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MUWHUCTEPCTBO 3JIPABOOXPAHEHWUSA POCCUMCKON ®EJIEPALIMU

UHCTPYKLIUA
Mo MPUMEHEHHUIO JIEKAPCTBEHHOTO Npernapara /Ui MEAULIMHCKOTO MPUMEHEHUS

Benodep®

Peruncrpanuonuslii Homep:

Toprosoe nassaunne: Benopep® (Venofer®)

MexaynapoiHoe HenaTeHTOBAHHOe WM IpynnupoBo4yHoe Haspauue: kenesa(lll)
FHAPOKCH]L CaxapO3HbIH KOMILIEKC

JlekaperBennasi popma: pacTBOp /Ui BHYTPUBEHHOTO BBEJICHUS

Cocras:
| M1 npenapara coepKuT:
Axmusnoe eeujecmeso:

sweneso(11T) 20 Mr

Bcnomozamenvhvie sewgecmesa:
HATPUsl THAPOKCUL 0-5 mr

B Buje 10 % pacTBopa HaTpus rHAPOKCUIA q.s. 10 poeenenus pH 10,5-11,0

BOJIA JUIS MUHbEKLIMH 580—-640 Mr

Onucanue

BozHeiii pacTBOp KOPUYHEBOTO LIBETA.

(DapMaKOTepaﬂeBTH‘leCKaﬂ rpynna: rnpoTHBOAHEMHYECKOE CPEJACTBO, Ipenapar xejesa i
MaApEHTEPAIBHOIO BBEACHMUA.

Kox ATX: BO3AC

dapmako./I0rHyecKHe cBoiicTBa
dapMakoAHHAMHKA

MexaHu3M JIEUCTBUSA

AKTHMBHBIH KOMIOHEHT nipenapata Benodep® — JKEJIE30-CaXxapo3Hblii KOMIUIEKC — COCTOMUT M3
aapa  MHorosjaepHoro ruapokcuaa kenesa(lll), okpyxkeHHOro OOJbLIMM  KOJHYECTBOM

HCKOBAJICHTHO CBA3AaHHBIX MOJICKYJT CaXapo3bl. CpC}lelﬂ MOJIEKYJIApHasA Macca 3TOro KOMIIJIEKca
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npuMepHo paBHa 43 x/la. CTpyKkTypa MHOTOAIEpHOTO 3Ke1e30COAepKallero sapa cXoJHa co
CTPYKTYpO# sapa Oenka ¢eppuTHHa — (PU3MOIOrMYECKOro JAENO jKeje3a. JTOT KOMIUIEKC
npeJHa3HavYeH A1 CO3[AaHUs YMpaBIIeMOro MCTOYHUKA YTHUIM3UPYEMOTro jKenesa A1s OeNKoB,
OTBEUAIOIIMX 3a TPAHCIOPT M JEMOHMPOBAaHME JKejle3a B OpraHu3Me (COOTBETCTBEHHO
TpaHcheppuHa U peppUTHHA).

[Tocne BHYTPUBEHHOrO BBEJECHHS MHOrOSAEPHOE JXKelde30coaepikallee sapo 3TOro KOMIUIeKcea
3aXBaTBIBACTCS MPEUMYIIECTBEHHO PETHKYJIOIHAOTEIHAIBHON CUCTEMOM TMEYEHHU, CeJIe3eHKH
M KocTHOro mosra. Ha cnenyromem srtame »ene30 UCMONb3yeTcs ISl CHHTE3a reMOorioOuHa,
MHOTJIOOMHA M JIPYTUX JKeJe30cojepKaiuX (GepMeHTOB, MO0 XpaHUTCS MPEUMYIIECTBEHHO
B reueHu B opme peppuTHHa.

DapMaKOKHHETHKA

Pacnipeienenue

DeppOKHHETHKA IHKENe30-Caxapo3HOro KoMruiekca, medenHoro >*Fe m *Fe, ouenupanach y
MalMEeHTOB C aHEMHEH M XPOHUYECKOH TMOYeUHON HEeJ0CTaTOYHOCThIO. B TeuyeHue mepBhIX
6-8 uacos *’Fe 3axBaThIBAJICA MEUEHBIO, CENE3EHKOM U KOCTHBIM MO3roM. CUMTaeTes, 4TO 3aXBaT
paZMOAKTUBHOM METKHM celle3eHKO, Goratoit Makpodaramu, sBIsSETCS THUITMYHBIM JUIS 3aXBaTa
’Kesie3a peTUKYIIOIHI0TeIHAIEHON CHCTEMOIA.

[Tociie BHYTPUBEHHOrO BBEJEHHMS OJHOKpPATHOH 1036l mpenapata Benodep®, comepskaineit
100 mr xkene3a, 310pOBbIM JA00pPOBOJIBLAM MAKCUMalbHbIE CyMMapHble KOHLEHTpALMK JKele3a
B CbIBOPOTKE JOCTUranuch yepe3 10 MUHYT rocie MHBEKLUU, PU 9TOM CPEIHSISE KOHLIEHTpALUs
coctaBiana 538 umone/a.  OObeM pacnpesiesieHUs] LEHTPaIbHOM  KaMepbl  MOJIHOCTBIO
COOTBETCTBOBAJ 00BbEMY M1a3Mbl (0KOJIO 3 11).

buorpanchopmanms

[locne wuubekuun caxapoza 1o Oojblied 4YacTH  pacrnajaeTcs, a MHOTosAepHOoe
KelesocoaepiKalllee  sAp0  3aXBaThIBACTCs  MPEUMYLIECTBEHHO  PETHKYJIO3HAOTEIMATbHOM
CUCTEMOM TMEYEHHU, CEIe3EHKH U KOCTHOro Mo3ra. Yepes 4 HeJenu rnocie BBEACHUS YTHIN3ALMS
KeJiesa SpUTpoLMTaMu cocTasisiet ot 59 10 97 %.

BeiBesieHue

Cpennss moneky/sipHas Macca JKese30-caxapo3HOro Komiuiekca npumepHo paeta 43 k/la, 4ro
JIOCTATOYHO MHOTO /ISl MIPEOTBPALIEHHS BbIBEICHUS Yepes MOYKH.

BeiBesieHue kerne3a MoYKamMu B nepeble 4 yaca nocjie MHbEKLMM 03Bl npenapata Benodep®,
coaepxkauei 100 mr skenesa, cocraBisiio MeHee 5 % oT BBejeHHOM 103bl. Yepes 24 uaca
CyMMapHasi KOHLIEHTpaLMs eJjle3a B ChIBOPOTKE CHMWKalach A0 YPOBHSI TMepel BBEIACHHEM.

BriBeaenue caxapo3sbl MOYKaMU COCTABIISIIO OKOJIO 75 % OT BBEIGHHOM J03bI.
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ITokaszanust K NpUMEHEHH IO
Benodep® npumensetcs a1a neuenus xene30aeGUUMTHBIX COCTOSAHMIA B ClIEYIOUIMX CTyYasnX:
® [pPH KJIMHWYECKOH NMOTPeOHOCTH B OBICTPOM BOCIOIHEHHH 3aMacoB xkeJie3a;
® y IMAlLMEHTOB, KOTOpbIE HE TMEPEHOCAT IMepopajibHble Tpernaparbl Keje3a WIH He
COOIOAIOT PEIKUM JIeYEHHS;
® [IpH HAJIMYKMU AKTUBHOIO BOCMAIUTEILHOrO 3a00JIeBAHUS KUILEYHHMKA, KOT/1a MepopasibHbie

rnpenaparsl jkene3a HedhHeK THBHEI.

ITpoTuBonokasanus
[pumenenue npenapara Benopep” npotuBonokasaHo B cieaylomux ciyyasx:
® [OBBIIEHHAs YYBCTBUTEJIBHOCTb K JKEJ1€30-CaXapo3HOMY KOMILIEKCY, PacTBOPY JKele30-
Caxapo3HOro KOMIJIEKCa WIM K JH000MY M3 KOMIOHEHTOB JAHHOTO JIeKapCTBEHHOrO
npenapara;
e aHemMs, He 00yCIIOBIEHHAs AeDULIUTOM Kele3a;
¢ HaJMYMe NPU3HAKOB MEPErpy3Ku JKEIe30M WM BPOKICHHBIC HAPYIIECHHs MPOLECCOB €ro
YTHIIN3ALIMHK;

e [ tpumectp GepeMeHHOCTH.

C 0CTOPOKHOCTBIO

[Taumenram ¢ OpOHXHATBLHON acTMOM, K3EMOM, MOJIMBAIIEHTHOMN alljieprueit, anaeprudecKuMu
peaklMsIMH Ha HWHBIE NapeHTepabHbIE Mpenaparbl XKeje3a W JIMIAM, HWMEIOLUM HH3KYIO
JKENe30CBA3BIBAIOLLYIO CIOCOGHOCTh CBIBOPOTKH /WK AeuumT donueBoii kucaotsl Benodep®
HY)KHO Ha3HayaTb C OCTOPOXKHOCTBIO. Takxke OCTOPOKHOCTH Tpedyercss MNpH BBEJACHWH
npenapaToB JKejle3a MNalMeHTaM C  TMEYEHOYHOH HEJ0CTAaTOYHOCTBIO, € OCTPBIMH  WJIH
XPOHHYECKMMHU UHPEKLIMOHHBIMU 3a00JIEBAHUAMU U JIMLIAM, Y KOTOPBIX MMOBbILIECHbI TOKa3aTe 1
¢eppuTHHA CHIBOPOTKH KPOBH B CBSI3H C TE€M, YTO MAPEHTEPATbHO BBOJMMOE JKEIE30 MOIMKET
OKa3blBaTh HEONAronpuaTHOE JEHCTBME NPHU HAIMYMM  OaKTepualbHOW WM  BUPYCHOM

HHpeKLHH.

[Ipumenenne Bo Bpemsi GepeMeHHOCTH H B MEPHO/ IPYAHOI0 BCKAPMJIHBAHHS

YMepeHHOe KOJMYeCTBO JaHHBIX [0 MNpUMeHeHuto mpenapata Benodep® GepemenHbMU
keHwmHaMu Bo I u Il TpumecTpax OepeMEHHOCTH He BBIABMIO KaKUX-IMOO yrpo3 ajis Marepu
MJIH HOBOPOJKIEHHOTO.

Oanaxo Benodep® cneayer npumensats Bo Bpems 11 u 111 TpuMecTpa OepeMEeHHOCTH TOJIBKO

TOraa, Korjaa noTeHuMrajlibHas roJjib3a AJid MaTepu MpeBbILLIACT MOTEHLIMAIbHbIN PUCK AJis 1110/44.

99399




[1N014041/01-290916

[IpumeHeHue npenapara B MepBOM TpUMECTpe OepeMEHHOCTH MPOTUBOMOKA3aHO.

Pe3ynbTaThl HCCeI0BaHUI HA KMBOTHBIX HE BBISBHIIM MPSAMBIX MM OMOCPEIOBAHHBIX BPEAHBIX
BO3JICHCTBUI HA TeueHHe OepeMEeHHOCTH, pa3BUTHE YMOPUOHA/TIIONA, POJBI WIIH MOCTHATAIBHOE
pa3BUTHE.

KonuyecTBO MAaHHBIX 1O BBIACIACHUIO JKeje3a ¢ TPyAHBIM MOJOKOM 4YelloBeKa [Mocle
BHYTPUBEHHOTO BBEJICHUS JKelle30-CaXxapo3HOro KOMILIEKca orpaHuyeHo. B pamkax HeGobioro
KJIMHUYECKOTO HWCCIEJOBaHUS 3/I0pOBBIE, KOPMALIME TPYAbI0 Marepu ¢ neduuuToM skenesa
nonyuyanu 100 Mr skenesa B BUJIE Kelle30-caXapo3Horo komruiekca. Yepes 4 Hs rocie evyeHus
coJepKaHUe JKesle3a B TPYJHOM MOJIOKE He TMOBBIIAIOCh, M Pa3HUIBI B CPaBHEHUH C
KOHTPOJIbHOW rpynmnoit (n=5) He Habmoaanock. Henb3s UCKMOUUTB TOT (akT, YTO Kele3o M3
npenapata Benodep® MokeT nocTymaTh HOBOPOXKAEHHOMY/MIAJEHIy ¢ MOJOKOM MaTepH,

[MO3TOMY CIAEAYET NMPOBOAUTH OLICHKY COOTHOIIEHUA PUCKA U TTOJIB3EI.

Cnoco6 npuMeHeHHsl ¥ 103bl

[TpumeHeHue

Ipenapatr Benodep® BBOAMTCA TONBKO BHYTPHBEHHO: TyTeM KaredbHOH HWHPY3MH, WIH
MeJUIEHHOH MHBEKLIMH, WIIH HETIOCPEICTBEHHO B BEHO3HBIN Y4aCTOK AMATU3HON CHCTEMBI.

[Tepen ucnonw3oBanueM ammyibl/GiaakoHbl ClelyeT OCMOTPETh Ha MPEJMET OTCYTCTBHS OCajIKa
UIM noppexaeHui. Mcnosnb3oBaTe cieayeT TOJNBKO amimysibl/¢iakoHbl € OJAHOPOJAHBIM, HE
COZIepIKallMM Oca/lka pacTBOPOM KOPUYHEBOTO LIBETA.

Kaxnas amnyna/¢nakon npenapara  Benopep® npeanasHauyeHbl MCKIIOUMTENBHO I
0JIHOpA30BOr0  MUCMOJb30BaHMUA. JIOOble OCTaTKM  HEUCMOIB30BAHHOTO  J€KapCTBEHHOTrO
npenapara WIM €ro OTXOAbl CJEAYeT YTWIM3UPOBATH B COOTBETCTBUM C JIOKAJIbHBIMH
TpeGOBaHUSIMH.

Beenenue npenapara Benopep® 10mKHO OCYlIECTBIATLCA MOA HAGIOAEHHEM MeEIHIIMHCKOTO
MepcoHana, UMEIOILEro OMbIT AUArHOCTUKK U JIeUeHHsl aHaUIAKTUYECKUX PeaKlnii, B YCIOBHSX
CrielMalM3upoBaHHOro otaeineHusd. JlomkHa ObiTh oOecrneyeHa BO3MOMKHOCTH MPOBEACHHUS
NPOTUBOLIOKOBOM Tepanuu, Bikmouatowas 0.1 % pactBop snuHedpuHa (aapeHanuHa),
AHTUIMCTAMUHHBIE W/WIM KOPTUKOCTEPOMWHBIE Tpernaparbl. TecT-103a He ABISETCS HaJAeKHBIM
MPOrHOCTHYECKMM (aKTOPOM pa3BUTHs B MOCJEAYIOIIEM peaKLUid rUrnepuyyBCTBUTEIBLHOCTH, B
CBSI3U C YEM €€ MpeBapUTEIbHOE BBEICHHUE HE PEKOMEH 1yeTC .

Bo Bpemsi BBeseHusi npenapara M HEMOCPEACTBEHHO [M0CJ€ BBEACHUS MALMEHTBI JOJIKHBI
HAXOAUThCs 1Mo HabmoaeHHeM Bpaya. [Ipu nosBieHUH NepBBIX MPU3HAKOB aHA(DUIAKTUYECKHMX

peaKum‘i I[IPUMECHCHUE MIperiapaTa JOJI2KHO OBITh HEMCIJICHHO MPEKpalICHO.
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HeoOxoaumo HaOmoOAaTh 32 KaXIbIM MAalMEHTOM B TeYeHHWEe Kak MUHMMYM 30 MHMHYT nocie
KaXJI0ro BBeJeHUs mpenapata Benopep® B TepameBTHueckoil 103e Ha MpeAMET OTCYTCTBHS

HeXeJlaTeJIbHBIX ABJICHUH.

Buympusennas xanenvnas qu)vmﬂ |

Benodep® pazsoautcss Tombko crepunbHeM 0,9 % (Macca/oGbeM) pacTBOPOM HATPHS XJIOpHIA
(NaCl). Pa3BenenHblii pacTBOp H0KEH OBITH MPO3payHbIM, KOpUYHEBOro Lpera. PasseaeHue
Clle/lyeT MPOU3BOJUTH HEMOCPEJCTBEHHO Tepe] MHQY3Uel, a MOdyuyeHHbIH pacTBOp cleayer

BBOJMTDH CJICAYIOLIUM 00pa3om:

Jloza npenapara MaxkcumaibHbli 00beM
Jlo3a npenapara
Benodep® pa3Be/leHHsl CTePHJIBHOIO MunumaibHoe
Benodep®
(M mpenapara 0,9 % (macca/o6bem) BpeMsi HHPY3HH
(Mr xejie3a)
Benodep®) pactBopa NaCl
100 mr S Ma 100 mn 15 MunyT
200 mr 10 ma 200 ma 30 MUHYT
300 mr 15 ma 300 mn 1,5 yaca
400 mr 20 M 400 mn 2.5 yaca
500 mr 25 M 500 mn 3,5 yaca

Pa3Benenue npenapara 10 6ojiee HU3KUX KOHIEHTPALIMi jKele3a HeJOMYCTHMO MO MPUYMHAM,

CBA3aHHBIM CO CTAOMIIBHOCTBIO pacTBOpa.

BHympueeHHa;z UHBEKYUA

Benodep® MOKET BBOAMTHCA MyTeM MeUIEHHOH BHYTPMBEHHOH MHBEKLMH CO CKOPOCTBIO | M
Hepa3BeJCHHOTO PacTBOPa B MUHYTY U €ro J03a He A0/pkHa npesbimars 10 M (200 Mr xkenesa)

Ha WHBEKILHHO.

Huvexyusa 8 6eHO31bLU YHACMOK OUAIUZHOU CUCMEMBL

Benodep® MOKHO BBOAMTH BO BpeMs CeaHCa IeMOAMANM3a HEMOCPEJCTBEHHO B BEHO3HbIi
YYaCTOK JAMAJIIU3HON CHUCTEMBI MPHU COOMIOJCHUU TEX Ke YCIOBUM, YTO W IS BHYTPUBEHHOM

HHBCKLHUH.

2!03131

Jlng  Kaxaoro mnauMeHTa ciaeayeT MHIWBHAYaTbHO pPACCUUTBHIBATH KYMYJSTHBHYKO 103y

npenapara Benodep®, KoTopyto Hellb3s NpeBbILATh.
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O6mmas KyMyJaTHBHas 7103a npenapata Benodep®, skBuBanenTHas obleMy aeduuuTy Kenesa

(Mr), onpesiesiseTcs Ha OCHOBaHMMU cojepykanus remornoduna (Hb) u maceel tena (MT). Jlozy

rnpemnapara BCHO(bCp® CIEAYET HWHAMBUAYAJIBHO pacCUYUTHIBATL JIA KaXKJA0ro rmnauueHTa B

COOTBETCTBUM C OOIIMM JeULIMTOM JKele3a, pacCHMTAHHBIM M0 HUKENpHUBEAEHHON (opmyie

["aH30HU, Hanpumep:

O6mmit nepuumT xKese3a [Mr]| = macea Tena [kr] X (uesieBoe coaepkaHue reMorjao0HHa —

(daxkTHyeckoe coaepkanue remoryioouna) [r/a) x 0,24* + renoHupoBaHHoe KeJe30 [Mr)

[1pu macce Tena Menee 35 r:

[Tpu macce tena 35 kr u Gonblue:

HeleBoe cojepkaHue remornobuna = 130r/n, a

KOJMYECTBO JICTIOHUPOBAHHOIO Kkene3a = 15 Mr/kr

MacCcChI T€J1a

esieBoe cojiepxkanue remorsnodouna = 150 r/n, a

KOJIMYECTBO JEMOHUPOBAHHOTO xkene3a = 500 mr

* Koagduumenr 0,24 = 0,0034 (comepxanue xenesa B remorinooune = 0,34 %) x 0,07 (macca

KpoBHU = 7 % ot Maccsl Tena) x 1000 (nepeson [r] B [Mr])

O61iee konuuecTBo npenapara Benodep®,

KOTOpOE ClIelyeT BBECTH (B MJ1)

O0wwmit peduumr xenesa [mr]

20 mr xkenesa/mi

O6uee konuuecTo npenapata Benopep® (M), KOTOpoe clieyeT BBECTH, B 3aBUCHMOCTH OT

*
MacCcChI T€J1a, (baKTHLleCKOFO CoACpXKaHUA reMorjao0uHa u LEJIEBOro COACPKAHWA reMornoouHa :

O6mee kosimvecTBO npenapata Benodep™
Macca (20 mr skesie3a Ha MJT), KOTOpOE ClIeyeT BBECTH

Teja reMor.JIo0uH reMoryio0uH remMorJ100uH reMorjio0MH

[kr] 60 r/n 75 r/n 90 r/n 105 r/n
mr Fe M1 mr Fe MUl mr Fe MJI mr Fe M
5 160 8 140 74 120 6 100 e
10 320 16 280 14 240 12 220 41
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
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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 37 980 49

50 1580 79 1400 70 1220 61 1040 52

55 1680 84 1500 75 1300 65 1100 33

60 1800 90 1580 79 1360 68 1140 37

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

80 2220 111 1940 97 1660 83 1360 68

85 2340 117 2040 102 1720 86 1420 71

90 2440 122 2120 106 1800 90 1480 74
* TIpu macce Tena meHee 35 Kr: [leneBoe coaepkanue remornoduna = 130 r/n
[Tpu macce tena 35 kr u Gonblue: [{eneBoe coaepkanue remornoouna = 150 r/n

Jlns nepeBoaa remorno0uHa (MMoJib) B reMorioOuH (1/11) yMHOKbTE NepBoe 3HauyeHue Ha 16.
Ecnu o6mas Heobxoaumas 103a NMpeBbIlIaeT MaKCUMaIbHYIO JI03BOJIEHHYIO OJIHOKPATHYIO J103Y,
ee ClIe/lyeT pa3/ie/IMTh Ha HECKOJILKO BBEICHHUH.

Ecnn yepes 1-2 Henenu He HabGmroaeTcs OTBETA CO CTOPOHBI FEMATONOTHUECKUX MAPAMETPOB,

MepBOHAYaJIbHBIN JIHArHO3 ClIe/1yeT MepPecMOTPETh.

Pacuem 0o03bl Ons 6ocnonnenuss 3anacos icenesa nocie Kpogonomepu wiu npu  coaue
aymonocudHoll Kposu

Jlosy mnpenapata Benodep®, Heobxomumylo s KOMIeHcauuu JAedUIMTA Kele3a, MOKHO -
paccyMTaTh Mo CleAyOUUM GopMyTaMm:

Eciu_koauyecTBo notepsHHON KpoBM u3BecTHO: BBejaeHue 200 mr skenesa (10 M npenapara

Benodep®) A0KHO NPUBOAMTE NMPUGIMZUTENBHO K TAKOMY K€ TOBBIMIEHHIO KOHLEHTPALMH
reMorj00MHa, 4to W nepenvBanue | nopuuu kpou (400 M1 ¢ KOHLEHTpaLHeH reMorjioduHa =

150 r/n).

KonuvecTro xkenesa, kotopoe KOJMYECTBO MOPLMIA MOTEPSIHHOM

HE0OXOAMMO BOCIIOIHUTE [Mr] KpoBH x 200 mr
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WITH
HeoGxoauMmelii 00beM rpenapata KOJIMYECTBO MOPLIMH MOTEPSIHHOM
Benodep® [mn] KpoBHu % 10 mn

Ecnu cojepikaHue reMorjao0MHa HWKE JKeJIaeMOro: (bopMyna npeanojiaraeTt, 41o JACro XKeJieia

MOMOJHATL He TpeOyeTcs.

KonuyecTBo kene3a, KOTopoe HEOOXOAMMO BOCHOJHUTH [Mr]= macca tena [kr] x 0,24 x

(ueneBoe cozepkaHue reMorno0uHa — hakTuyeckoe cojiepkanue reMmoriaoouna) [r/n]

[Tpumep:
[Tpu macce Tena = 60 Kr U CHWKEHUHU cojiepkaHus remMornoouna = 10 r/n
= = 150 mr xene3a HeOOXOAUMO BOCIOJIIHUTH

= HeobxoaumMo 7,5 M npenapara Benodep®

MakcumasbHas NEpeHoCHMas pas3oBasd U HEIACIbHAA JA03bl YKa3aHbl HHIKXE B pasjciiax
<<CTaHIlapTHbl€ J103bI» U «MakcuMmanbHas nepeHocuMas pasoBas U HEACIbHAs 103bI».

Cmanoapmmubwie 003o1

Ilayuenmer 83p0ocio2o u nodiCU1020 803pacma

5-10 mn npenapara Benodep® (100-200 mr sxenesa) 1-3 pasa B Heaelo.

Bpems BBeeHus npenapara u cnocoO pa3BeieHUs yKazaHbl B pazjene «[IpumeHenue».

Jlemu

Mmeercs nuiib yMepeHHOE KOJMYECTBO JaHHBIX O NMPUMEHEHWH Tperapara y jJeTeil B pamkax
uccneoBanuil. B cayvae kiMHMYecKoi HEOOXOJMMOCTH TMPUMEHEHUs He PEKOMEHIyeTcs
npesbimath 103y 0,15 ma npenapara Benodep® (3 Mr jkenesa) Ha Kr Macchl Tela He yaiue 3 pa3
B HEJIEJIIO.

BpeMﬂ BBCJICHUSA MperiapaTta u Crocoo pa3BCACHHUA YKa3aHbl B pa3aciic <<anMCHCHHC».

Maxcumansno nepenocumasn pazosas u HedeibHas 003bl

Haz;uenmbz 63POCJI020 U NOJACUII020 803pacma
MakcumaibHas nepeHocumas n103a B CYTKMU, BBOJAMMAs B BHUJIC MHBCKLIMUU HE Yalle 3 pa3

B HECJICJIIO!:

e 10 ma npenapata Benodep® (200 Mr skene3a), BBOAMMBIE B TeUeHHE MUHUMYM |0 MHHYT.
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MakcumanbHas nepeHocumasi j103a B CYTKM, BBOJAMMAas B Buae HMHQy3uM He vaume | pasza

B HEJIEIHO:

e [launentsl ¢ maccoit Tena Gonee 70 kr: 500 Mr xkene3a (25 mn npenapara Benodep®),
BBOJMMBIE B TeUEHUE MUHUMYM 3,5 4acos.

e [laumentsl ¢ Maccoii Tena 70 Kr 1 MeHee: 7 Mr jKese3a/Kr Macchl Tesla, BBOJUMBIE B TEUCHUE

MHHUMYM 3,5 yacos.

Crnenyer cTporo npuaepkuBaThes BpeMeHH MHQY3WH, yKazaHHOro B pasaeie «[IpumeHenue»,

JlaXKe eClIM MalUeHT He MOTYYHIl MAKCHMAIbHOM NepeHOCHMON pa3oBOii 103l

[ToGounoe neiicTBHE

HaunGonee uactoii HexenarenbHOW nekapcTBeHHOM peakuueit (HJIP), perucrpuposaBuieiics
B paMKax KJIMHHYECKMX HMccleloBaHMil npenapata Benodep®, sBnsnoch W3MeHeHHe BKYCOBBIX
ouLylIeHUH, KoTopoe Habmojanochk ¢ uactotoi 4,5 spnenus Ha 100 cyObekros. HauGosee
BAXXHBIMU  CEPbE3HBIMHU  HEXKEJATebHBIMM  JICKAPCTBEHHBIMM  PEAKLMAMM,  CBS3aHHBIMM

¢ npuMeHeHueM mpenapata Benopep®, BAsIMCh peakUMM TMMNEPUYBCTBUTENBHOCTH, KOTOPHIE

HaOmojanuch B pamMKax KJIMHMYECKHX HccienoBaHuit ¢ yacroroi 0,25 gBieHus Ha

100 cyOobexToB.
B Tabauue  Hwke  mpeicTaBieHBl  HeXenarelbHble  JIEKAPCTBEHHBIE  PEaKI|H,
3aperHCTPUPOBAHHBIE TOC/E NpUMEHeHUs mnpenapata Benodep® B pamkax KJIMHHYECKMX

UCCIIEIOBAaHUM, a TAKIKE B [MOCTPETrUCTPALIMOHHOM TMEPUOE.

CHCTeMHO- Yacteie Heuacteie (=1/1000, | Peaxue (=1/10 000, Yacrora

oprauublii Kaace | (>1/100, <1/10) <1/100) <1/1000) HeussecTHa'

Hapyumenus co
['unepuyBcTBUTENb- peakLuu,
CTOPOHBI
. HOCTb AHTMOHEBPOTH-
HMMYHHOI CHCTeMBbI
YECKUI OTeK

AnadunakrouaHble

CHMKEHHBIH

["on0BHas 601b, YPOBEHb CO3HAHM,
Hapymenus co Hapyuenue
rOJIOBOKPYIKEHHE, CMyTaHHOCTb
CTOPOHBbI HEPBHOI BKYCOBBIX OOGMOpPOK, COHJIMBOCTD
napecTesus, CO3HaHM4, NoTeps
CHCTEMBI OLLYLIEHHi
rUnecTesuns CO3HaHMs, TPEBOTa,
Tpemop
Hapymenusi co OuryuieHue bpanukapaus,
CTOPOHBI cepauna cepauedueHus TaxXUKapaus
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CucremHo-

OpraHHbIi KJjace

Yacroie

(=1/100, <1/10)

Heuactoie (>1/1000,
<1/100)

Peaxue (>1/10 000,
<1/1000)

Yacrora

Heu3BecTHa'

Hapyumenus co

CTOPOHBI COCY/10B

CHuxeHmne
apTepuanbHOro
JIaBJICHMUS,
apTepuaibHas

FHIICPTCH3UA

['unepemus, ¢nedur

CocyucTslii
KOJLarc,

TpoMbodaeouT

Hapymenus co
CTOPOHBI
JAbIXATeJIbHOH
CHCTEMBbI, OPraHOB
IPYAHON KJIETKH U

cpeaocTeHust

OpnpbIka

Bpoxxocnasm

Hapymenus co
CTOPOHBI
KeJyI09HO-

KHIIEYHOIo TpaxKkTa

TowHoTa

PBoTa, 001k B 3KHBOTE,

Japest, 3anop

Hapymenus co
CTOPOHBI KOKH H

MOJAKOKHBIX TKAHEI

3ya, chilb

KpanusHuua,

spuTemMa

Hapymenus co
CTOPOHBI CKEJIETHO-
MbIIIEYHOI 1
COeAMHHUTEJIbHOM

TKaHH

MpblLieuHble Cra3Mbl,
MU, apTpajrus,
00J1b B KOHEYHOCTAX,

00JIb B CITHHE

Hapymenus co
CTOPOHBI MOYEK U
MOYeBbIBOASIIINX

nyreii

Xpomatypus

Oo6mmue
paceTpoiicTBa U
HAPYLIEHHsI B MecTe

BBeE/IEHHUSA

Peakiuu B Mecte
UHBEKLMH/ MHDY

3un?)

O3H00, acTeHus,
YTOMJII€MOCTb,
nepudepuyeckue

OTeKH, 00JIb

bonb B rpyau,
TUTEePrujipos,

MUpeKcHs,

XO0JOAHBIHN 0T,
ob1ee
HeJIOMOraHue,

0JIeIHOCTh
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CHCTeMHO- YacTeie Heuacrteie (21/1000, | Peaxue (=1/10 000, Yacrora

oprauuelii knace | (>1/100, <1/10) <1/100) <1/1000) HemnsBectHa'

[ToBbIlIEHUE
AKTUBHOCTH ramma-
Ty TaMUJITPaHC-

(hepassbl, noBbILLIEHHE

AKTHBHOCTH

alaHMHAMHHO- [ToBbItneHne
JlabopaTopHbie u
TpaHchepasbl, AKTUBHOCTH
HHCTPYMEHTAJIbHbIE
TMOBbILICHHE NMaKTaTAErHJIpo-
JAaHHBIE
aKTHUBHOCTH reHasbl B KPOBU
acrnapraTaMHHO-

TpaHcdepassl,

MOBBILIEHHE YPOBHS
(heppuTHHA B razme

KPOBH.

Y CriontanHble cOOGLEHHUS, NOJTYUYEHHbIE B OCTPErHCTPALIHOHHOM nepuo/jie

2 HauGonee wuacTele: 6Goab B MecTe MHBEKUMH/MHPY3UM, SKCTpaBasalus B MecTe
MHBEKUMM/MH(Y3UH, pa3pakeHUe B MeCTe WHBEKUMM/MHDY3UM, peakuus B  MecTe
WHBEKUMH/MH(Y3MH, M3MEHEHME OKpAlMBAHWS KOKM B MeCT€  MHBEKUMH/MHDY3NH,
KPOBOIOATEK B MECTE MHBbEKLIMHU/UHDY3UH, 3y]1 B MECTe HHBEKLIMH/ MH(Y3HUH.

IlepenosupoBka

[lepeno3upoBka MOXKET BBI3BIBATE MEPErpy3Ky JKENE30M, KOTOpas MOXKET TpOSBISTHCS
CUMIITOMaMH  remocuziepo3a. [lepeo3upoBky — cieayer  Je€4uTh ¢ MCMOIB30BAHUEM
XEIaTUPYIOLIETrO CPEACTBA /IS CBA3BIBAHMA JKe€3a WM B COOTBETCTBMH CO CTaHAapTaMM

MEAMLIMHCKOM MPAKTUKH.

B3anmoseiicTBure ¢ ApyruMu JieKapcTBEHHBIMH CPEACTBAMH

Kak 1 npu npumeHeHMH BceX MapeHTepasbHBIX Mpenaparos skelesa, npenapat Benodep® e
PEKOMEH/1yeTCsl PUMEHSTh OJJHOBPEMEHHO € MepopasibHbIMU TpenapaTaMu jKele3a, MoCKOIbKY
BCACBIBAHWE MEPOPATBHOIO JKE/Ie3a MOMKET CHWKATBCS, MOITOMY TEPANMIO MepopajbHbIMU
npenaparami jkejiesa CjelyeT Ha4uMHATh HE paHee, yeM uepe3 S5 JHel rnocie nocieaHeit
MUHBEKLIUH.

Benodep”™ mokHO cvemmBaTh ToabKo co crepuabnbim 0,9 % (macca/oObem) pacTBopom
HaTpusi xjopuaa. [lpu cmewMBaHWM ¢ JIpyrHMH  pacTBOpamM WJIM  J1€KaPCTBEHHBIMM

[pernaparaMm HUMEETCA PUCK BBIMAJCHUSA Ocajika u/unm B3aumoaehcTBUs. COBMECTUMOCTh €

A
«w
(Te)
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KOHTCﬁHCpaMH U3 APpYruxX MaTeprualoB, MOMUMO CTEKJIA, MOJIUITUIIEHA U TTOJIMBUHUIIXJIOPpUIA, HE

M3yueHa.

OcobOble ykazanusi

[TapenTepanbHO BBOAMMBIC [penapaThl Jkele3a MOTYT BBI3BIBATH AJUICPTHUECKHE  WITH
aHa(MIAKTOUIHBIE PEAKLMM, KOTOpbIE MOTEHLMAIBLHO MOTYT OBITH JIETAJIbHBIMH, TMO3TOMY
B HAJIMYMM JIOJDKHBI UMETHCA MPOTHBOAITIEPrHYECKHE TpenapaTel, a Takke 000pyI0BaHHE IS
MPOBEJICHUs  CEPACYHO-JIErOYHOW peaHuMalMM M COOTBETCTBYIOWIMX mnpoueayp. [locie
MPE/IIECTBOBABIIMX HEOCIOKHEHHBIX BBEJCHUH MapeHTEPaTbHBIX KOMIUICKCOB JKeje3a TaKkKe
OTMEYaIMCh PeaKiiii MUIepuyBCTBUTENbHOCTH. [Tocie Kak1oii nHbekuuu npenapara Benodep®
3a BCEMM MALMEHTAMH ClIe/lyeT HaOMOAaTh Ha MPeAMET OTCYTCTBUS HEXKeaTeIbHBIX SIBIEHHI B
TEYEHUE KaK MUHUMYM 30 MUHYT.

[TaumenTam, UMErOIMM B aHaAMHe3e OPOHXHAIBHYIO aCTMY, 3K3eMY, JPYrHe BHJIbl aTOMMYECKHUX
AIEpruid MM aJUIEprUYeCcKUe peaklMH Ha JIpYrde MapeHTepalbHble [pernapaThl jKelesa,
npenapat Benodep® creayeT npuMeHATH ¢ OCTOPOKHOCTHIO, MOCKOIBKY TAKHE MALMEHTHI B
0COOEHHOCTH MOTYT MMETh PUCK Pa3BUTHS alLlIEPrUYECKOM PEaKLIMH.

[Taunentam ¢ HapyumieHHeM (QYHKUWHM TIEYEHH NapeHTEpaibHOE Kele30 CleayeT MPUMEHSATh
TOJIBKO MOCJIE THIATENbHON OLIEHKH COOTHOIIEHMS! pUCKa U Mosb3bl. [TaleHTam ¢ HapyleHHeM
GyHKUMM neyeHM, KOrja neperpyska JKelae3oM SBISETCS MPOBOLMPYIOLIMM (akTopoM, He
CIIC/1yeT NPUMEHATH MapeHTepaibHOe XKeae30. [ Toro 4yroosl n3bexkaTh neperpys3ku xKeae3oM,
PEKOMEH/IyeTCsl MPOBOAMTD THIATENbHbBIH MOHUTOPUHI YPOBHS JKeJjie3a B OpraHu3Me.
[lapenTtepanbHoe kKee30 cleiyeT MPUMEHATh C OCTOPOKHOCTBIO MPU HAIMYMM OCTPOM WIIH
XpoHuueckoil  uHdexkumu. [Tlauventam ¢ OakTepueMued pPeKOMEHJYETCs  MpPeKpaTHTh
npumeneHne npenapata Benodpep®. Y naumentoB ¢ XpoHuueckoii uHdeKiMed cieayer
MPOBECTH OLIEHKY COOTHOLLEHUS PUCKA U TMOJIb3bI.

Caeayer n3berath MPOHUKHOBEHMUs Mpenapara B OKOJIOBEHO3HOE MPOCTPAHCTBO, MOCKOIBKY 3TO
MOJKET T[pPHUBECTH K TMOABJIEHUIO OOIM, Pa3BUTHIO BOCMAICHUS M OKPALIMBAHUIO KOXKM B
KOpUYHEBbIH 1BET. B ciyyasx HenpeaHamMepeHHOro TMPOHWKHOBEHWS —Mpenapara B
OKOJIOBEHO3HO€ MPOCTPAHCTBO JIEYEHHUE CIIEYET NMPOBOAUTH B COOTBETCTBMM CO CTaHAApPTaMH
MEAULMHCKOW MPAKTUKH.

Benopep® cremyer npumeHsaTh TONBKO B TeX clyyasx, KOIJa [MOKa3aHHe K MPUMEHEHMIO
MOATBEPKIACHO  pe3yjibTaTaMd  COOTBETCTBYIOLUMX — MCC/IEIOBAaHWH  (HampuMep, YpOBEHb
¢eppuTHHa B CHIBOPOTKE, YPOBEHDb HACBILLEHUS TpaHcheppUHa, coaepkanue remoraoouna (Hb),
spuTpouMTapHele nokasaream — MCV, MCH, MCHC).

Cpok 200H0CmU ROC1E RePB8O20 BCKPbIMUA KOHmMelHepa
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c MHKpO6HOHOFH‘lCCI\'Oﬁ TOYKH 3p€HUA, pernapar CJICAYET UCTTOJIB30BaTh HE3AMEIUTUTEIIBHO.

Cpok 2oonocmu nocie pazeeoenus 0,9 % pacmeopom nampus xnopuoa (NaCl)

Xumuueckas M ¢usnyeckas cTaOUIBHOCTB MOC]E pa3BeIeHUs MPU KOMHATHOH Temrieparype
(15-25 °C) cocrapaser 12 yacoB. OpHAKO ¢ MHKPOOMOJIOTHUECKONH TOUKM 3peHMs, mperiapar
ClIEIyeT MCIOJIb30BaTh cpa3y nocie pa3peaeHus. Ecau npenapar He ObUT HCMOJIB30BAH cpasy Ke
nocJjie pa3BeJeHUs, TOT, KTO UCIOJIb3YET AaHHBII pacTBOP, HECET OTBETCTBEHHOCTD 3a YCJIOBHUS U
BpEMS XpaHEHUs MOCje pa3Be/IeHUs, KOTOpPOE B JIKOOOM cliyyae He J0JDKHO MPEeBbILATh 3 4acoB
MPU KOMHATHOW TeMmrepaTrype, KpoMe TeX CIIy4yaeB, KOrja pasBeJeHue OblJI0 BBIMOJIHEHO B

KOHTPOJMPYEMbBIX U HAJICKALUNUX ACCTITUHYCCKUX YCIIOBUAX.

Biausinne Ha cnoco0HOCTH yNpaBasiTh TPAHCHOPTHBIMH CpPeICTBAMH HJH paboTaTh
¢ APYrHMH MeXaHH3MaMH

JlaHHBIX O BIMSIHUM HA CMIOCOOHOCTH YNPAaBISATh TPAHCIIOPTHBIMH CPEJACTBAMM WM paboTaTth ¢
JPYrUMHU MeXaHU3MaMH He umeercss. OHAKO HEKOTOpBIE HEXKenaTelbHble peaklnH (Takue, Kak
FOJIOBOKPY)KEHHUE, CIYTAHHOCTb CO3HAHUSA M Tmpoure (ykazansl B pasjene «lloGounoe
JCHCTBME»)) MOTYT OKa3blBaTh HEraTUBHOE BJIMAHWE HA  CHOCOOHOCTH  YINPAaBJISATH
TPAHCIIOPTHBIMU CPECTBAMH MM paboTaTh ¢ JApyruMH MexaHusmamu. [laumeHtam, y KOTopbix
OTMEUAIOTCs JIAHHBIE HEXEJAaTe/IbHbIE PEAKIIMU, PEKOMEHI0BAHO BO3JEPIKATHCS OT YIpaBJICHUs
TPAHCIIOPTHBIMU CPEACTBAMU MM pabOTHI ¢ IPYTHMHU MEXaHU3MaMH JI0 MOJHOT0 UCYE3HOBEHUS

JAHHBIX CUMIITOMOB.

Dopma BbIyCKa

PacTeop 115 BHyTpuBeHHOTO BBeAeHHsS 20 Mr/mi.

[To 5 mu npenapara B GecuBeTHble, NMpo3payHbie cTekIsHHbIE ammyabl (Tun [ mo Esp. @.),
MMEIOLIIME HACCUKY Ha IIECHKe aMITyJibl U TEXHUUECKUE 1[BETHBIE METKH B BHJIE OJIHOTO WIIH JIBYX
000/IKOB W TOUKH.

[To 5 mu npenapata B GecupeTHble, Mpo3payHbie crekIsHHbIe (uaakoHbl (tun | no Esp. @.),
3aKpBIThIE IACTUYHON MPOOKOH U ATFOMMHHEBBIM KOJINTAYKOM C OTPBIBHBIM 3JIEMEHTOM.

[lo 5 amnyn uam GpnakoHOB B KOHTYPHOH AYEHKOBO# yraKOBKe M3 MOJIMBUHUIIXJIOPH/IA BMECTE €

MHCTPYKLMEH 10 MPUMEHEHMIO YITAKOBBIBAIOT B KAPTOHHYIO MayKy.

YciaoBust xpaneHust
B opurunanbHoit ynakoBke npu temmneparype He oiuie 25 °C.
[IpenapaT He MOAIEKUT 3aMOPAIKUBAHHIO.

XpaHuTh B MeCTaX, HEOCTYIHbIX /ISl ACTEH.
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Cpok roanoctn
3 roxa.

He IMMPUMEHSATD MO UCTEHEHHUH CPOKaA rOTHOCTH.

YceaoBust ornycka

[To peuenry.

FOpuanyeckoe JHIO, HA HMSI KOTOPOr0 BBIJAHO PErHCTPAUHOHHOE YA0CTOBepeHue /
Komnanus, ocymecTBiasiiomasi BbIMYCKAI MM KOHTPOJIb KAa4ecTBa

Budop (Murepusnn) Unk.

Pexenmrpacce 37, 9014 Cr. lNannen, Ulseiiuapus

Vifor (International) Inc.

Rechenstrasse 37, 9014 St. Gallen, Switzerland

Ten. +41 58 851 84 84. dakc: +41 58 851 85 75.

DnekrponHas nourta: info@vifor.com

IIpousBoaurenn

BUIICO I'm6X, PoGept-I"epsur-Illtpacce 4, 78224 3unren, ['epmanus

(BIPSO GmbH, Robert-Gerwig-Strasse 4, 78224 Singen, Germany)

AitJluTu buonoruka I'm6X, Am ®apmanapk, 06861 Jleccay-Poccnay, ['epmanus
(IDT Biologika GmbH, Am Pharmapark, 06861 Dessau-Rosslau, Germany)

Opranuszanus, NPpUHAMAKOLIAS NPETEH3HH noTpeduTeeii
000 «Takena apmMacblOTHKAICH

119048, r. Mocksa, ya. Ycauesa, . 2, ctp. |

Ten.: +7 (495) 933 55 11. ®akc: +7 (495) 502 16 25.
DeKkTpoHHas rnoyra: russia@takeda.com

Hurepner: www.takeda.com.ru

['napa [lpeacraButenscraa

bupmbr «Budop (Mutephsmnn) Uuk.» Bacunbera H.I'.
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