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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITIAPATA

Opansdon, 30000 ME/0,75 ma (40000 ME/mi1), pactBop [Uisi BHYTPHBEHHOTO M IIOJKOKHOTO
BBC/ICHUSI.

Opansdon, 36000 ME/0,9 mit (40000 ME/Mi), pacTtBOp Ui BHYTPUBEHHOIO M IOJKOKHOTO

BBCIACHUS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
2.1. O0mee onucanue
Ono3tuH  anb(a MpeacTaBiIseT CcoOOH  OUYMIIEHHBIH TVIMKOMPOTEWH, TOJXYYEHHBIH C

HCIIOJb30BaHUEM KJIETOK SMUHHUKA KUTAMCKOTO XOMSYKa 10 TEXHOJOTHHU peKOM6I/IHaHTHOI>'I IIHK

2.2. KayecTBeHHBIN U KOJNYECTBEHHBIN COCTAB
JleiicTByro1ee BemeCcTBO: MOATHH allb(a.

Opansdon, 30000 ME/0,75 mu (40000 ME/min), pacTBOp JUll BHYTPHMBEHHOIO M ITOJAKOXKHOTO

BBEJICHUS
Kaxnaprit mmpun oobemom 0,75 mit copeprkut 30000 ME snostuHa anbda (3puTpornoITHHA).
BcrmomorarenbHbie BemecTBa, HAIMYME KOTOPHIX HAJ0 YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npemnapara: HaTpuil (cM. pasaen 4.4.).

Opansdon, 36000 ME/0,9 M (40000 ME/mi), pacTBOp Uil BHYTPUBEHHOTO M ITOJAKOXKHOTO

BBCJIACHUA

Kaxnprii mmpui oosemom 0,9 mit cogeprxut 36000 ME smostuna anbda (3puTporiosTuHa).
BcnoMoraTenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npemnapara: HaTpuii (cM. paszen 4.4.).

[TonHBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp M1 BHYTPUBEHHOI'O U IOAKOXKHOT'O BBEICHHUS.

[Ipo3paunast OecuiBeTHAS YKUIKOCTb.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapar DpanbdoH MmokazaH K MPUMEHEHHIO Y B3POCIBIX B Bo3pacTe oT 18 jeT.
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3JI0KaYECTBEHHOW JIMM(OMe MM MHOKECTBEHHOW MHEIOME, MOIYYarolUUX XMMUOTEPAIUIO
(U1 TeYeHUst aHEMHUH U CHUKECHUS TIOTPEOHOCTH B TPAHC(Y3HAX ).

— B pamkax npeneno3uTHOH mporpamMMsl nepes; OOIMMPHBIM XHPYPTUYECKHM BMEIIATEIbCTBOM
y B3pOCIBIX TAlMEHTOB C TIeMaTOKpUTOoM, paBHBIM 33-39 %, ans oOnerdeHus cOopa
ayTOJIOTHYHOW KPOBH M YMEHBIIEHUS PUCKA, CBA3aHHOTO C MCIOJIH30BAHMEM AJJIOTCHHBIX
reMoTpaHcy3uil, eciau oxujaemas HOTPeOHOCTh B IEPEIUBAEMON KPOBU IIPEBBILIAET
KOJINYECTBO, KOTOPOE MOKHO IOJIYyYUTh METOJIOM ayTOJIOTMYHOIro cOopa 0e3 MpUMEHEHMs
AMO3THHA alb(a.

— Ilepen mnpoBeneHuem OOMIMPHON omepamuu ¢ oxupaemMoil kposomoreperr 900-1800 mu
(2—4 enmuHMIBI) B3pOCIBIM MMAI[MEHTaM, HE WUMCIONIMM aHEMHHM WM C JICTKOW U CpeaHen
creneHbio anemuu (remorniodus 100—130 1/m), a1 yMeHbIIeHUs! TOTPEOHOCTH B aJUIOTEHHBIX
reMoTpaHc(y3usax U 00JerdeHus] BOCCTAHOBIJIEHUS 3PUTPOII033A.

— Cumnromatuyeckas aHemusi (ypoBeHb remorjoOuna < 10 r/mi) y B3pOCHBIX MalUEHTOB C
HNEpBUYHBIMM  MUeloaucIiacTuyeckumu  cuaapomamu  (MJIC) ¢ Hu3KUM  wiH
IPOMEXYTOUHbIM-1  ypOBHEM pHCKa, Yy KOTOpBIX HaOmIoJaeTcs HU3KHHA  ypOBEHb

spuTponodTHHA B chiBOpoTKe (< 200 MEa/mi).

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHUSsI

Pexxum 103upoBaHus

Anemust y 83pOCIbIX OHKONO2UYECKUX NAYUEHMO8 NpU CONUOHBIX (HEeMUETOUOHBIX) ONYXOJIAX,
3710KA4eCmeeHHOU TUMPOME UNU MHOHNCECMBEHHOU MUeloMe, NOIYUAIOWUX XUMUomepanuro (014
JIeYeHUss AHeMUU U CHUMNCEeHUss NOMPeOHOCMU 8 MPAHCHY3usX)

Jlnis ledeHnss aHEMUH Y B3pOCIIbIX OHKOJOIMYECKHX MAalMeHTOB Mpernapar OpaibPoH BBOIUTCS
nookooicho. ONTHMaNbHOE COJEp)KaHUE TreMorjoOuHa JoJDKHO coctaBiate 100-120 v/m y
MYXYMH ¥ KEHIIUH U He JOJDKHO OBITH MPEBBIIICHO.

HauanpHas mo3a 1uist npodUIaKTHKY UITH JICUEHUSI aHeMUU IO kHa cocTaBmsaTh 150 ME/kr maccsl
Tesa 3 pas3a B HEJIENIO MOAKOXKHO. B kauecTBe ajabTepHATUBbI HayajIbHAs 7032 MOXKET COCTaBIATh
40000 ME 1 pa3 B HeeIt0 MOIKOKHO.

Ecnu mocne 4 Henens ieueHus coaepkaHue reMorJIo0OnHa MOBBICHIIOCH HEe MeHee ueM Ha 10 1/n
WIA KOJMYECTBO PETUKYJIOLMTOB YyBeIHumiIoch Oosnee dyeM Ha 40000 K1€TOK/MKI BBIIIE
HCXOJIHOTO KOJIMYECTBA, J103a Mpernapara Jpajab(oH 0CTaeTcsl MpexKHEH.

Ecnu nocne 4 Henenb jeueHs NOBBILIEHUE COAEpKaHUs TeMorio0uHa coctapisieT MmeHee 10 r/n

Y TIOBBILICHHE KOJMYECTBA PETUKYI0OUUTOB cocTaBisieT MeHee 40000 KJIeTOK/MKII IO CPaBHEHUIO
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Maccsl Tena 3 pasa B Heaemto win 1o 60000 ME 1 pa3 B Henento.

Ecnu mocne nomonHUTENbHBIX 4 HEENb JIeYeHUsl Ipu o3¢ npenapara Opaiabpon 300 ME/kr
3 paza B "Hepemo wim 60000 ME 1 pa3 B Hexento conuepkaHue T€MOIVIOOMHA MOBBICHIIOCH HE
MeHee 4YeM Ha 10T/ WA KOJMYECTBO PETHKYJIOIMTOB YBEIUYWIOCH Oojiee dYeM Ha
40000 k7eTOK/MKJI, TO COXPAHSIOT CYIIECTBYIONIYIO 03y Mpenapara JpanbdoH.

Ecnu nmocne 4 nenens neduenus B no3e 300 ME/kr maccer Tena wim 60000 ME 1 pa3 B Hepemnio
COJIepKaHEe TEeMOIJIOOMHA TIOBBIMIAeTCS MeHee 4YeM Ha 10 /71 M TOBBIINIEHHE KOJHYECTBA
peTukynonuToB cocranisier MeHee 40000 KJIETOK/MKII IO CPAaBHEHHIO C UCXOHBIM KOJIMYECTBOM,
JICYEHUE CIIeyeT IPEeKPaATUTh.

Crnenyet n3beraTh MOBBIIIECHUS reMorioonHa 6osee yem Ha 10 r/n 3a 2 Henenu wim Ha 20 1/ B
MECAIl, a TaKXe KOHIEHTparuu remoriioomHa > 120 r/n. Ecnu moBeiieHHe remMorjioOuHa
coctapisieT 6onee 10 r/n 3a 2 Henenu wim 20 /11 32 MeCSIl, WU TEMOTJI00UH MPUOIMKAETCS K
120 /7, To no3y mpenapaTa Dpaiab(oH cieayeT CHU3UTh Ha 25-50 %, B 3aBUCIMOCTH OT CKOPOCTH
NOBBIIIICHUST reMorioOuHa. Ecimm remornmobmn mpessimaer 120 /1, TO Tepanmuio Clieayer
NPUOCTAHOBHTH JI0 €ro CHIKeHHs Hroke 120 1/, a 3aTeM BO30OHOBUTH TEPAIMIO MpPErnapaToM
Opanb(oH — B 103€, Ha 25 % HUXKe MpeAbIyIIeH.

Tepamnus nmpenaparom DpanbGOH JTOIDKHA MPOIOJDKATHCS B TeUeHUE | MecsIa mocie OKOHYaHUs
Kypca XUMHOTEPAITHH.

B pamkax npedenosummnoii npoepammsl neped 0OUUPHBIM XUPYPSULECKUM EMEUUAMenlbCmEoM Y
83POCILIX NAYUEHMOB ¢ 2eMamokpumom, pasHvim 33—-39 %, 011 obrecuenus coopa aymonocuyHoll
KPOBU U YMEHbULEHUsL PUCKA, CBA3AHHO20 C UCNONIb30BAHUEM ANIOCEHHBIX 2eMOMPAancy3ull, eciu
odrcudaemMas nompeOHOCMs 8 nepeusaemMotli Kpogu npesviuiaen Koauiecmeo, KOmopoe MONCHO
ROYYUMb MEMOOOM AYMONOSUUHO20 cOOpa De3 NpUMeHeH st SNOIMUHA Albpa

PexoMenayeTcss MCMONIB30BaTh Mpenapar gHympuseHHo. JNMOITHH aib(a CleyeT BBOAUTH IO
OKOHYaHUH MPOIETyphl cOOpa KPOBH.

[lepen HazHaueHuem mpenapara IOpaib(OH CIEIyeT Y4YecTb BCE NPOTHBONOKa3aHHUs K cOopy
ayTOJIOTUYHOU KPOBHU.

[Ipy kaxaOM TOCEIIEHUWU Bpaya y MalMeHTa 3a0HpaloT MOPIUI0 KPOBH (€CIM ypPOBEHD
rematokputa paBeH 33—39 % n/unm ypoBeHs remorinoduHa paseH 100—-130 1/1) 1 COXpaHSIOT ISt
ayroyiornuHoi TpaHcysuu. Pexomenmyemas nmo3a mpemnapara Ipanbdon — 600 ME/kr maccel
TeJa BHYTPUBEHHO 2 pa3a B HEJIEI0 B TeUEHUE 3 HeJelNb 0 OlepaIum.

Konnenrpanuioo ¢eppuTrHa CBIBOPOTKH (MU KOHIIEHTPALMIO CBHIBOPOTOYHOTO Kele3a)
HEOOXOIUMO OIPENEesATh Yy BCEX IMAllMEHTOB JIO0 Havaja W B IMPOIECCe JICYCHHS IMpPErnapaTom

Opanbdon. [Tpr HEOOX0TUMOCTH HA3HAYAETCS JOTIOTHUTEIHHBIA MPUEM MTPENapaToB Kejesa.
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OpanbdoH.

Ilepeo nposedenuem obwupnol onepayuu ¢ oodcudaemoui xkpogonomepeti  900-1800 ma
(2-4 eounuywl) 63pocavim nayuenmam, He UMEIOWUM AHEMUU UTU C e2KOU U CPeOHell CMEeNneHbio
anemuu  (eemoenooun  100-130 &/n), Ons  ymeHnvwenus nompebHOCMU 8 — ANLIO2EHHbIX
eemMompancyzuax u obne2yeHuss 60CCMAHOBIEHUS IPUMPONOI3A

Pexomennyercss BBOIUTH Ipemnapar nodkoxcrho B no3e 600 ME/kr maccel Tena B Hemeno Ha
MPOTSDKEHHUH 3 HEJllelb, MPEAIeCTBYIOMMX oreparuu (21, 14 u 7 nHu nepen onepanueii), U B IeHb
ornepanuu. Ecny Mo MeIUIIMHCKUM TOKa3aHUSM HEOOXOAMMO COKPATUTh IMpelonepaliOHHbIN
nepuoJi, mpenapar Jpanb()oH MOKHO HazHadaTh exeqHeBHO B no3e 300 ME/kr maccel Tena B
tedeHue 10 nHel 1o omepauuy, B JIeHb ONepaluu U B TeueHue 4 nHel nocine onepauuu. llpu
conepkanuu remorsio6uHa Menee 130 r/m pekomeHAyeTCs Ha3HauyaTh npernapar DpaibGoH B
no3upoBke 300 ME/kr B aenb. Eciom copepikanue remoriioomHa jpocturaer 150 r/m u BbIe,
IIPUMEHEHUE AMO03THHA alb(a ClieyeT IPEKPaTUTh.

Jleuenue e3pocavix nayuenmos ¢ muenrooucniacmudeckumu cunopomamu (MAC) ¢ nuzkum unu
npomedscymoyHvimM-1 yposHem pucka

[Tpenapat OpanbhoH cneayeT BBOAUTH B BUIE MOJKOKHON HHBEKIIHH.

[Ipenapat Dpanb(oH cieayeT BBOAUTH MAlMEHTaM C CUMIITOMAaTHYECKOW aHEeMHEH (Hampumep,
ypoBeHb remoriiobnna < 10 r/m1 (6,2 MMOJIB/IT)).

Pexomenayemas HauanbpHas 103a npenapata Dpaibhon cocrasnseT 450 ME/kr (MakcumanbHas
cymmaphas no3a coctasiser 40000 ME) noakoxHO OJUH pa3 B HEJENIO C MHTEPBAJIOM MEXIY
J103aMH HE MEHEE 5 THEM.

[Tpr HEOOXOAMMOCTH CIEAyeT MPOBECTH KOPPEKIUIO 03Bl JJIs MOAJEpKaHUS TeMOrioOrnHa Ha
TpebyemoM ypoBHe oT 10 mo 12 r/an (6,2—7,5 mmonw/n). PexomeHnyeTcst OIeHUTh HMCXOHBIN
SPUTPOMIHBINA OTBET uyepe3 8—12 Henenpb nocse Havyana JiedeHus. [IoBbIlIeHrEe U CHIKEHUE JT03bI
clelyeT IPOBOAUTH OITAITHO MO CXEME JO3UPOBaHUs (CM. quarpammy Himke). Cienyer nzberarb
YCTOMYMBOTO YpOBHS IreMoriioonHa, npesblmatomniero 12 r/nm (7,5 Mmons/m).

[ToBbIieHNe 103bl: HE CiEAyeT MPEeBbIAaTh MakCUMaabHYIO 103y 10 1050 ME/kr (cymmapHas
no3a 80000 ME) B nexemnto. Eciiu manueHT TepsieT OTBET WM YPOBEHb I'€éMOITIOOMHA CHIDKACTCS
Ha 1 r/01 mpu yMEHBIIEHUH [03bl, TO JI03y CJEIyeT YBEIWYUTh Ha OJMH IIar Mo cXeme
no3upoBaHus. IHTepBan Mex 1y NOBBIIEHHEM 103 — HE MeHee 4 Helleb.

[Tonnepskanue M CHUKEHHE JTO3BI: SMO3THH alib(a cileyeT OTMEHUTh MPU NPEBbIILICHUH YPOBHS
remorno6ouna 12 r/nn (7,5 mmons/n). IlpenapaT MOXHO BO300HOBHTH, KaK TOJBKO YPOBEHb

reMorso0nHa JOCTUTHET 3HaueHus < 11 r/my, Ha TOM K€ ypoBHE WJIM CHU3UThH Ha OJUH IIar 1o
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CXeMe J03MpOBaHMs, MO peuieHuto Bpava. [lpu 6BICTISEII{;I:&J%%H];E%IB SreRdribonma

(> 2 r/nn B Teuenue 4 HeneNb) 103y CICAYET CHU3UThH HA OJIUH IIIar.

1050 ME/kr %

787.5 ME/kr

450 ME/kr

ITanbl CHEKeHHS T03bI

L0 BHHIMIIMEON MIOBLE

|
]
1
|
]
|
|
[
|
|
: —_—
¥ 337.5 ME/kr
CuMITOMBI aHEMHH U MOCJICACTBHA MOI'YT BApbUPOBATHCA B 3aBUCUMOCTU OT BO3pacCTa, 110JIa U
COIYTCTBYIOIIUX 3360HCB3HI/II/I; HeO6XOI[I/IMa OLICHKa BpaYOM KIMHHUYCCKOTIO TCUCHUMA

3a00JIeBaHUS U COCTOSHUS ImanMeHTa.

Oco0bIe I'pYIIIBI NAlIMCHTOB

Tayuenmwi noscunoeo 6ospacma (65 rem u cmapuie)
Beibop u KOppekmus 03Bl JUIS TAIMCHTOB IOKHJIOTO BO3pacTa JOJDKHBI  OBITh
UH/MBUYAIbHBIMU, YTOOBI JIOCTUYh U MONJCPKMBATH KOHIICHTPAIIMIO TEeMOTJIO0MHA B
HEOOXOIMMOM JIMaIla30He.

eTn
bezomacHocTh 1 3 eKTUBHOCTH mpenapara Ipanb(oH y aereid B Bo3pacrte A0 18 et Ha qaHHBIN
MOMEHT HE YCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

BHyTpHBEHHO, TOAKOXKHO.

Ilepen nmpuMeHEHHEM clielyeT BHUMATEIbHO OCMOTPETh PACTBOP HAa MPEIMET BUIMMBIX YaCTHIL
UM u3MeHeHus LBera. Ilpenapar He cieayeT BCTpsAXUBATh, T. K. 3TO MOXKET IPUBECTU K
JIeHaTypallMd TJIMKONPOTEMHAa M TOTepe akTUBHOCTH mpenapata. [Ipemapar OpanbpoH He
CONECPKUT KOHCEPBAaHTOB, II0OTOMY WHAMBUAYajdbHas yIAKOBKa IIpPEeJHAa3HayeHa s
OJIHOKPATHOI'O ITIPUMEHEHUS.

Henb3sa pa3Boauth u nepenuBarh npenapar U3 OpUrHHAIBHOM B KaKyr0-TMOO JPYryr0 €MKOCTb,
HEJb3sl BBOAUTH NpenapaT Dpajib(hoH B CMECH C IPYTHMU JIEKAPCTBEHHBIMU CPEICTBAMM.
Brympusennoe esedenue

[TponomKUTENTEHOCTh UHBEKIIUN COCTABIIIET HE MeHee 1-5 MuHyT. bonee MeyieHHOE BBeneHUE
MPEIOYTUTENbHEE Ul MalMeHTOB, Y KOTOPBIX OTMEYAeTCs TIPUIIONOJ00HBIM CHHIPOM Ha
BBEJICHHE IIperapara.

3ampenaercss BBOJUTh MIpenapar B BUE BHYTPUBEHHON HH(Y3UH WM CMEUINBATh €0 C APYTUMHU

JICKAPpCTBECHHBIMU CPEACTBAMMU.
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IlookoorcHble unvekyuu

MakcuManbHBIE 00bEM OJHOW MONKOXHOW HHBEKIMKM HE JO/DKEH MPEeBBIIATh | MII, TpH
HEOOXOJMMOCTH BBEIEHHUS OOJBIIMX OOBEMOB CJEIYET HMCIOJIb30BaTh HECKOJIBKO TOUYEK
BBezieHUs. [IpenapaT BBOJAT 01 KOXKY Iuieda, 6e1pa, epeiHeit OproIHON CTEHKH.

HMubekuuy KenaTenbHO IMPOBOJUTH B IIOJIOKCHMM IALMEHTa «Iexa». VHbekuuu ciuemyer
IIPOBOJIUTH ITOOYEPEAHO B JIEBYKO WM IIPABYIO NEPEAHENATEPATIbHYI0 WIM 3aJHENIATepaIbHYIO
IIOBEPXHOCTb KUBOTA.

WUrny HeoOXOAMMO BBECTH Ha BCIO JJHMHY, BEPTHKAIbHO (HE COOKY), B KOXHYIO CKJIAIKY,
COOpaHHYIO U YJEpKHBAEMYIO /10 3aBEpPLICHUS MHBEKLUU MEXIY OOJIBIIMM U yKa3aTeIbHbIM
nanbuaMu. CKIIaKy KOXKHU OTIIYCKAIOT TOJIBKO MOCIE 3aBEPUICHHS] MHBEKIIHH.

He cnenpyer MaccupoBaTh MECTO MHBEKLIMU I1OCIIE BBEACHUS IIpenapara.

[Ipu u3mMeHeHuu crocoba BBEAEHUS Ipernapar BBOIAT B IpeXHEHW a03e, 3areM J03y NpHU
HE00XO0IMMOCTH KOPPEKTUPYIOT (/17151 AOCTUKEHHSI OJJMHAKOBOT'O TEPAeBTUYECKOT0 AP eKTa npu
MIOJIKO’KHOM BBeieHnH Tpedyetcs no3a Ha 20—30 % MeHblIe, 4eM pu BHYTPUBEHHOM BBEICHUN ).
Ykazanusa no npumenenuro

[Tpy monkoXHOM BBeAEHUH IpenapaTta Dpajab(OH KOJIMYECTBO BBOJMMOIO Ipernapara 0ObIYHO
coctaBisgieT He Oosee 1 M Ha onIHOKpaTHyl uHBbekIMi0. [Ipemapar DOpanbdoH BBOIUTCS
OTZIEJIBHO, HE Pa3peIaeTcss CMEIMUBATh €0 ¢ IPYTMMH PACTBOPAMM U1l MHBEKIIUA.

He BcrpsixuBaiite mmpuubl ¢ npenaparoMm Jpajibgon. [IponomkuTenbHOE UHTEHCUBHOE
BCTPSIXMBAHUE MOXKET IOBPEIUTh NPOAYKT. Ecim npoaykr mnoaseprajics CHIBHOMY
BCTPSAXUBAHUIO, HE IIPUMEHSNTE €TO0.

Ycempoticmeo u nOD}l()OK pa60mbz Wnpuya ¢ asmMomMamu4eckum yCmpoucmeom 3auiunmbl U2jibl

1. Tlepen unbekuueit 2. ITocie uabEKIINU
/° Va
— = Il

CocTaBHBIE YaCTH:
Hltox

3aKUMBI

1

2

3. 3ammTHBINA KOXKYX
4. 3amuTHBINA KOJIMAY0K
5

HUrna

ITocae 3aBCPUICHUA MHBCKIUN UTJIa U IIIIPHUIL IIEPEMECTATCA Ha3aJl B 3alllUTHOC YCTpOI\/’ICTBO.
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AKTUBHUPYCTCA MYTEM HAXKATHUA HA HITOK 10 3a’KUMOB.

Iz BuumatensHo OCMOTpHTE IPEHATOTHCHHBIH

CTCKJITHHBIN MITpHUIL C 3allIUTHBIM YCTPOﬁCTBOM. CHuMuTE

SaHIHTHBIfI KOJIITA4YOK C UTJIBI.

[TpoBenute HHBEKIHAIO COrjIacHoO CTaHJapTHOU

mporeaype.

Hakxmute Ha MITOK OOJIBIIMM MANBIEM U yIEPKUBANUTE 10
TeX MOp, IOKa BCS /1032 Iperapara He OyAeT BBE/ICHa.

38.IJ_II/ITHOC YCTPOﬁCTBO HC aKTHBUPYCTCA, IIOKa BCA O03a

npcriapara HE 6y,I[CT BBCACHA.

4, W3Bneknre uriy, OTIIYCTUTE ITOK, TO3BOJIBTE 3AIIUTHOMY
KOXYXY HEpEeMECTUThCS BIIEpe] A0 TeX IOop, MOKa uria
IOJTHOCThIO HE Oy/AeT 3alluiieHa M 3a0J0KHpOoBaHa Ha

MCCTC.

Hop;zdox DCl6OI’}’Ibl wnpuua ¢ Heasmomamui4ecKum VCI’HDOIZCI’HGOM 3auiumsl u2jivl

1.

[TpoBenuTe UHBEKIIHIO COIJIACHO CTaHIapTHOU
mpolenype.

Buumanue! Ilpu mpoBeneHUM WHBEKIUH JIEPKUTE
MaNbIbl HA 3alUTHOM KOXYXE, YTOOBI TPEIOTBPATHUTH

MPEKIECBPEMEHHYIO aKTUBALIMIO 3alllUTHOTO YCTPOMCTBA.
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2. (NOCNELOBATENLHOCTL 0005)

[locne WHBEKIUU MEPEMECTUTE 3AIIUTHOE YCTPONCTBO
BJIOJIb UTJIbI. 3BYKOBOH IIEITUOK YKaXKET HA MPaBUILHOCTh
nerictBug. Bo Bpems Bceil nmpoueaypbl Najablbl JOJIKHbI

HaxoAUuTbCA 1103aaN HUIJIbI.

HUncempykyus no camocmosmeibHoMY 8blNOAHEHUIO NOOKONCHOLL UHBbEKYUU npenapanma 3DCUZbd)0H

1. Beibepute MecTO /Ui TPOBEACHUS HWHBEKIMM B MPaBOW WIM JIEBOW 4YacTU HKHUBOTA.

OnTuMaNbHBIN yYaCTOK JUIsl MHBEKIHUA — 5—6 CM CrpaBa WJIM CJIEBa OT ITyIIKa.

2. TmaTtenbHO BHIMOWTE MBUILHBIM PACTBOPOM PYKH U YUaCTOK KUBOTA, Kya Bol Oynere BBOAUTD
npenapar. Belcymmre ux.

3. Ilpumute ynoOHOE TONOKEHUE «CHI» WIN «JIekKa». MeCcTO MHBEKUIUH TODKHO XOPOIIOo
MIPOCMATPUBATHCS.

4. HepgonmycTuMoO BBEJCHHE Mpenapara B W3MEHEHHBIE YYacTKH KOXXHOTO TOKpoBa (pyoOllbl,
KPOBOTIOJITEKH, PAHBI).

[Tpy MHOTOKpaTHBIX UHBEKIMSIX CIIEYET YepeAoBaTh YUaCTKU KOXKH (HalpuMep, OJIMH JI€Hb —
CIpaBa, OJIMH JIEHb — CJIEBA OT ITYNKa).

5. IlpoTpute MECTO MHBEKIIUH CITUPTOBOM Ccall(heTKOM.

6. Bckpoiite ymakoBKy OJHOPA30BOrO MINPHIIA ¢ TpenaparoM Dpainb(oH. J[ocTaHbTe MIMpUI] U
CHUMHUTE C WUIJIbl 3allUTHBIM Konmadok. Ilocne cHATHS Konmauka HE JOIMyCKanTe
CONPUKOCHOBEHMSI UIJIBI C TIOCTOPOHHUMHU NpeameTaMu. [Tomuure: nria crepunbHast!

[npur; roroB K Hcnosib30BaHMo0. He HakuMmalTe Ha MOpPIIEHb INIPHUIA Ui BBITECHEHUS

Iy3BIPHKOB BO3/yXa /10 BBEACHUSI UIJIBI B MECTO UHBEKIIUH.

He pa36upaiite KOHCTpYKIHIO mpura!

VY aepxuBaiiTe MIIPULL B pyKe YKa3aTeJIbHBIM U CPEIHUM MajbllaMH, OOJBILION Majel MoJI0KUTe

Ha TOpIIEHb, HE HaXUMas Ha Hero. boJbIIMM M yKa3aTelabHBIM NAJbLIAMHU JPYrodl pyKU

chopMHpyHTE CKIaIKy KOXKH B MecTe, KoTopoe Bbl o0paboTtanu cnupToBOi caneTKou.

VYV nepxuBaiiTe KOXKHYIO CKIAJKY BCE BpeMs, Ioka Bel BBoguTe npenapar.
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8. Haxxmure G0JbIIMM NaNbIEM Ha MOPIICHD MINPHIA JJIs BBEACHHS Mperapara B MOIKOKHYIO
JKUPOBYIO TKaHb )KMBOTA. | lTaBHO BBEUTE BECh IIpenapar, COACPKALIUICS B IIIIPULE.

9. OtnycTuTe KOXKHYIO CKIIAJIKY.

Ecin Bbl ncnionp30Bany MpeiBapuUTENIbHO 3aII0JHEHHBIN HINPULL € 3aLIUTHON CUCTEMOH UIJIbI, TO

nocjie BBEACHMs IIpenapaTa 3allUTHBII MeXaHU3M aBTOMAaTHYeCKH 3akpoerT wuriay. OH

AKTUBHUPYCTCS TOJIBKO ITOCJIC ITOJHOT'O OIMYCTOUICHUA HIITpHIIA.

~

\_

10.  Tlocne BBeAeHuUs mpenapaTa MECTO MHBEKIIUU HE pacTHpaiite!

IIpy npumeHeHMM IpemnapaTa CTPOro NPUAEPKUBANTECh PEKOMEHNALNMN, MPEICTABICHHBIX B

JTAHHOM MHCTPYKIMH.

4.3. [IpoTuBoONOKa3aHUS

— I'unepuyyBCTBUTENBHOCT K 3MOATHHY ajlb(a WM K JIOOOMY M3 BCIIOMOTATENIbHBIX BEILECTB,
NIEPEYUCIIEHHBIX B pazzaene 6.1.;

— HEKOHTpOJMpYyeMas apTepualibHasi TUIIEPTEH3US,

— TAIHMEHTHl C TSDKENOM IMaToJOTHeH KOPOHApHBIX, COHHBIX, MO3TOBBIX M NepH(eprHuecKux

COCYZIOB, BKJIOYas HEJABHO IEpeHecIinX HH(GapKT MHOKapAa WU OCTpOE HapylleHue
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OMY OTYETY

OOIIMPHOHN XUPYPrUYecKon onepanueii);

— OepeMEeHHOCTb U NEPHUO/] JIAaKTallUY,;

— TAIHMEHTHl, 0 KaKUM-IH0O0 MPUYMHAM HE MMEIOIIME BO3MOKHOCTH TOJIYdYaTh aJIeKBATHYIO
IpOopHIAKTHIECKYIO aHTUTPOMOOTHYECKYIO TEPAIIHIO;

— TAIMEHTHI ¢ MapIHaJIbHON KPACHOKIETOYHOH arjia3uei, mojay4yaBIIne Tepanuio KakuM-1u0o
APUTPOIIOITUHOM;

— JeTckui Bo3pact Ao 18 mer.

4.4. OcoOble yka3aHHusl U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

[Ipenapatr DOpanbpoH cieayeT NPUMEHSTH C OOJBIIONH OCTOPOKHOCTBIO Y TIALIMEHTOB C
SMUJIETICUEH, STTWIICNITHYECKUM CHHAPOMOM (B T. 4. B aHAMHE3€) WIH C 3a00JICBaHUSIMH, KOTOPBIC
MOTYT CHPOBOLIMPOBATh AMHJIEHTUYESCKYI) aKTUBHOCTh (HANpuUMep, WHQPEKIUH ICHTPATbHON
HepBHOU cuctembl (UHC) miu meractaszsl Mo3ra), TpoMOOLIUTO30M, TPOMOO30M (B aHaMHE3e),
OOIUTEPUPYIONIMMHU 3a00JIEBaHUSAMH TIEpUDEPUICCKUX COCYAOB H APYTUMH COCYIUCTHIMHU
OCJIOKHEHHUSIMH, TO/IarPOid, IPU CEPIIOBHIHO-KIETOUYHONW aHEeMHUH, Kene30-, Biz- nmn ¢onmeso-
NeQUIHUTHBIX COCTOSHUSX, WIIEMHYECKOW OONE3HW CcepAala, MapIualbHOW KPaCHOKIETOUHOU
aruia3uu, 3JI0KAaYeCTBEHHBIX HOBOOOPA30BaHMIX KOCTHOTO MO3Ta, Y IMAlMEHTOB C ophupuei.

Oco0ble yKazaHus

Apmepuanvnas cunepmensus

Jlo u mocnie Havana Tepanuu npenaparoM Dpaib(OoH HEOOXOIUMO aJIeKBATHO KOHTPOJIHNPOBATH
aprepuanbHoe naBieHue. Ilpenapar DpanbpoH cleayeT NPUMEHATh C OCTOPOKHOCTBIO MpPHU
HaJIMYUU HEJEYECHOM WM IUI0XO KOHTPOJMPYEMOM apTepualbHOM runepreH3uu. Bo Bpems
Tepanuu TmpenaparoM Dpalb(POH MOXKET MOHATOOUTHCS Ha3HAYEHUE THIOTEH3WBHOW TEparui.
[Tpy HEBO3MOKHOCTH CHM3UTh JaBJICHHE TMIOTEH3UBHBIMU CPEACTBAMM TEPAIHIO IpPErnapaToM
Opanb(hoH HE0OXOAUMO MTPEKPATHUTb.

['mneproHnyeckuii KpH3, CONPOBOXKIAeMbI »HuedasonaTued M cygoporamu, TpeOyromui
HEMEIJIEHHOTO0 MEIMIMHCKOIO BMEIIATENIbCTBA, TAaKK€ MOKET MPOU30WTH BO BpeMs Tepaluu
npernapatoM OpaibGOH y TNAIMEHTOB, paHee MMEBIIUX HOPMalbHOE WM TOHMKEHHOE
aprepuanbHoe jaaBieHue. Ocoboe BHHMaHHE JOJKHO OBITh YJENEHO BHE3alHO BO3HMKINIEH
CTpEJNAIONIEH MUTPEHENOA00HOM TOJIOBHON 00 KaK BO3MOKHOMY CUTHAIIy HACTYIJICHUS KpU3a

(cMm. pasaen 4.8.).
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Hcemunnas apumpouyumapHas ania3usl

MY OTYETY

VY mnauueHTOB, MOJYYaBIIUX JICUCHHE OSIOITHHOM, OTMEYajach AaHTHUTEJIO-OMOCpPEIOBAaHHAS
UCTUHHAs1 dpuTponuTapHas amnaszus (MDA).

U3peaka Ttaxke OTMEUYalIMCh Ciaydau STOro 3abosieBaHus y ManueHToB ¢ remarutom C,
MOJIyYaBUINX JieUeHHEe UHTep(hepoHOM U pUOABUPHUHOM, KOTJa OJHOBPEMEHHO IMPOBOJIHIOCH
JICYCHHE SPUTPONOITUH-CTUMYJIHPYIOIIUMH TpernapaTaMy, MO3TOMY OHHU HE OJOOpEHBI IS
JICUYCHHsI aHEMHH, CBSI3aHHOH ¢ rematutom C.

VY HanueHToB ¢ XPOHUYECKOW MOYEYHONW HEAOCTATOYHOCTHIO, Y KOTOPHIX BO3HHUKAET BHE3AIMHOE
cHKeHne 3(hPpeKTUBHOCTH, ompenesieMoe Mo cHkeHuio remorioounna (10-20 r/n B Mecsi) ¢
MOBBIIIEHUEM TOTPEOHOCTH B TpaHC(hy3usX, HEOOXOAMMO IPOBECTH IOJCYET KOJINYECTBA
PETUKYJIOIMTOB U 00CIIeIOBaHUE HAa HATMYME TUITMYHBIX IIPUYMH OTCYTCTBHSI OTBETa (HalpuMmep,
neduuT xenesa, GoaueBo KUCIOThHI WK BUTaMUHA B12, MHTOKCHKAIUS aTlOMUHUEM, HHPEKINS
WIK BOCHAJIeHWE, KPOBOIMOTEPs, reMoyn3 U ¢udpo3 KOCTHOTO Mo3ra noboro renesa). Ecmu
KOJINYECTBO PETHKYJIOIUTOB, CKOPPEKTHPOBAHHOE C YUETOM aHEMHH (T. €. PETUKYIOLHUTAPHBIN
uHeKc), Hmkoe (< 20000/mMme, mmm < 20000/mK, umn < 0,5 %), a KOMMYECTBO TPOMOOIUTOB U
JICKOIIMTOB HOPMaJbHO, U €CIIM HE BBISBJICHBI APYTrUe MPUUUHBI CHKEHHS dPdeKTa, creayer
MIPOU3BECTU OMpeEeNIeHne KOHIIEHTPAIMH AaHTUTEN K SPUTPONOATHHY, a TaKKe PacCMOTPETh
BO3MOXXHOCTH MCCJIEJIOBAaHUSI KOCTHOT'O MO3Ta C [ENbI0 JHarHOCTHKH MDA.

Ecnu Bo3HukaeT nojno3penue Ha DA, onocpe1oBaHHYI0 aHTU3PUTPOIIOITUHOBBIMU aHTUTEIIAMU,
TEpanuio MOITHHOM anb(a clieAyeT HEMEAJIeHHO MpeKpaTuTh. He cienyer HaunHATH JieUeHUE
KaKMMHU-JINOO UHBIMU 3PUTPOINOITUH-CTUMYIHUPYIOLUIMMH IpenapaTaMiy, MOCKOJIbKY CYIIECTBYET
PHCK TIepeKpecTHOM peakiuu. [Ipu Hanuuuu moka3zaHui MaIMEHTaM MOXKET OBITh IPOBEICHA
COOTBETCTBYIOIIAs TEPAITHs, TaKast KaK MepeIMBaHNEe KPOBH.

pyaue pexomenoayuu

Ono3tuH anb(a HEOOXOIUMO NHPUMEHSTh C OCTOPOXKHOCTBIO y MAIlMEHTOB C SIHJIEHCHEH,
SMHUJIENTUYSCKUMI TIPUTNIQJIKAMA B aHaMHE3e M 3a00JCBaHMSIMH, ACCOIMHPYIOUMMHCT C
AMHUIENTUYECKUMHU Tipunaakamu (Hanpumep, uHpexmusamu [[HC u meractazamu B TOJIOBHOM
MO3Te).

Ono3TuH anbda TakkKe CIEAYeT C OCTOPOKHOCTBIO MPUMEHATh Y MAllMEHTOB C XPOHUYECKOH
MEYEHOYHON HEeJ0CTaTOYHOCThIO. be3onacHOCTh 3mo3THHA anbda y MalleHTOB C HapylIeHHEeM
(GYHKIMU TICYeHW HE yCTaHOBJICHA. BClleZIcCTBHE CHIDKEHHOTO METa0oiIM3Ma y IAalUeHTOB C
HapyleHueM (QYHKLIMU TE€YeHW NpU TNPUMEHEHHHM OSIO3THHA ajbpa MOMKET IPOUCXOIUTh
YCUJICHHE 3PUTPOII0d3a.

Y manueHToB, TONYYaBIIMX APUTPOTIOITHH-CTHMYIUPYIOIIME IIperaparbl, HaOII0IaI0Ch
MOBBIIIIEHNE YacTOTHl TPOMOOTHUYECKHX COCYIUCTBIX OCJIOXHEHWH, HampuMep, BEHO3HBIE U
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apTepuagbHbIe TPOMOO3bI ¥ SMOOIHH (BKITIOYAs HeCKonmg)'cm;u:'aQB-&B %H—IHTWHJ)XOIIOM)

MY OTUETY

TaKkue Kak TPoMOO3 TTyOOKHX BEeH, SMOOJHs JIETOYHON apTepuu, TpoMOO03 CeT4aTKu M WH(PAPKT
muokapaa. Kpome TOoro, orMevannch HapylmIeHHsS MO3TOBOTO KpoBooOpamieHHs (BKIIOUYas
UH(APKT TOJIOBHOTO MO3ra, BHYTPHUMO3TOBOE KPOBOM3IIUSHHUE W TPAH3UTOPHBIC MIIEMUYECKUE
arakn). CiexyeT THIATENBHO COIOCTAaBISATh OTMEUYEHHBIH PHUCK TPOMOOTHYECKUX COCYIHCTBIX
OCJIOKHEHUH U T0JIb3Y OT JICUCHUS ATIOATUHOM ajib(a, B OCOOCHHOCTH Y MALMEHTOB C HATNYHEM
(dakTOpoB pHCKAa.

Y Bcex MalMeHTOB CJEAyeT HpPOBOAWTH TIIATEIbHBI MOHHTOPHHI TE€MOIVIOOMHA H3-3a

NOTCHIUAIBLHO TOBBIIICHHOTO PHCKAa TPOMOOIMOOIMYECKHX OCIOKHEHUH W CMEpTENIbHBIX

UCXOJIOB, HAONIONAEMOT0 y TMAlMEHTOB C IMOBBIIIEHHBIM T'E€MOTJIOOMHOM B Cily4ae Teparuu

npenapaTtoM JpaibQoH.

be3onacHocTh W 3(QQEKTUBHOCTh TEpalmMH SMO3TUHOM aib(pa y NAalUCHTOB C (HOHOBBIMU

reMaTOJIOTUYECKIMU  3a00JICBaHUSAMH, HAlpUMEp, TAKHUMH KaK TEMOJHMTHYECKas aHeMus,

CEpIIOBHIHOKIICTOYHASI aHEMUSI, TAJIACCEMUS, U3y4eHa He ObLIa.

[lpu nedenun mnpenapatoM Dpanb)oH TpedyeTcs peryisapHBIE KOHTPOJIh KOJIWYECTBA

TPOMOOILIUTOB, OCOOCHHO B TEUCHHUE MEPBBIX 8 HENIEIb, T. K. BOSMOXKHO Pa3BUTHE J10303aBHCUMOT0

OTHOCHUTEJIBHOTO MOBBIICHHUS KOJMYECTBA TPOMOOIIMTOB, KOTOPOE HOPMAIHU3YETCS B AaIbHEHIIIEM

0e3 OTMEHBl TEpamuH; B PEOKUX CIlydasX OTMedyaeTcs aOCONIOTHOE TIOBBINICHHE YHCIIa

TPOMOOIIMTOB.

[lepen Ha4aaoOM Tepamyy MO3THHOM anb(a, a TAKXKE NPU MPHHATHN PEIICHHUS O TIOBBIIICHUH €ro

JI03bI CIIeTyeT MPOBECTH OLICHKY U JIeYeHHUE APYTUX NPUUYHUH aHEMHH (IePHUINT xKee3a, (honeBon

KACIOTHl WJIM BUTaMHHAa Bi2, WHTOKCHKAIUs ATIOMHHUEM, WHQEKIHUsS WIA BOCHAJCHHE,

KpOBOIIOTEPsA, TeMoJIn3 U (uOpPO3 KOCTHOrO Mo3ra Jioboro rexHesa). B OonbIIMHCTBE ciyyaeB

3HaYeHUs KOHIEHTpalUuu (GEeppUTHHA B CHIBOPOTKE KPOBH CHHXKAIOTCS OJHOBPEMEHHO C

YBEJIMYCHUEM IreMaToKpuTa. {15l TOCTIKEHNST ONTHMAIIBHOTO OTBETA Ha AIIOJTHH allb(a cieayeT

o0ecTieunTh aJeKBaTHBIE 3aIachl jKejle3a ¢ BBEJICHUEM NPH HEOOXOIUMOCTH JIOTIOIHUTEIEHOTO

npreMa MperaparoB JKeesa:

— B3pOCIBIM OHKOJIOTHUECKMM TMAllMeHTaM C aHEeMHeW IpH CONUIHBIX (HEMHUEIOH/HBIX)
OITyXOJISIX, 3J7I0KaYeCTBEHHOWH JMM(OME WIM MHOXXECTBEHHOH MHEIIOME, MOy4YaroluM
XUMHUOTEpAuil0 (Ui JIeYeHUS] aHEMHHW | CHIDKEHHS TOTPEOHOCTH B TpaHCPy3UsiX),
pPEKOMEH/1yeTCsl IOTOJIHUTENNbHBIA IPUeM IMpernaparoB kene3a (3jaeMeHTapHoro xesne3a 200—
300 Mr/cyTKu mepopaibHO) B cllydae HachIeHHs TpaHceppuHa meree 20 %;

— B3pOCITBIM TMAIMEHTaM B paMKax [MPEIeTO3UTHOW TpOrpaMMBbl  Tepel  OOMUPHBIM
XUPYPTUIECKHM BMEIIATEIILCTBOM C TeMaTOKPUTOM, paBHBIM 33—39 %, st obnerdenus coopa

ayTonoquoﬁ KpPpOBH W YMCHBUICHUA PUCKA, CBA3AHHOT'O C HCIIOJIB30BAHHMEM AJIJIOTCHHBIX

12



COOTBETCTBYET =K MY OTHETY
ot 23.06.2026 N2 12377

reMoTpancy3uii, ecinm okujgaeMas TMOTPEOHOCTh '@':'ﬁeﬁﬁﬂiiﬁémﬁ%” lkjﬁlga'n Tﬁﬁ%;;g;}}aeT

KOJINYECTBO, KOTOPOE MOXKHO IOJIYYUTh METOJIOM ayTOJIOTMYHOro cbopa 0e3 mpuMeHEeHHUs
3MOATHHA  anb(a, PEKOMEHIYeTCs JIOTOJIHMUTENIbHBIA TMpHEM TpernapaToB  Kelesa
(anemenTtapHoro >kene3a 200 MI/CyTKH MepopalbHO) B TEUEHHUE HECKOJBKHX HEAEIb Mepen
HavajoM cOopa ayTOJOTUYHON KPOBU C LIETBIO TOCTHXKEHUS OOJBIIMX 3aI1acoB XkKeyes3a Imepes
HAyYaJIoOM Teparuy SMO3THHOM anb(da, a Takke B TEYCHHE BCEro Kypca TepamuH 3M03THHOM
anbda;

— B3POCIIBIM MallMEHTaM Iepe/] IPOBeIeHNEM OOIIMPHOM ONepalliu ¢ 0KHUIaeMOI KpoBOIOTepei
900-1800 M (2—4 enuHMIIBI), HE MUMEIOIMM aHEMHU WJIM C JITKOW M CPEIHEH CTEIEHBIO
anemun (remoriobun 100-13071/;m), mIs yMEHbBIIEHHS TIOTPEOHOCTH B AJIOTCHHBIX
reMoTpaHcy3usx ©  OOJerdeHuss BOCCTAHOBJIICHUS  DPUTPOIOd3a  PEKOMEHAYeTCs
JIOTIOJTHUTENBHBIN TIPUEM IpermapaTtoB kene3a (dseMeHTapHoro keneza 200 mr/cyTku
nepoparbHO) B TEUEHHE BCEro Kypca Tepamuu S3MOo3THHOM anbda. [lo BO3MOXHOCTH
NPUMEHEHUE [IpernapaToB, COAEPKAIIUX JKENIe30, CIeAyeT HadaTh JO0 cTapTa Tepanuu
SMO3THUHOM aib(a, 4ToObI CO3/aTh TOCTATOUYHBIE 3aIIaChl Kele3a.

OdeHp pelKO y MAlWEHTOB, IMOJyYaBIIMX JICUYCHHE SMOATHHOM anb(da, B Hadaue JICYCHUs

HaOmromanucy obocTpeHus: nmophupuu. Y MAUEeHTOB ¢ MophuUpueil SMOATHH aibda cieayeT

MPUMEHSTH C OCTOPOKHOCTBIO.

Crnyyau BOSHUKHOBEHHUS TSDKEIIBIX KU3HEYTPOKAIOLIUX OCIOKHEHHUHI CO CTOPOHBI KOXKH, BKITIOYas

MHOro(opMHYIO0 3puTeMy U cuuapoMm CtueHca — JIKOHCOHA / TOKCHYCCKHI AIHICPMaIbHBIN

HEKPOJIM3, OTMEYAJINCh Yy HE3HAUYHUTEIHHOTO YHCIa TMAIMeHTOB, MOJYYaBIIUX TEPANUIo

npenapatoM OpanbpoH. B ciydae BO3ZHMKHOBEHHUS MOAO3PEHUN Ha TSKEIble HeXelaTelbHble

peakiuu co cTopoHbl KokH (cuHapoM CtuBeHca — J[KOHCOHA / TOKCHYECKUI 3ITHIepMAaTbHBII

HEKPOJIN3) HE0OX0IUMO HEMEJICHHO MPEKPATUTh TEPAMHIO ITpenapaToM Dpaib(oH.

CpencTBa, CTUMYIHPYIOIINE SPUTPONOI3, HE 00S3aTENbHO SKBUBAJIEHTHHL. [loaTomy ciemyer

YTOUYHUTh, YTO NAIMEHTOB CIIEAYET NEepPeBOJUTh C OAHOTO IMperapara, CTUMYJIUPYIOIIEro

APUTPOINO33 (TAKOro KaK Mpenapar IpaibPoH), Ha PYroi TOIBKO ¢ 0J00peH s Jeyallero Bpaya.

OnosTuH anbkha 00J1a7aeT MUHUMAIBLHOM CIIOCOOHOCTBIO MHAYIIUPOBATH 00pPa30BaHME aHTUTEI.

UccnenoBanuii KaHUEPOTEHHOCTH HE MTPOBOIUIIOCH.

OnodTHH anb(a HE BHI3BIBACT MYTAIlUi OaKTEpHATbHBIX T€HOB (TECT DiMca), XPOMOCOMHBIX

abeppaluii B KJIeTKax MJIEKONUTAIOIINX, a TaKKe MyTanuii reHoB jjokyca HGPRT. B xone onHoro

UCCIIIOBAaHMUST OBUTIO BBISIBIIEHO OTCYTCTBHE pa3lIM4Mii B YacTOTE BO3HUKHOBEHHs (uOpo3a

KOCTHOTO MO3Ta y TalMeHTOB, HAXOIWBIIUXCS Ha JUAM3€ W TMOJYYaBIIUX SMOITHH anbda B

TeueHue 3 JICT, U Y aHAJIOTUYHBIX IMAIUCHTOB, HC IMMOJTYYaBIIUX 3IMMO3THH am,(ba. TepaTOFeHHOCTB
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npernapara y 4yeloBeKa He U3y4eHa, Y KPbIC U KPPJIUKOB T"Qplallw;lgﬂ%bgfe%%é '3%Ef%'ﬁbéa

OMY OTUETY

HE 00HAPYKEHO.

Ecnu konmu4ecTBo peTukynonutoB Menee 20000 mm® (i menee 20000/MK, wn meree 0,5 %),

KOJINYECTBO TPOMOOITUTOB U JICHKOIIMUTOB B HOPME M OTCYTCTBYIOT JIPYT'He NMPUYHHBI TTOTEPU

3¢ (EKTUBHOCTH, HEOOXOIMMO MPOBECTH aHAIW3 HAa HAJIMYUE AHTUTEN K JSPUTPONOITUHY U

UCCJICIOBAaHKE KOCTHOTO MO3I'a JJIsl IMAarHOCTUKH MapIHaIbHON KPACHOKJICTOUHOW arlia3uu.

B caywae ecnu momo3peBaeTcsl IMArHo3 «apluuaibHas KPACHOKJIETOYHAS arlla3usy», CIeIyeT

HEMEJUICHHO TPEKPaTHTh JICYCHHE SMOATHHOM anb(a. He ciemyer HazHayaTh aHaIOTHYHBIC

npernapatbl B CBS3H C BO3MOYKHOCTBIO MEPEKPECTHON PEaKIMU aHTUTEN K JSPUTPOINOITHHY C

JIPYTUMH SpUTPONOdTHHAMHU. [l0 TMOKa3aHUSAM MOMKET ObITh IPOBEACHA COOTBETCTBYIOIIAS

Tepanus (reMoTpancy3un).

Ono3tuH anbda, Oyaydn poCTOBBIM (PaKTOPOM, MOXKET OKa3bIBaTh CTUMYJIUPYIOIICE ACHCTBUE HA

HEKOTOPBIC THITBI OITyX0JIel, 0COOCHHO Ha 3JI0KaUYeCTBEHHBIC HOBOOOPa30BaHUS KOCTHOTO MO3Ta.

B3pocnvie  oHKOMO2UYeCKUe nayueHmvl € CONUOHBIMU  (HEMUETOUOHBIMU)  ONYXOTAMU,

3710KAYECBEHHOU TUMPOMOU UTU MHOHNCECMBEHHOU MUEIOMOU, NOLYYaArwue XUMUOmMepanur

(01151 eueHust anemuuy U CHUNCeHUss NOMPeOHOCU 8 MPAHCPY3UsX)

CpelncTBa, CTUMYJIUPYIOIIAE SPUTPOII0I3, SBIISIOTCS (PaKTOpaMH POCTa, KOTOPhIE CTUMYJIHPYIOT B

IEpBYIO  odepeab  O0pa3oBaHHE  APUTPOLMTOB.  PelenTopbl  SPUTPONOITHHA  MOTYT

OKCIPECCHPOBATLCS HAa TMOBEPXHOCTH MHOTHX ONYXOJEBBIX KJICTOK. Kak M B ciaydae Bcex

(bakTOpOB pocTa, CYIMIECTBYIOT COMHEHHSI B OTHOIICHHH TOTO, YTO CPEACTBA, CTUMYJIUPYIOIINE

DPUTPOIOA3, MOTYT CTHUMYJIMPOBATh POCT omyxoiieii. Takum 00pa3om, pelieHue O BBEIACHUU

npernapata peKOMOMHAHTHOTO 3PUTPOINOAITHHA JODKHO MPUHUMATHCS HAa OCHOBAHHMH OIECHKH

OTHOIIIECHHUSI PUCKA M TMOJb3bl ¢ y4aCTHEM KOHKPETHOTO MallMeHTa M YYHUTHIBATH KOHKPETHYIO

KJIMHUYECKYIO CUTyaluio. DakTopbl, KOTOpbIC CIENyeT pacCMaTpUBaTh IMPH TaKOW OIICHKE,

BKJTIOYAFOT: THII ¥ CTA IO OITYXOJIU; CTETICHb TSHDKECTH aHEMUH; 0XKUIAEM YO TPOIOJKUTEIIEHOCTh

JKH3HH;, YCIIOBHS, B KOTOPBIX MAIMEHT MOJyYaeT JICYCHHUE; PEAMOYTECHHUS MalieHTa.

B KJIMHUYECKHX WCCICIOBaHUAX TMPH MPUMEHEHHWH Npenapata DpaibPoH B KOMOWHAIMH C

JIPYTUMH CPEIICTBAMH, CTUMYJIMPYIOIIMMHU 3PUTPOII033, OBIJIO OTMEUCHO:

— YXYyIIIEHUE JIOKOPETMOHAPHOTO KOHTPOJIA Yy TAIMeHTOB C  PaclpOCTPaHEHHBIMHU
3JI0KaQUECTBEHHBIMUA HOBOOOPA30BaHUSIMHU T'OJIOBBI U IIIEH, MOJIYYAIOIIHNX JIYUEBYIO TEPAIHIo, B
cilyyae TIPUMCHEHHUsS JaHHBIX TpEnapaToB I JOCTHXKCHHS KOHIICHTPAIMKM T'eMOTJIOOMHA
6onee 140 1/m;

— CHIDKEHHE O0IIeil  BBDKMBAEMOCTH W YBEJIIMYEHHE  CMEPTHOCTH, CBSI3aHHOH ¢

MIPOTrpecCUpOBaHKEM 3a00sIeBaHus, yepe3 4 MecsIla mprueMa MalueHTaMu ¢ METaCTaTHIYECKUM
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MperapaToB It JOCTHIKEHUST KOHIIEHTpaluu remorioounaa ot 120 go 140 r/m;

— yYBENMYEHHE CMEPTHOCTH MpPH MpPHEME JAPYIHX CPEACTB, CTUMYIHPYIOIIUX SPUTPONOI3
(map6omoaTuH anbda), A7 JOCTHXKEHUS! KOHIIGHTpaluy reMorioouna 120 r/1 y nmanueHToB ¢
AKTUBHBIMU 3JIOKAYeCTBEHHBIMH HOBOOOPA30BAHUSIMH, HE MOJIYYAIOIIMMU HH XHMHAOTEPAITHIO,
HU JTy4eBYIO Tepanuio. CpecTBa, CTUMYJIUPYIOIINE SPUTPOII033, HE TIOKAa3aHbI K IPUMEHEHUIO
y JAaHHOU T'PYIIIbI TAIUEHTOB.

VY nanueHTOB ¢ OHKOJOTMYECKHM 3a00JIeBaHMEM, MOJTYYAIOUMX XMUMHUOTEPAIUIO, IPU OIICHKE

NPUTOJHOCTH TEPAIMH 3MO3TUHOM alib(ha (B 0COOEHHOCTH y TAIIMEHTOB, IMOJABEPKEHHBIX PHCKY

TpaHChy3UH) CIEIyeT Y4YUTHIBATh 33JCPKKy B 2—3 HENEIM MEXAy BBEICHHUEM CpEICTB,

CTUMYJIUPYIOIIUX  JOPUTPONO33, M  TOSABICHUEM CTHUMYJIUPOBAHHBIX  3PUTPOIIOITHHOM

SPUTPOIUTOB.

B pamxax npedenosummoii npoepammsl neped 0OUWUPHBIM XUPYPSULECKUM BMEUAMenbCmEeoM Y

83POCIbIX NAYUEHTNOB ¢ 2eMamoxkpumom, paguvim 33—-39 %, ons obnecuenus coopa aymonocudHou

KPOBU U YMEHbULEHUsL PUCKA, CBA3AHHO20 C UCNOTIb308AHUEM AIOCEHHBIX 2eMOMPAHCcOy3ull, eciu

odrcudaemMas nompeOHOCMsb 8 nepeusaemoli Kpogu npesviuiaent Koauiecmeo, KOmopoe MONCHO

ROLYYUMb MEMOOOM AYMON0SULUHO20 cOOpa be3 npuMeHeHUs SNOIMUHA albpa

VY manueHToB, CBSI3aHHBIX C MPOTrpaMMON cOopa ayTOJIOTMYHOM KPOBH M MOJYYaroIIMX

JIOTIOJTHUTEIILHOE JICYSHUE SMOITUHOM allb(a, CICIYeT YUYUTHIBATh BCE 0COOBIC MPEIyPEIKICHUS

¥ 0COOBIE MEPHI IPEAOCTOPOKHOCTH, B OCOOCHHOCTH — 0053aTeIbHOE BOCIIOIHEHUE 00beMa.

B3pocnvie nayuenmul nepeo npogedeHuem oOWUPHOU Onepayul ¢ 0#cUOaemol Kposonomepell

900-1800 ma (2—4 eounuywl), He umerowue aHemuu UIU C 1e2KOU U CpeoHell CmeneHbl0 aHeMuu

(cemoenobun 100-130 2/n), Ona ymenvuenus nompedHOCMU 8 ALIO2EHHBIX 2eMOMPAHCHYIUAX U

0bne2ueHUsi 60CCMAHOBIEHUS IPUMPONOI3A

B mo- m mocneonepanoHHOM TIEpHOJIE BCET/a CIEAYeT COONIIOATh HaIJICKAIINe CTaHIAPTHI

KOHTPOJIS TTOKa3aTeNeil KpoBH.

[TanvenTam, KOTOpHIM Ha3HaueHa OoJibIllasi IUIAHOBAs OPTONEIUYEcKas OIepaius, CileayeT

IPOBOJIUTh AHTUTPOMOOTHYECKYIO TPOPHIAKTUKY, MOCKOIBKY Yy XHPYPTHYECKUX ITallMeHTOB

MOTYT BO3HHUKATh TPOMOOTHYECKHE U COCYIUCTHIE OCIOXKHEHHUS, B 0COOCHHOCTH Y TAIIHEHTOB C

(OHOBBIM CEpJICUHO-COCYIUCTHIM 3a00aeBanneM. Kpome Toro, cieayeT coomo1aTh 0coOble MephI

IPEJOCTOPOKHOCTH Yy TALMEHTOB C MPEPACHOIOKEHHOCTBIO K PA3BUTHIO TPOMOOTHYECKHX

oclIo)kHeHUH. boitee Toro, y manueHToB ¢ HCXOIHBIM reMoriIo0uHoM > 130 /11 Hellb3st UCKITIOYHTh

BO3MOXXHOCTH TOTO, YTO JICYCHHE DSIMOITHHOM ajb(da MOXKET OBITh CBS3aHO C TOBBIIICHHBIM

PUCKOM ITOCJICONCPALIMOHHBIX TpOM6OTI/I‘-ICCKI/IX COCYIHUCTBIX OCJIOJKHEHUM. CHGJIOBaTeJIBHO, y
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[MAIIMEHTOB C MCXOOHBIM TremoriodomHoMm > 130 r/ﬁ-nHﬁMé'TgMﬁﬁaT:ﬁmﬂi' HE

PEKOMEHIyeTCsl.

BcrnomMorarennHble BEIECTBA

JlanHbIil mpenapat coaepKuT MeHee 1 mmodb (23 Mr) Hatpus Ha 1 Mu1 ipenapara, To €CTh 10 CYTH

HE COACPIKUT HATPHUA.

4.5. B3amMmojeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapartaMu W Jpyrue BH/bI
B3aNMOJAEHCTBUSA

JlaHHBIX O B3aMMOJEWUCTBUU SIO3THHA ajbda C APYTHMMHU JIEKAPCTBEHHBIMU CPEICTBAMHU HET.
[TpenapaThl, KOTOPBIE CHIKAIOT 3PUTPOII033, MOTYT OCJIA0JIATh IEHCTBHE TOATHHA albda.
OpHako BO3MOXHO BJIHMSHME HA KOHIEHTPALMIO LUKIOCIOPHHA TpPU OJHOBPEMEHHOM
MPUMEHEHUH, BCIEACTBHE ATOTO TPeOyeTCs TOMOTHUTENIbHBIN KOHTPOJIb YPOBHS LIUKIOCIIOPHHA B
CBIBOPOTKE KPOBH C MOCIEAYIOIIEH ero KOppeKIueH.

VY nanueHTOB ¢ METAaCTa3upPYIOIIUM PaKOM T'PyAH, KOTOPBIM Ha3HA4YEeH OJHOBPEMEHHBIN MpUEM
amodTHHA anb(da moakokHO B go3upoBke 40000 ME/mMn u Tpacty3ymaba B 103UpOBKE 6 MI/KT,
BBEJICHUE JMI03THHA aib(a He BIUsSeT Ha (PapMaKOKMHETHKY TpacTy3ymada.

Her mnpusHakoB, yKa3pIBalOIIMX Ha JIEKaPCTBEHHBIC B3aWMOJACUCTBUA MEXKIY Ipenaparom
OpanbPoH M TpernaparaMyd T'PaHYJIOIUTAPHOTO KOJIOHHUECTHUMYJIUPYIOMETO (akTopa ¢ TOYKU
3peHHsl TeMaroyiorndeckod auddepeHnnanyu waM TpoIUQeEpali  OMYXOJIEBBIX KIIETOK,
U3y4YEeHHBIX B 00pasiax ouorcuu in Vitro.

Crumynupytoliee aeiicTBue mnpenapara Opaib(OH HA 3PUTPOIIOI3 MOXKET OBbITh YCHIIEHO HpHU
OJTHOBPEMEHHOM IIpHEMe TpEenapaToB jKeje3a.

[Ipr coBMeCTHOM NPUMEHEHHH C THUIMOTEH3MBHBIMH TIpenapaTaMd BO3MOXKHO OCJIA0JICHHE HX
JEHUCTBHUS.

HmeroTcs JaHHBIE O BIUSHUM UHTHOUTOPOB aHTHOTeH3UWHIpeBpataromiero gepmenta (AIID) Ha
neiicTBue npenapara Jpajib(poH IpU COBMECTHOM NPUMEHEHHUU.

[Ipy OAHOBpPEMEHHOM TMPOBEJCHUU IPOTHUBOCYIOPOKHOW TEpalmMi MOXKET TOBBICUTHCS

CKJIOHHOCTB K CyJOpOTraM.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIUA

bepemeHHOCTD

JlaHHBIE O MPUMEHEHHUH IMOITHUHA alb(a y OepeMEHHBIX KEHIIUH OTCYTCTBYIOT. MccaenoBanus
HAa SKMBOTHBIX I[IOKa3ajld HaIU4Me Yy OJMOdTHHA aibpa pPEenpoAYKTHUBHOW TOKCHYHOCTH.

[Tpumenenue npenapara npu OEpeMEHHOCTH HE PEKOMEHI0BaHO.
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(NOCNEQCBATENEHOCTE 0005)

JlakTamus

HewusBecTHO, MpOHMKAET JIM SMIO3THH alib(a B rpyIHOE MoJIoKo. [IpuMeHeHue rpenapara B nepuo

IPYAHOTO BCKAPMJIMBAHMS HE PEKOMEHI0BAHO.

4.7. BausiHue Ha CNOCOOHOCTH YNPABJATHL TPAHCIOPTHBLIMHM CPeACTBAMH M PadoTaTh €
MeXaHMu3MaMH
Het nundopmanmu o Tom, 4T0 3MO3THH alib(a BIUSET Ha CHOCOOHOCTh YIPABISATh aBTOMOOMIIEM H

APYyruMunu MEXaHU3MaMHU.

4.8. HexenarejibHbIC peaKuuu

Pesrome npoduiist 6e3onacHocT

Bo Bpems Tepanuu snio3TuHOM anb(a Hanbosiee 4acTo HabI0JaeTCsl J0303aBUCHMOE MOBBIIICHUE
apTepHalIbHOTO JABJICHHUS WIM YXYIIICHHE TEUYEHHUS YK€ CYIIECTBYIOLIEH apTepuanbHON
runepreH3nd. HeobxonnmMo ajieKBaTHO KOHTPOJMPOBATH apTepUaIbHOE JIaBIECHUE, OCOOEHHO B
Hayuaje Tepamuy SMO3THHOM aibda. Takke OYeHb 4YacTo HAOIIOJAUCH AHWapes, TOIIHOTA,
MOBBILICHHE TeMIepaTyphl, pBOTAa. [ 'pUMNMNONONOOHBIN CHHAPOM dalle Bcero HaOIroAancs B
Hayaje Tepanuu.

Y  nanueHToB, MOJYYaOLUX SPUTPONOITUH-CTUMYIUPYIOIIKME @penaparsl, HabJoganach
MOBBIIICHHAS YaCTOTa TPOMOOTHYECKUX COCYIUCTHIX OCTIOKHEHHI.

Pe3roMe HekenaTebHBIX PeaKIUN

[lepeuucnenHple HUXKE  HEXeNaTelbHbIE  peakinH, HaOmOJaBIIMECs Yy  IMAlMeHTOB,
CTPYMITHPOBAHBI TT0 CHCTEMHO-OPTaHHBIM KJIaccaM C yKa3aHWEM YacTOTHhl X BO3HUKHOBEHUS B
COOTBETCTBUHM C PEKOMEHIANMsIMU BceMHpHOW OpraHu3aluil 3ApaBOOXPAHEHUS: OYEHb YacTO
(> 1/10), wacto (> 1/100, HO < 1/10), Heyacto (> 1/1000, Ho < 1/100), penko (> 1/10000, HO
< 1/1000), ouens peaxo (< 1/10000), yacTora HeM3BeCTHA (Ha OCHOBAHUU MMEIOIINUXCS TAHHBIX
OLICHUTh HEBO3MOXKHO).

Hapywenus co cmoponsi Kpogu u iumgpamuieckoli cucmemsl: O4EHb PEIKO — IPUTPONIOITHHOBAS
AHTHUTENI0-0MOCPE0BaHHAs MapluaibHas KPACHOKJIETOYHAsS arja3us, TPOMOOIIUTEMHUS.
Hapywenus memabonuzma u numanus: HE4aCTO — TUNIEPKAIEMUSL.

Hapywenus co cmopouvi HepsHOU cucmembl: 9acTO — TOJOBHAs OO0Jb, CyJOPOTH; YacTOTa
HEHM3BECTHA — IePeOPOBACKYIISIPHBIE OCTIOKHEHUS (B T. 4. HHCYJIBT, BKIIOYAIONINH 1IepeOpabHbIH
WHGApKT W BHYTPUMO3IOBO€ KpPOBOWM3JIMSHUE), TpPaH3UTOPHAs HIIEMUYecKas aTaka,
TUTNIEPTOHUYECKas YHIEhaNTonaTHsl.

Hapywenus co cmoponvl opeana 3penus: 4acToTa HEU3BECTHA — TPOMOO03 CETYATKHU.
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KpHU3), apTepHUaIbHbIe U BEHO3HBIC (B T. 4. JIETAIBHBIE CITydyau) TPOMOO3bI U dMOOIHH: TPOoMOO03
IyOOKHX BEeH, apTePHAILHBIN TPOMOO3 (B T. 4. MHPAPKT MUOKap/Ia), TPOMOO03 apTepHOBEHO3HOTO
IIYHTa aHEBPU3MBI, SMOOJIUS JIETOUHOM apTepuu.

Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, 0p2aHo8 2pYOHOU KIemKU U CpedoCmeHUs.:
4acTO — KallleJib; YaCTOTa HEU3BECTHA — 3AJI0KEHHOCTD JIBIXaTEJIbHBIX MyTEH.
Kenyoouno-kuuieunvie napyuieHus: 0O4€Hb 4aCTO — TOLIHOTA, 1Uapesl, pBOTA.

Hapywenus co cmoponsl Kkodicu u NOOKOJCHBIX MKAHelU: 4YacTO — KOXKHasg ChIllb, 4acToTa
HEU3BECTHA — KpAaIllMBHHUIA, AHTHOHEBPOTUYECKUN OTEK, MHOTO(GOpPMHAs IpUTEMA, CHHIPOM
CruBenca — J[>OHCOHA, TOKCUUYECKHI 31K IepMaIbHBIN HEKPOJIU3.

Hapywenus co cmoponvl MbluieyHoll, ckelemuou U coeOUuHUmenbHol mKaHu: 4acTo — MUANITus,
apTpairusi, 00Jb B KOCTSX, 00JIb B KOHEUHOCTSIX.

Obwue napywienus u peakyuu 8 mecme 86edeHUs. OYCHb YacTO — MOBBILICHHE TEMIIEPaTypHI;
4acTO — TPUIITIONOA00HBIA CHHAPOM, 03HOO, MepudepUIeCKrue OTEKH, PEAKIINH B MECTE BBEICHUS
npemapara, TpoM003 mIyHTa (B T. 4. KOMIIOHEHTA JMAIN3a); YaCTOTa HEM3BECTHA — MOPQUPHS,
Hea(h(PEKTUBHOCTD Ipenapara.

OmnwncaHue OTACIBbHBIX HEXKEJIaTSIbHBIX peaKIIHi

OTMmedanuch peakuuu TUIEpYYBCTBUTEIBHOCTH, BKJIIOYAs KOXKHYIO Cblllb, KpalMBHUILY,
aHa(UIAKTUYECKHE PEaKIMU U aHTHOHEBPOTUYECKUI OTEK.

['nneproHnnyeckuii Kpu3 ¢ HLEdanonaTuell ¥ CyaoporaMmu, TpeOyromuii MHTEHCUBHOM Tepanui,
Ha0JIr01aJICsI BO BpeMsl Teparty SpUTPONOITHHOM Y MAIUEHTOB, paHee UMEBILIMX HOPMAJIbHOE WIIH
NOHW)KEHHOE apTepuaibHOe JaBieHHe. PekoMmeHayeTcs BHMMATEIbHO HaOdOAaTh 3a
BO3HUKHOBEHHEM BHE3AITHBIX MUTPEHENO0/I00HBIX TOJIOBHBIX OOJIeH.

B3spocnvie nayuenmor ¢ M/[C ¢ Huskum unu npomedscymounsvim-1 ypoguem pucka

B pannomMu3sMpoBaHHOM JBOHHOM CJENOM IUIAlE€00-KOHTPOIUPYEMOM MHOTOLIEHTPOBOM
uccienoBanuu y 4 naruentos (4,7 %) pa3Bunnch TpomOoTHueckue cocyauctoie sisneHus (TCH)
(BHE3amHasi CMEPTh, MILIEMUYECKHUI UHCYIBT, 3MO0us U ¢paedut). Bece TCH npousonuu B rpymmne
AMOATHHA alib(a B epBble 24 HeAeTH UCCIIeI0BaHUS.

Tpu cnyuas TCS ObtMm  TOATBEpXKIEHBI, B OJHOM Ciydae (BHE3amHass CMEpTb)
TpOMO03MOOINYECKOE HAPYLIEHUE HE MOATBEPKACHO. Y JIBYX MAlMEHTOB MMEIHCh 3HaYMMbIE
dakTopsl pucka (puOpUILISINS IpeIcepanii, cepaeyHas HeIOCTATOYHOCTh U TpoMOo(hIeOuT).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmarh 0 TOA03PEBAEMBIX HEXKENATENbHBIX PEAKIUsAX IOClIe PETUCTpalluu
JIEKAapCTBEHHOTO TIpernapara ¢ 1eJbi0 00eCTICUeHHs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIIECHUS
«T10J1b3a — PUCK» JIEKAPCTBEHHOI0 IMpernapata. MeauuuHCKUM paOOTHHKAM pPEKOMEHIYeTcs

18



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 23.06.2026 N= 12377

co00IIaTh O JIOOBIX TOJI03PEBAEMBIX HeKeTateTbHbIX - %gé%%';%ﬁ;&g%ﬂi;érg:hﬂeﬁ;ﬁam

Yyepe3 HalMOHALHBIE CUCTEMBI COOOIICHUS O HEXKEIATeNbHBIX PEAKIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickas ®@eoepayus

OenepanibHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Anpec: 109012, r. Mocksa, CiiaBsiHCKas IiIomaap, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHMIITOMBI

[Tpemapar DpanbhoH 00JIaTaeT IIUPOKUM TEPANEBTHYECKUM UHTEepBajioM. [Ipu mepeno3upoBke
amodTHHA ab(a BO3HUKAIOT 3(D(EKTH, OTpakarolIHe KPAWHIOK CTETICHb BBIPAXKEHHOCTH €T0
(hapMaKkoJIOTHYECKOTO JCHCTBHUS.

Jleuenue

[Ipu oueHb BBHICOKOM COJIEpKaHUU T€MOTJIOOMHA BO3MOXHO NMPUMEHEHHE KpoBomyckaHui. [Ipu

HEO0OXOUMOCTH IIPOBOAAT MOAJIEPKUBAIOILYIO TEPAIIUIO.

5. PAPMAKOJIOTUYECKUE CBOHCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepareBTHUECKasi TPYIIa: aHTHAHEMHYECKHe Tpernaparsl; Jpyrue aHTHaHEeMHUYeCKue
npernaparsl.

Kon ATX: BO3XAO01.

[Tpenapat OpanbdoH sBigercs 6rnoaHanoroM (0Mono100HBIM JIEKAPCTBEHHBIM IPENapaTom).

Mexaumnsm nerictus U hapMakogruHaMudeckue YO HEKThI

OnodTHH ank(ha npeacTaBiIseT coO00M OYUIIEHHBIH IITUKOMPOTEUH, CTUMYTUPYIOIIHI SpUTPOII0I3;
BIUSET Ha JeneHHe W auddepeHIuanuo KIeTOK-MpeAmecTBeHHUKOB. OH Mpoaylnupyercs
KJIETKAMH MJICKOIUTAIONIMX CO BCTPOCHHBIM TE€HOM, KOAMPYIOIIAM CHHTE3 JPUTPOIOITHHA
yenoBeka. [lo OuonoruueckuM CBOWCTBaM SMO3THH ajb(pa HE OTIMYAETCS OT YEJIOBEYECKOTo
SPUTPONOITHHA.

benkoBass ¢pakius cocraBiseT okono 58 % OT MOJIEKYISIpHOM Macchl M COCTOMT U3

165 amuHOKHMCITOT. YeThlpe YIIIEBOJOPOMHBIX IIETIM TPUCOCAMHEHBI K OCNKy Tpems
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APUTPONOATHHA cocTaBisieT npubamu3urensHo 32000—40000 nanbToH.

[Tocne BBeeHus npenapara KOJIMIECTBO SPUTPOLIUTOB, PETHUKYIOUTOB, YPOBEHb T€MOTIIO0MHA 1
cKopocTh noryomenus *Fe ypenuuuparotcs. Ha Ky/IbType KIeTOK KOCTHOTO MO3Ta MOKa3aHo, YTo
SMO3THH anb(a n30MpaTeIbHO CTUMYIUPYET S3PUTPOINI0I3, HE OKA3bIBAs BIMSHUS HA JEHKOIIO0I3.
300possie 006posobYbL

[Tocne BBeneHHMs eAMHUYHOM 1036l 3m03THHA anbda (ot 20000 mo 160000 ME monkoxHO)
HaOIroasICs /10303aBUCUMBIM  OTBET, OLEHEHHBIH MO ciexyromuM (apMaKkoAMHAMUYECKUM
MapKkepaMm: COJEpXaHHWE PEeTHKYJIOLUTOB, JSPUTPOLUTOB U  remoriaobuna. Ilpoduias
«KOHIEHTpAIMs — BpeMs» C TUKOM M BO3BpaTOM K 0a30BOW JTMHHUM HAOIIOAICS JJISI N3MEHEHHS
YHCIIa PETUKYIONHUTOB. MeHee YeTKuil npoduis HabIoaascs A S3pUTPOLUTOB U FeMOTIO0HHA.
Bce dapmakoguHaMuyeckue Mapkepbl BO3pacTalid B JMHEHHON 3aBUCUMOCTH C MaKCHUMAaJIbHBIM
3HA4YEHUEM OTBeTa IpU HauboJjiee BEICOKUX J03aX.

[Tpu cpaBHennu BBeneHus oxnoi 10361 40000 ME 1 tpex 103 150 ME/Kr B Heienr0, HECMOTPS Ha
paznuune npouiei «KOHIEHTpaNus — BpeMsi», (hapMaKoAMHAMUYECKU OTBET OBbLIT OJTMHAKOBBIM
Ui 000MX PEeXHMMOB J03UpPOBaHUS. J(OMONIHUTENBHO MNPOBOJMIN CPaBHEHHE PEXHUMOB IpU
BBeZieHHU 1 pa3 B Hezemto U 1 pa3 B 2 Henenu. B urore, o pesynabraram GpapmMakoIMHAMUYECKHX
uccnenoBanuii, pexxum 40000 ME 1 pa3 B Henemo mokaszan cedst 6osee 3pGeKTUBHBIM, YeM MpU
OJIHOKPaTHOM BBEJICHUU B 2 HENIEIN, HECMOTPS Ha 10J00ue MoKa3aTeel A1 peTUKYJIOLUTOB.

Kinnanueckas 3¢ dekTHBHOCTL U 0€3011aCHOCTh

Tayuenmsi ¢ anemuetl, 8b136aHHOL NPOBEOEHUEM XUMUOMEPANUU

OnolsTvH anb(a MpHU BBEJIEHUU 3 paza B HeIedar WK 1 pa3 B HENENIO MOoKa3al CIOCOOHOCTh
MOBBIIIATh TEMOTJIOONH M YMEHBIIATh MOTPEOHOCTHh B TIEPEIIMBAHUU KPOBU YEPe3 MECSAIl IMOCTe
Hayajna XHUMUOTEpaluu Yy OHKOJIOTWYECKHX manueHToB ¢ aHemued. Ilpooumn AUC
dbapMakoIUHAMUYECKHX  TapaMeTpoB  (COAepXaHHE  DPUTPOLUTOB,  PETUKYJIOLUTOB,
reMorsoOnHa) OBUTM OJIMHAKOBBI JUIsI 3J0POBBIX JOOPOBOJBIEB W I TAIMEHTOB TOCIE
XUMHOTEPAITHH.

B3spocnvie yuacmuuxu npocpammel coOopa aymonocuuHou Kpogu neped 0OUUPHBIM XUPYPSULECKUM
eMeuamenbcmeom

OnodTuH anb(ha JOKAa3aHHO CTUMYJIUPYET BHIPAOOTKY SPUTPOILMTOB C LETBI0 YBEIUYUTH 00BEM
cOopa ayTOJIOTMYHON KPOBU U OCTAHABIIMBAET CHIDKCHHE COJIEPKaHMS TEMOTIIO0NHA Y B3POCIBIX
MAIMEHTOB, HAMPABJICHHBIX Ha OOIIMPHBIC XUPYPTHUECKUE OIEepaIiy, KOTOpPbIe HE COOMPAIOTCS

CO3JaBaThb 3aIiac COOCTBEHHOI KpOBH.
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onepaRCELOBATENEHOCTE 0005)

B3pocnvie nayuenmul neped opmoneouueckumu

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jl71 marenToB nepe OOMUPHBIM XUPYPIrHYECKUM BMEIIATEIHCTBOM CO 3HAUEHUEM TTOKa3aTels
remoraobuna 10 sedenuss ot > 100 o <130 r/n sno3THH anb(a CHIKACT PHUCK IOIYyYSHHS
TpaHcy3uu 4yKOi KPOBU U YCKOPSET BOCCTAHOBIIEHUE YUCIIa SPUTPOLUTOB (TIOBBIIIAET YPOBEHD
reMoryIo0nHa, 3HaYeHNe reMaTOKPUTa U YUCIIO PETUKYIIOLUTOB).

B3pocnvie nayuenmor ¢ MJ[C ¢ nuskum uau npomexcymounvim-1 ypoernem pucka

B panzoMu3upoBaHHOM JBOWHOM CIENOM  IUIALE00-KOHTPOIUPYEMOM MHOTOIIEHTPOBOM
UCCJIEIOBAaHUM OlLeHUBaNach 3()(PEeKTUBHOCTh U OE30MACHOCTh AMOATHHA aib(da y B3POCIBIX
nanueHToB ¢ anemuen ¢ MJIC ¢ HU3KUM WM TPOMEXKYTOUYHBIM-1 ypOBHEM pHCKa.

[TarenTs! OBLIN pacmpeeNieHbl B COOTBETCTBUH C YPOBHEM SPUTPONOITHHA B ChIBOpOTKE (SEPO)
U CTaTycoM TPEAIIECTBYIONIETO TMepeiauBaHus MNpu CcKpuHuHre. KimroueBbie 0a3oBble
xapakTepucTuku s ypoBHs < 200 MEn/mu mokazanbl B TaOuile HUXKE.

Tadoauna 1. Bba3zoBble xapaktepucTuku Ajasi namueHtoB ¢ SEPO <200 MmEa/ma mnpu

CKPHHHHIE
PangomusupoBanHoe

O6mee k0.1-Bo (N)P Sno3THH anbda Inane6o
85? 45

Ckpunuar SEPO <200 mEn/mn 71 39

(N)

LI'emocnobun (2/n)

N 71 39

Cpennee 92,1 (8,57) 92,1 (8,51)

Mennana 94,0 96,0

Wutepsain (71, 109) (69, 105)

95 % U s cpeaHero (90,1, 94,1) (89,3, 94,9)

IIpeowecmsyiowee nepenusanue

N 71 39

Ja 31 (43,7 %) 17 (43,6 %)

KonuyectBo s3putporuToB < 2 16 (51,6 %) 9 (52,9 %)

KomngectBo SPUTPOIIUTOB 14 (45,2 %) 8 (47,1 %)

>2u <4

KonuuecTBo 3puTponuToB > 4 1(3,2 %) 0

Her 40 (56,3 %) 22 (56,4 %)

& y oHOTO MarMeHTa He 0b1I10 AaHHbIX SEPO;
b ¢ yposHeM > 200 ME/M B TpyTIIe 3M03THHA anb(a 65010 13 MaIHeHToB U 6 MAIUEHTOB B TPyIIIe MmIaneo.

DPUTPOUTHBIN OTBET OBUT ONIPECIICH B COOTBETCTBUHU C KPUTEpUsIMU MexXayHapOIHON paboueit
rpynnsl (MPT) ot 2006 roaa kak noBeliieHue reMoriioonHa > 1,5 1/ OT UCXOTHOTO YPOBHS WU

COKpalICHUA S5PUTPOLUTOB MMOCIIC ICPCIIMBAHUA 110 8.6COJ'IIOTHOMy KOJIMYCCTBY HC MCHCC UCM Ha 4
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CIMHUIBI KaXKIble 8 Heaenab II0 CPaBHEHUIO| C 8 HQH%;[JE%E'I?J@H!E%H&&%{I'{H% "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JUTUTETTLHOCTHIO OTBETA HE MEHEe 8 He/leTb.

OpUTPOUIHBII OTBET B TEUCHHE MEPBBIX 24 HEENb UCCIEI0BaHUS MPOAEMOHCTpHpoBaiu 27/85
(31,8 %) nanueHTOB B TpYIINe 3MO3THHA ajb(da 1o cpaBHEHHUIO ¢ 2/45 (4,4 %) UCHBITYEMbIMU U3
rpymisl mwiane6o (p < 0,001).

Bo BpeMsi CKpWHHMHTa YpOBEHb JPUTPONOITHHA B CBIBOPOTKE KPOBH BCEX PECIIOHICHTOB
cocraisi Mmenee 200 MEa/mi.

Ha pmamnom ypoBue 20/40 (50 %) mnamueHToB 0€3 NPEIIIECTBYIOIIUX MEpeluBaHUN
MIPOJIEMOHCTPUPOBAIIA SPUTPOUIHBIN OTBET B TEUCHHUE MEPBHIX 24 HEIeNb Mo cpaBHEHUIO ¢ 7/31
(22,6 %) manumeHTamMH € OPEIIICCTBYIONIMMHU  [EPEIMBaHUAMH  (Ba  MHAIlMEHTa C
MPEIIIECTBYIONUM TEPEIUBAHUEM JOCTUTIN TEPBUYHONW KOHEYHOH TOUYKH, OOYCIOBJICHHOMN
CHI)KEHHEM KOJIMYECTBA 3PUTPOIUTOB 70 aOCONIOTHOTO 3HAYCHUS HE MeHee 4 eIMHUII KaXKIble
8 HeZenb o CpaBHEHUIO C KaXI0M 8 Henesel 1o Havyalla UCCIIeIOBaHMUS ).

Cpennee BpeMs OT WCXOJHOTO YPOBHS JI0 TEPBOrO TEPEIMBAHHUS CTATHCTHYSCKUA 3HAYMMO
MPEBBIIIANIO B TPYIIIE MOITHHA aib(a Mo cpaBHEHHIO ¢ Tpymmoi miarnedo (49 npotus 37 mHeH,
p = 0,046). ITocne 4 Henenb JieyeHHs BpeMs 10 MIEPBOTO MEepeIrBaHus B TPYIINE SM03THHA anb(a
eme yBenuuuioch (142 mporuB 50 nueit, p = 0,007). IlpomeHT MmalMEeHTOB, KOTOPHIM
noTpeOoBaIoCh MepeIuBaHue B Tpymme 3ModTuHa anbga, causmics ¢ 51,8 % 3a 8 "emenb 10
UCXOJHOTO ypOBHS 110 24,7 % Mexay Henensmu 16 u 24, o cpaBHEHHIO C TPYIION Tu1anebo, rie

MPOLICHT NepenuBanus yBenuumics ¢ 48,9 % no 54,1 % 3a onnHakoBbIe IEPUOAbI BDEMEHU.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

BuyTpuBeHHOE BBEIEHHE

[Ipy wu3MepeHHH KOHIIEHTPALIMU DSIO3THHA anb(a MOoCcle BHYTPUBEHHOTO MHOTOKPATHOTO
BBesieHus o 50—100 ME/kr nepuon monyBbiBeaeHus (t1/2) cocTaBui MpUOIU3UTENBHO 4 yaca y
37I0POBBIX JTIOOpOBOJIBIIEB H  OBLT 0OoJiee UIMTENBHBIM Y MAIlMEHTOB C TMOYEYHOU
HEJOCTATOYHOCTBIO, COCTaBJIAs OKOJIO S wacoB i 403 mo 50, 100 u 150 ME/kr. YV nereit tip
cocTaBUI MpuUMepHO 6 yacos. [Ipu B3aTHM KpoBU 175 aHAMHM3a (HapMaKOKWHETUKH B TEYCHHE TIO
KpaitHeil Mepe 4 mHell y OHKOJIOTMYECKUX MalMeHTOB, MOJYYaBIIMX SMO3TUH anbda mo 667 u
1500 ME/kr BHyTpHBEHHO, t1/2 coctasisut ot 20,1 1o 33,0 wacos.

[ToakoKHOE BBEACHHE

KOHL[CHTpaI_II/ISI B IIJIa3ME KPOBH IOCJIC ITOAKOXKHBIX WHBEKIUMN HUIKC, UCM IIOCJIC BHYTPUBCHHBIX
WHBEKITUH. KOHLICHTpaI_II/IH B IJIasM€ KpOBHU BO3paACTACT MCIJICHHO M JOCTUTACT IIMKA 4YCpcC3

12-18 yacoB mocie MOAKOXHOTO BBeAeHUS. [IMKOBBIE KOHIIGHTPAIlMM B IJIa3Me KPOBH IIPH
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JT10C DB HOCTH O005]
MOJKOKHOM BBEJICHHUM HUXKE MHKOBBIX KOHueHTpauHHﬂa-m '&OEE%'B‘HET'DHBBHHOM

BBeZIeHUU (mpuMepHo B 20 pa3).

Hakonnenust He HaOII0AAI0CH: KOHIIEHTPAIMS B IJIa3Me KPOBU OCTaBallaCh OJMHAKOBOM uepes
24 yaca mocne TEepBOM WHBEKIMH M 4Yepe3 24 vaca mocie mocieaHed uHbekiuu. Ilpodumm
«KOHIIGHTpAIMs — BpeMs» SPUTPONOITHHA Ha Heaensx | u 4 ObulM OJUHAKOBBIMU IIPU
MHOTOKpaTHOM BBeAeHuH 1o 600 ME/kr 1 pa3 B Heenio y 310pOBBIX TOOPOBOJIBIIEB.

Jannabie papMaKOKMHETUKH HE YKA3bIBAIOT HA SBHBIC pa3nuyus ti/, cpenu B3pOCIBIX MAICHTOB
cTapuie uiav mjaaue 65 Jer.

B wuccnenoBanuu 7 HEJOHOIIEHHBIX HOBOPOXKIEHHBIX C OYEHb HHU3KOM Maccoi Tena mpu
poxaernn u 10 B3pOCTBIX 3JOPOBBIX TOOPOBOJIBIEB, TOTYUYABIINX SPUTPOIIOITHH BHYTPHUBEHHO,
ObUIM TIOJYYEHBl JaHHbIE O TOM, YTO O0BeM pacupereneHus Obu1 B 1,5-2 pa3a Bblme y
HEJIOHOIIIEHHBIX HOBOPOXKICHHBIX, YEM Y 3JI0POBBIX B3POCIIBIX, a KIUPEHC ObLT IPUMEPHO B 3 pasza
BBIIIIE Y HEJJOHOIIEHHBIX HOBOPOKJIECHHBIX, YEM Y 3[TOPOBBIX B3POCIBIX.

T12 mocne MOAKOXKHOTO BBEAECHUS COCTaBiisieT Okojio 24 yacoB. CpenHue 3HaueHus li2 y
3JI0POBBIX J00poBoJbIeB coctaBmsum 19,4+ 8,1 m 15,0+ 6,1 vaca mociae MHOTOKPATHOTO
BBeaeHus o 150 ME/kr 3 pasa B neaemo u 40000 ME/min 1 pa3 B HeZier0 COOTBETCTBEHHO.

B nccnenoBanuu, rie CpaBHUBAIOCH BBEJEHUE SMO3THHA ajb(a, CONEPHKAIIEro YelIOBEYECKU
ceiBopoTounsblii anbOymun (UCA), mo 40000 ME 1 pa3 B Henento moakoxuo u 150 ME/kr 3 paza
B HEJIENIO MOJKOXHO Yy 3/I0POBBIX JOOPOBOJIBIIEB, HA OCHOBE AAHHBIX, CKOPPEKTUPOBAHHBIX IO
UCXOJHOW KOHIIGHTpPAIlMM SHAOTCHHOTO JPUTPONO3ITHHA, Ha Hexene 4 ObUIM PAaCCUUTAHBI
CIIEeyIOIINEe TapaMeTphl:

Tadauua 2. Uudopmanus o JaHHBIX (PapMaAKOKUHETHKH Yy 3I0POBBIX 100POBOJIbIIEB

MaxkcumanbHast MunumanbHas T2 (9)
KOHI[EHTpauus B IJia3Me | KOHIEHTpauus B mja3me
KpoBH (Cmax) (MME/mu1) | kpoBH (Cmin) (MME/mo1)

150 ME/kr 3 pa3a B HEZIeI0

(n = 24) 191 (100,1) 39 (17,9) 31,8
40000 ME exenenensHO 785 (427.3) 13 (9.5) 393
(n=22)

Ha ocHoBaHuMW cpaBHEHHs IUIOMmIaei TOA KpuUBO#M «koHIeHTparus — Bpems» (AUC)

OTHOCHUTEINIbHAs OMOJIOCTYMHOCTh 3M03THHA anb(a mnpu npumeHenuu no 40000 ME 1 pas3 B
Henenmo 1o cpaBHeHuto ¢ 150 ME/kr 3 paza B Henento cocraBisia 176 %.

B wuccnenoBanum, rae cpaBHHMBAJOCH BBeneHuEe He coaepkamiero YCA smosTtuHa anbda Mo
40000 ME 1 pa3 B meaemo nogkoxuao u 150 ME/kr 3 pa3a B Hele0 MOAKOXKHO Y 3I0POBBIX
T00pOBOJIBIIEB, HA OCHOBE JIaHHBIX, CKOPPEKTHPOBAaHHBIX [0 HCXOAHOM KOHLIEHTpAlUU

SHAOTCHHOI'O SPUTPOIIO3THHA, HA HCICIIC 4 ObpLIH pacCUUTaHbI CJICAYIONIUC ITapaMETPhI:
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Taoauna 3. Undopmauus o 1aHHBIX q)apMalcommeTﬁQIl;g';l)gd%gﬁﬂﬁwg%lﬂég 03]

Cimax (MME/mu) Chin (MME/Mu1) iz (1)
150 ME/xr 3 paza B Hememo (N = 17) 143 (54,2) 18 (9,3) 19,4
40000 ME exenenensHo (n = 17) 861 (445,1) 3,8 (4,27) 15,0

Ha ocnoBanum cpasHenuss AUC ortHocuTenbHas OWOJOCTYIMHOCTh JIO3THHA anbda Mpu
npumerennn 1o 40000 ME 1 pa3 B Henmemo no cpaBHenuto ¢ 150 ME/kr 3 pasa B Henento
cocrasisia 239 %.

buogocTynmHOCTh A1103THHA anb(a nmpu npuMeHeHnH B 103¢ 120 ME/KT moikokHO HAMHOT'O HIKE,
4eM IIPY BHYTPUBEHHOM BBeZieHUU: ipumepHo 20 %.

[Tapamerpsl (papMaKOKMHETUKHM OBLIM PACCUYMTAHBI Yy 3JIOPOBBIX JOOPOBOJIBIICB H Y
OHKOJIOTUYECKUX TAIIMCHTOB C AaHEMHEH, MOJYYAIMUX [UKIUYCCKYI0 XHMHOTEPANUI0 M
coaepxaruit YCA smostun ansda nudo o 150 ME/kr 3 pa3a B Henento, 6o mo 40000 ME/mun
1 pa3 B nenmemo. [lapameTpbl QapMakOKHHETUKH Y OHKOJOTHYECKHX MAI[MEHTOB C aHEMHEH
OTJIMYAITUCH OT TAKOBBIX Y 3/IOPOBBIX JJOOPOBOJIBIIEB BO BpeMsl Henenu | (Koraa OHKOJIOTHYECKUE
MAIUEHTH C AHEMHEH IMOJIyJay XUMHUOTEPAIUIO), HO OBUIM OJMHAKOBBIMU BO BpEeMs HEIETH 3
(KorJa OHKOJIOTHYECKHE MAIlMeHThI C aHeMHUEH HE MOTy4ald XUMHUOTEPAITUIO).

Tadauna 4. Undopmanusa o JaHHBIX (GAPMAKOKHHETHKH Y 3A0POBBIX J00pOBOJIbLEB W

OHKOJIOTMYECKHX NAIMEHTOB ¢ aHeMHueil

B
OCTESKDZII-IHSI Tlna3zMeHHBII
Cmax Cminb MZKCI/IM&JILHO]?’I ti2 KJIMPEHC
ME L/IF
(MME/mn) | (MME/mu) KOHICHTpAMIH () (CL/F)
(tmae) () (MJ1/4/Kr)
max

300posbie 0006po6oLYBL

150 ME/kr 3 pasa B venemo | 163 (53,6) | 28,6 (10,4) 9,00(3,29) |250(7,13)| 31,2(11)5)

(n =6)* [n=4]
40000 ME exxeHeenbHO 1036 (238) | 9,25 (5,74) 21,0(7,10) |28,8(8,10)| 12,6 (3,05)
(n=6)

Onxonozuueckue nayueHmsl ¢ anemueli: neoens 1, kocoa nayueHmol NOLYUAIU XUMUOMEPANUIO
150 ME/kr 3 pa3a B uenemo | 414 (312) | 90,4 (41,4) 13,3(12,4) |43,7(3,94)| 20,2 (15,9)

(n=14)* [n=3]

40000 ME exenenensHo 1077 (510) | 116 (230) 38,5(17,8) |35,3(16,8)| 9,16 (4,69)
(n=18) [n=11]
Onkono2uueckue nayueHmol ¢ aHemuell; Heoeis 3, K020a NayueHmol He NOLYUALU XUMUOMEDANUIO

150 ME/kr 3 pasa B venemo | 178 (57,5) - 14,2 (6,67) 41,9 (14,8)| 23,6 (9,51)
(n=4)* [n=2]
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40000 ME exeHestenbHO 897 (322) ] (54 (A5 O Ea8 B (R 0y |- 13,9 {7 55)

(n=7)
! «ny Kak YKa3aHo, €CJIM JaJIe€ HE CKa3aHO MHOC,
b Cmin ObL1a paccunTaHa Ha OCHOBC CPCIAHUX C€KCHCACIbHBIX KOHHCHTpaHHﬁ B IJIa3M€ KPOBU 10 BBEACHUA T03bI B

XO€ UCCIICAOBaHUAA.

®apmakokuHeTuka He cojaepxkamero YCA smnosTuHa anbda H3ydanach Y OHKOJIOTHYECKHUX
NAlMEHTOB C aHeMHUed, MONy4YaloUMX LIHUKJIWYECKYI0 XMMHOTEpAIlvio, IOCJie BBEJIEHUS IO
150 ME/xr 3 pa3za B Henemo u mo 40000 ME/mn 1 pa3 B Henemo. B 11e5mom, y OHKOJIOTHYECKUX
NAllMeHTOB C aHeMued HaOirojansach BBICOKAs CTENEHb BapUATHBHOCTH IapaMeTpOB
dapmakokuHeTuku. [lepBoe Habm0MeHNE 32 (PapMaKOKUHETHYECKUM MPOQHUIEM MOITHHA allbda
B Xoze HeAenu 1 (Koraa maiueHThl MOoTyqadd XUMUOTEpAINuio) mokasano 6osee BhICOKYIO0 Cmax,
Oonee mMTENbHBIA t12 W Oojlee HU3KUK KIMPEHC, YeM TPH BTOPOM HAONIOJEHUH 32
dbapmMakOKMHETHYECKUM TpoduiieM Ha Henensix 3 wid 4 (KOorja OHKOJIOTHYECKUE MAIlMeHThI C
aHEeMHEH He MONyYall XUMUOTEPAIHIO).

Tadauna 5. Undopmanusa o JaHHBIX (GAPMAKOKHHETHKH Y 3A0POBBIX J00pOBOJIbLEB W

OHKOJIOTMYECKHX NAIMEHTOB ¢ aHeMuel

Cr Conin” CL/F
(MME/n) | (uME/ay | ) tiz (4)

Henemns 1, korga manueHTH TOTYYaTd XUMHOTEPAITHIO

(Ma1/4/Kr)

150 ME/kr 3 pasa B nenemo | 642 (402,7) | 207 (301,4) | 14,98 (8,8) | 28,3 (19,2) | 12,1 (11.2)

(n=16)* [n=7]

40000 ME eskeneienbHO 1289 (431,0) | 148 (144,2) | 48,74 (283) | 76,2 (45,8) 5,6 (1,8)
(n=19)* [n=9]

Henens 3 win 4, Korja maiyeHThl He MOJTyYaid XMMHOTEPAITHIO

150 ME/kr 3 pa3za B HEAEITIO 357 (246,2) - 20,67 (20,1)| 30,0 (10,0) 17,2 (7,8)
(n=9)* [n=6]

40000 ME eskxeneienbHO 941 (372,7) - 24,54 (10,8) | 46,7 (22,3) 12,7 (7,5)
(n=11)

? «Ny Kak YKa3aHo, €CJIM JlaJie€ HE CKa3aHO MHOC,
p pacyer Cmin Ha OCHOBE CpCIAHUX CIKCHCIACIIbHBIX KOHI_IGHTpaLII/Iﬁ B CBIBOPOTKC [0 BBCACHUA HO3bI B XOIC
HCCJIICAOBAHMA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelIECTB

Harpus xnopun

Hatpus uutpata nuruapar

Anp0ymMuHa pacTBOp (B TIEpecueTe Ha CyX0i albOyMUH)

JIMMOHHO KHCIOTHI MOHOTHAPAT

25



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
3 06.2026 Ne 12377

(nocn E,.j.-':l BATENEHOCTE 000%)

Tpomeramon

[TomucopOat 20

Bona qi1s uBbeKImn

6.2. HecoBmecTuMOCTD
B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAHUN COBMECTMMOCTH, AHHBIN JICKAPCTBEHHBIN IIpenapar He

CICAYCT CMCIIMBATDL C APYTUMHU JICKAPCTBCHHBIMU ITPCIIapaTaMu.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

[Tpu Temnieparype ot 2 1o 8 °C B 3amMILIEHHOM OT cBeTa MecTe. He 3aMopakuBarth.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

0,75mn (30000 ME) wmu 0,9 mn (36000 ME) B Iumpumbl CTEpUIIBHBIC CTEKJISHHBIC
rpaaydpoBaHHble M3 OECIBETHOro CcTekiaa Tulm | C WIIoi, 3aluTHBIM KOJIMA4yKOM C
JIOTIOJTHUTEIIFHBIM aBTOMATUYECKUM WJIM HEaBTOMATHYECKUM YCTPOMCTBOM JUIS 3alUTHI WTJIBI
MI0CJI€ UCTIOIB30BAHUS IIIPULIA HITH O€3 HETO.

Ha xaxnplii mmpuil HakJIeHBAIOT CAMOKJIESIIYIOCS ABOWHYIO 3TUKETKY C mephopupOBaHHOMN
JMHUEH OTpPbIBA U3 IUIEHKU MOJIUIPONUICHOBOM.

I, 2 wmm 3 mmpuma MOMEmalT B KOHTYPHYIO SYEHKOBYIO VIIAKOBKY U3 IUICHKH
NOJMBUHUIXJIOPUIHOW WIJIM  TIOJNMATHIICHTepeTaJaTHOM W TUIGHKA TOJMMEpPHOH WK
HOJUMPONUICHOBOMN, MITH MOJUITUICHOBOH.

1 KOHTYpHYIO sA4YeHlKOBYIO ymakoBKy mo 1, 2 mnm 3 mmpuna wim 2 KOHTYypHbIE sueiiKOBBIE
YIaKOBKU MO 2 WM 3 IINpUIA, WK 3 KOHTYpPHBIE SYEMKOBBIE YIAKOBKHU MO 3 MIMNpHULA, WX
4 KOHTYpHBIEC STYCUKOBBIC YITAKOBKH MO 2 MIMPHIIA, WIK 5 KOHTYPHBIX SYEHKOBBIX YITAKOBOK TI0
2 MINpHIIa BMECTE C MHCTPYKIMEH M0 MPUMEHEHHIO MTOMEIAl0T B MAUYKy U3 KapTOHA.

[Tauky ¢ ABYX CTOpPOH 3aKJIEUBAIOT HaKJIEHKaMM U3 CaMOKJIESILIErocss MaTepuaa Jiuisi KOHTPOJIs

MIEPBOr0 BCKPBITHSI MU O€3 HaKJIeeK.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT 'H;I;Mmgmﬁﬁﬂwﬁﬁlaova}moro

JIEKAPCTBEHHOI0 Npenapara Ui 0TX00B, MOJYYeHHbIX M0CJ/Ie MPUMEHEHHs NMpenapara, u
Apyrue MaAaHMIYJISIIIUM € IPenapaTomM

[Tepen mpuMeHEeHHEM clielyeT BHUMATEIIBHO OCMOTPETh PACTBOP Ha MPEIMET BUIMMBIX YaCTHIL
WJIM U3MEHEHUS 1BETA.

Yrunnsanuus

Bech ocraBmuniics jekapCTBEHHBIHN MpenapaT U OTXOJIbI CIEAYET YHUUYTOXKUTh B COOTBETCTBHUH C

YCTAaHOBJICHHBIMH HallUOHAJIBHBIM 3aKOHOAATCIbCTBOM TpC6OBaHI/IHMI/I.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®eoepayus

3A0 «®apm®Pupma «CoTeke»

141345, Mockogckas o0u1., T. Ceprues Ilocan, n. benukoso, 1. 11

Temn.: +7 (495) 956-29-30

DnekTponHas noyra: info@sotex.ru

7.1. IlpeacTaBUTEIb J€pPsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un norpedbuTENeH HAOPABIATE 110 aIPECY:

Poccuiickas ®@eoepayus

3A0 «®apm®Pupma «CoTeke»

141345, MockoBckast 06011., 1. Ceprues [locan, n. benukoso, 1. 11
Temn.: +7 (495) 956-29-30

DnekTpoHHas nmoyta: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPALHIUOHHOTI'O YAOCTOBEPEHUASA

9. JATA TEPBUYHOMN PEI'UCTPALIMM (IIOJATBEPXIEHUSI PEITMCTPAIIMMA,
INEPEPETUCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
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OO0m1as XxapakTepUCTHUKA JICKAPCTBEHHOTO MTpendpara SDQ%E%%J%%EﬁdQ&;@hOM

noprajc EBpaBHﬁCKOFO 9KOHOMHUYECCKOIo COr3a B I/IH(l)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOfI CCTU

«Uutepuer» http://eec.eaeunion.org/

28


http://eec.eaeunion.org/

