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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOITPENAPATAS 1001

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
XKeneza [III] rumpokcusa caxapo3Hbld KOMIUIEKC, 20 MI/MJ, pacTBOp [UIsi BHYTPHBEHHOTO

BBCACHNA.

2. KAMECTBEHHBINA U KOJIMYECTBEHHBII COCTAB

[HeticTBytomee BemecTBo: xxene3a [[II] ruapokcnn caxapo3Hbiii KOMILIEKC.

Kaxnprii mi pactopa comepxutr 20,00 mr sxenesa (I11) (B Buge sxenesza [III] ruapokcun
Caxapo3HOTO KOMILJIEKCa).

Kaxnmas ammyna oobemom 2 mi comepskut 40,00 mr sxemesza (I11) (B Bume sxemesa [III]
THJPOKCH]] CaXapO3HOTr'0 KOMILIICKCA).

Kaxnas ammyna oobemom 5 mi coxepxkut 100,00 mr xemeza (III) (B Bume >xenesza [II]
THIPOKCH]] CaXapO3HOTr0 KOMILJICKCA).

BcrnomorarenbHbie BelecTBa, HATMYUE KOTOPBIX HAJI0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: Hatpuid (cM. pazzaen 4.4.).

[TonHbBIN TepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJIEH B paseie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 1J11 BHYyTpUBEHHOTO BBEACHHUS.

PactBOp OT KpacHO-KOPUYHEBOI'O O KOPUUHEBOTO LIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

XKenesa [1II] ruapoxcu caxapo3Hblii KOMIUIEKC MTOKa3aH K IPUMEHEHHIO Y B3POCIBIX U JETeil.

Keneza [III] rugpokcua  caxapo3HBI  KOMIUIEKC  TPUMEHSAETCS Il JICUCHHS

Kene301e(PUIUTHBIX COCTOSIHUN B CIIEIYIOIINX CIIydasX:

— IpH HEOOXOAUMOCTHU OBICTPOrO BOCIIOJHEHHMS 3aI1aCOB JKeJe3a;

— y MAIMEeHTOB, KOTOPbIE He NEPEHOCAT NMepOpaIbHbIE MTPEnapaThl )kejae3a Wik He COONII0Iat0T
PEKUM JICUCHUS;

— TIpH HAJIAYUH aKTUBHOTO BOCTIAJMTEIHHOTO 3a00JIEBaHNS KUIIIEYHNKA, KOT/Ia IEpOpaTbHbIE
npenaparsl xesne3a HedPEeKTUBHBI.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 NPUMeEHEHUsI

PexxuM 103upoBaHus

Jns Kaxxaoro mnanueHTa cieAyeT HHIWBUIYabHO PAacCUUTHIBATh KYMYJISATUBHYIO J03Y

npenapara, KOTOpyro HECJIb34d IIPCBLIIIATD.
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Pacuem 003wl

OOmast KyMyJIsITHBHasi J103a Mperapara, SKBUBAJIEHTHas oOmeMy aeduuuty xenesa (Mr),
ofpeneNsIeTcss Ha OCHOBaHMHU cojepkaHusi remoryoouna (Hb) u maccer tena (MT). Jlo3y
npenapara cieyeT HHANBUAYAJIbHO PACCUUTHIBATH JIJISl KAXKJIOTO MAllMEHTa B COOTBETCTBUH C
o0umM Ae@UIMTOM XKele3a, PacCUMTAaHHBIM [0 HUXKemnpuBedeHHOUW (opmyne [aH30HW,
Harpumep:

OO0muii nepuumT kesne3a [Mr| = macca TeJia [Kkr| x (mejieBoe cojiepkanue reMorji00uHa —

(pakTHyeckoe cogepxkanue remoraoduna) [r/aj x 0,24* + renoHUpoBaHHOE KeJie30 [Mr].

ITpu macce Tena meHee 35 Kr: LleneBoe coxpepkanue remornobmna = 130 r/m, a
KOJIMYECTBO JICTIOHMPOBAHHOTO Xeneza = 15 wmr/kr

MaccChl T€j1a

[Tpu macce Tena 35 kr u Gonbie: | [leneBoe comepxkanue remormobmna = 150 r/m, a

KOJIMYECTBO JENIOHUPOBAHHOTO xene3a = 500 mr

* Koadurment 0,24 = 0,0034 (comepkanue xeneza B remorinodoune = 0,34 %) x 0,07 (macca

KpoBH =~ 7 % ot maccsl Tena) x 1000 (mepeBoa [r] B [Mr])

OO0uree kKOIMYECTBO Mpenapara, OO0mumii nepuumT Kemne3a [mr

KOTOpOe cjieAyeT BBECTH [B MiI] 20 [mr :xese3a/ma]

OO611ee KOIMYECTBO MpernapaTa (Mi1), KOTOPOe CIeAYeT BBECTH, B 3aBUCUMOCTH OT MAacCHhI TeJa,

(axTHIecKOro comepkaHus TeMOTJIO0NHA U IIENICBOTO COACP KaHMsI FeMOorJIoOnHa™ *:

O0mee kom4ecTBO Npenapara (20 Mr :kese3a Ha MJI), KOTOpOe cilelyeT BBeCTH
Macca
reMorJio0uH reMorJjio0uH reMorJio0uH reMorJio0uH
Teaa, Kr
60 r/n 75 r/n 90 r/n 105 r/a

mr Fe MJI mr Fe MJI mr Fe MJI mr Fe MJI

5 160 8 140 7 120 6 100 5
10 320 16 280 14 240 12 220 11
15 480 24 420 21 380 19 320 16
20 640 32 560 28 500 25 420 21
25 800 40 700 35 620 31 520 26
30 960 48 840 42 740 37 640 32
35 1260 63 1140 57 1000 50 880 44
40 1360 68 1220 61 1080 54 940 47
45 1480 74 1320 66 1140 57 980 49
50 1580 79 1400 70 1220 61 1040 52
55 1680 84 1500 75 1300 65 1100 55
60 1800 90 1580 79 1360 68 1140 57
65 1900 95 1680 84 1440 72 1200 60
70 2020 101 1760 88 1500 75 1260 63
75 2120 106 1860 93 1580 79 1320 66
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85 2340 117 2040 102 1720 86 1420 71

90 2440 122 2120 106 1800 90 1480 74
**[Ipu macce Tena meHee 35 Kr: 1eseBoe cojiepxkanue remoriaoonna = 130 r/n

ITpu macce Tema 35 kr u OoJbllie:  IeJieBOE conepkaHue remorioonna = 150 r/n

Jlns mepeBoa reMoryioonHa (MMOJTb) B TeMOTJI00MH (T/71) YMHOXKBTE TepBOE 3HaUYeHHE Ha 16.
Ecnu obmas HeoOXonumasi /1032 TPEBBIIACT MAaKCUMAIBHYIO JI03BOJICHHYIO OJHOKPATHYIO
7103y, €€ CIIeAyeT pa3ieiiTh Ha HECKOJIbKO BBEICHUIA.

Ecmu yepes 1 — 2 Henenu He HAOTIOAAETCSl OTBETA CO CTOPOHBI TEMATOJIOTUIECKUX TApaMETPOB,
NIEPBOHAYAIILHBIN JMATHO3 CIIEAYET MIePECMOTPETh.

Pacuem 0o3vl 0ns eocnonnenuss 3anacoe dcene3a nocie Kposonomepu uiu npu coave
aAymono2uyHoOU Kpogu

Jlo3y npenapata, HEOOXOAUMYIO JUTsI KOMIIEHCALUH e(UINTa KeJe3a, MOKHO pacCUYUTATh O
cieayoummM hopMmyiam:

Ecnu xonuuecmeo nomepannoti kposu ussecmuo: sBeaenne 200 mr xenesa (10 mu mpemnapata)

JOJKHO TIPUBOJIUTH PUOTU3UTENFHO K TAKOMY K€ TIOBBIIICHUIO KOHIIEHTPAIIMHA TeMOTI00nHa,
4To 1 nepenuBanue 1 nopuun kposu (400 M1 ¢ KOHIEHTpanuei remoraoouna = 150 1/1).

KoanuecTBO Kejae3a, KoTopoe

KOJIM4eCTBO MOPUUil MOTepAHHOI KpoBH X 200 Mr
He00X0IMMO BOCIIOJIHUTD [Mr]

nJIn

Heo0xoaumblii 00neM

npenapara [M.]'[] KOJIUY€CTBO NMOPIUHA MOTEPAHHOU KPOBH X 10 mn

Ecnu codeporcanue cemoenoduna nusice srcenaemozo: (popmyiia npeamnonaraer, 4to Aero sxenes3a

MOTIOJHATH HE TpeOyeTcs.

Komuuecto kene3a, KOTopoe HEOOXOIMMO BOCTIOIHUTE [MT| = Macca Tena [kr] x 0,24 x (1eneBoe
COJIEpYKaHUE TeMOTII00MHA — (DaKTUIECKOE COMIepIKaHue reMoriao0uHa) [r/i].

ITpumep:

[Tpu macce Tena = 60 K ¥ CHIKEHHM coJiepaHus reMorinoouna = 10 r/n

=> ~ 150 Mr xeJre3a HE0OOXO0AMMO BOCIIOIIHHUTb,

=> HeoOx0aUMO 7,5 MJI TIpermapara.

MakcumanbpHas TepeHOCHMas pa3oBasi W HEJENbHas 103bl yKa3aHbl HIDKE B MYHKTaX
«CranmapTHbie 1036 U «MakcuMalnbHas IEpeHOCHMasl pa3oBasi U HeJleabHasl 10351y,
Cmanoapmuvle 003bl

5 — 10 M npenapara (100 — 200 mr xenesa) 1 — 3 pa3a B HezemIo.
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Bpems BBejeHMs Npenapara M CIOco0 pa3 enens| | YRazatt: 4"

NPUMEHEHHS.

Maxcumanvno nepenocumas pazoeas u HeoenbHdas 003bl

MaxkcuManbHasi epeHocumasl 03a B CyTKH, BBOJUMAs B BUJE MHBEKIMHM HE Haile 3 pa3 B

HEZIeIO:

e 10 mu npenapara (200 Mr xesne3a), BBOAUMbIE B T€4eHHE MUHUMYM 10 MUHYT.

MaxkcumanbpHasi IepeHOCUMast /1032 B CYTKH, BBOJUMas B Bue MH(Y3uu He yamie 1 pasa B

HEZIEIIO:

e  TAIMEHTHI ¢ Maccol Tena 6osyee 70 kr: 500 mr xenesa (25 Mi mpernapara), BBOJAUMBIC B
TE€YEeHHE MUHUMYM 3,5 4acos.

e  ManMeHTHI ¢ Maccol Tena 70 KT ¥ MeHee: 7 MT yeJe3a/KI MacChl Tejia, BBOJAUMEBIE B TCUCHHE
MUHUMYM 3,5 4acos.

Crnenyer cTporo mpuaep KUBaThCsl BpEMEHM MH(Y3UH, YKa3aHHOro B mozpasziene «Crocod

MPUMEHEHHUS», 1aXKe €CIIH MalUeHT He MOIYyYH]I MaKCUMAIbHON NIEPEHOCHUMOMN pa30BOM 103HI.

Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmor nodcunozo 6o3pacma
Koppexuuu 10361 U1 NAIIMEHTOB MOKUIIOr0 Bo3pacTa He TpeOyeTcsl.

eTH
Nmeetcs nuib yMEpEHHOE KOJIMYECTBO JAHHBIX O IPUMEHEHHUH Mpernapara y AeTell B paMKax
uccienoBaHuii. B ciydae kimHu4yeckoil HEOOXOJUMOCTH NPHUMEHEHUS HE PEKOMEH]YETCs
npesbimaTh 103y 0,15 mi mpenapara (3 Mr kesesa) Ha K Macchl Tella He yallle 3 pa3 B HeJlelo.
Bpems BBeneHus mnpemapata M cnoco0 pasBeJeHMs ykazaHbl B mojpaszzaene «Croco0
PUMEHEHUS».

Crrocob nnpruMeHeHus

[Tpenapat BBOOUTCS TOJIBKO BHYTPUBEHHO: IyTeM KaleJbHOW WMHQY3MM, WIM MEUIEHHOU
WHBEKIUH, U HETIOCPEICTBEHHO B BEHO3HBIN Y4aCTOK AUAIU3HON CUCTEMBI.

Ilepen ucnonb3oBaHUEM aMIyJbl CIEAYET OCMOTPETh Ha MPEIMET OTCYTCTBUS OCa/JKa WIN
noBpexaeHui. Mcnonap3oBaTh ciaenyeT TOJBKO aMiyjbl C OJAHOPOJHBIM, HE COJEpKallUM
0CaJlKa pacCTBOPOM KOPUYHEBOT'O IIBETA.

Kaxxpas amnyna npemapata IpeJHa3HayeHa  MCKIIOYUTEIBHO JUISL  OJHOPA30BOIO
UCIIOJIb30BaHUS.

Brympusennas kanenvnas ungysus

Kenesza [III] runpokcun caxapo3Hbli KOMILJIEKC Pa3BOIUTCS TOJIBKO crepmiibHbIM 0,9 %

pactBopoMm Hatpus ximopuna (NaCl). Pa3BeneHHblli pacTBOp AOKEH OBITH MPO3PAYHBIM,
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HOJTy4EHHBIH PacTBOP CJIEAYET BBOJUTH CICIYIOLUIMM 00pa3oM:

Jo3a npenapara Jo3a npenapara MakcumajibHbIi 00beM | MUHMMAJIBHOE
(Mr xesie3a) (M1 mpenapara) pa3BeleHUus CTEPUWIbHBIM |[BpeMs HHQY3uH

0,9 % pacrBopom NaCl (mu)

100 5 100 15 munyT
200 10 200 30 MUHYT
300 15 300 1,5 gaca
400 20 400 2,5 gaca
500 25 500 3,5 gyaca

Pa3Benenue npenapata 10 0osee HU3KOM KOHLEHTPALIUU Kele3a HEAOMYCTUMO 0 TPUYKHAM,

CBSI3aHHBIM CO CTa0MIIBHOCTBIO PACTBOpA.

Brympusennas unvexkyus

[TpenapaTt MOXXeT BBOJUTHCS IIyTEM MEAJICHHON BHYTPUBEHHON HHBEKIIMH CO CKOPOCThIO 1 Ml

HEpa3BEACHHOI0 pacTBOpa B MUHYTY, U €ro J103a He A0oJKHa rpeBbiaTh 10 Mt (200 Mr xenesa)

Ha UHBEKIIHIO.

Hnvexyus 6 6eHO3HbIL YUACOK OUATUSHOU CUCTHEMDbL

[TpenapaT MOXHO BBOJAWUTH BO BpeMs ceaHca IeMoJualii3a HEMOCPEICTBEHHO B BEHO3HBIN

Y4acTOK JAMAJIU3HON CHCTEMBI NPU COONIOACHUM TEX K€ YCIOBHM, YTO U JJi1 BHYTPUBEHHOMN

UHBEKIINH.

4.3. IIpoTuBONOKA3aHNSA

— THUIEPYyBCTBUTENBHOCTh K IKEJIE30-CaXapo3HOMY KOMIUIEKCY WM K JIIoOOMy U3
BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEYUCIEHHBIX B pa3zaene 6.1.;

— aHeMmus, HeoOyCIIOBJICHHAS NePUITUTOM Kele3a,

— HaJIW4Me NPU3HAKOB MEPErpy3KH KEJIE30M WIH BPOXKIECHHBIE HAPYIIEHUS MPOLIECCOB €TI0
YTUIIU3ALHH;

— I rpumectp 6epemeHHOCTH.

4.4. OcoOble yKka3aHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NIPUMEHEeHUH

C 0CTOPOKHOCTBIO

[Tanentam ¢ OpOHXHATBHON aCTMOM, K3€MOH, MOJIMBAIIEHTHON aJuIeprueil, amiepruyeCKuMH
peakiusMyd Ha WHBIC MapeHTepalibHBIC IMpenapaThl >Keie3a M JIMIaM, UMEIOIIUM HU3KYIO
KEJIE30CBS3BIBAIOIIYIO CITOCOOHOCTh CHIBOPOTKH M/WH AeUIUT (OJIMEeBON KUCIIOTHI, Keye3a
[I] ruapokcua caxapo3Hblii KOMIUIEKC CII€IyeT HasHadaTh C OCTOPOKHOCTBIO. Takxke
OCTOPOXKHOCTh TpeOyeTcs INMpH BBEIECHUH IpernapaTroB Keje3a MaldeHTaM ¢ MeYeHOYHOU

HEAOCTATOYHOCTBIO, C OCTPBIMU HIIM XPOHUYCCKUMU I/IH(beKI_II/IOHHLIMI/I 3a00JIeBaHUSIMH U

5
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NapeHTepaibHO BBOJMMOE JKEJIE30 MOXKET OKas3bIBaTh HEOJIAromnpHsITHOE MACHCTBHE NpU
HAJIMYUU OAKTEPHATIHHON UM BUPYCHOW MH(EKIIHH.

Oco0ble yKazaHus

Beenenne mpenapara JKeneza [III] ruapokcun  caxapo3HbBII  KOMIUIEKC — JIOJIKHO
OCYILECTBIISATBCSL  MOJ HAONIONEHHUEM MEIWIIMHCKOTO IEepPCOHANA, HWMEIOIIEr0  OMBIT
JTUATHOCTHKU W JICUCHUS aHA(PWIAKTHUYECKUX PEaKIHi, B YCIOBUSAX CICIMATU3UPOBAHHOTO
otnenenus. JlomkHa ObITh 00ecrieueHa BO3MOKHOCTh TPOBEJICHHS TPOTUBOIIOKOBOI Tepanuu,
Biimouvatomas 0,1 % pactBop osnuHedpuHa (aapeHanuHa), AHTUTUCTAMHUHHBIC W/UIU
KOPTUKOCTEPOUIHBIE TPETapaThI.

Tect-103a HE SBISETCS HAIEKHBIM MPOTHOCTUYECKUM (DAKTOPOM pa3BUTHS B TOCIEAYIONIEM
peaklMil TUIEePUyBCTBUTEIBHOCTH, B CBSI3M C 4YE€M €€ MPEABAPUTEIbHOE BBEIACHUE HE
PEKOMEHy€eTCsl.

Bo Bpemsi BBenmeHus mpemnapara ¥ HEMOCPEACTBEHHO IOCJIE BBEICHMS TMAlMEHTHI JTOJKHBI
HAaxOJUTbCS  1MOJ  HaOmogeHweM Bpada. [lpy  MOSBICHHMM  MEPBBIX  MPU3HAKOB
aHaQMIAKTUYECKUX peakuil MNpUMEHEHHEe Ipernapata JODKHO OBITh  HEMEUIEHHO
MIPEKPAIICHO.

HeobxomuMo HaOMIOAATh 32 KOKIBIM MAIlICHTOM B TeUeHHE Kak MUHUMYM 30 MUHYT Tociie
Kaxaoro BBeneHus unpemnapara JKemesa [III] ruapokcun caxapo3HbIi KOMIUIEKC B
TEepaneBTUYECKON J]03€ Ha MPEIMET OTCYTCTBUS HEXKEJIATEIbHbBIX PEaKIIHil.

[Ipenapar A0KEH Ha3HAYaThbCs TOJBKO TEM MALKUEHTaM, Y KOTOPBIX JMAarHo3 aHeMHH
MOATBEPKJIEH COOTBETCTBYIOIIMMH JTAOOPATOPHBIMU JTaHHBIMU (HAIIPUMEp, pe3yJibTaTaMU
onpeneneHus: GeppUTHHA CHIBOPOTKU WJIM YPOBHS TeMOTJIOOMHA M T€MAaTOKPUTA, KOJTHMYECTBA
DPUTPOLIUTOB M HUX TMAPAMETPOB: CPEOHEr0 O0bEMa SPHUTPOLMTA, CPETHETO COACPIKAHUS
TreMOIJIOONHA B JPUTPOIUTE WM CpelHEHd KOHIIEHTpAaIlMH TeMOTJOOWHA B JPHUTPOIUTE).
BryTpuBeHHBIE MpenapaThl Kejie3a MOTYT BBI3BIBATh aJUIEPTHYECKUE WM aHA(UIAKTOUTHBIC
peaKIu, KOTOphle MOTYT OBITh MOTEHIIMAIBHO OMACHBIMH I KU3HHU. B CBsI3M C 3TuUM, B
HAJIMYUU TOJDKHBI UMETHCS MPOTUBOAIEPTUYECKUE MPENapaThl, a TaKKe 000pyI0OBaHUE IS
MIPOBECHUS CEPACUYHO-JIETOYHOM peaHuMaluuMu M COOTBETCTBYrOUMX mpouenyp. I[locne
MIPEIIECTBOBABIINX HEOCIOKHEHHBIX BBEICHUI MMapEHTEPAIbHBIX KOMIUIEKCOB JKeJe3a TaKKe
OTMEYAJIUCh PEAKIMUA TUIEPUYYBCTBUTEIHLHOCTH. [lallMeHTHl MOJDKHBI HAaXOJHWTHCS IO
MOCTOSIHHBIM MEIULIMHCKUM KOHTPOJIEM BO BPEMs BBE/ICHHUSI IpErapaTa U B TECUCHHE HE MEHEE

30 MUHYT 1IOCJI€ UHBEKIIUH.
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aCTMOM, HK3€MOH, MOJMBAJICHTHOM ajyiepruei, ajulepruuecKMMH peakUUsMH Ha Jpyrue
IapeHTepallbHbIE NIpenapaThl kKee3a, pernapar cileAyeT Ha3Ha4aTh ¢ OCTOPOKHOCTBIO.
[TauuenTam ¢ HapyuieHueM (QYHKIMH [€YEHU HNapeHTEepPaIbHOE KEJIe30 CIECAYyeT IMPUMEHSTh
TOJIBKO TOCJIE TIIATEIbHOM OLIEHKU COOTHOILIEHHS pUCKA U MOJIb3bI. [TalnenTam ¢ HapyeHrneM
(YHKINU TIeYeHHU, KOTJa Teperpy3ka >Kele30M SIBISETCS MPOBOLHUPYIOMUM (aKTOPOM, HE
clieflyeT NTPUMEHSTh IMapeHTepajbHoe kene3o. [lis Toro duroObl M30eXaTh MEperpy3Ku
KeNe30M, PEKOMEHIy€eTCs IPOBOIUThH TIIATEIbHbBI MOHUTOPUHT YPOBHSI JKejie3a B OpraHU3Me.
[TapenTepaiibHOE K€€30 ClEeLyeT MPUMEHATh C OCTOPOKHOCTBIO NPH HAIUYHUU OCTPOH U
xpornyeckord uHGeknuu. [lammentam ¢ OakTepueMuell pPEKOMEHIYeTCs MpPEeKpaTHTb
npuMmeHeHue npenapara XKenesa [III] ruxpokcun caxaposHbIil KOMIUIEKC. Y NAIMEHTOB C
XpOHMYECKON MH(]EKIMEN clielyeT MPOBECTH OLIEHKY COOTHOLICHUS PUCKA U MOJIb3bI.
Crnenyer nz0erath NPOHMKHOBEHHsI IpernapaTra B OKOJIOBEHO3HOE MPOCTPAHCTBO, MOCKOJIBKY
3TO MOXET MPUBECTU K MOSIBICHUIO OOJM, Pa3BUTHUIO BOCIAJIEHUS U OKPAIMBAHUIO KOXU B
KOpPUYHEBBbIM 1BeT. B ciyuyasx HemperHaMEepeHHOIO0 IPOHUKHOBEHHUS Ipenapara B
OKOJIOBEHO3HOE IPOCTPAHCTBO JICUEHHUE CIIeIyeT IPOBOAUTH B COOTBETCTBUH CO CTaHIapTaMU
MEIUIUHCKON PAKTUKH.

Crnemyet cTporo cooIto1aTh CKOPOCTh (TIpH OBICTPOM BBEICHHH MPETrapaTa MOXET CHUXKATHCS
apTepHalIbHOE JIaBJICHUE) U BPEMsI BBE/ICHHUS IIpenapaTa, IpUBOIUMOE B pazjene 4.2.

BcnomorarensHbIe BEIECTBA

JanHblii npenapat conepkuT MmeHee 1 Mmmounb (23 mr) Hatpus Ha 20 MIr/mil ipenaparta, To eCTh,
10 CYyTH, HE COAECPKUT HATPHUH.

4.5. BzaumojgeiicTBHe ¢ JPYTMMH JIEKADCTBEHHBIMH MpenapaTaMH M [pyrue BH/bI
B3aMMO/EHCTBHUA

Kenesa [III] ruagpokcna caxapo3HbIl KOMIUIEKC HE JIOJDKEH HA3HAYaTbCA OJHOBPEMEHHO C
JIEKapCTBEHHBIMU (OpMaMHU Keje3a JUIsl IpueMa BHYTPb, TaK Kak CIIOCOOCTBYET YMEHbUICHUIO
BCAChIBaHMs JK€Je3a U3 JKEIyJOYHO-KHUIIEYHOro TpakTa. JledeHue mnepopaibHbIMU
IpernapaTaMy Jkejle3a MOXKHO HauyMHaThb HE paHee, 4eM 4epe3 5 OHeH Iocie MocienHen
WUHBEKLH.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD H JIAKTAIUS

bepeMeHHOCTB

YMepeHHOE KOJIMYECTBO JAHHBIX II0 IMPUMEHEHHUIO IIpernapara, COAEPIKALLEro XKele30-
caxapo3HbIi KOMILIEKC, OepeMeHHbIMH keHIuHaMu Bo |l u Il Tpumectpax 6epemenHOCTH HE

BBIIBUJIO KaKHX-JIHOO YIpo3 A1 MaT€py NI HOBOPOKIACHHOTO.
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Onnaxo Xenesa [III] Tuapokcup caxapo3Hblil xommeRE énlgyje"r: Eﬁ']b%ﬁ's T

TpuMecTpax O0EpEMEHHOCTH TOJBKO KOTJa IpearnojaraeMas 1osb3a JJi MaTepU MPEBBIILIAET
MOTCHUUAIBHBIA PUCK U TUIOJA.

[Tpumenenue B | TpumecTpe 6epeMeHHOCTH TPOTHUBOIOKA3aHO.

Pe3ynbpTaThl uccleqoBaHW Ha JKUBOTHBIX HE BBIIBWIM TMPSMBIX WU OMOCPEIOBAaHHBIX
BpPEIHBIX BO3JICHCTBHI Ha TeUYeHHE OEPEeMEHHOCTH, pa3BUTHE SMOpPHUOHA/TIIONA, POIBI WIH
[IOCTHATaJIbHOE PA3BUTHE.

Jlakrauus

KonunuecTBO MaHHBIX 1O BBIICTICHUIO JKejle3a C TPYAHBIM MOJIOKOM YeJOBeKa Iocie
BHYTPUBEHHOI'O BBEACHUS IKEJIE30-CaXapo3HOI0 KOMIUIEKCAa OrpaHM4eHo. B pamkax
HEOOJIBIIOTO KIMHUYECKOTO HCCIIECOBAHUS 370pPOBbIE, KOPMSILKME TPYIbI0 MaTepu C
neduruToM xkenesa nomydanu 100 Mr skene3a B BUJE jKee30-caxapo3Horo komiuiekca. Yepes
4 nHs TOcTIe JIeYeHUs CoJIepiKaHue JKeye3a B IPYAHOM MOJIOKE HE MOBBIIIATIOCh, U PA3HUIIBI B
CpPaBHCHHMH C KOHTPOJBHOH rpymnmoi (N=5) He HaOmomanock. TeM He MeHee, HENb3s
UCKIIIOUUTHh TOT (DakT, 4To >kene3o u3 mpemnapara JKenmesa [III] rumpoxcun caxapo3Hblit
KOMIUIEKC MOKET MOCTyHaThb HOBOPOXKIACHHOMY/MIIQJCHILy C MOJIOKOM MAaTepu, MOTOMY
CJIelyeT MPOBOJAUTH OIEHKY COOTHOIICHUS PUCKA U TOJb3BL.

4.7. Bausinue HAa cNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMM U padoTaTh ¢
MeXaHHU3MaMH

JlaHHBIX O BIMSIHMU HA CIIOCOOHOCTH YIPABISATH TPAHCHOPTHBIMU CPEJICTBAMU HIIM PabOTaTh C
JpYTMMU MeXaHu3MaMu He wumeercs. OJHAKO MpU pa3BUTHM TaKWX CUMIITOMOB, Kak
TOJIOBOKPY>KEHHE, CIIyTaHHOCTh CO3HAHMS U Mpouux (cMm. paszgen 4.8.), MalMeHThl JOJKHbBI
BO3/JIEPKAThCS OT YIPaBJICHUS TPAHCHOPTHBIMU CPEACTBAMU MM pPabOThl C JIPYrUMU
MEXaHU3MaMH JI0 ITOJIHOT'O MCUYE3HOBEHUS ITUX CUMIITOMOB.

4.8. Hexkenare/ibHbIE peakKUNU

Pesrome mpodmisg 6e30mmacHOCTH

Hanbonee yacto perucTpupyeMbIMU HEXKEIATEIbHBIMU JICKAPCTBEHHBIMH PEAKIMIMHU, MPU
MPUMEHEHNHU TPENAPATOB KEJIE30-CaxapO3HOTr0 KOMILIEKCA, SABJISUIMCh U3MEHEHUE BKYCOBBIX
OIIYIIEHUH, CHUXCHHE apTepUanbHOrO JaBIEHUS, MUPEKCHs, O3HOO, peakluu B MeECTe
BBEJICHUSI, TOLTHOTA.

Pe3roMe HexenaTeabHbIX PEaAKIIUM

HexxenarenbHble peakuru pacinpeAcjiCHbl B 3aBUCUMOCTH OT YaCTOTbI MX BO3HHUKHOBCHUS:
oueHb vacto (>1/10), wacro (>1/100, Ho <1/10), Hewacto (>1/1000, HOo <1/100), pemxo
(>1/10000, HO <1/1000), ouenp peaxo (<1/10000), wacTora Hem3BecTHa (HA OCHOBAHUU

UMCIOIIUXCA JaHHBIX OILICHUTH HGBOSMO)KHO).



COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 16 ':_:.:324 M2 1-11:453 )
Hapywenus co cmoponsl UMMYHHOU CUCTEMbL. neqactd 4 B BHTE N HOCTD, uACTOTa

HEHM3BECTHA — aHA(DMIIAKTOUTHBIE PEAKIH, aHTHOHEBPOTHYECKUH OTEK.

Hapywenus co cmoponvl HepeHOU cucmembl: 4acTO — HApyLIEHHE BKYCOBBIX OLIYILIEHHII;
HEYacTo — IoJOBHAs 00Jb, TOJIOBOKPY)KEHHUE, MapecTe3usi, TUIecTe3us; peaKo — oOMOpOK,
COHJIMBOCTb; 4aCTOTA HEU3BECTHA — CHUYKEHHBII YPOBEHb CO3HAHMSI, CIIyTAHHOCTh CO3HAHMS,
1oTepst CO3HAHUs, TPEBOTa, TPEMOP.

Hapywenusa co cmoponwvl cepoya: peaxko — OIIyIIEHHE cepAleOneHus; 4acToTa HEU3BECTHA —
OpaauKkapans, TaXUKapIusl.

Hapywenus co cmoponbl cocyo0og: 4YacTo — CHWXKEHHME apTEepUalbHOIO J1aBJICHUS,
apTepuanbHas TUNEPTEH3US; HEYacTo — runepeMusi, (GrueduT; yvacToTa HEM3BECTHA —
COCYAMCTHIN KoJu1arc, TpoMOohaeOuT.

Hapywenus co cmoponsi OvixamenvbHOl cucmemyl, 0peanos 2pyOHOU KIemKU U CPeOO0CeHUs!
HEYacTO — OJIbILIKA; YACTOTa HEU3BECTHA — OPOHXOCTIA3M.

JKenyoouno-kuweynvle HapywieHus: 4acTo — TOIITHOTA; HEYACTO — pPBOTA, OOJNb B JKUBOTE,
napesi, 3arop.

Hapywenus co cmopoHul KodiCU U NOOKOICHBIX MKAHEU. HeYaCTO — KOXKHBIH 3y 1, KOXKHAs ChIIIb;
4acTOTa HEU3BECTHA — KPAMMBHUIIA, S)PUTEMA.

Hapywenus co cmopoHbl Mble4HOU, CKeNemHOU U COeOUHUMENbHOU MKAHU. HEe4acTo —
MBIIIEYHBIE CTIa3Mbl, MUAIITHS, apTPAITHs, 00JIb B KOHEYHOCTSIX, OOJb B CIIUHE.

Hapywenus co cmoponuvl nouex u Mouesbigo0sauux nymeii: peKo — XpomMarypus.

Obwue wnapywenus u peakyuu 6 Mecme 66e0eHus: 4YacTo — Ppeakuud B MecTe
UHBEKIUU/UHPY3UN™®; HEYacTO — 03HOO, acTeHHs, YTOMJISIEMOCTb, Nepu(eprudecKkue OTEKH,
00I1b; peaKo — O60JIb B TPYAH, THIIEPTUAPO3, MUPEKCHS; YaCTOTa HEU3BECTHA — XOJIOIHBIH TI0T,
o0111ee HeJOMOTaHHUE, OJIETHOCTD.

*HauOonee wyactble: O0Jb B MeCTe MHBEKIMM/MH(QY3UH, OHKCTpaBa3alUss B MeCTe
UHBEKUUU/UHPY3UH, pa3pakeHHe B MeECTe WHBEKUUU/MH(DY3UU, peakuuss B MeECTe
UHBEKIUU/UHPY3UH, W3MEHEHHE OKpallluBaHHWS KOXHU B MECT€ HWHBEKUUU/UHY3UH,
KPOBOIOJTEK B MECTE€ MHBbEKIIMU/UH(Y3HH, 3y]l B MECTE MHBEKIUN/MHPY3UH.

Jlabopamopnvlie u uncmpymenmanbHvle OAaHHble. HEYACTO — IIOBBIIIEHUE AKTUBHOCTH
raMMariyTaMuiITpanchepasbl, aJaHWHAMHHOTpaHCQepasbl, aclmapTaTaMUHOTpaHCheEpasbl,
MOBBIIIEHUE YPOBHS (eppuTHHA B IIa3Me€ KPOBH; PENKO — IIOBBIIIEHUE AKTHBHOCTH
JaKTaTIETUAPOTEHA3bl B KPOBH.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo coo0mare O I0J03peBacMbIX HEKENATENbHBIX PpEeaKUUsAX I[O0cCIe pPerucTpanuu

npenapara ¢ LeNbl0 00eCledeHns: HENMPEPhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «II0JIb3a —
9
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PUCK» JIeKapCTBEHHOrO Tpenapara. MeIuiuHCKIM pa6éﬂi-ﬂfx£ﬁﬁéné5ﬁ‘§&%&% 'cJo?Sﬁkalr'r] 0

JTIOOBIX TIOJ03PEBAEMBIX HEKETATEIbHBIX PEaKIUAX JIEKapCTBEHHOI'O IIperapara uepes
HaIlMOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEXKENATENbHBIX PEAKUUSAX TOCYJapCTB — YJICHOB
EBpasuiickoro 3kOHOMH4ECKOIo COr3a.

Poccuiickas ®@enepanus

®denepanpHas cay)0a 1o Ha3OPy B cepe 3ApaBOOXpaHCHUS

Anpec: 109012, Mocksa, CnaBsiHCKas 1J1011a/ib, 1. 4, cTp. 1

Tenedon: + 7 (800) 550-99-03

DnexrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAITMOHHO-TEJIEKOMMYHUKAITMOHHON ceTu «MHTepHeT:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMOTOMBI

[lepeno3upoBKa MOKET BBI3BIBATH OCTPYIO MEPErpy3Ky IKEIe30M, KOTOpas MpOSBISETCS
CHUMIITOMaMH T€MOCHIepO3a.

Jleuenue

[Tpu mepeno3upoBKe PEKOMEHIYETCs MCIONb30BaTh CUMITOMATHYECKHE CPEICTBA U, €CIH
HEe0oOXOUMO, BEIIECTBA, CBSA3BIBAIOLIME JKEIE€30 (XenaThl), Hampumep AedepoxcaMuH

BHYTPUBEHHO.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapMakoTepareBTUYECKas TPYIIA: aHTHAHEMHUYSCKHE TIperaparbl; Ipenaparbl Keiesa,
napeHTepallbHbIC TIpenapaThl JKeesa.

Koxg ATX: BO3AC

MexaHN3M e CTBUS

AKTHBHBIM KOMIIOHEHTOM IIpenapara siBJIsSIeTCs JKeI€30-CaxapOo3HbIi KOMIUIEKC, COCTOSIIINM U3
aapa MHorosiiepHoro ruapokcuaa sxenesa [III], okpykeHHOro OOJBIIMM KOJUYECTBOM
HEKOBAJICHTHO CBS3aHHBIX MOJIEKYJ caxapo3bl. CpenHss MOJIEKyJsIpHas Macca 3TOro
KOMIUIEKCca IpUMepHO paBHa 43 k/la, 4To JOCTAaTOYHO MHOTO Ul IPEAOTBPAILEHNUS BBIBECHUS
yepe3 mouku. CTpyKTypa MHOTOSIIEPHOTO KEJIe30COIEPIKaIIero s/ipa CX0qHa CO CTPYKTYpoi
aapa 6enka GeppuTHHA — PU3NOIIOTUYECKOTO JETO Kene3a. ITOT KOMIUIEKC peHa3HaYeH JJis
CO3JIaHUs YIIPABISEMOr0 MCTOYHHUKA YTHIM3UPYEMOIo Xeje3a Al OEIKOB, OTBEYAIOUINX 32

TPAHCHOPT M JIEIOHUPOBAHME »elle3a B OpraHu3Me (COOTBETCTBEHHO TpaHC(hEppHHA U
bepputHHa).
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Tlocie BHYTPHBEHHOTO BBEICHHS AKTHBHOE BEIIECTBO' H&ﬁaﬁ;d:ﬁ%};@; E[h'h'ﬁ':r'l;ﬁn%ﬁ% I

Caxapo3HbII KOMILIEKC JUCCOLUUPYET; MHOTOSIEPHOE JKEIE30COAEpIKAILEE AP0, BXOAAIIEE B
COCTaB JJaHHOI'O KOMILJIEKCA, 3aXBaThIBACTCS PETUKYJIO3HAOTEIUAIBHON CUCTEMOW IIEYECHU,
CEJIE3CHKM M KOCTHOro Mosra. Ha crnenyromem stare jkene30 UCIOJIb3YyeTCs A CHHTE3a
reMOrjao0MHa, MUOTJIO0MHAa M APYTHX JKeJle30CoepKalux (pepMeHTOB, TUO0 XpaHUTCS B
neueHu B popme epputrHa.

5.2. apmaKkoKUHeTHYeCKHUe CBOHCTBA

Pacopenenenue

DeppOKMHETHKA KeIe30-Caxapo3HOTro KoMIulekca, MeyenHoro °2Fe n *°Fe, onenuBanach y
MAIUEHTOB C aHEMHEH U XPOHHUECKOH MOYEYHON HeJIOCTaATOYHOCThIO. B TeueHue nepBoix 6 — 8
yacoB °’Fe 3aXBaThIBAJICS MEYEHBIO, CEIE3CHKOI M KOCTHBIM MO3roM. CUMTAeTCs, YTO 3aXBaT
paZroaKTUBHON METKH Cee3eHKOM, boraToit Makpodaramu, sBIsS€TCS TUIIMYHBIM IS 3aXBaTa
JKeJe3a PeTUKYI0HI0TENINATbHON CUCTEMOI.

[Tocne BHYTpUBEHHOI'O BBEICHUS OJJHOKPATHOM 036l Ipenapara, coaepsxaieit 100 mr xenesa,
3JI0POBBIM JIOOPOBOJIbIIAM MAaKCHMAaJIbHBIC CYMMapHbBIE KOHIICHTPAIIUU JKeJie3a B CHIBOPOTKE
JOCTUTaNUCh yepe3 10 MUHYT MOCie HHBEKIUH, IPU 3TOM CPEAHSS KOHUEHTPALUS COCTaBIIsIIa
538 umonw/n. O6beM pacnpeneneHns HeHTPATbHON KaMephl TOTHOCTBI0 COOTBETCTBOBAN 00BEMY
Iu1a3Mbl (0KOJI0 3 7).

Buorpancdhopmarimsa

[Tocie wHbeKuUMHM caxapo3a IO Oonibliedl dYacTW pacmajgaercsd, a MHOIOsJEpHOe
JKEJIE30COAEPIKALLEE  SIPO  3aXBAThIBAETCA IPEUMYIIECTBEHHO PETHKYJIOIHIO0TEINATbHON
CUCTEMOMH MEeYEHH, CEJIE3EHKH U KOCTHOTO Mo3ra. Uepes 4 Heienu rmociie BBeIeHUs Y TUIIM3aIHs
JKelle3a SpUTPOLIMTaMU cocTaBisieT oT 59 1o 97 %.

OIUuMUHAIMA

Cpenssis MOJIEKYJISIPHAs Macca KeJle30-caxapo3Horo KoMIuleKkca mpuMepHo paBHa 43 x/la, uro
JIOCTaTOYHO MHOT'O JJIsl IPEJOTBPAILCHHSI BHIBEJCHUS Yepe3 MOYKH.

BriBenenue jxene3a noukamu B epBble 4 yaca 1ocjie MHbEKIMHU J103bI IIpenapara, coaepxKalien
100 mr »xenesa, coctaBisuio MeHee 5 % OT BBEIEHHOHM 103bl. Uepe3 24 yaca cymmapHas
KOHLIEHTpALUs K€JI€3a B ChIBOPOTKE CHMXKAJIACh JI0 YPOBHS Iepel BBeleHUEM. BriBeneHue

caxapo3bl TOYKaMHU COCTABIISLIO OKOJIO 75 % OT BBEIEHHOM JO3BI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
Hatpus ruapoxcun (uist koppekiuu pH)

Bona n1s nanexuin
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(MOCNEQOBATENEHOCTE 0001)

6.2. HecoBMecTUMOCTH

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

HecoBmecTnM ¢ npyruMu pacTBOpamMu JJisi BHYTPHUBEHHOTO BBEACHUS U TEPANICBTHUECKUMHU
npenapaTamMy u3-3a pucka MpeUunUTaluy U/HUIM HHOTO (papManeBTHIeCKOT0 B3auMOICHCTBHS.
6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

3 rona.

6.4. Oco0ble Mepbl MPeIOCTOPOKHOCTH NPH XPAHEHUHU

B 3amumimenHom ot cBera mecte mpu Temiieparype He Boiie 25 °C. He 3amopakuBarts.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

[To 2 mMa unm 5 M mpenaparta B aMIyJibl U3 OECLIBETHOTO CTEKJIa 1-ro THIPOIUTHYECKOTO
KJIacca C KOJBILOM WJIM TOYKoW paznoma mapku HC-3 unu cBero3amuTHOro crekna 1-ro
THJIPOJIUTUYECKOTO KJ1acca.

Ha kaxnayro ammyny HakJIEHBAIOT STUKETKY W3 OyMaru ITUKETOYHOW WU TMUCYEH, WU
STUKETKY U3 OyMaru caMoKJIesiIencs.

5 amITyJ1 MOMENIAl0T B KOHTYPHYIO TYEHKOBYIO YIIAKOBKY W3 TUIEHKH MOJMBHHIIXJIOPUTHOM.
2 KOHTYpHBIE STYCUKOBBIC YIIAKOBKH BMECTE C MHCTPYKIMEH 110 MEIUITUHCKOMY TIPUMEHEHUIO
MOMEIIAIOT B AYKy U3 KapTOHA.

He Bce pa3mepsl ymakoBOK MOTYT OBITh JOCTYIIHBI JIJIsl peau3aliii.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH YHHUYTOKEHUHM HCHOJIb30BAHHOIO
JIeKAPpCTBEHHOr0 mpenapara WJIH OTX0/0B, MOJYYEHHBIX TOC/ie NPUMEeHEeHHUs
JIEKApPCTBEHHOT0 Mpenapara, ¥ Apyrue MaHuIMyJsiiHU ¢ NpPenapaTom

CoBMecTUMOCTh ¢ KOHTEHHEpaMH U3 MHBIX MAaTEpUaoB (IOJUATUICH U HOJIMBUHUIXJIOPUL),
3a UCKJIIOUEHUEM CTEKJIa, HE U3yUeHa.

[Ipenapar Xenesa [III] rugpokcua caxapo3HbIi KOMIUIEKC MOXXHO CMEIIMBATh B OJTHOM
HINPHIIE TOJBKO co cTepuiibHbIM 0,9 % pacTBOpOM HaTpus XJIOPHIA.

JIroOble OCTaTKM HEUCIOJIb30BAHHOTO JIEKAPCTBEHHOTO MpenapaTa MM ero OTXOJbl ClelyeT

YTUIIU3UPOBATH B COOTBCTCTBHHU C JIOKAJIbHBIMU Tp€6OBaHI/I$[MI/I.

7. AEPKATEJIb PETUCTPAIIUOHHOI'O YJOCTOBEPEHUS
Poccuiickas @enepanvs

000 «AnpTpo»

107078, r. MockBa, yi. HoBopsizanckas, a. 18, ctp. 21, o1. 1, mom. 14A.
Temedon: +7 (909) 906-28-04

OnekrpoHHas nouta: r.farmakonadzor@yandex.ru

7.1. IlpeacraBuTe/Ib AepaKaTessi perHCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3un norpedUTENEeH HAOPABIATH 10 aIPECY:
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 16.07.2024 N= 14453
(NOCNEOOBATENEHOCTE 0001)

Poccuiickas @enepanus

000 «AnpTpo»
107078, r. Mockaa, yi. HoBopsizanckas, a. 18, ctp. 21, at1. 1, mom. 14A.
Tenedon: +7 (909) 906-28-04

Dnexrponnas moyra: r.farmakonadzor@yandex.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA IEPBUYHOMN PETUCTPAIIUU (IIOJATBEPXJIEHUS PETUCTPAIINN,
INEPEPETUCTPAIIN)

[lara nepBoii peructpanuu:

10. TATA IIEPECMOTPA TEKCTA

OO0mmas xapakTepucTHKa JekapcTBeHHoro mpemnapara XKenesa [III] rugpokcua caxapos3Hbiit
KOMIUIEKC JOCTYMHA Ha HH()OpPMALIMOHHOM MopTajie EBpa3uiickoro 3KOHOMHYECKOT0 CO03a B

uH(pOpPMaIIMOHHO-KOMMYHUKaIMOHHOM cetn «HTepHe™ http://eec.eaeunion.org/.
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