEHEHHs, KOTaa
TabJIETKH Pa3)KeBBIBAIOTCS, PACTBOPSIOTCS HIIH IEPXKATCS BO PTY.

Hcceneoosanus

BeH3UIMHOBBIA TECT WM aHAJIOTHYHBIE TECTHI JUISl BBIABIECHUS CKPBITOIO KPOBOTCUCHHUS B Kaje
MOTYT JaBaTh JoxHomonoxutenbusie pesynsratel. [MHO-TAPJIMPEPOH  Heobxomumo
PEKPATHTh 3a TPHU IHS [0 TAKOTO MCCIIEI0BAHUS.

Coobwenue 0 npeonoNazaemMolx HeAHCeIamelbHblX PeaKyusx

Coob1IeHne 0 IpenoaraeMbIX HeXeIaTeIbHBIX PEAKIHUX 0CTIe PETUCTPALUH JIEKapCTBEHHOTO
Cpe/ICTBA MMEET B)XHOE 3HAa4YeHHe. DTO MO3BOJSET IPOJODKATE MOHHTOPHHI COOTHOIICHHMS
MOJB3a/pUCK Mpenaparta. MeIMIMHCKAM pabOTHHKaM Mpeajaraercss coobmars o JIoOBIX



HH PB

PEANoJIaracMbplX HEXENaTeNbHBIX PEaKIMAX 4Yepe3 HalMOHAIbHYIO CHCTEMY OIIOBEINCHHS:
Pecniy6nuka benapyce 7 14 7. = 20 18

220037, r. Musck, nep. ToBapuimeckui, 2a

VII«IlleHTp 3KCNEPTU3 U UCIBITAHUH B 3[paBOOXPAHCHHH

Tenedon: +375 (17) 242-00-29

®akc: +375 (17) 242-00-29

DnekTpoHHas noyra: repl@rceth.by

Caiit: https//www.rceth.by.

4.9 Ilepeno3npoBka

Mnaoenyul

BbuTH 3aperucTpupoBaHsbI Cllydau HepeJo3HPOBKH XKelle3a, 0COOEHHO Y JIeTeH.

V 1eTell W B3pOCIBIX PUCK OTPABJICHHs JKEIE30M HAYMHAETCS C J03bI 20 MI 3JIEMEHTapHOTO
KeJe3a Ha KI' Macchl TeJla M YBEJIMYUBAeTCs ¢ 03kl 60 MI' 3JIEMEHTApHOrOo JKeJie3a Ha KI' MacCel
tena. Y Mmanenbkux aereit nosa 400 mr Fe2+ yxe MOXeT MMeTh NOTEHIHAIBLHO CMEPTEIbHbIE
MOCJIEACTBUSI.

Cumnmomvl UHMOKCUKAYUU

KaccrdecKkoe OTpaBlIeHHE HKeJIE30M IPOUCXOIHT B IATh KIMHMYECKHUX (has:

* XKemynouno-kumeunast (asza (BKIOYAET pa3IPaKEHHE CIM3UCTOH OOONOYKH IKEITyI09HO-
KHMIIEYHOTO TpaKTa WM HEKPO3 CIH3MCTOH OOOJOYKH HITyNO HC-KUIIEYHOro TPakTa, B
GOJIBILIMHCTBE CIIyYaeB acCOLMUPYETCs C GONIBIO B XKMBOTE, TOIIHOTOH, PBOTO! U Jnapeeii).

« JlarenTHas (a3a 6e3 KIMHUIECKAX CUMITOMOB C YTy YIICHAEM HIIH HCYE3HOBEHHEM HXKEITy 10HO-
KHIIEYHBIX CUMIITOMOB.

« CucremHas (a3a ¢ HayaoM MeTabOINYECKOTro allu103a, KoaryJonaTui U reMOANHAMHYEeCKOH
HecTabWIBHOCTH (TMIIOBOJIEMHS, THIIOTOHHMsI) ¢ rumonepdys3uell opraHoB (OcTpas MO4YeyHas
HEJIOCTATOYHOCTb, JIETAPTHs ¥ KOMa, YacTO CONPOBOXKIAIOIIMECS Cy0POraMH), KOTOpask MOKET
IPOrPecCUPOBaTh 0 COCTOSHHUS MIOKA.

« da3a remnaTOTOKCHYHOCTH, KOTOpas MOXET BapbUPOBAThCsA OT IMOBBIIICHUS TPaHCAMHMHA3 JI0
KOaryJIoNaTHy U MeYeHOYHOH SHIedanonaTiu.

+ Yepe3 HEKOTOPOS BpeMs IMOC/IE HMHTOKCHKAMH MOXET BO3HHKHYTH CTEHO3 XKEIIyIO0YHO-
KHIIEYHOTO TPaKTa, BOSHHUKAIOMHKKM B Pe3y/bTaTe 3a)KHBICHHUS MKEIYA0YHO-KHUIICYHBIX paH.
[TosTOoMy pekoMeHIyeTcs oOpalaTh BHUMAHHUE Ha THITUYHbIC IPU3HAKH.

Jluaznocmuxa OCTPOTO OTPABJICHUS JKEJIE30M OCHOBBIBACTCS HAa KIMHHYECKHX CHMIITOMAX,
[OBBILICHHOM yPOBHE CHIBOPOTOYHOIO JKese3a (IPHMEpPHO depe3 2-9 yacoB mocie IpHeMa) H
peHTreHe GPIOIIHON MOJIOCTH (€CIH HCIIOTB30BATHCEH TAOIETKH Kelesa).

Jleuenue

Jleuenue ocmpo2o ompageneHus JHcene3om

JleueHue cieyeT HauuHaTs KaK MOXKHO CKOpee.

CHUMIITOMATHYECKOE JICUECHHE.

TiaTeabHbI MOHHTOPHHI COCTOSIHUS INAllMEHTa, MOJACpP)KaHUEe [IbIXaHUSA H KpOBOOOpaIICHHUs
(6anaHc KUIKOCTH U 3JIEKTPOIUTOB). IIpn HEOOXOAMMOCTH IPOTHBOIIOKOBBIE MEPHI.
JleKOHTaMHHALUS JKEJTy JOYHO-KHIIEYHOIO TPaKTa.

Mo3keT GbITh CieIaH PEHTIreH OPIOLIHOM [OJIOCTH IS HOATBEPIKICHHUS HAINYUs TaOJIETOK XKere3a
B JKEJTy IOUHO-KHIIEYHOM TPaKTe (XKeTy 0K MM TOHKMH KUIIeYHHK). B ciry4yae npuema 00JIBIIIOrO
KOJMuecTBa TabJIeToK kene3a (ecnd Obuio mpuHSATO Oonee 20 MI/KT Keje3a WM €CIH €CTh
CHMIITOMBI) U TOJILKO €CJIM TIPHEM MPOH30IIe] MeHee | yaca Hasal, BO3MOXKHO yAAJICHHE YacCTH
MOTPe6IEHHOTO JKeie3a MyTeM JKeTyJOYHO-KMINEYHOW JCKOHTAaMHMHAIWH, KOTOPYIO CIEIyeT
[IPOBO/IUTH TOJIBKO B OOJILHHUIIE:

* BBI3BATh PBOTY, €CIIU MAI[HEHT B CO3HAHUH,



* KpOME TOTO, BBE/ICHHE CIIA0UTEIBHBIX C Maxporono*_qgo IBaHHE KUIICYHHKA (HAaIpuMmep,
PAacTBOP MOMMATUIEHIJIMKOJS Il IPOMBIBAHUSI MOXKHO ‘BBOIMTE CO CKOPOCTBIO 15-40 mut/kr/4ac
B TeueHHe 4-8 yacoB). DTH MephI [T0Ka3aHbl, KQIJa YPQBEHb CBIBOPOTOYHOTIO XKeJIe3a IMPOI0JIKaeT
pacTH, HecMOTpsl Ha 3G GEKTUBHYIO PBOTY. 21 ?3 [f

[Tociie MpoOMBIBAHMS CIIEAYET CENaTh PEHTIeH OPIOIIHON MOJIOCTH, YTOOBI IPOBEPUTH HATMYHE
OCTaBIIUXCS TAOJIETOK XKelle3a Wik (parMeHTOB ITHX TaOJIETOK.

Buumanue: )KEITy JOYHO-KHIICYHass ACKOHTaMHUHalUs BO3MOXKHA, HO HE I0JDKHA HCIIOJIB30BAaTbHCA
PYTHHHO IIpH JICYEHUHA OTPaBJICHHUS KCJIIC30M.

Tepanus XenaTHpOBaHUEM JKEIIE3a.

B ciyuyae 3HaYMTENIbHOM WMHTOKCHKAlMM pe(EPEeHTHOHM Teparueil MpH OTPABICHHH JKEIE30M
ABIISieTCS BHYTPHMBEHHBIM aedepokcaMHH (IMOAPOOHBIE PEKOMEHIALMH CM. B HHCTPYKIHMH K
JAHHOMY Tpemnapary). JlumMepKanpos IpoTHBOIIOKAa3aH IPH HHTOKCHKAIIMH JKEJIE30M.

Ipumeuanue. KonudecTBo (HoIMEBON KHCIIOTHI, COAEpIKalleecss B Npernapare, He MPHUBOMUT K
PHUCKY Tepe03UPOBKHU (HOIMEBON KHCIIOTHI.

5. PAPMAKOJIO: TYECKHUE CBOMCTBA
5.1 ®apmakoauHAMHYECKHE CBOCTBA

dapmakoTepaneBTHYECKas rpynna
[IpoTHBOaHeMHuYeckue cpejcTBa. CpeiCcTBa HAa OCHOBE JKejle3a B KOMOMHAUMH C (OIHEBOH

KHUCJIOTOH.
Kon ATC: BO3ADO03

Keneszo

DapmakoouHamuyeckue c60ucmea dcenesd

Kene3o sBiseTcs BaXKHBIM MHHEPAJIOM, KOTOPBIA MIPacT Knroquy}o ($U3UOJIOTHYECKYIO POJIb H
TpebyeTes Ui MHOTUX (yHKIMH, TaKMX KaK TPaHCIOPT KUCIOPOZa, BeIpaboTka AT®, cuHTe3
JIHK u TpaHCHIOPT 3J€KTPOHOB.

Mexanusm oeticmeusi
Kax 1eHTpasIbHBIN aTOM remMa, JKele30 SBJISETCs KOMIIOHEHTOM reMorJioOrHa U TakXKe KHU3HEHHO
BaYKHO JUIsl SPUTPOIOI3a.

DapmaxkoouHamuyeckoe Oetcmeue

Xesne3o oTiHuaeTCs OT APYyrMX MHHEpAJOB, IIOCKOIBKY OalaHC jenie3a B OpraHu3Me 4ejI0BeKa
peryJupyeTcs TOJIbKO abcopOIHeH, MOCKOIbKY (HU3HOIOrHIecKOro MEXaHu3Ma €ro BbIBE/ICHHS
He cymecTByeT. AGcopOuus cyibdara dKene3a OCYIIECTBIACTCS TNEPEHOCYMKOM HOHOB
nsyxsanentHoro meraa (DMT1) B JBeHaUaTUNEPCTHOH KUIIKE M IPOKCHMAIBHOM OT/ENC
TOHKOT'O KUIIEYHHKA.

VY CBOSEMOCTh y GOJIBHBIX aHeMHUEN MOXKET ObITh BO MHOTO pa3 0oJIblle, YeM y 3I0POBBIX JIMII, B
pe3yibTaTe dYero MOBEPXHOCTh aOCOpOLMM 3HAYMTENBHO pAaCIIMPAETCA B HUCTAIBHOM
HanpasieHHH. 1Ipu jkene30/eUIUTHON aHEMHH, CONPOBOXAAIOMENCs AeduuuToM QoneBoi
kucnotel, Tepanus npenapatoM ['MTHO-TAPJJU®EPOH npuBoauT K yCHIEHHIO 3PHUTPOIIO33a,
HOpMa/IM3alMk [OoKa3aTeicH reMorynobuHa, a Takke X BOCHOIASHHIO 3aMacoB Kesesa
(M3MepsieMBbIX, HANpUMEp, [0 COACPIKAHHMIO (EPPUTHHA B CHIBOPOTKE KPOBH) M MOBBIIICHUIO
ypoBHs (ONMEBOH KHUCIOTBL JITUTENBHOCTh TEpAlMK 3aBHCHT OT CTENEHH HMMEIOLIETOCs
nedunuTa Kene3a 1 GoIueBOi KMCIOTHL

Ha BcachlBaHHME »ejle€3a B OpPraHM3Me MOTYT BIIMATh pa3jIMYHbIC ATUMEHTAapHbIE U ApYyrHe
(hakTOpBL. ITO MOXKET MPUBECTH K HEAOCTATOYHOMY BCACHIBAHHMIO H TOCIEAYIOUIEMY AeHIHTY
kene3a. Bo BpeMs O€peMEHHOCTH 4YacTo pa3BUBaeTcs JAeuUIUT Kene3a (BIUIOTH JIO



xene301epUIUTHON aHEMHUH) W3-3a IIOBBIIIEC NETIEHHOCTH MIALEHTBI U I1JI01a (1 6onpIION
KpOBOIIOTEPH BO BPeMsl POZIOB), a TAKXKe YacCTO M3-32 HEJOCTATOYHOIO IMOCTYIUICHHS JKEJIE3a C

HIIEH. 2147 72018

Knunuueckas s¢pghexmuernocmov u 6e30nacnocme

K THHHYECKHE HCCis10BAHMS IOKA3AIIA, 9TO TeMATONOTHYeCKHi oTBeT (3MeHeHue yposHs Hb),
a TaK)Ke BOCCTAHOBJICHHE H IOJIEPXKAHHE 3alacoB jKene3a (HOpMalu3alus WK MOAICpKaHne
(heppUTHHA) JOCTHIAIOTCS IPH IIEPOPATHHOM MpHEMe CyIib(hara Kese3a B coueTaHnu ¢ (omueBoi
KHUCJIOTOM.

Cocras npemnapara [TMHO-TAPJIU®EPOH mno3BoiseT NpHUMEHSATH €ro IpH HapyICHHAX
BCACHIBAHHS B OPraHM3Me NpH aHEMHH WM JUIs IPOQUIAKTHKH JedUInTa Kene3a U GoTHeBor
KHCJIOTBHI BO BpeMsi OEpEMEHHOCTH.

Donuesana Kucnoma

Mexanusm oevicmeus ”
dosnmeBas KHCIOTa TPAET LEHTPAIBHYIO POJIb B IPOMEXKYTOYHOM METab0JIM3Me KIIETOK, TaK KaK

B BOCCTAHOBJICHHOH (opMe (TeTparuapodosueBas KHCIOTAa) OHA BBINOJHAET (YHKIHIO
neperocurka rpynn C3 ©  ydacTByeT B OHOCHHTe3€ ITypHHOBBIX HYKJICOTHIOB H
JIe30KCHTHMHIMIOBON KHCIOTHI, KoTopble Heobxomumbl misi cuntesa JJHK u PHK. OO6brdno
OBICTPOpACTYIKE ¥ pPa3MHOXKAIOIMECs KIETKM HYXIAIOTCSd B JOCTaTOYHOM KOJHMYECTBE
(oJIHEeBOM KUCIIOTHI: TKAHH HEPBHOM CHCTEMBI, IIaIKOMBILIEYHBIC KICTKA U SPUTPOLIUTHL.

Dapmakoounamuveckoe oercmeue

Ue/I0BEYECKUH OpPraHW3M HE MOXET CHHTE3MpOBATh (POIMEBYIO KHCIOTY M IMOITOMY IOJDKCH
obs3aTeNbHO MOTydaTh ee ¢ numiel. oyueBas KHUCIOTa HMeET ropasfo Ooiee BBICOKYIO
6HOIOCTYITHOCTD, YeM TIPHPOIHBIN (oJIaT, 1 GBICTPO BCACHIBACTCS B NUINEBAPHTE/ILHOMH CHCTEME.
JlononuuTeNbHas MOTPeOHOCTh OOBSCHSAETCS OrPOMHBIMH 3aTpaTaMH Ha CHHTE3 B OPraHH3ME
MaTepH BO BpeMs BHYTPHYTPOOHOTO pa3BUTHs M 00eCIeYeHHs IUI0/1a, MOCKOIbKY BOCIIOJIHCHHE
3TOM MOTPEOGHOCTH MOXKET YMEHBIIATHCS IPH KyJIMHAPHOH 00paboTKe MUIIH.

Jepuuut (oameBOM KHUCIOTHI TaKXKe SBISETCA OJHOW M3 MPUYMH aHEMHH BO BpEMs
GepeMEHHOCTH. B KIMHMYECKHX ¥ JOKIMHIYECKUX UCCIIEN0BaHUAX NepUIAT (OIHEeBON KUCIOTHI
BO BpeMsi OepeMEHHOCTH MPUBOIMII K PA3BUTHIO TSKEIIBIX IIOPOKOB Pa3BUTHUS ILIOJA.

CyTouHass TOTPeGHOCTh 30pPOBOTO B3pOCIOro denoBeka cocrapiser 0,16 mr ¢omara u
3HAYUTEJILHO YBEIMYUBACTCS BO BpeMsl OEPEMEHHOCTH.

Knunuueckue uccnedosanus u bezonacnocmso

KnuHMYecKye HcciIe[oBaHUs MOKa3aly, YTO NP IpueMe cyibgara ixele3a B KOMOWHALHMHU C
doreBol KMCIOTOM JOCTUraeTcsl TeMaTOIOrHIecKuii oTBeT (3MeHenue yposus Hb), a taxoke
BOCCTAHOBJICHHE U MTOIIEP)KAaHUE KOHIEHTPAUU (OTHEBOM KUCIIOTBL.

CocraB mpenapara [TMHO-TAPJU®EPOH mno3BonseT NpUMEHATh €ro IpH HapyIICHHAX
BCACHIBAHUS B OPraHU3Me NP aHEMHH WJIM JUIs NpOoGHIAKTHKY AedHIHTa Kene3a U GponueBo
KHCJIOTBI BO BpeMsi 0€peMEHHOCTH.

5.2 ®apmakoKHHeTAYECKHE CBOMCTBA

Keneso

Bcacuvisanue

BcacbiBanue Keje3a — AaKTHBHBIA IPOIECC, KOTOPBIA IPOMCXOJUT IMPEUMYIIECTBEHHO B
JIBEHAIATUIIEPCTHOM KHINKE ¥ MPOKCHMAaIbHOM oTAene Tomel kumku. CoveraHne cyibdara
JKeje3a M BCIIOMOTaTeNbHBIX BEIIECTB O00ECHeYuBaeT IIOCTEIIEHHOE U HEMpPEPBIBHOE
BBICBOOOXKIEHHE XKeJle3a.

BcaceiBanue jkeje3a yBEIMUYMBAeTCs IPH HCTOIICHHMH 3alacoB JKele3a B OpraHusMe H
YMEHBIIAETCS MPH UX JOCTATOYHOM KOJIMYECTBE.



BcachiBaHHe JKejle3a MOXeT OBbITh HApyIIEHO COIMYTCTBYIONIMM YIOTPEOJICHHEM HEKOTOPBIX
MIPOIYKTOB MUMTAHHUs MK JIeKapcTB (cM. pasaed 4.5).

[Ipy mepopaibHOM IpHEME IPENapaToB JKee3a BCAChIBACTCA TA-J';!Q tﬁcﬁ pe/1araeMoro
TepaIeBTHYECKOro JKejle3a. bHomocTymHOCTh Ipenapara T'MHO-TAPJIUGEPOH B 0CHOBHOM
onpeJelsieTcs yPOBHEM 3aIlacoB XKejle3a B OpraHu3Me nauuedrd. 4 /] -2 018
[IpoBeeHHBIE HCCIIEIOBaHMS JOCTYHOCTH JKejle3a Mpernapara ['MHO-TAPAV®EPOH
[OKA3a/IH, YTO OH OBNajaeT JEerkod GHOZOCTYIHOCTBIO M HMMEET TepareBTHYECKYIo (opMy
Jee3a, COOTBETCTBYIONIYIO (PM3HOJIOTMYECKHM XapaKTepUCTHKaM. B 1enoM npenapar Xoporo
MEpEeHOCHTCS W TMO3TOMY MOXKET [PHHMMAThCS —HATOWlaK, 3a pPEIKAMH  CIydaiMH
HENEePeHOCUMOCTH (cM. paszaen 4.5).

JlByxBanentHoe xeie3o B npenapate [ MTHO-TAPJU®EPOH noctynHo B T€UeHHEC 5-8 4acoB B
JKEJyIKe W JUCTATBHOM OT/Iejle TOHKOTO KHIIEYHHKA B JIErKOyCBOSeMOH popme. Y ManueHToB ¢
aHeMHell MaKCHMalbHas KOHIIEHTpALMs jKelie3a B ChIBOPOTKE KPOBH JOCTHUIAcTCs MPHUMEPHO

yepe3 4 yaca 1ocie nepopanbHoro npuema. donmeBas KMCIOTa HE BIMAET HA OMOJOCTYITHOCTD
xenesa B npenapate [ MTHO-TAPJUOEPOH.

Pacnpeoenenue

B opraHmsMe 3amachl jkele3a HaXOJATCS B OCHOBHOM B KOCTHOM Mo3re (9pHTpo6iacTax),
SPUTPOLHUTAX, IEYCHH U cese3eHKe. JKerne30 TpaHCIOpTHPYETCs TpaHC(EepHHOM 4epe3 KPOBb B
OCHOBHOM B KOCTHBI MO3T, I/Ie BKJIFOYAaeTCs B FeMOITIO0HH.

Memabonuszm
Xenezo — 3T0 HOH MeTa/lIa, KOTOPBIH HE METabOIM3UPYETCS EYCHbIV.

Buiseoenue

DU3NO0JOTHIYECKUX MEXAHU3MOB BBIBEJICHHUS JKejle3a B OpPraHu3Me 4Y€JI0BEKa HE CYIIECTBYCT.
CpenHee BbIBEICHUE JKeJl€3a y 3/I0POBBIX MAIIUCHTOB OLICHUBACTCS B 0,8-1 mr/cyT.

N306bITOK Kejie3a B KTy JOYHO-KUIIIEYHOM TPAKTE BHIBOAUTCS B OCHOBHOM C KaJlOM.
JIOTIOJIHUTEILHBIE MTYyTH BHIBEACHHUSI — MOYETIOJIOBOM TPAKT, OTLIETYIIMBAHUE KJIETOK KOXH H
BBIBEJICHHE C TIOTOM.

Donuesana Kucioma

Bcacwvisanue

dosmeBas KUCIOTa, KOTOpasi coepxkurcs B o6omnouke rabnerok TMHO-TAPJIUPEPOH, 6s1cTpo
BBICBOOOJKIAETCS U IMOJHOCTBIO BCACHIBAETCS B JKEIyHIOYHO-KMIIEYHOM TpakTe, B OCHOBHOM B
NIPOKCHMAJIBHOM OT/Eel€ TOHKOrO KHIIeYHHKa. IIpH OTCYTCTBMM HApyIUICHHH KHIIEYHO-
Te4eHOYHOM mUpKyJIsiuu 0,2 Mr (oJIHEBOH KUCIOTHI BBIIETSETCS C KEIT4bI0, KOTOpas 10CTyIHa
JUIS IOBTOPHOTO BCACBHIBAHUS, OCTATTBHOE BBIBOJUTCS YEPE3 MOYKH.

Pacnpeoenenue

dosnueBas KUCI0Ta paclpeeNseTcs 0 BceMy opranusMy. [ledeHs sBiseTcsi OCHOBHBIM MECTOM
HAKOIUTCHHs (OTHEBOH KHCIOTBI; OHA TAK)Ke AaKTHBHO KOHIEHTPUPYETCS B CIMHHOMO3rOBOH
KHUIKOCTH. DosTMeBasi KUCIIOTa BBIIEISAETCS € IPYAHBIM MOJIOKOM.

Buompancgopmayus

B rura3Me KpoBH M TedeHHM (onaT MpeBpamiaeTcss B MeTabOIHYEeCKH aKTHBHYIO (opmy 5-
metuirerparuapodonar (SMTI'®). MerabonuTbl GoIMEBOH KMCIOTBI Y9acTBYIOT B KMIIEYHO-
MIEYEHOYHOW [IUPKYJISILIUH.

BuigeOenue MetaGomutbl (GOTHEBOH KHCIOTH BBIBOIATCS C MOYOH, a M30BITOK (HOIHEBOiH
KHMCJIOTBI, HE TPeOYIOIHiiCs OpraHMu3My, BBIBOJIUTCS C MOYO# B HEU3MEHEHHOM BHJIE.

5.3 /laHHbIe JOKJI®HHYECKOH 0€30NacHOCTH ' g



OCHOBaHHBIE Ha TPAIHIMOHHBIX HCCIIEIOBAHASX B 00IACTH hapMaKOJIOTHIECKOi Oe301acHOCTH,
TOKCHYHOCTH COJIeH jxene3a U (oyreBon KHCHOTm EIE‘?OKpaTHHX 7103aX, JOKITMHUYECKHE
JlaHHbIE HE YKa3bIBAIOT HAa KaKue-Tubo 0006{16% pZIc17gn ISt qzen[j)milcag

HeT HUKAaKMX J0KA3aTeIbCTB MOTEHIMATLHOM MyTareHHOCTH JKeje3a MM (oueBoi KHCIOTHI B
TepaneBTHYECKHX J03ax. HeT JONrocpovHBIX MCCIIEN0BAHUH KaHIEPOr€HHOro MOTCHIHAIA
cynb(ara xene3a u GonmueBoi KUCIOThL. B HacTosInee BpeMs HET MCCIIEI0BAaHUH Ha XKHBOTHBIX,
M3yYalOlMX MOTEHIMATLHOE BIMSHHE COJel jkene3a Ha (EepTHILHOCTH, SMOPHOHAIBHOE H
MOCTHATAIbHOE pa3BuTHE. HeT uccienoBaHMM Ha JKMBOTHBIX, H3Y42IOLIUX PEIpPOAYKTUBHBIC
TOKCHKOJIOTHYECKHE CBOUCTBA (HOTHEBOH KUCIIOTBI.

6. PAPMALEBTHYECKASA HH®OPMALIUA

6.1. CnnHcok BCIOMOraTe/IbHbIX BelleCTB

Slnpo  TabneTku:  MambTONEKCTPUH, MHKPOKPHCTaJUIMYeCKas — LEJUII0JI03a,  COMOJIMMED
METaKpHIaTa aMMOHHs (IUcIepcHs THra B), comonuMmep MeTakpuiaTa aMMOHHs ([IMCIEpCHS
TUMa A), TaTbK, TPUITUILUTPAT, TUOEreHaT rIMLepUuHa.

CocraB 000/104KH

eticmeylowee gelijecmeo:

DOIHEBAA KHCTIOTA «ovevemmonsmmansonssnos sos sawsmnesns wo 558 05 540 866558 555 55 600 0,350 mr
Benomozamenvnuvie sewjecmsa: Sepifilm LP010 *, sxenrsrit oxenn sxenesa (E172), KpacHbIi OKCHA
xenesa (E172), nuokcun turana (E171), Tpustrnurpar.

* Cocras Sepifilm® LP010:

- MeTHIrHAPOKCHIIPOTAIIEIUTON03a (THIIPOMEIIIIO3A) «.vvvvvvevnrennnnnsn 75 - 85%
- MUKPOKPHUCTAIUTHYECKAS LEIITIOTOBA .« euveuvernrineinrennensenennsnnsnsnneneens 5-15%
-~ CTRAPHHOBAT KHOIIOTA. 1. wos som wom winis nsonsinnons s s 540 458 RAH 40568567 490 MR OTaRIRS 8-12%

6.2 HecoBmecTHMOCTD
He npumenumo.

6.3 Cpok xpaHeHust

36 mecsues.

6.4 YcioBusi XxpaHeHHs

Oco0bIX yci1oBHi XpaHeHHsI He TpeOyeTcs..
XpaHUTb B HEJOCTYITHOM JJIsA I€TEN MECTE.

6.5 YnakoBka

30 TabaeToK, MOKPBITHIX [UIEHOYHOU 000JIOYKOM, MPOJOHTMPOBAHHOTO AEHCTBHS. 3 3alasHHbIX
omucrepa u3 [IBX/TIB/IX/amomMuaueBoi Goabru ynakoBaHbl BMECTE C JIMCTKOM-BKJIQIBIIIEM B
KapTOHHYIO KOPOOKY.

6.6 OcoObie MepbI MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH
CrnenunanbHbIX yKa3aHHH HET.

6.7 YcaoBusi oTIycKa M3 anTek

ITo penenrty.

7. AEP)KATEJIb PETUCTPALIUOHHOI'O YIOCTOBEPEHUSA

PIERRE FABRE MEDICAMENT
(ITbEP ®ABP MEJIUKAMEHT)
Les Cauquillous, 81500 Lavaur, France



HA3BAHUE U AJIPEC ITPOU3BOJUTEJISA
PIERRE FABRE MEDICAMENT PRODUCTI

(INHEP ®ABP MEJIUKAMEHT ITPOJIAKIII PB
production site PROGIPHARM, i
Rue du Lycee, 45500 Gien, France 2147 -2018

IIpeacraBuTe/b AepKaTe/Isi PericTPALIHOHHOIO YA0CTOBEPEHHS

[IpeTen3un norpebureneit ciemayeT OTIPABIATH 110 aIpecy:

IpencrasutensctBo AO K EUROMEDEX FRANCE», ®panrnus B Pecriy6muke benapycs,
220092, r. MuHck, yi. bensckoro, 1.15, 0d.107.

tenedon/dpakc +37517 3 945 945

8. HOMEP PA3PELLIEHUSI HA PETUCTPALIUIO
Ne 1864/96/01/07/12/15/17/18

9. IATA IEPECMOTPA TEKCTA
XX.XX.XXXX( DTOT IyHKT 3aIl0JIHSETCS AepKaTeNleM PerHCTPAHOHHOTO Y I0CTOBEPEHHUS)

10. TO3UMETPUA
He npumenumo.

11. UHCTPYKIUSA 11O INPUTOTOBJIEHUIO PAIUOP®APMALEBTHYECKHUX
ITPEITAPATOB
He npumenumo.



