COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.01.2025 N= 2078

UHCTRYKUVANOCNEOOBATENRHOCTE 0002)

1O MEJUITMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITPEITAPATA

Apaabdpon®

PerncrpanuoHHblii HOMep:

Toprosoe HauMeHoBanue: Dpanbhon®

Me:kayHapoaHOe HeNATEHTOBAHHOE MJIM I'PYNIIMPOBOYHOE HAMMEHOBaHUe: DIOATHH aibda

JlekapcTBeHHas popMa: pacTBOP VISl BHYTPUBEHHOTO U MOJIKOKHOT'O BBEICHHUS

Cocras

OJIMH WITTPHIL COJICPIKHUT:

Heticmsyrowee sewjecmeo:

OnodTHH anbda (SPUTPOIIOITHH) 30000 ME 36000 ME
Bcnomozcamenvhuvie sewjecmea . HaTpus XJIOPUI, HATPUS LIUTpaTa JUTHIPAT, AITLOYMUHA PACTBOP
(B mepecueTe Ha CyXOl anbOyMHH), JIMMOHHOH KHCIIOTBI MOHOTHIPAT, TPOMETaMOJI,

nosmcopoOar 20, Bojia Juisl HHbEKITUH.

Onucanue: npo3pavnasi 6eclBeTHAS KUIKOCTb.

(I)apMaKOTepaneBanecxaﬂ rpymnma: AHTUAHCMHUYCCKUC mpenaparsl; Apyrue

AHTUAHCMHWYCCKUC MMPCTIapaThbl.

Kon ATX: BO3XAOI.

DapMaKoJIOrH4YecKue CBOMCTBA

[penapat Dpanbpon”™ spisercs 6MoananoroM (61onoa00HEIM JEKAPCTBEHHBIM MPENAPaTOM).
OnostuH  anb(a TpeAcTaBiIseT COOOH  OYMIIEHHBIM TJUKONPOTEHH, CTUMYIHPYIOIIUH
SPUTPONO33; BIMSAET Ha JeleHHe U AuddepeHnnanuo KIeTOK-IpeAmecTBeHHUKOB. OH
NPOAYIHPYETCSl KIETKaMH MIIEKONMHUTAIONINX CO BCTPOSHHBIM T'€HOM, KOJMPYIONIMM CHHTE3
SPUTPONOITHHA YeJoBeKa. 110 OMONIOTHYECKHM CBOWMCTBAM SIIO3THH alib(a HE OTIMYACTCS OT

YCJIOBCYCCKOI'0 OPpUTPOIIO3THHA.
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Benkosas Qpakuust coctaBisieT O0Kojo 58 Yo OT  NOUIEKYJBIPHOM,, MACEH (M TCOCTOHT 13

165 amuHOKHCHOT. YeThipe yIIEBOAOPOAHBIX IEMH MPHUCOCIWHEHBI K OCNKy Tpems
N-rIMKO3UIHBIMU  CBSI3AMH U OAHOM  O-TIMKO3MAHOW CBsI3bIO. MOJNEKYJISIpHBIA  BecC
APUTPONOATHHA cocTaBisieT npubamsuTensao 32000—40000 nanbToH.

Dapmakoounamuxa

[Tocne BBeAeHUs mpemnapaTa KOJIUYECTBO SPUTPOILUTOB, PETUKYJIOLUUTOB, YPOBEHb T€MOITIO0NHA
1 CKOPOCTH HOrJIoNIeHus “°Fe yBemuuuBaroTca. Ha KylbType KIeTOK KOCTHOTO MO3ra HOKa3aHo,
YTO BMOATHH ajb(a H30MpPATENBbHO CTUMYJIHPYET SPUTPOIOI3, HE OKa3blBas BIMSHUSA Ha
JEUKOI033.

300posvie 006posonbYbL

[Tocne BBeneHHMs eAMHUYHOM 03Bl 3modTHHA anbha (ot 20000 mo 160000 ME monkoxHO)
HAOJIOIAJICsl J0303aBUCUMBIN OTBET, OLIEHEHHbIN 10 CleayrouM (apMaKoINHAMUYECKUM
MapKepaM: COJEpKaHHE PETUKYJIOLUTOB, JPUTPOUUTOB U  remoryoouna. I[Ipoduns
«KOHIICHTpAIIHs — BpeMs» C MIMKOM M BO3BPaTOM K 0a30BOM JIMHUM HAOIIOAAICS IS U3MEHEHUS
Yrciia peTHKYIOMUTOB. MeHee YeTKUi MpoQuih HAOMIONANICS ISl SPUTPOIIMTOB M TeMOTTIO0NHA.
Bce ¢apmakonnHaMuyeckue Mapkepbl BO3pacTaid B JIMHEWHON 3aBUCUMOCTH C MaKCUMaJIbHBIM
3HaYeHHEM OTBeTa MpHu Harbosiee BEICOKUX J103aX.

IIpu cpaBHenuu BBeneHus oaHou 0361 40000 ME u tpex no3 150 ME/kr B Henento, HECMOTPS
HA paznuuue npoduiel «KOHUEHTpaluus — BpeMs», (apMakoJIWHAMUYECKHII OTBET ObLI
OJIMHAKOBBIM Ul O0OMX PpEXHMOB J03UpOBaHMs. JlONMOJHUTEIBHO IPOBOAWIN CpPaBHEHUE
pexuMoB mpu BBeneHuu 1 pa3 B Hexemo u 1 pa3 B 2 Henmenu. B umrore, mo pesynabTaTam
bapmakomHamMuueckux uccinenosanuil, pexum 40000 ME 1 pa3 B Henenro nokasan ceds Oonee
3(QPEKTUBHBIM, Y€M NpU OJHOKPATHOM BBEICHMHM B 2 HEAEIH, HECMOTps Ha mojpodue
MoKa3aTeJiel 1 pETUKYJIOHUTOB.

llayuenmul ¢ anemuetl, 8b136aHHOL NPOBEOCHUEM XUMUOMEPANUU

Ono3TuH anb(a npu BBEASCHUM 3 paza B HeAe0 WiM | pa3 B HEHENIO MoKaszal CIOoCOOHOCTh
HOBBIIIATH TEMOITIOONH M YMEHbILIATh MOTPEOHOCTh B MEPEIMBAHUM KPOBHU Uepe3 MeEcCsI] 1ociie
Hayaja XHUMUOTEpalluud Yy OHKOJIOTWYECKMX mauueHToB ¢ aHemued. Ilpopumun AUC
(dapMakoIMHAMUYECKMX  MapaMeTpoB  (coaepaHHE  APUTPOLIUTOB,  PETUKYJIOLHUTOB,
reMorjao0nHa) ObLIM OJUHAKOBBI IS 3/0POBBIX JOOpPOBOJIBLIEB M JJIsl MAIMEHTOB IIOCHE
XUMHOTEPAIHH.

B3pocnvie  yuacmuuku  npocpammul  cbopa  aymonocuuHou Kposu nepeo  OOUUPHBIM
XUpypeudeckum emMeuamenbcmeom

Ono3TuH anb(a JOKa3aHHO CTUMYIHUPYET BBIPAOOTKY SPUTPOLUTOB C LIENbIO YBEIUYUTH 00bEM

c6opa aYTOHOFHQHOﬁ KPOBH U OCTAHABJIMBACT CHUIKCHUC COACPKAHUA reMOTIIO0ONHA Y B3pOCIJIBIX
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NAIMEHTOB, HATIPABIECHHBIX HA OOUIMPHBIE XUPYPTHYECKHE OTIE PAlAR, KOTOPHE HECOOMpAIQTCS

co3/1aBath 3amnac cOOCTBEHHOM KPOBH.

B3pocnvie nayuenmol neped opmoneouteckumMu onepayusmu

Jljis manuenToB nepe; OOMUPHBIM XUPYPIrHYECKUM BMEIIATEIHCTBOM CO 3HAYEHUEM TTOKA3aTels
remorsobuna o jedeHus ot > 100 o <130 r/m smodTHH anb(da CHUXKAET PUCK IMOTyUEHUS
TpaHcQy3uHu UYYKOH KPOBU M YCKOpSET BOCCTAHOBJICHHWE YHWCIIA JPUTPOLUTOB (MOBBIIIAET
YPOBEHb I'eéMOTJI00MHA, 3HaU€HHE TeMaTOKPUTA U YHCIIO PETHUKYJIOLUTOB).

B3pocnvie nayuenmuvr ¢ muenooucniacmudeckumu cunopomamu (MJC) ¢ Huzkum uau
npomedscymoyHviM-1 yposHem pucka

B paHmoMu3supoBaHHOM JBOMHOM CIENOM IUIAale00-KOHTPOJIUPYEMOM MHOTOLIEHTPOBOM
UCCIICIOBAaHUM OIICHMBANACh Y(PPEKTHBHOCTh W OE30MACHOCTh SMO3THHA anb(a y B3pOCIBIX
nanrenToB ¢ anemuen ¢ MJIC ¢ HU3KUM WM TPOMEKYTOUHBIM-1 ypOBHEM pHICKA.

[TaruenTsl ObLTH pacmpefeneHbl B COOTBETCTBUU C YPOBHEM 3PUTPOIOSTHHA B CHIBOPOTKE
(sEPO) u craTycoMm mpeAmecTBYIOIIETo IMepeluBaHus Npu ckpuHuHre. KiroueBblie 0azoBble
XapaKkTepUCTUKH s ypoBHS < 200 MEn/mMit moka3aHbl B TA0IHIIE HUXKE.

Taoauua 1. ba3zoBble xapakrepuctuku st namueHToB ¢ SEPO <200 mMEa/ma npu

CKPHUHHHIEe
PanngomusupoBanHoe

Oo6mee koa-Bo (N)° Omo3THH aabda Ilaanedo

85? 45
Ckpununar SEPO <200 MEn/mn 71 39
(N)
T'emocnobun (2/n)
N 71 39
Cpennee 92,1 (8,57) 92,1 (8,51)
Menuana 94,0 96,0
Wutepran (71, 109) (69, 105)
95 % U s cpeanero (90,1, 94,1) (89,3, 94,9)
Ipeowecmesyowee nepenusanue
N 71 39
Ha 31 (43,7 %) 17 (43,6 %)
KonngectBo 3puTporiuToB < 2 16 (51,6 %) 9 (52,9 %)
KonmgecTBo 3puTpOnMTOB > 2 U 14 (45,2 %) 8 (47,1 %)
<4
KonugectBo spurporuros > 4 1(3,2 %) 0
Her 40 (56,3 %) 22 (56,4 %)

2 y omHOTO ManMeHTa He ObuI0 qaHHbIX SEPO;
®¢ yposrem > 200 ME/Mi1 B rpyTine 3103THHA aibda 6610 13 NanueHToB u 6 MalueHToB B rpyIIIE MIane6o.
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OpUTPOHIHBII OTBET OB ONPE/ICIICH B COOTBECTBIM C|KPAIrepEAMICVER IyHAPOIHON| padgueii

rpynmbsl (MPT) ot 2006 ronma xak moBbIIIeHHE TeMorioOnHa > 1,5 r/am oT ucxogHoro ypoBHS
WIM COKpAIllEHUs 3PUTPOLIUTOB IOCIE MEPEIMBaHUS MO a0COIOTHOMY KOJIMYECTBY HE MEHEE
4yeM Ha 4 eMHUIIbI KaX/ble 8§ HelleNb M0 CPABHEHUIO C 8 HEeIENsIMHU J0 Havyalla UCCIICIOBaHUS U
JUIUTETILHOCTHIO OTBETA HE MEHEee 8 He/leb.

OPUTPOHIHBIN OTBET B TEUCHHE MEPBBIX 24 HEJENb UCCIEAOBAHUS MPOAEMOHCTpUpOBaIH 27/85
(31,8 %) nanueHTOB B TpYIINE 3MO3TUHA alb(a 1o cpaBHEHHUIO ¢ 2/45 (4,4 %) UCIBITYEMBIMU U3
rpymisl wiane6o (p < 0,001).

Bo BpeMsi ckpuHHMHra ypOBEHb 3PUTPONOITHHA B CHIBOPOTKE KPOBU BCEX PECIOHICHTOB
cocrasirsur meree 200 MEa/muit.

Ha pannom ypoBue 20/40 (50 %) mnanueHToB ©0€3 NPEOIIECTBYIOUIMX IEpETUBAHHUMA
IIPOIEMOHCTPUPOBAIH 3PUTPOUIHBIN OTBET B TEUEHUE NEPBbIX 24 HEAENb Mo cpaBHEeHHUIo ¢ 7/31
(22,6 %) mamueHTaMH C  [PEIIICCTBYIONIMMHU  TEpPEeIMBaHUSAMH  (IBa  MalMeHTa C
MPEIIIECTBYIOIUM IEepEIUBaHUEM JOCTUTIIM TEPBUYHOM KOHEYHON TOYKH, OOYCIIOBICHHOMN
CHI)KEHHEM KOJIMYECTBA 3PUTPOLMTOB JI0 a0COIIOTHOIO 3HAYEHUS] HE MeHee 4 €IMHULl KaXable
8 Henenpb 1Mo CPaBHEHUIO C KAXKI0H 8 Henenel 10 Havyaja NCCIIeOBaHUS).

Cpennee BpeMs OT HCXOJHOTO YpPOBHS JI0 MEPBOrO MEPETUBAHUS CTATUCTHUYECKH 3HAYMMO
MPEBBIIIANIO B IPYIIE 3MO3THHA allb(]a Mo cpaBHEHHIO ¢ rpynnoi miamnedo (49 npotus 37 nHew,
p = 0,046). ITocne 4 Henenb Jie4yeHHs BpeMs 10 MIEPBOTO MEepeIrBaHus B TPYIINE SM03THHA alb(a
eme yBenwmumiock (142 mporuB 50 gue#t, p =0,007). IlpomeHT mDanmMEeHTOB, KOTOPBIM
noTpeOOBaIOCh TIEpeTUBaHUE B Ipymme 3modTnHa anbda, causmics ¢ 51,8 % 3a 8 Hemenb 10
HCXOJHOTO YpoBHs 10 24,7 % Mexnay HeaensmMu 16 u 24, Mo CpaBHEHMIO C TPYIION Tuiane6o,
/i€ IPOLIEHT mepenuBanus yBenuuuics ¢ 48,9 % no 54,1 % 3a onuHaKoOBbIE IEPUOJIBI BpEMEHH.
DapmakoKkunemuxa

Buympueennoe egedenue

[Ipy wu3MepeHHH KOHIIEHTPALUU SIMO3THHA anb(a TOocIe BHYTPUBEHHOTO MHOTOKPATHOTO
BBeneHus o 50-100 ME/kr nepuoa nonyssiBenenus (t1/2) coctaBui NpUOIU3UTENBHO 4 Yaca y
37I0POBBIX JIOOpOBOJIBIIEB U OBLI OoJiee JUIMTENBHBIM y TAIMEHTOB C TOYEYHOM
HEAOCTATOYHOCTBIO, COCTaBIAs OKOJIO S wacoB i o3 mo 50, 100 u 150 ME/kr. YV nereit tip
COCTaBUI MpUMepHO 6 yacoB. [Ipu B3aTHM KpoBHU [ aHANMM3a (PAPMAKOKUHETHKU B TEYCHUE 10
KpaitHeil Mepe 4 mHell y OHKOJIOTMUYECKUX MAallMeHTOB, MOTYYaBIIMX 3MOATHH anbda mo 667 u
1500 ME/kr BHyTpHBEHHO, t1/2 coctaBisut ot 20,1 mo 33,0 yacos.

IlookooicHoe esedenue

Konrnentparus B mia3mMe KpoBH MOCIE MOJKOKHBIX HHBEKIIMA HIDKE, YeM TI0CTIe BHYTPUBEHHBIX

WHBEKITUH. KOHLICHTpaI_II/IH B IJIasM€ KpPOBU BO3PACTACT MCIJICHHO W NOCTHUIACT IMMKa 4YCpE3
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12-18 yacoB 1ocie MOAKOKHOrO BBeaeHHs. IMKOBBIG [ KOHUBHTPAWAN (B LIA3NE (KPOBID | 1P

MOJIKOKHOM BBEJICHUU HIKE MHUKOBBIX KOHIIEHTpAlMi B IUIa3ME€ KPOBH IMPH BHYTPUBEHHOM
BBeJIeHUU (1pumepHo B 20 pa3).

Hakoruiennsi He HaOJIIOAAI0Ch: KOHIIGHTPAIMS B TJIa3ME KPOBH OCTaBaJIach OJMHAKOBOW depes
24 yaca mocie TEepBOM WHBEKIMH M 4Yepe3 24 vaca mocie mnocieaHed uabekiuu. Ilpodumm
«KOHILIGHTpAIMs — BpeMs» SPUTPONOITHHA Ha Heaensx | u 4 ObulM OJMHAKOBBIMU IPU
MHOTOKpaTHOM BBeAeHuH 1o 600 ME/kr 1 pa3 B Heeni0 y 310pOBBIX JTOOPOBOJIBIIEB.

Jannapie papMaKOKMHETUKH HE YKA3bIBAIOT HA SIBHBIC pa3nuyus {12 cpenu B3pOCIBIX MAIUEHTOB
cTapuie uiav mjaaue 65 Jer.

B wuccnenoBanuum 7 HETOHOUICHHBIX HOBOPOXKIEGHHBIX C OUYEHb HHU3KOW Maccoil Tena mpu
poxaernr u 10 B3pOCTBIX 3J0OPOBBIX JOOPOBOJIBIIEB, TOMYUABIIUX SPUTPONIOITUH BHYTPUBEHHO,
ObUIM TIOJMYYEHBI JaHHBIE O TOM, YTO O0BeM pacmpeneneHuss Obu1 B 1,5-2 pa3a Bbime y
HEJIOHOIIIEHHBIX HOBOPOXKJIEHHBIX, YEM Yy 3JJ0POBBIX B3POCIHbIX, a KIUPEHC OBbLI MPUMEPHO B 3
pa3a BBIIIE Yy HEJAOHOIIEHHBIX HOBOPOXKACHHBIX, YEM Y 3J0POBBIX B3POCIIbIX.

T12 mocne MOAKOXKHOIO BBEACHMSI cOCTaBigeT Okojio 24 yacoB. CpenHue 3HaueHus ti2 y
3JI0pPOBBIX J100poBoJbIeB coctaBmsum 19,4+ 8,1 m 15,0+ 6,1 vaca mociae MHOTOKPATHOTO
BBeaeHus o 150 ME/kr 3 pasa B Heaemo u 40000 ME/min 1 pa3 B HeZier0 COOTBETCTBEHHO.

B uccnenoBanuu, rae cCpaBHUBAJIOCH BBEJIEHUE SIMO3THHA alb(da, COAEpIKAIIero 4eloBEYECKUn
ceiBopoTouHblil ansOymun (HCA), mo 40000 ME 1 pa3 B Henento noakoxuo u 150 ME/kr 3 paza
B HEJICIIO MOJKOKHO Y 3JIOPOBBIX JOOPOBOJIBIIEB, HA OCHOBE JAHHBIX, CKOPPEKTUPOBAHHBIX I10
WCXOJIHOM KOHIEHTpAIlMH DHJIOTC€HHOTO JPUTPOINOITHHA, Ha Henene 4 ObUIM pacCUUTAHbBI
CJEeYIOIINE MTapaMeTpPhl:

Tab6auua 2. Uudopmanust o faHHBIX GapMaKOKHHETHKH Y 310POBBIX 100POBOJIbIIEB

MaxkcumajabHas MunuMajabHas 2 (9)
KOHIUEHTPAUMS B IJIa3Me | KOHUEHTPAauus B IJa3Me
KpoBH (Cmax) MME/mu1) | kpoBH (Cmin) (MME/mu1)

150 ME/kr 3 pa3a B HeZeI0

=22 191 (100,1) 39 (17,9) 318
?r??ogz';/'E CHCEHEACTRHO 785 (427,3) 13 (9,5) 393

Ha ocHOBaHMM cpaBHEHHWs IUIOMmIaJed TMOA KpPUBOW «KoHIeHTparwms — Bpems» (AUC)
OTHOCHUTEINIbHAss OMOJIOCTYMHOCTh 3M03THHA anb(a npu npumeHenuu no 40000 ME 1 pas3 B
Hezenmo 1o cpaBHeHuto ¢ 150 ME/kr 3 paza B Henento cocraBnsia 176 %.

B uccnenoBanum, rae cpaBHHMBAJIOCH BBeneHHe He cozaepkamiero YCA smostuHa anbda 1o

40000 ME 1 pa3 B meaemo nogkoxuao u 150 ME/kr 3 pa3a B Hele0 MOAKOXKHO Y 3I0OPOBBIX
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JIOOpPOBOJIBIIEB, HA OCHOBE [AHHBIX, CKOPPEKTHPOBFHHEBIX|CIQ ) HCXOMHOM () KOHIGHT AN

SHIOTE€HHOI'0 APUTPOIIOITHHA, Ha Hefene 4 ObUTH pacCUUTaHbI CIEAYIOUIUE TapaMeTphI:

Tab6auua 3. Uudopmanust o JaHHBIX GapMaKOKHHETHKH Y 3/10POBBIX 100pOBOJIbIIEB

Cmax (MME/mJ1) Chmin (MME/m1) ti2 (9)
150 ME/xr 3 paza B Hememo (N = 17) 143 (54,2) 18 (9,3) 19,4
40000 ME exenenenbho (n = 17) 861 (445,1) 3,8 (4,27) 15,0

Ha ocnoBanum cpaBuenuss AUC orHocuTenpHast OMOIOCTYIHOCTh SMO3THHA anb(a MpH
npumerennu 1o 40000 ME 1 pa3 B Henmemo no cpaBHenuto ¢ 150 ME/kr 3 pasa B Henento
cocraBmsina 239 %.

buogoctynmHocTs 3mo3THHA anbda npu npuMeHeHuH B jo3e 120 ME/Kr moakoXHO HaMHOTO
HUKe, YeM MPU BHYTPUBEHHOM BBeJieHuu: ipuMepHo 20 %.

[Tapamerpsl (papMaKOKMHETUKM OBLIM PACCUYMTAHBI Yy 3JIOPOBBIX JOOPOBOJIBIICB H Y
OHKOJIOTUYECKUX TAIMCHTOB C AaHEMHEH, IONIYYaAIIUX [UKINICCKYI0 XHUMHOTEPAHUI0 U
coaepxamuit YCA smostun anbda mudo mo 150 ME/kr 3 pa3a B Henento, 6o mo 40000 ME/mn
1 pa3 B nenmemto. [lapameTpbl QapMakOKHHETUKH Y OHKOJOTHYECKHX MAI[MEHTOB C aHEMHEH
OTJIMYAITUCH OT TAKOBBIX Y 3/IOPOBBIX JJOOPOBOJIBIIEB BO BpeMsl Henenu | (Koraa OHKOJIOTHYECKUE
MAIUEHTH C AHEMHEH TMOJIyJaal XUMUOTEPAIHIO), HO OBUTH OJMHAKOBBIMU BO BpeMs HEAeIu 3
(korJa OHKOJIOTHYECKHE MAIlMeHThl C aHeMHUEH He MOTyYalu XUMHUOTEPAITUIO).

Ta6nuna 4. Undopmanusi o JaHHBIX (PAPMAKOKHHETUKH Yy 310POBBIX 100pOBOJIbLEB U

OHKOJIOTMYECKHX NAIMeHTOB ¢ aHeMHeil

Bpemst IliiasMeHHbIH
b JAOCTHIKEHHSI
Crmax Comin MaKcuMaJbHOH | T2 (1) IIHPERC
(MME/Mun) | (MME/mr) v (CL/F)
KOHIEHTPAIUH (u/a/kr)
(tmax) (1)
300posbie 0006po6oLYBL
150 ME/kr 3 pa3a B Hezeto 163 (53,6) | 28,6 (10,4) | 9,00(3,29) |25,0(7,13)| 31,2(11,5)
(n=6)" [n=4]

40000 ME exxenenensHo (N = 6) | 1036 (238) | 9,25 (5,74) | 21,0 (7,10) |28,8(8,10)| 12,6 (3,05)
Onxonozudeckue nayueHmsl ¢ anemuell: neoeis 1, ko2oa nayueHmsl NOAYHAIU XUMUOMEPANUIO
150 ME/kr 3 pasa B Hefemo 414 (312) | 90,4 (41,4)| 13,3(12,4) |43,7(3,94)| 20,2(15,9)

(n=14) [n=3]

40000 ME exenenensHO 1077 (510) | 116 (230) 38,5(17,8) |[353(16,8) | 9,16 (4,69)
(n=18)* [n=11]
Oukonocuyeckue nayuenmoul ¢ anemuell: Heoes 3, Ko20a nayuernmsvl He nojaydatu xumuomepanuio

150 ME/xr 3 pasa B Henemo 178 (57,5) - 14,2 (6,67) 41,9 (14,8)| 23,6 (9,51)
(n=4)? [n=2]

40000 ME exxenenensHo (N =7) | 897 (322) - 22,3(4,54) |[38,8(11,0)| 13,9(7,55)
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P Crnin ObLIa paccunTaHa HA OCHOBE CPEIHUX €KEHE/IENbHbIX KOHUESHTPaHil-B-HAa3MeKPOBUA0-BBEACHUI A03b1 B

XO0€ UCCIICAOBaHUAA.

dapmakoknHetuka He conepkamero YCA smostuHa anbda H3ydanach y OHKOJOTHYECKHX
NAIMEHTOB C aHEMHEH, TMOIYyYaloUIMX UKIMYECKYI0 XHMHOTEPAINHI0, TOCJIE BBEICHHS I10
150 ME/xr 3 pa3za B Hegemo u o 40000 ME/mn 1 pa3 B Henemo. B 11e5mom, y OHKOJIOTHYECKUX
NAlMEeHTOB C aHeMued HaOionanach BBICOKAs CTENEHb BapUATHBHOCTH IapaMeTpOB
dapmakokuHeTuku. [lepBoe HaOmoneHHEe 3a (apMAKOKHHETHYECKUM MpOodUIeM 3MO3THHA
anb(da B xone Henmenu 1 (Koraa mamueHThl OdyYalid XUMUOTEPAIIHIO) TI0Ka3ajio 00Jiee BRICOKYIO
Cmax, Oornee manuTenbHBIA 172 M Oollee HMU3KHHM KIUPEHC, YeM MpH BTOPOM HAOIIOACHUU 3a
(dapMakOKMHETHYECKUM TpodiieM Ha Heaensx 3 wim 4 (Korja OHKOJIOTUYECKUE MAIUEHTHI C
aHEeMHUEH HE TOTyYal XUMHOTEPAITHIO).

Ta6nuna 5. Undopmanusi 0 JaHHBIX (PAPMAKOKHHETHKH Yy 310POBBIX 100pOBOJIbIEB H

OHKOJIOTMYECKHX NAIMEHTOB ¢ aHeMHueil

Cmax Cminb t (l{) t (q) CL/F
(MME/ma) | (MME/mui) e . (ma1/9/Kr)

Heoens 1, ko20a nayuenmbyl ROIYYANU XUMUOMEPANUIO
150 ME/xr 3 pasa B Heznemo 28,3 (19,2)
(n = 16)* 642 (402,7) | 207 (301,4) | 14,98 (8,8) [n=7] 12,1 (11,2)
40000 ME CXKCHCOACIBHO 76,2 (45,8)
(n = 19)* 1289 (431,0) | 148 (144,2) | 48,74 (283) [n=9] 5,6 (1,8)
\Hedens 3 unu 4, koeda nayueHmul He NOJYUATU XUMUOMEPANUIO
150 ME/kr 3 pa3sa B HEAEITIO 30,0 (10,0)

7 (246,2 - 20,67 (20,1 17,2 (7
(n=9)° 357 (246,2) 0,67 (20,1) [n=6] 2 (7,8)
40000 ME exxeHenensHO
(n=11) 941 (372,7) - 24,54 (10,8) | 46,7 (22,3) 12,7 (7,5)

* «N» KaK yKa3aHo, €CJIu Jlajiee He CKa3aHO MHOE;
b pacueT Cmin Ha OCHOBE CPEIHUX SKEHEICTbHBIX KOHIICHTPAIMN B CBIBOPOTKE JI0 BBEICHHUS JI03bI B XOJI€
CCJICIOBAHMS.

IToxa3anust K NpUMeHEHUIO

[penapat Dpanbpon® mokasaH K IPUMEHEHHIO Y B3pOCIbIX B BO3pacTe oT 18 ner.

— AHemHs Yy B3pOCIBIX OHKOJOTMYECKMX MAIlMeHTOB TIPH COJHMJIHBIX (HEMHUEIIOHUIHBIX)
OIyXOJsIX, 3JI0KAYeCTBEHHOM JUM(GOME WM MHOXECTBEHHONM MHEJIOMe, MOJIy4arolnx
XUMHOTEpANuIo (7151 IeUeHUS] aHEMUH U CHIDKEHHSI TOTPEOHOCTH B TpaHCy3UsIX).

— B pamkax npeaeno3uTHON mporpamMmsl nepes; OOIIMPHBIM XUPYPTUYECKHM BMEIIATeIbCTBOM

-39 % 0 0
y B3pOCIBIX NAIMEHTOB C TE€MaTOKPUTOM, paBHbIM 33 0, Uil obnerdeHus cbopa

aYTOHOFI/I‘lHOﬁ KpOBH U YMCHBUICHUSA PUCKA, CBA3AHHOI'O0 C HCIIOJB30BAHUCM aJJIOICHHBIX
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reMoTpanchysui, ecnu Oxumaemas MOTPEOHOCTS | (B IIEPENHBACMON | KPOBH | HPEBBIIACT

KOJIMYECTBO, KOTOPOE MOKHO MOJYYUTh METOJIOM ayTOJIOTUYHOro cOopa 0e3 mpuMeHEeHHUs
AMO3THHA ab(a.

— Ilepen mnpoBeneHumem OOMMPHON omepanmuu ¢ oxupaemMon kposomoreperr 900-1800 mu
(2—4 eauHUIBI) B3pOCIBIM TMAlMEHTAM, HE HMMEIOIIMM aHEMHHM WM C JICTKOH M CpeaHei
crenenpio anemuu (remorsiobus 100—-130 1/m), A yMeHbIIeHUs TOTPEOHOCTH B aJNTIOTEHHBIX
reMoTpaHcy3usix U 00Jer4eHusi BOCCTAaHOBIICHUS SPUTPOII0I3a.

— Cumnromarnueckas anemus (ypoBeHb remoriioomHa < 10 r/mi) y B3pOCHBIX MAIMEHTOB C
HNePBUYHBIME  MHENOAUCILIacTHUeCKMMU  cuHapomamud  (MIC) ¢ HHU3KMM — WiH
MPOMEXKYTOUHBIM-1 ypOBHEM pHCKa, Yy KOTOpbIX HaOJIOAAaeTCs HUBKUH  ypOBEHb

SpUTpOINOITHHA B ChIBOPOTKE (< 200 MEm/™Mu).

IIpoTuBOMOKA3aHMS

IIpenapar Dpanbpon® MPOTHBONOKA3aH:

— IpH NOBBIIICHHOW YyBCTBUTEIBHOCTH K KOMIIOHEHTaM IIpenapara;

— TPHU HEKOHTPOJIIMPYEMOU apTEPUAIIBHON TMIIEPTEH3NH;

— MAlMeHTaM C TSDKEJIOM MaToJOorued KOpPOHApHBIX, COHHBIX, MO3TOBBIX U IepudepruecKkux
COCYJIOB, BKJIIOYas HEJABHO IepeHeclIMX HH(ApKT MHUOKapJa HWJIM OCTpPOe HapyleHHE
MO3roBOro KpoBooOpaiieHus (B paMKax Ipelerno3UTHONW Mporpammbl cOopa KpOBU Iepen
OOLIMPHOIN XUpYyprudyeckoi onepanuei);

— 1pu OEPEeMEHHOCTH U B NIEPUOJ] TPYJTHOTO BCKapMIIUBAHUS;

— TMalueHTaM, M0 KaKuM-IH00 MpUYMHAM HE MMEIOIIMM BO3MOYKHOCTH IMOJIYy4aTh a/leKBaTHYIO
npOoUIAKTUYECKYIO aHTUTPOMOOTHYECKYIO TEPAIHIO;

— TMalWeHTaM C NapuuanibHON KPaCHOKJIETOUHOM arja3uel, Noay4yaBIIuM Tepanuio KakuM-JIn0o
APUTPONIOITHHOM;

— pmersam o 18 mer.

C 0CTOPOKHOCTHIO

[penapar Dpanbpon® crenayeT HNPUMEHATH ¢ OONBIIOW OCTOPOKHOCTHIO Yy MAIIUEHTOB C
AIWIICTICUEH, STUTIENTHYECKUM CHHAPOMOM (B T. Y. B aHAMHE3€) UITU C 3a00JIeBaHUSIME, KOTOPHIE
MOTYT CHPOBOLMPOBATh SMUJIENITUYECKYIO AaKTUBHOCTh (Hampumep, MHQEKIHUU HEeHTpaIbHOU
uepBHoit cuctembl (IITHC) wmu meractassl Mo3ra), TpOMOOIIMTO30M, TPOMOO30M (B aHaMHE3E),
OOTUTEPUPYIONTUMHU  3a00CBAHUSIME TTEPUPEPUUECKUX COCYOB U APYTUMHU COCYAUCTHIMHU

OCJIOKHCHUSAMU, HOﬂ&FpOﬁ, npu CCpHOBHI[HO-KH@TO‘-IHOﬁ aHEMHH, XKCIIC30-, Bi12- wiu (bOJ'II/IeBO-
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Ae)UUUTHBIX COCTOSHHAX, UIIEMHYECKON OOJ|e3HH CEPIIIE,[|HaPIANBHOT, KPACHOKIETOHON

aruIa3uy, 3JI0Ka4eCTBEHHBIX HOBOOOPA30BAHUAX KOCTHOTO MO3Ta, Y MAIUEHTOB ¢ NOpGUPHEH.

IIpumeHeHne Npu 6ePeMEHHOCTH U B IEPHO/ TPYAHOT0 BCKAPMJIMBAHUSA

bepemennocmo

JlaHHble O MPUMEHEHHUH 3MO3THHA alb(a y OepeMeHHBIX KEHIIUH OTCYTCTBYIOT. MccaenoBanus
Ha OKUBOTHBIX I[IOKa3ajld HAIMYWE Yy OJMOdTHHA anbda pPEenpoAyKTHBHOW TOKCHYHOCTH.
[TpumeHneHue mpenapaTa npu 6EpEeMEHHOCTH HE PEKOMEHIOBAHO.

I'pyonoe eckapmnueanue

HeusBectHo, mMpoHMKaeT M 3M03TUH alb(da B TrpynHoe Mosoko. [IpumeHeHue mpemapaTta B

MEPUOJ TPYAHOTO BCKAPMIIMBAHUS HE PEKOMEHI0BAHO.

Cnoco0 npuMeHeHMsI U 103bI

Cnocoo npumenenus

BHyTpHBEHHO, TOAKOXKHO.

[lepen npuMeHeHHEM clielyeT BHUMATEIIBHO OCMOTPETh PACTBOP HA MPEIMET BUIMMBIX YACTHIL
Wi u3MeHeHus: uBera. [lpenmapar He ciemyeT BCTpSXUBaTh, T. K. 3TO MOXKET IPUBECTU K
JeHaTypaluy TJIUMKOIPOTeMHA M IOTepe aKTHBHOCTM mpemnapata. Ilpemapat Dpanbhor® He
COJIEPKUT KOHCEPBAHTOB, IO3TOMY WHJAMBUAYaJbHAs yIAKOBKa INpeJHa3HadeHa s
OJIHOKPATHOT'O MTPUMEHEHHS.

Henb3st pa3BoauTh U mepenuBath npenapar u3 OpUrdHHaIbHOM B KaKyl-ITHO0O JAPYTyI0 €MKOCTh,
HeJb3s BBOAUTE Npenapat DpanbpoH® B cMecH ¢ APYTHMH JIEKapCTBEHHBIMU CPEICTBAMU.
Buympusennoe ggedenue

[Tpo10KUTENTHHOCT, UHBEKIIMM COCTABIISIET HE MeHee 1-5 MuHYT. bosee MenneHHoe BBEIEeHUE
MPEANOUYTUTENbHEE IS MAIMEHTOB, Y KOTOPBIX OTMEYAETCS] TPHUIINONOJAO0HBIN CHHAPOM Ha
BBEJICHHE TIpernapara.

3amperniaercss BBOJAUTH Mpenapar B BHUJE BHYTPUBEHHOW HMH(Y3UM WM CMEUINBATh €ro C
JPYTUMU JICKaPCTBEHHBIMU CPEJICTBAMH.

TlookooicHble unvexkyuu

MakcuManbHBIE 00bEM OJHOW MOJKOXHOW HHBEKIIMHM HE JO/DKEH MpeBBIIAaTh | MII, TpH
HEOOXOJUMOCTH BBEJEHHUS OONBIIUX OOBEMOB CIEAyeT HCIOIb30BaTh HECKOIBKO TOYEK
BBeneHus. [IpemapaTt BBOIAT 1O/ KOXKY 1Uieya, Oenpa, nepeaHeil OpronrHOd CTEHKH.

NHbekiuu JKenaTelbHO MPOBOAUTH B TIOJIOKEHUHW TMAIMEHTA «Iexa». VHBEKIUH Cciaemayer
MPOBOJIUTH MOOYEPEAHO B JIEBYIO WM MPABYIO MEPEAHENATEPATbHYIO WIH 3aJHENIaTePaTbHYIO

IMMOBCPXHOCTH JKUBOTA.
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Urny HeoOX0AMMO BBECTH HA BCIO JUIMHY, BepTUKATBHO[(RE COOKY)E B LKOKHYRQ (CKIA/KY,

COOpaHHYIO U YAEPKMBAEMYIO IO 3aBEPIIECHUS WHBEKIUU MEXIy OONBIIUM U yKa3aTeJbHbIM
nansiamu. CKIIaJKy KOKHU OTIYCKAIOT TOJIBKO TOCIIE 3aBEPLICHUS HHBEKIINU.

He cnenyer maccupoBaTh MECTO HHBEKIIMU TIOCIIE BBEACHHUS IIpenapara.

[Ipu w3meHenun crocoba BBEJNEHHUS Mpenapar BBOASAT B MpEeXHEH J03e, 3aTeM 103y MpHU
HEOOXOUMOCTH KOPPEKTUPYIOT (IUIsl JOCTUKEHHsI OJMHAKOBOI'O TepameBTHYecKOoro s¢dexra
npyu TOJKOKHOM BBeneHuu TpeOyercss no3a Ha 20-30 % MeHblie, 4eM Ipu BHYTPUBEHHOM
BBEJICHUH ).

Pestcum oo3uposanusn

AHnemusi y 83pOCIbIX OHKONIO2UYECKUX NAYUEHMO8 NpU CONUOHBIX (HEeMUETOUOHBIX) ONYXOJIAX,
3710KAYECMBEHHOU TUMPOME UIU MHONCECMBEEHHOU Mueaome, NOAYUAIOWUX XUMUOmMepanuio (0Jis
JleYeHUs. AHeMUU U CHUNCEHUs NOMPeOHOCU 8 MPAHCPY3UsX)

JIn1st ledeHus aHEMMH Y B3POCIIBIX OHKOJIOIMUYECKHX MAlMEHTOB rpenapat Dpanbhor® BBOAUTCS
nookooicho. ONTUManbHOE COJEp)KaHUE reMorjoOuHa JoKHO coctaBiate 100-120r/nm y
MY>KYUH | KEHIIUH U HE TOJKHO OBITh TIPEBHIIICHO.

HavaneHass no3a uisi mpoQMIAKTHKA WA JICUCHUS aHEMHH JOJDKHA cocTaBisaTh 150 ME/kr
Macchl Tena 3 paza B HEAEN0 MOAKOXKHO. B kadecTBe anbTepHATHBBI HadajdbHas /1032 MOKET
coctaBiaTh 40000 ME 1 pa3 B Hezemno moaK0xKHO.

Ecnu nocne 4 Henenb eueHus cojepkaHue TeMorio0rHa MOBBICHIOCH HE MeHee yeM Ha 10 r/n
WIA KOJMYECTBO PETUKYJIOIMTOB YyBeIMUWIoch Oosnee dyem Ha 40000 KIETOK/MKI BBIIIE
MCXO/HOTO KOJIMYECTBa, 103a NpenapaTa Dpanbpon” ocTaercst HpesKHel.

Ecnu nocne 4 Henene jeyeHus MOBBILICHNUE COJEPKAHUS reMOrao0rHa coctaiser MeHee 10 r/n
U TIOBBIILIEHHE KOJIMYECTBA PETUKYIOUUTOB cocTapiseT MeHee 40000 KIeTOK/MKII 10 CpaBHEHHUIO
C UCXOJHBIM KOJIMYECTBOM, B T€UEHHUE CIECNYIOMUX 4 Henenb 103y yBennuuBaoT 10 300 ME/kr
Macchl Tena 3 pasa B Hegeno wim 10 60000 ME 1 pa3 B Henento.

Eciu mocyie IOMONHUTENbHBIX 4 Helenb JeueHus npu ao3e rpenapara Dpaibdon® 300 ME/kr
3 pa3a B Hepemo unu 60000 ME 1 pa3 B Henemo cojepaHue TeMOrIoONHa MOBBICUIOCH HE
MeHee 4yeM Ha 10T/1 WM KONMYECTBO PETHKYJIOIHMTOB YBEIHMYWIOCH Oojiee dYeM Ha
40000 KIETOK/MKII, TO COXPAHSIOT CYIIECTBYIOILYIO 03y IpenapaTa Dpanbdon®.

Ecnu nmocne 4 nenens neuenus B noze 300 ME/kr maccer Tena wiu 60000 ME 1 pa3 B Hepemnto
coJiepKaHWe TeMOIJIOOMHA TOBbIMIAaeTcs MeHee 4eM Ha 10 /1 M TNOBBIIEHHE KOJIMYECTBA
petukynouutoB cocraBisger MeHee 40000 KIETOK/MKI 1O CpPaBHEHHIO C  HCXOIHBIM
KOJIMYECTBOM, JICUCHHUE CIIEAYeT MPEKPATHTb.

Crnenyet u3beraTh MOBBIIIEHUS reMorioOnHa 6osee yem Ha 10 r/a 3a 2 Henenu wim Ha 20 1/ B

MecsI, a TaKKe KOHIEeHTpanuu remorinodomHa > 120 r/n. Ecnu moBbllieHre reMorioOuHa

10



COOTBETCTEYET E'_I'iﬁ. l:_ [NEFTHOMY OTYETY

- I B Bl 070
o1 30.07.2025 Nz 2078

cocrapisier 6osee 10 r/n 3a 2 Hepenn wim 20 1/71 32 MEHI{ W NIOMOITIOOHH | IPUOHDRAETCS K

120 r/n, To no3y mpenapara DpanbdoH® crexyeT cHU3UTL Ha 25-50 %, B 3aBUCUMOCTH OT
CKOPOCTH TOBBIIICHUs remornoonHa. Ecimm remornoOun mpesbrmaer 120 r/n, To Tepamnuio
CIIeyeT TPUOCTAHOBUTH JI0 €ro CHuxkeHus Huwke 120 r/1, a 3areM BO30OHOBHUTH TEpAIUIO
npenaparoM Dpanbhor® — B 103€e, Ha 25 % HUKE OpeIbIIyIIEi.

Tepanuss mpenmapatom DpanbhoH® [OKHA IIPOJOIKATHCS B TedyeHHE 1 Mecsla Mocie
OKOHYaHUS Kypca XMMHOTEPAIHH.

B pamxax npedenosummnoii npozpammsl neped 0OUUPHBIM XUPYPSULECKUM EMEUUAMenrbCmeom Y
83POCIbIX nayuewmos ¢ 2cemamoxpumom, pasHvim 33-39 %, Ona  obnecuenus cobopa
AYyMONOSUYHOU KPOBU U YMEHbUIeHUS PUCKA, CBA3AHHO20 C UCHONb308AHUEM QJLIO2EHHBIX
eemompancyszuil, eciu oxcuoaemas NompeOHOCMb 6 NeperusaemMou Kpogu npegvluidem
KOIUYeCmeo, KOmMopoe MONCHO HNOLYYUMb MemoOOM aAYMONI02UYHO20 cOopa Oe3 npumeHeHus
9NnodMuHAa anvgha

PexkoMenayeTcss MCHONIb30BaTh Mpenapar gHympuseHHo. JNOITHH ajb(a CleyeT BBOAHUTH I10
OKOHYAHUU MPOLEeTypbl cOOpa KPOBH.

Ilepen HasHaueHueM mpemapaTa Dpanb(GoH® ClIepyeT ydecTh BCe IPOTHBONOKA3AHHA K COOPY
ayTOJIOTMYHOU KPOBHU.

[Ipy kaxaOM TMOCEIIEHUU Bpaya y MalMeHTa 3a0HpaloT MOPHUI0 KPOBH (€CIM ypPOBEHD
rematokputa paBeH 33-39 % wu/unm ypoBeHb remoriodOuna paBeH 100-130 r/m) u coxpaHsioT
JUIs ayToNorHYHOi TpaHcdysuu. Pexomenmyemas mosa mpemapata Dpambdor® — 600 ME/kr
Macchl TeJla BHYTPUBEHHO 2 pa3a B HEJEIIO B TeUEHHE 3 HEeb 10 OTIepaIlHH.

Konnentpanuio ¢epputrHa CBHIBOPOTKHA (MM KOHIEHTPAIMIO CHIBOPOTOYHOTO JKeTe3a)
HE00X0/IMMO ONpeAessATh Y BCeX MAalMeHTOB J0 Hayajla W B IpoLecce JeueHHs MpernapaTom
Dpanbdou®. [Ipy HEOOXOAUMOCTH HA3HAYAETCS JOMOIHUTENBHBIH TPHEM MPENapaToB Keje3a.
[Tpy HanMuMKM aHEMUU ee TPUYHMHA JJOJDKHA OBITh YCTAHOBJICHA JIO Hadalla Tepaly IpernapaTom
Dpanbdon®.

Ilepeo nposedenuem obwupnoli onepayuu c odcuoaemoui xkpogonomepeti 900-1800 ma
(2—4 eounuywl) 63pocivim nayueHmam, He UMEIOWUM AHEMUU UTU C JIe2KOU U CPeOHel CMenenbio
anemuu  (eemoenooun  100-130 2/n), Ons  ymenvuwienus nompedbHOCMU 6 — ANLIOSEHHBIX
eemMompancyzuax u obne2yeHuss 60CCMAHOBIEHUS IPUMPONOI3A

Pexomenyercsi BBOAUTH Ipemnapar noodkoxcro B no3e 600 ME/kr macchl Tena B Helenio Ha
MNPOTSKEHUH 3 HeZelNb, MpeamecTpyomux onepauu (21, 14 u 7 gau nepes onepanueil), u B
NeHp omepanud. Ecium 10 MEIWIMHCKUM — TOKa3aHWSIM  HEOOXOAWMO  COKPaTHTh
TpeonepalMoHHEIi Hepuos, npemnapaT panbPoH® MOKHO HA3HAYATH €KEJHEBHO B J03€

300 ME/kr maccsl Tena B Tedenue 10 qHeit 10 onepanuu, B I€Hb ONEepaliy U B TeueHue 4 qHen
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nocie onepauuu. Ilpu coxepxanunu remorno¢uua MeHge)d 30 1IN PEROMEHYSTCs, HA3HAYATD

npenapaT Dpanbhor® B nosupoBke 300 ME/kr B neHp. Ecnm comepskaHume reMorioOHHa
nocturaet 150 r/1 1 BbIIe, MPUMEHEHHE STI0ITHHA allb(a CIeyeT MPEeKPaTUTh.

Jleuenue 63pocnvix nayuenmog c¢ muenooucniacmuveckumu cunopomamu (MAC) ¢ Huzkum uiu
npomedscymoyHvimM-1 yposHem pucka

IIpenapat Dpanbpon® caenyeT BBOAUTH B BUIE MOAKOKHON HHBEKIIHH.

IIpenapat Dpanbhor® creayer BBOAUTS NAIMEHTAM C CUMIITOMATHYECKO aHeMueil (Hanpumep,
ypoBeHb reMornobuna < 10 r/m1 (6,2 MMOJIB/IT)).

PexoMeHTyemMas HauasbHas 103a npenapata Jpanbhon® cocrapusger 450 ME/kr (MakcuMabHas
cymmapsas jao3a cocrasisier 40000 ME) moakoHO OJIMH pa3 B HEIEII0 ¢ UHTEPBAJIOM MEXKTY
JI03aMU HE MEHEE 5 JTHEM.

[Tpr HEOOXOAUMOCTH CIIEAYET MPOBECTH KOPPEKIUIO J03bI IS MOAEPKAaHUS TeMOriIoOnHa Ha
TpebyemoM ypoBHe oT 10 mo 12 r/an (6,2—7,5 mmonb/n). PekomeHnyeTcst OIeHUTh UCXOHBIN
SPUTPOUJIHBIN OTBET uepe3 8—12 Henenb mocie Hayana aedyeHus. [loBelllieHUEe U CHIKEHUE J03bI
clelyeT MPOBOJAUTH IOATAIHO IO CXEME J03UpOBaHUs (cM. auarpammy Hibke). Cremyer
n30eraTh YCTOMUMBOTO YPOBHS reMOTiIo0MHa, peBbimaromero 12 r/m (7,5 Mmons/i).
[ToBbilIeHNE AO3BI: HE CIEAyeT MPEeBbIIaTh MakCUMalbHyIO 103y A0 1050 ME/kr (cymmaphas
no3a 80000 ME) B nenento. Ecnu manyieHT TepsieT OTBET WM YPOBEHb FeMOTI00MHA CHIXKAETCS
Ha 1 /01 mpu yMEHBIIEHUW [O03bI, TO JI03y CJEIyeT YBEIWYUTh HA OJMH IIar Mo cXeMme
no3upoBaHus. IHTepBan MKy MOBBIICHUEM JI03 — HE MeHee 4 Helleb.

[Toxneprkanue U CHIKEHHUE J03bI: SMO3THUH alb(a CIeayeT OTMEHHUTH NIPH MPEBIIICHUN YPOBHS
remorinobuna 12 r/nn (7,5 mmons/n). IlpenapaT MOXHO BO300HOBHTH, KaK TOJBKO YPOBEHb
reMoryioonHa JOCTUTHET 3HadeHus < 11 r/am, Ha ToM ke ypOBHE WJIM CHU3HUTh HA OJHMH LIar 1o
CXEeMe JIO3MPOBAHMS, MO pPEHIeHWI0 Bpada. [Ipu OBICTPOM MOBBINICHUU YPOBHS T'€MOTJIOOMHA

(> 2 r/nn B TedeHue 4 HeNENb) 03y CIEAYET CHU3UTh HA OJIMH IIar.

1050 ME/kr

787.5 ME/kr

450 ME/kr

STANBI CHEReHHS 10351

1 A
1 1
1 I
1 1
1 I
1 1
1 1
1 I
1 1
1 1
1 I
1 1
v I

337.5 ME/kr

19£0T BHHIMIGE90N [9OELC

CuMNTOMBI aHEMUH U TIOCIIEJICTBUSI MOTYT BapbUPOBATHCS B 3aBUCHMOCTH OT BO3pacTa, MoJia 1
COMYTCTBYIOIMX 3a00eBaHUM; HEOOXoAWMMa OIEHKa BpaduoM KIWHUYECKOTO TEUYCHUS

3a00JIeBaHUSI U COCTOSTHUS namucHTa.
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Ocoobie cpynnol nayuenmos (MOCNEOQOBATENEHOCTEL 0002)
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Tayuenmul noscunoeo eospacma (65 rem u cmapuie)

Beibop u KoOppekmus 03Bl JUIS TAIMEHTOB IOXKHUJIOTO BO3pacTa JOJDKHBI  OBITh
WHAUBUAYAIbHBIMH, 4YTOOBI JOCTUYh W TOMJCPKUBATH KOHIICHTPAIIMIO TEMOTJIO0MHA B
HEOOXOIMMOM JUana3oHe.

Memu

BesonacHocts U 3 deKkTuBHOCTL mpenapaTta JpanbGor® y neTeil B Bospacte g0 18 jer Ha
JTaHHBIII MOMEHT HE YCTAHOBJICHBI. /[[aHHBIE OTCYTCTBYIOT.

Ykazanusa no npumenenuio

IIpy NOAKOKHOM BBEJEHMH mpenapaTa JpanbGpoH® KOJIMIeCTBO BBOAUMOTO MpernapaTa oObYHO
cocraBnsgeT He Oomee | M Ha OJHOKPAaTHYI0 HMHBEKIHIO. Ilpemapar Dpambdor® BBOAUTCS
OT/IENIbHO, HE Pa3peIIaeTCsi CMEUIUBATh €T0 C IPYTUMU PACTBOPAMH JIJISi MHBEKIIHIA.

He BcrpsixuBaiiTe mmpuubl ¢ npenaparom Jpaiab(on®. [IpomomkKuTensHOe HHTEHCUBHOE
BCTPSIXUBAaHHE MOXKET TMOBPEOUTh NPOAYKT. Ecmu mpoaykr mnoaseprajics CUIBHOMY
BCTPSIXUBAHUIO, HE IIPUMEHSIITE €T0.

Yempoiicmeo u nopadox pabomsr wnpuya ¢ agmomamuieckum yCmpoucmeom 3auunbul usvl

1. Tlepen nnbekmuei 2. Ilocne uabEKIINU

CocTraBHBIE YaCTH:

1. IIITok

2. 3aKuMBbI

3. 3ammTHBINA KOXKYX

4. 3amuUTHBIA KOIIIAYOK
5

Hrna
[Tocne 3aBepiieHNs] MHBEKIIMH UTJ1a U IITPUL IEPEMECTSTCS Ha3a/l B 3alIUTHOE YCTPOMCTBO.

Buumanmue! M30eraiite KOHTaKTa ¢ 32KMMaMH B TEYCHHE TMOJTOTOBKH Immpuiia! YcTpoicTBO

AKTUBHUPYETCA MYTEM HaXKaTHA HA HITOK 10 3a’)KKUMOB.

13
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 30.01.2025 N= 2078
(NOCNEAQCBATENEHOCTE 0002)
BuumarensHo OCMOTpPUTE MPETHANOIHEHHBIN

CTEKJIIHHBIM  IINPULl €  3alIUTHBIM  YCTPOMCTBOM.

CHuMHTE BaHlHTHBIfI KOJITIa4OK C UIJIBI.

HpOBCI[I/ITe HNHBCKIHIO COrJIaCHO CTaHHapTHOfI

nporexype.

Haxxmute Ha mTOK OONBIIMM MANbIEM U yIEPKUBANUTE
710 T€X IOp, ITOKa BCs J103a Mpernapara He Oy/eT BBe/leHa.
3alUTHOE YCTPOMCTBO HE aKTUBUPYETCS, IOKa BCA /103a

npernapara He Oy/ieT BBEICHA.

H3Bnekute uriy, OTIIYCTUTC IITOK, IIO3BOJIBTC
3alIUTHOMY KOXYXY HNEPpEMECTUTHLCA BIICpCH 0 TCX IIODP,
IIOKa urjia IIOJHOCTBHO HE 6}’IIGT 3aljuII€Ha M

3a0JI0KMpOBaHA HA MECTE.

Ilopsook pabomoel wnpuya ¢ HeasmMomMamuyecKum yCmpoucmeom 3aujumsl Uisl

1.

[IpoBeaure  MHBEKLMIO COTJIaCHO CTaHJApPTHOU
IpoLEeaype.

Buumanue! Ilpu mnpoBeneHUM MHBEKIUH JIEPKUTE
Naiblbl Ha 3alIMTHOM KOXYyX€, 4TOOBI MpeloTBPaTUTh

NOpEKACBPEMCHHYIO aKTUBAIIHUIO 3aIIITUTHOI'O YCTpOﬁCTBa.

[Tocne MHBEKIIMM TEPEMECTUTE 3aIIUTHOE YCTPOMCTBO
BJI0JIb UTJIbI. 3BYKOBOM HIEUOK YKa)KET Ha MPaBUIbHOCTh
nerictBua. Bo BpeMsi Bcel mpoueaypbl Naidblbl JOJKHBI

HaxXoauThCs I103aau UTJIbI.

14



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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(SN N F S

Hucmpykyus no camocmoamensHomy 6vinunenulq[|igoOREIAGE., WHBEKUUR T upengpama

Ipanvpon®
1. Bribepure MecTO s NPOBEAECHUS HUHBEKIUM B IpaBOW WJIM JIEBOW YacTU >KHUBOTA.

OnTuManbHbIN y4acTOK ISl MHHBEKIIUN — 5—6 CM clipaBa WM CJieBa OT IMyIKa.

2. TmiatenpbHO BBIMOKMTE MBUIBHBIM PAcTBOPOM PYKH M YYacTOK >KMBOTA, Kyna Ber Oymere
BBOJIUTH Mpenapar. BeicymuTe ux.

3. Ilpumute ynoOHOE TONOKEHUE «CHI» WIN «JIeka». MeCcTOo MHBEKUUH JODKHO XOPOIIOo
pOCMaTPUBATHCHL.

4. HemomycTUMO BBEICHHE IMperapata B HM3MEHEHHbBIC y4YacTKH KOXKHOTO IOKpoBa (pyOlbl,
KPOBOIIOJITEKH, PAHBI).

[Tpy MHOTOKpaTHBIX UHBEKLMSIX CIIEYET YepeAoBaTh YYaCTKU KOXKU (HallpuMep, OJIUH JE€Hb —
CIpaBa, OJIMH JICHb — CJIEBA OT ITYIIKA).

5. IlpoTpute MECTO HHBEKIIUK CITUPTOBOM CaI(PETKOM.

6. BckpoliTe ymakoBKy OJHOPa30BOro INIpULA ¢ IpenaparoM Jpanb(on®. J[ocTaHbTe MIITPHUIL |
CHUMHUTE C UIJbI SaHII/ITHI)IfI koimmavok. Ilociie cHSATUS KOJIAadka He HOHYCKaﬁTC
COIIPUKOCHOBCHHS UTJIbI C TOCTOPOHHUMMH IIPCIMETAMU. ITomawnTe: urna CTepI/IJ'II)Haﬂ!

[mpur; roToB K HCMONB30BaHMI0. He HaxumaiiTe Ha MOpIIeHb IMIMpUIla AN BBITECHEHUS

My3BIPHKOB BO3/yXa JI0 BBEACHUSI UTJIBI B MECTO MHBEKITHH.

He paz0upaiite KOHCTpYKIHUIO mmpuia!

VepxuBaiiTe MIPUIl B pyKe YKa3aTeIbHBIM U CPEIHUM TajbIllaMU, OOJIBIION Tajel] MOJ0KNTE

Ha IIOPIIEHb, HE HaXuMas Ha Hero. bonpmmM M yKa3aTelabHBIM NalbLAMU JPYIOW PYyKH

chopMupyiTe CKIAAKy KOXH B MecTe, KoTopoe Brl o0paboramu crnupToBoil canderkoi.

YHer(HBaﬁTC KOKHYIO CKJIIaKY BCC BpEMs, ITIOKA BrI BBOAUTE Impemnapar.

15
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7. BeguTe uriy mipuiia Ha BCIO €€ UTUHY B KOXXHYIO KA ,_,_y@mmmp@yrggy@@@ﬂ.

4 )

90°

J

8. Haxxmure OOJIBIINM MajJbucM Ha IMOPIICHb HIIpHla JJIs1 BBEACHU IIpe€riapaTa B IIOAKOXKXHYIO

KHUPOBYIO TKaHb KMBOTA. [I71aBHO BBEIUTE BECh MpEMNaparT, COAEPKAIIUNACS B IITPUILE.
9. OtmycTuTe KOXKHYIO CKIIAJIKY.
Ecnu Bel ncrionp3oBainy npeaBapuTeIbHO 3aI0OTHEHHBIN MIPHUI] ¢ 3aIIUTHOW CUCTEMO UTJIBI, TO
1ocjae BBEACHUS Ipenapara 3allUTHBIH MEXaHM3M aBTOMATHUYECKH 3akpoerT wuriay. OH

AKTUBHUPYCETCS TOJIBKO ITOCJIC ITOJHOT'O OIMYCTOUICHUA HIITpHIIA.

~

\_

10.  Ilocne BBeaeHus mpenapaTa MECTO HHBEKIIMU HE pacTHpaiite!

IIpn npumeHeHuM mnpenapara CTPOro NPUICPKUBANTECh PEKOMEHJALNN, MPEACTABICHHBIX B

JTAHHOM MHCTPYKIMH.

IloGounoe neiicTBHE

Pe3ztome npopuna 6ezonacnocmu

Bo Bpems Ttepanmuu »smnodTHuHOM anbda Haumbolee dYacTo HAOMIOAAETCA J10303aBHCHUMOE
MOBBIIIICHHE apTepUATBbHOTO JAaBJICHUS WM YXYALIEHUE TEUEHUS YXKE CYIIECTBYIOLIEH
apTepualibHON  THIepTeH3un. HeoO0XoauMo  aJeKBaTHO KOHTPOJIWPOBATH  apTepUaTbHOE
JaBlieHne, 0COOCHHO B Hayalie Teparuu 3MO3TUHOM anb(da. Takxke odeHb 4acTo HaAOIIOIATUCH
nuapes, TOIIHOTA, TIOBBIIIIEHHE TeMIIepaTypbl, pBOTA. [ pUMIIONOIOOHBIN CHHAPOM Yallle BCETO
HaOII01aJICsI B HaYalle Teparuu.

Y manueHToB, MONYYaOIUX SPUTPOMOITUH-CTUMYIHPYIOIIME TMpernapaTsl, HabIoganach
MOBBIIIICHHAS YaCTOTa TPOMOOTHYECKHX COCYIUCTHIX OCIIOKHEHUH.

Pe3rome nesrcenamenvuvix peakyui

[lepeuncrnenHple HUXKE  HEXeNaTelbHbIE  peakiud, HaOMIoIaBIIMEeCs y  MAIMeHTOB,

CTpYHIIUPOBAHBI IO CUCTCMHO-OPIraHHBIM KJIaCCaM C YKa3aHHEM YaCTOThHI UX BO3HUKHOBCHHA B
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COOTBETCTBUU C PEKOMEHAAMSIMU BCEMUPHOH OpraHyBanyy|BAPABROXPAHCHIE, DYEHH) IACTO

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

(> 1/10), gacro (>1/100, vo < 1/10), mewacro (> 1/1000, Ho < 1/100), penko (= 1/10000, HO
< 1/1000), ouens peaxo (< 1/10000), gacTora HeM3BecTHA (HA OCHOBAHWW MMECIOIIMXCS JTaHHBIX
OIICHUTh HEBO3MOXKHO).

Hapywenuss co cmopoHvl Kposu u Jumgamuueckou cucmemvl. OUYEHb PEIKO —
SPUTPONOITHHOBAS AHTUTEJO-OMOCPEIOBAaHHAs MaplHalbHas KpPaCHOKJIETOYHAsl —aruiaswus,
TPOMOOIITEMHUSI.

Hapywenusa memabonuzma u numanus: HEYaCTO — TUNIEPKATHEMHUSI.

Hapywenus co cmoponsl HepsHOlU cucmemsl: 4aCTO — TOJOBHas O0Jb, CyAOPOTH; YacToTa
HEU3BECTHA — IIepeOpPOBACKYNISAPHBIE OCJIOXKHEHUS (B T.4Y. HHCYJIbT, BKIIOYAIOIIUN
nepeOpasibHblii MH(GAPKT W BHYTPUMO3TOBOE KPOBOUBIHUSIHHE), TPAH3UTOPHAS HIIEMHUYECKAs
aTaka, THIIEPTOHHYECKAs SHIe(aIonaTusl.

Hapywenus co cmopoHul opeana 3penus: 4acTOTa HEM3BECTHA — TPOMOO3 CETUYATKH.

Hapywenus co cmopoHvl cocyoos: 4YacTo — apTepuaibHas runepreHsus (B T. 4.
THIIEPTOHNYECKUI KpH3), apTepHaIbHbIC M BEHO3HBIC (B T. Y. JETAIbHbBIE CIy4yan) TPOMOO3bI U
AMOO0JIMU: TpOoMOO3 TIIYOOKHMX BEH, apTepUalIbHBIM TpoMO03 (B T. 4. MH(APKT MHOKApHA),
TPOMOO3 apTEPUOBEHO3HOTO IITyHTA aHEBPU3MbI, IMOOIIHSI IETOYHON apTEepHH.

Hapywenus co cmoponsl ovixamenvHoll cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCHEeHUsL:
4acTo — Kalllellb; Y4aCTOTa HEM3BECTHA — 3aJI0’)KEHHOCTh JbIXaTeNbHBIX MyTEH.
Kenyoouno-kuuieunvie napyuieHus . 0O4€Hb 4aCTO — TOLIHOTA, 1Uapesi, pBOTA.

Hapywenus co cmoponvl Kod#cu U NOOKOJMCHLIX MKAHel. 4YacTO — KOXKHAs ChIlb; 4acToTa
HEM3BECTHA — KpalMBHHUIA, AHTMOHEBPOTHUYECKUI OTEK, MHOroopMHas 3puTeMa, CHHAPOM
CruBenca — [>KOHCOHA, TOKCUYECKHH 3MHIepMaIbHbIN HEKPOIH3.

Hapywenus co cmoponvl mbluieunou, ckeiemuou u coeOuHumenbHol mKaHu. 4acTo — MUAJITHs,
apTpanrus, 001 B KOCTAX, 001 B KOHEYHOCTSIX.

Obwue napyuwienus u peakyuu 8 mecme 88edeHuUs. OY€Hb YacTO — TMOBBIIICHHE TEMIIEPaTypHI;
4acTO — TPHUMNONOJOOHBI CHHAPOM, 03HOO, mNepudepuyeckue OTEKH, peakIUH B MecTe
BBEJICHUS Tperapara, TpoM003 IIyHTa (B T. 4. KOMIIOHEHTa JUaJId3a); 4YacTOTa HEM3BECTHA —
nophupus, HeahPEeKTUBHOCTH Mpenapara.

Onucanue omoenbHbIX HeMHceNameabHbIX PeaKyuil

OTMmedanuch peaklud THIePYYBCTBUTEIHHOCTH, BKJIIOYAs KOXHYIO ChIllb, KPANHBHUILY,
aHaHUIAKTHYECKUE PEAKIIH U AHTHOHEBPOTHUECKHUI OTEK.

['unepToHnyeckuit Kpu3 ¢ HIearonaTHei U cyaoporamu, TpeOyroNil HHTEHCUBHOMN Tepanuu,

Ha6moz[anc;1 BO BpCMs TEpallkur IPUTPOIMNOSTHHOM Yy MAIlUCHTOB, paHCC UMCBIINX HOPMAJIIbHOC
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MM TIOHMDKEHHOE apTepUalbHOE JIaBIECHHE. | PEKOMEHMYETC [BHIMATEHEQ JHA0N0AATE 32

BO3HUKHOBEHHEM BHE3AITHBIX MUTPEHENOI00HBIX TOJOBHBIX 00JIeH.

Bspocnvie nayuenmuor ¢ MJ[C ¢ nuskum uau npomexcymounvim-1 ypoernem pucka

B paHgoMu3upoBaHHOM JBOWHOM CIENOM  IUIAale00-KOHTPOIMPYEMOM MHOTOIIEHTPOBOM
uccienoBanuu y 4 namuentos (4,7 %) pa3Bunnch TpomOoTHueckue cocyauctoie sisneHus (TCH)
(BHE3amHasi CMEpPTh, MIIEMHUYECKHH HHCYIbT, 3MOomus u (uedut). Bece TCHA npowmsonuim B
TpYIIIe 3M03THHA ab(a B NepBbie 24 HElEIH UCCIIEI0BaHUS.

Tpu cnyuas TCS Obtn  TOATBEpXKIEHBI, B OJHOM Ciy4ae (BHE3amHas CMEpTb)
TpOMO03MOOIMYECKOe HAPYILIEHUE HE MOATBEPkACHO. Y JIBYX MAlMEHTOB WMEIHCh 3HaYMMbIE
dakTopsl pucka (puOpUUIAIMS IpeIcepaAnii, cepAeyHast HEIOCTATOYHOCTh U TPOMOODIEOUT).
Cooougenue 0 no0o3pesaemuix HeIHCeIAMeENbHBIX PEAKUUAX

BaxHo coo0mare O TMOAO03pEBAaCMBbIX HEXKENATSNbHBIX PEAKIHUAX IIOCIE PETUCTPAINH
JIEKapCTBEHHOT'O Tpernapara ¢ 1eIbl0 00ecrnedeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T10J1b3a — PUCK» JIEKAPCTBEHHOIO IMpemapaTa. MeIuIMHCKUM pPaOOTHHKAM pPEKOMEHIYeTCs
coo0mare 0 JIOOBIX MOJ03PEBAEMBIX HEKENIATENBbHBIX PEAaKIHIX JICKApCTBEHHOTO Iperapara
Yyepe3 HAIMOHAIBHBIE CUCTEMBI COOOIICHHUS O HEXENATeNbHBIX PEaKLHUsIX roCyIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@eoepayus

®OenepanbHas ciryx0a 1o Hax3o0py B chepe 3apaBooxpanenus (Poc3apaBuanzop)

Anpec: 109012, r. Mocksa, CraBstHCKas 1iomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TENIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

Ilepeno3upoBka

Cumnmomot

[penapat Dpanbhon® 061amaeT MIUPOKUM TepaneBTHUECKUM HHTepBanoM. IIpy mepe1o3upoBke
AMOATHHA ab(a BOZHUKAIOT IPQPEKTH, OTpaXKAIOIINE KPAWHIOK CTENEHb BBIPAKEHHOCTH €ro
(bapMaKoIOrH4ecKOro AeHCTBUS.

Jleuenue

[Tpu oueHb BHICOKOM COJEp>KaHUU IeMOrjIo0MHa BO3MOXHO MPUMEHEHHE KpoBomyckanuil. [lpu

HEO0OXOIMMOCTH MPOBOIST MOIIEPKUBAIOITYIO TEPAITHIO.
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B3aumopeiicTBue ¢ IPYruMH JIeKaPCTBEHHBINM CPeNCTBAMALE | OEATENRHOCTE 0002)

JlaHHBIX O B3aWMOJICHCTBUHU SIO3THHA anb(a C APYTUMH JICKAPCTBEHHBIMUA CPEJICTBAMHU HET.
[TpenapaThl, KOTOPBIC CHIKAIOT 3PUTPOII0I3, MOTYT OCJIA0JIAThH ICHCTBHE STOATHHA alibda.
OnHako BO3MOXHO BJMSHHE HA KOHIICHTPAIMIO IUKJIOCIIOPHHA MPHU OJHOBPEMEHHOM
MPUMEHEHHH, BCIICJACTBUE 3TOr0 TPEOYeTCs JOMOJHUTEIBHBIA KOHTPOIb YPOBHS IIUKIOCIIOPHHA
B CBIBOPOTKE KPOBH C IMOCIICIYIOIICH €ro KOPPEKIIHEH.

VY HamnuMeHToB ¢ METACTa3UPYIOIIUM PAaKOM TPYAH, KOTOPHIM HAa3HAYCH OJHOBPEMEHHBIN MpPHEM
3Mo3THHA ab(da moakoxHo B go3upoBke 40000 ME/mMn u Tpacty3ymaba B J103UpOBKE 6 MI/KT,
BBEJICHHUE SITO3THHA aib(a He BIUACT Ha (papMaKOKHHETUKY TpacTy3ymaoa.

Her mnpu3HakoB, yKa3bpIBAIOIIMX Ha JICKAPCTBCHHBIC B3aWMOJCHUCTBHUS MEXIY Ipernaparom
Dpanshon® u mpernapaTaMm rpaHyIOMUTAPHOTO KOJIOHHECTHMYIMPYIOMEro (GakTopa ¢ TOUKH
3peHHsl Temaroyiorndeckor auddepeHnuanu WM Tpoaudepadil  OMyXOJIeBbIX KJICTOK,
U3y4YEeHHBIX B 00pasiax ouorcuu in Vitro.

Crumynupylolee aeiicteue npenapata JpanbGoH® Ha SPUTPONO3 MOKET OBITH YCUIEHO NPH
OJTHOBPEMEHHOM ITPHEME MperapaToB Keje3a.

[Ipr cOBMECTHOM MPHUMEHEHHHM C THUIIOTCH3MBHBIMH IMperapaTaMd BO3MOXKHO OCJIa0JICHHE HX
IEUCTBUAL.

VMeroTcst JaHHbIC O BIMSHUKA HHIMOUTOPOB aHTMOTeH3UMHIIpeBparliamiero Gepmenta (AIID) Ha
nelicTBue mpenapata DpanbGoH® MpH COBMECTHOM MPHMEHEHHN.

[lpy OAHOBPEMEHHOM MPOBEJACHUU MPOTHBOCYIOPOKHONW TEParUd MOMKET MOBBICHTHCS

CKJIOHHOCTb K Cy/10pOram.

Oco0ble ykazanus

Apmepuanvnan 2unepmen3us

Jlo ¥ TociIe Havaja Tepaluy npernapaToM Jpanb(oH® HeoOX0UMO aeKBaTHO KOHTPOIMPOBATH
apTepuanbHoe nabinenue. Ilpenapar Dpanbhon® cliefyeT NPUMEHATh ¢ OCTOPOKHOCTHIO TIPH
HAJIMYMU HEJEYECHOM WIM IUIOXO KOHTPOJMPYEMOW apTepHalIbHOM rumnepreH3uu. Bo Bpems
Tepanuy npenapaToM DpanbPpoH® MOKET TOHATOOUThCS Ha3HAUEHHE THIOTEH3UBHON Tepanui.
[Tpy HEBO3MOKHOCTH CHH3UTh JaBJIEHHE TMIIOTEH3UBHBIMU CPEACTBAMM TEpaIUIO IpernapaToM
DpanbGor® Heo6XOAUMO TIPEKPATUTD.

['mneproHUYecKuii KpH3, COMPOBOXKIAeMbIM »SHIEdasonaTHed M Ccynoporamu, TpeOyromui
HEMEIJIEHHOTO MEIUIMHCKOIO BMEIIATeNIbCTBA, TAaKXK€ MOMKET MPOU30WTH BO BpeMs Teparuu
npenapatoM Dpanb(oH® y TNAIMEHTOB, paHee HMEBIIMX HOPMAJIbHOE MIIM MOHMKEHHOE

ApTCPHUAIIBHOC NABJICHUC. Oco0oe BHHMaHUE JOJIXKHO OBITh YACICHO BHE3AIIHO BO3HUKIIIEH
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COOTBETCTBYET 3K

(cm. «ITobouHOE EHCTBHEY).

Hcmunnaa spumpoyumapnas aniazus

VY nanueHToB, IOJIyYaBIIMX JIEYEHHE DSIO3THHOM, OTMEYaJach AHTHUTEN0-OIOCPEIOBAHHAS
WCTUHHAs dpuTponuTapHas amiasus (UDA).

M3penka Takke OTMEUYANINUCh Clydau 3TOro 3abosieBaHus y manueHtoB ¢ rematurom C,
NOJyYaBIIUX JICYCHHE HHTEPPEPOHOM M PUOABUPUHOM, KOTAA OJHOBPEMEHHO IMPOBOAMUIIOCH
JICYCHHE SPUTPONOITUH-CTUMYIHPYIOIIUMH TpernapaTaMy, MO3TOMY OHHU HE OJOOpEHBI IS
JIeYeHMs aHEMMH, CBsi3aHHOH ¢ renatutoM C.

VY NanueHToB ¢ XpOHUYECKON MOYEYHOM HEJOCTAaTOYHOCTBIO, Y KOTOPhIX BO3HHKAET BHE3AIIHOE
cHIDKeHHE 3((EeKTUBHOCTH, ONpeaesieMoe 1Mo cHuxkeHuto remoriaoduna (10-20 r/n B mecsn) ¢
NOBBILICHUEM MOTPEOHOCTH B TpaHCPY3UsX, HEOOXOAUMO IPOBECTH IOJCYET KOJIUYECTBA
PETUKYJIOLUTOB U 00CII€JOBaHUE HAa HAJTMYME TUIIMYHBIX IPUYMH OTCYTCTBHSI OTBETa (HalpUMep,
neguuut kene3a, (OJUMEBOW KHUCIOTHI MJIM BUTaMMHAa Biz, HWHTOKCHUKalus allOMHHUEM,
UHQEKIHS WK BOCIIAJICHNE, KPOBOIIOTEPs, TeMONN3 U (hrOpo3 KOCTHOTO MO3ra JIFo00ro reHesa).
Ecin  konuuecTBO  PETUKYJIOLUTOB, CKOPPEKTHMPOBAaHHOE C ydeToM aHeMuu (T. e.
PETUKYJIOLMTAPHBIA HMHJIEKC), HU3koe (< 20000/mm3, wim < 20000/mKn, wm < 0,5 %), a
KOJINYECTBO TPOMOOLIUTOB M JIEHKOIIMTOB HOPMAJIbHO, U €CIIM HE BBISBJICHBI JAPYrHe MPUUUHBI
cHIbKeHUs d3(ddekra, cieayer MNPOU3BECTH ONPEAEICHHE KOHLEHTPAlUM AaHTUTEeN K
APUTPOIIOATHHY, a TaKXKE PACCMOTPETh BO3MOYKHOCTb MCCIIEAOBAHUSA KOCTHOI'O MO3ra C LEJIbIO
nuarmoctuku UDA.

Ecin Bo3HuMkaeT mnomospeHne Ha MDA, omnocperoBaHHYIO —aHTHIPUTPOIOITHHOBBIMU
aHTUTEJIaMH, Teparnuio 3MO03THHOM ajb(a cleayeT HeMEUIEHHO MpekpatuTb. He cuemyer
HAaUMHATh JIEYEHHWE KaKUMM-TUOO HHBIMU SPUTPONOITHH-CTUMYJIUPYIOLIUMHU TpernapaTaMmu,
MOCKOJIBKY CYIIECTBYET PUCK MEPEKPECTHOW peakuuu. [Ipy HanM4ymu mnoka3aHul MalHeHTaM
MOYET OBITh MPOBEJICHA COOTBETCTBYIONIAS Te€parnus, Takasi Kak epeauBaHue KPOBH.

/Jlpyzue pexomenoayuu

OnodTHH anbpa HEOOXOIWMO NPUMEHSATh C OCTOPONKHOCTHIO Y MALMEHTOB C AIHIIEIICUEH,
SANWIECNTUYECKUMH TPUIIAJKaMU B aHaMHe3e M 3a00J€BaHUSIMH, AaCCOLUUPYIOIIMMUCS C
AMUIENTUYECKUMHU Tpunaakamu (Hanpumep, nHpekuusmu [ITHC u meractazamu B TOJIOBHOM
MO3Te€).

OnodTvH anb(a TaKkkKe CIEeAYyeT C OCTOPOKHOCTHIO MPUMEHATh y MAllMEHTOB C XPOHUYECKOMH
MEYEHOYHON HEeJ0CTaTOYHOCThIO. be3onacHOCTh 3mo3THHA anbda y MalMeHTOB ¢ HapylIeHUEeM

(I)YHKI_II/II/I NEYCHU HC YCTAaHOBJICHA. BcneactBue CHUXXEHHOIO MeTaboa13Ma Yy HNagueHTOB C
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HapymecHHuEM q)YHKI_II/II/I NNE4YCHU IIpUu IMPUMCHCHUHN QWQWJ@E@Q’ EM@KET " IFEDE[C@QZII/ITB

YCUJIEHUE 3PUTPOII033a.
Y [anueHToB, MOJNYYaBUIMX ASPUTPONOITHH-CTUMYIUPYIOIIME Ipernaparbl, Ha0JI0JaI0Ch
MOBBIIIIEHUE YacTOTHl TPOMOOTHUYECKHX COCYIUCTBIX OCJOXHEHUH, HampuMep, BEHO3HBIE U
apTepHualibHble TPOMOO03bI U SMOOJINH (BKJIIOUAsi HECKOJIBKO CIYy4aeB CO CMEPTEIbHBIM UCXOJI0M),
TakKue Kak TpoM0O03 riIyOOKHUX BEH, IMOOJIHUS JIETOYHON apTepuu, TPOMOO3 CETYATKH U MH(MAPKT
mMuokapaa. Kpome TOro, orMevanuch HapylmIeHHS MO3TOBOTO KpoBooOpamieHHs (BKIIOYast
UH(APKT TOJIOBHOTO MO3ra, BHYTPUMO3TOBOE KPOBOM3IHUSAHUE U TPAH3UTOPHBIC MIIEMUYECKUE
ataku). Crenyer TIIATENBHO COMOCTABIATH OTMEUEHHBIH PUCK TPOMOOTHYECKUX COCYIUCTBIX
OCJIO’)KHEHUH U TO0JIb3Y OT JICYSHHS STIOITHHOM ajib(a, B OCOOCHHOCTH y MALIUEHTOB C HAIUYUEM
(dakToOpoB pHCKAa.
Y Bcex MalMeHTOB CIEAYyeT MPOBOIUTH THIATEIBHBIH MOHHUTOPHHI TeMOINIOOMHA H3-3a
MOTEHLIMAIbHO TMOBBIIIEHHOTO PHUCKA TPOMOOIMOOTUYECKMX OCIOXHEHUH W CMEpTEIbHBIX
MCXOJI0B, HAONIOAAEMOro y MAIMEHTOB C MOBBIIICHHBIM TE€MOTJIIOOMHOM B CiIy4ae Tepanmuu
npenapaToM Dpanbhou®.
bezonacHocth u 3()()EKTUBHOCTD TEparuu SMOITHUHOM aib(a y MaUeHTOB C (HOHOBBIMU
reMaToJIOrMUYeCKUMH  3a00JIeBaHUsAMH, HanpuMep, TaKUMH KaK TeMOJMTHYECKas aHeMHUs,
CEpPIIOBUIHOKIIETOUHAS aHEMHUS, TaJacCeMHUs, U3y4YeHa He ObLia.
[lpu neuenuu mnpenapatoM DpanbpoH® TpeOyeTcss peryjispHbIi KOHTPOJb KOJIHYECTBA
TPOMOOIINTOB, OCOOCHHO B TEYCHHE TIEPBHIX & HEAENb, T. K. BO3MOXKHO pa3BUTHE
JT0303aBUCUMOTO  OTHOCHTEIBHOTO  TOBBIIICHHS  KOJHMYECTBA  TPOMOOIIUTOB, KOTOPOE
HOpMallu3yeTcss B JalbHeilleM Oe3 OTMEHbl Tepaluu; B PEIKUX CiydasX OTMEYaeTrcs
a0COJIIOTHOE TIOBBINIEHHE YHCIIa TPOMOOIUTOB.
[lepen HawasoM Tepamuy SMO3TUHOM aib(da, a TakKe MPHU MPUHITAN PEIICHHUS O MOBBIIICHUU
€ro JI03bI CJIeIyeT MPOBECTH OIEHKY W JICUYCHHWE OPYTUX NMPUYMH aHeMHu (IeuIuT sKenesa,
dbonueBoil KUCIOTHI WM BUTaMHHA B2, WHTOKCHKAIUS aIIOMHHHEM, WHQEKIHUS WU
BOCIMIAJIEHUE, KpOBOIOTEps, TIemMoinu3 Hu (ubpo3 KocTHOro wmosra Jmoboro reHesa). B
OOJIBIIMHCTBE CITydaeB 3HAUCHHsI KOHIIGHTpAaUU (eppuUTHHA B CHIBOPOTKE KPOBH CHUXKAIOTCS
OJTHOBPEMEHHO C yBEJIMYEHHEM TeMaToKpuTa. JJsi JOCTHKEHHS ONTUMAIbHOTO OTBETa Ha
SMOATHH aibda cieayeT oOecneunTh aJeKBaTHbIE 3amachl JKejle3a C BBEJIEHHEM IpHu
HE00XO0IMMOCTH JIOTIOJIHUTENFHOTO TIpUeMa MpenapaToB xKele3a:
— B3pOCITBIM OHKOJIOTHUECKHUM TAIlMeHTaM C aHeMHEH TpH CONHIHBIX (HEMHUEIIOHTHBIX )
OIyXOJISIX, 3J0KAYECTBEHHON JMM(OME WIM MHOXXECTBEHHOH MHEIoMe, MOIy4arolluM

XUMHOTEpanuio (A7 JIeYeHUsT aHEeMUU U CHUXKEHHMsS NOTpeOHOCTH B TpaHCy3UsX),
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300 mr/cyTku mepopaibHO) B clydae HacklmeHus Tpancdeppruna menee 20 %;

— B3pOCIBIM TAIMEHTaM B paMKaxX NPEJCNO3UTHONH MpOrpaMMmbl Tepe] OOIIMPHBIM
XUPYPrU4eCKUM BMEIIATEIbCTBOM C T'eéMaTOKpUTOM, paBHbIM 33-39 %, nis obnerdeHus
cbopa ayTOJOrMYHOW KPOBM M YMEHBIICHHS PHCKA, CBS3aHHOIO C HCIOJIb30BaHHEM
QJIOTEHHBIX TeMOTpaHCPY3UH, €CIH OXHIaeMmas MOTPEOHOCTh B IEPETMBAEMOl KPOBU
NPEBBIIACT KOJMYECTBO, KOTOPOE MOXKHO IOJIyYUTh METOJOM ayTOJOrHMYHOro cbOopa 0e3
NPUMEHEHHS 3M03THHA allb(a, PEKOMEHIYETCsl IOTIOTHUTEIIBHBINA PHEM TIpenapaToB jKejes3a
(anemenTapHoro >kene3a 200 MI/CyTKH MEpOpabHO) B TCUCHHUE HECKOJIBKHX HEIETh Mepen
HayaoM cOopa ayTOJIOTUYHOM KPOBU C IENBIO TOCTUKEHHUS OOJIBIINX 3aI1acoB jKeje3a mepes
HAYaJIoOM Teparuy SMO3THHOM anb(da, a Takke B TEUYCHHE BCEro Kypca Tepaluy 3MO3THHOM
anbda;

— B3pOCTBIM TAlMEHTaM TIepe] MNpPOBEACHHUEM OOMIMPHOW ONepalud ¢  OXKHAaeMOU
kpoBonoteperr 900—-1800 mut (2—4 enuHUILIBI), HE UMEIOIIMM aHEMUH HJIH C JISTKOW U cpeHei
creneHpio aHemuu (remorsiodus 100—-130 1/m), ans yMeHbIIeHUs TOTPEOHOCTH B aJNTIOTEHHBIX
reMoTpaHcy3usx ©  OOJEerdeHuss BOCCTAHOBJICHUS  DPUTPOIOd3a  PEKOMEHIYeTCs
JIOTIOJTHUTEIBHBIN TIPUEM IpernapaTtoB kene3a (dyeMeHTapHoro keneza 200 mr/cyTku
NEpOpPAIIbHO) B TEUEHUE BCEro Kypca Tepamuu SHodTHHOM anbda. [lo BO3MOXKHOCTH
NPUMEHEHHE NPEenapaToB, COJACPKAIIMX Kele30, CIeAyeT HayaTh 1O CTapTa Tepamuu
ATMOATHHOM aib(]a, 9TOOBI CO3/1aTh TOCTATOYHBIE 3aIachl )KeJe3a.

OdeHp penko y MAIUMEHTOB, MONYYaBIIMX JIEUYEHUE SIOITUHOM anb(a, B Hauane JedeHus

Habmoanuch o0ocTpeHus: nmoppupuu. Y TaAIMEHTOB ¢ MopdupHeil 3ModTHH anbda cliemayeT

MPUMEHSTH C OCTOPOKHOCTBIO.

Crnydyan BO3HHKHOBEHHS TSDKEIBIX JKH3HEYTPOXKAIONIUX OCIOKHEHUH CO CTOPOHBI KOXKH,

BKJIIOYass MHOroopmHyro spureMy W cuApoM CruBeHca — JkKoHCOHA / TOKCHYECKUI

AMUAEPMAIIbHBIN HEKPOJIN3, OTMEYAIUCh Y HE3HAUYUTEIHHOTO YHUCIA MAlMEHTOB, MOJY4aBIINX

Tepanuio npenapatoM JpanbpoH®. B cloydae BO3HHUKHOBEHMS IOJO3PEHUH HA TSKEIbIE

HE)KEJaTeIbHbIE PEaKIMh CO CTOPOHBI KOkH (cuHapom CrtueHca — JXKOHCOHA / TOKCHUYESCKHIA

SMUAEPMAIBHBIN HEKPOJIN3) HEOOXOAMMO HEMEJIEHHO TMPEeKpaTUTh Tepanuio MpenapaTom

Dpanbdon®.

CpencTBa, CTUMYIHPYIOIINE SPUTPOIIOI3, HE 00S3aTENbHO SKBUBAJIEHTHHL. [loaTomy ciemyer

YTOYHHUTH, YTO ITAIIMCHTOB CJEAYeT IEePeBOJUTh C OJHOTO IMpernapara, CTUMYJIHPYIOIIETO

IPUTPOINON3 (TAKOro Kak mpemapaT DpanbpoH®), Ha APyroil TONBKO ¢ OJ0OPEHHMS JEYaIIero

Bpaya.

22



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.01.2025 N= 2078

OnooThH anb(a obazaeT MUHUMAIIBHON CIIOCQOHOCTD Y |MHIYEMPOBATE 00Pa30RAHEE @HHTEIL.

UccnenoBanuii KaHIEPOT€HHOCTH HE MTPOBOIUIIOCH.

OnodTrH anb(a HE BHI3BIBACT MYTAIlMi OaKTepUadbHBIX T€HOB (TeCT DiMca), XPOMOCOMHBIX
abeppanmii B KJIeTKaX MIJICKONUTAIONIUX, a Takke Mmyranuii reHoB jnokyca HGPRT. B xone
OJIHOTO HCCJIEeIOBaHUS OBLJIO BBISIBICHO OTCYTCTBHE pAa3IMUUMN B 4YacTOTE BO3HUKHOBEHUS
¢ubpo3a KOCTHOIO MO3ra y MalMEeHTOB, HAXOJAMBLIMXCS Ha JAMANU3€ U MOJY4YaBIIUX SMO3THUH
anba B TEYCHHE 3 JIET, U y AHAJIOTMYHBIX TAIMEHTOB, HE MOJYyYaBIIUX JMOITHUH alb(a.
TeparoreHHOCTh TMpenapara y 4YejJOoBeKa HE HU3Yy4YeHa, y KpbhIC M KPOJHMKOB TEpPAaTOTEHHOE
JIEHCTBHE AIIOATHHA alib(a HE 0OHAPYKEHO.

Eciu Konu4ecTBO peTHKyIonuToB MeHee 20000 mm® (mm menee 20000/MK, win meree 0,5 %),
KOJIMYECTBO TPOMOOITUTOB U JICHKOIIMTOB B HOPME WM OTCYTCTBYIOT JIPYTHi€ MPUYHHBI MOTEPU
3¢ (HEeKTUBHOCTH, HEOOXOAMMO IPOBECTH aHAM3 HA HAJIWYUE AHTHTEN K DPUTPOIIOITUHY U
MCCJIEIOBAaHHE KOCTHOTO MO3Ta JIJIsl AMarHOCTUKH MapIHalbHON KPaCHOKICTOYHON aruia3ui.

B cnyuae ecnu mopo3peBaeTcsi QUAarHo3 «maplyanbHas KPaCHOKIETOYHAs arulasusy, CleayeT
HEME/JICHHO TPEKPaTHTh JICYCHHWE SMO3ITHHOM anbda. He crmeayer Ha3Ha4YaTh aHAJIOTUYHBIE
npenaparbl B CBS3M C BO3MOXKHOCTBIO TMEPEKPECTHON PEAKIUU aHTUTEN K IPUTPONOITHUHY C
OPYTUMH JpUTPONIOATHHAMU. [lo mMoOka3aHUSIM MOXKET ObITh MPOBEACHAa COOTBETCTBYIOIIAS
Tepanus (reMoTpancdy3un).

OnoatuH anbda, Oyaydn pOCTOBBIM (PAKTOPOM, MOMKET OKa3bIBaTh CTUMYIUpYIOIIEE NEHCTBHE
Ha HEKOTOPBIC THITBI OIyXOJICH, OCOOCHHO Ha 3JI0KaYeCTBECHHBIC HOBOOOPA30BaHHS KOCTHOTO
Mo3ra.

B3pocnvie onxonozuueckue nauuenmovl ¢ CONUOHBIMU (HEMUEIOUOHBIMU) ONYXOTIAMU,
3/10KAYECMEEHHOU  NUMPOMOIL UMW  MHONCECHBEEHHOU  MUEIOMOU,  NOAYUYAIOujue
Xumuomepanuio (014 1e4eHUs AHeMUU U CHUNCEHUA NOMPEOHOCMU 8 MPAHCPY3UaX)
CpencTBa, CTUMYIUPYIOITUE PUTPOTIOI3, SABIAIOTCS (GaKTOpaMu pOCTa, KOTOPHIE CTUMYIIUPYIOT
B TIEpPBYI oOuepenb o0Opa3oBaHHWE OHPUTPOLUTOB. PenenTopsl SPUTPOMOITHHA MOTYT
AKCIIPECCUPOBAThCA HAa MOBEPXHOCTM MHOTHX OITYyXOJEBbIX KiIeTOK. Kak M B ciaydae Bcex
(bakTOpOB poOCTa, CYIIECTBYIOT COMHEHHUSI B OTHOIICHUH TOTO, YTO CPEACTBA, CTUMYJIHPYIOIINE
APUTPOIOI3, MOTYT CTUMYJIHUPOBATh POCT omyxojeil. Takum oOpa3om, pelieHHe O BBEICHUU
npemnapaTa peKOMOMHAHTHOTO JPUTPOMOITHHA TOJKHO MPUHUMATHCS HAa OCHOBAHHMH OIICHKHU
OTHOILIEHUS PUCKA U TOJIb3bl C YYaCTHEM KOHKPETHOrO MallM€HTa M YYUTHIBATh KOHKPETHYIO
KIIMHUYECKYI0 cuTyaruio. DakTopbl, KOTOPBIE CIEIYeT pacCMaTpuBaTh IMPH TaKOW OICHKE,
BKJIFOYAIOT: THNO W CTQJAMIO0  OINYXOJH; CTENEeHb THKECTH AaHEMHUHU;  OXHIAEMYIO
MPOJIOJKUTENBHOCTD KU3HH; YCIOBUS, B KOTOPBIX MAlIMEHT MOJY4YaeT JICUCHHUE; MPEeANOYTEeHUS

namucHTa.
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JIPYTHUMHU CPEICTBAMHU, CTUMYIHPYIOIIMMH 3PUTPOII0I3, OBLIO OTMEYEHO:

— YXYAIIGHHWE JIOKOPETHOHAPHOTO KOHTPOJII Yy TAIMEHTOB C  PaclpOCTPaHECHHBIMHU
37I0Ka4€CTBEHHBIMH HOBOOOPAa30BaHUSMH TOJIOBHI U I1I€H, MOJIYYaIOIIUX JIYYEeBYIO T€paruio, B
cly4ae MPUMEHEHHS JAaHHBIX MPEnapaToB s AOCTHKCHHS KOHIICHTPAIIMH TeMOTIO0MHA
oomnee 140 1/m;

— CHIKEHMEe OoOmed BBDKMBAEMOCTH UM YBEJIMYEHHE CMEpPTHOCTH, CBSI3aHHOM ¢
nporpeccupoBaHueM 3a0o0sieBaHus, yepe3 4 Mecalla npuemMa naueHTaMu ¢ MeTacTaTUYECKUM
pPaKoM MOJIOYHOM Kele3bl, MOJMYyUYalolUX XUMUOTEpAIuio, B ClIy4ae MPUMEHEHUS JaHHBIX
MpenapaToB IS JOCTHIKEHUS KOHIICHTpauu remorioouna ot 120 mgo 140 r/i;

— YBEIMYEHUE CMEPTHOCTU TMPH MPUEME JPYTHUX CPEACTB, CTUMYIUPYIOUIUX SPHUTPOIIOI3
(map6smo3THH anbda), A TOCTHKEHUS KOHIICHTpAauu reMorioonHa 120 /1 y manueHToB ¢
AKTUBHBIMU 3JI0KAYECTBEHHBIMA HOBOOOPA30BaHUSMH, HE MTOJIYYAIOIUMU HU XUMHUOTEPAIIHIO,
HU Jy4eByr0 Tepanuto. CpenctBa, CTUMYIUPYIOIIUME OPUTPOINOI3, HE TMOKa3aHbl K
MPUMEHEHHUIO Y TaHHOM IPYNIIbI MAIUEHTOB.

VY NanueHTOB ¢ OHKOJIOTHMYECKHM 3a00JICBaHHEM, IMOJIYYAIOIINX XUMHUOTCPAIUIO, TIPH OILECHKE

MPUTOJHOCTH TEPANUN MOITHHOM allb(a (B OCOOEHHOCTH y MAIIMEHTOB, IMOABEPIKEHHBIX PUCKY

TpaHcy3uu) cleAyeT YUUTHIBaTh 3aJepKKy B 2—3 HeledH MEXKIy BBEICHUEM CPEJCTB,

CTUMYJHUPYIOINIMX  JPUTPONO33, U  TMOSBICHHEM  CTHUMYJIHUPOBAHHBIX  SPUTPOMOITHHOM

SPUTPOLIUTOB.

B pamxax  npedenozummoini  npocpammel  neped - OOWUPHBIM  XUPYPUYECKUM

6MEUamenbCcmeom y 63pociblX RAUUEHMO8 ¢ 2eMamokpumom, pasnvim 33-39 %, ons

obnezuenua coOopa aymonocUYHOU KpO6U U YMEHbUIEHUA PUCKA, CEA3AHHO20 C

UCNONBb306AHUEM QIIO2EHHBIX 2eMOMPAHChy3uil, ecau odxncudaemas nOMPeOHOCMb 6

nepenueaemoil Kpoeu npesviuiaen KOoaudecmeo, KOmopoe MONCHO ROJIYUUMbL MEno0oM

aymonocuunozo coopa 6e3 npumeHeHus IN0IMuna aivpa

VY manueHToB, CBSI3aHHBIX C MPOrpaMMol cOopa ayTOJOTMYHOM KPOBU M MONYYaAOUIUX

JOTIOTHUTETIFHOE JICUEHUE DTOATHHOM annb(a, CIeAYeT YIUTHIBATh BCE 0COOBIE IPEIYTPEKICHUS

1 0COObIE MEpHI MTPETOCTOPOKHOCTH, B OCOOEHHOCTH — 0053aT€IbHOE BOCIIOJHEHNE 00beMa.

B3pocnvie nauyuenmuvt neped nposeedenuem  OOWUPHOU OnEPAUUU C  OHCUOAEMOUL

kposonomepeit 900-1800 mn (2—4 edunuust), He umerouiue anemMuu Uil ¢ J1€2Koil U cpeonell

cmenenvto auemuu (2emocnooun 100-130 2/n), ona ymenvuwienus nompebHocmu 6

A/17102EHHBIX 2EMOMPAHCPYIUAX U 0071€24eHU 60CCHIAHO6EHUA IPUMPON0OI3A

B 1o- m mociieonepalmioHHOM TIEPHOJIE BCETJa CIIeAyeT COOJII0IaTh HajJIeXkallue CTaHIapThI

KOHTPOJIA ImokKazareinei KpOBHU.
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MPOBOAUTH AHTUTPOMOOTHYECKYIO NPO(MUIAKTUKY, MOCKOIBKY y XUPYPrUYECKUX MallMeHTOB
MOTYT BO3HHUKATh TPOMOOTHYECKUE U COCYAHUCTHIE OCIOKHECHHSI, B OCOOCHHOCTH Y MAlUEHTOB C
(OHOBBIM CepAEYHO-COCYTUCTHIM 3aboneBanueM. Kpome Toro, ciemyer coOmogarb ocoOble
Mepbl  MPEJOCTOPOKHOCTH Yy  MAalMEHTOB C  IPEIPACIONOKEHHOCTBIO K  Pa3BUTHIO
TPOMOOTHYECKHUX OCJIOKHEHUHU. bojee Toro, y manueHToB ¢ UCXOMHBIM TemorioounoM > 130 r/n
HEJb3s1 HCKJIFOUUTh BO3MOXKHOCTH TOTO, YTO JICUSHUE SMOITUHOM aib(a MOXKET OBITh CBSI3aHO C
MOBBIIICHHBIM PHCKOM TOCJICONIEPAMOHHBIX TPOMOOTHYECKHX COCYAMUCTBIX OCJIOKHCHH.
CrenmoBaTebHO, y MAIMEHTOB ¢ MCXOIHBIM TemorioouHoM > 130 r/m mpuMeHEHHe 3TO03THHA
anb(a He PEKOMEHTyeTCS.

Bcnomozamensnuie éeujecmea

Jaunnblii mpenapart cogaepxut MmeHee 1 mmonb (23 mr) Hatpus Ha 1 M mpenapara, TO €CThb 1O

CYTHU HE COACPIKUT HATPUA.

Binsinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MaMHU
Het undopmannu o ToM, 4TO 3MOATHH ajib(a BIUAET HA CIIOCOOHOCTH YIPABISATH aBTOMOOHIIEM

" IPpYIr'uMHru MCXaHU3MaMHU.

®opMa BBIIIYCKA

PactBop 1t BHyTpHBEeHHOTO 1 1ToK0kHOTO BBeaeHus, 30000 ME, 36000 ME.

0,75m1 (30000 ME) wmmu 0,9 mn (36000 ME) B 1umpuibl CTEpUIIBHBIC CTEKJISIHHBIC
rpagyupoBaHHble M3 OECIBETHOro CTekjia Tun | ¢ WO, 3aIIUTHBIM KOJMAYKOM C
JIOTIOJTHUTEIbHBIM aBTOMATHUYECKUM WJIM HEABTOMATUYECKUM YCTPOMCTBOM JUISl 3AILMTHI MIJIbI
MOCJI€ MCMOIb30BaHUS IITPUIIA WK 0€3 Hero.

Ha kaxxnprii mmpuil HakJIEWBAIOT CaMOKJICSIIYIOCS JBOWHYIO STHUKETKY C nepdopupoBaHHON
JMHUEN OTPbIBA U3 TUIEHKH MTOJIMIIPONIUIIEHOBOM.

I, 2 mmm 3 wmmpuma NOMEMAIOT B KOHTYPHYIO SYEMKOBYIO YINAKOBKY W3 IIJICHKH
NOJMBUHWIXJIOPUAHON WIM  TMOJMATWICHTEpePTaNaTHOM M IUIEHKW TOJIMMEPHOW WU
MOJIMIIPOIIMIIEHOBOM, UJTH TTOJIMATUIIEHOBOI.

1 KOHTYpHYIO S4YeHKOBYIO yMakoBKY o 1, 2 wnu 3 mmpuia wid 2 KOHTYpHbIE SYEHKOBbIE
YIAKOBKHU 0 2 WM 3 IUNpHIA, WM 3 KOHTYPHbIE SYEUKOBBIE YIIAKOBKU IO 3 mIIpuua, wiu 4
KOHTYpPHBIE STYEHKOBBIE YITAKOBKH IO 2 IINPULA, WIH 5 KOHTYPHBIX SYEHKOBBIX YITAKOBOK IO 2
LIMPUIIA BMECTE C MHCTPYKILUEH 10 MPUMEHEHHIO TIOMENIAIOT B NMaYKy U3 KapTOHa.

[Tauky ¢ ABYX CTOPOH 3aKJIEMBAIOT HAKJIEHKAMH U3 CaMOKJIESILErocs MaTepuasia JUisl KOHTPOJIs

MEPBOr0 BCKPLITUSA U 0e3 HaKJIeeK.
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(NOCNEQCBATENEHOCTE 0002)

YcaoBusi XxpaHeHust
[Ipu Temniepatype ot 2 10 8 °C B 3auuiieHHOM OT cBeTa Mecte. He 3amopaxuBarts.

XpaHUTb B HEOCTYITHOM JUIsS IETEH MECTe.

Cpox rogHocTu
3 rona.

He MPUMCHATH 1O UCTCUCHUHN CPpOKa rOAHOCTH.

YcaoBusi oTnycka

OTIyCKalT MO pelenTy.

Mpoussoaurens /| ®@acoBuMK (MePBUHYHAS YIAKOBKA)
Poccuiickas ®@eoepayus
3A0 «Dapm®Pupma «CoTekc»

MockoBckas 001., r.0. CeprueBo-ITocaackuii, . beinukoso, a. 10

YnakoBumk (BTOPUYHAS YIIAKOBKA)

Poccuiickas ®@eoepayus

3A0 «®apmPupma «CoTeke»

MockoBckas 061., 1.0. CeprueBo-Ilocanckuii, . benukoso, 1. 11, ctp. 1
WIH

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»

MockoBckas 001., 1.0. CeprueBo-Ilocanckuii, . benukoso, a. 12

Beinyckaouuii KOHTPOJIb Ka4yecTBa
Poccuiickas ®edepayus
3A0 «Dapm®Pupma «CoTekc»

MockoBckas 001., r.0. CeprueBo-Ilocaackuii, . beinukoso, 1. 11

Jepaxareib PEerucTpanMoOHHOI0 yaoctoBepenusi / Opranuszanusi, NPUHUMAOIIAS
NpeTeH3uH NoTpeduTeIeH
Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»
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141345, Mockosekas 001, 1. Ceprues Iocan, 1f. benukogoy mrlH OB ATENEHOC TS 0002

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

OnexTponHas noyra: pharmacovigilance@sotex.ru

27



