MUHHCTEPCTBO 3JIPABOOXPAHEHU S POCCUIMCKOM ®EJIEPALIUU

NMHCTPYKLUA

10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

MAJIbTO®EP® / MALTOFER®

Perucrpanuonusiii Homep: IT N011981/04

Toprosoe naumenosanue: Manstrodep® / Maltofer®

Me:kayHapoaHOe HeMATEHTOBAHHOE MJIU IPYNIIMPOBOYHOe HauMeHoBaHue: xeine3a(lll)

TUAPOKCHU I ITOJIMMAJIBTO3aT

JlekapcTrBenHnas ¢opma: cupon

Cocras:
1 M1 mpenapara CoOaCPIKHUT:

Oelicmsyroujee 8euyecmao:

Onucanue

PaCTBOp TEMHO-KOPUYHCBOT'O [IBETA C HAJIMYUEM XAPaKTECPHOIr'o 3araxa.

200,0 mr
400,0 mr
0,583 mr
0,167 mr
3,25 mr

dapmakoTepaneBTHYECKas IPYIIA: XKelle3a penapar.

Kon ATX: BO3ABO05
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dapmakoJIornyecKue cBoiicTBa

dapMakOAUHAMHKA

B xenesa(Ill) runpokcun nonmmanbrozare MHorosiiepHslii ruzapokcun xenesza(lll) cuapyxu
OKpYEH MHO>KECTBOM KOBAJCHTHO CBSI3aHHBIX MOJIEKYJ MOJMMAlbTO3aTa, YTo AAET OOIIYIO
CPEIHIOI MOJEKYIsApHYI0 Maccy mnpubmausurenbHo 50 k/la. CTpykTypa MHOTOsIIEpHOTO sijpa
xkene3a(lll) ruapokcua momuManbTO3aTa CXOMHA CO CTPYKTYypoH sapa Oenmka QeppuThHA —
¢dusnonornueckoro aeno skene3a. Kenesa(lll) ruapoxcua mommmansTo3ar CTAaOWIEH W B
(bU3HONIOrMYeCcKUX YCIOBHSIX HE BbIIESET OONBIIOr0 KOJIMYeCTBa HOHOB ene3a. 13-3a pazmepa
crenienb guddysum sxeneza(lll) ruapoxcua monMManbTo3aTa Yepe3 CIM3UCTYIO O000JOUYKY
npuOsm3nuTeNibHO B 40 pa3 MEHbIE MO0 CPaBHEHHUIO ¢ KOMILIEKCOM MiecTuBoaHOro xemnesa(ll).
Keneso u3 xenesa(Ill) ruapokcu moiMMaibTo3aTa aKTUBHO BCACHIBAETCS B KUIIICUHHKE.

D¢ dexTuBHOCTS Mpenapata MansTodep® 11 HOpManu3auuu coaepxkanus remornoouna (Hb) u
BOCTIOJTHEHHSI ~ Jermo  jkeine3a  Obla  MPOJEMOHCTPUPOBAHA B MHOTOYHCIEHHBIX
PaHIOMHU3HPOBAHHBIX KOHTPOJMPYEMBIX KIMHHYECKUX HCCICIOBAHUSX C HCIOJIb30BAHUEM
1a1e00-KOHTPOJIS. WIIM aKTUBHOTO IpernapaTa CpaBHEHUS, TPOBEAEHHBIX y B3POCIBIX H JIETEH ¢

Pa3JInYHbIM CTATYCOM JICIIO KCJIC3a.

DapMaKOKHHETHKA

Bcacvisanue

Kenezo wu3 xkenesa(lll) ruapokcua mnoIUMaNbTO3aTa BCACHIBAETCSI B COOTBETCTBUU C
KOHTPOJIMPYEMBIM MeXaHu3MoM. [loBbllleHHEe copepkaHMsl ChIBOPOTOYHOIO JKeje3a IoCie
IPUMEHEHHUs Tpernapara He KOppPEeIUpyeT ¢ OOLIUM BCACHIBAHUEM XKelle3a, U3MEPEHHBIM Kak
BcTpauBanue B remornooun (HD). Hccnenosanus ¢ medensiM pagauousororiom kenesa(lll)
TUAPOKCHU/ TOJIMMAJIbTO3aTOM BBISIBIJIM CUJIBHYIO KOPPEJSILIUIO MEXIY BKIIOUEHUEM JKeJie3a B
SPUTPOLUTH U COJAEpPNKAHUEM jKele3a BO BCEM oOpranuzMe. MakcumanbHasi aKTUBHOCTh
BcachiBaHus  kenme3a w3 okenesa(lll) ruppokcun  monmMmanbro3ata  OTMEYaeTcsl B
JIBEHAALIATUIIEPCTHOM U TOHKOM Kuike. Kak u B ciiyyae ¢ Apyrumu nepopanbHbIMU NpenapataMu
JKele3a, OTHOCHTENbHOE BcachiBaHue xene3a u3 xkeneza(lll) ruapokxcua monmmanbTos3arta,
omnpesenéHHoe Kak BcTpanBanue B remoryiobun (HD), cHmkaeTcs ¢ moBbileHHEM 103 jKenesa.
Kpome Toro, HaGmroganach KOppessius MEXy CTETICHbIO BRIPAKEHHOCTH JepuInTa xee3a (B
YaCTHOCTH, KOHIIEHTpaIel ¢peppuTHHa B CHIBOPOTKE KPOBH) U OTHOCHTEIHHBIM KOJIUYECTBOM
abcopOMpPOBaHHOrO JKene3a (TO eCTh 4eM OOJbIlle BBIpAXKEH NeQHUIMT XKene3a, TeM Jydlle
OTHOCHUTEJIBHOE BCAachIBaHUE). Y NAIMEHTOB C aHEMHMEW BcacbiBaHMe jkene3a u3 xenesa(lll)
TUPOKCHUJ MTOJIMMAJIbTO3aTa B OTIUYME OT COJIEH XKelle3a YBEIMYUBAIOCh B IPUCYTCTBUU IHIIH.

Pacnpedenenue
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XKene3o, BcachiBaeMOe B IKEIYJAOYHO-KUIICYHOM TpPAKTE, MEPEHOCHTCS B KPOBb, TIEC OHO
HEMEUICHHO CBsi3bIBacTCs C TpaHcheppuHoM. CBsizaHHOE C  TpaHCHEPPUHOM  IKEJIE30
pacrpeeiseTcs Mo ydacTkam, e TpeOyeTcs, Wid K OpraHaM XpaHCHHs, TAKUM Kak INeueHb U
cene3éuka. Pacnpenenenue skeneza w3 okene3a(lll) rumpokcum momuManibTo3aTa  MOCIE
BCAChIBaHUS OBUIO M3YYEHO B HCCICIOBAHHH C MCIIOJIb30BAHMEM TEXHHUKH JIBOMHBIX H30TOIOB
(°*°Fe u *°Fe).

Memabonusm

AOCopOMpOBaHHOE KEJIe30 CBS3BIBACTCA C TpaHCHEPPUHOM U HCIOJB3YeTCs Il CHHTE3a
remorsiobuna (Hb) B kocTHOM MO3re il XpaHUTCS TITaBHBIM 00pa30M B IICUCHH, T/IC CBSI3bIBACTCS
¢ peppuUTHHOM.

Bosnbliast gacTh jxene3a BCTpAUBACTCs B KHCIOPOATPAHCIOPTHBIA Oenok remoriooun (HbD) Bo
BPEMSI SPUTPOII033a B KOCTHOM MO3Te MIIM XpaHHUTCS B BHE (epputrHa. XKene30 u3 s3puTpoIruToB
PELUPKYIUPYETCSI B KOHIIE MX KU3HEHHOTO [IUKIIA.

[TpoaykThl pacnaaa oJMMaIbTO3bI (MAIbTO3a M IIFOKOHAT) IPEBPAIIAIOTCS B TIIIOKO3Y, KOTOpast
UCTIOJIB3YETCSI B IPOMEKYTOUHOM METabO0IU3ME.

Buisedenue

HeabcopOupoBaHHOE KeJ1€30 BEIBOAUTCS KUIIEYHUKOM (C KaJIOM).

IMoka3anusi K NpUMeHEHHIO
Jleuenne nedunmra xkemesza Oe3 aHeMum (JIATEHTHOrO JAehUIMTA JKelie3a) W KIMHUYCCKU

BBIPAXXEHHOM KeNe30AePUITUTHON aHEMHH.

IIporuBomnokazanus

— YcraHOBJIEHHasl TUIIEPYYBCTBUTENbHOCTD K skene3a(lll) rumpokcun nonmmmManbTo3ary Ui K
JT1000MY BCIIOMOTaTEIbHOMY BEILIECTBY;

— Ileperpy3ka xene3oM (HanmpuMmep, FreMOCHIEPO3, TEMOXPOMATO3);

— Hapymenne yrunuzanuu sxene3a (HampuMep, CBHHIIOBAs aHEMHs, CHIAEPOAXpecTUYecKas
aHEeMHUsI, TaJacCeMus);

— AmHewmus, He CBs3aHHasg c AeUIUTOM XKene3a (HalpuMmep, FeMOJIUTHYECKas aHeMHUs WU
Merano0JiacTHasl aHeMUsl, BhI3BaHHAS HEJOCTATKOM BHTaMHHA B1);

— Jledpuuur caxapasbl/u30ManbTa3bl, HEMEPEHOCUMOCTh (PYKTO3BI, TIIIFOKO30-TAIaKTO3HAS

ManbaOcopOIus.

C 0CTOPOKHOCTHIO
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CopepXUT 3TaHOJ, MO3TOMY IIpenapar Ha3HA4YalOT C OCTOPOXKHOCTBIO NAIUEHTaM C
3a00JI€BaHUSAMU N1€YECHHU, ATKOTOJIM3MOM, TIPU YEPETHO-MO3TOBOM TpaBME WM C 3a00JIeBaHUSMHU

T'OJIOBHOI'O MO3ra.

IIpumeHeHne BO BpeMsi 6epeMEHHOCTH M B IIePUO/I I'PYAHOI0 BCKAPMJIUBAHUSA

bepemennocmo

Jlo HacTosAIIero BpeMEHU HE TMOCTYHAI0 COOOLICHHH O CephE3HBIX HEKETATEIbHBIX PEaKLHUIX
nocyie npuéMa npenapara MansTodep® BHYTpPS B TepaneBTHUECKUX 033X MPU JTeUeHHH aHEMHH
BO BpeMsi OepeMeHHOCTH. [laHHbIe, TOTy4YeHHbIE ITPU UCCIeI0OBAaHUSIX HA )KUBOTHBIX, HE ITOKa3aIu
OTAaCHOCTH IS IJI0/1a M MaTepH. JlaHHbIE KITMHUYECKUX HCCIEOBAHNI O IPUMEHEHHH IIperapara
Manstodep® B | TpuMecTpe GepeMEeHHOCTH OTCYTCTBYIOT (IpenapaT IPUMEHSIOT TONIbKO Bo 11 1
III TpumecTpax).

B wuccnenoBanusix, npoBenEHHBIX Y OEpeMEHHBIX KEHILIWH IOcie OKOH4YaHus | Tpumectpa
GepeMeHHOCTH, He 00HAPYKEeHO HUKAKUX HeXeIaTelbHbIX 2(¢eKToB npenapara Mamstodep® B
OTHOILIEHUH MaTepel W/MiIM HOBOPOXKIEHHBIX. B CBS3M ¢ 3TUM HEOIarompusTHOE BIUSHHE HA
TIJI0]1 TP IPEMEHEHHH npenapara Manstodep® MaoBeposTHO.

Ilepuoo epyonozo eckapmauearus

['pyiHOE MOJOKO KEHILMHBI COAEPKUT JKEIe30, CBs3aHHOE C JakTodeppuHoMm. KonnyecTBo
Kenesa, mnepexonsamero u3 ckene3a(lll) ruppoxcun mnonmmanbTOo3aTa B TPYAHOE MOJIOKO,
HEM3BECTHO. MaoBEpOsTHO, UTO TpUMEHeHHMe Tpemapata ManbTodhep® KeHIMHAMY,
KOPMSIIIIMMU TPYJIbI0, CIOCOOHO MPUBECTU K HEXeNaTeNbHbIM 3P dekTaM y peOeHKa.

B kagecTBe MCPBI NPEAOCTOPOKHOCTH KCHIMUHAM JC€TOPOAHOTO BO3paCTa U )KCHIIMHAM B IICPHUOJ
GepeMEHHOCTH U TPYHOTO BCKAPMIIMBAHHS ClIeIyeT MPUHUMATh IpernapaT MansTodep® Topko
MOCJIE€ KOHCYJbTAllMM C BpauoM. PeKoMeHayeTcss MPOBOJIUTH OLEHKY COOTHOIIEHHS MOJIb3bl U

pHCKa.

Cnocod npuMeHeHHs U 103bl

s mpuéma BHYTpB.

Jlo3upoBKa 1 MpOI0JKUTENBHOCTD JIEUYSHHS 3aBUCAT OT CTENEeHHU AeduuuTa xenesa.

CyTouHyI0 7103y MOKHO pa3/eiUTh Ha HECKOJbKO NPUEMOB WM NPUHUMATh 3a OJUH pas.
MansTtodep® crenyeT IpHHEMATH BO BPEMs MM CPa3y e T0ciIe TIPHEMa MU,

Tounyro 103y mpenapara MOXHO OTMEPHUTH € IOMOIIBIO MEPHOI'O KOJINA4Ka, MPHJIAraéMoro K

npenapaty Manbsrodep®, cuporn 10 mr/mi.
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ManbTodep® MOKHO CMEIMBATH ¢ PPYKTOBBIMH U OBOIIHBIMI COKAMH, C IETCKUM MUTAHHEM HJIH
0e3aKOT0JIbHBIMU HanmuTKaMu. JIErkoe OKpalIMBaHue CMECH HE OKa3bIBAeT BIMSHUS HU HA BKYC
COKa/JIETCKOTO MUTaHUsl, HU Ha 3(PEKTUBHOCTH Mpernapara.

CyrouHas 103a IpernapaTa 3aBUCHUT OT CTereHH JAeduiura sxene3a (CM. TaOJIUIly CyTOUHBIX J103).

TabJuna cyTo4HbIX /103 1151 AeTeld ¥ B3POCJIbIX B COOTBETCTBUM € BO3PACTOM

Jleuenue Jleuenue neduumra Keneza
Kareropusi nanueHToB
JKeste301e(pUIUTHON aHeMUH 0e3 aHeMuu
2,5-5 Mo

Hetn 1o 1 roga —
(25-50 mr xene3a)

5-10 M 2,5-5 M1
Hetn ot 1 go 12 et
(50-100 mr sxese3a) (25-50 mr xene3a)
Hertu crapme 12 ner u 10-30 mn 5-10 M
B3pOCJIbIC (100-300 Mr »xene3a) (50-100 mr xene3a)

! ockonbky MepHBIH KOMMAauoK He MO3BOISET TOYHO JO3MPOBATH A03y MeHee 2,5 Mi (25 mr
xKernesa), To Manstrodep® B opMe cupomna He CleIyeT MCIONb30BaTh, €CIIM PEKOMEHIyeMast
pasoBasi J103a cocTaBisier MeHee 2,5 M (25 wmr skenesa). s nedenust aedumnmra sxenesa 6e3
aHeMUH y JeTeil ClefyeT NpUMEHATH IepopalbHble KAy skene3a (Hampumep, Mansrodep®,
KaIuii JUIs ipueMa BHYTpb 50 mMr/min).

Jleuenue sicenesodepuyumnoii anemuu y oemeti u 63pOcivix

Jledenue 10 JOCTIDKEHHS HOPMalbHOrO cojepkaHus remornoomna (Hb) 3anmmaer
npubim3uTensHO OoT 3 10 5 mecsues. [locne 3Toro nedeHue cieayeT MpOAODKUTh B TEUCHUE
HECKOJIbKMX HEJeNb B J103€, OMUCAHHOW /IS ciydas neuIuTa jkene3a 0e3 aHeMHH, C IIeITbI0
BOCIIOJIHEHHS 3a11aCOB XKeJe3a.

Jleuenue oepuyuma sicenesa 6e3 anemuu

JleyeHue 3aHUMaeT HpI/I6J'II/I3I/ITeJ'ILHO ot 1 a0 2 MCCAILICB.

ITob6o4uHoe nelicTBue

HesxxenarenbHble peakiny, MpeaCTaBICHHbBIE HUXKE, IEPEUHCICHBI B COOTBETCTBHH C MOPAKEHUEM
OpPTraHOB M CUCTEM OPTaHOB M YaCTOTOM BCTpeuaeMoCTH. YacToTa BCTPeUaeMOCTH OTNpEAeseTCs
cienyromuM obpazoM: ovens yacmo (> 1/10), uacmo (= 1/100 u < 1/10), neuacmo (= 1/1 000 u
<1/100), peoxo (= 1/10 000 u < 1/1 000), ouensv peoko (< 1/10 000, BkIrOUast OT/ICTBHBIC CTy4an ).
Coo0manocs 0 CHEeIYIONINX HEKENATeNbHBIX PEeaKIMsX, BBIIBICHHBIX MOCIE MPUMEHEHHS
npenapara MansTodep® B X0zie NPOBENEHHs KIMHMYECKMX HCCIENOBAHHM, a TAKXKe B PaMKax

MOCTMAPKETUHIOBBIX I/ICCJ'Ie)IOBaHI/II\/'I:

\ Kuaaccsl u \ Ouenb yacto | Yacro (=1/100 \ Heuacro ’ Penxo \
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CHCTEMbI OPraHOB =1/10) u < 1/10) =1/1000u =1/10 000 u
<1/100) <1/1 000)
Hapymenuns co
CTOPOHBI HEPBHOM — — roJIoBHast 00JIb —
CUCTEMBI
Hapymenus co nuapes, pBoTa’,
CTOpPOHBI U3MECHEHUE TOLIHOTA, OOJIb U3MEHEHUE
KEITYI04HO- uBeTa Kana' B JKHBOTE?, L[BETA dMaJHu
KHILIEYHOIO TPaKTa 3arop 3y0OB, racTpUT
Hapymenns co iy
3y[, CBIIIb>",
CTOPOHBI KOKH U ]
— — KparuBHUIA —
ITOJIKOYKHBIX .
spUTEMA
TKaHE!
Hapymenns co
CTOpPOHBI
MBIIIIEYHBIE
CKEJIETHO- .
— — — crasMmsl -,
MBILLIEYHON U
MUAITus
COCIMHUTEIIBHOU
TKaHU

o O b~ W

N3meHeHue 11BeTa Kaja 0TMEYaloch C MEHBIIEH YaCTOTOM BCTPEYAEMOCTH B METaaHAIN3€, HO
3TO XOPOILIO M3YyYeHHasl peakiiysi, BO3HUKAIOIIAs NpU JEYCHUH NEPOPAIbHBIM KEJIe30M B
neinoM. B cBA3M ¢ 3TUM JaHHOM HeKeJIaTeNbHOM peakuuu ObUla IMPHCBOEHA dYacToTa
BCTPEYAEMOCTH «OUEHb YaCTO»;

Bxurouaet: 00Jib B )KUBOTE, TUCHENCHIO, TUCKOMOPT B AMUTacTPpaIbHON 001acTu, B3AyTHE
KHUBOTA;

Bxirouaer: pBoTy, OTPBIKKY;

Bxittoyaet: HenmpoU3BOJIbHBIE MBIILIEUYHBIE COKPAIIEHUS, TPEMOD;

Bxurodaer: chlillb, MaKyJI€3HYIO ChIllb, BE3UKYJIE3HYIO ChIIb;

HexxenarenbHble peakiuM, KOTOpPblE OTMEYAIUCh B IOCTMApKETUHTOBBIM NEpUOJ C
OIICHEHHOW YacToToi BcTpeuaeMocTH <1/491 mnamuentoB (Bepxuumit mnpenen 95%
JIOBEPUTEIIBHOTO HHTEPBAa).

Cnoumannvie nocmmapkenurncoesle COO6M4€HZUZ O HedcenamellbHblx peakyusx

He ormeueno JOITIOJIHUTCIIbHBIX HCKEIATCIBbHBIX peaKHHﬁ.

OmKnoHeHus 1a00pamopublx nokazamereti

I[aHHBIC OTCYTCTBYIOT.

Ilepeno3upoBka
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B ciyuae mepeno3uposku mpenapatom Mambrodep® meperpyska xkene3oM MM HHTOKCHKAIHS
MaJIOBEPOSTHBI, UTO CBSI3aHO C HU3KOM TOKCHYHOCTHIO kene3a(lll) runpokcua nonumansro3ara u
KOHTPOJIMPYEMBIM 3aXBaTOM xkeie3a. O ciaydasx HelpeaHaMEePeHHOTO OTPABIICHUS C JIETAIbHBIM

HCXOZI0OM HE COOOIIAIOCE.

B3aumopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CpeICTBaMU

boun n3ydens! B3aumoaeiicteus xkenesa(lll) rugpoken nonumanbro3ara ¢ TETPALUKINHOM WIN
TUAPOKCUAOM  amoMuHUA. CyIecTBEHHOIO CHMJKEHHs BCAChIBaHMA TETPALUKIWMHA HE
HaOmronanocs. KoHLEeHTpanus TeTpalMKIMHA B IUIa3ME€ KPOBU HE OIYCKaJlach HUXKE YPOBHS
MUHHMAaJIbHOH MHTHOMPYIOLIeH KOHLIEHTpAIMK, HEe0OXOAUMOM s 6akTeprocTas3a. BecacwiBaHue
skene3a u3 kenesa(lll) ruapokcu moaMManbTo3aTa HE CHUXKAJIOCH MO BIMSHUEM AFOMUHUS
THJIPOKCUA WK TeTpauuKiInHa. Takum obpaszom, xkenesa(lll) rugpokcun nonuManbTo3aT MOKHO
OPUMEHSATh OJHOBPEMEHHO C TETPALUKINHOM U IPYTUMHU (PEHOIbHBIMU COCIMHEHUSMH, a TaKKe
C TUIPOKCUIOM aJTFOMUHUS.

B wuccnenoBaHusix y KpbhiC € HCIHOJB30BAHMEM TETPALUKINHA, TUAPOKCUIA AIOMUHUSA,
alleTUICAIUIIMIOBOM KHUCIIOTHI, cyinb(dacana3uHa, KajbliUg KapOoHaTa, KajblLUs alerata u
Kanbuua (ocdara B komOuMHanuu ¢ ButamMMHOM D3, Opomazenama, marHus acmaprara, D-
NEHUIWIAaMIHA, METHIIIONbI, Tapameramojia © aypaHoduHa HE OBUIO OO0HApPYKEHO
B3aumoeicTBui ¢ xxeneza(lll) rugpokcua moaMmManbTO3aTOM.

Taxoke He oTMeueHo B3aumojeiicTus xene3a(lll) ruapokcun noaMManbTo3aTa ¢ KOMIOHEHTAMU
IPOAYKTOB MHUTAHUS, TAaKUMH Kak (UTHHOBas KUCJIOTa, IABeJeBas KHUCIOTA, TaHWUH, HATPHs
albIMHAT, XOJUH U XOJMHOBBIE COJM, BUTaMUH A, BuTaMuH D3 u Butamun E, coeBoe macio u
coeBasi MyKa. JlaHHBIE pe3ynbTaThl CBUAETEILCTBYIOT O ToM, uTo »xene3a(lll) ruapoxcupa
MOJIMMAJIBTO3aT MOKHO IPUHUMATh BO BPEMS WJIN Cpa3y K€ MOCJIe NpUEMa MULIH.

[Tpuém npenapara He OKa3bIBACT BIMSHUA Ha PE3YJIbTAThl ONIPEECHHs CKPBITON KPOBH B Kajie (C
CEJICKTUBHBIM ompejienenueM remorinoouna (Hb)), moaromy mpepbiBars sieueHre He HYXKHO.
HeobOxonnMo wu30eraTb OJHOBPEMEHHOTO IPUMEHEHMSI MapEHTEPANbHBIX U MNEPOPATbHBIX

pemnapaToB KEJIC3a, IOCKOJIBKY BCACBIBAHUC KCJIC3d, IPUHUMACMOI'O0 BHYTPb, 3aMCIAJIACTCA.

OcoOble ykazaHus

CyrouHast 103a mpernapara CoAep>KUT 3TaHoi B kKoiudectse oT 0,008 T (103a 2,5 mur) o 0,1 T (103a
30 mn). [Ipu Ha3HAYEHHUHU TIpenapaTa MalyueHTaM ¢ CaXapHbIM JUa0EeTOM CIeAyeT YIUTHIBATh, UTO
1 mx cupona coaepxut 0,04 XTeOHBIX €TUHMII.

Nudexnmnonnpie 3a007€BaHUS WM 3JI0KAYECTBEHHBIE HOBOOOPA30BaHUSI MOTYT BBI3bIBATH

AHCMHIO. HOCKOHBKy KEJIE30 MOXHO IMPUHHUMATh JIMIIb ITOCJIC YCTPAHCHUA OCHOBHOH IMPUYIUHBL
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3a0o0JieBaHus, ClIEyeT ONPEAETUTh COOTHOIIIEHHUE TOJIb3bl M PUCKA JICUEHUSI.

Bo Bpems neuenus npenapatoM Manbtodhep® MoikeT 0TMeuaThcs TEMHOE OKpAIIMBAHHE Kala,
OJIHAKO 3TO HE UMEET KJIMHUYECKOIO 3HAUEHUSI.

[Ipenapar coxepxut 0,28 T copbutona Ha mit. COpOUTON SIBIASETCS UCTOYHUKOM (PYKTO3BI U
MOJKET BBI3bIBATH JKEIYJOUHO-KUIIEYHBIA auckoMdopt u ciaboe crnaburtenbHoe neiictBue. He
peKkoMeHJyeTcss TNpMHUMATh IpemapaT Mansrodep® MmanMenTaM ¢ HAcjeICTBEHHOM
HENEPEHOCHUMOCTBIO (DPYKTO3HI.

MansTodep® comepkuT caxapo3y B KoimdecTse 200 MI/MII, UTO CIEAyeT yUHTHIBAThH MALMEHTaM
¢ caxapHbIM auabetoM. Caxapo3a MOKET HaHECTH Bpea 3y0am.

[Ipenapar conep>XUT He3HAUMTENIbHbIE KOaudecTBa 3TaHona (Menee, yem 100 mr nHa 30 M
(MakcuMalbHas CyTOYHAs J1032)).

BcnomorarenbHbie BEILECTBA HaTpus METHUIINaparupokcuOeH3oaT u HaTpus
MPOMWIMAparuIpOKCUOEeH30aT MOTYT BBI3BIBATh  AJUIEPTMUYECKUE pEaKuu  (BO3MOXKHO,
3aMEJIJICHHOTO THUIIA).

Manbtodep® cieayeT IPUMEHSTE ¢ OCTOPOKHOCTBIO Y MAIIHEHTOB TI0CTIE TIOBTOPHOTO

NnepejiMBaHust KpOBU BO n30eKaHue NIEPECTPY3KU KCIIC30M.

Bunsinne Ha cIOcOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MaMHU
JlaHHBIE OTCYTCTBYIOT. MaioBeposTHo, uTo mpemapaT Manstodep® OKkasbIBaeT BIMSHHE HA

CIIOCOOHOCTD YIpaBJIATb TPAHCIIOPTHBIMU CPEACTBAMU, MCXAHU3MaAMMU.

dopma BbIITYCKa

Cupon 10 Mr/mi.

[To 150 M Bo (hbiakOHBI TEMHOTO CTEKJIa, 3aKPbIThle HABUHYMBAEMBIMU KpBIIMIKAMU U3
MOJIMDTUJIEHA BBICOKOTO JABJICHHUS C KOHTPOJIEM IIEPBOIO BCKPBITHS M MEPHBIM KOJIIIAYKOM,
HAJI€ThIM HA KPBILIKY.

ITo 1 ¢pnakoHy ¢ HHCTPYKLIMEN IO IPUMEHEHHIO B KAPTOHHOM auKe.

YciaoBus XxpaHeHUs
XpaHuTh B OpUTHHAIBHOM ymakoBke. [Ipu Temneparype He Boie 25°C.

XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu

3 rona.
Ctp.8u39



He npuMeHsATh 110 HCTEYEHNUH CPOKA TOJJHOCTH, YKa3aHHOTO Ha YIAKOBKeE.

YcaoBus ornycka

OTnycKaroT 1Mo PeLernTy.

IOpuauyeckoe JMI0O, HA HMS KOTOPOro BbIIAHO PErMCTPAIMOHHOE YAOCTOBepenue /
KoMnanus, ocymecTBJsII0ONIasi BHITYCKAIIUI KOHTPOJIb Ka4ecTBa

Budop (MuaTepusmnm) UK.

Pexenmrrpacce 37, CH-9014 Cr. I'annen, HBeiiapus /

Vifor (International) Inc.

Rechenstrasse 37, CH-9014 St. Gallen, Switzerland

IIpousBoauTeab

Budop CA

Pyt ne Moukop 10, CH-1752 Busnap-crop-I'nan, HIseitapus /
Vifor SA

Route de Moncor 10, CH-1752 Villars-sur-Glane, Switzerland

Opranu3anus, NPUHUMAOIIAs NPeTeH3NH NOTpeduTe e

[TpencraButenbetBo AO «Budop (Murepusurnn) Muk.» (LBeiinapust)

125047, r. Mocksa, yn. byteipckuit Ban, 1. 10, 3nanue A, stax 15, opuc 36a, bL] «bemnas
[Tmomaas»

Tenedon +7 (495) 766-25-25

OnexTtponHas noura: info.mo@viforpharma.com

Wurepuer: www.viforpharma.ru

Jara yrBepxkaenus nanHoi Bepcuu Mucrpykiun: 08 okts6pst 2020 roxa.
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