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MUHKCTEPCTBO 3IPABOOXPAHEHWS POCCUIMCKON ®EIEPAIAN

VHCTPYKI VS
110 MEJULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Beangopo® 500

Perucrpannonnslii Homep: JII1-003354
Toprosoe HanmenoBanue: Bensdopo® 500

Memyﬂapozmoe HEMNATCHTOBAHHOEC HWJ/IH IPYNNHPOBOYHOE HAHMEHOBaHHeE:

Kowmmieke B-xenesa (III) okcuruapoxcrna, caxapossl U Kpaxmana
JlexapcrBennas gopma: TaGeTku xeBaTeapHEIe

CocrTas
1 TabneTka COmEepPIKHUT:

Leticmeyrowee seuiecmeo. Kommnexce B-xenesa (1II) okcuruapokcua, caxapossl 1

kpaxmana 2500,00 mr (sxBuBanent 500 mMr Xenesa);

Bcnomozamenvnvie seujecmea: apomartmsatop «iecHas sroma» 40,00 wr
HeorecnepuanHa auruapoxankon 0,01 mr; Marmus creapat 25,00 Mr; kpeMHHA

OUOKCH]T KOJUIOUIHBINM 6e3BogHbM 12,49 Mr.

Onucanue
Kpyrisie, mIOCKOMMIMHAPHYECKHE TA0ISTKI KpacHO-KOPHYHEBOTO LIBETA C hacKoi

U rpaBupoBkoii PA500 Ha ofHO# cTOpOHE, ¢ HATMUHEM STOHOTO 3amaxa.

®apmakoTepaneBTHYeCKas rpynna:

JlexapcTBeHHBIE IpenapaThl IS J’queHI/Iﬂ THIIEpKaIueMuu U runepdocharemun.
> 1

‘ : !
Kox ATX V03AEO05 | *
DapmMaxoJ0rHuecKue CBoicTBa
PapmakoIHHAMHKA
HeticTByromee BemecTBo mpemapara Bensdopo® 500 mpexacraBmser co6oit

xomruiexe B-xenesa (III) oxcurmapoxcuma (pn-FeOOH), caxapossl ¥ Kpaxmaiia.

WA
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CaassiBanue ¢ QocpaToM IPOHUCXOAUT MyTeM OGMEHA JIHTaHAAMH MEXIY
THPOKCWIBHBIMH TPYNIIAMM WHIM BOJOM u ¢ocdar-noHaMu B HHTepBaje
¢usronormeckux 3aadenuii pH B xexynouno-kumednom Tpakre (KKT).
KoHuenrpauys ¢ochopa B CHIBOPOTKE KPOBH, TaK K€, KaK ¥ KOHIGHTDAIHA
Kajblui/hocopcofepikaliix — BeINECTB CHEDKAGTCS BCIEACTBHE CHIDKEHHS
abcopb1uy NOIy4eHHBIX ¢ muIel GocdaTos.
Hemckuii eo3pacm
Hpoduns GesomacHocTh npenapata Bemsdopo® 500 mpu ero npumenenmn y
NalMCHTOB JETCKOrO BO3pacta B ILENOM OBLT COMOCTaBUM ¢ mpoduiiem
GesomacHOCTH, paHee HaOMONABIIMMCS TIPH NPMMEHEHHH NPENapaTa y B3POCIHIX
[al[HEHTOB.
PapMaKkoKHHETHKA
Mexanusm peficTeus npenapata Bensdopo® 500 coctout B cBa3biBaHIE (hochaTa
B XKKT, cnenoBaTebHO, KOHIEHTPAIHs JAHHOTO [IPENAPAaTa B CHIBOPOTKE KPOBH He
MMEET OTHOINCHHA K ero >(¢eKTHBHOCTH. BcaencTBHe HepacTBOPUMOCTH H
P ; )
0COGEHHOCTel  pacIielyieHns —Ipernapara Benbgpopo® 500 BOH3MOXKHOCTH
NPOBEICHHUs KJIACCHYECKUX (PapMaKOKMHETHYECKHX WCCIIEe0OBaHUM, Harmpumep,
ONpeniefiecHUss ~ 3HAa4YeHW  oObeMa  pacmpefencHys, — IUIOMALH  IOX
(papMaKOKMHETHIECKOH KpHBOM, CpPEAHEro BpeMEeHW VASpKHBAHHA, H T.II.
OTCYTCTBYET.
Bcacvisanue
HetictByromee Bemecto npenapara Benbhopo® 500 npakTideckn HepacTBOPHUMO,
", cienoBaTensHo, He abcopbupyerca B XKKT. Opnako mpomyKTHl paciuemieHud,
MOHOIMKIMYIECKUE KEJIE30COAEPKAIIUE COSOUHEHHsI, MOTYT BBICBOOOXKIATHCS C
noBepxHocTH pn-FeOOH {VI abcopbupoBathcs. |

|
Pacnpedenenue ’

BenenctBue  HepacTBOPHMOCTH M OCOOSHHOCTEM  pacCINEIUIeHHs MperapaTa
Benbshopo® 500 BO3MOXKHOCTS HPOBEIEHHS KIIACCHYECKHX thapMaKOKHHETHIECKUX

HCCIIeOBaHU YKa3aHHOTO Mpemnapara OTCyTCTByeT. Takum o6pa3oM, JaHHbIE Il
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NPOBCACHAS OUECHKHA pPAaCHpEACI€HUs OSTOTO JICKapCTBEHHOTO IIperapara
OTCYTCTBYIOT.

Buompanchopmanus

JlefictByromee BemecTBO mpernapata Bemsdopo® 500 He MOJBEpraeTcs
MeTaboINIecKiM NpeBpaleHusM. OXHAKO IPOIYKTHI PACIETIEH S KOMILIEKCa B-
xKenesa (IIl) oxcuruapoxcuma, caxapossl W Kpaxmania (MOHOHYKJIeapHEIE
KEJC30COAEPXKAKNE  BEIIeCTBA) MOTYT BBICBOOOXKIATECS C  IIOBEPXHOCTH
YKa3aHHOTO OJINHYKJIEapHOIo KoMItTeKkca u abcopbuposatsces B JKKT. PesynpTaTs
KIIMHUYECKAX MCCNENOBAHNN YKashiBAIOT HAa HU3KYI0 CHCTEMHYIO abcopOrmio
Kenesa, cofepxaierocs B npenapare Bensdopo® 500.

JaHHble HuccneoBaHMi, TPOBENEHHEIX i Vifro, TO3BOJISIOT IIPEATIONOXKHUATh, ITO
Caxaposa M Kpaxmal, BXOAJIME B COCTaB JaHHOTO JIEKapCTBEHHOIO IIpenapara,
MOTYT B IIPOLECCe NUIIEBAPEHNS PaCcaaThCs Ha TIIIOKO3y U PPYKTO3y.

JlaHHEI® BelleCTBa MOTYT a6COPGHPOBATECS B KPOBb.

Buigeoenue i

L
I[aHHBIe NOJIy4€HBl TIPH MPOBCIACHHHM ( UCCICHOBAHUA Y ZIXHMBOTHBIX IIpH

IIePOpaJIbHOM BBEACHUH KpbIcaMm u cobakam MedeHoro “’Fe kommekca B-xesesa
(III) oxcuruapokcuna, caxapossl U KpaxMaid. PaIHoakTMBHO MedeHOe Keje30

06Hﬂpy>KI/IBaJ'II/I B KJIOBBIX Maccax, HO HE B MOYe.

IToxazanusa k npuMeneHnIo

IIpenapat Bensdopo® 500 npeanasnaven mis KOHTPOJISI KOHIIEHTpanuH ¢ochopa B
ChIBOPOTKE KpOBH Y MNAaUMEHTOB C XPOHHWYECKOH Gonesubio mouek (XBII),
HaXOAAIIXCS HA FeMOJHAIIN3€ W IIEPUTOHEATBHOM THANTH3E.

Ipenapar Bensdopo® 500 cremyer NpUMeHSTh B KOMILIEKCHOI Tepalni,
HAIIPaBIIEHHON Ha KOHTPONb Pa3BUTHA MUHEPAIEHO-KOCTHBIX HapyIIeHu, KoTopas

|
MOXET BKIIOYaTh IIperaparhl KaJblLus, 1,25-,unmnpoxcnxojlexanbuntbepon

(BuTamMuH D3) MK €ro aHaIory, W KalbAMHUMETHKL

IIporuBonokazanunsa

JlaHHBI! JIeKapCTBEHHBLH MpenapaT MPOTHBOLIOKA3aH MAlMeHTaM CO CIEIYIOLTUMU

-

HapylnIcHHAMHU:
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* I'vIepuyBCTBUTENPHOCTh K AaKTHBHOMY BeIECTBY WIM K mo6omy u3
BCIIOMOTATEBHEIX BEIECTB;

* 'emoxpomaro3 1 moOkle IpyTrue HapyIIeHHsT HaKOILJIEHHS XKelle3a;

* HacnencTBeHHass ~ HENEPEHOCHMOCTH  (QPYKTO3EI,  INIFOKO30-TaJaKTO3HAs
MaltbabcopOLys HITH caXxapazo-u30MallbTa3Hasd HeAOCTaTOYHOCTB,

¢ Jlerckxmit Bo3pact g0 12 ner.

C ocTopoxkHOCTHIO

[TarenTsl ¢ NEPUTOHHUTOM Ha (POHE NEPUTOHEATHHOTO IUANM3A, BEIPAKEHHBIMU
HapyLICHUSAMH CO CTOPOHEI JKeJIy JOYHO-KHIIIETHOT'O TPAaKTa WJIH MEYEHH, a TaKkKe
HALMEHTHI TI0CTIe OOIIUPHBIX XUPYPIUIECKHX BMeIIaTeNbCTB Ha opranax JXKT He
OBUIM BKITOYEHH B KIMHHAYECKHE HCCIeOBaHMs mpemnapara Bemsdopo® 500.
Ipemnapar Bensdopo® 500 y maHHBIX Ipynm HalBeHTOB CleyeT HCIONB30BATH

TOJIBKO ITOCJIIC IIPOBEACHHUSA TINATEJIBHOU OLIEHKH COOTHOIIEHUS 10634 / PHCK.

IIpumenenne npu GepeMeHHOCTH H B IEPHOJ IPYAHOIO BCKAPMJIHBAHHS
Jlannbie 0 NpUMeHeHHIO IpenapaTa Benxsdopo® 500 Bo BpeMs GepeMeHHOCTH Y
YeJioBeKa OTCYTCTBYIOT. Ilo pesynmpTaTam wHcclemoBaHuii  TOKCHYECKOTO
BO3JIEHCTBUS HA PENPOAYKTUBHYIO (YHKIMIO M BHYTPHYTPOOHOE pPa3BUTHE Yy
KMBOTHBIX HHMKAaKMX HEXeIaTeNbHbIX 5((EeKTOB YKa3aHHOro Ipernapara B
OTHOINEHHMH TeYeHHs OepeMEHHOCTH W POMAOB, Pa3BHUTHSA 3MOPHOHA/IIONA WU
IOCTHATAJIbHOTO PAa3BHTHA BBIABJIECHO He OblIo. HasHauaTh namHbIA mpemapar
GepeMEHHBIM JKeHIIMHAM CJISlyeT TOJIBKO IOCIie IPOBeIeHNS TIIATEIbHON OLeHKH
COOTHOILIEHUS NI0JIb3a / PUCK.

JlanHEle mO npuMeHeHmIo mnpemapara Bensdopo® 500 Bo Bpems rpymHOTro
BCKapMJIMBaHUSA Yy 4YEIIOBEKa OTCYTCTBYIOT. llockonpky aGcopbuus xenesa,
co;[epxcamelf"oca B mpemnapare Bemndopo® 500, MHHHMaJIfLHa, ero J>KCKpelus B
TpyAHOE MOJIOKO MaloBeposiTHa. PellleHne o0 HPOJOIDKEHHH TIPYIHOIO
BCKapMJIMBAaHMS WM JiedeHus npenaparoM Bensdopo® 500 cnemyer npurmMars ¢
Y4E€TOM IONIb3Bl TPYJIHOIO BCKAPMIMBAHHA I peOeHKa H IONB3bl JICYEHHMS

npenaparoM Benspopo® 500 gna marepn.
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JlanHble 0 BmMAHEW Ipemnapata Bemspopo® 500 Ha depTHIBHOCTH y ueloBeKa
OTCYTCTBYIOT. B JTOKIMHMYECKHX HCCIEJOBAaHHSAX IOCIE IMPUMEHEHUST KOMILIEKCA
XKejaesa OKCHIHAPOKCHAA M Caxapo3bl Y JKHBOTHEIX He HAOII0OHaIoch
HeOJIaronpuATHOrO BIMSHMA Ha (EpTHIBHOCTh, CIIOCOGHOCTh K CHAPHBAHHIO U

BOCIIPOU3BCACHUIO 3TOPOBOTO ITIOTOMCTBA.

Crnocob npuMeHeHHA U 103bI

ITpenapat Bensgopo® 500 npennasHadyen ToNbKO A1 IpHeMa BHYTpb. [IpHHUMATE
BO BpeMst enpl. [l MOCTHXXEHHMS MAaKCHMAJIbHOW ancopOIlHH IIOCTYMAIOLIEro ¢
numed ¢ocdara, cyMMapHyI0 CYTOYHYIO HO3y IIperapaTa CIEOyeT pasfeiuTh
MEXIy IpHeMaMd HOHIM B TevueHHWe AHs. Ilanuentam He TpeOyercss BBINMHMBATH
Oonblllee KOIMYECTBO JKUJIKOCTH II0 CPAaBHEHUIO C HMX OOBIYHBIM IMTHEBBIM
paionoM. TabneTkn HE06XOAUMO Pa3KeBLIBATE WIIM M3MENBYHTh. IIpornaTeBaTh
TaOJIETKN LIEJTMKOM HeE CIIEAYET.

Ilpy npomycke 1 nossl mpenapara mim Golee clieAyeT NMPHHATH OOBMHYIO AO03Y
JaHHOT'O JIEKAPCTBEHHOT'O IIpernapaTa BO BpeMs CIEIYIOMIEro IpHeMa ITHIIIH.

HauansHas 103a (B3pOCIIbIe TallMeHThL, BKIFOYAs IalAEHTOB NOXKWIOTO BO3pacTa, 1

NOJAPOCTKH > 12 jeT)

PexomennoBaHHas HadabHAs o3a npenapara Beasdopo® 500 cocrasnser 1500 mr
Kenesa B CyTKu (3 Tabietkn). IIpenapar ciemyer mpuHUMATE BO BpeMs €JIBL.
ITonGop 103pl ¥ mojnepxuBarolilas /103a (B3pOCHbIE MALMEHTH M IT0JDOCTKH

> 12 nert)

Crenyer npoBoANTE MOHUTOPHHI KOHLEHTpalwu (Gochopa B CHIBOPOTKE KPOBH U

nmoxGop No3el npemapata BenbdGopo® 500, cOOTBeTCTBEHHO YBeNMuMBAS IIIH

cHmKas no3y Ha 500 mr kenesa (1 Tabnerka) B CYTKH KaXkisle 2 — 4 Helenu 10

JOCTIKEHHS. IIPHEMIIEMO} KOHUIEHTpauu (ocopa B KPOBH € HOCIELYIOLIAM
! ’ ‘

peryJiapHBIM KOHTpOJIeM KOHIleHTpaumu hochopa. |

B KIMHMYECKOH NpaKkTHKe J€YeHHEe OCHOBaHO HA HEOOXOAMMOCTH KOHTPOJIS

KoHIeHTpanuy ¢ochopa B CEIBOpoTKe KpoBH. O6BIUHAS IO IepKUBAFOLIAs 034,

IpHU KOTOPOH JTOCTHraeTcsl ONTUMANbHBIH TepameBTH4ecKuil 3(h(MeKT, cocTaBiser

1500 — 2000 mr xxene3a B cyTkH (3 — 4 TabneTKH).
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MaxkcumanbHas CyTOYHas /1032 (B3pOCble MallMEHThI ¥ NOIPOCTKH > 12 nter)

MakcumanbHas peKoMeHJ0BaHHas J1o3a coctanisieT 3000 mr xene3a (6 TabIeToOK)
B CYTKH.

JleTckuii BO3pacT

Ipenapar Benbdopo® 500 TaGleTKn KeBaTelbHbIe PeKOMEHIYETCS JeTIM crapiie
12 met. V peredt B Bo3pacTe miaame 12 mer Oe3omacHOCTh U 3(MGHEKTUBHOCTH
JTaHHOM JIEKapCTBEHHOM (DOPMBI K HACTOSIIIEMY BpEMEHH HE H3y4eHa.

Oco0rle rpyIInsl MalHEHTOB

THayuenmur nooicunozo sospacma

IIpu mpoBefeHNM KIMHHUYECKHX HCCIISNOBAHUH y MAIMEHTOB MOXMWIOTO BO3pPacTa
(ctapmie 65 neT) NIpPH YTBEPKICHHOM DEXHME JJO3MPOBAHHS KaKUX-IHO0
CYILIECTBEHHBIX MPOOIeM BEISBIECHO HE OBLIO.

Ilayuenmur ¢ napywenuaMU co cMopombL nouex

Ipemnapar Benbdopo® 500 npuMeHSIOT A1 KOHTPOIS ypoBHS (ocdopa B KPOBH y
HNAIMEHTOB ¢ TEPMHMHAJIBHOM CTaJueld XPOHUYECKOH TOYeYHOM HEIOCTATOYHOCTH,
HaXOIAIIMXCS Ha TEMOJMANIM3E WIM INEePUTOHEATbHOM juanu3e. JlaHHBle IO
npuMeHeHHIO npenapata Bemsdopo® 500 y mnanmeHTOB ¢ HOuYeqHOMH
HeIOCTATOYHOCTHIO Ha PaHHUX CTAJIUAX OTCYTCTBYIOT.

Iayuenmur c napywenusmu co cmopomvl neyenu

B xone KIMHMYECKHMX HCCIENOBaHMM yKa3aHHOIO Iperapara 3HAYMTEIBHBIX
U3MEHEHNH aKTUBHOCTH «II€YEHOYHBIX)» TPaHCAMHUHA3 WK Pa3BUTHA HapYILUEHHUH CO

CTOPOHEI IICUECHH BBIABJICHO HE OBLIO.

ITo6o4HoOe aeiicrBHE
Knaccudpuxamuss noGodHbIX peakuuii IpHBENEHA II0 YacTOTE HX pa3BUTHA

(KONIMYECTBO 3apErMCTPUPOBAHHEIX CIyYaes /| KOJMYECTBO IIAllHEHTOB):
i

Kiaace cucteM | OueHb YacTble Yacrwie Heuactnie
OpPraHoOB (=1/10) (=1/100,<1/10) (= 1/1000, < 1/100)
Hapymenue co I'anepxanbHeMus

cTopoHbl  o0MeHA
BEIICCTB H NHTAHHUSA
Hapymennus co I'onoBHas Gonb
CTOPOHBI HEPBHOM
CHCTEMBI

TI'nnoxanenuemMust




Bons B xuBOTE
Mereopuszm
HsMmenenue ngera

3Mam 3y0oB**

I'acTpossodareansras
pedmoxcHas 60JIe3Hb
(I'OPB)

WN3menenne neera
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Kaace cactem | O4geHb YacThIE Yactoie | Heuacrorie
OpraHos (=1/10) (=1/100,<1/10) (=1/1000, < 1/100)
Hapymenus co Oppika
CTOPOHBI
JbIXaTeJILHOH
CHCTeMBbI, OPraHOB
TPYAHOM KJIETKH M
CpeaoCTeHHA
Hapymenus co Huapes TomHoTa Banytue xxuBoTa
CTOPOHEI WsmeHeHne nBera | 3amop lactput
KeJTyT09HO-
KHIIE€YHOI'0 TPAKTA | KAJIOBHIX Macc* Pota JuckomdopT B XHUBOTE
Hucnencus Jucdarus

051021

M3BIKA™ *
Hapymenun €O 3yn
CTOPOHBI KOXHM H
. Crplne
NMOJKOKHBIX TKaHe
O0mue H3menennme Bkyca | YCTalnocThb
paccTpoiicTBa H
ITHIIH
HApPYIIEHHS] B MeCTe
BBedeHHS

* H3menenue Yyeema Kanoevlx mace HabRIO0anoCh 04eHb YACMO 6 COOMEEMCMEUL C OHCUOAHUAMU
Om UCHNONb306ARUA NEPOPANIBHBIX oiceﬂes’ocobepmcamux npenapamoes.

** Habmo0anoce HeCKonbKo Cy4aes npexodsue20 usmeHeHus yeema smanu 3y608 u A3vika.
Onucanue omoenvHbix ROOOYHBIX PeaKyuil
B xofle KIMHMYECKMX HCHBITAaHHAX ITOOOYHAas peakuus auapes HaGmomanach y
11,6% naruenToB. B 55- HeJIeNbHBIX JOITOCPOUHEIX HCCIEA0BAHUIX OONBIIMHCTBO
CIly4aeB TUapeu ObLIM TPaH3UTOPHBIMHU, BO3HHKAIM HA PaHHHMX CTAJIMAX IIPH Hadae
NeYSHUS B MPUBOJMIIH K IIPEKPAIeHUIO Jie9eHuA ¥ 3,1% manueHTos.
Hemckuii eospacm |

|
B nieiom npoduns 6e3omacHocT npenapara Bensdopo® 500 y aereii (ot 12 10 <18
JIeT) H B3pPOCIBIX ManueHToB ObuI comocTaBuM. Hambosee 4acTHIMH ITOOOYHBIME
peakimsaMu OBUIH HapyIICHHsS CO CTOPOHBI JKEJIyJOYHO-KHIIEYHOrO TPAKTa,

BKJIFOYasl Juapero (O4YeHb 4acTo), PBOTY (YacTo), racTpHT (4acTo) M H3MEHEHHE

I[BETa KaJIOBBIX Macc (4acTo).
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Jlabopamopusie mecmol.

3HaUNMBIX OTKJIOHEHWH pPe3yJibTaToB JabOpaTOPHBIX TECTOB OE30IIaCHOCTH OT
HOPMEI HE 3apeTrUCTPHPOBAHO.

KnuHu4eckn 3Ha9MMBIe H3MEHEHHS TapaMeTPOB HAKOILUIEHHS )KeJle3a B OPraHu3Me
(bepputun, Hacenmenwme TpaHcdeppuna [HT] wm  Tpancdeppur) wu
KHPOPAaCTBOPUMEIX BHTaMUHOB (A, D, E u K) Bo BpeMs neuenms mpemnapaToM

Bensdopo® 500 He BHIIBIEHEL

Ilepeno3upoBka

Coo0imenns o cimydasx Iepeno3upoBKHy Hpemnapara Bemsdopo® 500 orcyTeTByIoT.
Bcenenctsre HU3KOro ypoBHA abcopOImu skeiesa, CONEPXKAIIErocs B IIPEmapaTe
Benshopo® 500, puck pa3BUTHS CHCTEMHOM TOKCHYHOCTH JKelie3a He3HAYHUTENCH.
JleyeHne mOOBIX IIOCTENCTBHM Iepedo3MpOBKU mpemapata Bemsdopo® 500
(mampumep, rumodochaTeMuu) CIEAYeT IPOBOANTE B COOTBETCTBHH  CO

CTaHIapTHOU KIMHUYECKOM MPaKTUKOM.

BsaumojeiicTBHe ¢ APYTHMH JIeKAPCTBEHHBIMH CPeACTBAMH

Hccnemopanys MeXIEKapCTBEHHBIX B3aHMOJICHCTBHI Y ITAI[HEHTOB, HAXOAAIIHUXCA
Ha uanuse, He MPOBOIUIKCE.

ITpoBomuIHCh MCCITEN0BaHKS MEXIEKAPCTBEHHBIX B3aUMOIENCTBHI C JT03apTaHOM,
(GypoceMuioM, TUTOKCHHOM, BaphapHHOM H OMEIPA30JIOM C YYaCTHEM 3IOPOBBIX
TOOPOBONBLEB MYJKCKOTO H JKEHCKOro mona. Ilo pesynsTaTam onpefeieHus
IWiomaaM nox (apMakokuHernmdeckod kpuBod (AUC) ycTaHOBIEHO, dTO
COIyTCTBYIOIIee BBefeHHe npenapara Benbdhopo® 500 He okas3bIBaeT BIMSAHUA Ha
GHOMOCTYITHOCTb YKA3aHHBIX BEIIIIE JIEKAPCTBEHHBIX IPENAPaTOB.

B mnccnenoBaHMAX in Vitro yCTaHOBIEHEI MEXIIEKAPCTBEHHBIE B3aMMONEIHCTBHS
(ancopOronHoe BOSI[GI‘;ICTBI/IQI npemnapara Bensdopo® 500) co CJ'ICI[}’IOIJ.I}PIMI/I
JIeKapCTBCHHBIMHU MpPENapaTaMH: JOKCEepKaIbIHUdepoll, mapukaasiuToia. TeM He
MeHee, [0 pe3yibTaTaM KIMHHYECKHX HCCIEOBAaHUIl YCTAaHOBIEHO OTCYTCTBHE
BIUAHMA npenapata Bensdopo® 500 Ha addekT MpHHAMAEMEIX BHYTph aHAIOTOB

BHTaMKHa D, CBSI3aHHBIM co CHM)XXCHHUEM  KOHLCHTpPAIlHH HHTAaKTHOIO

napatropmona. KonnenTpanuu ButampHa D u 1,25-muruapokcu Buramuua D B
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CBIBOPOTKE KPOBH OCTaBaIMCh HeM3MeHHBIMH. Heob6xoaumo yuects pexoMengammnm
MO IPHUMEHEHHIO, TIPUBE/ICHHBIE HIKE.

B mccienoBaHusix in vitro yCTaHOBIIEHBI MEXIICKAPCTBEHHbIE B3AHMOJEHCTBIS
(ancopbumoHHOE BO3ZEHCTBHE Hpemapara Bemsthopo® 500) co crmemyrommvu
JIEKapCTBCHHBIMH NpeTapaTaMi: aleHAPOHAT, NOKCHLMKIMH ¥ JIEBOTHPOKCHH.
Pe3ynsTaToB KNMHHYECKHX HCCIENOBaHMH B HACTOSIIEe BpeMs HE WMeeTCs.
Heobxonumo yuecTs pexoMeHAaLUuy 1o IPHMEHEHHIO, IIpUBEIeHHbIE HHUXKE.

B mccnenoBaHmsAX in vitro ycraHOBIIEHO MEXKJIEKapCTBEHHOE B3aHMOJEHCTBHE
(anmcopbuuoHHOE BO3LEliCTBUE IIpemapata Benbthopo® 500) ¢ mexapcTBeHHEIM
IIpemapaToM aTopBacTaTHH. TeM He MeHee, JaHHBIE KIMHHYECKUX HCCIIEIOBAHH
YKa3bIBAIOT Ha TO, 4T0 npenapat Bexshopo® 500 He BIuseT Ha IUIHA-CHUKAFONITITIH
>pdexr wunrrméuropor I'MI-KoA pexmyxrassl (HampuMep, aTopBacTaTWHA M
CHMBAacTaTHHA), TaKKe KOHICHTpaIu BHTaMMHa D u ero 1,25-muruapoxcu
MeTaboIHTa OCTaBaANIUCh 0€3 H3MEHEHHIH.

B HCClefoBaHWAX in  Vilro YCTAaHOBIEHO OTCYTCTBHE MEKIIEKapCTBEHHBIX
B3aMMOJCHCTBUM  CO  CNEAYIOIMMH  JeKapCTBEHHBIMH IpenapaTamu;
AUeTHIICATMIMIOBAs KHCIOTa, UealeKCHH, INMHAKANBLET, LHUIPOGIOKCALHH,
KIOMUAOTPeNl, SHAIANPHWI, THAPOXIOPOTHA3HA, MeTHOPMUH, METOIpPOIO,
HU(ETUITHH, IIHOTTUTA30H, CHMBACTATHH U XAHHIIHH.

Ipn HasHaderuM MOGOro JIEKApCTBEHHOTO Ipemapara, B3aUMOJICHCTBYIOIIETO C
KETIe30M, TAKOH Mpenapar cielyeT IPUHAMATH He ITO3Ke, 4eM 3a 1 9ac 10 HiIn gyepes

2 yaca nocie npuema Bemsdopo® 500.

Oco0ble ykazanus

Ipenapar Bensdopo® 500 MOKET MPHBOANTE K M3MEHEHHMIO [IBETA KATOBEIX MACC

(4epHEIit). II3MeHeHHBI# (4epHBIH) MBET KAJOBBIX MAacc MOYKET | BU3yaJILHO
|

Mackuposats kpoBoTedeHue u3 KKT. Onnako npenapar Bensgpopo® 500 we sanser

Ha pe3yNbTaThl TECTOB Ha CKPHITYIO KPOBb C IBasKOBOM cMomnoi (Hdmoculf) mwm

uMMyHonorudeckoro (iColo Rectal u Hexagon Obti).

ITpenapat MoxeT GBITH BpeeH IS 3y60B M3-3a HAMYHUS B COCTABe caxapo3bl.

13979¢
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Ipemnapar Bensdopo® 500 comepKuT KapTOoenbHbIH H IpexKeIaTHHI3HPOBaHHEIN
KyKypy3HBIH KpaxMaisl. [Ipy Ha3sHaueHHM mpemnapara HaldeHTaM C ajulepruei Ha
TIIOTEH, ¢ EJIMaKyuel WK NallHeHTaM C caxapHbIM quabeToM clieryeT yIUThIBaTh,
Onsa Tabnerka npemapara Benspopo® 500 comepxur mpubamsutensHo 1,4 r

yraeBoAoB (4To 3kBUBaTeHTHO 0,116 xmeOHBIX eauHuI).

Biusinne Ha CHoco0HOCTH YNPaBJIATH TPAHCHOPTHBIMH CPEACTBaMH,
MeXaHH3MaMH
He oxasbIBaeT BIMAHKS HA CIOCOOHOCTD yIIPaBNATh TPAHCIIOPTHHIMH CPENCTBAME K

MCXaHHM3MaMH.

®opMa BBIYCKA

Tabmnetku xeBarenbHbie SO0 Mr.

ITo 6 TabneTok >keBaTeNbHBIX B OIHMCTEpax U3 aIFOMUHHEBOM (OJBIH.

ITo 30 unu 90 TabGnerok >xeBaTeNbHBIX BO (PIAKOHEI M3 IIOJHUATHIEHA BBICOKOM
INIOTHOCTH BMeCTHMOCTBIO 150 mmm 400 mn coorBercTBeHHO. BO dumakon
[IOMEINAIOT TAKKE IIAKETUKH C OCYIIUTENEM U XJIONKOBBIM TAMIIOH JJIS CBEACHMS K
MHHHMYMY GU3UHECKOTOo IIOBpexneHuss Tabjeroxk. @OIakoH 3amedyaThIBaloT
(onbroi, LENIOCTHOCTh KOTOPO# rapaHTHPYeT OTCYTCTBHE IIEPBOTO BCKPHITHS H
YKYIIOPHBAIOT KPBIIIKOH 13 MOJIUIIPOINNAIEHa C KAPTOHHBIM BKJIAABIIIEM H 3al[ATOMH
OT BCKPBITUA AeTbMH. Ha drakoH HaKieuBaroT STHKETKY.

IIo 5 Gmucrepor mnu 1 ¢uakoHy BMecTe ¢ HHCTPYKIHEH IO IPHMEHEHHIO

IIOMEIIAIOT B ITIAYKY KapTOHHYIO.

Cpok rogsocrun

3 roga. He nprHHMAaTE oOCIIe HCTEYCHHUS CPOKA FOTHOCTH, YKA3aHHOT'O Ha YITAKOBKE.

YecaoBus xpanenust |
XpaHuTh B OPUTHHAIBHOM YIIAKOBKE P TeMIlepaType He Boime 25°C.
XpaHUTB B HEJOCTYITHOM JIJISA JIETEH MeECTe.

XpaHUThH (IaKOH IUVIOTHO 3aKPHITHEIM ISt 00eCIIeYEH sl 3allMTEI OT BJIATH.

YcnoBus ornycka

OtnyckaloT 1o penenry.
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IIpousBoauTesn

Bugop CA, Pyt ne Monkop 10, CH-1752, Bunnap-crop-I'nan, IIseitnapus

Brinyckalomuii KOHTPOJIb KavecTBa

Budop (MaTepnamnn) Mak., Pexerurrpacce 37, 9014 Cr. Fasen, IIseiinapms

HaumMeHoOBaHHe BJIajieJIbIia PETHCTPANHOHHOIO YAOCTOBEPEHHS
Bugop ®pesennyc Meaukan Kea Penan ®apma Jita., Pexenmrpacce 37,
9014 Cr. I'anunen, [IBeiinapus

Oprannsanus, ynoJiHoMo4YeHHast IPHHAMATH NPeTeH3NH NOTpebHTeeii:
000 «®pesernyc Kabu»

125167 r. Mocksa, JIeHuHTpaacKuid mpocrtiekT, jom 37, xop. 9, 3T. 3 TIOM. XXIV,
KOM.15

Tem.: +7 (495) 988-45-78

www.fresenius-kabi.ru

Menemxep 110 perucTpaliu

000 ®pesennyc Kabu /7. Ilonososa
M3 PO
> IKCTIEPTHBIV OTYUET | =
a AEACTBUTENEH A1 JAHHOR| 2
BEPCHHM JUKYMEHTA 5
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