COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 27.12.2024 N= 29006

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Opansdon, 12000 ME, pacTBop 1Jisi BHYTPUBEHHOT'O U MTOJAKOXKHOTO BBEJCHUS.

Opansdon, 40000 ME, pacTBop 1Jisi BHYTPUBEHHOT'O U MTOJAKOXHOTO BBEJCHUS.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
2.1. O01mee onucanue
OnodtiH  anbda TpeiacTaBiseT CcOOOH  OYWIIEHHBIM TIJIMKONPOTEHH, IOJYYCHHBIA C

MCII0JIb30BaHUEM KJIETOK SMYHUKA KUTalCKOrO XOMSYKa 10 TeXHOIoruu pekomounantHon JIHK.

2.2. KayecTBeHHEBIN U KOJHMYECTBEHHLIH COCTAB
JleiicTBytol1ee BEIIECTBO: AMOITHH alb(a.

Dpansdon, 12000 ME, pacTBop Ul BHYTPUBEHHOT'O U MOIKOKHOTO BBEICHUS

Kaxnprii mmpui oosemom 0,3 mit cogeprxut 12000 ME snostuna anbda (3puTporiosTuHa).
BcrnomoratenbHble BelecTBa, HaJUM4KUe KOTOPBIX HAIO YUUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npemnapara: HaTpuil (cM. pasaen 4.4.).

Dpansdon, 40000 ME, pacTBOp Ul BHYTPUBEHHOT'O U MOIKOKHOTO BBEICHUS

Kaxnprii mmpui oosemom 1,0 mut cogeprxut 40000 ME snostuna anbda (3puTporiosTuHa).
BcrnomoratenbHble BelecTBa, HaJM4KUe KOTOPBIX HAIO YUUTHIBATh B COCTAaBE JIEKAPCTBEHHOIO
npenapara: HaTpuii (cM. paszen 4.4.).

[TonHbIN TIepevYeHh BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp M1 BHYTPUBEHHOIO U MOAKOXKHOT'O BBECHUS.

[Ipo3paunast OecuiBeTHAs KUIAKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapar DpanbdoH MmokazaH K MPUMEHEHHIO Y B3POCIBIX B Bo3pacte oT 18 jerT.

— AHeMHus y B3pOCIbIX OHKOJIOTHYECKUX MAIllUEHTOB P COMUIHBIX (HEMHEIOUIHBIX ) OITYXOJIsX,
37I0KQYE€CTBEHHOH JMM(OoME HIIM MHOKECTBEHHOM MMEIOME, MOJyYaoluX XUMHUOTEpaHio
(17151 TeYeHUsI aHEMUU M CHIKEHUS TOTPEOHOCTH B TpaHC(PY3HSIX).

— B pamkax npeeno3uTHOH mporpamMmsl nepes; OOMIMPHBIM XUPYPTUYECKHM BMEIIATeIbCTBOM

B3POCJIbIX IIAITMEHTOB C TIE€MaTOKpPHUTOM aBHeIM 33-39 % JJIA oOneryenus coOopa
B ’
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ayTOJIOTMYHOM KPOBH M yYMEHBILEHUS PHUCKA, cB3aHHOr0 |C el rONE SOBAHHEM aANOTCHHbIX

1Y OTUETY

reMoTpaHcy3uif, eciau oXXugaemas NOTPeOHOCTh B IEPETUBACMON KPOBU TPEBBILIACT
KOJINYECTBO, KOTOPOE MOXKHO IOJIYYUTh METOJIOM ayTOJIOTMYHOro cbopa 0e3 mpuMeHEeHHUs
SIIOATHHA allbda.

— Ilepen mpoBeneHreM OOIIMPHOW omepanuu ¢ oxujpaeMon kposomorepeir 900-1800 mun
(2—4 emuHMIBI) B3POCIBIM MAI[MEHTaM, HE HUMEIONIMM aHEMHHM WJIM C JITKOW W CpeaHel
crenenpio anemuu (remorniobus 100—-130 1/m), A yMeHbIIeHUs TOTPEOHOCTH B aJNTIOTEHHBIX
reMOTpaHC(y3UsAX U 00JIeTYeHUS] BOCCTAHOBIICHUS 3PUTPOIIOI3A.

— CumnroMarnueckas aHemus (ypoBeHb remoriioomHa < 10 r/mi) y B3pOCHBIX MHAIMEHTOB C
NEPBUYHBIMM  MHenoauciuiactuyeckumu  cu"apomamu  (MIAC) ¢ Huszkum Wi
MPOMEXKYTOUHBIM-1 ypOBHEM pHCKa, Yy KOTOpbIX HaOJIOAAaeTCs HUBKUH ypOBEHb

spuTpornodTrHa B ceiBopoTKe (< 200 MEa/mu).

4.2. PexxuMm 103MpoOBaHNs U C1IOCO0 NPUMEHEHUs!

Pexxum 103upoBaHus

AHnemusi y 83pOCIbIX OHKONIO2UYECKUX NAYUEHMO8 NpU CONUOHBIX (HEeMUETOUOHBIX) ONYXOJIAX,
3710KAYECBEHHOU TUMPOME UIU MHONCECMBEHHOU MUeiome, NOAYYAOWUX XUMUOmMepanuto (0
JleYeHUs. AHeMUU U CHUNCEHU NOMPeOHOCMU 8 MPAHCPY3UsX)

s nedeHuss aHEMHUH Y B3POCIBIX OHKOJOTHYECKUX MAIMEHTOB mpenapar JpaibpoH BBOAUTCS
nookooicho. ONTUManbHOE COJEp)KaHUE reMorjoduHa IoKHO coctaBiate 100-120r/nm y
MY>KUUH U KEHIIUH U HE JIOJDKHO OBITH MPEBLIIICHO.

Hauanpnas no3a aist nporiIak THKY WK JICUSHUSI aHEMUU T0bKHA cocTaBisaTh 150 ME/kr macchl
Tena 3 pasa B HEJIEINIO MOJAKOKHO. B kauecTBe ajlbTepHATUBBI HaYallbHAs 71032 MOXKET COCTABIIATh
40000 ME 1 pa3 B Heiet0 MOKOKHO.

Ecnu nocne 4 Henenp JieueHus coaepkaHue reMoryioOnHa MOBBICUIIOCh HEe MeHee ueM Ha 10 r/n
WIM KOJMYECTBO PETUKYJIOUUTOB YyBenuuuioch Oosjee veM Ha 40000 kI€TOK/MKI BbIIIE
MCXOJHOI'O KOJIMYECTBA, J103a Ipenapara DpainbPOoH OCTAETCs MPEKHEN.

Ecnu nocne 4 Henenb JieuyeHUs MOBBIIICHUE COAECpkKaHUs TeMorino0ruHa coctapiseT meHee 10 /i
Y TIOBBIIIICHHE KOJMMYECTBA PETUKYIONUTOB cocTaBisieT MeHee 40000 KJIETOK/MKII IO CPaBHEHUIO
C MCXOJHBIM KOJIMYECTBOM, B T€UEHHUE CIECNYIOMUX 4 Heaenb 103y yBennuuBaT 10 300 ME/kr
Macchl Tena 3 pa3a B Hegento uiu 10 60000 ME 1 pa3 B Henemto.

Ecnu mocne monmomHUTENbHBIX 4 HENENb JieueHus Tpu go3e mpemnapara Ipanbdon 300 ME/kr
3 paza B Hepemo uinn 60000 ME 1 pa3 B Henemo cojiepaHue TeMOrIo0MHa MOBBICUIIOCH HE
MeHee 4eM Ha 10T/m WIM KOJMYECTBO PETHUKYJIOLWUTOB YBEJIUYWIOCH Oojiee YeM Ha

40000 KJIeTOK/MKJI, TO COXPAHSIOT CYIIECTBYIONIYIO JI03Y IpenapaTta Dpaib(oH.
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Ecnu mocnie 4 mHenenp nmevuenus B mo3ze 300 MB/kr macdh ‘tend 5 60006 MES '-p-|z_1§' B 'Heaeno

coJiepKaHWEe TEeMOIJIOOMHA TOBbIMIAaeTcs MeHee 4eM Ha 10 /1 M TOBBIIEHHE KOJMYECTBA
petukynonuToB coctarisier MeHee 40000 KIETOK/MKJI 110 CPAaBHEHUIO C UCXOTHBIM KOJIMYECTBOM,
JICUYCHHE CIICIYET MPEKPATUTH.

Crnenyer nzberath NMOBBIICHUs reMorioOouna 6osee yem Ha 10 1/ 3a 2 Hepenu win Ha 20 1/ B
Mecsll, a TaKkKe KOHIeHTpauuu remorinoduHa > 120 r/n. Ecnu moBbllieHue reMorioOnHa
cocrasisiet 6osiee 10 r/n 3a 2 Henenu wim 20 /1 32 MecAll, WIK TeMOTIO0MH MPHOIMKAEeTCs K
120 r/n, To no3y npenapata Ipaib(on ciaenyet cHU3UThH Ha 25-50 %, B 3aBUCUMOCTH OT CKOPOCTH
NOBBIINIEHUST TemMorioOuHa. Eciam remorioOwH npeBbimaer 120 r/11, TO Tepanmuio clemyer
MPUOCTAHOBHTH 0 €ro CHIKeHus Hrke 120 r/m, a 3areM BO30OHOBHUTH TEPAIUIO MpermapaToM
OpanbdoH — B 103¢€, Ha 25 % HUXKE MPEABLTYIICH.

Tepanus npenaparom DpanbpoH A0IKHA MPOIOIKATHCS B TeueHUe 1 Mecsia nocie OKOHYaHUs
Kypca XUMHOTEPAITHH.

B pamxax npedenosummoti npoepammsl neped oOUUPHBIM XUPYPSULECKUM BMEUUAmMenbCmeom y
83POCIBIX NAYUEHMOB ¢ 2emamorpumom, pasuvim 33—39 %, dns obnecuenus coopa aymonocudtol
KPOBU U YMEHbULEHUsL PUCKA, CEA3AHHO20 C UCNOTIb308AHUEM AIOCEHHBIX 2eMOMPAHCcy3ull, eciu
odrcudaemMas nNompeOHOCMb 8 NePeuBaemMoll Kposu npesvluiaen Koauiecmeo, KOmopoe MONCHO
ROLYYUMb MEMOOOM AYMON0SULUHO20 cOOpa De3 npuMeHeHUs SNOIMUHA albpa

PexkomenryeTcsi MCIONB30BaTh IMpENapar HYmMpusenHo. DTMOATHH anb(da clieayeT BBOAMTH IO
OKOHYaHHUU MPOLEAYPHI cOOpa KPOBH.

[lepen Ha3HaueHueM mpemnapara Jpaidb(OH clelyeT yuyecTb BCE NMPOTUBOINOKA3aHUS K cOOpy
ayTOJIOTUYHOU KPOBH.

[lpr KaXmoM TIOCEIIEHWH Bpada y TMalUeHTa 3a0WparoT TOPIHI0 KPOBH (€CiIH ypOBEHBb
rematokpuTta paseH 33—39 % u/unm ypoBeHs remornoOuHa paseH 100—-130 1/1) 1 coXpaHsIoT IS
ayToJOrMuHON TpaHcdy3uu. Pekomennyemas noza mpemnapara OpaibpoH — 600 ME/kr maccel
TeJa BHYTPUBEHHO 2 pa3a B HEJIEJII0 B TeUeHUE 3 Heelb J0 ONepaium.

Konmenrpanuio (¢eppuTrHa CHIBOPOTKH (WM KOHIIEHTPAIIMIO CBIBOPOTOYHOTO JKEie3a)
HE00X0/IMMO ONpeAENsATh Y BCeX MAalMeHTOB J0 Hayajla W B IpoLEecce JeUeHHs MpernapaTom
OpanbdoH. [Ipn He0OXO0AMMOCTH Ha3HAYACTCS JOTIOJHUTEIbHBIN IPHEM IIPEnapaToB xKee3a.
[Tpn HanMuMKM aHEMUU ee PUYHHA JOJDKHA OBITh YCTAHOBIICHA JIO Hayaya Teparuy MpernapaToM

OpanbdoH.
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(2—4 eounuywl) 63pocaviM  nayuenmam, He UMEIOWUM aHeMUU UIU C JAe2KOU U CpeoHell
cmenenvto anemuu (2emoenobun 100-130 /1), 0na ymenvutenus nompebHOCMU 8 ANLOCEHHBIX
eemompancdy3usax u obnecueHus 60CCMAHOBIIEHUS IPUMPON0I3d

Pexomenayercss BBOAWTH mpemnapar noodkoxcno B aoze 600 ME/kr maccel Tenma B HeEIEnO Ha
MPOTSHKEHUH 3 Hellelb, MPeAIeCcTBYoMMX onepanuu (21, 14 u 7 nuu nepen onepanueii), U B 1eHb
omepanuu. Ecny 1o MEIUIIMHCKUM TIOKa3aHUSM HEOOXOIMMO COKPATHUTh IMPeHonepaliOHHBIN
nepuoI, mpenapar Dpalb(oH MOKHO HazHayaTh exeaHeBHO B o3¢ 300 ME/kr maccel Tena B
teuenre 10 gHel no omnepauuu, B JCHb ONEpalMU U B TeueHue 4 aHer mocie onepanuu. [Ipu
conepkanuu remornoouHa menee 130 r/n pekomMeHIyeTcss Ha3HAyaTh Ipenapar Dpanb(oH B
no3upoBke 300 ME/kr B nenb. Ecnm comepkanue remoryoOwHa gocturaet 150 r/m u Bbime,
MIPUMEHEHHE SMOITHHA ab(a clieyeT IPEeKPaTUTh.

Jleuenue 3pocavix nayuenmos ¢ mueirooucniacmudeckumu cunopomamu (MAC) ¢ nuzkum unu
npomedscymoyHuiM-1 yposnem pucka

[Tpemapat DpanbhoH cieayeT BBOAUTH B BUJE MOJKOKHONH HHBEKIIHH.

[Tpenapat DpanbhoH creayeT BBOAUTH MAIMEHTaM C CUMITOMAaTHYECKOW aHEeMUel (Hampumep,
ypoBeHb reMornobuna < 10 r/m1 (6,2 MMOJIb/)).

Pexomennyemas HawanmpHas j03a npemapaTta Dpainbpor cocrabiser 450 ME/kr (MakcumaibHast
cymmapsas ao3a cocrasisier 40000 ME) moakoHO OJIMH pa3 B HEAEIIO C MHTEPBAIOM MEXIY
J03aMH HE MeHee 5 THe.

[Tpr HEOOXOAUMOCTH CIEAYyEeT MPOBECTH KOPPEKIUIO 03Bl AJIs MOAIEpKaHUs TeMornoOruHa Ha
TpedyemoM ypoBHe oT 10 mo 12 r/mn (6,2—7,5 mMounb/i). PeKoOMEeHIyeTCsl OLIEHUTh MCXOIHBIMA
SPUTPOUHBINA OTBET Uepe3 8—12 Hemenb mocie Havana jJedeHus. [{oBbIeHne U CHIDKEHUE 036l
cleyeT IPOBOAUTH MOITAITHO IO CXeMe I03UpOoBaHusl (CM. Auarpammy Hrpke). Creayer u3derath
YCTOHYHMBOTO YPOBHS TeMorioduHa, mpebimatomero 12 r/am (7,5 Mmons/m).

[ToBbIIeHHE AO3BI: HE CIAEAYET MPEBBIIIATh MaKCUMalbHYIO 103y 10 1050 ME/kr (cymmapnHas
no3a 80000 ME) B venemnto. Ecniu maniieHT TepsieT OTBET WM YPOBEHb IeMOTJIOOMHA CHUYKAETCS
Ha 1 T/01 mpW yMEHBIIEHUU 03I, TO /03y CIEAyeT YBEIUYUTh Ha OJUH IIAr IO CXeMe
no3upoBaHus. IHTepBan Mex 1y MOBBIIIEHHEM 103 — HE MeHee 4 Hellemb.

[ToxneprkaHue W CHIKEHHUE J03bI: SMO3THH anb(a CIeayeT OTMEHUTH MPHU MPEBBINICHUN YPOBHS
remornobuna 12 r/on (7,5 mmone/m). IlpemapaT MOXHO BO300HOBUTH, KaK TOJIBKO YpPOBEHB
reMoryioonHa JOCTUTHET 3HadeHus < 11 r/am, Ha TOM ke ypOBHE WJIM CHU3HUTH HA OJMH IIar To
CXeM€ JIO3MPOBaHMs, MO pelIeHHI0 Bpada. [Ipu OBICTPOM MOBBIIEHUH YPOBHS TeMOTJIO0WHA

(> 2 r/nn B Teuenue 4 HemENb) 103y CIEAYET CHU3UThH HA OJIUH IIIAar.
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337.5 ME/kr

19£0Y BHHIMIMG0N [9OELE

CHMIITOMBI aHEMHUH M TIOCJICJCTBHS MOTYT BapbHPOBATHCS B 3aBHCHMOCTH OT BO3pacTa, MoJjia 1
CONYTCTBYIOINUX 3a00JieBaHMI; HeoOXOoauMa OIICHKAa BpayoM KIMHHUYECKOIO TCUCHUS
3a00JIEBaHUS U COCTOSHUSA MAIlAEHTA.

Oco0BbIe IPVIIILI TAIUEHTOB

Tlayuenmur nosicunoeo eospacma (65 rem u cmapuie)
Beibop u koppekuus [03bl A1 MAlMEHTOB TMOXWJIOIO BO3pacTa JOJKHBI  OBITh
WHIUBUIYAJIbHBIMUA, YTOOBI JOCTHYh W TOJJEPKUBATh KOHIICHTPAIMIO TEeMOIJIOOMHA B
HE0OXOIMMOM Juana3oHe.

eTH
be3zonacHocTh u 3 dekTUBHOCTH Npenaparta Ipanb(hoH y 1eTeil B Bo3pacte 10 18 neT Ha JaHHbIN
MOMEHT HE YCTaHOBJICHBI. JlaHHbIE OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

BHYyTpUBEHHO, IOJIKOKHO.

[lepen npuMeHeHHEM clieyeT BHUMATEIIbHO OCMOTPETh PACTBOP HA MPEIMET BUIMMBIX YaCTHIL
WM u3MeHeHus 1Bera. [Ipemapar He clienyeT BCTpSIXMBATh, T. K. 3TO MOYET MNPUBECTHU K
JIeHATypallui TJIUKOMPOTEHMHA W TOTepe aKTUBHOCTH mpemnapata. [Ipemapar OpanbhoH He
COJIEPKUT KOHCEPBAHTOB, IO3TOMY WHJAMBHUAYaJdbHAas yIAaKOBKa IpeJHa3HadeHa s
OJIHOKPATHOT'O TPUMEHEHUS.

Henb3s pa3BoauTh U MepenuBaTh MpernapaT U3 OPUTHHATBHON B KaKylO-TH0O JAPYTyH0 €MKOCTb,
HEJIb3s1 BBOJAUTH MpernapaT IpanbGoH B CMECH C IPYTUMHU JIEKAPCTBEHHBIMU CPEICTBAMHU.
Buympueennoe 66edenue

[TponomKUTEN HOCTh UHBEKIIUN COCTaBIIsAEeT HE MeHee 1-5 MuHyT. bonee MeieHHOe BBeeHNE
MPEIOYTUTENbHEE Ul TMalMeHTOB, Y KOTOPBIX OTMEYAeTCs TPUIIONOJO00HBIM CHUHIPOM Ha
BBEJICHUE Iperapara.

3anpeniaercs BBOJIUTH MIpenapar B BHI€ BHYTPUBEHHON MH(Y3UH UM CMEIIUBATh €T0 C IPYTUMHU
JIEKAPCTBEHHBIMU CPEICTBAMMU.

TlookooicHvle unvekyuu

MakcumanbpHbIi 00BEM OIHOW TOIKOKHOM HWHBEKIMM HE JOJDKEH MPeBHIaTh | M, mpH
HEOOXOAMMOCTH BBEJEHUS OOJIBIINX OOBEMOB CJEIYET HCIOJIB30BaTh HECKOJIBKO TOYEK

BBezieHus. [Ipenapat BBOIAT MOJT KOXKY Iuieda, 6eapa, mepeiHeit OproIHON CTEHKH.
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NHbeKImu JKeaaTeslbHO TPOBOAUTL B TOJIOACHUU ﬂﬂf%&{ngglgﬁé;lzﬂhﬁlﬁ%k I»H/I':l ;:g{gﬁyeT

1Y OTUETY

IIPOBOJUTH [TOOYEPEAHO B JIEBYI0 WIM IIPABYIO INEpPEAHENATEPATIbHYI0 WIM 3aJHENIaTepaIbHyIO0
IIOBEPXHOCTh KUBOTA.

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

He cnenyer MaccupoBaTh MECTO MHBEKLIMU IIOCIIE BBEACHUS IIpenapara.

[Ipu u3mMeHeHuu crocoba BBEAEHUS Ipernapar BBOJAT B IIPEXHEW a03e, 3areM J03y IMpHU
HE00XO0IUMOCTH KOPPEKTUPYIOT (17151 AOCTUKEHMSI OJJMHAKOBOT'O TEPaeBTUYECKOro AP exTa npu
MOJIKOKHOM BBeZieHUH TpeOyercs g03a Ha 20—-30 % meHblie, ueM npu BHYTPUBEHHOM BBEIICHHH ).
Ykaszanusa no npumenenuio

[Tpy monkoXHOM BBEeAEHUU NpenapaTa Dpajab(OH KOJIMYECTBO BBOJMMOIO Ipernapara 0ObIYHO
coctaBisgeT He Oosee 1 M Ha oJIHOKpaTHyl uHBbekIMI0. [Ipemapar OpanbdoH BBOIUTCS
OTZIEIIbHO, HE Pa3pelaeTcss CMEIUBATh €ro ¢ IPYTMMH PACTBOPAMM U1 MHBEKIIMA.

He BcrpsixuBaiite mmpuubl ¢ npenaparoMm Jpajibgon. [IponomkuTenbHOE UHTEHCUBHOE
BCTPSIXMBAHUE MOXKET IOBPEIUTh NPOAYKT. Ecim npoaykr mnoaseprajics CHIbBHOMY
BCTPSIXMUBAHUIO, HE IPUMEHSNTE €T0.

chpoftcmeo u nOD}lOOK Da6OH1bl wnpuya ¢ asmomamudecKum VCI’I’IDOIZCWZGOM 3auiumul ucjbl

1. Tlepen unbekmuei 2. ITocie nabekIUu
/ Va
Gy =" Il

CocTraBHEBIC YaCTH:

1. Irox

2. 3aXuUMBI

3. 3anmmTHBINA KOXKYX
4. 3anuTHBIA KOJIIMa4oK
5. Hrna

[Tocne 3aBepuieHNsI MHBEKIIUU WIJ1a U IIIPUL] TEPEMECTITCS Ha3al B 3allIMTHOE YCTPOUCTBO.
Buumanmue! M30eraiite KOHTaKkTa ¢ 32KMMaMH B TEYEHHE MOJTOTOBKHU Immpuiia! YcTpoicTBO

AKTUBHUPYCTCA IMYTEM HAXKATHA HA HITOK 10 3a’KUMOB.

1.
I: BHuMareapHO OCMOTpPHTE MPETHAIOTHEHHBIN

CTEKJISTHHBIN IIIPUIL C 3aIIUTHBIM ycTpoicTBOM. CHUMHUTE
3AIIATHBIN KOJINA4OK C WUIJIBL.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

[IpoBenuTe  WHBEKIMIO  COTJIACHO  CTaHIAPTHOM
nporuexype.

Hakxmute Ha ITOK OOJBIIUM MANBIEM U yASPKUBANUTE 10
TEeX MOp, MOKa BCA 71032 IpenapaTa He Oy/eT BBE/ICHA.
3alUTHOE YCTPOUWCTBO HE aKTHMBUPYETCA, MOKa BCs J03a
npernapara He OyJeT BBe/ICHa.

I/ISBJIGKI/ITG uriy, OTHYCTI/ITG IITOK, ITO3BOJILTEC 3aH_II/ITHOMy
KOXKYXYy MEpPEeMECTUThCS BIIEpEN J0 TeX MOop, MOKa Uria
MOJIHOCTBIO HE OyAeT 3amuineHa ¥ 3a0JOKHpOBaHA Ha
MeCTE.

HODﬂ()OK pa60mbz wnpuya ¢ HeasmomamuuyecKum VCMDOL?CI’I’IGOM 3auiumsl ucjibl

1.

IIpoBenquTe  HMHBEKIMIO  COTJIACHO CTaHIapTHOU
poueaype.

Buumanme! Ilpu mnpoBeneHUM UMHBEKIUM JIEPKUTE
nanblbl Ha 3alIUTHOM KOXYyXE, 4TOObI NpPEIOTBPATUTh
MIPEXKIEBPEMEHHYIO AKTUBALMIO 3aIIUTHOTO YCTPOMCTBA.

Ilocne uHBEKLIMU NEpEMCCTUTC 3aAlIUTHOC YCTpOﬁCTBO
BIOJIb UI'JIBI. 3BYKOBOﬁ [ICTY0K YKaXKXET Ha IIPABUIIBHOCTD
nerctBusa. Bo BpeMs BCeM npouecaypsl najiblbl JOJIKHBI
HaxXOAUTHCA ITO3aAH UIJIbI.

HHCI’}’ZDVKMM}I no CamocCmoAmeibHoOMY 6blNOJIHERHUIO NOOKONCHOU UHbEKYyUuu npenapama 3Da.7lb¢0H

1. BLI6epI/ITC MECTO Ui MPOBCACHHA HHBCKIUNU B npaBoﬁ WIM JIEBOM 4YacTH JKHBOTA.

OnTUManbHBIN yY4aCTOK TSl HHBEKIIUNA — 5—6 CM CIipaBa Wi CJeBa OT ITyIKa.
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2. TmaTenbHO BBIMONTE MBUIBHBIM PacTBOPOM PYKH M y4acTOK KHMBOTa, Kynaa Ber Oynere
BBOJMTH Npenapar. Beicymure ux.

3. [IpumuTte ynoOHOE MOJIOKEHHUE «CUIS» WIH «Iexka». MecTo HHBEKIUU JTOJKHO XOPOIIO
IPOCMaTPUBATHCA.

4. Henonyctumo BBeieHue mpemnapara B U3MEHEHHBIE YYAaCTKH KOXHOTO TOKpOBa (pyOIIsl,
KPOBOIIOJITEKH, PAHBI).

[Ipy MHOTOKpAaTHBIX MHBEKLHUSX CIEIYET YepeloBaTh yYacCTKU KOXKHU (Hampumep, OUH JE€Hb —
CIpaBa, OJIVH JCHb — CJIEBA OT IYIMKa).

5. [IpoTpuTe MeCTO MHBEKLNUN CTUPTOBOM CaTPETKOM.

6. BckpoiiTe ynmakoBKy 0JHOPa30BOTro MIMPHIIA ¢ IpernapaTtoM IpainbdoH. JlocTaHbTe mIpHil
U CHUMWUTE C WUIJIbI 3allUTHBIA Koymadok. Ilocne cHATUA Kosmayka HE JOIycKaiiTe
COMPUKOCHOBEHHSI UTJIBI C TOCTOPOHHUMU MpeameTamu. [lomuure: uria crepuibHast!

[mpui; roToB K HCIONB30BaHMIO. He HakuMailiTe Ha MOpIIEHb INNPHIA Ui BBITECHEHUS
y3bIPHKOB BO3/yXa /10 BBEACHUSI UTJIbI B MECTO UHBEKIIUH.

He paz0upaiite KOHCTpYKIUIO mmpuiia!

VY aepxuBaiiTe MIMPUIl B pyKE YKa3aTeIbHBIM U CPEIHUM MajbllaMH, OOJBIION Majel] MoJI0XKHUTe
Ha MOpIIEHb, HE HaXXuMmasi Ha Hero. bojpIIMM M yKa3zaTelbHBIM NaldblAMU JPYrOd PYyKH
chopmupyiiTe CKIaAKy KOXH B MecTe, KOoTopoe Bprl oOpaboTanu crnupToBOM cangeTKou.

VnepxuBaiTe KOXKHYIO CKIAAKy BCE BpeMs, II0ka Bel BBoguTe nipenapar.

7. BBenuTe uriy mmnpuia Ha BCIO €€ JUIMHY B KOXKHYIO CKJIaJIKy BEpTUKaIbHO MO yriaom 90°.
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8. Haxmure OGoJblIMM TanblleM Ha TOPIICHb IINPHUIA Ul BBEICHUS IMpernapara B

MOJAKOXXHYIO KUPOBYIO TKaHb XHBOTa. [ImaBHO BBeauTe BeCh Mpenapar, COACp)KAIUUCA B
HIITPHUILE.

9. OTnycTuTe KOKHYIO CKIIAJIKY.

Ecnu Bol ncnosnp3oBanu mpeaBapuTesIbHO 3aM0JIHEHHBINA HIMPUIL C 3aIIUTHON CUCTEMOM UTJIbI, TO
nocjie BBEACHMs IIpernapara 3allUTHBI MeXaHU3M aBTOMAaTUYeCKH 3akpoerT wuriay. OH

AKTUBHUPYCTCS TOJIBKO ITOCJIC ITOJIHOT'O OIMYCTOUICHUA LIITpHIIA.

~

\

10.  TIlocne BBeneHus mpenapara MECTO UHBEKIIUU HE pacTupanTe!

[Ipy npumeHeHMM IpemnapaTa CTPOro NPUAEPKUBANTECh PEKOMEHNALNMN, NMPEICTABICHHBIX B

JTAHHON MHCTPYKIIMH.

4.3. IIlpoTuBONOKA3aHUS

— I'unepuyyBCTBUTEIBHOCT K 3MO3TUHY alib(a WM K JIF0OOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB,
NEePEYUCIICHHBIX B pa3zene 6.1.;

— HEKOHTpPOJMpYyeMasl apTepuajbHasi THIIEPTEH3HS,

— TMAalWEHThl C TSKEION MaToJOrMel KOPOHAPHBIX, COHHBIX, MO3TOBBIX M NepupeprUuIecKUX
COCYZIOB, BKJIIOYasl HEJABHO IEpeHecIInX HH(apKT MHUOKapAa WU OCTPOE HapyllleHue
MO3TrOBOIO KpoBoOOpalleHusi (B paMKax HpeJerno3UTHOM MporpamMmbl cOopa KpOBU Mepen
OOIIMPHOM XUPYyprudecko oneparnueii);

— OepeMEeHHOCTb U NMEepHO/ JaKTalllY,

— MAIMEHThl, N0 KaKUM-IHOO MPUYMHAM HE MMEIOIIME BO3MOKHOCTH TOJIy4aTh aJIeKBATHYIO
npopHIAKTHYECKYIO aHTUTPOMOOTHYECKYIO TEPAINIO;

— TAIMEHTHl ¢ MapIHaJIbHON KPACHOKJIETOYHOH arja3uei, mojaydyaBlIne Teparnuio KakuM-11u0o

SPUTPONOITUHOM;



MY OTYETY

COOTBETCTBYET 3KCMEPTHO
ot 27.12.2024 Ne 2300

(MOCNEOOBATENBHOC T.:. 0002)

— JEeTCKHUH BO3pacT a0 18 ner.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

[Ipenapat DOpanbGoH cieayeT NPUMEHITH C OOJBIIOH OCTOPOKHOCTBIO Y TAlIMEHTOB C
AMUIICTICHEH, SMWICTITHYECKUM CHHIPOMOM (B T. 4. B aHAMHE3€) WK C 3a00JICBaHUSMH, KOTOPBIC
MOTYT CHPOBOLIMPOBATH SMHJIEHTUYECKYI0 aKTUBHOCTH (Hampumep, MHQPEKIUH IeHTPaTbHON
HepBHo# cuctembl (LIHC) mnu meracrassl Mo3ra), TpoMOOLIMTO30M, TpOMOO30M (B aHaMHE3E),
O0IUTEPUPYIONIMMHU 3a00JIEBaHUSAMH TIEpUDEPUISCKUX COCYAOB H APYTUMH COCYIUCTHIMHU
OCJIOXKHCHUSIMH, TIOJIarPOid, TIPU CEPIIOBHIHO-KICTOYHOW aHEMMUH, JKene30-, Bio- uimu domnmeso-
JNe(QUIUTHBIX COCTOSHUSAX, WIIEMHYECKOW OONE3HU cepAala, NaplIuaJbHOW KpPaCHOKJIETOUHOU
aruTa3uy, 3JI0KaYeCTBEHHBIX HOBOOOPA30BaHUAX KOCTHOTO MO3Ta, Y AIIUCHTOB C TIOPQUPHEH.

Oco0ble yKazaHus

Apmepuanvnasn cunepmen3us

Jlo u nocne Hayana Tepanuy npemnaparomM Ipaiab(OoH HEOOXOIUMO aJEKBATHO KOHTPOJIUPOBATH
aprepuanbHoe naBieHue. llpenapar DpanbpoH clieayeT NPUMEHATH C OCTOPOKHOCTBIO MpPHU
HaJIU4YMKM HEJICYCHOW WM IUIOXO KOHTPOJMPYEMOM apTepualbHOM rumnepreHsuu. Bo Bpems
Tepanuy IMpenaparomM DpajibHoH MOXKET MOHAJOOUThCS Ha3HAUYCHHE T'MIIOTEH3MBHOM TEpamuM.
ITpy HEBO3MOKHOCTH CHM3UTh JAaBJICHHE TMIIOTEH3UBHBIMU CPEACTBAMM TEPAINUIO IIPENapaToM
Opanb(hoH HEOOXOAUMO MTPEKPATHTb.

['unepToHMYeCKU KpH3, COMPOBOXKIAEMBIH »HHIlepanonaTHe W Cyqoporamu, TpeOyOUuil
HEMEJIEHHOTO MEIULUHCKOIO BMELIATENbCTBA, TAKKE MOKET IMPOU30HTU BO BpPEMs TEpalluu
npenapatoM Opalb()OH y TMAalMEHTOB, paHee MMEBUIMX HOPMalbHOE WJIM MOHUKEHHOE
aptepuanbHoe napieHue. Oco0oe BHUMaHUE JODKHO OBITH YyJEJIEHO BHE3AITHO BO3HUKIIEH
CTpeNAIoUIel MUTPEeHEenoA00HO0M roJIOBHOM 00JIM KaK BO3MOKHOMY CHUTHAIly HACTYIUIEHUS KpH3a
(cm. pazmen 4.8.).

Hcmunnas spumpoyumaprnas aniasus

VY nanueHTOoB, MOJIyYaBIIMX JIEYEHHE DBIOATHHOM, OTMEYallaCh aHTUTENIO-OMOCPEOBAHHAS
UCTUHHAs! dpuTponuTapHas amnaszus (MDA).

M3penka Taxke OTMEUANNCh CIydau 3TOro 3aboyieBaHMs y manueHTtoB ¢ rematutom C,
MOJYYaBIIUX JIEYeHHE HHTEPPEpPOHOM M PUOABUPUHOM, KOTJAa OJHOBPEMEHHO IPOBOAUIIOCH
JICYEHUE SPUTPONOITUH-CTUMYJIUPYIOMIMMHU TMpenaparaMy, MOTOMY OHU HE OJOOpEeHBI s
JICYECHUS] aHEMUH, CBA3aHHOM ¢ renatutom C.

VY nanueHToB ¢ XpOHUUYECKOM MOYEUHOM HEJOCTaTOUYHOCTHIO, Y KOTOPBIX BO3HMKAET BHE3AITHOE

cHIDKeHHe 3((EeKTUBHOCTH, ONpeaesseMoe 1Mo cHuxkeHuto remoriaoouna (10-20 r/n B mecsn) ¢
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PETUKYJIOIUTOB U 00CIIeIOBaHUE HAa HATMYME TUITMYHBIX IIPUYMH OTCYTCTBHSI OTBETa (HAIIpUMep,
neguuuT xenesa, (GoTueBON KUCIOTH MIIM BUTAMHHA B12, HHTOKCHKALIUS aTFOMUHAEM, HHPEKITHS
WIM BOCHAJIEHUE, KPOBOIMOTEPs, reMosn3 U ¢udpo3 KOCTHOTO Mo3ra noboro renesa). Ecimu
KOJIMYECTBO PETUKYJIOIMTOB, CKOPPEKTUPOBAHHOE C YYETOM aHEeMHUU (T. €. PETUKYIOLUTAPHbBIN
uHeKc), Hu3koe (< 20000/mMme, umm < 20000/mK, umn < 0,5 %), a KOMMYECTBO TPOMOOIUTOB U
JICUKOIMTOB HOPMAJIbHO, M €CJIM HE BBISBIICHBI APYrHe NMPUUUHBI CHIDKEHHS d(pdekra, cuenyer
MIPOM3BECTU OINpeEesieHne KOHIIEHTPAIMH AaHTUTENl K SPUTPONOITHHY, a TaKXKe PacCMOTPETh
BO3MOXXHOCTh HCCIIEIOBaHUS KOCTHOT'O MO3Ta € IeNbl0 TuarHocTuku UDA.

Ecnu Bo3HuKaeT nojno3penue Ha DA, onocpe1oBaHHYI0 aHTU3PUTPOIIOITUHOBBIMU aHTUTENIAMU,
TEPAINUIO AMOATUHOM anb(a cieayeT HEMEAJICHHO IpeKpaTuTh. He cienyer HauMHATDH JIEYCHHE
KaKUMH-THOO0 UHBIMU SPUTPONOITHH-CTUMYIUPYIOMIMMU MpenapaTaMu, MOCKOJIbKY CYIIECTBYET
pPHUCK TiepekpecTHO peakuuu. [Ipy HamuuMu MokKazaHUW MAMEHTaM MOXET OBITh MPOBEACHA
COOTBETCTBYIOIAsl TEPAIUsl, TaKasl KaK MepeIuBaHUe KPOBH.

pyaue pexomenoayuu

OnodTuH anbpa HEOOXOAWMO MPUMEHSATH C OCTOPONKHOCTHIO Y MAlMEHTOB C AMIHIICTICHEH,
SMWICNITUYECKUMHU TPUIIAJKaMd B aHaMHe3€ U 3a00JIeBaHUSMH, ACCOLMHUPYIOIIUMUCA C
MUIENTUYSCKUMHU Tpunaakamu (Hanpumep, uHpexmusamu [[HC u meractazamu B TOJIOBHOM
MO3Te).

OnodTuH anb(ha TaKKe CIEeAYyeT ¢ OCTOPOKHOCTHIO MPUMEHATh y MAIMEHTOB C XPOHHYECKOMH
NEYEHOYHON HEI0CTaTOYHOCThIO. be3omacHocTh 3Mo3THHA anb(a y MalMeHTOB ¢ HapylICHHEM
(GYHKIIMM TIEYEHU HE YCTaHOBJIEHA. BciencTtBue CHUKEHHOIO MeTabojiau3Ma y MalHeHTOB C
HapylieHneM (QYHKIUU T[E€YEeHU INpU NPUMEHEHUHU D5IOATHHA aib(pa MOXKET MPOUCXOIUTh
YCHJIEHUE 3pUTPOIIOI3a.

VY  [DanueHToB, MOJNYYaBUIMX 3SPUTPONOITHH-CTUMYJUPYIOIIME Ipenaparbl, HaOII01an0Cch
MOBBILIIEHHE YacTOThl TPOMOOTHYECKUX COCYIUCTBIX OCJOKHEHHH, Hampumep, BEHO3HbIE U
apTepuagbHbIe TPOMOO3bI U HMOOIMH (BKITFOUYAsE HECKOJIBKO CIY4aeB CO CMEPTEIHHBIM HCXOIOM),
Takue Kak TpoMOO3 ITyOOKHX BEH, 3MOOJIHs JErOYHON apTepuu, TpoMO03 ceT4aTKu M MH(PApKT
Muokapaa. Kpome Toro, orMevanuch HapylleHMs MO3TOBOrO KpoBooOpalleHHs (BKIIOUas
MH(papKT TOJIOBHOTO MO3ra, BHYTPUMO3IOBOE KPOBOUBIHUSHUE M TPAH3UTOPHBIE HIIEMUYECKUE
ataku). Crenyer TIIATENBHO COMOCTABISATH OTMEUEHHBIH PUCK TPOMOOTHYECKUX COCYIUCTBIX
OCJIOKHEHUH U T0JIb3Y OT JICUEHUS ATIOATUHOM ajib(a, B OCOOCHHOCTH Y MALMEHTOB C HAIMYUEM
(bakTOpOB pUCKa.

Y Bcex MalMEHTOB CcleAyeT NPOBOAUTH TIIATEIbHBI MOHMTOPUHI TE€MOTJOOMHA U3-3a
MOTEHLIMAJIbHO MOBBIIIEHHOTO PHUCKAa TPOMOOIMOOIMYECKHX OCJIOKHEHUH U CMEpTEIbHBIX
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MCXO0JI0B, HAOJI0IaeMOT0 y MAI[MEHTOB C TIO SI)ILHGHHLII-IUI:I:FC J'E)%I/III(%\FEBHC'JITIYEQE Téinanym

npenapaTtoM JpaibQoH.

besonacHocth ¥ 3(PEKTUBHOCT TEpanuu SMOAITHHOM aibha y MaIUEHTOB C (HOHOBBIMHU

reéMaToJOTMYECKUMH  3a00JIEBaHUSIMM, HAIpUMep, TaKUMH Kak TI€MOJINTUYECKas aHEeMHs,

CEpIIOBUIHOKJICTOYHAsl aHEMUS, TAJIACCEMUs], U3y4eHa He ObuIa.

[Ipu nedenun mnpenapaToM Dpanb)oH TpedyeTrcs peryispHbIi KOHTPOJIb KOJIWYECTBA

TPOMOOIIMTOB, 0COOCHHO B TEUEHHUE MEPBBIX 8 HENElNb, T. K. BO3SMOXHO Pa3BUTHE 10303aBUCUMOTO

OTHOCHUTEJIBHOTO MOBBILIEHUS KOJIMYECTBA TPOMOOIIMTOB, KOTOPOE HOPMAJIU3YeTCs B lalbHENIIIEM

06e3 OTMEeHBl Tepamuu; B PEIKUX ClydasX OTMeyaeTcs aOCONIOTHOE IOBBIIICHHE 4YHCIa

TPOMOOIIMTOB.

[lepen HavaaoOM Tepamuu MO3TUHOM anb(da, a TAaKKe MPU MIPUHATHH PELICHUS O MOBBIIICHUH €TI0

J103bI CII€IyeT IPOBECTH OLEHKY U JIeYeHUE APYTUX MPUUUH aHEMUHU (JePUIINT xene3a, GponneBoit

KUCJIOTHl WM BUTaMMHA Bi2, HMHTOKCHUKalUs allOMMHHEM, HHQEKIHUs WIM BOCHAJEHHE,

KpPOBOMIOTEPS, TeMoin3 U (uOpOo3 KOCTHOTO Mo3ra Jo0oro reHesa). B GonbpIIMHCTBE ciydaeB

3HaYCHHUs KOHICHTpaUuu (EeppUTHHA B CHIBOPOTKE KPOBH CHHXKAIOTCS OJHOBPEMEHHO C

yBEJIMYEHUEM reMaToKpuTa. [y JOCTHKEeHUs! ONTUMAaIbHOTO OTBETA HA 3M03TUH ajibda caenyer

o0ecrneuynTh aJeKBaTHbBIC 3alachl JKele3a ¢ BBEACHUEM IPH HEOOXOAMMOCTH JOIMOJHUTEIBHOIO
npreMa MperaparoB JKeesa:

— B3pOCITBIM OHKOJIOTHUECKHMM TMAIlMeHTaM C aHeMHeH IIpH COJHIHBIX (HEMHUEIOUIHBIX)
OITyXOJISIX, 3J7I0KAaYeCTBEHHONH JMM(OME WIM MHOXXECTBEHHOH MHEIOME, MOIy4YaroluM
XUMHOTEpanuio (A JIeYeHUS aHEMUH U CHI)KEHHUsS TMOTpPeOHOCTH B TpaHCQY3UsX),
pEKOMEH/1yeTCsl IONOJIHUTENbHBIM IpUeM IMpenaparoB Keje3a (31eMeHTapHoro xeine3a 200—
300 mr/cyTkH nepopajibHO) B Cilydae HachleHus TpaHcheppuHa meHee 20 %;

— B3pOCTBIM TMAIMEHTaM B pPaMKax MPEIENO3UTHOW TMPOrpaMMBbl Tepell  OOMMPHBIM
XUPYPTUYECKUM BMEIIATEITLCTBOM C TeMaTOKPUTOM, paBHBIM 33—-39 %, st obnerdenus coopa
AyTOJIOTHYHOW KPOBH M YMEHBIIEHHUS PUCKa, CBS3aHHOTO C HCIIOJIB30BAaHMEM AJIOTEHHBIX
reMoTpaHcy3uid, eciu oXXujgaemas TOTPEOHOCTh B TIEPETMBAEMON KPOBU IIPEBBIIIACT
KOJINYECTBO, KOTOPOE MOKHO IOJIyYUTh METOJIOM ayTOJIOTMYHOro cbopa 0e3 mpuMEeHEeHHs
3MOATHHA anb(a, PpEKOMEHAyeTcs JIOMOJHUTENBbHBIA TpHEeM IpernapaTroB  kKenesa
(amemenTapHoro xene3a 200 MI/CyTKM TIEpOpaibHO) B T€UEHHWE HECKOJbKUX HENEh Tepe
HavaoM cOopa ayTOJIOTUIHON KPOBH C IENBIO TOCTHXKEHUS OOJBIINX 3aIlacoB JKeye3a mepe;t
HAyaJoM Teparnuy dMO3THHOM anb(da, a Takke B TEYEHHE BCEro Kypca TepamuH 3M03THHOM
anbda;

— B3pOCIBIM MAIlEHTaM Mepe IPOBeIeHINEM OOIIMPHOM OTMIEPaITH C 0’KUTAEMON KPOBOIIOTEPEH

900-1800 M1 (2—4 enuHMIBI), HE WMCIOIIMM aHEMHUU WU C JITKOW W CPEIHEU CTENEHBIO
12
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reMoTpaHcy3usx ©  OOJerdeHuss BOCCTAaHOBJCHUS  HPUTPONOI3a  PEKOMEHIYETCS
JIOTIOJTHUTENBHBIN TIpUEM IpernapaTtoB kene3a (dsemeHTapHoro xeneza 200 mr/cyTku
nepopajbHO) B TEUEHHE BCEro Kypca Tepamuu 3MOo3THHOM anbda. [lo BO3MOXKHOCTH
IpPUMEHEHUE [IpernapaToB, COJAEPXKAIUX >JKeJIe30, CleAyeT HauaTh 10 cTapTa Tepanuu
3TMOATHHOM allb(]a, 9TOOBI CO3/1aTh TOCTATOYHBIE 3a1achl )KeJe3a.
OueHp peAKO Yy MalMEHTOB, IMOJYYaBIIUX JIEYCHHE SMO3THHOM anb(a, B Hayale JICUCHUS
HaOMIOJAIMCh 000CTpeHus mopdupuu. Y marueHToB ¢ moppupHer SmodTHH anbda ciaemayer
MPUMEHSTH C OCTOPOKHOCTBIO.
Cnyyau BOSHUKHOBEHMS TSDKEIIBIX JKU3HEYTPOKAIOLIUX OCIOKHEHUI CO CTOPOHBI KOXKH, BKIIIOYAst
MHOroopMHYt0 3puTeMy U cunapoMm CtuBeHca — JKOHCOHA / TOKCHYCCKHI AMUICPMaIbHBIN
HEKPOJU3, OTMEYAIUCh Y HE3HAUYUTEIbHOIO YHCIa TNAIMeHTOB, MOJy4YaBIIMX TEPAINUIO
npernapatoM JDpanbPoH. B ciiyyae BOZHMKHOBEHHS MOJO3PEHUI HA TSKENble HEXelaTeabHbIe
peakiu co CTOpoHbI KOku (cuuapom CrtuBeHca — J[XKOHCOHA / TOKCHUSCKHUI SIHIepMaIbHbIHI
HEKPOJIN3) HEOOXOAMMO HEMEIJICHHO MTPEKPATUTH TEPAIHIO IIpermapaToM Dpaib(oH.
CpenctBa, CTUMYIUPYIOIIHUE 3PUTPOINOI3, HE 005S3aTeIbHO IKBUBAJICHTHHI. [loaTomy cremyer
YTOYHHUTH, YTO TMAIMEHTOB CJIEAYyeT IEepPeBOJUTh C OJHOTO IMpenapara, CTUMYIHUPYIOIIEro
APUTPOIIOI3 (TAKOTO KaK mpenapat Ipaib(oH), Ha IPYrol TOIBKO C 0J00pEHHs JIeUaliero Bpaya.
OnodaTHH anbda 00I1agaeT MUHUMAIBHOW CIIOCOOHOCTHIO MHAYIIMPOBAThH 00Pa30BAHKUE aHTHUTEIL.
HccnenoBanuii KaHIIEPOT€HHOCTH HE TIPOBOIUIIOCK.
OnodTuH anb(a He BHI3BIBACT MYTAIlMi OakTepualdbHBIX T€HOB (TecT DimMca), XpOMOCOMHBIX
abepparuii B KJIeTKaX MIJICKOIUTAIOIINX, a TAK)Ke MyTanuii reHoB jjokyca HGPRT. B xone omHoOTO
UCCJIEIOBaHMs OBLJIO BBISIBJIEHO OTCYTCTBUE pa3iM4Mil B 4acTOT€ BO3HUKHOBEHUs (puoOposa
KOCTHOTO MO3Ta y MAIMEHTOB, HAXOJUBIIMXCS Ha JAMATU3€ W TMOJIY4YaBIIMX SMOITHH anbda B
Te4YeHHe 3 JIeT, U Y aHAIOTMYHBIX MAallMEHTOB, HE MOJYYaBIIUX MO03TUH anbda. TepaToreHHOCTh
Ipernapara y 4yeloBeKa He U3y4eHa, Y KPbIC M KPOJIMKOB TEPATOreHHOE IeHCTBUE SMOATHHA alb(a
HE 0OHAPYKEHO.
Eciu KonMdecTBo peTuxynonutos meree 20000 mm® (nmm menee 20000/mK, umn Meree 0,5 %),
KOJIMYECTBO TPOMOOIIUTOB U JICHKOIIMTOB B HOPME W OTCYTCTBYIOT JIpYyTHM€ MPUUYUHBI MOTEPU
3¢ dexTBHOCTH, HEOOXOIUMO NPOBECTH aHAIW3 HA HAJIMYUME aHTUTEN] K SPUTPONOATHHY U
MCCJIEIOBaHUE KOCTHOTO MO3Ta JIJIsl AMarHOCTUKU MaplHaIbHON KPaCHOKJIETOUHOH aria3uu.
B cnyuae ecnu mopo3peBaeTcsi [UArHo3 «maplualibHas KPaCHOKJIETOYHAs arula3us», CIeayeT
HEMEIJICHHO TPEKPaTHTh JIeYeHHWE SMOITHHOM anbda. He crmeayeT Ha3HayaTh aHAIOTHYHBIE

Ipenaparsl B CBS3M C BO3MOYKHOCTBIO IEPEKPECTHOM PEAKIUU AHTUTEN K SPUTPOINOATHHY C
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JIPYTUMHU 3pUTponodTuHamMu. [lo mokazanus Mo>1<e‘[r| BBHIEMEEQQE%ﬂrBET'&B e 'iuaﬂ

Tepanus (reMoTpanchy3un).

OnoaTHH anbda, Oyydn pOCTOBBIM (PaKTOPOM, MOKET OKA3bIBATh CTUMYJIUPYIOIIEEe ACHCTBHE HA

HEKOTOpPBIE TUIIBI OITYXO0JIei, 0COOCHHO Ha 37I0KaueCTBEHHbIE HOBOOOPA30BaHUsI KOCTHOI'O MO3ra.

B3pocnvie  onxonocuueckue nayuenmsi ¢ COMUOHLIMU — (HEMUETOUOHBIMU) — ONYXOIAMU,

3710KAYECMBEHHOU TUMPOMOU UTU MHONCECMBEHHOU MUEIOMOU, NOLYYaArowue XUMUOmMepanum

(013 1eyeHuss aHeMuu U CHUMCEHUsL NOMPeOHOCMU 8 MPAHCEY3UX)

CpenactBa, CTUMYJIHPYIOIIME SPUTPOII0I3, ABISIOTCSA (PaKTOpaMU pOCTa, KOTOPHIE CTUMYIUPYIOT B

NepByl0  odepeAb OOpa3oBaHHME  OSPUTPOLMTOB. Pelentopsl  3pUTPONOITHHA  MOTYT

HKCIPECCHPOBATHCS HA TOBEPXHOCTH MHOTHX OIYXOJEBBIX KiIeTOK. Kak m B ciydae Bcex

(akTOpOB pocTa, CYIIECTBYIOT COMHEHHS B OTHOLICHUU TOTO, YTO CPEACTBA, CTUMYJIHPYIOIIUE

SPUTPOIOI3, MOTYT CTUMYIUPOBATh pocT omyxonei. Takum oOpa3zom, pelieHue O BBEACHUU

npenapata peKOMOMHAHTHOTO SPUTPOMOITHHA JOJKHO MPUHHUMATHCS HAa OCHOBAHHMM OIICHKHU

OTHOILIEHHSI PUCKA M MOJB3bl C Y4aCTHEM KOHKPETHOTO MAaIMEeHTa M YYUTHIBATh KOHKPETHYIO

KJIMHUYECKYIO CUTyaruio. DakTopbl, KOTOphIE CIEIyeT pacCMaTpUBaTh IMPH TAaKOW OIICHKE,

BKJIIOUYAIOT: TUII U CTAJUIO OIYXOJIH; CTETIeHb TSHKECTH aHEMHUH; 05KUAEMYI0 IPOAOIKUTEIBHOCTh

JKU3HU; YCIIOBHSI, B KOTOPBIX MAllMEHT MOIYyYaeT JeUeHUE; MPeArNOoYTeHHs MalueHTa.

B xiImHWYeCKHMX WCCIEIOBAHUSAX TPH NMPUMEHEHWH Npenapata Opaidb(oH B KOMOWHAIMH C

JIPYTUMH CPEJICTBAMH, CTUMYJINPYIOIIMMHU SPUTPOII033, OBIJIO OTMEYEHO:

— yXYALIGHHWE JIOKOPETMOHAPHOTO KOHTPOJsL Yy TMAlMeHTOB C  PaclpOCTPaHEHHBIMU
3JI0Ka4eCTBEHHBIMA HOBOOOPAa30BaHUSMH T'OJIOBHI H IIEH, MOJIYYAIOIINX JIYYEBYIO TEPAIHIO, B
cllyyae TMPUMEHEHHUs JAHHBIX MpenapaToB Ui JAOCTHXKEHHs KOHILEHTpalUHU TreMorioOuHa
oounee 140 r/m;

— CHIDKEHHE OOmed BBDKMBAEMOCTH W YBEIIMYEHHWE CMEPTHOCTH, CBSI3aHHOW ¢
nporpeccupoBaHieM 3a00JIeBaHMsI, Yepe3 4 Mecsla MpreMa NalfeHTaMi ¢ MeTaCTaTHIeCKUM
paKoM MOJIOYHOW >KeJe3bl, MOJYYAIOINX XUMHOTEpAIHIo, B CIIydae MPUMEHEHHS IaHHBIX
MpenaparoB sl JOCTHXKEHUS KOHIICHTpaiuu remoriobuna ot 120 go 140 r/i;

— YBEIUYEHHE CMEPTHOCTH MpH MpHEME JPYIHMX CpPEeACTB, CTUMYIMPYIOIUX SPUTPONOI3
(Tap62mosTHH anbda), AN JOCTHXKEHUST KOHIIEHTpalui reMoriioouna 120 r/1 y nanueHToB ¢
AKTUBHBIMH 3JI0Ka4€CTBEHHBIMH HOBOOOPA30BAHUSIMH, HE MOIYYAIOLUIMMUA HU XUMHOTEPAIHIO,
HU JTy4eBYyIo Tepanuio. CpeicTBa, CTUMYIHUPYIOIIHE SPUTPOIT0d3, HE TIOKAa3aHbI K IPUMEHEHUTO
y JTAaHHOH T'PYIIIHI TAIUEHTOB.

VY nanveHTOB ¢ OHKOJOTMYECKHM 3a00JieBaHMEM, MOJYYAIOUMX XMMUOTEPAIUio, MPU OLIEHKE

IPUTOHOCTH TEpPaIHU 3MO3TUHOM alb(ha (B 0COOEHHOCTH y MAllMEHTOB, MOABEP)KEHHBIX PHCKY

TpaHCPy3uH) CIeAyeT YUHUTHIBATh 33JepKKy B 2-3 HEIEIM MEXIYy BBEICHHUEM CPEJICTB,
14



COOTEBETCTEBYET ZKCNEPTHON
ot 27.12.2024 N= 23006

cramymmpyiomux  oputponoss, m  nospngmmen | Ctiiirdpbiattil il i aion

1Y OTUETY

SPUTPOIUTOB.

B pamxax npedenosummnoti npoepammsi neped 0OUWUPHBIM XUPYPSULECKUM EMEUUAMenbCmeom y
83POCIbIX NAYUEHTNO8 ¢ 2eMamoxkpumom, paguvim 33—-39 %, ona obnecuenus coopa aymonocudHou
KPOBU U YMEHbULEHUsL PUCKA, CEA3AHHO20 C UCNOIb30BAHUEM ANIOCEHHBIX 2eMOMPAHCPY3ull, eciu
odrcudaemas nompeOHOCMy 8 nepeusaemoll Kpogu npesviulaem Koauiecmeo, Komopoe MO#CHO
ROLYUUMb MEMOOOM AYMON0SUUHO20 cOOpa be3 npuMeHeHUs SN0IMUHA albpa

VY TNanueHTOB, CBS3aHHBIX C MPOrpaMMON cOOpa ayTOJOTUYHOW KPOBH M IOJYYAIOIIMX
JIOTIOJTHUTEILHOE JICYCHUE SMOITUHOM allb(a, CISIYeT yUYUTHIBATh BCE 0COOBIC MPEIyPEKICHUS
U 0coOBIE MEPHI IPEAOCTOPOKHOCTH, B OCOOCHHOCTH — 0053aTeIbHOE BOCIIOIHEHUE 00beMa.
B3pocnvie nayuenmolr neped npogedenuem 0OWUPHOU ONepayuu ¢ 0XCudaemMol Kpogsonomepel
900-1800 ma (2—4 eounuywi), He umeroujue aHemuu UlU ¢ 1e2KOU U CpeoHell CMenenbio aHemMuu
(ecemoenobun 100-130 2/n), ona ymeHvueHus nompebHOCMU 8 ANNOSEHHBIX 2eMOMPAHCHYIUAX U
0bne2ueHUsi 60CCMAHOBIEHUS IPUMPONOI3A

B no- m mocneonepannoHHOM TEpPHOJE BCErna CIEAyeT COONMI0AaTh HaJIeKaIIne CTaHIapThI
KOHTPOJIS IOKa3aTeNiei KPOBH.

[TarimeHTam, KOTOPBIM Ha3HaveHa OOJIbIllas TUIAHOBAsh OPTOMEIUYECKas OIepaius, CIeayeT
IPOBOJUTH AHTUTPOMOOTHYECKYIO NPOPHIAKTUKY, TMOCKOJIBKY Y XHPYPTUYECKHX MAlUEHTOB
MOTYT BO3HHUKATh TPOMOOTHYECKHE U COCYIUCThIE OCIOXKHEHHUsS, B 0OCOOCHHOCTH Y MAIlIEHTOB C
(OHOBBIM CEPICUHO-COCYIUCTHIM 3a00s1eBanreM. Kpome Toro, ciieayeT coomo1aTh 0coObie Mephl
NPEJOCTOPOKHOCTH Yy MALMEHTOB C MPEIPACHOI0KEHHOCTHIO K Pa3BUTHUIO TPOMOOTHUYECKHX
ocIIO)KHEeHUH. boee Toro, y manueHToB ¢ HCXOHBIM reMoriIo0uHoM > 130 /11 Hellb3st UCKITIOYHTh
BO3MOXXHOCTH TOTO, YTO JICYCHHE SIOITHHOM allb(ha MOXKET OBITh CBSI3aHO C IMOBBIIICHHBIM
PHCKOM TOCJIEONEpPallMOHHBIX TPOMOOTHYECKHX COCYIHUCTBIX OciokHEeHui. CrenoBaTenbHoO, Y
NallMeHTOB C MCXOAHBIM remornoouHom > 1301/n1 npumeHeHue »SmHo3THHA anbda He
PEKOMEHIYETCS.

BcnomorarennHble BellecTBa

JlaHHbIi npenapaT coaepxHUT MeHee 1 MMoib (23 Mr) HaTpust Ha 1 Mil mpenapara, TO €CTh IO CYTH

HE COACPIKUT HATPUA.

4.5. B3auMojgelcTBME C JAPYIrHMH JIEKAPCTBEHHBIMM IIpenaparamMy W Jpyrue BH/IbI
B3aMMO/EHCTBHUA
JlaHHBIX O B3aUMOJIEMCTBUM 3MO3THHA alb(da C APYTUMH JIEKAPCTBEHHBIMH CpPEACTBAMH HeET.

[TpenapaTsl, KOTOPBIE CHHKAIOT 3PUTPOII033, MOTYT OCJIA0JIATh AEHCTBHE SMOITHHA anbda.
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COOTBETCTBYET 3KCNEPTHOM
ot 27.12.2024 N= 29006

OnHako BO3MOXKHO BJIWSHHE Ha KOHIICHTPALIUIO 'EE%%O%%%&'T%%H%%{B%%hOM

1Y OTUETY

MIPUMEHEHUH, BCIEACTBHIE ITOT'O TPEOYETCs TOTOTHUTEILHBIN KOHTPOJIb YPOBHSI IIUKIIOCTIOPHHA B
CBIBOPOTKE KPOBH C MOCIEAYIOLIEN €r0 KOPPEKLIHUEN.

VY manueHToB ¢ METacTa3upPYIOIIUM PaKOM Ipyad, KOTOPHIM Ha3HAu€H OJIHOBPEMEHHBIN Mpuem
AMoATHHA anb(a moakokHo B go3upoke 40000 ME/mn u Tpacty3ymaba B JO3UPOBKE 6 MI/KT,
BBEJICHUE JMIO3THHA alb(a He BIUSET Ha (PapMaKOKUHETUKY TpacTy3ymaoa.

Her mnpu3HakoB, yKa3bIBAIONIMX Ha JIEKAPCTBEHHBIC B3aMMOJCHCTBHS MEXAY IpernapaToM
OpanbQoH U TpenaparaMyd TIPaHYJIOIMUTAPHOTO KOJIOHHUECTUMYIUPYIOLEro (akropa ¢ TOYKH
3peHusi remaroyioruueckor auddepeHuranud Wi Opoiudepalud OMyXOJEBbIX KIETOK,
U3y4eHHBIX B 00pa3iax Ouorcuu in Vitro.

Crumynupyromiee aeicTBre mpernapara Dpanb()oH Ha IPUTPONOI3 MOKET OBITh YCHICHO MpHU
OJIHOBPEMEHHOM TpHeMe MpernaparoB xKelnes3a.

[Ipy coBMECTHOM NPHUMEHEHUU C TUIOTEH3MBHBIMHU IperapaTaMd BO3MOXKHO OCIa0JIeHHE UX
JICUCTBUA.

HmeroTcst maHHbIe O BIUSHUYA WHTHOUTOPOB aHTHOTEH3UWHIIpeBpaniaromiero gepmenta (AIID) Ha
neiicTBue npenapara Ipaib(oH Ipr COBMECTHOM MPUMEHEHHUHU.

[Ipy ONHOBPEMEHHOM TMPOBEACHUU MPOTHBOCYAOPOKHOW TEpPaluud MOXKET MOBBICUTHCS

CKJIOHHOCTb K Cy10pOram.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

JlanHbIE O MPUMEHEHUH AMOATHHA ajb(}a y OEpEeMEHHBIX JKEHIIUH OTCYTCTBYIOT. MccnenoBanus
Ha SKMBOTHBIX TIOKa3aJld HaJM4YMe€ Yy OJMOdTHHA aib(da pPEenpoayKTUBHOW TOKCHYHOCTH.
[TpumeneHue mpenapara npu 6epeMEeHHOCTH HE PEKOMEHIOBaHO.

Jlakranus

HewusBecTHO, MpOHMKAET U SMTOATHH alb(a B TPyAHOE MOJIOKO. [[puMeHeHue npenapara B epruo

TPyAHOTO BCKapMJIMBaHUA HE pCKOMCHIOBAHO.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H pPadoTarh ¢
MeXaHUu3MaMHu
Het undopmanmu o Tom, 4T0 3M03THH alib(a BIUSET HA CIIOCOOHOCTD YIPaBIATh ABTOMOOUIIEM U

APYruMu MCXaHHU3MaMU.
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4.8. HexkennaTeibHbIe peakunu

Pesrome npoduiist 6esonacHocT

Bo Bpewmst Tepanuu 31103THHOM ajb(a HarnboJiee 4acTo HaOIMI01aeTCs 10303aBUCUMOE TIOBHIIIICHHUE
apTepUAIbHOTO JABJICHHS WM YXYALICHHEe TEUYCHHUS YXKE CYIICCTBYIOUICH apTepuaibHON
runepreH3nd. HeoOXoauMo aieKBaTHO KOHTPOJIMPOBATh apTepUaIbHOE JaBICHHE, OCOOCHHO B
Hayaje Tepamuu 3103THHOM anbda. Tarke o4YeHb YacTO HAOMIONAIHMCH AWapes, TOIIHOTA,
HOBBILICHUE TEMIIepaTypbl, pBOTA. [ pUNIIONOAOOHBIA CHHIPOM 4Yalle BCEro HaOJIIOJajcs B
Hayaje Teparuu.

Y NauMeHTOB, MOJYYaIOIIUX SPUTPOIOITHH-CTUMYJIMPYIOIIHE Ipenaparsl, HaOIoanach
IIOBBIIICHHAA 4YaCcTOoTa Tp0M6OTI/I‘ICCKI/IX COCYIQUCTBIX OCJIOKHEHUM.

PesroMe HexxenaTeabHBIX PeaKIi

[lepeuncnenHble HUXKE  HEXeNaTelbHbIE  peakiuy, HaOmoJaBIIMeCs Yy  MAlMeHTOB,
CTpYNIUPOBAHBI IO CUCTEMHO-OPTaHHBIM KJIacCaM C yKa3aHUEM YacTOThl UX BO3HUKHOBEHUS B
COOTBETCTBUHM C PEKOMEHIANMsIMU BceMHpHOW OpraHu3aluil 3ApaBOOXPAHEHUS: OYEHb YacTO
(> 1/10), gacto (> 1/100, vo < 1/10), Heuacto (> 1/1000, Ho < 1/100), peaxo (> 1/10000, HO
< 1/1000), ouenb peako (< 1/10000), vactora Hen3BecTHA (HA OCHOBAaHWH UMEIOIIMUXCS JaHHBIX
OILICHUTh HEBO3MOXKHO).

Hapywenus co cmopomnsi kKpogu u aumpamuieckoli cucmemsl: O4€Hb PEIKO — IPUTPOIIOITHHOBAS
AQHTHUTENI0-0NOCPEIOBAHHAS MMapIHaIbHAas KPACHOKIETOYHAS allIa3Hsi, TPOMOOIIUTEMHSL.
Hapywenusa memabonuzma u numarnus: He4aCTo — TUIIEPKATHEMHUS.

Hapywenus co cmopoubi HepsHOU cucmembl: 4acTO — TOJOBHAas 00Jb, CYJOPOTH; 4YacToTa
HEHM3BECTHA — IePeOPOBACKYIISIPHBIE OCIIOKHEHUS (B T. 4. HHCYJIBT, BKIFOYAIOINH 1IepeOpaIbHbINH
UHPApKT W BHYTPUMO3TOBOE€ KPOBOWBIHSIHHE), TPAH3UTOpHAS HIIEMHYECKas araka,
TUIEPTOHNYECKas SHIe(aTonaTusl.

Hapywenus co cmoponul opeana 3penus; 4acToTa HEU3BECTHA — TPOMOO3 CEeTUaTKH.

Hapywenus co cmopoHuvl cocy0os. 4acTo — apTepualibHasi THIIEPTEH3US (B T. 4. THIIEPTOHHYECKHHA
KpH3), apTepHUaIbHble U BEHO3HBIE (B T. Y. JIETAJIbHBIE CITydyau) TPOMOO3bl U AMOOIHMH: TPoMOO03
II1yOOKHUX BEH, apTepUalIbHBIA TPOMOO3 (B T. 4. HHPAPKT MHOKap/ia), TPOMOO3 apTepHOBEHO3HOTO
IIYHTa aHEBPU3MBI, SMOOJIUS JIETOYHOM apTepUH.

Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, Op2aHo8 2pYOHOU KIemKU U cpedoCmeHus.:
9acTo — Kalllellb; YaCTOTa HEM3BECTHA — 3aJI0)KEHHOCTD JIBIXaTeNIbHBIX MTyTEH.
Kenyoouno-kuweynwvle napyuienus: 04€Hb 4acTO — TOIIHOTA, TUapesi, pBOTa.

Hapywenus co cmopouvi Kodcu u NOOKOMCHbIX MKAHeU: 4YacTO — KOXKHas ChIlb;, 4acToTa
HEW3BECTHA — KPAlMBHHUIA, AHTHOHEBPOTHUYECKUI OTEK, MHOTO(OpMHas >pUTEeMa, CHHIPOM
CruBenca — J[>KOHCOHA, TOKCUUYECKHI MHIepPMaTbHBIN HEKPOJIU3.
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COOTEETCTEYET 2KI( OMY OTUETY
ot ET'IL:::IE-i“-J-" 3006
Hapywenus co cmoponvl mvluieunou, ckenemui u coehtimErsHot i m?'lil'a:éﬁrgl'%/rﬂrhﬁfmﬂ,

aptpairusi, 00JIb B KOCTSX, 00JIb B KOHEUHOCTSIX.

Obwue HapywieHuss u peakyuu 6 mecme 68e0eHus. OYCHb YaCTO — IOBBIIICHUE TEMIIEPaTyphI;
4acTo — IPUIITIONOI00HBIA CHHIPOM, 03HOO, TIEpU(EepUIECKUE OTEKH, PEaKIIUU B MECTE BBEICHUS
npemnapara, TpoM003 myHTa (B T. 4. KOMIIOHEHTa JHMajiK3a); 4acTOTa HeW3BeCTHa — mopdupus,
Hea(pPeKTUBHOCTD Mpernapara.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKL[I/Iﬁ

OTmedanuch peakluu THIePYYBCTBUTEIBHOCTH, BKJIIOYAs KOXXKHYIO Cblllb, KpalUBHUILY,
aHapUIAKTUYECKHE PEaKIIUU U aHTHOHEBPOTUYECKUIN OTEK.

['mneproHnyeckuii Kpu3 ¢ 3HLEdaTonaTueil ¥ CyaoporaMmu, TpeOyromuii ”HTEHCUBHOMN TeparuH,
HaOJIr01aJICsI BO BpeMsI TEPAIMK SPUTPONIOITHHOM Y MAIMEHTOB, paHee UMEBIINX HOPMaJIbHOE WIIH
MOHIDKEHHOE apTepuaibHOe JaBjieHue. PekoMeHayeTcs BHHMMATeJIbHO HAONIOAATh 3a
BO3HUKHOBEHHEM BHE3AITHBIX MUTPEHENOI00HBIX TOJIOBHBIX 0OJEH.

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

B panzoMu3upoBaHHOM JBOWHOM CIIEMOM  IUIAlE00-KOHTPOIMPYEMOM MHOTOIICHTPOBOM
uccienoBanuu y 4 naruentoB (4,7 %) pa3Bunuch TpomOoTHueckue cocyauctoie sisneHus (TCH)
(BHE3amHas CMEPTh, HILIEMUYECKHI HHCYIBT, 3MO0us u ¢aedut). Bece TCS npousomnuu B rpymme
AMO3THHA alb(a B TIepBbIC 24 HEIEIH HCCIICIOBAHU.

Tpu cayuas TCSH Obuin  NOATBEPXKAECHBI, B OAHOM ciydyae (BHE3alHas CMEpTh)
TPOMOO3IMOOIMYECKOe HAPYIIEHUE HE MOATBEPkACHO. Y IBYX MAllMEHTOB WMEIHCh 3HaYMMbIC
(baxTopsl pucka (puoOpHUIIALUS Ipecepanii, cepaeyHas HeA0CTATOUHOCTh U TPOMOO(hIeOuT).

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00ecTeyeHnsl HePephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOIO Mpenapara. MeIuIUMHCKUM paOOTHUKAM PEKOMEHAyeTCs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIIEHHSI O HEKEIATEeNbHBIX PEAKIUAX IOCy/1apCTB — YJIEHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.
Poccuiickas ®edepayus
®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (Poczapasuanzop)
Anpec: 109012, r. MockBa, CriaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1
Tenedon: +7 800 550 99 03
OnekTponHas noyra: pharm@roszdravnadzor.gov.ru
Caiit B nHGOpMaIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»!
https://www.roszdravnadzor.gov.ru
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MY OTYETY

COOTBETCTBYET 3KCMEPTHO
ot 27.12.2024 Ne 2300

(MOCNEOOBATENBHOC T.:. 0002)

4.9. Ilepeno3npoBka

CuMITOMBI

[Tpenapat DpanbdoH 001aAaeT MUPOKUM TEPAIIEBTUICCKUM HMHTEpBasioM. [Ipu mepeno3upoBke
AMOATHHA anb(a BO3HUKAIOT APPEKTHI, OTPAKAIONIME KPAHHIOI CTENECHb BBIPAKEHHOCTH €r0
(hapMaKoIOTHIECKOTO JCHCTBUSI.

Jleuenue

[Ipu 04YeHb BHICOKOM COJIEPKAHUU T€MOTJIOOWHA BO3MOXKHO MPHUMEHEHHE KpoBoIyckaHui. [Ipu

HCO6XO,I[I/IMOCTI/I IIPOBOJAT MOAACPKHUBAOIITYIO TEPAIIUIO.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

dapmakoTeparneBTHUECKasi TPYINa: aHTHAHEMHYECKHE Tpernaparhl; Jpyrue aHTHaHEMUYECKUe
perapaTsl.

Kox ATX: BO3XAOI.

[Tpenapat DpanbdoH sBisgercs 6rnoaHanoroM (OMono 00HBIM JIEKaPCTBEHHBIM MPENapaToM).

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

OnosTuH ank(ha npeacTasisieT co00i OYUIEHHBIH IITUKOIIPOTEHH, CTUMYJIUPYIOIIUN SPUTPOTIOI3;
BIMSET Ha JeleHue W IudQepeHIrannio KISTOK-IPeIIecTBeHHUKOB. OH MpOIYIHpyeTcs
KJIETKaMH MJICKONUTAIOUIMX CO BCTPOCHHBIM T'€HOM, KOJHMPYIOIIUM CHHTE3 JPHUTPOIIOITHHA
yenoBeka. [lo GmoiornyeckuM CBOMCTBAM 3MO3THH alb(pa HE OTJIMYAETCS OT YeJIOBEYECKOIo
HPUTPOTIOATHHA.

benkoBas ¢pakmus cocraBiaser okono 58 % OT MOJEKYISIpHOM Macchl M COCTOUT U3
165 amuHokuCnOT. YeTblpe YIIIEBOJOPOIHBIX 1€MW HPUCOEAMHEHBI K O€lKy Tpems
N-TJIMKO3UIHBIMU  CBSI3IMH M OJHOM  O-TIMKO3MIHOW CBsI3bl0. MOJIEKyJISpHBI  Bec
APUTPOTIOATHHA cocTaBisieT nmpubmm3uTensHo 32000—40000 manbToH.

[Tocne BBeeHus permapara KOJMIECTBO SPUTPOLIUTOB, PETHKYIIOIUTOB, YPOBEHb T€MOTIIOONHA 1
CcKoOpoCTh Toromenns 2 Fe ypennuuparoTcs. Ha KyIbType KIeTOK KOCTHOTO MO3Ta MOKA3aHo, YTO
AMOATHH allb(ha N30UPATENbHO CTUMYIMPYET IPUTPOII033, HE OKA3bIBasi BIUSHUS Ha JIEHKOIO3.
300posvie 006po6oabLY LI

[Tocne BBeneHUs eIMHUYHOW M03bI 3m03THHA anbda (o 20000 mo 160000 ME mnoakoxHO)
HaOJroAasCs /10303aBUCHMBIM  OTBET, OLIEHEHHBIH MO clenyromuM (apMakoIMHAMUYECKUM
MapKepaMm: COJEpXaHHE PEeTHKYJIOLHUTOB, JSPUTPOLUTOB U remoriaobuna. Ilpoduns
«KOHIIEHTpAIHS — BPeMsD» C TTMKOM M BO3BpaTOM K 0a30BOM JIMHUW HAOIIOMAJICS ISl M3MEHEHUS
Yrcia pETHKYIOIUTOB. MeHee YeTKUi Mpo(uiIh HaOII0JAIICs AT SPUTPOIIUTOB M TeMOTIIO0NHA.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 27.12.2024 N= 23006

Bce (hapMakoAMHAMHYECKHE MapKEpPhl BO3PACTAIH B b ot AabiteoetH ¢ ta

L oY
KEVAEHEIM

3HaYeHHUEM OTBETa MpH HanboJiee BHICOKUX J103aX.

[Tpu cpaBHenuu BBeneHus onnoi 10361 40000 ME 1 tpex 103 150 ME/Kkr B Heent0, HECMOTPS Ha
pasnnuue npoduiei «KOHIEHTpaLuUs — BpeMs», papMaKkoANHAMUUYECKUI OTBET ObLI OJJMHAKOBBIM
Ul 000MX PEeXHMMOB J03UPOBaHUS. J[OMONHUTENBHO NPOBOJAMIN CPaBHEHHE PEXHMMOB IpU
BBeZieHNH | pa3 B Hezeno 1 1 pa3 B 2 Henenu. B urore, o pesynabratam GpapmMakoIuHAMUYECKIX
uccnenoBanuii, pexxum 40000 ME 1 pa3 B Hexento nokaszan cedst 6osee 3pGeKTUBHBIM, YeM IpU
OJIHOKPAaTHOM BBE/IEHUH B 2 HEJIENN, HECMOTPs Ha 1101001e ToKa3aTese sl peTUKYIIOLUTOB.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Tayuenmui ¢ anemueti, 6b136aHHOU NPOGEOEHUEM XUMUOMEPANUU

OnostuH anb(a npu BBEACHHM 3 paza B HEAETIO WM | pa3 B HEHENIO MOKaszajd CHOoCOOHOCTh
HOBBIIIATh I'EMOIJIOOMH M YMEHbILIATh MOTPEOHOCTh B MEPEIMBAHUM KPOBHU uUepe3 MeEcCsI] 1ociie
Hayaja XHUMUOTEpAllMd Y OHKOJIOTMYECKHUX manueHtoB c¢ a”emueil. IIpopmmu AUC
dapMakoIMHAMHYECKUX  TMapaMeTpoB  (COAEpKaHWE  DPUTPOIMTOB,  PETHKYJIOLHUTOB,
reMorjao0nHa) OBbLTM OJUHAKOBBI Ui 3/I0POBBIX JOOpPOBOJBLIEB M /ISl MAIMEHTOB IIOCIE
XUMHUOTEpAIuu.

B3pocnvie yuacmuuku npocpammul coOopa aymonocuiHol Kpogu nepeo 0OUUPHbIM XUPYPSULECKUM
eMeuamenbcmeom

Ono3TuH anbda JOKa3aHHO CTUMYIHUPYET BBIPAOOTKY SPUTPOILUTOB C LENBI0 YBEIUYUTH 00bEM
cOopa ayTOJIOTUYHOM KPOBH U OCTAHABJIMBAET CHUKEHHUE COJEPKAHUS FeMOTJI00MHA Yy B3POCIIBIX
NalMEeHTOB, HAIIPABJIECHHBIX Ha OOIIMPHBIE XUPYPTUUECKHUE OINEpallui, KOTOpble HE COOMPAIOTCS
co3/1aBath 3arnac cOOCTBEHHOI KpOBHU.

B3pocnvie nayuenmol neped opmoneoudeckumu onepayuamu

Jliis manueHToB nepe; OOMUPHBIM XUPYPrHYECKUM BMEIIATEIbCTBOM CO 3HAaUEHUEM ITOKa3aTels
remoriao6uHa 1o sedeHus otr > 100 g0 <130 r/n 3mo3THH anb(a CHIKACT PHUCK IMOITyYeHHS
TpaHCy3UH Ty>KOH KPOBU M YCKOPSIET BOCCTAHOBIICHHE YMCIIA SPUTPOIIUTOB (ITOBBIIIAET YPOBEHb
reMorJIo0nHa, 3HaYeHNe reMaTOKpUTa U YUCIIO PETUKYIIOLUTOB).

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

B pannomMusuMpoBaHHOM JBOWHOM CJENOM  IUIALE00-KOHTPOIUPYEMOM MHOTOLIEHTPOBOM
UCCJIEIOBAaHUM OlLEeHUBaNach 3()(PEeKTUBHOCTh U OE30MaCHOCTh AMOATHHA aib(da y B3POCIBIX
nanuenToB ¢ anemuen ¢ MJIC ¢ HU3KUM WITH TPOMEKYTOUHBIM-1 ypOBHEM pHICKA.

[TarenTs! OBIIN pacmpeieNieHbl B COOTBETCTBUH C YPOBHEM SPUTPONOITHHA B ChIBOpOTKE (SEPO)
U CTaTycoM TNPEAIIECTBYIONIEr0 TMepeauBaHus MNpu cKpuHuHre. KimroueBble 0a3oBble

XapakTepucTuku s ypoBHs < 200 MEn/mut mokazanbl B TaGuile HUXKeE.
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Tao6auna 1. ba3oBble XapaKTepUCTHKHU I nauu’é_}l[";'(:)—is_lECJMEQIZU@Q\IEI[%Q::th

CKPUHHHI€

PangomusupoBanHoe

O6mee k0.1-Bo (N)P Ono3THH albpha I1aue6o

85? 45
Ckpununr SEPO <200 mEn/mn 71 39
(N)
Temoenobun (2/1)
N 71 39
Cpennee 92,1 (8,57) 92,1 (8,51)
Mennana 94,0 96,0
Wuteprain (71, 109) (69, 105)
95 % JAW s cpenHero (90,1, 94,1) (89,3, 94,9)
IIpeowecmsyiowee neperusanue
N 71 39
Ja 31 (43,7 %) 17 (43,6 %)
KonnyectBo sputporiuToB < 2 16 (51,6 %) 9 (52,9 %)
KomugectBo sputpouToB > 2 u 14 (45,2 %) 8 (47,1 %)
<4
KonuuecTBo 3puTpouuToB > 4 1 (3,2 %) 0
Her 40 (56,3 %) 22 (56,4 %)

8 y oiHOTO MaIMeHTa He ObLI0 AaHHbIX SEPO;
b ¢ yposrem > 200 ME/Ma B IpyIie 3H09THHA anb(a 66110 13 MalueHToB U 6 HaIUeHTOB B IPyIIIe Mm1anedo.

DPUTPOUIHBINA OTBET ObUI ONPECIICH B COOTBETCTBUU C KPUTEpUsIMU MexayHapoIHON paboueit
rpynnsl (MPT) ot 2006 roaa kak moBbIIeHUE reMorIo0nHa > 1,5 I/ OT UCXOTHOTO YPOBHS HIIH
COKpAIIIEHUS SPUTPOIIMTOB TOCIE MEepeTuBaHus 0 aDCOIIOTHOMY KOJIHYECTBY HE MEHee 4eM Ha 4
eUHUIBI KaXKIble 8 HeAeNb MO CPaBHEHHIO ¢ 8 HEIeNsMHU [0 Hadajga WCCIICIOBAHHS U
JUTUTEIBHOCTBIO OTBETA HE MEHEE 8 HEelelb.

DOPUTPOUIHBIN OTBET B TE€UEHHUE MEPBBIX 24 HeAeNb UCCIeAOBaHUS POAEMOHCTpUpoBanu 27/85
(31,8 %) manuueHTOB B rpyIIIie 3M03THHA anb(a 1Mo cpaBHEHHIO ¢ 2/45 (4,4 %) uCHBITYyeMbIMU U3
rpymisl mwiane6o (p < 0,001).

Bo BpeMs ckpuHHMHTa YpPOBEHb JPUTPONOITHHA B CHIBOPOTKE KPOBH BCEX PECIIOHJIEHTOB
coctasis1 MmeHee 200 ME n/mit.

Ha pgamnom ypoBHe 20/40 (50 %) mamueHTOB 0€3 MPEIIIECTBYIONUX TMepelTuBaHUN
MIPOJIEMOHCTPHUPOBAIN SPUTPOUIHBIN OTBET B TEUCHHE MEPBHIX 24 HEeAeNb 1Mo cpaBHeHHIO ¢ 7/31
(22,6 %) mamueHTaMH C  TPEIISCTBYIONIMMH  TEPEIMBAHUSAMH  (Ba  Mal[ieHTa C
MPEAMIECTBYIOMNUM TE€PETUBAHUEM JOCTHUTIN TIEPBUYHOW KOHEYHOM TOYKH, OOYCIIOBIEHHOU
CHI)KCHHEM KOJIMYECTBA IPUTPOIUTOB J0 aOCONMIOTHOTO 3HAYEHHS HE MeHee 4 eIMHUII KaXKIbIe

8 HCACIIb 110 CPABHCHUIO C Kaxa0i 8 HeJelnell 10 Hayajia I/ICCJICI[OBE[HI/IH).
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CpenHee BpeMsi OT HCXOJHOTO YpPOBHS JO TIepPBOTO '@Beﬁ%ﬂ&ﬁ“&%ﬁ%‘ec‘}ﬁ Uihenvo

IPEBBIIIAIO B TPYIIE MO3THHA alb(]a 1Mo CpaBHEHMIO C TpyNnoi mianedo (49 npotus 37 nHeid,
p = 0,046). ITocne 4 Hexens JieueHUs: BpeMs 0 TIEPBOTO MEPETUBAHUS B TPYIINE SMIO3THHA alb(a
eme ypenmmuuiioch (142 mporuB 50 gmeit, p = 0,007). IlpoueHT mnarueHTOB, KOTOPHIM
noTpeboBajIoCh MepeauBaHue B Ipymlme SmodTuHa anbda, cHusmics ¢ 51,8 % 3a 8 Hemenb 10
HCXOJHOTO ypoBHS 110 24,7 % mexay Heaensmu 16 u 24, Mo cpaBHEHUIO ¢ TPYIION Tuianedo, rie

IPOLCHT NepesnBanus yBeandauics ¢ 48,9 % no 54,1 % 3a o1uHaKOBBIE IEPUOABI BPEMEHH.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

BuyTpuBeHHOE BBeJIEHHE

[Ipy w3MepeHHH KOHIIEHTPAIMM SIO3THHA anb(a TOoCIe BHYTPUBEHHOTO MHOTOKPATHOTO
BBesenus 1o 50—100 ME/kr nepuon monyBbiBeaeHus (t1/2) cocTaBuil MpUOIU3UTENBHO 4 yaca y
3I0pPOBBIX JOOPOBONBLIEB H Obul  Ooliee JJIMTENbHBIM Y MAIMEHTOB C MOYEYHOH
HEIOCTATOYHOCTBIO, COCTABIISISL OKOJIO 5 uacoB mist mo3 mo 50, 100 u 150 ME/kr. V nereit tip
COCTaBHJI MPUMEPHO 6 dacos. [Ipu B3aTHM KpOBH 11 aHANHM3a (PapMaKOKUHETUKH B TCUCHHE TIO
KpaiiHeil Mepe 4 nHell y OHKOJIOTMYECKUX MallMeHTOB, MOJIYYaBIIMX SMO03TUH anbda mo 667 u
1500 ME/kr BHyTpuBeHHO, t1/2 coctasisut ot 20,1 no 33,0 yacos.

[ToakoKHOE BBEACHHUE

KonuenTpanus B mia3mMe KpoBHU MOCIIE MOAKOKHBIX UHBEKLIUN HUXKE, YEM I10CJI€ BHYTPUBEHHBIX
uHbeKUMi. KoHueHTpanus B Iuia3Me KpOBH BO3PACTAET MEUIEHHO M JOCTUIAeT IHMKa 4epes3
12-18 yacoB mocie MOAKOXKHOTO BBeAeHUS. [IMKOBbIE KOHIIEHTpAlMM B IJa3Me KpPOBH IpH
MOJIKOKHOM BBEJIEHUM HM)KE€ MHKOBBIX KOHIIEHTpalMi B IIa3Me€ KPOBU IPHU BHYTPUBEHHOM
BBeIeHUH (puMepHo B 20 pa3z).

Haxonnenus He HaOm01anoch: KOHLUEHTpAIMs B IJa3Me KpPOBH OCTaBajach OJMHAKOBOW depe3
24 yaca mocie nepBoil MHBEKUUM U 4yepe3 24 yaca mocie mnocienHedl uHbekuuu. ITpoduu
«KOHLIEHTpalMsl — BPEMs» SPUTPONOITHHA Ha Heaensx | u 4 ObulM OJUHAKOBBIMU IpU
MHOTOKpaTHOM BBeieHnu o 600 ME/kr 1 pa3 B HeAen0 y 310pOBBIX JOOPOBOJIBIIEB.

JlaHHble (apMaKOKMHETUKU HE YKa3bIBAIOT HA SIBHBIE PAa3In4us t12 cpein B3pOCIBIX MA[EHTOB
cTaplie Wiau miiajuie 65 er.

B wuccinenoBaHnn 7 HEIOHOLICHHBIX HOBOPOXKJICHHBIX C OYE€Hb HHU3KOW Maccod Tella INpH
poxxaeruu 1 10 B3poCIbIX 3J0POBBIX JO0OPOBOJIBLEB, TOTYYABLINX SPUTPOINIOITHH BHYTPUBEHHO,
ObUIM TIOJYYEeHbl JaHHbIE O TOM, YTO O0BeM pacmpezneneHuss Obl1 B 1,5-2 pa3a Bblme y
HEJIOHOIIEHHBIX HOBOPOXKJICHHBIX, YEM Y 3JI0POBBIX B3POCIIbIX, a KIMPEHC ObLT MPUMEPHO B 3 paza

BBIIIC Y HEAOHOIICHHBIX HOBOPOXACHHBIX, YEM Y 310POBBIX B3POCIIBIX.
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T12 mocie IOOKOXXKHOIO BBEIACHMUSI COCTABIISAET OKOJ‘I{:)H5'4:‘1-!3[%&5;:%E%Mlggagéﬁ%;ﬁ%bz y

3I0pOBBIX J00poBoIbleB cocTaBmsuid 19,4+ 8,1 u 15,0+ 6,1 vaca mociae MHOTOKPATHOTO
BBegeHus o 150 ME/kr 3 pasa B nepento u 40000 ME/mi 1 pa3 B Heie 0 COOTBETCTBEHHO.

B wuccrnenoBanuu, re CpaBHUBAIOCH BBEACHUE AIOATHHA ajb(a, COACPIKAIIEero YeIIOBEUSCKUI
ceiBopoTouHbiit annboymMun (UCA), mo 40000 ME 1 pa3 B Henenmto nmoakoxuo u 150 ME/kr 3 paza
B HEJIENIO MOJKOXHO Yy 3/I0POBBIX JOOPOBOJIBIIEB, HA OCHOBE AAHHBIX, CKOPPEKTUPOBAHHBIX IO
UCXOIHOW KOHLEHTPAIMH JHJOTCHHOTO SPUTPONOITHHA, Ha Hexene 4 ObUIM pPacCUUTaHbBI
CJICAYIOIIHNE TTapaMETPhI:

Taoauna 2. Undopmanus o 1aHHBIX (APMAKOKHUHETHKH Y 310POBbIX 100pOBOJIbIIEB

MakcumanbHas MunnManbHas U2 (9)
KOHIIEHTPAalus B MJIa3Me | KOHIEHTPauus B Iiazme
KpoBH (Crmax) (MME/Mia) | kpoBH (Cmin) (MME/Mmu)

150 ME/kr 3 pa3a B HeZieIt0

(n = 24) 191 (100,1) 39 (17,9) 31,8
40000 ME exxeHenensHO 785 (427.3) 13 (9.5) 303
(n=22)

Ha ocHoBaHuMu cCpaBHEHHs IUIOMmIaei TOA KpuBO#M «koHueHTpamus — Bpems» (AUC)

OTHOCHTENIbHASI OMOJOCTYITHOCTh 3MO3THHA aibda mnpu npumenenun mno 40000 ME 1 pa3 B
Heeno 1o cpaBHeHuto ¢ 150 ME/kr 3 pasa B Henemto coctaisiia 176 %.

B wuccnenoBanuu, rae cpaBHUBanoch BBeleHHe He coxepkaiiero YCA smostuHa anbda 1o
40000 ME 1 pa3 B megenmto moakoxuo u 150 ME/kr 3 pa3a B HeIenmo MOAKOXHO Y 3J0POBBIX
I00pOBOJIBIIEB, HAa OCHOBE JIaHHBIX, CKOPPEKTHPOBAaHHBIX I10 HMCXOAHOM KOHLIEHTpAlUU
HH/IOT€HHOT'0 S)PUTPONOITHHA, HA HefleNe 4 ObLIIM pacCUHUTaHbl CIEAYIOLIUE TapaMeTPhI:

Ta6auna 3. Uadopmanusi 0 1aHHBIX (PAPMAKOKMHETHKH Y 310POBbIX 100POBOJILIICB

Cmax (MME/mu1) Chmin (MME/Mu1) iz (1)
150 ME/kr 3 pa3sa B Hemento (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 ocnoBanuu cpaBHenuss AUC orTHocutenbHas OMOAOCTYIHOCTh JMOATHHA anbda mpu
npumeHernun 1o 40000 ME 1 pa3 B Henemo no cpaBHenuto ¢ 150 ME/kr 3 pasa B Henento
cocrasisiia 239 %.

buogoctymHoCTh S1103THHA anb(a nmpu npuMeHeHnd B 103¢ 120 ME/Kr moakokHO HAMHOTO HIKE,
4yeM MpH BHYTPUBEHHOM BBeJleHUU: ipuMepHo 20 %.

[Tapametpsl (papMaKOKMHETUKHM OBITM PACCUMTAHBI Yy 3JIOPOBBIX JOOPOBOJIBLIEB H Y

OHKOJIOTHYECKHX IIallUCHTOB C aHeMI/IeI\/’I, MOoJIyJaromux MOUKINYCCKYI0 XUMHOTCPAIIUI0 U
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coaepxamuit YCA smostun anbda muodo mo 150 ME/kr Méaﬁ&é‘xﬂ%ﬂé@f;d4h0b NE /o

1 pa3 B Henmemo. Ilapamerpsl (apMakOKMHETHKH y OHKOJOTMUECKHX MAIlMEHTOB C aHEMHUEH
OTJIIMYAINCH OT TAKOBBIX Y 37J0POBBIX J100POBOJIBLIEB BO BpeMst HeAeaH |1 (KOoraa OHKOJIOTHYECKHE
HAlMEHThl C aHEMUEH MoJyJalld XMMUOTEPAIINIO), HO OBbLJIM OJAMHAKOBBIMU BO BpeMs HeJenu 3
(Korza OHKOJIOTHYECKHE NAllMEHThl C aHEMHEN He M0JIyJalld XUMUOTEPAIIHUIO).

Ta6nuna 4. Undopmanusi 0 JaHHBIX (PAPMAKOKMHETHKH Yy 310POBBIX N00pPOBOJIbLEB H

OHKOJIOTMYECKHX NAIMEHTOB ¢ aHeMHueil

Bpems o
IlinasmeHHbIN
Crmax Chin® Mgfcccr:;an;?:f::)ﬁ tiz KJIMPeHC
(MME/ma1) | (MME/mur) (1) (CL/F)
KOHIEHTPauu
(trad) (4) (Ma1/4/Kr)
300posvie 0006po6oLYBL
150 ME/kr 3 pa3a B uenemo | 163 (53,6) | 28,6 (10,4) 9,00 (3,29) |[25,0(7,13)| 31,2(115)
(n=6)" [n=4]
40000 ME exxenenensHO 1036 (238) | 9,25 (5,74) 21,0(7,10) |28,8(8,10)| 12,6 (3,05)
(n=6)

Onkonozuyecxkue nayuernmsol ¢ anemuen: He()eflﬂ ], KOZaa nayuermal nojaydaiu xumuomepanuio
150 ME/kr 3 pasa B nenemo | 414 (312) | 904 (41,4) | 133 (12,4) |43,7(3,94)] 20.2(15,9)

(n=14)? [n=3]

40000 ME exenenenbHo 1077 (510) | 116 (230) 38,5(17,8) |[353(16,8)| 9,16 (4,69)
(n=18)" [n=11]
Onxono2udeckue nayueHmol ¢ anemuell: neoeus 3, Ko20a NayueHmol He ROJYYAIU XUMUOMEPANUIO

150 ME/kr 3 pa3a B nememo | 178 (57,5) - 14,2 (6,67) [41,9(14,8)| 23,6 (9,51)
(n=4) [n=2]

40000 ME exenenenbHo 897 (322) - 22,3(454) |38,8(11,0)| 13,9(7,55)
(n=7)

! «ny» Kak YKa3aHo, €CJIM J1aJIC€ HE CKa3aHO UHOEC,
b Cmin ObLIa paccunuTaHa Ha OCHOBC CPCAHUX CIKCHCACIIbHBIX KOHL[eHTpaLII/Iﬁ B IJIa3M€ KPOBU 10 BBCACHUA J03bI B
X0A€ UCCIICA0OBaHUA.

®apmakoknHeTuka He coaepxkamero YCA smnosTuHa anbda H3ydanach Y OHKOJIOTHUECKHUX
IMaguCeHTOB C aHeMI/Ief/'I, nonyqa}omux III/IKJ'II/ILICCKyIO XI/IMI/IOTepaHI/IIO, IIOCJIC BBCIACHUS 110
150 ME/xr 3 pa3za B Henemo u mo 40000 ME/min 1 pa3 B Henemo. B 11e5mom, y OHKOJIOTHYECKUX
MAlMEeHTOB C aHeMued Ha0iroJanach BBICOKAs CTENEHb BApUATUBHOCTU IapaMeTpPOB
dapmakokuHeTnku. [lepBoe HabmoIeHUE 32 PapMaKOKMHETUYECKUM MPOQUIIEM IMOITHHA albda
B XoJie Heaenu | (Koraa maryeHThl MOodydYalld XUMHUOTEPAITHIO) MoKa3aao 0oJiee BHICOKYIO Cmax,

Oonee uMTeNbHBIA 112 U OoJee HUBKUI KIMpPEHC, YeM IMpU BTOPOM HAOJIOJEHUU 3a

24



(hapMaKOKMHETHYECKUM TpoduiieM Ha HEIesD

aHEMHEN HE MOJIydall XUMUOTEPAIHIO).

——

oT &4

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

2.2024 N= 23006

3w 4 ot ia UnxGitorintechdte rattnerter ¢

Ta6nuna 5. Undopmanusi 0 1aHHBIX (PAPMAKOKMHETHKH Yy 310POBBIX N00pOBOJIbLEB H

OHKOJIOTHYECKHX MAIMeHTOB ¢ aHeMuel

Cmax Cminb t (q) t (q) CL/F

(MME/ma) | (MME/mi) e 2 (Ma1/4/Kr)
\Hedens 1, koeoa nayuenmol ROLYUANU XUMUOMEPANUIO
150 ME/kr 3 pasa B Heze0 642 (402,7) | 207 (301,4) | 14,98 (8,8) | 28,3 (19,2) 12,1 (11,2)
(n=16)* [n=7]
40000 ME exenenenbHo 1289 (431,0) | 148 (144,2) | 48,74 (283) | 76,2 (45,8) 5,6 (1,8)
(n=19)" [n=9]
\Hedena 3 unu 4, koeda nayueHmul He HOJYUANU XUMUOMEPANUIO
150 ME/kr 3 pasa B Heznemo 357 (246,2) - 20,67 (20,1)| 30,0 (10,0) 17,2 (7,8)
(n=9)* [n=6]
40000 ME exeHnenenbHo 941 (372,7) - 24,54 (10,8) | 46,7 (22,3) 12,7 (7,5)
(n=11)
2 «N» Kak yKasaHo, €CJIM Jajie€ HE CKa3aHO MHOE,
P pacuer Cmin HA OCHOBE CPEIHHX €KEHEICTbHBIX KOHIEHTDPAIMA B CHIBOPOTKE 10 BBEICHHSA O3Bl B XOJE
HccIe0BaHuU.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. IlepeueHb BCIOMOraTe/ibHbIX BelIECTB

Harpus xnopun

Hatpus uutpara quruapar

AnbOyMuHa pacTBOp (B mepecueTe Ha CyXoi anbOyMuH)

JIMMOHHOM KHCIIOTBI MOHOTHIPAT

Tpomeramon
[Tomucopbat 20

Bona nig nabekmn

6.2. HecoBMecTUMOCTH

B cBs3M ¢ OTCYTCTBHMEM HCCIIEOBAaHUN COBMECTUMOCTH, JAHHBIN JIECKAPCTBEHHBIN Mpernapar He

CICAYCT CMCIIMBATDL C APYTUMHU JICKAPCTBCHHBIMU ITPCIIapaTaMu.

6.3. Cpok rogHoCcTH (CPOK XpaHEHHs )

3 rona.
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apennil /OCNEQOBATENEHOCTE 0002)

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X

ITpu Temneparype ot 2 1o 8 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

0,3ma (12000 ME) wmu 1,0 ma (40000 ME) B mmpuiel CTEpUIIbHBIE  CTCKJISTHHBIC
rpaiyupoBaHHble M3 OECUBETHOro cTekjaa Tuml | ¢ Wrol, 3allUMTHBIM KOJIMAYKOM, C
JIOTIOJIHUTEIbHBIM aBTOMATUYECKUM WJIM HEABTOMATUYECKUM YCTPOMCTBOM JUISl 3AILMTHI MIJIbI
MOCJIe UCIOIb30BaHUS IIPHIIA UK 0e3 Hero.

Ha xaxnplil mmpuil HakJIeWBarOT CAMOKJICSINYIOCS ABOWHYIO 3THUKETKY ¢ mnepdopupoBaHHON
JMHUEN OTpbIBA U3 IUIEHKU MTOJIUIIPOIIUIIEHOBOM.

I, 2 wmmm 3 wmmpuua MOMEMAIOT B KOHTYPHYIO SYEMKOBYIO YIAKOBKY W3 IUIEHKH
MOJMBUHUJIXJIOPUAHON WM  MONMATUICHTepedTAlaTHOM ¥ TMJIGHKH TOJUMEPHON  Wiu
MOJIMIIPONUIIEHOBOU, UJIU MOJIUITUICHOBOM.

| KOHTYpHYIO SUEHKOBYIO YNAKOBKY 1o 1, 2 miu 3 mmpuna uian 2 KOHTYPHbIE SUYEHKOBBIE
YIAKOBKHU 1O 2 WK 3 IINpUIAa BMECTE C MHCTPYKLUEH 110 MPUMEHEHHIO TOMEIAIOT B MauKy U3
KapTOHa.

[Tauky ¢ ABYX CTOpPOH 3aKJIEMBAIOT HAKJICHKAaMH U3 CAaMOKJIESIIErocss Marepuania sl KOHTPOJIs

IIEPBOIO BCKPBITHSI MU O€3 HaKJIEEK.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara ujiM 0TX00B, MOJYYEeHHBIX M0C/Ie IPUMEHEHHs Mpenapara, u
Apyrue MAaHMIMYJISIIIUK € IPenapaTom

[lepen npuMeHeHHEM clielyeT BHUMATEIIBHO OCMOTPETh PACTBOP Ha MPEIMET BUIMMBIX YACTHIL
WJIM U3MEHEHHUS 11BETA.

Yrunuzauus

Bech ocTaBmmiics JekapCTBEHHBIHN MpenapaT U OTXOJIbI CIEAYeT YHUUYTOXKHUTh B COOTBETCTBHUH C

YCTAaHOBJICHHBIMH HAIMOHAJIBHBIM 3aKOHOJATCIIBCTBOM Tpe60BaHI/I$[MI/I.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTexc»

141345, MockoBckast 0011., 1. Ceprues [locan, n. benukoso, 1. 11

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

DnexTponHas moyra: info@sotex.ru
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7.1. llpencraBuTeib AepKaTessi PperucTPauuOHHOIO §H&¥MﬁTEHEHG CThb 0002]

[Iperen3uun norpeduTeieil HaOPaBIATh 110 AIPECY:

Poccuiickas ®eoepayus

3A0 «®PapmDupma «CoTeKC»

141345, Mockogckas o0u1., T. Ceprues [locan, n. benukoso, 1. 11
Temn.: +7 (495) 956-29-30

DnekTponHas noyra: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXJIEHHSI PETUCTPALIMN,
INEPEPETUCTPALIUN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mast xapakTepHCTHKA JIEKAPCTBEHHOTO Tpernapara JpaibpoH AOCTYITHA Ha HHPOPMALMOHHOM

noprane EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CETU

«Hurepuer» http://eec.eaeunion.org/
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