COOTEBETCTEYET 3KI( vl
ot 26.05.2026 N= 10409

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITIAPATA

Opansdon, 1000 ME, pacTBop 111 BHyTPUBEHHOTO M ITOJKOXHOTO BBEICHUS.
Opansdon, 2000 ME, pacTBop 111 BHYyTPUBEHHOT'O U ITOJKOXHOTO BBEICHUS.
Opanbdon, 2500 ME, pacTBop [isi BHyTPUBEHHOTO U TTOJIKOKHOTO BBEICHUSI.
Opanbdon, 4000 ME, pacTBop [isi BHYTPHBEHHOTO U TIOJIKOXKHOTO BBEJICHUSI.
Opansdon, 6000 ME, pacTBop 111 BHyTPUBEHHOT'O U ITOJKOXHOTO BBEICHUS.
Opanspon, 8000 ME, pacTBop 111 BHyTPUBEHHOT'O U ITOJKOXHOTO BBEICHUS.

Opanbdon, 10000 ME, pacTBOp AJisi BHYTPUBEHHOTO U IMOAKOKHOTO BBEIACHHUS.

2. KAUECTBEHHbBII U KOJIMYECTBEHHBI COCTAB
2.1. O01mee onmucanmne
OnostuH  anb(a MpeacTaBiIseT CcoOOH  OYMIIEHHBIH TJIMKOMPOTEWH, TOJXYYEHHBIH C

UCTIOJI30BaHUEM KIIETOK SIMYHUKA KUTAHCKOTO XOMsIUKa 10 TexXHoJoruu pekomOonuantHon JTHK.

2.2. KayecTBeHHEBIN U KOJHMYECTBEHHLIH COCTAB
JleiicTByromee BemeCcTBO: MOATHH allb(a.

Dpansdon, 1000 ME, pacTBOp [UIsi BHYTPUBEHHOTO U IMOJKOXKHOTO BBEJICHUS

Kaxnas ammyna o6semom 1 mut conepxkut 1000 ME snostuna anbda (3pUTporno’THHa).
Kaxnpiii mmpun o6semom 0,3 mit conepxut 1000 ME snostuna anbga (3pUTponosITHHA).
BcmomorarenbHbie BelIecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: Hatpuii (cMm. pazzaen 4.4.).

DOpansdon, 2000 ME. pacTBOp Ui BHYTPUBEHHOTO Y IOJIKOKHOTO BBEACHUS

Kaxnas ammnyna oobemom 1 mi copepkut 2000 ME snostHa anbda (3pUTporosITHHA).
Kaxaprii mmmpur oosemoMm 0,5 mut conepkut 2000 ME snoatuHa anbda (3pUTPOIIOITHHA).
BcrmomorarenbHbie BelIecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cM. paszaen 4.4.).

Dpansdon, 2500 ME. pacTBOp Ui BHYTPUBEHHOTO Y IOJKOKHOTO BBEACHUS

Kaxaprid mmpur oosemoM 0,25 Mt copepxut 2500 ME snostuHa anbga (3puTponodTHHa).
BcnoMoraTenpHbIe BEmIeCTBa, HAJMYWE KOTOPBIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuil (cM. paszaen 4.4.).

Dpansdon, 4000 ME. pacTBOp Uid BHYTPUBEHHOTO Y IOJIKOKHOTO BBEACHUS

Kaxnas ammyna oosemom 1 M copepkut 4000 ME snosTrHa anbda (SpUTpOrodITHHA).

Kaxnprit mmpun o6semom 0,4 mit conepxut 4000 ME smostrHa anbga (3pUTpONOITHHA).
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BcnomorarenbHable BeniecTBa, HATMYHE KOTOPHIX HAJI0 '%;BM:E'?B%EE ge[;(l;ﬁb%ggﬁl:{'oro

npenapara: HaTpuil (cM. paszzen 4.4.).

Dpansdon, 6000 ME, pacTBOp Ui BHYTPUBEHHOTO Y IOJIKOKHOTO BBEACHUS

Kaxnprii mmpui oosemom 0,6 mit cogeprxut 6000 ME smostrna anbga (3puTpornosTHHA).
BcnoMoraTenpHbie BElIECTBa, HAJTMYUE KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cMm. pazzaen 4.4.).

Dpansdon, 8000 ME, pacTBOp /Uid BHYTPUBEHHOTO Y IOJIKOKHOTO BBEACHUS

Kaxxnprit mmpun oobemom 0,8 Mt conepxut 8000 ME snostuna anbda (3puTponol’TuHa).
BcnoMoraTenpHble BElIECTBa, HAJTMYUE KOTOPBIX HAIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4.).

Dpansdon, 10000 ME, pactBop Ui BHYTPUBEHHOTO Y HOJIKOXKHOI'O BBEACHUS

Kaxnas ammyna o6semom 1 mut conepxxkut 10000 ME snostuna ansda (3puTpornostrHa).
Kaxxnprit mmpun oobemom 1 mut cogepkut 10000 ME snoatuna anbda (3puTporosTuHa).
BcmomorarenbHbIe BElIeCTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: Hatpuid (cMm. pazzaen 4.4.).

ITomubrit MEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHYyTPUBEHHOIO U ITOJAKOXKHOTO BBEJICHUS.

Hp03paqHa;1 6CCI_IB6TH215I KUIKOCTD.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

— AHemus, cBA3aHHas C XPOHHMYECKOW ModeyHoil HemoctarouHocThio (XITH) y B3pocibix,
HaxOJAIIMXCS HA TeMOJUAIN3€ WM MEPUTOHEATbHOM JUAIN3E, a TAKXKE TSKENas aHEeMUs
[IOYEYHOI'0 IIPOUCXOXKIECHHUS, COITPOBOKIAIOIIAAC KIMHUYECKUMU CUMIITOMaMU y B3pPOCIIBIX
MalHEHTOB ¢ TOYEYHON HENOCTATOUHOCTBIO, €II€ HE IIPOXOMAIINX JUAIIN3.

— AHeMus, CBA3aHHAsI C XPOHUYECKOW NMOYEYHOW HEJOCTaTOYHOCTHIO Y JAETEH, HaXOAIIUXCS Ha
reMOJMAIIN3€E WIH IIEPUTOHEAIIBHOM IUAIU3E.

— AHeMHus y B3pOCIbIX OHKOJIOTHYECKUX MAIllMEHTOB P COMUIHBIX (HEMHEIOUIHBIX ) OITYXOJISX,
37I0KQ4E€CTBEHHOM JMM(OMe WM MHOKECTBEHHOM MHEJIOMeE, MOJIyYalolUX XUMHUOTEPAIHIo
(17151 TIeYeHUsI aHEMUU M CHIKEHUS TOTPEOHOCTH B TpaHC(PY3USIX).

— Anemus y B3pociblx BUY-uHOUIMPOBAHHBIX MAIMEHTOB, MOJYYAIOUIUX TEParuio

3UIOBYAAMHOM, TIPH KOHIIEHTPAIIMX YHAOTEHHOTO 3puTponodTuHa menee 500 ME/mi.
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— B pamMkax npeneno3uTHOW MPOTpaMMbI Mepe o6mu6&%%ﬁggghw&%£ﬁén& .IBOM

y B3pOCIBIX MAIMEHTOB C TIeMaToKpuToM, paBHBIM 33-39 %, mia oOmerdenus cOopa
ayTOJIOTHYHOW KPOBH M YMEHBIIEHUS PUCKA, CBA3aHHOTO C MCIOJIH30BAHMEM AJJIOTCHHBIX
reMoTpaHcy3uid, eciu oOXXugaemas NOTPeOHOCTh B TIEPEIMBAEMON KPOBH IPEBHIIIACT
KOJIMYECTBO, KOTOPOE MOKHO IOJYYHUTh METOAOM ayTOJOTMYHOTO cOopa 0e3 NMpHMEHEHHUs
SIIOATHHA alibda.

— Ilepen mnpoBeneHueMm OOMMPHON omepamuu ¢ oxupaemMoil kposomoreperr 900-1800 mu
(2—4 equHMIBI) B3pOCIBIM IMAIMEHTAM, HE HMMCIOLNIMM aHEeMHHM WM C JITKOW M CpeiHel
crenenpio anemuu (remorniobus 100—130 1/m), A yMeHbIIEeHUs TOTPEOHOCTH B aJNTIOTEHHBIX

reMoTpaHCc(y3usx 1 00JIerdeHus] BOCCTAHOBIICHUS PUTPOII0I3A.

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHUSI

PexxuM J103upoBanus

Anemus, ceazannasn ¢ XIIH y 63pocivix, HAxX00AwWuxcsa Ha cemoouanuse uiu nepumoHeaibHoM
ouanuse, a mMaxdce MANCENAs. AHEMUS NOUEUHO20 NPOUCXONHCOCHUS, CONPOBOAHCOAIOUAACS
KAUHUYECKUMU CUMRIMOMAMU Y 63POCIbIX NAYUEHMO8 C NOYeUHOU HeOOCMAamoYHOCMbIO, euje He
NPOXOOAUWUX OUAU3

V¥ nanuentoB ¢ XIIH npenapatr ODpanb@oH MOXKET MPUMEHSTHCS BHYTPUBEHHO U IOAKOXKHO.
BHyTpuBeHHOe BBeneHHE NpenapaTa MNPEANOYTUTENbHO [UIs MAlUEHTOB, HAXOJAIIUXCS Ha
remoauanuse. Y nanuentos ¢ XIIH, He nosyuyaromux auanus, U y MalueHTOB, HAXOIAIUXCS HA
NEPUTOHEAIbHOM JIHAIN3€E, IpenapaT MOXKET BBOJUTHCS MOJKOMKHO.

OnTuManpHOE COJepKaHNE TeMOTIO0MHA ISl B3POCIBIX manueHToB coctaisieT 100—-120 r/m, mst
nerert — 95-110 r/m.

V¥ nauuentoB ¢ XITH noaaep>xrBaemblii TeMOTJIIOOMH HE JTOJKEH NPEBbIIATh BEPXHUH Mpenen
ONTUMAJILHOTO 3HAYEHUSI.

B nauane nedenus pexomeHayemasi ao3a mpemnapara cocrasisier S0 ME/kr 3 paza B Hepemnro.
B nporecce nonbopa go3a npemnapaTta IpaibPoH YBETUIHUBACTCS, €CJIM TEMOTIO0UH MOBBIIIACTCS
MeHee ueM Ha 10 /1 B Mecs.

Knuanyeckn 3HauMMoe yBeIMUYEHHE IeMOIJoOMHa OObIYHO He HaOJrofaeTcsi B CPOK MEHee
2 HeZlelTb, @ HEKOTOPBIM MAaIIMeHTaM MOKeT oTpedoBaThes 6—10 Hememn.

[Ipy AOCTMXKEHHMH HOPMajbHOTO 3HAUYEHHsS TIeMOrjo0MHa J03a Mpenapara JoJKHA ObITh
yMmeHblIeHa 10 25 ME/kr 3 pa3a B Hezeno A7 TOro, 4To0bl HE JOMYCTUTh MPEBBIICHUS HOPMBI
remorjgo6uHa. Jlo3a noimkHa OBITh yMEHbIIEHA IMPH JOCTHXKEHHMM reMoriobomHa B 120 r/m.
YMeHblIeHHE 03bl MOXKET OBITh JOCTUTHYTO IyT€M OTMEHbI | BBEJACHMSI B HENENI0 MU

YMCHBIICHUEM BBOJII/IMOI71 JO3BbI.
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Bspocnvie nayuenmeot, HAX00AMUECS HA 2eMOOUAIU3E

VY nDamnMeHToB, HAXOAIIUMXCA Ha TeMojAManu3e, Mpernapar Opaib()oH MPEANOUYTUTETHHO
OPUMEHATh BHYTPUBEHHO, IIPU 3TOM BO3MOXKEH M TOJAKOXHBIN croco® BBeneHus. Perienue o
criocobe BBeleHUsl Ipernapara Jpaib(OH y MAIKWCHTOB, HAXOJSLIMXCS HA TEeMOIMAIIU3E,
IPUHUMACT JICYAIUi Bpay.

Jleuenue nenutcs Ha 2 ¢asbl: (aza KOPPEKIMK aHEMUH | MOIiep kuBaroiast (asa.

o Daza Koppexyuu aHemuu

[Tpemapar Dpanshon BBoautcs u3 pacuera 50 ME/kr maccel Tema 3 pasa B Hemenro. [lpu
HEOOXOAMMOCTH JI03Y MOYKHO YBEIHMYHMBaTh (He vame 4yeMm 1 pa3 B 4 Henenu) Ha 25 ME/kr macchl
Tena 3 pasza B HEZEJ0 IO JOCTHXKEHUS ONTUMAIBHOTO COJIEp>KaHusl TeMOTI00HHa.

L4 HOO@@DO!CM@GIOWCUI mepanus

OObryHast m03a JUIA TOJJEPXKAHUS ONTUMAIBHOTO COJEpXKAaHUS TeMOTJIOO0MHA COCTaBIISET
30-100 ME/kr maccel Tena 3 pasa B Hefenmo. MMeroniecs 1aHHbIE MO3BOJISIOT MPEINOI0KHTD,
YTO TAIMEeHTaM C TsDKEJoW aHemuen (comepkanwe remoriobmHa menee 60 r/m) TpeOyercs
OoutbIIas MOAEP KUBAOIIAs J103a.

B3DOCJZbl€ nayuenmsl, Haxoosuuecs Ha nepumorealbHom ouanuze

Y ManUCHTOB, HAXOAAIIUXC HA IICPUTOHCAILHOM JHAJIN3€ BO3MOKCH KaK BHYTpHBeHHBIﬁ, TakK "
MOJAKOXKHBIN CITOCO0 BBEACHUS Ipenapara Jpaib(oH.

o Dasza KoppeKyuu auemuu

[Tpenapat BBoguTCs M3 pacyera 50 ME/kr maccer Tena 2 pa3a B Heaemto. [Ipun HeoOxoaumocTu
7103y MOKHO TOATANHO yBeIMuuBaTh Ha 25 ME/kr Maccsl Tena (He 4aiie 4eM 1 pa3 B 4 Henenn)
2 pa3a B HEJIENIO 10 JOCTHKEHHUS] ONTUMAIBbHOTO COZIepKaHHsI FeMOTJI00MHA.

e [loooeporcusarowas asza

OObryHast M03a IS MOAAEPKaHUs ONTUMAIBLHOTO TeMorioduHa cocrasiseT oT 25 mo 50 ME/kr
Macchl Tela 2 pasza B HEJIEIO.

Bspocnvie nayuenmot ¢ XIIH, ne noayuarowue ouaius

Y nauuenTos ¢ XITH, He mosryyaromux auanu3, BO3MOKEH KaK BHYTPUBEHHBIM, TaK U MOJIKOKHBIN
crocob BBe/eHUs MpenapaTa DpaiboH.

o Dasza Koppexyuu aHemuu

[Ipemapar Dpanbdon BBogutTcs u3 pacdera 50 ME/kr maccel Tena 3 pasa B Hememo. [lpu
HEOOXOIMMOCTH /103y MOKHO YBEIHMYHBaTh (He vame uyeM 1 pa3 B 4 Henenun) Ha 25 ME/kr maccsl
Tena 3 pasza B HEZEIIO IO JOCTHKEHHS ONTUMAIBHOTO COJIEp>KaHuUsl TeMOTI001Ha.

e [loodeporcusarowas paza

OOb1yHas A03a U1 MoAACpKaHUA OIITUMAJIBHOTO COACPKAHU A reMoryioOMHa cocTaBisieT ot 17 A0

33 ME/kr maccsl Tena 3 pasa B Hezenno. MakcuManbHas 1032 He JobkHa npeBsimats 200 ME/kr
4
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Macchl Teia 3 pa3a B HEAEIIO.

Anemus y 63pOCHbIX OHKONOSUHECKUX NAYUEHMO8 NPU CONUOHLIX (HEMUENOUOHBIX) ONYXOJAX,
3710KAYECMBEHHOU TUMPOME UTU MHONCECMBEEHHOU MuUeaome, NOAYUAIOWUX XUMUOmepanuio (0Jis
JleYeHUs AHeMUU U CHUMCEHUsL NOMpeOHOCMU 8 MPaAHCY3usX)

s nedeHuss aHEMHUH Y B3POCIIBIX OHKOJIOTMYECKUX MAlMEHTOB Mpenapar Jpajib(poH BBOAUTCA
nookodicho. ONTUMaNbHOE COJEpKaHUE reMorjoOumHa IopKHO coctaBisate 100-120r/nm y
MY>KYUH | KEHIIUH U HE JTOJKHO OBITh TIPEBHIIICHO.

HavanpHas m103a 11 npoUIaKTHKY WK JICUEHUST aHEMHUU JTOJDKHA cocTaBiATh 150 ME/kr macchr
Tena 3 pasza B HEJIEIIO MOAKOKHO. B kauecTBe anbTepHATUBBI HaYallbHAs 71032 MOKET COCTABIIATh
40000 ME 1 pa3 B HEAeIO MOAKOKHO.

Ecnu mocne 4 Henenpb eueHus coiepKaHne TeMOoTiIo0nHa MOBBICHIIOCH HE MeHee yeM Ha 10 /i
WIK KOJHWYECTBO PETUKYIONUTOB yBenuumioch Oojee vem Ha 40000 KIETOK/MKJI BBIIIE
MCXOJHOT0 KOJIMYECTBA, J103a Ipernapara Dpaib(oH OCTaeTCs MPEKHEH.

Ecnu nociie 4 Henens jeyeHns MOBBIIICHNUE COJCPKAHUS TeMOTI00MHA cocTaBisier MeHee 10 r/n
¥ TIOBBIIIEHHE KOJIMYECTBA PETUKYIOUUTOB cocTaBisieT MeHee 40000 KIeTOK/MKII 10 CPaBHEHHUIO
C MCXOJIHBIM KOJHYECTBOM, B TeUEHHUE cieayoumx 4 Heaenb 103y yBennuusatoT 10 300 ME/kr
Macchl Tena 3 pa3a B Hegento uiu 10 60000 ME 1 pa3 B Henento.

Ecnu mocne nomonHUTENBHBIX 4 HEeNnb JIedeHusl Tpu o3¢ npenapara Opaiabpon 300 ME/kr
3 pa3a B Hepemo wmm 60000 ME 1 pa3 B Henenro cojiep)aHHe TeMOTJIOOMHA MOBBICHIIOCH HE
MeHee 4yeM Ha 10T/m WIM KOJIMYECTBO PETHUKYJIOLUTOB YBEJIUYWIOCH Oojiee YeM Ha
40000 K11eTOK/MKJI, TO COXPAHSIIOT CYIIECTBYIOUIYIO 103y MpernapaTta IpaibdoH.

Ecnu nocne 4 nenens neyenust B no3e 300 ME/kr maccsl tena unu 60000 ME 1 pa3 B Henemnto
coJiepkaHuEe TeMorjioOnHa MoBbIIAeTcss MeHee 4yeM Ha 10 /1 M TOBBINIEHHE KOJIMYECTBa
peTuKynouuToB coctanisieT MeHee 40000 KIETOK/MKJI 110 CPaBHEHUIO C UCXOHBIM KOJIMYECTBOM,
JIeYeHue ClielyeT IPEeKpaTUTh.

Crnenyer nzberath MOBBINIEHUs TeMorioOuna 6osee yem Ha 10 /1 3a 2 Hepenu unu Ha 20 1/71 B
MecsIl, a TaKkKe KOHIeHTpanmuu remoriodmHa > 120 r/n. Ecnu moBbllieHne reMorioOnHa
cocrasiisieT 6osiee 10 r/n 3a 2 Henenu wim 20 /11 3a Mecdll, WIK TeMOIIO0MH NMpHOIMKaeTcs K
120 r/xn, To 703y npenapata Dpaib(oH cieayeT CHU3UTh Ha 25-50 %, B 3aBUCIMOCTH OT CKOPOCTH
MOBBIICHUST TeMmoryoouHa. Ecnu remornobun mnpesbimmaer 120 r/m, To Tepamuio ciemyer
MPUOCTAHOBHUTH JI0 €ro CHUXeHus Hike 120 r/1, a 3aTeM BO300OHOBHTH TEpamuio MpenapaToM
OpanbdoH — B 103e, Ha 25 % HUXKe MPeAbLTYIICH.

Tepamnus npenaparom DpanbGOH JOIKHA MPOIOKATHCS B TeUueHUE | MecsIa mocie OKOHYaHUs

Kypca XUMHOTEpauu.
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Anemus y e3pocivix BUH-ungpuyuposanmvix n uueumoé,n%ﬁjlg%h:; &“-D%DM%'&Z&H&%‘ZHOM,

npU KOHYeHmpayuu 3H002eHH020 spumponosmuna mernee 500 ME/mn

PekomeHnnyercs 10 Hayaia JI€UYCHUS MpenaparoM OJpalb(oH OMpeAeTuTh HCXOIHYIO
KOHIICHTPAIIUIO SHIOTEHHOTO SPUTPOIIOITHHA B CHIBOPOTKE KPOBU. [IpOBeICHHBIEC NCCIIEIOBaHUS
MOKa3bIBAIOT, YTO MpU YypoBHE spurpomodtuHa Oonee 500 ME/mn sddext ot Ttepanun
npenapaTtoM Jpaib(OH MaOBEPOSTEH.

Daza KoppeKyuu anemuu

[Ipenapar nHasnawaercs B jo3e 100 ME/kr maccel Tenma 3 paza B HEAENIO TMOJIKOXHO WIIA
BHYTPHBEHHO B TeueHHe 8 Henenb. Ecnu mo ucreyeHuu 8 Hemenb Tepanuy He YAaJIOCh JOCTHYD
YIOBJICTBOPUTENHHOTO d(DdekTa (Hampumep, CHU3UTH MOTPEOHOCTh B TeMOTPAHCDY3HSIX WIH
JOOUTHCS TIOBBIIICHUS TEMOTJIOOMHA), 1033 MOXET MOATAIHO YBEIHMUMBATLCS (HE Jame ueM | pa3
B 4 menenn) Ha 50-100 ME/kr maccel Tena 3 paza B Hegento. Eciu He ynanock JOCTUTHYTh
YIOBJIETBOPUTENHHOTO 3 dekTa oT Tepanuu npenaparoM Dpanbdon B go3e 300 ME/kr macchl
Tena 3 pa3a B HEJIENIO, TO MOSBICHUE OTBETA HA JAIBHEHUIITYIO TEPAUIo B 00JIee BRICOKUX J03aX
MaJIOBEPOSTHO.

Tloooepacusarowas paza

[Tocne pocTmxkeHus  yAoBIeTBOpUTENbHOrO 3ddexkra B  (aze KOppeKUUH aHEMHH,
MOIJICP)KUBAIOIIAS /1032 JOJDKHA 00eCIeunTh TeMaTOKpHUT B npenenax 30-35 % B 3aBUCUMOCTH
OT W3MEHEHHUS 036l 3WUJOBYIWMHA, HAIU4YUsA COMYTCTBYIOIIMX HWHQPEKIMOHHBIX WU
BOCTIAIMTENbHBIX 3a0oneBanuil. [Ipu remarokpute Gonee 40 %, cienyer nMpekpaTUTh BBEJCHUE
npenaparta Jpaib(oH A0 CHHKEHUs rematokpura 10 36 %. Ilpu Bo30OHOBIEHUH Tepamuu 1032
AMOo3THHA anb(a J0KHA ObITh CHUKeHa Ha 25 % c mocnenyromeid KOppPeKTUPOBKOW s
noJyIep>KaHus TpeO0yeMOoro reMaToKpHUTa.

Copnepxxanne remornoouHa y BUY-uHGUIMPOBAHHBIX MNAIMEHTOB, IOJIYYAIOIIUX TEPAIUIO
3UJIOBYIMUHOM, HE JTOJDKHO TNpeBbimath 120 1/1.

YpoBeHb (eppuUTHHA CHIBOPOTKM (WJIM YPOBEHb CBIBOPOTOYHOTO JKelle3a) HEOoOXOAUMO
OTIpeNeNATh y BCEX MAIMEHTOB JI0 Havajla U B TpoIlecce JedeHus npernaparoM JpanbhoH. [lpu
HE00XO0/IMMOCTH Ha3HAYaeTCsl IOTMOIHUTENIbHBINA TIPUEM XKelle3a.

B pamxax npedenosummnoti npocpammsi neped oOUUPHBIM XUPYPSULECKUM BMEUUAMenbCmeom Y
83POCIbIX NAYUEHIOG C 2eMAMOKPUMoM, pasuvim 33—39 %, 0na obnecuenus coopa aymono2uyHou
KPOBU U YMEHbUIEHUS PUCKA, CEA3AHHO20 C UCNOTIb30BAHUEM ANNOEHHBIX 2eMOMPAaHcdy3ull, eciu
odrcuoaemas nompebHOCms 8 Neperusaemoll Kpogu npevliiaen KOJIu4ecmeo, Komopoe MONCHO
NONYYUMb MEMOOOM AYMON02UYHO20 cOopa 6e3 npuMeHeHUs IN03MUHA anb@a

PexomeHyeTCst UCIONMB30BaTh MpENapaT sHYmMpugeHHo. DMOITHH alb(a clenyeT BBOAUTH TI0

OKOHYAHUH TPOIETyphl cOOpa KPOBH.
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[Tepen nazHaueHueMm mpemnapara IpanbPoH CISAYET MQQEQ'QBB‘TEM%a 1/1'_';1'31‘:\" I:'CJB"opy

ayTOJIOTUYHOU KPOBH.

[Ipy KaxIOM TOCENICHWU Bpaya y MAlMEeHTa 3a0MpaloT TOPIUI0 KPOBH (€CIIM ypPOBCHD
rematokpuTta paseH 33—39 % u/unu yposenb remornoduna paser 100-130 r/i) u coxpassroT s
ayTojornyHoi TpaHcdysuu. Pexomenayemas nosa npenapara Opanbdon — 600 ME/kr maccer
TeJa BHYTPUBEHHO 2 pa3a B HEJIEIO B TCUCHUE 3 HEeINb 0 OTepaIum.

Konnenrpanuioo QeppuTrHa CHIBOPOTKA (MM KOHIICHTPAIIMIO CHIBOPOTOYHOTO JKeJe3a)
HEOOXOUMO OIpeNesITh y BCeX MalMeHTOB J0 Hayaja U B IpoIecce JICUCHUs MpernapaTrom
Opanbdon. [Ipu HeoOXxogUMOCTH Ha3HAYAETCA JOTOTHUTEIBHBIA IPUEM IIPErapaToB Kelesa.
[Tpr HAIMYMK aHEMUH €€ TPUYMHA JOJHKHA OBITh YCTAHOBJICHA JI0 HAavalla TePAIHH MPernapaTomM
OpanbdoH.

Ilepeo nposedenuem obwupHoti onepayuu ¢ oxcuoaemoi Kpogsonomepeti  900-1800 mn
(2-4 eounuywl) e63pocabiM  nayuenmam, He UMEIOWUM dAHEMUU UAU C J1e2KOU U CpeoHell
cmenenvto anemuu  (cemoenooun  100-130 2/n), Ons ymenvwienus — nompebHocmu 8
ANI02EHHBIX 2eMOMPAHCPY3UAX U 00NIe2UeHUs 80CCIMAHOBIEHUS JPUMPON0I3d

PexoMenayercss BBOAUTH mIpenapar nodkodcno B no3e 600 ME/kr macchl Tena B Helelo Ha
MPOTSKEHUH 3 HeZelb, PeAIecTBYOmUX onepanuu (21, 14 u 7 nau nepen onepaiueit), U B IeHb
orepanuu. Ecmy 1o MEIUIIMHCKUM TIOKa3aHUSM HEOOXOMMO COKPATHUTh IMPeHoNepalliOHHBIN
nepuoJi, mpenapar Jpanb()oH MOKHO HazHadaTh exeqHeBHO B no3e 300 ME/kr maccer Tena B
teuenre 10 gHel no omnepanuu, B JACHb ONEpalMU U B TeUueHHe 4 nHeW mocie omnepanuu. [Ipu
conepkanuu remorioOuHa MeHee 130 1/m pekoMeHAyeTCs Ha3HauyaTh npernapar DpaibGoH B
no3upoBke 300 ME/kr B nens. Ecnm copepikanue remoryioouna nocturaetr 150 r/m u BbIle,
MIPUMEHEHHE STOATHHA alib(a CIIeyeT MPEKPaTUTh.

Oco0bIe I'pynnbl HJaMCHTOB

Tayuenmoi noswcunozo eospacma (65 nem u cmapuie)
BriGop u koppekumss J03bI JUIs  TAIMEHTOB TOXKUJIOTO BO3pacTa JOJKHBI  OBITh
WHJIUBUIYAIbHBIMUA, YTOOBI JOCTUYh W TOJJEPKUBATh KOHIICHTPAIIMIO TEeMOTJIOOMHA B
HE00XO0/IMMOM JMaIla30He.

eTH
Anemus, ceazannas ¢ XIIH y Oemetl, HAxo0awuxcs Ha ecemoouanuse uiu NepumoHearbHOM
ouanusze

Llemu, HaXO()}lWUQC}l HAa ZEMOaMClJZl/L?e, 6HE 3asUucumocmu om so3pacma

o Daza Koppexyuy aHemuu

[Tpenapat Dpanbdon BBoauTcs U3 pacyera SO ME/kr maccel Tena 3 pa3a B HEJIe/t0 BHYTPUBEHHO.

[Tpy HEOOXOIUMOCTH 7103y MOKHO yBeIMYMBaTh (He yamie yem | pa3 B 4 Henenu) Ha 25 ME/kr
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Macchl Tena 3 pasza B HECIIO 10 JOCTHXKEHHUS O

e [loodeporcusarowas paza
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OTBETC TEn'ET SKCTNEPTHOMY OTYETY

ot 26.05.2026 N= 10403

rvanp i %:JEe% B ot o D04

OO0pryHO geTssM ¢ maccod Tema no 30 kr TpeOyercss Oonblas MOIICPKUBAIONIAS J103a, YeM

B3pOCJIBIM U JIeTsIM ¢ Maccoi Tena Oosiee 30 kr. B XxoJe KIMHMYECKUX HCCIEIOBAHUN IOCIIE

6-MecsuHOM TE€pAIIMU SII03TUHOM anb(ba ObLIH YCTAHOBJICHBI CJICAYIOINHUE IMOAACPKUBAIOIINEC

JO03bI 3IIO9THHA aan)a:

Macca Tena, B KT

Jo3a npenapara

ME/kr macchl Tenna 3 pa3a B HEJCIIO

OObIYHAS TOAIePIKUBAOIIAS Menuana
<10 75-150 100
10-30 60-150 75
> 30 30-100 33

Nmeromuecs

JAaHHBIC TIMO3BOJIAIOT MPCAIIOJI0XKUTD,

YTO [alMEeHTaM C TOHKEJIOW aHeMUeEn

(remornoOuH MeHee 68 /i) TpedyeTcs OoibInasi MOMICPKUBAIOMIAS [103a, YEM MAI[UCHTAM C

MEHeEE THKEI0U aHEMUEN.

ﬂemu, HCIXOO}HMMeC}Z HA nepumoHeajibHOM duaﬂus’e, 6HE 3asucumocmu om eo3pacma

o Dasza Koppexyuu aHemuu

[Ipenapat Dpanbhon BBoautTcs u3 pacuera S0 ME/kr maccel Tena 3 pasa B Helien0 BHYTPUBEHHO

WA TOIKOXHO. [Ipy HEOOXOAMMOCTH 03y MOXHO KOPPEKTHUpOBaTh (He yamie deM | pa3 B

4 nenenu) Ha 25 ME/kr Maccel Tena 3 pasza B HEJISIIO 10 TOCTHXKEHUS ONTHMAIILHOTO COJICPIKaHUS

reMoryioounHa.

e [loooepoicusarowas casa

OO6b1uHO AeTssM ¢ Mmaccod Tena a0 30 kr TpeOyercst Goibllas MOAJEPKUBAIOIIAs /1032, YeM

B3POCJBIM M JETSIM ¢ Maccoil Tena Oonee 30 kr. B Xoje KIMHUYECKUX HCCIEIOBAHHI TOCIE

6-MecsYHON Teparuu SMOATHHOM alib(a OBLIM YCTAHOBJIEHBI CIEAYIONINE ITOIISPKHBAIOIINE

JIO3bI DMIOATHHA abda:

Macca tena, B KT

Jlo3a nmpenapara

ME/kr maccel Tena 3 pa3a B HEACIIO

OObIuHas MoAEPKUBAIOILAST Menuana
<10 75-150 100
10-30 60-150 75
> 30 30-100 33

Nmerommecs

JaHHBIC TMO3BOJIAIOT MPCAIIOJIOXKUTD,

YTO MalueHTaM C TsDKEIou

aHeMuen

(remornoOuH MeHee 68 r/m) TpebyeTcs Oomblias MOAAEP)KUBAIONIAs /103a, YeM MAI[UEHTaM C

MEHee TsDKEJIoW aneMuen (remoriooun oosee 68 r/m).




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 26.05.2026 N= 10403

Anemus y  OHKOJIO2UHECKUX NAYUEHMO8 npu co'jlz_uéhbzlﬁ"j'" %J%E%ﬁz‘x)]_:' bll’l')l/'}cq'olﬂﬂx,

3710KAYECMBEHHOU TUMPOME UTU MHONCECMBEEHHOU MuUeoMe, NOAYUAIOWUX XUMUOmepanuio (0
JleYeHUs. AHeMUU U CHUNCEHUs NOMPeOHOCMU 8 MPAHCPY3UsX)

DddekTuBHOCT, M Oe30macHOCTh Tpemnapara JpainbdoH y JAeTed B Bo3pacte no 18 iner,
MOJTYYalOIUX XUMHAOTEPAINIO, HE YCTaHOBIICHA. J[aHHBIE OTCYTCTBYIOT.

Anemua y BHY-unguyuposannvix nayuenmos, nOIY4AOWUX Mepanuto 3u008YOUHOM, NpU
KOHYeHmpayuy 23H002eHH020 dpumponosmuna menee 500 ME/mn

DddekTuBHOCT, U Oe3omacHOCTh mpenapara Opanbhon y BUY-unpumpoBaHHBIX neTei B
BO3pacTe a0 18 ner, monydaronmx Tepanuio 3HIOBYAMHOM, HE YCTaHOBIIeHAa. JlaHHBIC
OTCYTCTBYIOT.

B pamxax npedenosummoti npozpammsi neped oOUUPHBIM XUPYPSULECKUM EMeUAMenrbCmeom )
nayuenmos ¢ cemamoxpumom, pasuvim 33—-39 %, 0ns obnecuenus coopa aymono2uuHol Kposu u
VMEHbUIeHUS PUCKA, CBA3AHHO20 C UCHONb30BAHUEM AIIO2EHHbIX 2eMOmpancgyszuil, eciu
odrcudaemMas nompeOHOCMs 8 nepeusaemoli Kpogu npesviuiaen Koauiecmeo, KOmopoe MONCHO
ROLYYUMb MEMOOOM AYMON0SULUHO20 cOOpa De3 npuMeHeHUs SNOIMUHA albpa

OddexTuBHOCTH U 6€30MaCHOCTh Mpemnapara IpanbdoH y Aeteld B Bozpacte 10 18 meT B pamkax
NPEJCIIO3UTHON TPOTPaMMBbl  1epell OOMIMPHBIM ~ XUPYPTHYECKAM BMEIIATEIILCTBOM — HE
ycTaHOBIIeHa. J[aHHBIE OTCYTCTBYIOT.

Ileped nposedenuem obuwupnoi onepayuu ¢ odxcuoaemol xposonomepei  900-1800 mn
(24 eounuywl) nayuenmam, He uMerOWUM AHEMUU ULU C N€2KOU U CPEOHel CMeNnenbio AHeMUU
(cemoenobun 100-130 2/n), Ona ymenvuenus nompedHOCMU 8 ANIO2EHHBIX 2eMOMPAHCHYIUAX U
06n1e2ueHUs1 60CCMAHOBIEHUS IPUMPONOI3A

D¢ dekTUBHOCTh U 0€30MacHOCTh Mpernapara Jpanb(oH y nereid B Bo3pacTe 10 18 ner mepen
MPOBEJICHUEM OOIIMPHON OTepalluy He YCTaHOBJIeHa. [laHHbIE OTCYTCTBYIOT.

Croco0 rmpuMeHeHus

BHyTpHBEHHO, TOAKOXKHO.

Ilepen nmpuMeHEHHEM cieyeT BHUMATEIbHO OCMOTPETh PACTBOP Ha MPEIMET BUIMMBIX YaCTHIL
UM Wu3MeHeHHs LBera. Ilpenapar He cienyer BCTpPSAXUBATh, T. K. 3TO MOXKET IIPUBECTU K
JIeHaTypallMd TJIMKONPOTEMHa M TOTepe akTUBHOCTH mpenapata. [Ipemapar OpanbpoH He
COJIEPKUT KOHCEPBAaHTOB, IO3TOMY WHJAMBHUAYaJdbHAas yIAKOBKa NpeJHAa3HadeHa s
OJTHOKPATHOT'O ITIPUMEHEHUS.

Henb3st pa3BonuTh U nepenuBaTh Mpenapar U3 OpUrHHAIBHONU B KaKyrO-THOO JPYTYI0 €MKOCTb,

HCJIb3s BBOAUTH NpCriapar 3panL(b0H B CMCECH C APYI'UMH JICKAPCTBCHHBIMHA CPCACTBAMMU.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.05.2026 N= 10409

(NOCNEOQCBATENEHOCTE 0004)

Buympueennoe egedenue

ITponOmKUTENPHOCTh UHBEKIIUN COCTABIIIET HE MeHee 1-5 MuHYT. bonee MeyieHHOE BBEleHUE
NPENOYTUTENIbHEE JUISl MAIMEHTOB, Y KOTOPBIX OTMEYAaeTCs TIPUIIONOJO00HBI CHHIPOM Ha
BBeJeHME mpernapaTta. llanmeHtaMm, HaxoasmIMMCs Ha TIeMOAWANNM3€, WHBEKLMS Ipernapara
MIPOU3BOJUTCS Uepe3 UIiy B (QUCTYILy IO 3aBEpLICHUU MpOoleaypbl auainu3a. Jias npoMbIBaHUs
COCMHHUTENBHBIX TPYOOK, a Takxke /71 00ecrieueH st y0BIECTBOPUTEIBHOTO BBEACHNUS IIperapara
B CUCTEMY LIMPKYJISIHMH TOCIe HHBEKIUH Mpenaparta Dpanbdor BBoAAT 10 MiI H30TOHUYECKOTO
pacTBOpa XJI0pUJa HATPHSL.

3amnperaercsi BBOAUTD MpenapaT B BUJIe BHYTPUBEHHONW HHY3UH UM CMELINBATh €T0 C APYTUMU
JIEKapCTBEHHBIMH CPEACTBAMHM.

TlookooicHvle unvexkyuu

MaxkcuManbHbli 00BEM OJHON TOJKOXHONM HWHBEKIMM HE JOJDKEH MpeBbIaTh 1 Mj, mOpu
HEOOXOJUMOCTH BBEJCHHUS OONBIIUX OOBEMOB CIEAYeT HCIOIb30BaTh HECKOJIBKO TOYEK
BBeZIeHUs. [Ipenapar BBOIAT MO KOXKY Tuieda, 6eapa, mepeHeil OpromHol CTeHKH.

WNubekuuu KejnaTelnbHO IMPOBOJUTH B IOJIOKEHMM MallMEeHTa «iexa». VHbekuuu cieayer
MIPOBOJIUTH MMOOYEPEAHO B JIEBYHO WM INPABYIO MEPEAHENATEPATbHYIO WIHM 3aJHENIaTepalibH YO
MOBEPXHOCTh KUBOTA.

WUrny HeoOXOAMMO BBECTH Ha BCIO JUIMHY, BEPTHUKAIbHO (HE COOKY), B KOXHYIO CKIAIKY,
COOpaHHYIO W YIEpKHBAEMYIO JI0 3aBEpPIICHUS MHBEKIHUU MEXIY OOJIBIINM M yKa3aTeJIbHBIM
naigpuaMu. CKIaKy KOKH OTIYCKAIOT TOJIBKO MOCIIE 3aBEPIIECHUS UHBEKIUH.

He cnengyer maccupoBaTh MECTO MHBEKIIMM 110CIIE BBEEHUS Mperapara.

[Ipu n3meHeHuu crnocoba BBEJEHUS Mpenapar BBOAAT B IpPEXHEH JJ03€, 3aTeM 103y MpH
HEO0OXOIMMOCTH KOPPEKTUPYIOT (JIJIs1 TOCTHXKEHUS OMHAKOBOTO TepareBTHIeckoro a3 dexra npu
MOJIKOKHOM BBeZieHHH TpeOyercs no3a Ha 20-30 % meHblie, ueM npu BHYTPUBEHHOM BBEIICHHH ).
Ykazanusa no npumenenuio

[Tpu moOaKOXKHOM BBEJEHUU IpenapaTa Jpaib(POH KOJMUECTBO BBOAMMOIO Ipenapara 0ObIYHO
cocraBisieT He Oojee | Mia Ha OJHOKpaTHYH HHBeKIMIO. [Ipenmapar Opanb(oH BBOAWUTCS
OTJIENIbHO, HE Pa3peIIaeTCsl CMEIINBATD €r0 C IPYTUMU PacTBOPAMU AJIs1 HUHBEKIUH.

He BcrpsixuBaiite mmpuusl ¢ npenaparoM Jpaiab@oH. [IponoskuTenbHOE MHTEHCHBHOE
BCTPSIXUBAHWE MOMKET TMOBPEIUTh NPOAYKT. Ecinu mnpoAaykT mojaBeprajics CHUIbBHOMY

BCTPSIXMBAHUIO, HE IIPUMEHSIITE €TO0.
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 26052026 N° 10403

Ycempoticmeo u I’lODﬂdOK Da607’l’Zbl wnpuya ¢ aemozwamul'tgcl;tlz;m-lE%B'ﬁc%kz@%z;ﬁb%llz_}zﬂ

1. Tlepen unbekuueit 2. Ilocne uHBEKIINHU

CocTraBHEBIC YaCTH:

1. IIITok

2. 3aXuMBbI

3. 3amuTHBIN KOXKYX

4, 3amuTHBINA KOJIMA4Y0K
5. Hrna

[Tocne 3aBepiieHUsI MHBEKINK UTJIA U IIMPUIL IEPEMECTITCS Ha3a/l B 3alIUTHOE YCTPOUCTBO.
Buumanmue! M30eraiite KOHTakTa ¢ 32KMMaMH B TEYCHHE MOJTOTOBKH Impuia! YcTpoicTBO

AKTUBHUPYCTCH ITYTEM HAXKATHA HA HITOK 1O 3a’KUMOB.

: BuaumarensHo OCMOTPUTE IIPEIHAIIOIHEHHBIN

CTEKJITHHBIN MITpHUIL C 3alllUTHBIM YCTPOﬁCTBOM. CHuMuTE

3aIHHTHLIﬁ KOJIIa4O0K C UIJIBI.

[IpoBenute WHBEKITUIO COTJIacHO CTaHJapTHOU

nporeaype.

Haxkmute Ha ITOK OOJBIIUM MANBIEM U yAEPKUBANUTE 10
TeX MOp, MOKa BCS /1032 Ipernapara He OyAeT BBE/ICHa.

3amuUTHOE YCTPOMCTBO HE aKTHBUPYETCS, MOKa BCS J03a

npemnapara He Oy/IeT BBE/ICHA.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 26.05.2026 N= 10403

4. W3Bnekufe uriy, @Mlﬁéﬁg— T, %ﬂﬁ/{"r oMy

KOXKYXY MEPEMECTHThCS BIEpEea J0 TEX IMOp, MOKa WIia
—~ MOJIHOCThIO HE OyneT 3amuineHa W 3a0JIOKMpOBaHa Ha

MECTCE.

HOD}ZOOK Da60ﬂ’Zbl WNPUYA C HEABIMOMAMUYLECKUM YCIMPOUCIEOM 3AUWUIMbL USTbL

1.

[IpoBenquTe  MHBEKLMIO  COIJIACHO  CTaHAApPTHOMU
IpOLEaYpE.

Buumanue! Ilpu mpoBeneHUUM UWHBEKIUH JIEPKUTE
nanblbl HA 3alUTHOM KOXYyXE, 4TOOBI MPEeIOTBPATUTh

IPEKIEBPEMEHHYIO aKTUBALIMIO 3alllUTHOTO YCTPOICTBA.

[Toce MHBEKIMM NEPEMECTUTE 3aLIUTHOE YCTPOUCTBO
BJI0JIb UTJIbl. 3BYKOBOM LIETYOK YKa)KET Ha MPaBUIbHOCTh
Jercteus. Bo Bpems Bcell mpoueaypbl MalbLbl TOJKHBI

HaxoAUuTHCA 1103aAu HUIJIBI.

HHCI’}’ZDVKMM}I no CamoCmoAmeilbHoOMY 6blNOJIHERHUIO NOOKOJNCHOUL UHbEeKYuUuu npenapama 3Da]lbd)0H

1. BeiOepure MecTo Ui NPOBEACHHUS HMHBEKIMM B MPaBOM WIM JIEBOM 4YacTU >KUBOTA.

OnTuManbHBIN yY4aCTOK JUIsl HHBEKIIUNA — 5—6 CM CrpaBa WM CJIeBa OT ITyIIKa.

2. TumarenabHO BEIMOIMTE MBUIBHBIM PACTBOPOM PYKH M YYacTOK KHBOTA, Ky/1a Bbl Oyere BBOAUTh
npenapat. BelcymuTe ux.

3. IlpumuTe ynoOHOE TONOKEHHE «CHIS» WM <JIeka». MecTO MHBEKIHH JOJDKHO XOPOIIO
IPOCMaTPUBATHCA.

4. HenomycTMO BBEAEHUE Mperapara B HW3MEHEHHbIE YYacTKM KOXKHOTO IMOKpoBa (pyOIrsl,

KpPOBOIIOATEKH, PaHbl).

12



COOTBETC TEn'ET SKCTNEPTHOMY OTYETY
£.05.2026 N2 ‘lll-i".

[Ipu MHOTOKPAaTHBIX WHBEKIMAX CIEIYET YepelloBaTh yll{-gc;r;cg %}’Kﬁ TXIQBEM I/I'H' zx Hb —

CIpaBa, OJIMH JIEHb — CJIEBA OT IYIIKa).

5. IlpoTpuTte MECTO HHBEKIIMH CITUPTOBOM CaJI(eTKOM.

6. Bckpoiite ynmakoBKy OZHOPa30BOro LInpuiia ¢ npenaparom IpainbhoH. JJoctanbre mnpui u
CHUMUTE C WIVIbl 3allMTHBIA Kojmayok. llocie cHATHS Konmauka HE JOIMyCKauTe
CONPUKOCHOBEHUSI UTJIBI C TOCTOPOHHUMH TNpeameTamu. [lomHuTe: urna crepuibHas!

[MInpun roToB K ucnoib3oBaHuro. He HakuMmaiiTe Ha MNOPILICHb WINPULIA I BBITECHEHUSA

My3bIPbKOB BO3/1yXa 10 BBEJCHUS UIJIbl B MECTO UHBEKIIUH.

He pa36upaiiTe KOHCTpYKIIMIO Impuma!

Y aepuBaiTe MINPHUIl B pyKe YKa3aTeIbHBIM U CPEIHUM MabIlaMu, OOJBIION Majel MOJIOKNUTE

Ha MOpLIEHb, HE HaXMMas Ha HEro. boJplIMM M YKa3aTeJbHbIM MajbllaMU JIPYTrOM PYyKHU

chopMupyiTe CKIAAKy KOXH B MecTe, KoTopoe Brl oOpaboramu crnupToBoil canderkoi.

YHer(HBaﬁTC KOXKHYIO CKJIaAKY BCC BpEM:, I1IOKA Br1 BBOIMTE InpcIiapar.

8. Haxxmute OOIBIIMM TANBIIEM Ha TOPIICHB IIMPUIIA JUTsl BBEACHUS IIperapaTa B MOJIKOKHYIO
JKUPOBYIO TKaHb KMBOTA. [[71aBHO BBEIUTE BECH NpENApaT, COACPKALUNCS B IUIIPULIE.

9. OTnycTuTe KOKHYIO CKIAJIKY.
Ecnu Bel ucnionb3oBaiiv mpeABapUTEIBLHO 3aI0JIHEHHBIN MITPUIL C 3aIIUTHON CUCTEMOM UTJIbI,
TO TOCJI€ BBEICHHS IMpernapara 3allMTHBIA MEXaHU3M aBTOMATHYECKH 3akpoeT uriay. OH

AKTUBHUPYCTC TOJIBKO ITOCJIC ITOJIHOTO OIMYCTOUICHUA HITIpHIIA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.05.2026 N= 10409

(NOCNEOQCBATENEHOCTE 0004)

\

10. ITocne BBeneHus mpernapara MECTO MHBEKLIUU HE pacThpainTe!

IIpn npumeHeHuu mpenapara CTPOro NPUIEPKUBAUTECh PEKOMEHIALUN, IPEACTABICHHBIX B

JTAaHHOW MHCTPYKLUH.

4.3. [IpoTuBONOKA3aAHUS

— I'umepuyBCTBUTENBFHOCT K AMOATHHY alb(a WK K JIOOOMY M3 BCIIOMOTATEBHBIX BEIIECTB,
MepeUYrCIeHHbIX B pazjene 6.1.;

— HEKOHTpPOJHMpyeMas apTepuaibHasi TUIIEPTEH3HS,

— MAIMEHThl C TSDKEIOM IMaToJOorMed KOPOHApHBIX, COHHBIX, MO3IOBBIX M INepH(eprUuecKux
COCYJIOB, BKJIIOYasi HEJABHO IepeHeclIMX HH(pApKT MHUOKapJa WIH OCTpPOe HapylIeHHE
MO3TOBOT'0 KpOBOOOpamieHus: (B paMKax IpeIerno3uTHOW MporpaMmbl cOopa KpOBH TEpen
OOLIMPHOI XUpYyprudyeckoi onepanuei);

— OepeMEeHHOCTh U MEePHOJ JaKTallly,

— TAIHMEHTHI, 0 KaKUM-JIM0O0 NMPUYMHAM HE MMEIOUIHE BO3MOKHOCTH TIONY4YaTh aJIEKBATHYIO
npOoUIAKTUYECKYIO aHTUTPOMOOTHYECKYIO TEPAIHIO;

— TMalWEeHTHl ¢ NaplUUaJIbHOW KPAaCHOKJIETOYHOM aria3uei, MojlyyaBlIne Teparnio KaKuM-JIn0o

PUTPOMOITHHOM.

4.4. OcoOble yKka3aHusl U MepPbI NPEeJI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenapar OpanbhoH craeayeT NPUMEHITh € OOJBIIOW OCTOPOXKHOCTHIO Yy TMAIIMEHTOB C
SIWIICTICUEH, STTUIENTHYECKUM CHHAPOMOM (B T. 4. B aHAMHE3€) WK ¢ 3a00JIeBaHUSIMU, KOTOPHIE
MOTYT CHpPOBOIMPOBATh SMUIENITUYECKYIO AaKTUBHOCTH (Hampumep, WHGEKIHHU IeHTPaIbHON
HepBHOU cuctembl (LIHC) mim meractaszbl Mo3ra), TpoMOOLIUTO30M, TPOMOO30M (B aHaMHE3e),
00U TEPUPYIOMUMH  3a00JIEBaHUAMU TIEPUPEPUIECKUX COCYZOB M JPYTUMU COCYIUCTHIMU
OCJIOKHEHHUSIMH, TTOJArpOi, MPU CEPIIOBUIHO-KICTOYHON aHEMUH, Kele30-, Bio- nimm donmeso-
IeUIUTHBIX COCTOSIHUSIX, WIIEMHYECKON OONE3HM cepila, MapiualbHOW KPACHOKIETOYHOU

aljiasuv, 3JI0Ka4€CTBCHHBIX HOB006pa3OBaHI/I$IX KOCTHOI'O MO3ra, y MalfucCHTOB C HOp(I)HpHGfI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.05.2026 N= 10409

(NOCNEOQCBATENEHOCTE 0004)

Oco0nle yKazaHus

Apmepuanvnasn cunepmen3us

Jlo u mocne Havana Tepanuy mnpemnaparoM Ipaiab(oH HEOOXOIUMO aJEKBATHO KOHTPOJIUPOBATH
aprepuanibHoe AasieHue. [Ipemapat OpanboH cienyeT NPUMEHSTH C OCTOPOXKHOCTHIO MpHU
HAJIMYUU HEJICUYCHON WM IUIOXO KOHTPOJIMPYEMOM apTepuanbHON runepreH3uu. Bo Bpems
TEpanuy IMpernaparoM Dpaib()OoH MOXKET MOHAJOOUTHCS Ha3HAYCHHE TMIIOTEH3WBHOM TEparuH.
[Tpr HEBO3MOKHOCTH CHH3UTh JABJICHHE TUIIOTCH3UBHBIMU CPEACTBAMH TEPAIHIO TPErapaToM
OpanbhHoH HeOOXOAMMO MPEKPATHUTD.

['mnepToHnyecknii Kpu3, COMPOBOXKIAaeMbli SHIEdamonaTueli W cymoporamu, TpeOyrouui
HEMEJUICHHOTO MEIMIIMHCKOTO BMEUIATEIbCTBA, TAKXKE MOXKET IMPOHM30UTH BO BpEMs Teparuu
npenapatoM Opaib(OH y TMAIMEHTOB, paHee MMEBIIMX HOPMAJIbHOE WM TOHMKEHHOE
aprepuanbHoe AaBineHue. Ocoboe BHHMAaHHE [IOJDKHO OBITh YIEJIEHO BHE3alHO BO3HUKIIEH
CTpeNSIoNIel MUTPEHEenoA00HOM roI0BHOM 00JIM Kak BO3MOKHOMY CUTHAIly HACTYIUICHUS KpH3a
(cMm. pazaen 4.8.).

Hcmunnas spumpoyumaphas aniasust

Y nanueHTOB, MOJYYaBIIMX JIEYEHHE SIO3THHOM, OTMEYalach aHTHUTEN0-OMOCpPEOBaHHAS
UCTUHHAs dpUTponuTapHas amnaszus (MDA).

M3penka Takke OTMEUAINCh CIy4ad OTOrO 3a0o0JjeBaHMA Yy NalHMeHToB ¢ remarutom C,
MOJIyYaBIIUX JICYCHHE WHTEPPEPOHOM M PHOABUPUHOM, KOTJAa OJHOBPEMEHHO MPOBOIMIOCH
JIeYeHUE SPUTPONOITUH-CTUMYIUPYIOMIMMHU TpernaparaMy, MOTOMY OHU HE OJI0OpEeHBI MAJis
JIeUYeHUs1 aHEMUH, CBsI3aHHOM ¢ rernatutom C.

VY manueHTOB ¢ XPOHHYECKOW MOYEYHOW HEeIOCTAaTOYHOCTHIO, Y KOTOPBIX BO3HUKAET BHE3AITHOE
cHIDKeHHe 3((EeKTUBHOCTH, ONpeesieMoe 1Mo cHmkeHnto remoraoounaa (10-20 r/n B mecsn) ¢
MOBBIIICHHEM MOTPEOHOCTH B TpaHCPY3HsX, HEOOXOAMMO TMPOBECTH MOJCYET KOIMYECTBA
PETHKYIOLMTOB U 00CIIeJOBaHNE HA HAIMYNE TUITMYHBIX PUYUH OTCYTCTBHS OTBETa (HalpuMep,
neuIUT Kere3a, GoIUeBOM KUCIOThHI WM BUTAaMUHA B12, HHTOKCHKAIUS A TFOMUHUEM, HHPEKIIHS
WM BOCHAJICHHE, KPOBOMOTEPs, TeMoiu3 U (uOpo3 KOCTHOrO Mo3ra Jiroboro reHesa). Ecmu
KOJIMYECTBO PETUKYJIOIUTOB, CKOPPEKTHPOBAHHOE C YUETOM aHEMHH (T. €. PEeTUKYIOLUTAPHBIN
uHaeKc), Hu3koe (< 20000/mme, mmm < 20000/mK, win < 0,5 %), a KONMHYIeCTBO TPOMOOIUTOB U
JICHKOIIMTOB HOPMAJIBHO, U €CJIM HE BBISBJICHBI JAPYTrUe MPHYUHBI CHIKEHUS 3P QeKTa, CleayeT
MIPOM3BECTH OIpENeICHNe KOHICHTPAIIMKA AHTUTEN K JPUTPOIOITHHY, a TaKKe PacCMOTPETh
BO3MOXKHOCTb MCCJIEJIOBAHUSI KOCTHOI'O MO3Ta C LENbI0 quarHocTuku MDA,

Ecnu Bo3HuKkaeT nono3penue Ha DA, onmocpe1oBaHHYI0 aHTHIPUTPOTIOITHHOBBIMU aHTUTENIAMH,
TEpaIuIo AOATHHOM anb(da cieayeT HeMeMIeHHO peKpaTuTh. He ciemyer HauMHATE JICYCHHE
KaKUMH-JTHO0 WHBIMHU SPUTPOTIOITHH-CTUMYJIMPYIOIIAMU TpenapaTaMu, MMOCKOJIbKY CYIIIECTBYET
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pUCK TiepekpecTHOM peakiuu. [Ipu Hammumum OKa3aHp'iE I%QMQ“J%%'HI :hgggéﬁeHa

COOTBETCTBYIOILAsl TEPAINSL, TaKasl KaK MepelBaHUE KPOBH.

Hpyeue pexomenoayuu

Ono3tuH anb(pa HEOOXOIUMO NIPUMEHATh C OCTOPOXKHOCTBIO y NAlMEHTOB C SIWICHCHEH,
SNWIENTUYECKUMM IpPUNIAJKaMM B aHaMHe3e¢ U 3a00JIeBaHUSIMM, ACCOLUHUPYIOIUMUCS C
AMUIENTUYECKUMHU Tpunaakamu (Hanpumep, uHpexmusamu [[HC u meractazamu B TOJIOBHOM
MO3Te€).

Ono3tuH anbda TakkKe CIEAYeT C OCTOPOKHOCTBIO NMPUMEHATh Y NAllMEHTOB C XPOHUYECKOH
IIEYEHOYHON HEI0CTaTOYHOCThIO. be3omacHocTh 3M03THHA anb(a y MAlUeHTOB C HapyLICHUEM
(GyHKIMU TIeYeHH HE YyCTaHOBJEHA. BclieZCTBHE CHIKEHHOTO MeTadoiM3Ma y TMalUeHTOB C
HapylmeHneM (QYHKIMU TE€YEHH NpU TNPUMEHEHHH OSIOATHHA aibpa MOMKET IMPOUCXOAUTh
YCUJIEHHE 3PUTPOII033a.

VY  [anueHToB, MONYYaBUIMX SPUTPONOITHH-CTUMYJUPYIOIIME Ipernaparbl, Ha0JII01a10Ch
MOBBILIEHUE YacCTOThl TPOMOOTHYECKUX COCYIUCTBIX OCJOKHEHHH, Hampumep, BEHO3HbIE U
apTepHualibHble TPOMOO03bI U SMOOJIMH (BKJIIOUAsi HECKOJIBKO CIy4aeB CO CMEPTEIbHBIM HCXOJI0M),
Takue Kak TpoM0O03 ITyOOKHMX BEH, 3MOOJIMs JErOYHOM apTepuu, TpoMO003 ceT4aTKu U UH(APKT
muokapaa. Kpome Toro, orMevanuch HapylleHHMs MO3TOBOrO KpoBooOpalleHHs (BKIIOYas
UHAPKT TOJIOBHOTO MO3ra, BHYTPUMO3TOBOE KPOBOHM3IUSHUE W TPAH3UTOPHBIC HIIEMHYECKUE
ataku). Cienyer TIIATEJBHO CONMOCTABISATH OTMEUEHHBIH PUCK TPOMOOTHYECKUX COCYIUCTBIX
OCJIOXKHEHHUH U MOJb3Y OT JICYEHUS SMO3TUHOM ajb(a, B OCOOCHHOCTHU y MAIMEHTOB C HATMYUEM
(bakTOpOB pUCKa.

Y Bcex MalMEHTOB CcleAyeT NPOBOAUTH TIIATEIbHBI MOHMTOPUHI TE€MOTJoOMHA U3-3a
MOTEHLIMAJIbHO MOBBIIIEHHOTO PHUCKAa TPOMOOIMOOIUYECKHX OCIOXHEHUH U CMEpTEIbHBIX
UCXO0JI0B, HAOJIOA€MOr0 y MAalUEHTOB C MOBBIIIEHHBIM TIeMOIJIOOMHOM B cilydae Teparuu
npenapaTtoM JpaibQoH.

be3onacHocTh ¥ 3((EKTUBHOCTh TEpanuM S3MO3THHOM ajbda y HAUEHTOB C (HOHOBBIMU
reMaToJIorM4ecKUMH  3a00JIeBaHUSIMU, HANpUMeEp, TAKUMHU KaK TeMOJUTHYECKas aHeMMs,
CEpIIOBUIHOKJICTOYHAS aHEMHUS, TaJacCeMUs, H3ydeHa He ObuIa.

[Ipu nedenun mnpenapaToM DOpanb)oH TpedyeTcs peryispHbIi KOHTPOJIb KOJIMYECTBA
TPOMOOILIUTOB, OCOOEHHO B TE€YEHHE NEPBHIX 8 HEJEIb, T. K. BO3SMOXKHO Pa3BUTHE JJ0303aBUCHMOIO
OTHOCHUTEJIbHOTO MOBBILIEHHSI KOJIMYECTBA TPOMOOIIUTOB, KOTOPOE HOPMAIM3YETCs B lajlbHeIeM
06e3 OTMEHBl TepamuH; B PEOKUX CIydasXx OTMeyaeTcs aOCONIOTHOE TOBBIIICHHE YHUCIa
TPOMOOIIMTOB.

[lepen HauaIOM TEpanuy AMOSTUHOM alb(a, a TAKKe MPU IPUHATUU PEUICHHSI O TIOBBIIIEHUN €TI0
JI03BI CIIEAYeT IPOBECTHU OLEHKY U JIEYEHUE IPYTrUX NPUYUH aHeMUH (AepuuuT xemnesa, (honueBoi
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KUCJIOTBl WM BHUTAaMMHA Bi1z, HMHTOKCHKALMS anmﬁ%@@ﬁ%ﬁ(ﬁe‘i&ﬁg bHOC T 00 i'me,

KpPOBOMOTEPS, reMoin3 U (uOpo3 KOCTHOrO Mo3ra Jo0oro reHesa). B GoibIIMHCTBE ciydaeB
3HaYeHHUs KOHICHTpAaUWu (EeppUTHHA B CHIBOPOTKE KPOBH CHHXKAIOTCS OJHOBPEMEHHO C
yBEJIMYEHUEM reMaTokputa. J{Jisi JOCTHKEeHHs] ONTUMAIbHOTO OTBETA Ha MOATHH ajbda clieqyeT
o0ecreunTh aJIeKBaTHBIC 3aIlachl jkeje3a ¢ BBEJIEHUEM IPH HEOOXOAMMOCTH AOIMOJHUTEIBHOTO
npreMa MperaparoB JKenesa:

— B3pOCJIBIM MAlMEHTaM C aHeMHuel, cBa3aHHOM ¢ XIIH, maxopsmmumcs Ha reMoavalinie Wid
NEPUTOHEATFHOM JIHANIN3E, & TAKXKE B3POCIBIM MAllMEHTaM C TOYeYHON HEAOCTaTOUYHOCTHIO U
TSOKEJIIOM aHEeMHUEH [OYEYHOTO MPOUCXOXKIEHHS, COMPOBOXKAAIOIIECHCS KIMHUYECKUMU
CHMIITOMaMH, €Ill€ He MPOXOAIIMM JTHAJIN3, & TAKXKE JETSAM ¢ aHemuen, cBsizanHor ¢ XIIH,
HaXOMAUIMMCS HA TEMOJUAIM3Ee WIM TEPUTOHEATHHOM JHANN3e, PEKOMEHIYeTCs
JIOTIOTHATEIFHBIA TIPHEM TpernapaToB skene3a (dmemeHtapHoro skenesza 200-300 mr/cyTku
nepopaibHo y B3pocibix U 100—200 Mr/cyTku nepopaibHO y JeTeil) B ciiydae KOHIICHTpAuU
dbepputrHa CBIBOPOTKH HIKe 100 Hr/mit;

— B3pOCJIBIM OHKOJOTHYECKMM TAal[MeHTaM C aHeMHUEeH TMpU COJUIHBIX (HEMHUEIOUIHBIX)
OMyXOJSX, 3J0KAUYECTBEHHOW JUM(OME HIM MHOXKECTBEHHOW MHEIOMe, MOTy4Yarouum
XUMHOTEpANuio (Ui JICYCHHUS AHEMHHM W CHIDKEHHUS TOTPEOHOCTH B TpaHCQY3HsIX),
PEKOMEHAYETCS JOTOJIHUTENBHBIA TPUEM TIpernapaToB jkene3a (DJIEMEHTApHOTO JKejes3a
200-300 mr/cyTku mepopaibHO) B ciiydae HachleHus Tpancdeppuna menee 20 %;

— B3pOCJIBIM MalMeHTaM B paMKaX NPeJeNO3UTHONM MporpamMmbl Tepes OOIHPHBIM
XUPYPTUYECKUM BMEIIATEILCTBOM C TeMaTOKPUTOM, paBHbIM 33—39 %, s obneryenus cobopa
ayTOJIOTMYHOW KPOBH M YMEHBIIEHUS PUCKA, CBA3aHHOTO C MCIOJIb30BAHMEM AJJIOT€HHBIX
reMoTpaHcy3uid, eciu oXXugaemas MOTPeOHOCTh B TIEPEIMBAaeMON KPOBH TPEBBIMIACT
KOJINYECTBO, KOTOPOE MOYKHO IOJNYYUTh METOJIOM ayTOJIOTMYHOTO cOopa 0e3 mpuMeHEeHHUs
3MOATHHA anb(a, PpEKOMEHIYyeTcs JIOMOJHUTENBbHBI TpHEeM IpernapaTroB  kKenesa
(anemeHTapHOrO xene3a 200 MI/CyTKM MEpOpalbHO) B TEUEHHE HECKOJIbKUX HEAENb Mepel
HayvaioM cOopa ayTOJIOTUYHOM KPOBH C IENBIO TOCTHXKEHUS OOJBIINX 3aMacoB JKeye3a mepe;t
HAyYaJoM Teparuy SMO3THHOM anb(da, a Takke B TEYCHHE BCEro Kypca Tepamuy MO3THHOM
anbda;

— B3pOCIBIM MAIEHTaM Iepejl MPOBeIeHHEM OOIIUPHOM ONEepaIiK C 0’KU1aeMON KpOBOIIOTEpei
900-1800 mn (2—4 enuHUIIBI), HE MUMEIOIIUM aHEMUU WU C JIETKOW U CpPelHEU CTEeNeHBIo
anemun (remorno6oun 100-130 r/m), ans yMeHbIIEHUS MOTPEOHOCTH B AIJIOTEHHBIX
reMOTpaHCy3usX ©  OOJEer4eHWs: BOCCTAHOBJICHHS  DPUTPOINOI3a  PEKOMEHAYETCS
JOTIONIHUTEIBHBIA TIpUEM TpenaparoB jkeneza (draemeHTapHoro xkenesa 200 mr/cyTku

HCpOpaJ'IBHO) B TCYUCHHUC BCCTO KypCa TCpalnu 3SINO3THHOM anb(ba. IIo BO3MOXHOCTH
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NpUMEHEHHEe IIPErapaToB, COJCPKAIIMX Keye30, 'El‘é‘zr-ygg%g':ﬁ{EEéH&&pqﬁ lTé"th'nHH

AMOATUHOM aibda, YTOOBI CO37aTh JOCTATOUHBIC 3aIachl JKeje3a.
OdeHp penko y MAIUMEHTOB, TOJNYYaBIIMX JICUEHUE SIMO3TUHOM anb(pa, B Hadale JICUYCHHS
HaOMIOJAIMCh 000CTpeHus mopdupuu. Y NarUeHToB ¢ MoppupHer SmodTHH ainbda ciaemayer
MPUMEHSTH C OCTOPOKHOCTBIO.
City4an BOSHUKHOBEHHUS TSKEJBIX KU3HEYTPOKAIOIIUX OCI0KHEHUM CO CTOPOHBI KOXKH, BKITFOUast
MHOro(opMHYI0 3puTeMy U cuHapoMm CtuBeHca — JKOHCOHA / TOKCHYCCKHI AU ICPMaIbHbIN
HEKpOJIU3, OTMEYAINUCh Yy HE3HAUYUTEIbHOIO YHCIa NAIlMeHTOB, IOJy4YaBUIMX TEPaIUIo
npenapatoM Opanb(oH. B ciiydae BOZHUKHOBEHHUS IMOJO3PEHHUI Ha TSKeNble HexellaTelbHbIe
peakiuu co CTOpoHbI KOokU (cuHapoM CtuBeHca — JIKOHCOHA / TOKCUYESCKHIA STHICPMAIbHBIM
HEKPOJIN3) HEOOXOAMMO HEMEIJICHHO MTPEKPATUTH TEPAIUIO IIpermapaToM Dpaib(oH.
CpenctBa, CTUMYIUPYIOIIUE 3PUTPOIOI3, HE 00sA3aTeIbHO 3KBUBaJIeHTHHI. [loaTomy cremyer
YTOYHHUTH, YTO TMAIMEHTOB CJIEAYyeT IEepPEeBOAUTh C OJHOrO Tpernapara, CTUMYJIHUPYIOIIETO
APUTPOII033 (TAKOTO KakK mpemnapar Ipajib(oH), Ha APYroi TOIBKO C 0JI00pEHHUs JIeHalllero Bpaya.
DOnodTHH anbda 00IaaeT MUHUMAIBLHOW CIIOCOOHOCTBIO MHAYIIUPOBATH OOPAa30BAHUE AHTHUTEIL.
HccnenoBanuii KaHIIEPOT€HHOCTH HE MPOBOIUIOCH.
OnodTuH anb(a He BHI3BIBACT MYTAlMil OakTepualdbHBIX T€HOB (TecT DiimMca), XPOMOCOMHBIX
abepparuii B KJIeTKaxX MJICKOIUTAIOIINX, a TaK)Ke MyTanuii reHoB jokyca HGPRT. B xone onHoro
UCCJICIOBAHMSI OBLJIO BBISIBJICHO OTCYTCTBHE pas3lIMYMii B YacTOTE BO3HUKHOBEHHUs (GuOpo3a
KOCTHOTO MO3Ta y MAIMEHTOB, HAXOJUBIIMXCS HAa JAMANU3€ W MOJYy4YaBUIMX SHO3THUH anbda B
Te4YeHHe 3 JIeT, U Y aHAIOTMYHBIX MallMEeHTOB, HE MOJIYYaBIIUX SMO3TUH ajbda. TepaToreHHOCTH
mpenapara y uejioBeKa He U3y4YeHa, Y KPbIC M KPOJIUKOB T€PAaTOTEHHOE ICMCTBUE PMOATHHA alb(a
HE 0OHApYKEHO.
OnosTHH anbda, OyTydn pOCTOBBIM (PaKTOPOM, MOKET OKA3hIBATh CTUMYJIHPYIOIIEe ACHCTBUE Ha
HEKOTOpPBIE TUIIBI OITYXO0JIei, 0COOEHHO Ha 37I0KaueCTBEHHbIE HOBOOOPA30BaHUsI KOCTHOT'O MO3Ta.
B3pocnvie nayuenmuor ¢ anemuet, ceszannou c¢ XIIH, naxooswuecsa uma ecemoouanuze uiu
NepUMOHeanbHOM OUanu3e, d Mmakice 63pocivle NAYUeHMbl ¢ NOYEUHOU HeOOCMAmMOYHOCIbIO U
maxcenou  amemuel  NOYEYHO20  NPOUCXONCOEHUS,  CONPOBONCOAIOUENC  KIUHUYECKUMU
CUMNMOMAMU, euje He NPoxXoosauue OUanu3
Jlemu ¢ anemueti, cesazannou c¢ XIIH, naxooswuecs Ha cemoouanuse uiu NepumoHearbHOM
ouanuse
[TaruenTam ¢ XITH Ha ¢one neuenus npenaparom Ipanb(HoH HEOOXOAUMO PETYIIPHO U3MEPSTh
TeMOIVIOONH JI0 TeX TOp, MOKa TeMOMVIOOMH HE JOCTUTHET CTaOWIbHBIX 3HAYeHHUH, C
MEPUOIUUECKUM KOHTPOJIEM B JAIbHEHIIIEM.
Jns yMeHbIIIeHUs PHCKa BO3HUKHOBEHHUS apTEePUATIBLHON THUNEPTEH3UHM CKOPOCTH TOBBIIICHUS
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JOJKHA OBITH YMEHbIIIEHA, Koraa reMorioonH nocturaeT 120 r/im.

VY nanuentoB ¢ XITH monaepxuBaemMblii reMOTIIOOMH HE JTOJKEH MPEBHIIATH BEPXHEH IPaHUIIBI
yKa3aHHOTO Juana3oHa remoryioounHa. I'emornoOuH 130 r/m unam Bbllle MOXKET IHPHUBECTH K
IOBBILICHHOMY PUCKY CEpACUYHO-COCYIUCTBIX OCI0XKHEHHUH, BKJIOYask CMEPTH.

[Tarmmentsl ¢ XIIH u HemocTaTOYHBIM OTBETOM TEMOIVIOOMHA HA TEPANUI0 SPUTPONOITHH-
CTUMYJIMPYIOIIMMHU TpenapaTaMi MOTYT MOJBEPraThCs Jaxe emie OONbIIeMy PHCKY CepIeyHO-
COCYAMCTBIX OCJIO)KHEHUI U CMEPTHOCTH, YEM APYyTUe NallMCHTHI.

Hcxond u3 NOCTYNHOW Ha JaHHBIH MOMEHT HMHGOpMalM{, INPUMEHEHUE 3I03THHA ainbda y
NAUEHTOB /10 Hayaja [pPUMEHEHMs JAuanu3a (TepMHUHAJIbHAs  CTaAus  IOYEYHOH
HEJ0CTaTOYHOCTH) HE MOBBIIIAET CKOPOCTh IPOrPECCUPOBAHUS IOUEUHON HETOCTATOYHOCTH.

VY nanueHToB Ha TeMoJuaiu3e BO3HUKAIM TPOMOO3bI IIYHTOB, B OCOOEHHOCTH y MALIUEHTOB C
TEHJEHIMEeH K TUNOTEH3MH WIH C OCJIOXHEHUSIMH CO CTOPOHBI apTEPHOBEHO3HBIX (QHUCTYI
(HampuMmep, CTEHO3bl, aHEBPU3MBI M T. 1.). Y JaHHBIX IAllMEHTOB PEKOMEHIYIOTCS PaHHSIS
IpoBEepKa IIyHTa W  NpoQWIakTHUKa Tpom0Oo3a IMyTeM NPUMEHEHHUs, HalpuMep,
AUETUICATMIIMIIOBON KUCIIOTHI.

B oTnenbHBIX citydasx HaOr0oa1ach THIIEPKATTUEMHUS], XOTS €€ MPUYUHHO-CIIEICTBEHHAs CBA3b C
IIPUMEHEHUEM IIpenapara He ycTaHoBiieHa. Y mnaunueHtoB ¢ XIIH cunenyer npousBoauTs
MOHMTOPHUHT 3JIEKTPOJIUTOB CBHIBOPOTKU. EcCiIM KOHLIEHTpauusi Kajausi B CBIBOPOTKE KpPOBU
MOBBILICHA WJIM HApacTaeT, B JONOJHEHUE K HaUIeXkKalleMy JICUCHUIO TUIIEPKATUEMHUH CIEAYET
paccMOTpeTh BO3MOXKHOCTh MPEKPALIEHNs BBEJICHUS STI0THHA allb(a BIUIOTh JJ0 KOPPEKTUPOBKH
KOHIEHTPALUU KaJIus B CHIBOPOTKE KPOBH.

BcneactBue noBbllIeHNUs TeMaTOKpUTa Ha (JOHE Tepanuu mpernaparoM DpaibPoH MalueHTaM Ha
reMo/IMain3e MOXKET MOTpeOOBaThCs YBEIWYEHHE J03bl TelapuHa, B TPOTUBHOM Ciydae
BO3MO>KHA OKKJIFO3USI IMATTU3HOU CUCTEMBI.

VYV uekoropsix mnarmueHtok ¢ XIIH wa ¢one neuenuss mpemnapatom DpaibPoH OTMEUAIOCH
BO300HOBJIEHHE MEHCTpyalui. Bo3MOKHOCTh HacTyIuleHHsS OE€pEeMEHHOCTH M HEOOXOAMMOCTh
KOHTPAILIEITUBHBIX MEP JIOJKHBI OBITh 00CYKACHBI ¢ ALIMEHTKON 0 Havyalsla Teparnuu.

B3pocnvie  oHKonoeuueckue nayueHmvl € CONUOHBIMU  (HEMUETOUOHBIMU) — ONYXONAMU,
3710KAUECMBEHHOU TUMPOMOU UTU MHOICECMBEHHOU MUETOMOU, NOLYYAIWUe XUMUOMEPANUIO
(On15 nevenust aHeMuu U CHUNCEHUsL NOMPeOHOCMU 8 MPAHCPY3UsiX)

CperncTBa, CTUMYIUPYIOIINAE SPUTPOII0I3, SIBISIOTCS (PAKTOpPaMHU POCTa, KOTOPhIE CTUMYJIHPYIOT B
HEepByI0  ouepelb OOpa3oBaHHE APUTPOLMTOB. Penentopbl  SpUTPONOITHHA  MOTYT
AKCIIPECCUPOBAThCS Ha TMOBEPXHOCTHM MHOIMX OINyXOJieBbIX KieTok. Kak u B ciydae Bcex
(bakTOpoB pocTa, CyHIECTBYIOT COMHEHHUSI B OTHOLIEHUH TOTO, YTO CPENICTBA, CTUMYJIUPYIOLIUE
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SPUTPONO33, MOTYT CTUMYJIUPOBATH POCT OITYKOJICH. TQICI/IM-lgGTII)a 'MT%EH% To" BBesz'Hnn

npernapara peKOMOMHAHTHOTO JPUTPOMOITHHA OJKHO MPUHUMATHCS HA OCHOBAHHWH OIICHKHU

OTHOIICHHSI PUCKA W TOJB3bl C y4aCTHEM KOHKPETHOTO TAIlMeHTa W yYUTHIBATH KOHKPETHYIO

KIIMHUYECKYI0 cuTyaruio. DakTopbl, KOTOPBIE CIEIYeT pacCMaTpuBaTh IPU TaKOW OIICHKE,

BKJTFOYAIOT: THIT ¥ CTAMIO OMYXOJIH; CTEMEHb TSHDKECTH aHEMUH; 0XKUIAEMYIO ITPOIOKUTEIIBHOCTD

JKU3HU; YCIIOBHSI, B KOTOPBIX MAIllMEHT MMOIYYaeT JICUCHUE; MPEANOYTCHIS MalleHTa.

B knuHMYECKMX HCCIENOBaHUSX TpPU MPUMEHEHHH Mpenapara Dpaib(oH B KOMOWHAIIMU C

JIPYTUMU CPEICTBAMU, CTUMYJIHUPYIOIMMHU SPUTPOTI033, OBLIO OTMEYCHO:

— YXyIIIEHWe JIOKOPETHOHAPHOTO KOHTPOJIA Yy MAIMEHTOB C  PaclpoCTPaHCHHBIMU
3JI0KaY€CTBEHHBIMA HOBOOOPA30BaHUSIMHU T'OJIOBHI U ITIEH, TIOJYYAIOIINX JIYIEBYIO TEPAIHUIO, B
Clly4ae MPUMEHEHHS JaHHBIX MPEnapaToB s AOCTHKCHHS KOHIICHTPAIIMH TeMOTIO0MHA
oomnee 140 1/m;

— CHIDKEHME OoOmeld BBDKMBAEMOCTH UM YBEJIMYEHHE CMEpPTHOCTH, CBSI3aHHOM ¢
MporpeccupoBanreM 3a0oseBaHus, yepe3 4 Mecsila mpruemMa MaiueHTaMu ¢ MeTacTaTUYeCKUM
pPaKoM MOJIOUHOM Kele3bl, MOMYUYaIoIUX XUMHUOTEpPANuio, B CIy4ae MPUMEHEHUS TaHHBIX
MpenaparoB I JOCTHIKEHUS KOHIICHTpauu remoriobuna ot 120 mgo 140 r/i;

— YBEJIMYEHUE CMEPTHOCTU IIPH MPHUEME JPYTHUX CPEJACTB, CTUMYIUPYIONIUX SPHTPOIIOI3
(map0smo3TuH anbda), AN TOCTHKEHHUSI KOHLIEHTpauuu remorinobuna 120 r/n y nanueHToB ¢
AKTUBHBIMU 3JI0KAYECTBEHHBIMA HOBOOOPA30BaHUSMH, HE MTOJIYYAIOIUMU HU XUMHOTEPAITHIO,
HU JIy4eBYIO Tepanuio. Cpe/icTBa, CTUMYJIUPYIOIIUE SPUTPOII0I3, HE MOKA3aHbI K TPUMEHEHHUIO
y JaHHOM TPYTIIBI TAI[IEHTOB.

VY manueHTOB ¢ OHKOJIOTMYECKUM 3a00JieBaHHEM, TMOJYYaIOIIMX XUMHUOTEPANUIo, IPH OlEHKE

MPUTOTHOCTH TEPAIUU MOITHHOM alib(a (B 0COOCHHOCTH y MAIMEHTOB, IMOABEPIKEHHBIX PUCKY

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

CTUMYJHUPYIOIINX  JPUTPOINO33, U  TMOSBICHHEM CTHUMYJIHPOBAHHBIX  SPUTPOMOITHHOM

SPUTPOLIUTOB.

B3pocivie BUY-unguyuposannvie nayuenmsl, noayuarowue mepanuio 3ud08yOUHOM, NpU

KOHYEeHmMpayuu 3H002eHH020 dpumponodmuna meree 500 ME/mn

Ecnmn BUY-unuuupoBaHHBIA MAlMeHT HE OTBEYaeT Ha Tepaluio WIM OTBET Ha Teparuio

ATMOATUHOM alib(a HEAOCTATOYHBIN, CTIEAYET PACCMOTPETh APYTUE BOZMOKHBIC PUINHBI AHEMUH,

BKJTFOYAs ICPUITUT jKelie3a.
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B pamkxax npedenozummnoti npocpammel neped )6mupHb'zwzgcz;p—%gi;g'c%wéJllﬁ/tlé]i;u'rnl_e_fzbml’z'é‘io'm y

83POCILIX NAYUEHMOS C 2eMamoKpumom, pasivim 33—39 %, 014 obnecuenus coopa aymonouyHou
KPOBU U YMEHbUIEHUs PUCKA, CEA3AHHO20 C UCNONb30BAHUEM ANIOCEHHBIX 2eMOMPAHcdy3ull, eciu
odrcudaemas nompeOHOCMyb 8 NepeuBaemMoll Kpogu npesviuiaen Koauiecmeo, KOmopoe MONCHO
NOYUUMb MEMOOOM AYMOJIOSUYHO20 cOOpa be3 NpUMeHeHUs: SN0IMUHA Abpa

VY DanMeHToB, CBSA3aHHBIX C TPOTrPaMMoOi cOOpa ayTOJIOTMYHOH KPOBM M TOJTYYAIOLINX
JIOTIOJTHUTEILHOE JICYEHUE SMTOITUHOM allb(a, CIeNyeT yUYUTHIBATh BCE 0COObIE MPeIyPeKICHUS
U 0COOBIE MEPHI TIPEAOCTOPOKHOCTH, B OCOOCHHOCTH — 00513aTeIbHOE BOCIIOJHEHUE 00beMa.
B3pocnvie nayuenmul neped npogedenuem oOWUPHOU Onepayull ¢ 0ACUOAeMol Kposonomepell
900-1800 ma (2—4 eounuywl), He umerowue aHemMuu UIU C 1e2KOU U CPeOHell CMeneHblo aHemMuu
(ecemoenodoun 100-130 2/n), ona ymenvuenus nompebHOCMU 8 ANIOSEHHBIX 2eMOMPAHCHYIUAX U
0bne2ueHUsi 60CCMAHOBIEHUS IPUMPONOI3A

B 10- u mocneonepallmoHHOM IEpHOJE BCEerja CleayeT COOJI0AaTh HaJUIe)Kallue CTaHIapThI
KOHTPOJIA [T0KA3aTeNeH KPOBH.

[TanmenTam, KOTOpBIM Ha3HaueHa OOJbINAsl TUIAHOBAS OPTONEIUYECKas OIepaius, CIeayeT
IPOBOJIUTh AHTUTPOMOOTHYECKYIO NPOPHIAKTUKY, MOCKOJIBKY Y XHPYPTHYECKHX TAIMCHTOB
MOTYT BO3HHUKATh TPOMOOTHUYECKUE U COCYIUCTBIC OCIOXHEHHUsS, B OCOOCHHOCTH Y MAI[EHTOB C
(OHOBBIM CEPJICTHO-COCYIUCTHIM 3a00eBanueM. Kpome Toro, ciiemyer co0roaaTh 0Co0bIe MEPhI
NPEJOCTOPOKHOCTH Y TAIMEHTOB C MPEIPACIOIOKEHHOCTBIO K PAa3BUTHUIO TPOMOOTHUYECKHX
OCJIOXKHEHHUH. bosiee TOro, y MareHToB ¢ UCXOIHBIM reMOTI00iMHOM > 130 1/11 HeNb3s HCKIIFOYUTh
BO3MOXXHOCTH TOTO, YTO JICUEHHE SIMOITHHOM alib()a MOKET OBITh CBSI3aHO C TOBBIIIEHHBIM
PUCKOM TOCITIEONEPAIIHOHHBIX TPOMOOTHUECKUX COCYIUCTBIX OCloKHeHHU. CienoBareibHo, Y
MAIUEeHTOB C UCXOAHBIM remormioomaoM > 130 1/m mnpuMeHeHue »SmodTWHA ainbda He
pPEKOMEHIyeTcs.

BcnoMorarenbHEIE BEIIECTBA

Jauusblil npenapat coaepkutT MeHee 1 mmodb (23 mr) HaTpust Ha 1 MuT ipenapara, To €CTh 0 CYyTH

HE COJICPKUT HATPHUSL.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenaparaMu W Jpyrue BH/bI
B3aMMO/1eiiCcTBHS

JlaHHBIX O B3aMMOJICHCTBHHM AMOJTHHA allb(a C APYrUMHU JIEKAPCTBEHHBIMH CPEICTBAMH HET.
[TpemapaTsl, KOTOpBIE CHIDKAIOT SPUTPOIIOI3, MOTYT OCTA0IAThH ACHCTBHE SMOITHHA allb(da.
OgHako BO3MOXHO BIMSHHME HA KOHIEHTPALMIO I[MKJIOCHOPUHA TMPU OJHOBPEMEHHOM
MIPUMEHEHHUH, BCIICICTBHUE ATOTO TPEOyeTCsI JOTIOTHUTEIBHBIN KOHTPOJIb YPOBHS ITUKJIOCIIOPUHA B
CBIBOPOTKE KPOBH C MOCIEAYIOIIEH €r0 KOPPEKIHEH.
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V NaInMeHToB ¢ METACTAa3MPYIOINM PAaKoOM TPy, KOTOPUM HiGHAYEH OB eMe HRE Tibiew

3MoA3THHA anb(da moakokHO B po3upoBke 40000 ME/mMn u Tpacty3ymaba B 103UpOBKE 6 MI/KT,
BBEJICHUE JMIO3THHA alb(a He BIUSET Ha (DapMaKOKUHETHKY TpacTy3ymada.

Her mnpu3HakoB, yKa3pIBalOUIMX Ha JIEKAPCTBCHHBIC B3aMMOJICHCTBUS MEXAY IpernapaTom
OpanboH M mpenapaTaMy TPaHYJIOLMHUTAPHOTO KOJOHHECTHMYJIHPYIOMIETO (aKTopa ¢ TOYKH
3peHHsl TremMaroyiorndeckoi auddepeHunanuu WM TpoIUQepalii  OMYXOJIEBBIX KIETOK,
U3y4eHHBIX B 00pa3iax Ouorcu in Vitro.

Crumynupyromiee neiicTBue mpenapara Dpanb()oH Ha IPUTPOINOI3 MOXKET OBITH YCHIICHO IIPH
OJTHOBPEMEHHOM IIpHEMe TPETapaToB jKene3a B caydae JeGuuuTa Keesa.

[Ipr coBMECTHOM NPUMEHEHHH C TUIOTEH3UBHBIMH IpenapaTaMd BO3MOXKHO OCIIa0JIeHHE HX
JICHCTBHS.

HmeroTcst TaHHBIE O BIMSHUM HHTHOUTOPOB aHTHMOTEH3UHIIpeBpamaromero pepmenta (AIID) na
JelicTBHE Tpenapara Dpaab(pOoH IIPH COBMECTHOM IPUMEHEHHH.

[Ipy OAHOBPEMEHHOM TMPOBEIACHUU IPOTHBOCYIOPOKHOW TEparMd MOMKET MOBBICHTHCS

CKJIOHHOCTb K Cy10pOram.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

JlaHHBIC O MPUMEHEHHH ATIOATUHA alb(a y OepeMEHHBIX JKCHIIMH OTCYTCTBYIOT. MccnenoBanus
Ha SKMBOTHBIX I[IOKa3ajly HaJU4Me Yy OMOdTHUHA anb(pa PpenpoayKTHBHOW TOKCHYHOCTH.
[TpumeneHue mpenapara npu 6epeMeHHOCTH HE PEKOMEHIOBaHO.

JlakTanus

HewusBecTHO, MpOHHKAET U SMTOATHH aib(a B TPyAHOE MOJIOKO. [IpuMeHeHue rpenapara B nepruo

T'PyAHOTO BCKapMJIMBaHUA HE pCKOMCHAOBAHO.

4.7. BausiHue HA CIOCOOHOCTDH YIpaBJsATh TPAHCHOPTHBIMH CpEACTBaAMHU H paﬁDTaTl) C
MEXaHU3MaMHU
Hert I/IH(I)OpMaI_[I/II/I O TOM, YTO 3IIO3TUH aJ'IL(I)a BIIMSICT HA CLIOCOOHOCTh YIIPABJIATDH aBTOMOOHUIIEM U

APYruMru MEXaHHU3MaMU.

4.8. He:xennaTesbHbIC peaKIIUT

Pesrome nmpoduiist OesonacHoCTH

Bo Bpemst Tepanuu 31103THHOM ajib(a HanboJiee 4acTo HaOII01aeTCsl 10303aBUCUMOE TTOBBIIIICHHUE
apTEpHAIIBHOTO JABJIICHUS WM YXYJILNIEHWE TEYEHHsI YK€ CYIIECTBYIOUIEH apTepHalbHON
runepreH3ud. HeobxonnMo ajekBaTHO KOHTPOJIMPOBATH apTepUaIbHOE JlaBlIeHHE, OCOOEHHO B
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Hayajie Tepanmuu 3ModTHHOM anbda. Takke OYCHBb q'ﬂ%:ﬂgﬁ;l%ﬁé“ﬁgg tﬁi‘a‘@&eﬁ? LIJ(;LI;IJ%I:'OTa,

MOBBIIIIEHUE TEMIIEPaTyphl, PBOTA. [ pUIIIONOAOOHBIM CHHAPOM Yallle BCEro Habmomancs B
Hayajie Tepanuu.

Y DamnueHToB, MOJYYAIOUUMX SPUTPONOAITHH-CTUMYIUPYIOIIUME IIpernaparsl, Habioganach
MOBBILIICHHAS] YACTOTa TPOMOOTHYECKHUX COCYIUCTHIX OCIOKHEHUH.

PesroMe HexxenaTeabHBIX PeaKIi

[lepeuncineHHble  HWXKE  HEXeNaTeNbHbIE peakuuu, HaOJMIOAaBIIMECs Yy  MAlHUeHTOB,
CTPYIIIHPOBAHBI 110 CHCTEMHO-OPTaHHBIM KJlaccaM C YKa3aHHUEM 4YacTOThl MX BO3HUKHOBCHUS B
COOTBETCTBUHM C PEKOMEHIANUAMU BceMHpHOW OpraHu3aluil 37ApaBOOXPAHCHUS: OYCHb YaCTO
(> 1/10), gacto (= 1/100, Ho < 1/10), Hewactro (> 1/1000, Ho < 1/100), penxo (= 1/10000, HO
< 1/1000), ouenp peako (< 1/10000), yacToTa Heu3BeCTHA (HA OCHOBAHUH MMEIOIIUXCS JaHHBIX
OILICHUTHh HEBO3MOXHO).

Hapywenus co cmoponvl Kposu u tum@amuyeckou cucmemyl. 09€Hb PEIKO — SPUTPOIIOITUHOBAS
AQHTHUTEJIO0-0NOCPEIOBAHHAS MapIHaIbHas KPACHOKIETOYHAS allIa3Hsi, TPOMOOIIUTEMHS.
Hapywenus memabonuzma u numaHusi: HE9aCTO — THIIEPKATAEMHUSL.

Hapywenus co cmoponvl HepeHOU cucmemvl: 4YaCTO — TOJIOBHAs O00Jb, CyIOpPOTH; YacTOTa
HEHM3BECTHA — IEPEOPOBACKYIISIPHBIC OCIIOKHEHUS (B T. 4. HHCYJIbT, BKIFOYAIOLINH 1IepeOpaibHbIH
UHPaApKT W BHYTPUMO3TOBOE KPOBOMBZJIMSHKE), TPAH3UTOpHAS HIIEMHYECKas  araka,
THIIEPTOHNYECKAs SHIEPaTONaTHsI.

Hapywenus co cmoponuvl opeana 3penus: 9acToOTa HEU3BECTHA — TPOMOO3 CETYATKH.

Hapywenus co cmopoHul cocyoos: 4acTo — apTepualibHas TUIIEPTeH3US (B T. 4. TUIIEPTOHUYECKUI
KpH3), apTepUaIbHbIe U BEHO3HBIE (B T. Y. JIETAJIIbHBIE ClTydyan) TPoMOO3bl U 3MOOIMHN: TpoMOO03
IyOOKHWX BEH, apTepHAIbHBINA TpOMOO03 (B T. 4. HH(APKT MUOKAp/a), TPOMOO03 apTepUOBEHO3HOTO
[IYHTa aHEBPU3MBI, SMOOIHUS JIETOUYHOU apTepuu.

Hapywenus co cmopoHvl 0biXxamenibHOU CUCmeMbl, OPeaHO8 SPYOHOU KIeMKU U CPeOOCMEeHUs .
4acTo — Kallellb; YaCTOTa HEM3BECTHA — 3aJI0)KEHHOCTD JIBIXaTeNIbHBIX MTyTEH.
JKenyoouno-kuweynvle napyulenus: 0O9€Hb 9aCcTO — TOITHOTA, TUapesi, pBOTA.

Hapywenus co cmoponsl Kkodicu u NOOKOJHCHLIX MKAHel. 4YacTO — KOXKHas ChINb, 4acToTa
HEU3BECTHA — KpAINMBHHUIIA, AHTHOHEBPOTHYECKUN OTEK, MHOTO(GOpPMHAs HpUTEMA, CHHIPOM
CtuBeHca — J[>KOHCOHA, TOKCUYECKHUH ANUIEPMaIbHbIA HEKPOJIH3.

Hapywenus co cmoponvl MbluieyHOU, CKelemHOU U COeOUHUMENbHOU MKAHU. 9aCTO — MHAJITH,
apTpairusi, 00Jb B KOCTSX, 00JIb B KOHEUHOCTSIX.

Obwue HapywieHuss u peakyuu 6 mecme 68edeHus. OYeHb YacTO — IOBBIIICHUE TEMIIEpaTyphl;

4acTO — TPUNINIONOA0OHBIN CHHAPOM, 03HOO, epru(epruyecKue OTEKH, peakllui B MECTE BBEJICHUS
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npenapara, TpomM003 myHTa (B T. 4. KOMIIOHECHTA nnanﬁﬁ:%%}é'ﬁl@ﬂéﬁﬁﬂ iﬁgf;&')%lbnﬂ,

Hea(pPeKTUBHOCTD Mpemnapara.

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKI_[I/If/'I

OTmedanuch peakuMu TI'MIEPYyBCTBUTEIBHOCTH, BKJIIOYas KOXKHYIO Cblllb, KpalMBHHUILY,
aHa(UIAKTUYECKUE peaK[M1 U aHTHOHEBPOTHUYECKHI OTEK.

['uneproHnyeckuii Kpu3 ¢ sHLEDANONaTuel 1 cya0poramu, TpeOyromuil ”HTEHCUBHON TepanuH,
Ha0JII0/1aJICsI BO BPEMS TEPAIIUU APUTPOIIO3TUHOM Y MTALIUEHTOB, PaHEE UMEBLINX HOPMAJIbHOE WU
IOHMKEHHOE apTepuajbHOE JaBieHHe. PekoMeHayeTcs BHUMATEIbHO HAOMIOAATh 32
BO3HMKHOBEHUEM BHE3AITHBIX MUI'PEHENOA00HBIX TOJIOBHBIX OOJIEH.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 M0OJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX II0CJI€ PETUCTpaluu
JIEKapCTBEHHOT'O Tpernapara ¢ 1elbl0 00ecrnedeHrs HEMPEepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T10J1b3a — PUCK» JIEKAPCTBEHHOI'O IMpernapaTa. MeIuIMHCKUM pPaOOTHHKAM pPEKOMEHAYeTCs
coo0maTte O JIOOBIX MOJ03PEBAEMBIX HEKENIATENBHBIX PEAKIHIX JICKApCTBEHHOTO IIperapara
yepe3 HallMOHAJIbHbIE CUCTEMbBI COOOIIEHUS O HEXEJaTeNbHbIX PEAKIMIX rOCYAapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@eoepayus

OdenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBaanzop)

Anpec: 109012, r. Mocksa, CiaBsiHCKasl IIIoIiaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B muHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnToMbI

[Tpenapat OpanbhoH 06saaeT LIMPOKUM TepareBTUYECKUM UHTepBajoM. [Ipu nepeno3upoBke
AMOATHHA alb(a BO3HUKAIOT 3PQEKThl, OTpaXkarollue KpaiHIOI CTENEHb BBIPAXKEHHOCTHU €ro
(bapMaKoIOrH4ecKoro aeicTBuUs.

Jleuenue

[Tpy 04YeHb BHICOKOM COJIEPKAHWW T€MOTJIOOWHA BO3MOXKHO MTPHMEHEHHE KpoBOIyckaHui. [Ipu

HCO6XOI[I/IMOCTI/I MMPOBOJAT MOAACPKUBAIOIITYIO TCPAIIUTO.
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5. DAPMAKOJIOTMYECKUE CBOIICTBA (MOCHELOBATENBHOCTL 0004)

5.1. ®apmakoauHaMHYeCKHe CBOICTBA

dapMakoTeparneBTUYECKasl TPYINa: aHTHAHEMHUUYECKUE Tpenaparhl; APYrue aHTHAHEMHYSCKUE
pernapaThl.

Koxg ATX: BO3XAOI.

[Tpemapat DpanbhoH sBiseTcss OrnoaHanoroM (OMomo00HBIM JIEKAPCTBEHHBIM TPEIIapaToM).

Mexanuswm aeiictBus U hapMakoauHaMmuueckue dhheKThI

Onoa3TtuH anbk(a npeacTapiseT co00i OUUIEHHbIH TUKOIIPOTEUH, CTUMYJIUPYIOIIUN SPUTPOIIOI3;
BIMSET Ha JeleHue M Jud@epeHIranno KISTOK-IPeaecTBeHHUKOB. OH IMpoayLupyercs
KJIETKAMU MJIEKOIIUTAIOUIMX CO BCTPOEHHBIM TI'€HOM, KOAMPYIOIIMM CHHTE3 3pPUTPOIOITUHA
yenoBeka. [1o GMOIOrMYECKUM CBOWCTBAM SMO3THH aib(pa He OTIMYAETCS OT YeJIOBEYECKOTO
PUTPOIIOITHHA.

benkoBas ¢pakuus coctaBiseT okojio 58 % OT MOJIEKYJSPHOHM Macchl M COCTOMT U3
165 amuHokucmoT. Yerblpe YIrIIEBOJOPOMHBIX IIENIM NPUCOCAMHEHBI K OCIKY TpeMms
N-rIMKO3UIHBIMU  CBSI3AMH W OAHOM  O-TIMKO3MAHOW CBsI3bIO. MOJNEKYJISIpHBIA  BecC
SPUTPOIIOATHHA cocTaBisgeT npuomm3uTenbHo 32000—40000 nansToH.

[Tocne BBeaeHus npenapara KOJIMYECTBO SPUTPOLIUTOB, PETUKYIIOLUTOB, YPOBEHb T'€éMOIJIOONHA U
CKOPOCTh Horyomenus *°Fe yenunuuparotcs. Ha KyabType KIeToK KOCTHOTO MO3ra MOKa3aHo, 9To
AMOATHH allb(ha N30UPATENHHO CTUMYIHPYET SPUTPOIIOI3, HE OKA3hIBAs BIUSHUS Ha JIEHKOIIOA3.
300possie 006posobYbI

[Tocne BBemeHWs eNMHUYHON 03Bl dModTHHA anbda (oT 20000 mo 160000 ME moakoxHO)
HaOMOaICsl 0303aBUCUMBIN OTBET, OLIEHEHHBIM MO CleayromuM (apMakoIMHAMUYECKUM
MapKepaM: COJEp)KaHHE PETUKYJIOLUTOB, DSPUTPOUUTOB U  remoryioonHa. Ilpoduns
«KOHIEHTpAIMs — BpeMsD» C MUKOM M BO3BpaTOM K 0a30B0oil IMHUM HaOMIOnaNCs Ui U3MEHEHUS
qHCiIa PETUKYIONUTOB. MeHee ueTkuil nmpoduib Habmogancs A1 S3pUTPOLUTOB U FeMOTI00MHA.
Bce ¢apmakonnHaMuyeckue Mapkepbl BO3pacTai B JIMHEWHON 3aBUCMMOCTH ¢ MaKCUMaJIbHBIM
3HauE€HUEM OTBETa MpU HanboJsee BHICOKUX J103aX.

[Tpu cpaBHeHuu BBeneHus oxHoM 10361 40000 ME 1 Tpex 103 150 ME/Kr B Hezento, HECMOTpS Ha
pasznnuue npoduien «KOHLEHTPALMs — BpeMs», (papMakoJMHAMUYECKUN OTBET OB OTUHAKOBBIM
Uist 000MX PEXUMOB J03MpOBaHUS. JIOMOJHUTENBHO MPOBOIWIA CpPAaBHEHUE PEXKHUMOB IMpU
BBeJleHUH | pa3 B Henento U 1 pa3 B 2 Hepenu. B urore, no pesynpraTtam GapMakoJuHAMHUUYECKUX
uccnenoBanuii, pexxum 40000 ME 1 pa3 B Henento noka3zan cedst 6oee 3¢ (HeKTUBHBIM, YEM MIPH

OIHOKpPATHOM BBCACHHUU B 2 HEACIIN, HCCMOTPA Ha HO,Z[O6I/IC MoKa3aTesaeu s PECTHUKYIIOLIUTOB.
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(NOCNEOQCBATENEHOCTE 0004)

Kinuanueckas 2¢dekTUBHOCTE U 0€301aCHOCTh

Tayuenmwvr ¢ XIIH

OnoaTHH anb(a crnocodbeH CTUMYIUPOBATH IPUTPOTIOI3 y MAMEHTOB ¢ anemuel u XI1TH, Bkimtouas
HaxoAAUMXcsl Ha remojuanuie. IlepBblii oueBMIHBIH OTBET Ha BBEJIEHHE 3MO3THHA anbda c
HOBBIIIEHUEM YHCIIa PETUKYJIOLUTOB Habmoancs yepe3 10 qHei ¢ mocieayromuM NOBbIIEHUEM
nokasareseil TeMaTOKpUTa, SPUTPOLIMTOB U FeMOTJI00MHA, OOBIYHO B MEPUOJ OT 2 10 6 Helelnb.
OTBer U1 reMOTJI00MHA Pa3InyaeTcs A OTACIbHBIX MAIMEHTOB M MOXKET 3aBUCETh OT 3aI1acoB
JKeJe3a U COIYTCTBYIOIIUX MTPOOJIEM CO 310POBBEM.

Ilemu ¢ XIIH

B knuHHMYeCKMX HCCIenoBaHMUAX ¢ ydactueMm manueHToB oT 0,5 mo 18 ner smostun anmbda
BBOMIICA B pexknme 75 ME/kr/Henens BHyTpUBEHHO B 2 W 3 103BI IIOCIIE TUANIN3a, TUTPOBAHHE
n03bl TpousBoawiioch Ha 75 ME/kr/Henens ¢ uHTepBasioM B 4 Henenu (A0 MaKCHUMAaJbHBIX
300 ME/kr/nenens), I DOCTHXKEHHUS POCTa KOHIEHTpanuu remorioduHa 10 r/n/mecsm. 81 %
MAIMEHTOB JIOCTUT JKEJIAEMOT0 3HAYeHUsI KOHIICHTpauuu reMorioouna: ot 96 no 112 r/n. Ipu
cpenHeM BpemeHH JsiedeHus 11 Hemenb u cpemnedr mo3e 150 ME/kr/Henens w3 ManyeHTOB,
JOCTUTLIMX LEJIEBBIX Pe3ysbTaToB Tepanuu, 90 % HaxoqUIUCh HA peXHUME BBEACHUS 3 pasa B
HEJIeNIo.

Tayuenmur ¢ anemueti, 6b136aHHOU NPOGEOEHUEM XUMUOMEPANUU

OnostuH anb(da mpu BBEAEHHH 3 paza B HEAETIO Wi | pa3 B HEHENIO MOKaszajd CoCcOOHOCTh
HOBBIIIATh I'EMOIJIOOMH M YMEHbIIATh OTPEOHOCTh B MEPEIMBAHUM KPOBHU Uepe3 MeEcCsI] 1ocie
Hayaja XHMMUOTEpAllMd Yy OHKOJIOTHYECKHUX manueHtoB c¢ aHemueil. IIpopunmun AUC
(dapMakoIMHAMUYECKUX  MapaMeTpoB  (CoAepXaHHE  APUTPOLIUTOB,  PETUKYJIOLMUTOB,
reMorsoOnHa) OBUTM OJMHAKOBBI JUIsI 3J0POBBIX JOOPOBOJBIEB W I TAIMEHTOB TOCIE
XUMUOTEpAIuu.

B3pocavie yuacmuuku npocpammul coOOpa aymonocutHol Kposu nepeo 0OUUPHbIM XUPYPSULEeCKUM
eMeuamenbcmeom

OnodTuH anb(ha JOKA3aHHO CTUMYJIUPYET BHIPAOOTKY SPUTPOLIMTOB C LETBI0 YBEIUYUTH 00BEM
cOopa ayTOJIOTUYHOM KPOBH U OCTAHABJIMBAET CHUKEHHE COJIEPKAHUS FeMOTJI00MHA Yy B3POCIIBIX
NalMEeHTOB, HAIIPABJIECHHBIX Ha OOMIMPHBIE XUPYPTUUECKHUE ONEpaAIlH, KOTOpble HE COOMPAIOTCS
co3/aBaTh 3amnac cOOCTBEHHOM KpOBHU.

B3pocnvie nayuenmol neped opmoneouieckumu onepayuimu

Jl1s maruenToB nepe; OOMHUPHBIM XUPYPIrHUECKUM BMEIIATEeIbCTBOM CO 3HAaYEHUEM IOKa3aTels
remorioouna o yedenuss or > 100 no <130 r/nm 5mo3THH anbha CHIKAET PUCK TOTYYCHHS
TpaHCy3UH 4yKOH KPOBU U YCKOPSAET BOCCTAHOBIIEHUE YUCIIa SPUTPOLUTOB (TIOBBIIIAET YPOBEHD
reMoryIoonHa, 3HaYeHNe reMaTOKpUTa U YUCIIO PETUKYIIOLUTOB).
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5.2. ®apmakokuHeTHYECKHE CBOWCTBA

BuyTpuBeHHOE BBEJIEHHE

[Ipy wu3MepeHHHM KOHLIEHTPALUKU OSIO3THHA anb(a IOocIe BHYTPUBEHHOTO MHOTOKPATHOTO
BBeieHus 1o 50-100 ME/kr nepuon monyssiBeaenus (t1/2) coctaBuil NpuOIU3UTEIBLHO 4 Yaca y
3I0POBBIX  JTOOpPOBONBIIEB UM ObuUT OoJiee JUIMTENBHBIM Y TMAIMEHTOB C MOYCYHOU
HEIOCTATOYHOCTBIO, COCTABIISSL OKOJIO 5 vacoB mist 103 mo 50, 100 u 150 ME/kr. ¥V nereit tip
cocTaBui NpuMepHo 6 yacos. [lpu B3aTHUM KpoBHU [ aHANM3a (PapMaKOKMHETHKU B TEUEHHUE 110
KpaliHei Mepe 4 AHEH y OHKOJIOTMYECKHX MallMeHTOB, MOJY4YaBIIMX 3MO3THH albda 1mo 667 u
1500 ME/kr BHyTpUBeHHO, t1/2 coctaisut ot 20,1 1o 33,0 gacos.

IloakoKHOE BBEACHHUE

KoHnuenTpanus B mia3mMe KpoBH NOCIIE MOAKOKHBIX HHBEKINN HUXKE, YEM I10CJIE BHYTPUBEHHBIX
uHbeKUMi. KoHueHTpanus B Iia3Me KpOBH BO3PACTAaET MEUIEHHO M JOCTUIAET IHMKa 4epes3
12-18 yacoB mocie MOAKOXKHOTO BBEACHUS. [IMKOBbIE KOHIIGHTpPALMU B IUIa3Me€ KPOBU TPH
MOJIKOKHOM BBEJICHUM HMKE€ MHUKOBBIX KOHILIEHTpalMil B IUIa3Me€ KPOBU IPU BHYTPUBEHHOM
BBeIeHHH (1puMepHO B 20 pa3s).

Haxonnenus He HaOm01a10Ch: KOHLIEHTpAIMs B IJ1a3Me KpPOBM OCTaBajach OJMHAKOBOW depe3
24 yaca mocie MepBOM MHBEKUMH M 4depe3 24 yaca mocie mocienHedl mabekiuu. [Ipodumm
«KOHLIEHTpAlLMs — BpEMs» JSPUTPONOITHHA Ha Heaensx | u 4 ObulM OJUHAKOBBIMU IpU
MHOrokpaTtHoM BBesieHnH 1o 600 ME/kr 1 pa3 B HeZielnto y 310pOBbIX JOOPOBOJIBLIEB.

JlaHHble (apMaKOKMHETUKU HE YKa3bIBAaIOT HA SIBHBIE PAa3inuus t12 cpein B3pOCIBIX MAlEHTOB
cTapuie Uiy miiaamie 65 ner.

B wuccnenoBannu 7 HEIOHOIICHHBIX HOBOPOXICHHBIX C OYEHb HU3KOM Macco Tela Ipu
poxzieHuH 1 10 B3pOCIbIX 340POBBIX T00POBOJIBLEB, MOJIYYABIIMX SPUTPONIOITUH BHYTPHUBEHHO,
ObUIM TOJY4YEHbl JaHHbIE O TOM, 4YTO 00BeM pacmpezneneHuss Obi1 B 1,5-2 pa3a Bblme y
HEIOHOIIIEHHBIX HOBOPOKJIEHHBIX, YEM Y 3JJ0POBBIX B3POCIIBbIX, a KIMPEHC ObLT IPUMEPHO B 3 pasza
BbIIIIE€ Y HEJJOHOIIEHHBIX HOBOPOKJIEHHBIX, YEM Y 3/IOPOBBIX B3POCIBIX.

T12 mocie MOAKOXKHOTO BBEJIEHHs cocTaBisgeT okono 24 yacoB. CpenHue 3HadeHus ti y
3I0pOBBIX J00poBoibleB cocTaBmsin 19,4+ 8,1 u 15,0+ 6,1 yaca mociae MHOTOKPaTHOTO
BBeaeHus o 150 ME/kr 3 paza B neaemnto u 40000 ME/min 1 pa3 B HeZier0 COOTBETCTBEHHO.

B uccnenoBanuu, rae cpaBHMBAJIOCH BBEJIEHUE 3IMO3THHA alib(da, coAepiKallero 4eaoBeYeCKui
ceiBopoTouHblii anbOymuH (UCA), mo 40000 ME 1 pa3 B Henemo noakoxHo u 150 ME/kr 3 paza
B HEJIENIO MOJAKOXHO Y 3/I0POBBIX JOOPOBOJIBIIEB, HA OCHOBE JIaHHBIX, CKOPPEKTHUPOBAHHBIX I10
UCXOJHOW KOHIIEHTpAIl[MK SHIOTEHHOI'O JPUTPOIIOITHHA, Ha Hezaene 4 ObUIM pacCUUTaHb
CJIeIyIoIlre TapaMeTphl:
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Tadoauna 1. Uudopmanus o JaHHBIX (l)apMaKOKI/IHeTIEIQII;I;';HG@I&IEME&IE?IE& 04

MaxkcumanbHas MunumanbHas
KOHLIEHTpalus B IJia3Me | KOHUEHTPauus B mjia3me U2 (v)
KpoBH (Crnax) MME/Mu1) | kpoBu (Chin) (MME/Mu1)

150 ME/kr 3 pa3a B HEZeIIO

(n = 24) 191 (100,1) 39 (17,9) 31,8
?r?CiOSZI;/IE ©KCHEIeTBHO 785 (427.3) 13(85) 293

Ha ocHOBaHWM CpaBHEGHHUS IUIOINAACH TMOJ KpUBOM «koHIeHTpaus — Bpems» (AUC)
OTHOCHUTENIbHASI OMOJOCTYIHOCTh 3MO03THHA anbda npu npumenenuun no 40000 ME 1 pa3 B
Henento 1o cpaBHeHuto ¢ 150 ME/kr 3 pasa B Henemto coctasisiia 176 %.

B wuccnenoBanuu, rae cpaBHuUBanoch BBeaeHHe He conepxkamero UCA snostuHa anbda mno
40000 ME 1 pa3 B megemo noakoxuo u 150 ME/kr 3 pa3a B HeIemo MOAKOXKHO Y 3I0POBBIX
JIOOpOBOJIBIIEB, HAa OCHOBE MJAaHHBIX, CKOPPEKTHPOBAHHBIX II0 HCXOJHOW KOHIEHTpAIHH
9H/IOT€HHOT0 HPUTPOINOAITHHA, HA Heelle 4 ObUINM pacCUUTAHbI CIeYIOIUe TapaMeTphl:

Ta6auna 2. Uudopmanus o 1aHHBIX (aAPMAKOKMHETHKH Y 310POBbIX 100pOBOJIbIIEB

Crmax (MME/mur) Cmin (MME/m) ti2 (1)
150 ME/kr 3 pasa B nexemo (0 = 17) 143 (54,2) 18 (9,3) 19,4
40000 ME exerenensio (n = 17) 861 (445,1) 3.8 (4,27) 15,0

Ha ocHoBanum cpaBHenus AUC oTHocuTenbHas OHOJOCTYIHOCTh 3IMO03THHA aibda Mpu
npumeHennn no 40000 ME 1 pa3 B Henemo no cpaBHeHuto ¢ 150 ME/kr 3 pasa B Henento
cocrasisna 239 %.

buopoctynHocTs 3mosTHHA anbda npu npuMeHennu B 103e 120 ME/Kr no1koHO HAMHOTO HUXKE,
4yeM Ipu BHYTPUBEHHOM BBeZieHUU: ipumepHo 20 %.

[TapameTpsl (apMakKOKMHETHKM OBUIM pPACCUMTAHBl Yy 3J0POBBIX JOOpPOBOJBLIEB U Y
OHKOJIOTHYECKMX TMAI[IEHTOB C AaHEMHUEH, IONyJalonMX [UKIMYECKYI0 XHMHOTEPANuio |
conepxanuit YCA snostun ansda mudo mo 150 ME/kr 3 pa3za B Henento, mi6o mo 40000 ME/min
1 pa3 B Henemo. Ilapamerpsl (apMakOKMHETHKH y OHKOJOIMUECKUX HAallMEHTOB C aHEMHUEH
OTJIMYAINCH OT TAKOBBIX Y 370POBBIX I00POBOJIBLIEB BO BpeMst HeAeaH 1 (KOoria OHKOJIOTHYEeCKHe
MAIMEeHTHI C AHEMHUEH MOJTydald XMMHUOTEPAITHIO), HO OBIIIM OJMHAKOBBIMH BO BpeMs HEIEH 3

(KoT/1a OHKOJIOTHYECKHE TAIMEHTHI C aHEMHEH HE MOTydaal XUMHOTEPAITHIO).
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Ta6auua 3. Undopmanust 0 JaHHBIX (ap KOKHH%I;I{/;II:C-I:/I_I%%ﬂ%oﬁﬂbﬁgé;)gﬁbmﬁ .

OHKOJIOTMYECKHX NAIMEHTOB ¢ aHeMHueil

Bpemsa

(n=6)

- IIna3MeHHbBIH
Crmax Cminb MI{;KCI/IM“U‘IBHOﬁ T2 KJIMPEHC
(MME/mu) | (MME/mi) (v) (CL/F)
KOHIIEHTPALUH (/)
(tmax) (9)
300posbie 006p06OILYLL
150 ME/kr 3 pasa B HeAClO| 1eq 536y 1986 (10,4)| 9,00 (329) |20 U1 312 (118)
(n=6) [n=4]
40000 ME excenienerero | a6 oaey 19,05 (5,74)|  21,0(7.10) | 28,8 (8.10)| 12,6 (3,05)

Ounkonozuueckue nayuenniol

C anemuetl: Heoens ], Ko20a nayuermal noaydaiu xumuomepanuro

150 ME/kr 3 pa3a B Hememto 43,7 (3,94)

414 (312) (90,4 (41,4 13,3 (12,4 20,2 (15,9
= 12y @) |o04@y| 133024 |75 202059
40000 ME exxenenensHO 35,3 (16,8)
(n=18)° 1077 (510) | 116 (230) 38,5 (17,8) [n = 11] 9,16 (4,69)

Ounkonozuueckue nayuernmsol ¢ anemuetl: Heoens 3, Ko20a nayuermaul He nojaydaiu xumuomepanuro

41,9 (14,8)

150 ME/xr 3 pa3a B Heemno

(= 4y 178 (575) | - 12667 |10, 23608
?r?go%MEe”‘eHeﬂem’HO 897 (322) | - 223 (454 |38,8(11,0)| 13,9(755)

? «n» Kak YKa3aHoO, €CJIM JaJICC HE CKa3aHO MHOE,
b Chin ObLIIa paccunTaHa Ha OCHOBE CPCAHUX CIKCHCACIIbHBIX KOHLIGHTpaLII/II\/JI B INIa3M€ KPOBH 10 BBCICHUA
J103bI B XOJI€ UCCIICJOBAHUA.

®apmakoknHeTuka He cojaepxkamero YCA smnosTuHa anbda H3ydanach y OHKOJIOTHUECKHUX
MAlMEHTOB C aHeMHeH, MONy4YaloUIuX M[UKJIWYECKYI0 XHMHOTEpAIuio, IMOCle BBEICHUS M0
150 ME/xr 3 pa3za B Henemo u mo 40000 ME/min 1 pa3 B Henemo. B 11e5mom, y OHKOJIOTHYECKUX
MalMeHTOB C aHeMued Habmomanach BBICOKAs CTENEHb BapUATUBHOCTH IapaMeTpPOB
dapmakokuHeTuku. [lepBoe Habm01eHNE 32 (PapMaKOKHHETUYECKUM MPOQUIEM MOITHHA allb(a
B Xo7e HeAenu | (Koraa mareHThl MOoTyqald XUMUOTEPAIHio) Mmokasano 6oee BhICOKYI0 Cmax,
Oonee uMTENbHBIA 112 M OoJee HUBKUI KIMPEHC, YeM TpU BTOPOM HAOIIOJIEHUU 3a
dbapmakoKHETHYECKUM TipodriieM Ha Hemensax 3 wim 4 (Korjaa OHKOJIOTHYECKHE TAIMeHTHI ¢

aHEeMHUEH He MOTy4YaIi XUMHUOTEPAITHIO).
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Tadoauua 4. Undopmauuss o n1aHHbIX ¢ap KOKMHEEI%_I%’]ﬁgﬁioﬁg&bﬁ%;)gﬁ'dgﬁg%h U

OHKOJIOTMYECKHX NAIMEHTOB ¢ aHeMHueil

Cmax Cminb tl/2 CL/F
Tmax (‘l)

(MME/ma) | (MME/mo1) (u) (Mu1/4/kr)
\Hedens 1, koeoa nayuenmol ROIYUAIU XUMUOMEPANUIO
130 ME/kr 3 pasa s nenemo | /o 400 7y | 207 (301.4) | 14,98 (8.8) | 2o U192 | 121 112
(n =16) [n=7]
40000 ME exceneenstio 1289 (431,0) | 148 (144,2) | 4874 (283) | 22458 | 56(19)
(n=19)* [n=9]
\Hedens 3 unu 4, koeda nayueHmul He ROYHUATU XUMUOMEPANUIO
15(1ME/1<r 3 pasa B HeIEIO0 357 (246.2) B 20,67 (20,1) 30,0 El0,0) 17.2 (7.8)
(n=9) [n=6]
?r?gofl';/'E OHCHEACIBHO 941 (372,7) - 2454 (10,8)| 46,7 (223) | 12,7 (7.5)
2 «Ny Kak YKa3aHo, €CJIM JaJIe€ HE CKa3aHO HHOE,
p pacueT Cmin Ha OCHOBE CPEIHUX €XKCHEICIbHBIX KOHIICHTPAIIMA B CBIBOPOTKE JI0 BBEJACHHS JI03bI B XOJIC
NCCIICOIOBAHUA.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. IlepeueHb BCcIOMoOraTe/ibHbIX BelIECTB

Harpus xnopun

Harpus uurtpara nuruapat

AnbOyMuHa pacTBop (B mepecueTe Ha CyXoil anbOyMHH)
JIMMOHHOW KHCIIOTBI MOHOTHIPAT

Tpomeramon

[TommucopOGat 20

Bona nig nabekmn

6.2. HecoBMecTUMOCTH
B cBsi3u ¢ oTCyTCTBHEM HCCIEIOBAaHUI COBMECTUMOCTH, JAHHBIN JIEKApPCTBEHHBIN Mpenapar He

CJICAYCT CMCIINBATDL C APYTUMHU JICKAPCTBCHHBIMU ITPEIIapaTaMu.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

[Tpu Temneparype ot 2 1o 8 °C.
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6.5. XapakTep u cofep:kaHue NePBUYHOH YIIAKOBKH

AMIyJIbI

1,0 M1 B aMITyJibl O€CLIBETHOT'O CTEKJIa THI | ¢ IIBETHBIM KOJIBLIOM pa3jioMa WK C IBETHOM TOYKOM
U Haceukoil. Ha ammynbl JOMOTHUTEIFHO HAHOCAT OJIHO, JBA WJIM TPU LIBETHBIX KOJIbIA WK 0€3
JIOTIOJTHUTEIIbHBIX LIBETHBIX KOJIELL.

Ha xaxnayro aMiysly HaKJIEHBaIOT CAMOKJIESIIIIYIOCS ATUKETKY.

5 amnyJl MOMEIIAT B KOHTYPHYIO SYEMKOBYIO YIAKOBKY W3 IJICHKH MOJMBUHWIXJIOPUIHON U
TUICHKH MOJIMMEPHON WK 0e3 MJICHKH.

1 unm 2 KOHTYpHbIE TUEUKOBBIE YITAKOBKH BMECTE C MHCTPYKLUEH 10 IPUMEHEHHUIO TIOMELIA0T B
[a4yKy U3 KapTOHA.

[Tauky ¢ ABYX CTOpPOH 3aKJIEMBAIOT HAKJIEHMKAMU W3 CAMOKIIESIIErocss MaTepraia s KOHTPOJIA
BCKPBITHS WU 0€3 HaKJIeeK.

Inpuirst

Hozuposxu: 1000 ME, 4000 ME

0,3 v (1000 ME) nnu 0,4 mn (4000 ME) B mmpuiisl crepuiibHbIe CTEKIISIHHBIE TPayHpPOBAHHbBIE
u3 OecBeTHOro crekjia TUH | ¢ UrIoi, 3allUTHBIM KOJMA4yKOM, C JOMOJHUTEIbHBIM
ABTOMATUYECKUM UJIM HEABTOMATUYECKUM YCTPOMCTBOM JUJIsl 3ALLUTHI UIJIbI [TOCIIE NCIIOJIb30BAHNUS
LINpULA WK O€3 HETo.

Ha xaxnplii mmpuil HakJIeWBAIOT CaMOKJIESIIYIOCS ABOWHYIO 3THUKETKY ¢ mnepdopupoBaHHON
JMHUEN OTPbIBA U3 IUIEHKH MOJUIPOITUIEHOBOM.

1, 2 wmm 3 wmmpuua TMOMEMAloT B KOHTYPHYIO SYEMKOBYIO YIAKOBKY M3 IUJICHKH
NOJMBUHWIXJIOPUAHON WIM  TMOJNMATWICHTEpePTallaTHOM M IUIEHKW TOJIMMEpPHOW WU
MIOJIMIIPOITMJIEHOBOM, UJIH TTOJIMATUIIEHOBOM.

| unn 2 KOHTYpHBIE STYEMKOBbIE YITAKOBKH BMECTE C MHCTPYKLIMEH MO MPUMEHEHUIO OMEIIAI0T B
MayKy U3 KapTOHA.

[Tauky ¢ ABYX CTOpOH 3aKJIEMBAIOT HaKJIEHKaMU M3 CaMOKJIESILErocss MaTepuaia JUisi KOHTPOJIs
NIEPBOT0 BCKPBITUS I 0€3 HaKJIeeK.

Lozuposxu: 2000 ME, 10000 ME

0,5 M1 (2000 ME) unu 1,0 mu1 (10000 ME) B mmpuiibl cTepuiibHbIE CTEKISIHHBIE TPaIyHpOBaHHbIE
u3 OeciBeTHOro crekja TUN | ¢ UIOH, 3allUTHBIM KOJMAuKOM, C JOIMOJIHUTEIbHBIM
ABTOMATUYECKUM WJIM HEABTOMATUYECKHUM YCTPOMCTBOM JUIsl 3AILIATHI UTJIBI [TOCJIE UCIIOJIb30BaHUS
HINPHIA WK 6€3 Hero.

Ha xaxapiii mmpui; HaKJIEUBAIOT CAMOKJICSIIYIOCS JIBOWHYIO STHKETKY C mep(opupoBaHHOM
JMHUEH OTpbIBA U3 TUIEHKH MOJIUIIPONIUIICHOBOM.
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I, 2 wm 3 mmpuia MNDOMEIAIT B KO TypHm'nM@%'“%%g Tpf'z':l l'II'H'CIHKI/I

NOJMBUHUIXJIOPUIHON WJIM  TOJIMITHIEHTepepTaJaTHOM M IUIGHKM TOJUMEpPHOM  HWIIU
ITOJIMITPOIIMIIEHOBOM, UJIU TOJIUITUIIEHOBOM.

| nnm 2 KOHTypHBIE TYEUKOBBIE YITAKOBKH BMECTE C MHCTPYKLUEH 1O IPUMEHEHHIO TIOMELIA0T B
[Ia4Ky U3 KapTOHA.

5 KOHTYpHBIX SIMEHKOBBIX YIAKOBOK IO 2 mmpuia 0e3 yCcTpoicTBa JUIsl 3allUThl UIJIBI BMECTE C
MHCTPYKLMEHN 110 IPUMEHEHHIO IOMEIIAIOT B IIaYKy U3 KapTOHA.

[Tauky ¢ ABYX CTOPOH 3aKJIEMBAIOT HAKJIEHKaMU U3 CaMOKJIEAIIErOCs MaTepuaia JUisl KOHTPOJIA
IEPBOT0 BCKPBITUS WK 0€3 HaKJIEeeK.

Jozuposku: 2500 ME, 6000 ME, 8000 ME

0,25 M1 (2500 ME), 0,6 mu1 (6000 ME) nnu 0,8 mi1 (8000 ME) B mmpuiisl cTepuiibHbIE CTEKJISTHHBIC
rpagyupoBaHHble M3 OECUBETHOro cTekia TUN | ¢ WIJIOH, 3alUTHBIM KOJIAyKoM, C
JOTIOJIHUTEIbHBIM aBTOMATHYECKUM WJIM HEAaBTOMATUYECKUM YCTPOWCTBOM JJIS 3alUTHl UIJIBI
1I0CJI€ MCIOIb30BaHUS IITPULIA WK 0€3 Hero.

Ha xaxaplii mmpui; HAKJICHBAIOT CAMOKJIEAIIYIOCS JBOMHYIO 3THUKETKY € TephOpHUpOBaHHOM
JMHUEH OTPbIBA U3 IUIEHKH MTOJIMIIPONIUIICHOBOM.

3 mpuIa NOMEAT B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY U3 INIEHKU OJIMBUHWIXJIOPHIHOW WK
HNOJMATWICHTepepTATATHOH W IJICHKH TOJMMEPHOH WM  TOJMIIPONWICHOBOH,  WIM
MOJINITHUIICHOBOM.

| nnu 2 KOHTYpHbIE TYEUKOBBIE YITAKOBKH BMECTE C MHCTPYKLUEH 10 IPUMEHEHHUIO IIOMELIAIOT B
Na4yKy U3 KapTOHA.

ITauky ¢ IBYX CTOpPOH 3aKJIEMBAIOT HAKJIEWKAMU M3 CAMOKIIESIIETOCsS Marepuana Uil KOHTPOJIA

NIEPBOrO BCKPBITHSI MU O€3 HaKJIeEeK.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TMPH  YHUYTOXKEHHHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MpenapaTa UM 0TX0/I0B, MOJYYEeHHBIX NOcje NPUMeHeHUs npenapara, u
ApYyrue MaHUMYJISIMY € MIPenapaTomM

[Tepen mpuMeHeHHEM clielyeT BHUMATEIbHO OCMOTPETh PacTBOpP Ha MpPEIMET BUAMMBIX YacCTHUIL
WA U3MEHEHHUS 1[BETA.

Yrunuzanus

Beck ocraBmmiicst 1eKapCTBEHHBIN MpenapaT U OTXOJIbI CIIeIyeT YHHUTOXHUTh B COOTBETCTBUU C

YCTAaHOBJICHHBIMH HAIUOHAJIbHBIM 3aKOHOAATCILCTBOM TpCGOBaHI/I}IMI/I.
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7. IEPKATEJIb PETMCTPALIMOHHOIO[YI0CTOBEPEHMS | =/ 1EHOCTE 0004)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Poccuiickas ®eoepayus

3A0 «Dapm®Pupma «CoTekc»

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

DnekTponHas noyra: info@sotex.ru

7.1. llpencraBuTeib AepKaTessi PEriCTPAMOHHOIO YA0CTOBEPEHUs

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aApPECY.

Poccuiickas ®eoepayus

3A0 «Dapm®Pupma «CoTekc»

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

OnexTponHas noyra: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHNS PETHUCTPAILIVH,

INEPEPETUCTPALINN)

JlaTa nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO01as xapakTepUCTHKA JIEKAPCTBEHHOTO Npenapara Jpaib(oH JOCTYNHA Ha HH(HOPMALMOHHOM

noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CETH

«Mutepuer» http://eec.eaeunion.org/
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