ot 14.08.2025 Ne 20289

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

PuGaBupun, 200 Mr, KancyJbl.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JlelicTByro1Iee BEUIECTBO: pUOABUPHH.
Kaxxnas kancyna comepxut 200 mr pubaBupuHa.

BcenomorarenbHbie BelIeCTBa, HANMYUE KOTOPBIX HAN0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpAT (CM. pasnuensl 4.3, 4.4).

[TonHbIi epedeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancyier.

Teepasie >xenaruHoBble Karcynasl Ne 0. Koprmyc KpeMOBOro IBeTa HENpO3payHbId, KpbIIICYKa
KpeMOBOTro 11BeTa Henpo3pauHast. CopepKuMoe Karcysl — MOPOIIOK WM CMECh TOPOILIKA U TPAHYJI OT
6enoro 10 0eI0ro co cierka XKeJIToBaThIM OTTEHKOM I[BETa.

JlonmyckaeTcsl yIUIOTHEHHE COAEPKMMOIO Karcyiasl 1O (opMe KalcCylsbl, pacnajarouieecs Mpu
Ha/1aBJIMBaHUU.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

Tpoiinag Tepanus

Jleuenue xponunueckoro BupycHoro remnatuta C (reHorun 1 Bupyca remnatuta C) B KOMOMHAIIMH C
OouenpeBupoM u TATUHTEphepoHOM anbda-2b y B3pocibix manueHTtoB (18 yer u crapiie) c
KOMIIEHCUPOBAHHBIM 3a00JIEBAaHUEM IME€YEHH, KOTOPHIE paHee HE IMOJIy4add MPOTUBOBUPYCHYIO
TEpaIuIo, MO0 y MAIMEHTOB, Y KOTOPHIX MPEIIECTBYIONIEE MPOTUBOBHUPYCHOE JICUEHUE OKA3aJIOCh
Hed(PPEKTUBHBIM.

JIBoViHAsA Tepanusa

Jleuenne xpoHudeckoro BupycHoro renatuta C y B3pOC/bIX MallMEHTOB U JeTeil ot 3 go 18 xer
TOJIBKO B KOMOMHAIMM ¢ HHTepdepoHoM anb(a-2b uau miruHTepdepoHoM anbda-2b. Ilpenapat
PuGaBupuH B KauecTBe MOHOTEPANUN HE TPUMEHSIETCS.

IlanueHThl, paHee He MOJyYaBIIne TEPauio

Bspocnvie

e TpoifHas Tepamnus - Je4yeHHUe XPOHUUECKOro BupycHoro remnatuta C (reHotun 1 Bupyca remnarura
C) B xoMOMHamu ¢ maruHteppepoHoM anbda-2b u OOIenpeBUPOM Yy B3pPOCIBIX MAIUEHTOB C
KOMIIEHCUPOBAaHHBIM 3a00JI€BaHUEM TIEUCHH;

e JBOIHas Tepamus - JIeYEHHUE XPOHHUYECKOro BHpycHoro remaruta C B KOMOMHAIMM C
uHteppepoHoM anbda-2b wunum mIruHTepdepoHoM anbda-2b y B3pOCHBIX MALUEHTOB,
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MY OTUETY

NPU3HAKOB  JEKOMIICHCAIIMM  3a00JeBaHMA  TEYEHH, C  TOBBILIEHHOH  aKTHBHOCTBHIO
anannHamuHoTpaHchepassl (AJIT), koTopbie paHee He MOJTydYall TepaIuio;

e JBOWHAs Tepamust - JICYCHWE XPOHUYECKOro BupycHoro rematuta C B KOMOWHAUMU C
mruarepdepoHoM anbgha-2b y B3pocbIX NaMeHTOB ¢ KOMIIEHCHPOBAHHBIM IIUPPO30M II€YCHU
W/WIKM ¢ KIMHUYECKH CTaOWIbHOW WH(EKIHuend Bupyca MMMyHoaehuiruTa uvenoBeka (BUY-
HHEKIHEH).

Jlemu om 3 0o 18 nem

e JBOIHAs Tepamus - JIEYEHHE XPOHHUYECKOro BHpycHoro remaruta C B KOMOMHAIMM C
uatephepoHom anbda-2b wim meruaTepdepoHoM anbda-2b y manueHToB AETCKOro Bo3pacTta (0T
3 ner), cepono3utuBHbeIX kK PHK Bupyca renarura C, He MMEIOIIMX NPU3HAKOB JEKOMIIEHCALIUN
3a00JieBaHUs MTEYEHU, KOTOPBIM JICUEHUE paHee HE MPOBOUIOCE.

[Ipy npuHATHH pemieHUusT O HEOOXOAMMOCTH JICYCHHS MEAUATPUYCCKUX TMAIMEHTOB BaXHO
YUUTBHIBaTh, YTO KOMOWHHUPOBAHHAS TEpamusi MOKET BBI3bIBATh 3aJEPXKKY POCTa y HEKOTOPBIX
MalUeHTOB JIETCKOr0 Bo3pacTa. PereHue O Ha3HAUYEHUM JIEYEHUS JOJDKHO OBITh MPUHSATO B
3aBHCHMOCTH OT KOHKPETHOTO ciiydas (cM. pasaen 4.4).

HaHI/IeHTI)I, PaHEC MOJYYaBIINEC TCPAIIUIO

B3spocnvie

e TpoiiHas Tepanus — JieueHUue XpoHHuueckoro BupycHoro renatura C (resotun 1 Bupyca renarura
C) B komOuHammu c moruatepdepoHom anbda-2b u  OouenpeBHpPOM Yy TMAUEHTOB C
KOMIIEHCUPOBAaHHBIM 3a00JI€BAaHUEM II€YEHH, Y KOTOPBIX IMPEIIIECTBYIONIEE MPOTUBOBUPYCHOE
JIeUYeHHE OKa3aI0Ch HeA(PPEKTUBHBIM;

e JBOIHAs Tepamusi — JIEYCHHE XPOHUYECKOro BUpycHOro rematuta C B KOMOMHAIUHM C
mIruHTepdepoHoM  anbda-2b y MNaUMEeHTOB, Yy KOTOPBIX MpeaUIeCTBYIOIAs Tepanus
uHTephepoHOM anbda (MATHIUPOBAHHBIM MM HEMAITWIMPOBAHHBIM) W PHUOABUPHHOM WU
MOHOTepanus HHTepPEpOHOM OKa3zajach Hed(PPEKTUBHOM;

e JBOMHas Tepamusi — JIEYEHHE XPOHHUYECKOro BUpycHoro rematuta C B KOMOMHAIUM C
uHTepPepoHoM anb(a-2b y nalleHToB, paHee NoJyyaBIINX MOHOTEPAUIO HHTEPPEPOHOM allbpa
(c Hopmanmzanumeit aktuBHOCTH AJIT K KOHIy jeyeOHOro Kypca), Y KOTOPBIX BIOCIEICTBUU
BO3HHK PEIUANB 3a00JICBaHUSI.

[Ipy HazHayeHHMH KOMOWHUPOBAHHOM Tepamuu HEOOXOJUMO TaKKe PYKOBOJCTBOBATHCS
WHCTPYKIUSAMH TI0 MEIUIMHCKOMY TIpUMEHEHUI0 wuHTepdepoHa anbda, mruaTephepoHa
anbda-2b u 6ouenpesupa.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

JleueHune NOKEH HAYMHATH W 3aT€M MOCTOSHHO KOHTPOJHUPOBATh TEPAINEBT C OMBITOM JICUYCHHS
xpoHuueckoro remnaruta C.

PexxuM 103upoBaHUs

Jlo3a npenapara PuGaBupuH pacCUMTHIBACTCSI HA OCHOBAHUH MACChI TEJIa MalfeHTa.

[Tpenapat PuGaBupuH 1OHKEH NMPUMEHATHCS B KOMOMHAIIMM C MATUHTEphEepoHOM anb(ha-2b mimm
uHteppepoHoM anbda-2b (nBoitHas Tepamus) WIM Yy B3pOCIBIX MALMEHTOB C XPOHUYECKUM
rernatutoM C reHotuna 1 B KOMOMHALIUMH ¢ OOLENPEBUPOM U MIITUHTEPHEPOHOM anbda-2b (TpoitHas
Teparnus).

WNudopmanus o npuMeHeHnu OolenpeBupa, maruHrepdepona anbda-2b nim uHTepdepona anbda-
2b mpencraBieHa B WHCTPYKIHSIX MO MEAWIWHCKOMY TPUMEHEHHWIO IaHHBIX JIEKapCTBEHHBIX
Mpernaparos..
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COOTBETCTBYET 3KCINEPTHI 'H-' OTYETY

Bspocnvie

Jlo3a mnpenapara PuOaBUpWMH pacCYMTBHIBACTCA HAa OCHOBAHMM MAacCChl Teja IAI[MCHTA
(cm. Tabnumy 1).

PubGaBupuH 10/KEH MPUMEHATHCS B KoMOMHamu ¢ uHTepdeponom ansda-2b (3 maa ME 3 pasza B
HEJIEIT0) Ui TITUHTEepPepoHoM anbha-2b (1,5 Mxr/kr/Henens). Beioop KOMOMHUPOBAHHOW CXEMBI
OCHOBBIBACTCS HA OCOOCHHOCTSIX 3a00JICBaHUS MMAIUCHTA.

[TpumensiemMble npenaparhbl JOJHKHBI OTOMPATHCS HA OCHOBAHUHU IpeAronaraeMoi 3p(peKTUBHOCTH U
0€3011aCHOCTH KOMOMHUPOBAHHOM Tepanuy UHIUBUIyaIbHO IS KaXKJ0r0 MaleHTa.

Tabmuua 1. Jloza pubaBuprHA Ha OCHOBAHWM MAacCChl TeJa JJIS MAlMEHTOB TOJBKO C BUPYCOM
rernatuta C (BI'C) min koundekuueit BI'C/BUY ar060ro reHoTHIIa

Macca tena nauuenta | Cyrounas  no3a | KomuuectBo Karcyn | Pexxum no3upoBaHus

(xr) pubaBUprHa 1o 200 mr

<65 800 mr 4 2 KarcyJibl yTpoM,
2 KancyJsbl BEYEPOM

65-80 1000 mr 5 2 KarcyJibl yTpoM,
3 Karcynbl Be4epoM

81-105 1200 mr 6 3 KarcyJibl yTpoM,
3 Karcynbl Be4epoM

> 105 1400 mr 7 3 KarcyJibl yTpoM,
4 xancyJsbl BeYEpOM

IIpenapar PubaBupuH B KoMOMHALMHK ¢ OollenpeBUPOM U maruarepdepoHoM anbda-2b Wi TOJBEKO
¢ mrunrepdeponoM ansha-2b

HpO@OJZDfCMmeﬂbHOCWZb JIEHECHUA. HCM/;MEH}’I’Zbl, panee He nojaydasuiue mepanuio

Tpounas mepanus

Wudopmanus mnpeacraBieHa B HMHCTPYKLUHUAX MO METUIMHCKOMY INPUMEHEHHUIO IpernapaToB
OorenpeBupa u mIruHTepdepoHa anbda-2h.

Heotinas mepanust ¢ nseunmepgpepornom arvpa-2b

Bosmooicnocmos npocnosuposanus ycmoudueo2o eupycoio2uiecko2o omeema. MajoOBEPOATHO, 4TO
NAalMeHThl, WHQUIMPOBAHHBIE BHUPYCOM TeHOTHUNA 1, y KOTOpPBIX HE YyHaercs JOCTHYb
Heonpezaensemoro PHK BI'C B xpoBu uiu npoaeMOHCTpUPOBATh aJ€KBAaTHBIM BHUPYCOIOTMUECKUM
oTBeT Ha 4 win 12 Henene, NJOCTUTHYT YCTOMYMBOIO BHPYCOJIOTMYECKOIO OTBETA. Y JaHHBIX
MAMEHTOB JOJIKHA OBITh PACCMOTPEHA BEPOSATHOCTH OTMEHBI JICUEHUSI.

Tenomun 1

e V nanuenTtos, y kotopeix PHK BI'C He onpenensercs Ha 12 Henene nedeHus, Je4eHUE AOKHO
MPOJIOJIKATHCA elmie 9 mecseB (To eCTh Bcero 48 Henenb);

e VY manueHToB, ¢ onpeaensemMbiM, HO > 2 logio camkennem PHK BI'C mo cpaBHeHHIO ¢ HCXOAHBIM
Ha 12 Henene eueHusl, 10bKHA OBITh MPOBE/ICHA OlleHKa JieueHus Ha 24 neaene u, ecan PHK BI'C
HE ompeJensieTcs, MOJHbIA Kypc Tepanuu A0KEH ObITh MPOAOHKEH (TO eCTh Bcero 48 Henenb).
Ecnmu PHK BI'C Ha 24 Henene nedeHus BCe €IIe onpeensieTcss, HE00X0JUMO OTMEHUTH TePaIuio;

e V¥ nmamuentoB ¢ BI'C renotuna 1 u Hu3koi BupycHoil Harpyskoit (<600 000 ME/mi), y KOTOpbIX
Ha 4 u 24 menmensx neuenuss PHK BI'C He ompenensiercs, JieueHHE TOMKHO OBITH THOO
MpeKpamieHo mnocie 24-HeneabHOTO Kypca, MO0 MPOAOIKEHO B TEUEHHE TOTOJHUTEIHHBIX
24 wuenenb (TO ecTh 0OIIast MPOJOJKUTENBHOCTh Kypca cocTtaBuT 48 Henmenb). OpHako Kypc
MIPOJIOJKUTENIBHOCTEIO 24 HEIeTn MOXKET ObITh CBsA3aH C 00J1e€ BRBICOKMM PUCKOM PEIMINBA, YeM
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KypC NPOAOJKUTENHHOCTEIO 48 HENENb.

MY OTUETY

Tenomun 2 unu 3

Jlns Bcex ManuveHTOB PEKOMEHAYETCs JICUCHUE B BHJIC IBOMHON Tepanmuu B TeueHUe 24 Helenb, 3a
UCKJIIOYeHHEeM nanueHToB ¢ Ko-uHpekmuerdr BI'C/BUY, ans KOTOPBIX Kype JIEUEHHUS JIOJIKEH
COCTaBJIATH 48 HeNelb.

lenomun 4

B nenom cumtaercs, 4ro manueHThl, y KOoTopbix umeercss BI'C renoruna 4, ciokHee MOAIAI0TCA
neyeHuto. OrpaHUYEHHBIC TaHHBIC UCCIIeIOBaHUN (n=66) yKa3bIBalOT HA TO, YTO TAKUM MaI[UEHTaM
MOYKHO ITPOBOJUTH KypC TE€paIiu, paBHO3HAUYHBIA Kypcy Juis nanueHToB ¢ BI'C renotuna 1.

IIpooonxcumenvrocmo nevenus. Ilayuenmor ¢ xo-ungexyuei BI'C/BUY, panee ne nonyuasuiue
mepanuro

/lsotinas mepanus

PexomenayeMasi mpoaoIKUTENBHOCTD JICUCHHS TpernapatoM PubGaBuprH B 103€, paCCUMTaHHON Ha
ocHoBannu Mmaccel tena (Tabmuuma 1), y manmentoB ¢ ko-umH(pekumeir BI'C/BUY cocrammser
48 "Henenb ABOMHOM Tepanuu, He3aBucumo oT reHotuna BI'C.

B03M0KHOCTS IPOTHO3MPOBAHUS OTBETA U €r0 OTCYTCTBUS y MAIIMEHTOB ¢ Ko-uH(peknueir BI'C/BUY,
paHee He MOoJIyYyaBLIMX TEpaluio: paHHUN BUPYCOJIOTHYECKUN OTBET Ha 12 Hexerne, onpenenseMblii
Kak 2 logio cHW)KEHUE BUPYCHOW Harpy3ku wim Heompenensembie 3Hauenus PHK BI'C, sBnsercs
rokaszaTejaeM YCTOWYMBOro oTBeTra. OTpHULATENbHBIM MapamMerp NpeicKa3yeMOCTH OTBEeTa Y
naneHToB ¢ ko-mHpekumeir BI'C/BUY, mnpuHuMMaBmmx pubOaBUpMH B KOMOWHAIMU C
mrunreppeponom  anbda-2b, cocraBun 99 % (67/68). IlonoxuTenbHOE 3HAYEHHE OT
npenckazyemMoro orsera B 50 % HaOmomanock y manueHToB ¢ Ko-uH(peknuedr BI'C/BUY,
MOJIy4aBIIUX JBOMHYIO Tepanuto (52/104).

HpOOOJZOfCleeﬂbHOCmb JIeYEeHUAL. HduueHMbZ, noJjiydarowue noemopHoe 1ederue

Tpotinas mepanus

Wudopmanus mnpencraBieHa B WHCTPYKIMAX 110 TPUMEHEHHUIO TpenapaToB OoOlemnpeBupa u
mr-unreppepona anbda-2b.

Heotinas mepanusi ¢ nseunmepgpepornom anvpa-2b:

B03MOXHOCTD NMPOTHO3UPOBAHUS YCTOMYHMBOIO BUPYCOJOTMYECKOIO OTBETA: BCE MALMEHTHI, BHE
3aBucumocTH oT reHotuna BI'C, y koropsix 3Hauenne PHK BI'C B cbiBopoTKe ObLIIO HUXKE MTPEIETIOB
oOHapyxeHMs Ha 12 Heene, J0JKHBI [TOy4aTh Kypc JIedeHus B TeueHue 48 Henenb. ManoBeposTHO,
YTO y MalMEHTOB, paHee MOITYYaBIINX JEUEeHUE, Y KOTOPBIX HE ObUI JOCTUTHYT BUPYCOJIOTMUECKUN
oteT (T.e. 3HaueHne PHK BI'C nmxe npenenoB oOHapykeHus) Ha 12 Henene, OyneT AOCTUTHYT
BHUPYCOJIOTUYECKUN OTBET Ha 48 Hezesne Tepamnui.

IToBTOpHOE JIeUeHNE MPOAOIKUTEIBLHOCTBIO Oosee 48 Henenp y nanuentoB ¢ BI'C renoruna 1 6e3
OTBETa Ha MPEIBIAYIIYIO TEPANUIO C IPUMEHEHNEM KOMOWHUPOBAHHON Tepaniy MATUIMPOBAHHBIM
uHTephepoHOM anbda-2b u pubaBUPMHOM HE U3yHaIOCh.

Ilpenapam Pubasupun 6 kombunayuu ¢ unmepgeponom arvga-2b (monvko 0sovinas mepanusi)

Ipoodonscumenvrocms aeuenus ¢ unmeppeporom arvpa-2b:

Ha ocHOBaHMM pPe3yNbTaTOB KIMHUYECKHUX HCCIEAOBAHUM IMAMEHTAM PEKOMEHAYETCS MOJy4aTh
JBOMHYIO TEpANMI0O B TEUEHUE HE MeHee 6 MecsaneB. Bo BpeMs KIMHMYECKHX HCCIIEIOBAHMM,
MPOJOJKABIIUXCS | TOJ, AJs MAllMEHTOB, Y KOTOPBIX HE OBLI JOCTUTHYT BUPYCOJIOTMYECKUN OTBET
yepe3 6 mecseB gedeHus (T.e. 3HaueHne PHK BI'C Huxe npeznenoB oOHapy>KeHHsI), BEPOSTHOCTb
JaJIbHENIIero JOCTUKEHHS BUPYCOJIOTUYECKOT0 OTBeTa Obu1a KpaitHe maina (T1.e. 3HaueHue PHK BI'C
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

LTenomun 1

JIBoiiHasi Tepamus JIOJDKHA IpojaospkaTbes eme 6 mecsaueB (T.e. Bcero 1 roa) y mHauueHTOB C
orcyrctBueM PHK BI'C uepe3 6 MecsleB mocie jieueHusl.

[enomunusl, omauynvie om 1

Pemenue o npoyiennu ABoliHo# Tepanuu A0 1 roga y nanuenTtos ¢ orcyrersueMm PHK BI'C nmocie 6
MECSILIEB JIEYEHUS JOJDKHO ObITh 00YCIIOBIEHO APYTUMH IPOTHOCTUYECKUMU (haKTopamu (Harpumep,
BO3pact > 40 jet, My>KCKOU T0JI, MOCTOBUIHBIN (GHOPO3 MeUeHN).

Koppeknus pexxuMa J03MpOBaHMs JUISL BCEX HNAaIIMCHTOB

Kombunuposannas mepanus

Ecnu npu npruMeHeHnN KOMOMHUPOBAHHOW Tepanuu npenaparoM PubaBupuH u mruaTepdepoHom
anb(ha-2b unn uarepdeponom anbda-2b, nnu npenaparom PubaBuprn u meruatepdeponom anbda-
2b u GouenpeBUpOM HaOIIOAIOTCS CEPbE3HBIC HEXENaTeIbHbIC PEAKIINU WM OTKJIOHEHUS JaHHBIX
1a00paTOPHBIX AaHAINW30B, HEOOXOIUMO CKOPPEKTHpPOBATh 03Bl coryiacHo Tabmume 2, npu
BO3MOYKHOCTH, JO IIOJIHOTO MCYE3HOBEHUs peaklMid. YMeHbIlleHHe 103 OolenpeBupa He
pexoMeHayeTcs. B KIMHUYECKHUX HMCCIeNOBaHMAX ISl MOIM(UKAMK J03bI ObUIH pa3paboTaHbI
pykoBozactBa (Tabmuua 2). ITockonmpKy dYeTkoe COONIOJCHHE PeXHMMa TEepaluu SBISIETCS OYCHb
Ba)XHBIM JUIS €€ pe3yJIbTaTa, /1032 JI0JDKHA OBITh KaK MOXKHO OJIFKE K pEeKOMEHIyeMOW CTaHJapTHON
noze. Cienyer yduThIBaTh BO3MOYKHOE OTPULIATENILHOE BIMSHUE YMEHBILIEHUS J103bl pUOaBUpUHA Ha
3¢ (HEeKTHBHOCTH JICUCHUSI.

Tabnuua 2. Metoauueckue yka3aHus 10 U3MEHEHHUIO 103 KOMOMHUPOBAHHON Tepariuy Ha OCHOBAHUU
JAaHHBIX JJAOOPATOPHBIX [TOKA3ATEIEH.

JlaboparopHble CHuxenune n03bl | CHMKEHHE no3el | IIpexpaienue
NnoKa3zareJju TOJIbKO  Mpemnapara | TOJIbKO Tepanuu, ecjan®:
PubGaBupun HHTep(depoHa
(cm. Ilpumeuanue 1), | anbga-2b WU
ecJIn: IDIUHTEPPEpoHa
aabda-2b
(cm. Ilpumeuyanue 2),
ecsIu:
KonuenTpanus <100 r/n - <851/n
reMorJIoonHa
B3spociable: Konuentpanus remMoryiioonHa camminach | < 120 r/m uyepes
Konuentpanus Ha > 20 /1 B TeueHue IOOBIX 4 HEnEnb B xoje | 4 Heaelun nocie
reMoriioonHa y | AedeHust (moctosiHHOE MIPUMEHEHUE | CHUKEHUS JJO3BI
MAIMEHTOB C | HIOHMKEHHOM J03BI)
3a00JieBaHEM
cepaua B CTaOMIbHON
dbopme
Hetu ot 3 no 18 ner | He mpumennmo (cm. pazaen 4.4)
Konuenrpanus
reMorJIoonHa
Ypcno JIEHKOIUTOB - <1,5x 10%n <1,0x 10%n
Yucno Heiirpopuinos | - <0,75x 10%n <0,5x 10%n
Yucno TpoMOOIUTOB | - Bspocisie: Bspocibie:
<50 x 10%n <25x10%n
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.08.2025 N= 20229
Jetu or 3 10 T8t~ Fletwr 013 mo-18ner:
<70 x 10%n <50 x 10%n
Kounnentpanus - - 2,5 x BTH**
CBSI3aHHOT'O
OunmmpyOuHa
Konnentpanus > 0,05 r/n - B TeueHue > 4 Heneib
CBOOOIHOTO B3spocibie:
omnnpyonHa > 0,04 r/n
Hetu ot 3 no 18 ner:
npu JICYeHUU
UHTEPHEPOHOM
anb(ha-2b > 0,05 r/n npu
JICYCHUU
MATUHTEPPEPOHOM
anbda-2b > 0,04 r/n
Konnentpanus - - > 0,02 r/n
KpEaTHHHHA
Knupenc kpeatununa | - - OTmenuth  mpemnapar
PubGaBupuHs,
eciu < 50 mu/MuH
AnaHuH- - - 2 x (6a3oBO€ 3HAUCHHE)
aMUHOTpaHchepasza u > 10 x BTH** nnun
W 2 x (6a30BO€ 3HAUCHHE)
Acrmaprar- u> 10 x BT H**
aMuHOTpaHcdepasza

* CM. KpUTEPUH U3MCHEHHSI 7103 ¥ OTMEHBI JICKAPCTBEHHBIX TPEaparoB mIruaTepdepona aabda-2b
u uaTepdepona anbha-2b B MHCTPYKUIHUAX 110 MPHUMEHEHHIO TAHHBIX JIEKAPCTBEHHBIX MPEMapaToB.

** BI'H - BepxHss rpaHUIla HOPMBI.

[Ipumeuanue 1: y B3pOCHBIX NAIMEHTOB IMEPBOE YyMEHbIIEHWE [03bl Mpemnapara PubaBupuH
coctasisieT 200 Mr/cyT (y nauueHToB, npuHUMatonux 1400 Mr B CyTKH, yMEHBIIEHUE 03B TOJIKHO
coctaBiaTh 400 mr/cyt). [Ipn HEoOXOAMMOCTH BTOpOE YMEHbIIEHHE /103bl Ipemnapara PubaBupun
coctaBisieT aonoiaHuTenbHble 200 Mmr/cyr. [lanmueHThl, y KOTOPBIX €XelHEeBHas j03a Ipernapara
PuGaBupus cHmkena 10 600 mr, npuHumaroT 1 karcyny 200 mr yrpoM 1 2 kancyisl 200 Mr BeuepoM.

VY npereir or 3 nmo 18 ner, mpuHUMaromMX pubaBUpUH U TMArUHTEpdEpoH anbda-2b, mepsoe
yMeHbIIIEHUE /1035l npemnapaTta PubaBupun coctapisieT 10 12 MI/KT/CyT, BTOPOE€ YMEHBIIIEHUE JTO3bI
— 1o 8 mr/kr/cyt. Y pereit ot 3 1o 18 ner, npuHUMaromux pudaBupuH U HHTEpdEpoH anbda-2b, 1o3a
npenapaTta PubaBupun cHukaercs 10 7,5 MI/KI/CyT.

[Ipumeuanue 2: y B3pOCIbIX MAI[HEHTOB, MPUHUMAIOIINX PHOABUPHH M MATHHTEphEpOH anbdha-2b,
MepBOe yMEHbBIIIEHUE J03bl TAITUHTEpdepoHa anbda-2b cocraBmser no 1 Mkr/kr/Heaemo. Ilpu
HEOOXOMMOCTH  BTOpOE  YMEHBIIEHHEe J03bl  MIruHTepdepoHa ambda-2b  cocraBnser
0,5 MKr/kr/Henens.

VY pereir or 3 nmo 18 ner, mpuHUMarmuUX pubaBUpUH U MArHHTEpdepoH anmbda-2b, mepsoe
yMeHbIITeHHe 036l MOruHTepdepona anmbda-2b cocraBmser g0 40 MKr/M2/Henemo, BTOpoe
YMeHbIIeHHE 035 ITHHTEphepoHa anbha-2b coctaBnser g0 20 MKI/M%/HEnEIO.

VY B3pocinbix u Aereit ot 3 1o 18 sner, npuHUMamUX pubaBUpUH U UHTEpPEepoH anbda-2b, cienyer
YMEHBIIATh 103y uHTepdepoHa anbda-2b B 2 paza.

Oco0BIe TPVIIIHI MAIMEHTOB

Tayuenmol noxcunozo 6o3pacma (cmapuie 65 nem)
6
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narueHTa. OqHaKo, KaK ¥ y 0oJiee MOJIOABIX MAIIMEHTOB, MEepPEe HaYalloM MPUMEHEHUS Tpernapara
PubGaBuprH HEOOXOIUMO OLIEHUTH (PYHKITHIO TTOYCK.

Iayuenmsi ¢ Hapywenuem QyHKYuU nouex

dapmakoKHHETHKA pHOABUPUHA W3MEHSETCS Yy MAlMCHTOB C HapylleHHUeM (YHKIUU MOYEK H3-3a
CHIDKEHUS SIBHOTO KJIMPEHCA KPEaTHHUHA Y JAHHBIX MalueHTOB. Takum 00pa3oM, 10 Havana Tepanuu
npemnapatoM PubGaBuprH peKOMEHIyeTCsl OLIEHUTh (DYHKITHIO IMIOYEK Y BCeX MarueHToB. [1areHTsI ¢
KIIMPEHCOM KpeaTHHHHA MeHee 50 MII/MUH He MOTYT IMPUHUMATH IipenapaTt PubaBupun (cM. pazuen
4.3). [TanmeHTHI ¢ HapyIIeHUEM (DYHKIIUU ITOYEK JOJDKHBI HAXOUTHCS IO TINATEILHBIM KOHTPOJIEM
Ha TIPEeIMET pa3BUTHUS aHEeMHH. ECu KOHIICHTpaIys KpeaTUHWHA B IJ1a3Me KPOBH YBEITUUHUTCS JI0 >
0,02 r/n (tabmuma 2), TO JeueHue mnpemaparoM PubaBupuH u mATHHTEpdPEpoHOM anbda-
2b/untepdeporHom anbda-2b HEOOXOAUMO OTMEHUTD.

Tlayuenmul ¢ Hapywenuem Qyukyuu nevexu

Mexay npuemMoMm pubaBUpHHA M (DYHKIHSIMHU TI€UYECHH HE YCTAHOBIICHO (hapMaKOKHHETHYECKOH
B3auMOCBs3U. TakuM 00pa3om, HET HEOOXOAMMOCTH KOPPEKTUPOBATH 03y IMpenapara PubaBupuH y
MAIMeHTOB C HapylmeHueM (QyHKOMW mnedeHd. llpumenenue pubOaBUpHHA MPOTHUBOIIOKA3aHO Y
NAIMEHTOB C TsDKEJIbIMU HapyumeHusMH QyHkiuu nedenu (kiaacc B mmm C no kimaccuduxanum
Yaitnn-I1p10) in 1eKOMIIEHCUPOBAHHBIM ITUPPO30M TIeUeHH (cM. pazaen 4.3).

THayuenmut ¢ ko-ungpexyueii Bl C/BUY

VY nanueHToB, MPUHUMAIOIINX HYKJICO3UIHbIE MHTHOUTOpHl 00paTHO# TpaHckpuntasel (HUOT) B
KOMOWHAIMK ¢ puOaBUPUHOM M HHTEp(epoHOM anbda-2b minu maruarepdhepoHoM anbda-2b, MOKeT
HAOJIIOAATHCSl TOBBIICHHBIA PUCK Pa3BUTHS MHUTOXOHJPUATBHON TOKCHYHOCTH, JIAKTOALUI03a U
JIeKoMmreHcauuu 3aboneBanuii meueHu (cMm. paszzpen 4.4). HeoOGXoauMoO O3HAKOMHUTBCA C
MHCTPYKIUSMH 110 METUIIMHCKOMY TIPUMEHEHHUIO JaHHBIX JIEKAPCTBEHHBIX MPEIapaToOB.

CTH

beszomacHocTh 1 a3 dhekTuBHOCTE Npenapara Pubasupun y nereit B Bo3pacte ot 0 10 3 et ¢ maccoi
TeJa MeHee 25 KT Ha JaHHBIA MOMEHT HE YCTaHOBJICHBI.

[Ipenapat PubaBupuH MOXeT NPUMEHATbCS B KOMOMHALIMK C MArMHTEpdEepoHOM anbda-2b unu c
uHTephepoHoM anbda-2b y gereit ot 3 no 18 ner. besomacHocTh U 3P PEKTUBHOCTH IMpenapara
PuGaBupun B koMmOuHanuu ¢ apyrumu ¢dopmamu uHTEpdepoHa (T.e. He anbda-2b) y mgaHHOM
KaTeropuu MalrueHTOB He N3Yy4altCh.

Jlemu om 3 0o 18 nem (Osounas mepanusi)

Jlo3a mpenapata PuGaBupun g gereit ot 3 mo 18 meT momkHa paccUUTHIBATHCS HAa OCHOBAaHUU
Macchl Telna, 703a mruarepdepona anbda-2b u uarepdepona anpda-2b - Ha OCHOBAHHH TUTONIAIN
MOBEPXHOCTH Tea.

Jo3a ons kombunuposannol mepanuu ¢ ndeunmepghepornom anvga-2b:

PexoMeH0BaHHas 103a MOruHTepdepona anbha-2b coctaBnser 60 MKI/M?/HENENIO MOAKOKHO B
KoMOMHanuu ¢ npenaparoM Pubasupun 15 mr/kr/cytku (Tabnuma 3).

Ho3a onst kombunuposanHot mepanuu ¢ unmepgheporom arvgha-2b:

B KIMHMYECKHX HCCIETOBAHUAX, TPOBEICHHBIX Y JaHHOW OIS MAIlMEHTOB, pUOABUPUH H
unTephepor anbda-2b mpuMeHanuch B g03e 15 mr/xr/cytku u 3 man ME/mM? 3 pasa B Hemeno
cootBeTcTBeHHO (Tabmmima 3).

Tabmuua 3. Pekomennyemble 103bl puOaBUpPHHA B 3aBUCHMOCTH OT MAacchl Tejla MallMeHTa IpU
MPUMEHEHUH KOMOWHHPOBAHHON Tepamuu ¢ HUHTepPepoHOM anbda-2b miau MITUHTEPPEPOHOM
anb(a-2b y nereii ot 3 1o 18 ner.
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Macca tena | Cyrounas  jmo3a | Komugectpo U -Pesknnt nosnposands - = UH -

nanuenTa (Kr) pubaBuprHa kancyn o 200 mr

25-36 400 mr 2 KarcyJsl 1 xamcyna yrpom, | kamcyna
BEYCPOM

37-49 600 mr 3 Karncysl 1 kamcyna yTpoM, 2 Karcyisl
BEYCPOM

50-65 800 mr 4 karcyssl 2 Karcylbl YTpoM, 2 KamcyJbl
BEYCPOM

> 65 CwM. Tabnuiy pacueta 103 AJis B3pocibix nanuerToB (Tabmmma 1)

IIpooonsicumenvrocmo newenusn y demeti om 3 0o 18 nem
e ['enorun 1

PexoMenayemass mpoaoKUTEILHOCTh JABOMHOM Tepanmuu coctaBisier 1 roa. B xkimHWYeckux
MCCIICIOBAaHMSIX KOMOWHUPOBAHHOUW TEepamuu CO CTaHIAAPTHBIM HHTEPHEpPOHOM Yy HeTei oT 3 1o
18 ner (orpuuarenbHOE MPEAUKTUBHOE 3HAUYCHHME JUIsi MHTEepdepoHa anbda-2b/pudaBuprHa
cocraBiseT 96 %) ObLTO yCTaHOBIICHO, YTO, €CJIM Y IMAIMEHTOB Ha 12 Hejlele IeYeHUs He JOCTUTaeTCs
BHUPYCOJIOTUYECKUN OTBET, MO3HEE OTBETA IOCTUTHYTO He OyneT. [loaTomy pexomeHayercs, 4To0bl
y JeTed, TMOJy4alolMX KOMOWHMPOBAaHHYIO TEpanmui B BHIC HHTeppepoHa anbda-2b
(MArUIMPOBAHHOTO WIJIM HEMATHIMPOBAHHOTO) U mpemnapara PubaBupuH, AaHHOE JedyeHue ObLIo
oTMeHeHo, eciu Ha 12 Henene nedenus 3HaueHue PHK BI'C causunock Ha < 2 logip o cpaBHEHUIO
CO 3HAYEHUEM J10 JICUEHHUs U eciu Ha 24 Hezene neuenus y Hux onpenenserca PHK BI'C.

e [‘enorun 2 unu 3
PexomMenayemast npooKUTEILHOCTD ABOMHOM Tepanuy COCTaBIIAET 24 HElEH.
e [‘eHorun 4

B knmHMYeckoM HccienoBaHUM NPUMEHEHMs NAruHTepdepona anbda-2b/pubaBupruna npuHUMaIU
yuactue Bcero 5 gereit ot 3 no 18 ner ¢ BI'C renoruna 4. Pekomenayemas npooyiKUTENbHOCTD
IBOWHOMN Tepanuu coctasiser 1 roa. Jleuenue naruntTepdepoHom anbda-2b/prudaBUpUHOM JOIKHO
ObITh mpekpaieHo, ecnu 3HaueHne PHK BI'C na 12 Henene nedenus cHusmioch < 2 logio mo

CpPaBHCHHIO CO 3HAYCHHUEM 10 JICUCHUS HUJIN €CIIN Ha 24 HEACIIC JICUCHUA Y HUX ONPCACIACTCA PHK
BI'C.

Cnoco0 nmpuMeHeHus

BHy’I‘pI), HEC Pa3’XCBbIBAA U 3allMBasA 1OCTATOYHBIM KOJIUYCCTBOM KUAKOCTH.

Kancynsl npenapara PubaBupuH 10JKHBI IPUHUMATHCS BHYTPb €KEAHEBHO (YTPOM U BEYEpOM) BO
BpeMsl preMa MUILH.

4.3. IIpoTnBonOKa3aHus

® TUIEPUYYBCTBUTEIBHOCTh K PUOABUPUHY H/MIM K JI00OMY M3 BCIIOMOTaTelbHBIX BEIIECTB,
MIEpPEYNCIICHHbIX B pa3zene 6.1;

e TsDKenble 3a0o0JieBaHUsI CepJla, BKIIOYas HECTaOWJIbHBIE W HEKOHTPOJUpyemble (OpPMBI,
CYLIECTBOBABIIINE, KAK MUHUMYM B T€UEHHUE 6 MECSLEB, IPEAIIECTBYIOIINX JIEUEHHIO;

® BBIpAXXECHHA JIENIPECCHS, CYUIINIAaTIbHbIE MBICIIN UJIU IIOTIBITKH, B TOM YHCJIE IO JAaHHBIM aHAMHE3a
(Tompko s gereit ot 3 1o 18 ner);

® XpOHMYECKas MOYeUHas HeIOCTATOYHOCTh (KJIMpEeHC KpeaTuHnHa <50 MJI/MUH), HEOOXOAUMOCTh
IIPOBEJICHUS TEMOANAIIN3A;

e 3a00JIeBaHUS LIUTOBUIHOM JKeJle3bl, €ClIM OHU HE MOIAI0TCS METUKaMEHTO3HOW KOPPEKINH;

® TeMOrJI00MHONATHHN (HAIPUMED, TaJaCCEMUs, CEPTIOBUAHO-KJICTOYHAS aHEMUS);

® ayTOMMMYHHBIH renaTuT Wi Ipyrue ayTOMMMYyHHbIE 3a00J1€BaHMS;
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BI'C/BUY (uaaekc Yaina-IIsio > 6);

e TspKenble HapymeHus GyHkuun nedenu (knacc B wim C no knaccudukanun Yainna-I1sio0) wmm
JEKOMIIEHCUPOBAHHbBIN [IUPPO3 MEYCHH;

® HEMNepeHOCUMOCTb JIAKTO3bI, Ne(UIUT JIAKTa3bl WK TIIFOKO30-TAIAKTO3HAsA MalbaOCopOIIus;

® TIAIMEHTHI C TSHKEJIBIMU U3HYPUTEIIbHBIMU 3200 I€BaHUSIMH;

e OEpPEeMEHHOCTh M MEPUOJ IPYTHOTO BCKapMIIMBaHUs (CM. pasnensl 4.4, 4.6);

® JIETCKUI BO3pacT 10 3 JIET U Macca Tejia MeHee 25 K.

4.4. OcoOble yka3aHusl U1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

HpenapaT CICAYCT MPUMEHATb C OCTOPOXXHOCTEIO IMAlIMCHTAaM:

e C 3a00JIeBaHUSIMU CEPACUHO-COCYTUCTON CHUCTEMBI (HE OTHOCSIIHUECS K KAaTeropusiM, YKa3aHHbBIM
B IIPOTUBOIOKA3aHUSX );

® C caxapHbIM IMa0ETOM C KETOALUJOTUYECKON KOMOIi;

® C TSDKENBIMU 3a00JIEBaHUSMU JIETKUX (HAlpUMeEp, XpOHUUYECKHE OOCTPYKTHUBHBIE 3a00JIeBaHUS
JIETKHX);

® C HapyIICHUSIMH, CBS3aHHBIMH CO CBEpTHIBAIOIICH CHCTEMOW KpOBU (Hampumep, MOpu
TpoMOodIieduTe, IMOOINH JIETOYHON apTEepHH) WM 3HAYUTEIIbHBIM YTHETEHHEM KPOBETBOPHOM
(YHKIIMK KOCTHOTO MO3Ta;

e OJyYyalOUIMM  KOMOMHHpPOBAHHOE  JIEYEHHME C  HCIIOJIB30BAHMEM  BBICOKOAKTMBHOM
antuperpoBupycHoit tepanuu (BAAPT) mpu comyrctByromeii BUY-undekiuu (B cBs3H C
TOKCUYECKUM BO3JECHCTBHEM HA MUTOXOHAPHAIBHBIN annapaT U MOBBILIEHHBIM PUCKOM Pa3BUTHS
JAKTOAIN103a);

® C BBIPOKEHHOW JeNpeccuel, CyMIHUAATbHBIMUA MBICISIMU WM TNOMNBITKAMH, B TOM YHCIIE IO
JTAaHHBIM aHaMHe3a (TOJIBKO ISl B3POCIIbIX).

Oco0nie YKa3aHusia

Ha ocHoBanmmn PE3YIBTATOB KIIMHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ MOXXHO YTBEPKIAAaTb, YTO IMPUMCHCHUC
pubaBUpUHA B BUJIC MOHOTEpANUK HE sIBISETCS d(PPEKTUBHBIM M Tpenapar PuOaBHUpHH HE MOXKET
MIPUMEHSTHCS B BUI€ MOHOTepanuu. be3onacHocTh U 3((HEKTUBHOCTh OBLIM YCTAaHOBJIEHBI TOJIBKO
A5l KOMOMHUPOBAHHOM Tepanuu pruOaBUPUHOM M PACTBOPAMH JUIS WHBEKIMH IMAruHTephepoHa
anbda-2b uiu uarepdepona anbda-2b.

VY Bcex ManueHTOB, BKIIOYEHHBIX B HMCCIEIOBaHUWE XpoHHUYecKoro rematuta C, Oblia mpoBeneHa
OuorICcHs TIeYeHU TIepe]] BKIIFOUSCHUEM B UCCIIEIOBAHKE, HO B OMPEIEIIEHHBIX CIIydasx (Hampumep, y
narueHToB ¢ BI'C 2 u 3 reHoTuna) gedeHrne MOKET MPOBOAUTHCA 0€3 THMCTOJIOIMUECKUX JTaHHBIX.
Pemenne o HEoOXOAMMOCTH TPOBEACHUS OMOICHM TEUEHU [0 Hadaja JICUCHUS JIOJDKHO OBIThH
OCHOBAaHO Ha PEKOMEHJAIUAX TEKYIIMX METOANYECKUX YKa3aHUU.

Hapywenus co cmoponul ncuxuxu u yenmpanvrou Hepsroti cucmemsl (L{HC)

ITpu npoBeneHNMM KOMOMHHPOBAHHOW Tepanuu ¢ MATUHTEphepoHoM anbda-2b unu naTephepoHoM
anbda-2b u gaxke B TedyeHHEe 6 MecCAlLeB IOCJIE€ OTMEHBI JIEYEHHS Yy HEKOTOPBIX MallMeHTOB
HaOIoAamMCh TshKenble HapymeHus co croponbsl LIHC, B wacTHOCTH, nempeccus, cyHIMJalbHbIE
MBICJTH WJIH TIOTIBITKH Cyunuaa. Y nerei ot 3 mo 18 jet, npuHuMaBIuX pubaBUpPUH B KOMOMHAITIN
¢ unTeppepoHoM anbda-2b, cyunugaNbHbIe MBICIN WM MOMBITKH CyWIUAa HaOmonanuck Oosee
4acTo, 4eM y B3pocibiX (2,4 % mno cpaBHeHuto ¢ 1 %) Bo BpeMs JieueHHUs U B TEYEHHE MOCIEAYIOLIEro
6-MecsuHOTO nepuoaa HabmoaeHus. Kak u y B3pocibix, y geteit ot 3 1o 18 ner Habiroaanuce apyrue
He)KeJNlaTeJIbHbIE TMCUXWYECKUe peakluuu (Hampumep, Jenpeccus, IMOLMOHalbHAas J1aOWUIbHOCTh U
coHMBOCTh). Jlpyrue addextsl co cropons! [IHC, Bkmovaromue B cedst arpecCUBHOE MOBE/IEHUE
(uHOTZIa HampaBJIEHHOE MPOTUB JPYTUX, HANpUMEp, TOMULUIAIbHBIE MBICIH), OUIOJSPHOE
paccTpoiicTBO, MaHUIO, CTyTAaHHOCTh U M3MEHEHUE CO3HAHUS, TAK)Ke HAOI0JalTUCh IPU TPUMEHEHUN
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CHUMIITOMOB TICUXHYECKUX 3a0oneBaHuid. Eciy mogo0HbIe CHMITOMBI MOSABISIOTCS, JICUAIMKA Bpay
JOJDKEH YYHUTHIBATh NOTCHIMAIBHYIO OIIACHOCTh JAHHBIX HEXKENaTelIbHBIX d(PPEKTOB U MOA00paTh
COOTBETCTBYIOUIYIO JIEKAPCTBEHHYIO Tepamnuioo. Eciu 1aHHOE COCTOSHHE HE NPOXOIUT WU
CTAaHOBUTCA Ooyiee TSDKENbIM, W BBIABISIOTCS CYHIMIAJIbHBIE WIM TOMUIUIAIBHBIC MBICIH,
PEKOMEH/IyeTCsl OTMEHHTD JieueHHe rnpenapatom PubaBupun u maruatepdepoHom anbha-2b wmm
uHTepdeponom anbda-2b ¥ Ha3HAYUTH NALMEHTY COOTBETCTBYIOIIEE TICUXHATPUIECKOE

JICUCHHUC.
Hanuuue unu anamnes masicenvix ncuxuyeckux 3a001e6anuil

Ecnmu neuyenue mnpemaparom PubGaBupuH B KoMOMHammu ¢ maruHTepdepoHoM anbda-2b wmm
unrepdepoHom anba-2b sBiaseTcs HEOOXOAMMBIM Yy B3POCIBIX IAIMEHTOB C HAJTMYHEM WIH
UMEIOIINXCS B aHaMHE3€ NCHUXWYECKUX 3a00JIeBaHUI, OHO JIOJKHO OBITh HA4YaTO TOJBKO IOCIE
COOTBETCTBYIOIIECH TNAarHOCTHKH U JICUCHHUS IICUXUIECKUX 3a00JIeBaHUH.

[Tpumenenne pubaBupuna u uarepdepona anbda-2b niam meruarepdepona anbda-2b y gereit or 3
1o 18 ner ¢ HajMYKMeM WM aHAMHE30M TSDKEJIBIX ICHXHYECKUX 3a00JIeBaHUI POTHBOIIOKA3aHO.

Haquenmbl deCCl’l’lpOﬁCﬂ’l@OM, Bbl36AHHbIM ynompe@zezmem NnCuUxXoaKkmueHvlx eeuiecme

[Ipu nedenun uHTEephepoHOM anbda mauueHTsl ¢ rematutoM C, cTpajarollue paccTpOCTBOM,
BBI3BAHHBIM YNOTPEOJEHUEM ICUXOAKTUBHBIX BEIIECTB (QJIKOrojib, MapuxyaHa M T.1.), BXOJAT B
TPYMITY MAallMEHTOB C MOBHIIIEHHBIM PUCKOM Pa3BUTHS ICUXMYECKUX 3a00JI€BaHUI WIIH YXYIICHUEM
yKe cymecTByomux. Ecnu nedenue mHTepdepoHOM anb(ha A JaHHBIX HAMEHTOB SIBISETCS
HEOOXOTUMBIM, TO HAJIMYUE COMYTCTBYIONIMX 3a00JIeBaHUNH U BO3MOXHOE 3JI0YHNOTpeOieHue
IICUXOAKTHBHBIMH BELIECTBAMH JOJKHBI ObITh TIIATEIBHO OLIEHEHBI NIEpe] HayaJloM Tepanuu. J{ius
OLICHKH, JICYCHUS U HaOJIOJICHUS 32 MAllMeHTaMU MOTYT OBbITh MPUBJIEYEHBI CIIEIUATUCTBI APYTUX
HaIpaBJICHUH, BKJIIOYas IICUXUATpa WM Hapkojora. Bo BpeMs mpoBeneHus jJeueHus: U mocie ero
MPEeKpalleHus] MAUEHT J0DKEH HaXOMUThCS MOoJ HaOmiojeHueM crenuanucra. [Ipu moBTopHOM
BO3HUKHOBEHHUU WM Pa3BUTUU ICUXUYECKHUX 3a00JI€EBaHUN WM 3aBUCUMOCTEH pPEKOMEHIYeTCs
paHHEe BMEIIATEIbCTRO.

Temonus

ITo naHHBIM KIMHUYECKMX HCCIEI0BaHMM YMEHbIIEHHE KOHIIEHTpauuu remorsnoduHa < 10 r/mn
Habmoanock y 14 % B3pocibix nauneHToB U 7 % aerell, NpuHUMABIINX pUOaBUPUH B KOMOMHALIUN
¢ mruHTepdepoHoM anbha-2b 1 uHTEpPepoHOoM anbpa-2b. XoTs pubaBUPUH HE OKA3bIBAET MPSMOTO
JeMCTBUS Ha CEPJICYHO-COCYIUCTYIO CUCTEMY, aHEMHUs, 00yCIIOBJIEHHAsl IPUMEHEHNEM pubOaBUpHHAa,
MOXET NPUBECTH K YXYALICHHIO (YHKIMHU cepAala MM OOOCTPEHHUIO CEplIeYHO-COCYIUCTBIX
3a0oneBanuil. Takum 006pazoM, pubaBUPHUH JOIKEH C OCTOPOKHOCTBHIO IPUMEHSATHCS y MAIUEHTOB C
CepACYHO-COCYTUCThIMU 3a0oneBaHusAMHU (cM. pasnen 4.3). Ilepen HayamoM Tepanuu HEOOXOAUMO
OLIEHUTH COCTOSTHHE CEPJICTHO-COCYANCTON CUCTEMBI, a BO BpeMs T€PANTu HEOOXOAUMO MPOBOIUTH
KOHTPOJIb €€ COCTOsIHUSL. [IpH MOosIBIIEHNH PU3HAKOB YXYALIEHUs HEOOXOJUMO MPEKPATUTh JIeUEHHE
(cm. paznen 4.2).

Cepoeuno-cocyoucmas cucmema

B3pocnble manMeHThl ¢ XpOHUYECKOW CepJeYHON HEIOCTaTOYHOCThIO, MH(PApPKTOM MHOKapjaa B
aHaMHe3€ W/WIK MPeabIIyIIMMU WIH TeKYIIMMH HapyIIEHUsIMU PUTMa Cep/illa JOKHBI HAXOAUTHCS
10 HaOJIIOIEHUEM.

Ilepen HauanoM Jie4eHHs U BO BPEMs Kypca Tepanuy y NalMEHTOB ¢ UMEIOIMMUCS HApyHIEHUSIMU
GyHKIIMM ceplla HEOOXOAMMO CHUMATh JJeKTpokapauorpammel. CepredHble apuTMHH (B
0COOEHHOCTH HaJKETY0YKOBBIE) OOBIYHO JIEYaTCs CTaHAapPTHO, HO IIPU TOM MOKET NOTpeOoBaThCS
OTMEHa Teparuu.

OTCYTCTByIOT JaHHBIC O IIPUMCHCHUU IIpCiapara y JIETeH OT 3 a0 18 mer ¢ CCPACUHO-COCYAUCTBIMU
10



COOTEBETCTEYET 3KI(
(nocneno Ei.-ﬁ.TEJ:II:-H':: CTE 0001)

3a00/I€BaHUSIMA B aHAMHE3E.

MY OTUETY

FunepqyecmeumeﬂbHocmb HeMeOleHHO20 MUna

Ecnu pa3BuBaeTcs peakuus runepyyBCTBUTEIbHOCTH HEMEJIEHHOTO THIIA (HallpUMep, KpalluBHULIA,
orek KBuHKE, OpOHXOKOHCTPHUKIUS, aHAPHUIAKTHUECKUI HIOK), TO npenapaT PubaBupuH nomkeH
ObITb HEMEMJCHHO OTMEHEH, M JOJDKHa ObITh Ha3Hau€Ha COOTBETCTBYIOIIAs —Tepamus.
KpatkoBpeMeHHBIE SIBICHUS CBHIITN HE TPEOYIOT OTMEHBI JICUCHHUS.

Hzmenenus 3PEeHUA

B penkux ciyyasx npuMeHeHHs puOaBUpHMHA B KOMOHMHAaUWU C¢ uHTEpdepoHamu anbdpa Obuia
3aperuCTPUPOBAaHA PETHHOINATHS, BKIIIOYAsi KPOBOU3IHMSHUE B CETUYATKY, OTEK JHCKA 3PUTEIBHOTO
HEpBa, 3pUTEIbHYIO HEHPOMATHIO U OKKIIIO3UIO apTEPHH MIIM BEHBI CETYATKHU, YTO MOXKET MPUBECTU
K TIOTEepEe 3pCHUSI.

Bce nanuieHTHI B Havase JIeYeHUs JOKHBI TPOUTH 0cMOTp odranbmorora. [larmuenT ¢ skanobamu Ha
CHIDKEHUE WM MTOTEPIO 3pEHUS IOJKEH He3aMeNTUTENIbHO MOJIYYUTh TOMOIIL 0TaIbMOJIOTA.

[TanueHnTsl € MMEIOIIMMUCSA HapyUIEHMSIMH 3peHHs (Hampumep, [AUa0ETHUECKOH WM
TMIIEPTOHUYECKONW PEeTHHONATUEH) TOJIKHBI IPOXOAUTh MEPUOANYECKHE OCMOTPHI y o TaibMoJIora
BO BpeMsi KOMOMHHPOBAaHHOU Tepanuu ¢ nHTepdepoHamu anbda.

Komb6unupoBanHnas tepanusi ¢ uHtepdeponamu anbda AOHKHA OBITh OTMEHEHA NMPHU MOSIBICHUU
HapyLICHUS WU YXYIIICHUS 3pEHUS y TAlUEHTOB.

Dyukyus neuenu

JIr060#1 manueHT co 3HAYMTENBHBIMH HApyIICHUSMH (QYHKIMH MEYEHU IOJHKCH HAXOAUTHCS IOJ
KOHTpOJIEM  Bpada. Y  IAUMEHTOB C  YBEIWYCHHBIMM  I[AapaMETpaMHU  CBEPTHIBAHMS,
CBUJETEIHCTBYIOIIMMU O JEKOMIIEHCALUY 3a00JI€BaHMsI IEUEHU, TEPAINS 10JKHA ObITh HEMEITIECHHO
OTMCHEHa.

Bosmoorcnocms nosviuienus UMMyHoOcCynpeccuu

Ilo nurepaTypHbIM JaHHBIM B TeueHHEe OT 3 A0 7 HeAenb NPUMEHEHUs I ruHTepdepoHa U
pubaBUprHa B KOMOMHALlMM C Q3aTUONPUHOM Yy TMAlMEHTOB pa3BUBalach IaHLUUTONEHUS U
Ha0II0Aa70Ch MoAaBIeHHE (YHKIHMHU KOCTHOTO Mo3ra. MHENOTOKCHYHOCTh Oblla 0OpaTuMoil B
TedeHue 4—6 Henenb Mocie OTMEHbI IPOTUBOBUPYCHOW Tepanuu renaruta C W a3aTHONpPUHA U HE
BO3HMKAaJIa IIOBTOPHO IIPH IPUMEHEHHUH JaHHBIX JICKAPCTBEHHBIX CPEICTB 10 OTAEIbHOCTH.

Ko-ungexuns BI'C/BUY
MumoxonopuanvHnas moKcU4HOCMb U 1AKMOAYUOO3

Heo0OxonuMo ¢ 0CTOpPOKHOCTBIO MPUMEHSTH TEpaInio MHTEpPepoHOM anbda-2b/pubaBUpHUHOM Y
nanueHToB ¢ ko-uH(eknueit BI'C/BUY, npunumaromux HUOT (B ocoGeHHOCTH, AMAAHO3UH U
craByauH). Y BUY-nonoxurensHbix nanuentos, npuauMaronmx HUOT, nHeobxoaumo mpoBOAUTH
TILATEJIBHBIM KOHTPOJb MapKEepOB MUTOXOHAPHUAIBHOM TOKCUYHOCTH H JIAKTOALMA03a IIpU
MpUMEHEHUN pruOaBUpHHA.

B vactHOCTH:

e OJHOBpPEMEHHOE MpPUMEHEHHE pUOABUPHHA W TUAAHO3WHA HE PEKOMEHIYeTCS W3-3a Pa3BUTHUS
MHUTOXOHJIPHATBHOU TOKCUYHOCTH (CM. paznen 4.5);

® OJIHOBPEMEHHOE NMPUMEHEHHE pHOaBUPHUHA M CTaBYAMHA HEOOXOAMMO M30erath I CHUKCHUS
pHUCKa EPEKPECTHON MUTOXOHIPUAIbHON TOKCUYHOCTH.

Jlexomnencuposanuble 3a00aesanus neueHu y nayuenmos c ko-ungexyueii BI'C/BUY

[TarueHTs! ¢ IPOrpecCUpyIOLUM LIUPPO30OM INeueHH, nonydaromue BAAPT, Mmoryr HaxoauThCs B
Ipynne pucka pa3BUTHs JEeKOMIIEHCAlMM (YHKIUM NEYeHU U cMepTH. Tepamusi MHTephepoHOM
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anbda OTIEeTHLHO I B KOMOWHAIINK C PUOABUPHUHOM MOXKET né)'Eh'én?EQfU iﬁJWﬂh‘l'ro“_' D|VIIII BI

OMY OTYETY

nanueHToB. Jlpyrue (akTopel y MOJOOHBIX MAIMEHTOB, CBSA3aHHBIE C 0OJee BBICOKUM PHCKOM
pa3BUTHA JIeKOMIEHCAlMM (YHKIMM T[E€YEHHU, BKIIOYAIOT B ce0s JieYeHHe AUJAHO3MHOM U
MOBBIIIEHUE KOHIICHTPAUU OUIHpyOHHA B CHIBOPOTKE KPOBH.

[ManueHTsl, MOSyJaroNMe Kak aHTUPETpoBUpYCHYIO Tepamnuio (APT), Tak W Tepamuio 1Mo moBOIy
renaTuTa, JODKHBI HAXOAUTHCS TOJ KOHTPOJIEM Bpaua, 3aJaded KOTOPOro SIBJISETCS OIEHKA
cocTtosiHusl TedeHd no mkaine Yanng-Ilero. ¥V maimumeHToB € mporpeccupyromeil MmeuyeHOYHOH
HEJOCTATOYHOCTHIO  Tepamusl  JIOJDKHA  OBITh ~ HEMEUICHHO  TpeKpalieHa, W  Tepanus
aHTHPETPOBUPYCHBIMHU IIperapaTaMu JI0JKHA ObITh IEPECMOTPEHA.

T'emamonocuueckue napywenus y nayuenmos ¢ ko-ungexyuer B C/BUY

[Tanmentsl ¢ xko-undekueir BI'C/BUY, npuaumaroniue maruntepdepor anbda-2b/pubaBupun u
BAAPT, moryr HaxoauTbcs B TpYIIE€ IOBBIIIEHHOIO pHUCKAa pPa3BUTUS TI'E€MaTOJOTMYECKUX
HapyleHUH (TaKuX Kak HEWTPONEHUs, TPOMOOLIUTONIEHUS U aHEMUS) 110 CPABHEHMIO C MMallUeHTaMHU
Tonbko ¢ renatutoM C. XOTs OOJBIIMHCTBO JTAHHBIX SIBJICHUH MOXET OBITh CKOPPEKTHUPOBAHO C
MIOMOILBIO CHYMIKEHHSI JJ03bl, HEOOXOAMMO MPOBOAUTH TLIATEIbHBIN KOHTPOJb I'eéMaTOJIOIMYECKHX
[apaMeTpoB B JaHHOW Mmomyssiuu (cM. pasaensl 4.2 u 4.8).

[TanreHThl, MPUHUMAIOIINE PUOABUPHH U 3UIOBYIUH, HAXOIATCS B TPYIIIE MOBBIIICHHOTO PUCKA
pa3BUTHS aHeMHU. TakuM 00pa3oM, OJTHOBPEMECHHOE MPUMCHEHHE pUOABHUpPHUHA U 3UIOBYJIHMHA HE
pexomenayetcs (cM. pazzuen 4.5).

Iayuenmul ¢ Huzkum cooeporcanuem CD4

HmetoTcs orpaHHYEeHHBIE JaHHBIE IO 0€30MacHOCTH ¥ AP PEKTUBHOCTH (N=25) Tepanuu y maueHToB
¢ xko-uadexnuer BIC/BUY u conepxkannem CD4 <200 xierox/mki. Takum o0pazom, pH JI€UYSHUN
NAIMEHTOB ¢ HU3KUM cozepkanrueM CD4 HeoOxoauMo coboaaTh 0CTOPOKHOCTb.

Wudopmanus O TOKCHYECKHX CBOMCTBAaX KaXKIOTO Tpernapara M BEPOSATHOCTH BO3HUKHOBEHUS
MEePEeKPECTHOM TOKCHMYHOCTH pubaBUpHHA U MATUHTEepdepoHa anbda-2b mpeacraBieHa B
MHCTPYKUHUSAX 110 MEAULIMHCKOMY IPUMEHEHHUIO aHTHPETPOBUPYCHBIX IIPENIapaToB.

bonesnu 3y606 u nepuooonma

VY nanueHToB, MPUHUMABIINX PUOABUPUH U MITUHTEpPEpoH anbda-2b nim uarepdepon anbda-2b,
ObUIN 3aperUCTPUPOBaHbI 3a00JIeBaHUs 3yOOB U MEPUOJIOHTA, KOTOPhlEe MOTYT IPUBECTH K MOTEpE
3y00B. B nomonHeHHe CyXOCTh BO PTYy MOKET OKa3blBaTh OTPUIATEIBHOE BIMSHHUE HA 3YyObl U
CIIM3UCTBIE OOOJIOUKM TMOJIOCTH pTa JUIMTEIIbHOM JIEYEHUH TnpenapatoM PubaBupun u
mrunreppepoHoM anbda-2b unu uHTepdepoHom anbda-2b. IlanMeHThl AOKHBI YMCTUTH 3YObl
JBAXJbl B J€Hb U NMPOXOAUTH PErYJSPHBIE OCMOTPBI y cTOMarojora. KpoMme Toro, y HEKOTOpBIX
MAIMEHTOB MOXET ObITh pBOTa. Ecnum gaHHas peaklys BO3HHMKAET, HEOOXOAMMO TILIATEIbHO
IIOJIOCKATh POT IOCJIE IPUCTYIIA.

Jlabopamopuvie ananuzvl

Ilepen HayamoM Jie4eHUsI BCEM NallMEHTaM CIIeyeT MPOBECTH KIMHUYECKUH aHaIu3 KPOBHU, aHAIIN3
AJIEKTPOJIMTOB, OMNpPEICNICHHE COJIEpKAaHWs KPEaTHHHWHA W MOYEBOW KHCJIOTBI B CHIBOPOTKE,
(GyHKIMOHATIBHBIE TPOOBI IEYESHH.

HopmaneHbIMU 3HaYSHHSMH, TIPH KOTOPBIX MOXXHO HAaYMHATh TEPANUI0 PHOABUPHHOM, SIBISFOTCS
clenyomue: reMorjaoous - > 120 r/n (xkeHmuusl), > 130 v/n (Myxuunsl), > 110 /1 (geBoukH),
> 120 /1 (Manb4uKu); TpoMOOIMTHI - > 100000/MM3; Hefrpodums - > 1500/mm3.

JlabopaTopHbie aHATU3bI TOJKHBI POBOUTHCS HA 2 U 4 Hellele Tepaniy U 3aTeM MePHOJNYECKH, B
COOTBETCTBUHU C KIMHWYECKOW KapTUHOW. BO BpeMms nedeHus JOHKHO PETyJSIpHO OMPEesIThCS
sgayeane PHK BI'C.
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COOTEBETCTEYET 3KI(
(nocneno Ei.-ﬁ.TEJ:II:-H':: CTE 0001)

Kenuwunvr demopooHoeo so3pacma

>KCHH_II/IHI>I ACTOPOAHOIO BO3pacTa BO BpEMH JICUCHHUA U B TCUCHHUC 4 MCECAILICB ITOCJIC HETO JOJI?KHBI
IIPOBOAUTH TCCTHI HA 6CpeMeHHOCTB CIKEMECAYHO.

JKeHIIMHBI, YbM TAPTHEPBI-MYXYMHBI MPUHUMAIOT TEPANHUI0 MpernapatoM PuGaBUpWH, TOIHKHBI
IIPOBOJIUTH TECThI HA OEPEMEHHOCTh €KEMECSIUHO BO BpeMsl JICUCHHUs pUOaBUPUHOM U B TeueHHe 7
MECSLEB II0CIIC JICYCHHUS.

Mouesas xucioma

[Ipenapatr PubGaBupuH MOXET NOBBINIATh KOHICHTPAIMIO MOYEBOW KHCIIOTHI H3-3a T'eMOJIM3A.
[TanneHTOB ¢ MPEIPaCHON0KEHHOCTBIO K I101arpe HEOOXO0JUMO TIIATEIbHO KOHTPOIUPOBATb.

etn
PubGaBupun He cnemyer HazHadaTh neTsM oT 0 10 3 JeT u Maccoii Tena MeHee 25 Kr.

VY nereii ot 3 10 18 neT MpU HATUYHMH TSKEBIX ICHXUIECKUX 3a00JIeBaHUH (B TOM YHCIIe B aHAMHE3€)
npUMeHeHHe mnpenapata PubaBupuH u uHTepdepoHa anbda-2b wim myruatepdepona anbda-2b
MIPOTUBOMOKA3aHO.

Pocm u pazeumue (0emu om 3 0o 18 nem)

IIpu npoBeneHuu Kypca Tepanuu HHTepdepoHa (HEMITMIMPOBAHHOTO M IATHWIMPOBAHHOIO) U
pubaBUpHHA TPOIOIKUTEIBHOCTRIO 70 48 HENeNnb y ManueHTOB B Bo3pacTe oT 3 1o 18 ser vacto
HaOIIOAAMNCh CHH)KEHHE MAacChl Tejla M yMEHBIIEHHE CKOPOCTH pOCTa. AHAJIW3 JaHHBIX
JOATOCPOYHOH KOMOWHUPOBAHHOM Tepamuu MATWIMPOBAHHBIM HHTEP(HEPOHOM U pHOABHPUHOM
MOKa3ajl CYIIECTBEHHYIO 3aepkKy pocta. Y 32 % manuentoB (30/90) nabmronany yMmMeHbILIEHUE
pocTa OTHOCUTENIBHO Bo3pacTa >15 nporeHTuiel ciycTs 5 et nocie 3aBeplieHns TePANnu.

JlaHHBIE JUIMTENBHOTO HAOMIONEHUS 3a JeTbMH, IOJy4YaBIIUMH KOMOWHUPOBAHHYIO TEpPAIUIO
UHTEPHEPOHOM U pUOABUPHHOM, TAK)KE YKa3bIBAIM HA CYIIECTBEHHYIO 33JIePXKKY pOcTa (CHHKEHHE
CKOpOCTH pocTa Oosiee yeM Ha 15 mpouneHTusel o CpaBHEHUIO C UCXOJHBIM 3HaueHueMm) y 21 %
MaUEeHTOB JeTcKoro Bo3pacta (n=20) HecMOTpsI Ha TO, UTO JieueHHe ObUIO IpeKpalieHo oonee S5 et
Ha3aj. [{ns 14 u3 5TUX ManueHToB U3BECTEH UTOTOBBIN POCT BO B3pociioM Bo3pacTte (uepe3 10-12 ner
I0ocJie OKOHYaHMsI Tepanuu), KOTOPbIN MoKa3all, yTo y 12 manueHToB HaOmonancs neuuuT pocta
6onee 15 mpoueHTUIeH, BKIOYast 2 NAlMeHTOB, Y KOTOPBIX POCT cOCTaBUI 3,7 U 4,6 MpOLIEHTHIIEH.

Oyenka coomHouleHUsi puCKa/noib3vl y oemeti

CooTHOIIIEHHE TIONB3bl U PUCKA OT JICUEHUS JOHKHO OBITH TIIATENIHHO OIICHEHO Ha OCHOBAaHUU
JaHHBIX TI0 0€30MacHOCTH MPUMEHEHHS Tpernapara B KIMHHYECKUX HWCCIICJOBAHMSX Y JCTCH OT
3 mo 18 et (cm. pazaen 4.8).

BaxxHo y4uThIBaTh, YTO KOMOWHHpOBaHHAs TEpamus BBI3BIBACT 3aJEPXKKY pOCTa, KOTOpas y
HEKOTOPBIX TMAalMEHTOB MNPHUBOJAWIA K YMEHbIIEHHIO pocta. OOpatuMocTh ngaHHOTO 3ddeKTa
JIOCTOBEPHO HE YCTAHOBJICHA.

Crenyer OLEHUTh JaHHBIA PUCK C YYETOM OCOOCHHOCTEH TedeHHus 3a00sieBaHUs y peOeHKa, TaKuX
KaK TMPU3HAKU MporpeccupoBaHus 3aboseBaHus (0COOEHHO (uOpPO3), HAIUYUE COMYTCTBYIOIIHUX
3a00JeBaHMUN, KOTOpble MOTYT BIHUSATH Ha MporpeccupoBaHue 3a0oyieBaHUs (HampUMep,
ko-uHpexnus BUY), a Takke HakTopbl, BIUSIONIME HA TPOTHO3 OTBETa Ha Tepanwuio (reHotun BI'C,
BUPYCHas Harpyska).

[To BO3MOXXHOCTH JIeUeHHE Yy JleTell He0oOXOJMMO HayMHaTh MOCe CKayka pocTa B MyOepTaTHOM
nepuoJie Uil yMEHBIIEHUS! pUCKa 33aJepKKHU pocTa. J[aHHbIe 00 OTJalleHHOM BIMSHUM Ha MOJIOBOE
CO3pEBaHME OTCYTCTBYIOT.

Konmponv ¢pynkyuu wyumosuonoii scenesvt y demeti om 3 00 18 nem
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oT 15- _: o Y-

V nereit (mpubmusurensHo ot 12 10 21 %), NpUHUMABIIUX &6@&5&1{"&1{&13 5150:11 aﬁb:d;a';'-b:b

(TATUIMPOBAHHBIN U HEMATUIIMPOBAHHBIN ), HAOIIOJAIOCH CHIYKEHUE KOHIIEHTPALUN THPEOTPOITHOTO
ropmoHa (TTT'). Eme y 4 % nabntonanoch BpeMEHHOE CHIYKEHUE HIDKE Ipeiesna HopMbl. [{o Havyana
Tepanuu uHTepdeponom anbda-2b konnentpauus TTI gomkHa ObITH OLIEHEHA, U TI000E HApYILICHHE
(GYHKIIUM IIUTOBUAHOMN >KeJNe3bl JOJDKHO OBITh MOJBEPTrHYTO JieueHuto. Tepanusi uHTepdepoHOM
anbda-2b (MruMpoBaHHBIM M HETIITHIIMPOBAHHBIM ) MOXKET OBITh HauaTa, eciii KoHieHTpanus TTT
MOJJIEP>KUBAETCS. HA YPOBHE HOPMBI C MOMOIUIBIO JIEKAPCTBEHHBIX MpernaparoB. [Ipu nmpuMmenenuun
pubaBupuHa u uaTepdepona anbda-2b, u pudbaBuprHa U mIrUHTEpPepoHa anbda-2b HabI0gATOCH
HapylieHne pyHKIMK [UTOBUIHOM skene3bl. Eciu BeisiBisieTca HapylieHHne GyHKIUN IUTOBUIHON
JKEJe3bl, TO y TMAaIMeHTa HEeOOXOAMMO OICHUTh HAIWYHE AUCHYHKIHMU IIUTOBUIHON XKele3bl U
MIPUMEHUTh COOTBETCTBYIOIIME METOMABI JeueHus. Y nerei oT 3 no 18 jer GpyHKIus MUTOBUHOM
xenesbl (Harpumep, TTT') nomxHa oneHUBaTHCS Kaxple 3 Mecsia.

BcnoMorarepHEIC BEISCTBA

[Ipemapar PubaBupun comepkut nakto3y. [lamueHTaMm ¢ peIko BCTpedaromeicss HacleCTBEHHOU
HEMEPEHOCUMOCThI0 TaJIaKTO3bl, Je(UIUTOM JaKTa3bl JIOMapedl WM TIIOKO030-TaJaKTO3HOM
MasibabcopOIIHeil He cielyeT MPUHIMATh ATOT Mperapar.

4.5. BzaumojeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH IMpenapaTamMMm W Jpyrue BH/bI
B3aUMO/IeHCTBUA

HSy‘lGHI/Ie BSaHMOﬂeﬁCTBHH C APYruMH JICKAPCTBCHHBIMU CPEACTBAMU IIPOBOAUIIOCH TOJIBKO C
Y4acTUEM B3POCJIBIX MAITMCHTOB.

CoryacHO pe3yJibTaTaM HCCICIOBaHUM IN VItro, MpoBeeHHBIX Ha MHUKPOCOMAIbHBIX MperapaTax
MEYCHHU YCJIOBEKa M KPBICHI, HE OBLJIO YCTAHOBJIICHO MeTa0oNm3Ma pubOaBUpHHA, 00YCIOBICHHOTO
nzopepmerntamu rutoxpoma P450. PubGaBupun He mHruOupyer usodepMeHTsl 1utoxpoma P450.
JlaHHBIE TOKCHUYECKUX HCCIICIOBAHUM HE CBUICTEIHCTBYIOT O TOM, UYTO PHOABUPHUH HHAYIUPYET
dbepmenTsl meyeHu. TakuMm oOpa3oM, CYIIECTBYET JIMIIb MHHHUMAajbHas BO3MOXHOCTh
B3aMIMOJICHCTBHI, CBSI3aHHBIX ¢ M30(epMeHTamMu utoxpoma P450.

HccnenoBanuii B3auMoAeicTBUS pubaBUpHUHA U IPYTHUX JIEKAPCTBEHHBIX CPEJICTB, 32 UCKIIOYEHHEM
mruHTepdepona anbda-2b, unrepdepona anbda-2b u aHTaMI0B, HE TPOBOIUIOCH.

A3zaTuonpux

PuGaBupuH, oka3biBas HMHruoupyoomui 3¢dekr Ha HMHO3MHMOHO(OC(hATAETUAPOTeHA3Y, MOXET
HapymaTbh MeTa0oJu3M a3aTHONpPUHA, IPUBOAS K HAKOIJICHUIO 6-METHITHOMHO3MH MOHOGochaTa,
YTO CHOCOOCTBYET MOSIBICHUIO MHEIOTOKCHMYHOCTH Yy MAllMEHTOB, MPUHUMAIOIIMX a3aTHOIPHH.
Heo6xoanMo n3beratb 0JJHOBPEMEHHOTO MPUMEHEHUS MATMINPOBAHHBIX MHTEP(EpPOHOB anbda U
pubaBUprHA C a3aTUONPUHOM. B OTHeNnbHBIX cioyyasx, Korja Mojb3a OT OJHOBPEMEHHOIO
IpUMEHEHHUsT pUOaBUpUHA U a3aTUONPHHA MPEBBIIIAET MOTEHIHAIbHBIA PHUCK, PEKOMEHAYeTCs
MPOBOAMUTH  TIIATEIbHBIM  KOHTPOJb TOKa3aTeleil KpOBU NS BBIABIEHUS  IPU3HAKOB
MUEIOTOKCUYHOCTH. ECili TakoBbIE MPUCYTCTBYIOT, TO JIEYEHHE AAHHBIMH IIpenapaTaMy JIOJIKHO
OBITBH MpeKpanieHo (cM. pazzaen 4.4).

Hurepdepon ansdha-2b, marurrepdepor anbba-2b

B (apMakoKknHETHYECKOM HCCIIEIOBAHUH C IPUMEHEHHEM MHOTOKPATHBIX 103 HE OBLIO BBISBICHO
(apMKOKHHETHYECKHX B3aMMOJICHCTBUI MEXIy puOaBUPHHOM U mAruHTepdepoHoM anbdha-2b wiu
uHtepdepoHom anbda-2D.

AHTanmasl

[Ipy ogHOBpEeMEHHOM MPUMEHEHUM aHTAIM/a, COJAEp’Kallero MarHui, aJlOMUHUN U CHUMETHUKOH,
ouonoctynHocTh pubaBupura 600 mr cumxanack; AUCy cHmxkanace Ha 14 %. Bo3moxHo, uTO
yMeHbIlIeHne OMOJOCTYIHOCTH puOaBUpHHA B JIaHHOM HCCJIEIOBAaHUHM OBLJIO BBI3BAHO 3aJI€PKKON
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TpaHcropTa pubaBupuHa win u3menenuem pH. JlanHoe B3a1/1M<91€mr;1§»1% 'HE

3HAa4YUMBIM.

AHaJIOTH HYKJICO3HI0B

[IpuMeHeHHE aHAIOTrOB HYKJICO3UIOB OTIEIBbHO WJIM B KOMOMHAIMM C APYIMMH HYKJICO3UIaMU
MIPUBOJIMJIO K Pa3BUTHIO JJAKTOALM103a. PUOaBUpUH yBeNINYMBAET KOJIUYECTBO POChHOpUITUPOBAHHBIX
METabOoJIMTOB TYPUHOBBIX HYKJICO3HMJOB IN Vitro. JlaHHas aKTHBHOCTh MOJXKET IOBBIIIATH PHCK
pa3BUTHS JIAKTOAUU03a, BBI3BAHHOIO AaHAJIOTaMU IYPUHOBBIX HYKJIEO3HJIOB (HaAmpHUMep,
IUIAHO3MHOM WK abakaBupoMm). OTHOBpEMEHHOE NpPUMEHEHHWE pUOAaBUpPHHA M JAMJAHO3WHA HE
peKOMeHIyeTCsl. bbuin 3aperucTpupoBaHsbl Cllydal MUTOXOHAPUAIIBHONM TOKCUYHOCTH, B YACTHOCTH,
JIAKTOAIIM/103a U TAHKPEaTUTa, IPUUYEM HEKOTOPBIE UMEIIN JIETAIBHBIN HCXO/.

[Ipu BKIIOUYEHUH 3UAOBYAMHA B cxemy jieueHuss BUY npuem pubaBuprHa BhI3bIBAJ AHEMUIO, XOTS
TOYHBI MEXaHW3M JJAHHOTO SIBJICHHS He m3BecTeH. OIHOBPEMEHHOE MPUMEHEHUE pHUOaBUpUHA U
3UJIOBYJIMHA HE PEKOMEH/IyeTCsI U3-3a MOBBIIICHHOTO PUCKA Pa3BUTHS aHEMUH (CM. paznien 4.4).

Heo6xoauMo paccMOTpeTh BO3MOXKHOCTH 3aMEHBI 3MJIOBYAMHAa B KoMOuHupoBaHHOU APT, ecnu
TakoBas yxe Oblla Ha3HaueHa. DTO OCOOEHHO BaXHO I MAIMEHTOB C aHAMHE30M aHEMMH,
BbI3BAHHOI NPUMEHEHUEM 3UI0BYINHA.

B03M0OKHOCTh B3aUMOJEHCTBUN MOXET COXPAHATHCS 10 2 MecsueB (5 MepHoA0B MOJIYBbIBEACHUS
pubaBupHuHa) TIOCTAEe NPEKpAaIleHUs] Tepanuu pPUOABUPUHOM W3-3a JUIMTEILHOTO TIepHoja
MIOJTyBbIBE/ICHUSI.

Her maHHBIX O TOM, 4TO PUOABHPUH B3aUMOJACWUCTBYET C HEHYKJICO3UTHBIMH WHTHOUTOpAMU
0oOpaTHOM TPaHCKPUNTA3bl WM UHTUOUTOPAMU MIPOTEA3bl.

B nwmreparype mpencTaBieHbl MPOTHBOPEUMBBIC JaHHBIE 00 OJHOBPEMEHHOM MPHUMEHEHHH
abakaBupa u puOaBupuHA. HeEkOTOpble JaHHBIC CBUACTEIBCTBYIOT O TOM, YTO MAIUCHTHI C
ko-uHdpeknueit BI'C/BUY, nomyuaromue APT, coneprkanryro abakaBup, MOTYT HAXOJIUTHLCS B TPYIITIE
pHCcKa pa3BUTHS Oosee ci1aboro OTBeETa Ha TEpaIuio ITUIAPOBAHHBIM
uHTephepoHoM/pubaBupuHoM. Ilpu  OTHOBpEMEHHOM TNPUMEHEHUHM JIaHHBIX  IIPEIapaToB
HE00X0AUMO COOI0IaTh OCTOPOKHOCTb.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALHUSA

KeHIIMHBI AETOPOAHOTO BO3D3.CT8./ KOHTpalucunusd »XCHIIMWH 1 MY>XYHUH

L4 HalxﬂleHl’l’lbl IHCEHCKO20 noJja

PuGaBupuH npoTHBOINIOKa3aH AJsl MpUMEHEeHUs y OepeMeHHbIX. HeoOxoauMo npuHUMaTh ocoOble
Mepbl BO M30eXkaHWe HACTYIUIEeHUsI OEpeMEeHHOCTH Yy naiueHTok. Jledenue npenaparom PubaBupun
HE JIOJDKHO OBITh HAyaTO 1O MOJIyYEHUS OTPHUIATEIBHOTO TecTa Ha OepeMEeHHOCTh. KEeHIIMHBI
JI€TOPOJIHOTO BO3pacTa JOKHBI UCIOB30BaTh 3(h(h)EKTUBHYIO KOHTPALIECIIIMIO BO BpEMsI JISUEHUS U
B TeueHHEe 4 MecsIeB MOCiIe 3aBEPLICHHS TEPaIlin; TECThl HA OEPEMEHHOCTD JIOJIKHBI IIPOBOIUTHCS
exeMecayHo. Ecnm BO Bpems JiedeHMsT WIM B Te4eHHME 4 MECSLEB IIOCIE€ HEro HacTylaeT
OepeMEeHHOCTh, TO MAMEHTKY HEOOXOANMO MPEAYIPEIUTh O PUCKE 3HAYUTEIBHOTO TEPATOT€HHOTO
BO3/ICUCTBUS puOABUPHHA HA IO,

L4 HauueHmbz MYIAHCCKO2O nojia u ux napmHuepuunu-HCeHuiuUHbl

HeoOxonuMo mnpuHMMare ocoOble Mepbl BO H30ekaHWe OEpeMEHHOCTH y TapTHEepIIn
NAIMEeHTOB-MYXX4MH, IPUHUMAOMMX npenapat Pubasupun. Hakonnenue pubaBuprHa NpoUCXOauT
BHYTPHKJIETOYHO, IIPH TOM OH OY€Hb MEJIEHHO BBIBOJUTCS U3 Oprann3Ma. Hem3BecTHO, OKa3biBaeT
oM puOaBUPHH, TMONAJAIONIMKA B CIEpMY, TEpaTOreHHbIE WM TE€HOTOKCHYHBbIE 3(deKTsl Ha
sMOpuon/mioa yenoseka. [lo nanueiM npubnusutensHo 300 GepeMeHHOCTEN, MPU KOTOPBIX OTell
peOeHka npuHUMaN pubaBUpPUH, HE ObUIO YCTAHOBJIEHO MOBBIIIEHHOTO PUCKA Pa3BUTHS MATOJIOTUN
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061_1_16171 HOHYJISII_IPICP'I. TeM HE MCHCC, HaHI/IeHTBI-My)K‘-H/IHBI NIN UX HapTHeleI/I-)KCHH_[I/IHBI JOJIXKHBI
MPUMEHATH 3P HEKTUBHYIO KOHTPAIEIIIMIO BO BpeMs JICUCHHS ITpernapatoM PubaBupuH B TeueHue 7
MecsleB mocie JedeHus. llanMeHTaM-My)K4MHAM, 4YbM NApTHEPIUIHU-KEHIIUHBI OEpEMEHHBI,
HEO0OXOMMO HCIIOIb30BaTh MPE3EPBATUB JJII MUHUMH3AIMH Iepeayr puOaBUpHHA MTapTHEPIIIE.
bepemeHHOCTD

[Ipumenenue mpemnapaTa NPOTUBOIIOKA3aHO MPU OEPEMEHHOCTH.

JlakTaims

HewusBecTHo, BblAENsAETCS JIU pUOABUPUH C TPYAHBIM MOJIOKOM. M3-3a BO3MOXKHBIX HEXeIaTeIbHbIX
peakiuii y MaieHIIeB P KOPMIICHUH TIepe]] HauaJIoM Teparnuu HeoOXO0AUMO MPEKPATUTH TPYIAHOE
BCKapMJIMBaHUE.

DepTiIbHOCTD

Jloxnunuueckue oanHvle:

e (epTHIBHOCTB: B UCCIEIOBAaHUAX HA KUBOTHBIX PUOABUPHH OKa3bIBaJl 0OpaTUMOE BIMSHUE Ha
CIIEpMaTOreHE3;

® TEpPaTOreHHOCTh: B IIPOBEJICHHBIX HCCIICAOBAHUSAX 3HAYMTENbHBIM TEPaTOTCHHbBIN W/HUIH
SMOPHOIUIHBINA TOTEHIUAI prOaBHUpUHA OBUT IPOIEMOHCTPUPOBAH Y BCEX BUOB )KMBOTHBIX IIPU
TOM MUHHUMAaJIbHAA J103a puOaBUpUHA COCTABIISIIA O/IHY IBALATYIO OT pEKOMEHAYEMOM 03Bl 115
YEIIOBEKA;

® TE€HOTOKCHUYHOCTb: pUOABUPUH UHAYLIUPYET F€HOTOKCUYHOCTD.

4.7. BiusiHMe HAa CHOCOOHOCTHb YINPABJATH TPAHCHOPTHBIMHM CpeACTBAMH M padoTaTth ¢
MeXaHHu3MaMu

[lpenapar PubaBupuH HEe OKa3bIBae€T OTPHULATEIBHOTO BIMSHUS Ha CIIOCOOHOCTH YHPABIATH
TPAHCHOPTHBIMH CpEICTBAMH U paboTaTh C MexaHW3MaMu. HecMoTps Ha 3TO, B KOMOWHAIMH C
mrunaTepdeponomanbda-2b wnn uaTepheponom anbda-2b manueit dddext BozmoxeH. Takum
00pa3om, MaIMeHTHI, OIIYIIAIOIINE YCTATOCTh, COHIIMBOCTh MJIM CIIYTAaHHOCTH CO3HAHUS, BO BPEMsI
JIeYeHHs JIOJDKHBI BO3AEP)KAThCSl OT YIPABIECHUS TPAHCHOPTHBIMHM CPEICTBAMM MU PabOTHI ¢
MeXaHU3MaMH.

4.8. HexkesaTeibHbIe peaKkuH

Pesrome nmpodmiig 0e30ImacHOCTH

Bspocnvie

Tpotinas mepanus

Cwm. HHCTPYKIHUIO IO MCAUTTUHCKOMY ITPUMCHCHUTO 6ouenpeBHpa.

Heounas mepanus

besonacHocTh mpuMeHeHMs pHOAaBUpHUHA OIEHMBAJAcCh IO JAHHBIM YeThIpeX KIMHUYECKHX
UCCJICIOBAaHMI Y MAIMEHTOB, KOTOPBIC PaHbIlle HE MPUHUMATH HHTEepdepoH anbha-2b (marueHTsl,
paHee HE MOJyYaBIIUe TEPAU0 UHTEP(HEPOHOM): B IBYX HCCIICAOBAHUAX M3y4alloCh IPUMEHEHHE
pubaBupriHa B KOMOWHAIMU ¢ uHTeppepoHoM anbha-2b, B 1mByx — B KOMOMHAIUH C
maruaTepepoHoM anbha-2h.

VY manueHToB, paHee MPUHUMABIINX UHTEPPEepoH anbdha-2b 1 puOaBUPUH, WK y KOTOPHIX JICUCHHE
JUTMIIOCH MEHBIIIE CTAaHJAPTHOTO CPOKA, MOXKET HAOII0IaThCsl YyUIIeHHBIH TPoiib 6€30MacCHOCTH
10 CPABHEHUIO C OIIMCAHHBIM HHXKE.
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MCCIICIOBAaHUH Y B3pOCIBIX NAIMEHTOB, paHee He MPUHUMABIIUX MHTEP(HEPOH, JIEUEHUE KOTOPBIX
MPOBOAMJIOCH B TeuyeHWe 1 roja, ¥ Ha OCHOBAHMM JAHHBIX NPUMEHEHUs pubaBUpPHUHA B
MOCTPErUCTPAlMOHHOM Tepuose. OrnpeneneHHoe KOJUYECTBO HEKENATENbHBIX Peakifii, 00bIYHO
MIPUIKCHIBAEMBIX T€paNii UHTEPPEpOHaAMH, HO TAKXKE 3apETrUCTPUPOBAHHBIX IIPU TEPANlUU renaTUTa
C (B xomMOMHanuu ¢ pUOABUPHHOM) TAKXKE NPEICTABICHBI HWXKeE. JlaHHBIE O HEKEIaTeIbHBIX
peaKkuusx, MPeICTaBICHHbIE B MHCTPYKUUAX IO MEIUIIMHCKOMY MPUMEHEHHUIO MIruHTepdepoHa
anmbda-2b u wuHTephepona anbda-2b, Takke MOryr OBITH TPUMEHUMBI K MOHOTEpAITHU
uHTEephEepOHAMH.

Pe3romMe HexenaTenbHBIX PEAKIINI

YacTtora mMoOOYHBIX peakIuil MpHUBEACHA B BUJE CICAYIOIICH rpamamuu: ouexsv uacmo (> 1/10);
yacmo (> 1/100, vo < 1/10); neuacmo (> 1/1000, Ho < 1/100); peoko (> 1/10000, Ho < 1/1000); ouens
peoko (< 1/10000); uacmoma neussecmna (He MOXET OBITH OIICHEHA HA OCHOBE HMCIOIIHUXCS
JTAHHBIX ).

Hnghexyuu u unsazuu

OueHp yacTo — BUpPYCHBIE MH(pEKINHU, (apHHTHUT; 4acTO — OaKTepualbHbIE MHPEKIUH (BKIIOYAs
cernicuc), TpuOKoBasi MHQEKLUs, TPUII, UHPEKIUU IbIXaTeNbHBIX MyTed, OpOHXUT, MHQEKIHUH,
BBI3BAaHHBIE BUPYCOM IMPOCTOrO Tepreca, CHHYCUT, CpPEAHWH OTHUT, PHHUT, HH(PEKIHN
MOUEBBIBOAIIUX MyTel; HEYacTO — MH(EKINH B MeCTE BBEICHHS, MH(GEKINS HIDKHUX BIXaTEIbHbBIX
myTel; peIKO — IMTHEBMOHHSA ™.

Jobpoxauecmeennvie, 310KauecmeeHHble U HEYMOYHEHHble HOB000OPA308aHUSL (6KIIOYASL KUCMbL U
nounbsl)

Yacro - HeyTOUHEHHbIE HOBOOOPAa30BaHMS.
Hapywenus co cmopoHbl Kposu u tumpamuieckoii cucmemvl

OdeHp YacTO — aHEeMMs, HEWTPOIIEHHS; YacTO — TIEMOJUTUYECKas aHEMHs, JIEWKOIIECHUs,
TpoMOonTOneHus1, auMdazeHonarus, IMM(OICHUs; OYEeHb PEOKO — arylacTU4YecKas aHeMUus™;
HEU3BECTHO — MCTUHHAs SPUTPOLUTApHAs arjasus, HMJIUOoNaTHYecKas TpOoMOOLMTONEHUYecKas
nyprnypa, TpoMOoTHYECKast TPOMOOLIMTONIEHUYECKas MypIypa.

Hapywenus co cmoponvl uMMYHHOU cucmembl

Hewacto — rumepuyyBCTBUTENBHOCTb, PEAKO — CAPKOMA03™*, pPEBMATOUAHBIA apTpPUT (BIIEpPBBIE
BO3ZHUKIIMK MM YXYALIEHHE COCTOSHUS); Heu3BecTHO — cuHiapoM @orrta-Kosnaru-Xapasnsl,
CUCTEMHasl KpacHas BOJIYaHKA, BAaCKYJIMT, PEaKlUU OCTPOHl TI'MIepYyBCTBUTEIBHOCTH, BKIIIOYas
KpalnMuBHHUILY, aHTHOHEBPOTHUECKUI O0TeK, OpOHXOCIa3M, aHA(UITIAKCHUIO.

OHOOKpuHHbIE HAPYUIeHUsS
Yacto — TMIOTHPE03, TUIIEPTUPEO3.
Hapywenus memabonuzma u numanus

OdeHp 4YacTO — aHOPEKCHs; YacTO — TUIEPIIIMKEMHUs, THUIEPYPUKEMHs, THUIOKAJIbIIUEMHUS,
JeruapaTanys, IOBbIIICHUE alllIeTUTA; HEYacTO — CaXapHbI [uabeT, TUIEePTPUTIIULEPUMHUS *.

Hcuxuueckue Hapywernus

Ouenp yacTto — AenpeccHs, OECCOHHHIA, SMOIMOHAIbHAS JAOWIBHOCTD, TPEBOKHOCTH; 4acTO —
CYHUIIMIaIbHbIE MBICITH, TICUX03, arPECCUBHOE MOBE/IEHUE, CITyTAaHHOCTh CO3HAHUS, aKUTAllUs, THEB,
CMEHa HACTPOCHHS, MATOJOTMYECKOe IOBEIEHNE, HEPBO3HOCTh, HAPYIIECHUS CHA, TPEBOXHBIC
CHOBUJICHUS, CHWXXEHHE JMOMI0, amarusi, IMJIaKCHBOCTb, HEYACTO — CYHMIMJAJIbHBIE IOIBITKH,
MaHuYecKas araka, raJUTIOLMHALMY; PEIKO — OUIIONISIPHOE pacCTPOMCTBO™; OueHb PeIKO — CyuIua’™;
HEM3BECTHO — TOMHUIUAIbHBIE MBICITU®, MaHUA™, N3MEHEHHE ICUXUYECKOro cTaTyca.
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Hapywenus co cmoponul nepanoii cucmemol

OdeHp 4acTo — rojioBHas 0OJb, TOJIOBOKPYKEHHUE, CYXOCTh BO PTY, HApPYIICHHUS KOHIECHTPAIlUU
BHUMAaHHMS, YaCTO — aMHE3Hs, YXY/IIICHUE NaMsTH, OOMOpPOK, MUTPEHb, aTaKCHUs, MapeCTE3HH,
TUcOHUS, TOTEps] BKyCa, THIECTE3Ws, THIIEPECTE3Ms, THIIEPTOHYC, COHIUBOCTH, HApYyIICHUE
BHUMAaHHMS, TPEMOp, M3BpAIICHUs BKyca, HEYacTo — HeWpomnarus, nepudepudeckas HEHPONATHS;
pPEAKO — CYIOpPOKHBIE MPHUMAIKH (CyAOpPOrH)*; OYeHb PEIKO — KPOBOUBIUSHUE B MO3T™,
nepeOpoBacKysipHas UIIeMus™, SHIedamonaTus™®, MOIMHEHPONaTus™®; HEU3BECTHO — Mapalnd
JTUIEBOTO HEPBA, MOHOHEUPOIIATHH.

Hapywenus co cmoponwl opeana 3penus

YacTo — HapyIlIeHUe 3peHNUs1, HEYETKOCTb 3pEHUS, KOHBIOHKTUBUT, pa3pa)keHue a3, 00Jb B riiazax,
UCK&KCHHUE 3PUTEIBHOTO BOCHPHUATHS, MATOJOTUS CIE3HBIX JKENe3, CYXOCTh TIJIa3; PEAKo —
KPOBOM3JIMAHUS B CETUATKY™, pETUHONATHH (BKJIIOYAsi OTEK JKEJITOro MATHA)*, TPOMOO3 apTepuii
ceT4aTKu*, TpoM003 BEH CeTYaTKU™®, HEBPUT 3pUTEIBHOTO HEpBa™, OTEK AMCKA 3PUTEIBHOTO HEepBa®,
CHIDKEHHE OCTPOTHI 3pPSHHUS WM BBINIAICHHUE TTOJIEH 3pEHUs*, SKCCY/IaT B CETYATKE.

Hapywenus co cmoponul opeana ciyxa u rabupunma
Yacro — BepTUro, HapyIIEHUE WK NTOTEPS CIyXa, 3BOH B yIlIax, 00Jb B yIIax.
Hapywenus co cmoponul cepoya

YacTto — omymeHue cepAneOMeHus, TaXWKapAus; HEYacTo — HWHQPApKT MHUOKapJa; pPEaKo —
KapIuOMHONATUSA ¥, apUTMUSA*; OYE€Hb PEIKO — UIIEMHS cepaa*; HeM3BECTHO — MepPUKapANAIbHBINA
BBITIOT*, IepUKapIAUT™.

Hapywenus co cmoponwt cocyoos

YacTo — moHMKEHUE apTePUATHLHOTO JJABJICHHU S, TIOBBILIEHNE apTEPUATBLHOTO JIABJICHUS, «IIPUITUBBIY;
PEAKO — BaCKyJUT; OYEHb PEIKO — UIIEeMHUS Nepru(pepuIecKux TKaHen™.

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCmeHUs]

OdeHp 4acTO — OJBIIIKA, Kallelb; YaCTO — HOCOBOE KPOBOTEYEHHE, PECIIUPATOPHBIE HAPYIICHHUS,
3aJI0’)KEHHOCTh JbIXaTEJbHBIX IyTE€H, CHHYCUT, OTEK CIM3UCTOM OOOJIOUKM HOCa, PUHOpES,
YBEIIMUYEHUE CEKPELUH CIU3UCTOW OO0OJOYKM BEpXHHMX [JbIXaTelIbHBIX IyTed, 00Jb B TOpIIE,
HENpPOAYKTUBHBIM  Kalllelb; OYE€Hb pEAKO — JIETOYHble HMHQWIBTPATHI®, IMHEBMOHUT®,
MHTEPCTULUAIbHBIA THEBMOHUT™.

Hapywenus co cmoponul srcenyoouno-kuuieuno2o mpakma

OueHb yacTo — Juapesi, pBoTa, TOIIHOTA, 00JIb B KHUBOTE; YaCTO — SA3BEHHBIH CTOMATUT, CTOMATHT,
S3Bbl B POTOBOM TOJIOCTH, KOJUT, OOJb B IpPaBOM BEpPXHEM KBaJpaHTE >KUBOTA, IUCIENCHS,
KEIyJJOUYHO-KUIIEYHbIN pedtokc™®, riIoccut, XeWnuT, B3AyTHE JKMBOTA, KPOBOTOYMBOCThH JIECEH,
TMHTUBUT, YaCThIHN KUAKHUH CTYI, HOpakeHus 3y00B, 3a110p, METEOPU3M; HEYaCTO - TAaHKPEaTUT, 00JIb
B IMOJIOCTU PTa; PEIKO — MIIEMHUYECKUI KOJIUT; OYEHb PEIKO — SI3BEHHBIH KOJIUT*; HEM3BECTHO —
HapyLIEHUs CO CTOPOHBI IEPUOIOHTA, HAPYILIEHUSI CO CTOPOHBI 3y00B, MTUTMEHTAIUS S3bIKA.

HapymeHuﬂ CO CMOPOHbL neveHu u 9!C€]Z1166bl60()}11/1/;ux nymeﬁ

Yacro — remaromeranus, KenTyxa, runepOnaInpyonHeMus™; o4eHb peIko — renaToTOKCUYHOCTh (B
T.4. C JIETAJbHBIM UCXO0M)*.

HapymeHuﬂ CO CMOPOHbL KOJMHCU U NOOKOJNCHLIX MKAHET

OueHp 4yacTo — ajnonenus, 3y, CyXOCTb KOXH, ChIllb; YaCTO — NICOPUA3, YXYJIUICHUE TCUCHUS YKE
CYLIECTBOBABILIETO NICOpHA3a, 3K3eMa, peakius GOTOUyBCTBUTEIBHOCTH, MaKyJIONaNyJe3Has ChlIb,
dpUTEMAaTO3HAas ChIllb, HOYHAS MOTJIMBOCTh, THUIIEPTUAPO3, ACPMATHUT, akHe, QypYHKYIIE3, SpUTEeMa,
KpaluBHUIA, HAPYIICHUS CO CTOPOHBI KOXKH, T€éMaroMa, IMOBBIIICHHAs MOTIUBOCTh, HAPYIICHUE
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cuapom CruBeHca-/[)koHCOHa*, TOKCHMUYECKUI SMHUAEpPMalIbHBI HEKpPOIHU3™*, MyIbTH(POPMHAS U
JKCCyIaTHBHAs dpuTeMa*.

Hapywenus co cmoponul muluieunotl, KOCmHOU U cOeOUHUMeNbHOU MKAHU

OdeHb YacTo — apTpaIrvs, MUAITHs, OOJU B MBIIIIAX W KOCTAX; 4aCTO — apTPHT, 0OJIb B CITMHE,
MBIIIEYHBIE CIIAa3Mbl, 00Jb B KOHEYHOCTH; HEYACTO - 0OJIb B KOCTSIX, MBIIIIEUHAsI CTa00CTh; PEAKO —
pabaoMuoIN3*, MUO3UT™.

Hapywenus co cmopoHbsl nouex u Mouesbl8o0auux nymetl

YacTo — yacToe MOYCUCITYCKaHHE, MOJINYPHsl, HAPYIICHUE TIOKa3aTeseid MOYH; PEIKO — HapyIICHHE
(GYHKIIUY MOYEK, MOYeUHAsT HEIOCTATOYHOCTh*; OYCHb PEIKO — HEPPOTHUICCKUI CHHAPOM™,

Hapywenus co cmoponsl penpodykmusHouU cucmembsl U MOTOYHBIX Jicelle3

Yacto — )KEHIIUHBL: aMEHOPEsI, MCHOPpArHsi, HApyIIeHHe MEHCTPYAIBHOTO IIUKJIA, TUCMEHOPEs, 00JIb
B MOJIOYHBIX KeJle3ax, TUCOYHKIUSA SIMYHUKOB, HAPYIIEHUS CO CTOPOHBI BJIATAJIMINA; MYXXYHHBI:
UMITOTCHIINS, IPOCTATHT, IPEKTHIIbHAS AUC()YHKIINS, HAPYIICHUS ITOJIOBOM QyHKIHH (03 yKa3zaHUs
TOYHOTO JIMarHo3a)*.

Obwue napywenus u peakyuu 8 mecme 86e0eHus

OueHb 4acTo — BOCIIAJIIEHUE B MECTE€ MHBEKIIUHU, PEaKI[MH B MECTE€ UHBEKLIUHU, YTOMIIIEMOCTh, 03HOO,
JIMXOPaJIKa, TPUIIONOL00HbIE CUMIITOMBI, aCTEHUS, Pa3paXUTEIbHOCTh; YacTO — 00JIb B TPYIHOM
KJIETKe, TUCKOM(OpPT B IpyAHOM KieTke, nepudeprudyeckue OTeKH, HeJOMOraHue, 00jb B MecTe
VMHBEKIMH, HApYyILIEHNE OLYILEHMM, XKaX/1a; HEYaCTO — OTEK JIMLA; PEIKO — HEKPO3 MECTa MHBEKIUU.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHbIE
OueHb 4acTO — CHUIKEHHE MACChI T€A; YaCTO — CEPACUHBIM LIyM.

*[Tockonpky puOaBUpPUH BCerJa Ha3HauaeTcs B KoMOMHauuu ¢ uHTEphepoHOM anbda, a
MIEPEUUCIICHHBIC HEeXKEIATebHBIC PEAaKIMH 3apEeTUCTPUPOBAHEBI B MMOCTPETHCTPAIIIOHHOM TIEPUOJIC,
YacTOTy PEaKIMil OmpeneiuTh HEBO3MOXKHO. YacToTa, yka3zaHHas BBIIIE, OCHOBaHA Ha JaHHBIX
KJIMHAYECKUX HMCCIIE0BaHUI MPUMEHEHNsT pHOaBUpHHA B KOMOMHAINU ¢ nHTephepoHOM aibda-2b
(TTUIMPOBAHHBIM M HETISTHIIMPOBAHHBIM).

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/Iﬁ

VY 30 % nanueHToB, NPUHUMABIIMX PUOaBUPUH U MATHHTEpPepoH anbda-2b, u 'y 37 % nauueHTos,
MPUHUMABIIUX PUOABUPUH M UHTEpPepoH anbda-2b, HAOMIOIANTOCH CHHKEHHE KOHIIEHTpalMi
remorioomnHa 0oiee yeM Ha 4 /171

VY 14 % B3pocnbix mauueHToB Uy 7 % pgerei or 3 nmo 18 ner, npuHUMaBIIMX pUOABUPUH B
KOMOMHAIMM ¢ MIruHTepdepoHoM anbda-2b win uHTephepoHoM anb(pa-2b, KOHUEHTpauuu
reMoryioonHa cHu3uiauch Ha 10 r/11 u Huxe.

B OGonbimmHCTBE ciay4yaeB OBUIM 3aperMCTPUPOBAHBI JIETKME CTENEHW aHEeMHH, HEUTpPONEHMH U
tpombonutonenuu (1 wim 2 crenenu no mkaine BO3). beutn 3apeructpupoBaHbl HEKOTOPHIE CITyYan
TSOKENIOW  HEWTPONeHMHM Yy TMAlUeHTOB, NPUHUMABIIMX pUOaBUpPMH B KOMOMHAIUU C
mrunreppepoHom anbda-2b (mkama BO3, 3 cremenb: 39 u3z 186 [21 %]; u mkama BO3,
4 crenenb: 13 u3 186 [7 %]); nelikonenus 3 crenenu no mkaiae BO3 Obuia 3aperucTpupoBaHa y
7 % manueHTOB JaHHOU TPYIIITHIL.

VBeNn4YeHUs: KOHIIEHTPALUii MOYEBOW KHCIIOTHI M HEMIPSIMOTO OUIMPYOHHA, CBA3aHHBIE C TEMOJIM30M,
HAOJMIOAAMNCh Yy HEKOTOPBIX TIIAlMEHTOB, TPUHUMABIINX pHOABUPUH B KOMOWHAIMKA C
mruHTepdepoHoM anbpa-2b uiau uaTepdepoHoM anbda-2b B KIMHUYECKUX HCCIETOBAHUAX, HO
qyepe3 4 HeIeH MOCie OKOHYAHHSI JICUSHHs] KOHIICHTPAIIMK BO3BPAIAINCH K HCXOAHBIM 3HAYCHHSIM.
B HeckonbKHX Cydasx Cpeau MalUeHTOB C MOBBIIIEHHON KOHIEHTpalei MOYeBOM KUCIIOTHI ObliIa
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3aperucTpupoOBaHa nojarpa, HO HUKOMY M3 HHAX HE MO [DG60B8J'IE|C'I> m—lmgl

OBLT UCKJTIOUCH M3 KIMHHUYCCKUX MCCIICIOBAHUM.
THayuenmui ¢ ko-ungpexyueii Bl C/BUY

Y mnauuentoB ¢ ko-uHdekmueir BI'C/BUY, npunumaBmux puOaBUpUH B KOMOWHAIMH C
mruaTepPepoHoM anbda-2b, ApyrumMu HexenaTelbHbIMA peakmusaMu (He HaOJIOTaBIIMMUCS Y
MalKUeHTOB TOJbKO ¢ remarutoM C), 4acToTa KOTOPBIX cocTaBwia > 5 %, SBISIMCH: KaHAMI03
nonoctu pra (14 %), mpuobperennas nunoauctpodus (13 %), cHIKEHHE KOHUEHTpPALUU
mamporuroB CD4 (8 %), cuHwkenme anmetuta (8 %), yBenMYEeHHE AKTUBHOCTH Tamma-
riyramuntpanchepasst (9 %), 6onp B obnactu cnunbl (5 %), TOBBIIIIEHHE aKTUBHOCTH aMuUja3bl B
KpoBHU (6 %), MOBBIIIEHUE KOHLEHTPAIMU MOJIOYHOW KHCIOTHI B KpoBU (5 %), HUTOIUTUUYECKUN
renaturt (6 %), MOBbIIIEHNE aKTUBHOCTH JHMa3bl (6 %) 1 001 B KOHEUHOCTSIX (6 %).

MumoxonopuaibHas moKCUYHOCHb

MutoxoHapuagbHas ~ TOKCHMYHOCT M JIAKTOAlMI03  OBbUIM  3aperucTpUpOBaHbl Y
BUY-nonoxurenpHbIX manueHToB, npuauMatommx HUOT u pubaBupun i neyenus renaturta C
(cm. paznmen 4.4).

Jlabopamopuvie 3nauenus y nayuenmos ¢ kKo-un@gexyuer BI'C/BUY. XOTsS TeMaroIOTHYECKUE
HapYIICHUS B BUJI€ HEUTPOTIEHUH, TPOMOOIIMTONIEHUH U aHEMUH Yallle BOZHUKAIHU Y MAllUEeHTOB C KO-
nnpeknueir BI'C/BUY, 601bIIMHCTBO JAHHBIX PEAKIIHIA TOIIABATACH KOPPEKITUH ITyTeM H3MEHEHUS
JI03Bl U PEAKO TpeOOoBaIM OTMEHBI Tepanuu (cM. pasznen 4.4). ['emaronoruyeckre HapyleHus yaie
PETUCTPUPOBAIHCH Y MAIMEHTOB, MPUHUMABIINX PUOABHPUH B KOMOWHAIIUU C TIATHHTEPPEPOHOM
anbda-2b, 4eM y nanueHToB, IPUHUMABIINX PUOABUPUH B KOMOMHALINH ¢ HHTepdepoHOM anbda-2D.
[To naHHBIM WCCIEAOBAHUS, CHIDKCHHE aOCOJIOTHOTO KOJMYECTBA HEUTPOPUIOB HIKE
500 KJ'IeTOK/MM3, a TaK)Ke CHIDKCHHE KOJIMYECTBAa TPOMOOIIMTOB HIKE 50000/MM3 HaGIOIATIOCH y
4 % (8/194) mauueHToB, NPUHUMABIINX PHOABUPHH B KOMOMHALIUK ¢ MATUHTEpdEepoHOM abda-2b.
Anemus (remoriobun < 9,4 rv/mm) Owima 3apeructpupoBaHa y 12 % (23/194) mauueHTos,
MPUHUMABIINX PHOABUPUH B KOMOMHAIIMY C ITUHTEPGEPOHOM abdha-2D.

CHuorcenue konuuecmea numgoyumos CD4

Jleuenne pubaBUprHOM B KOMOHWHALIMY € M3TUHTEP(EPOHOM anb(a-2b ObILIO CBA3aHO CO CHUKEHUEM
a0cooTHOrO KoJinyecTBa kiieTok CD4+ B TeueHue nepBbIX 4 Heslenb 0€3 YMEHbIICHHS TPOLIEHTHOTO
cooTHomeHus1 KieTok CD4+. CHmxenue konuuectBa KieTok CD4+ Obuto oOpaTuMbIM moOcie
YMEHBIIEHUS J103bl WJIM MpekpamieHus Ttepanuu. [IpuMeHenue pubaBupuHa B KOMOMHAIMU C
mruHTepPepoHoM anbha-2b He OKa3bIBaJIO 3HAUUTETLHOTO OTPUIIATEIILHOTO BIUSHUS HA KOHTPOJIb
Bupemun BUY Bo Bpems sedeHus wiu nocie. /laHHble 1o 0€30MacHOCTH Ui MalMeHTOB € KO-
nHpexnui ¢ koauyecTBoM kineTok CD4+ < 200/mkin orpanudens! (n=25) (cm. pazaen 4.4).

IIpy coBMECTHOM IIpHEME aHTUPETPOBUPYCHBIX MpenapaToB U npenapaTtos id jgedeHus BI'C nns
BBISIBJICHHMSI CHELM(PUUECKON TOKCMYHOCTH KaXJIOT0 IIpernapara M pa3BUTHUSL TNEPEKPECTHOM
TOKCHUYHOCTH pubaBUpHHA U MATUHTEphepoHa anb(a-2b cieayer 03HAKOMUTHCS ¢ MHCTPYKIMEN MO
MEAUIMHCKOMY MPUMEHEHHUIO KaXKI0ro U3 MPUMEHSIEMbIX NpenapaTos.

Jetn ot 3 no 18 sieT (ToabKO ABOWHAS TEpanus)

B xombunayuu ¢ noeunmepgheporom anvgpa-2b

B xnuHmdeckoMm uccienoBanuu y 107 gereit (ot 3 mo 18 ner), momyyaBIImX KOMOMHHUPOBAHHYIO
Tepanuio MmruHrepdepoHom anbha-2b u pudaBUpUHOM, U3MEHEHUE /103 noTpedoBanock B 25 %
cllyyasix, OOJbIIed YacThi0 M3-32 aHEMUHU, HEUTPONEHHWH M CHU)KEHUS Macchl Tena. B menowm,
poduik HeXXeNaTeNIbHBIX peakluil y 1eTel COOTBETCTBOBAJ TPO(HITI0, HA0II01aEMOMY Y B3POCIIBIX,
XOTSl MPUCYTCTBOBAJAa BO3MOXKHOCTh 3aJIepKKH pocTta. Bo Bpemss KOMOMHHpPOBAHHOH Tepamnuu
MIATUIUPOBAHHBIM HHTEpdepoHOM anb(a-2b u prudaBUPUHOM NMPOAOCIKUTENBHOCTHIO A0 48 Helelnb
Ha0JI0Aa7I0Ch YMEHbBIIEHHE CKOPOCTU pOCTa, KOTOPOE MPHUBOJMIO K TOMY, YTO POCT HEKOTOPBIX
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COOTBETCTBY CTNEF 1Y OTY

oT 15-

HalMEeHTOB ObUT HUKE HOPMEI (CM. pasaen 4.4). CHuxeHue Maé&r:i’e}&‘;":’aﬁ'épﬁkatp_o"c'fa B 0001

OUYEHb YACTHIMHU SIBICHUSMH BO BpEMs JICUCHHUs (110 OKOHYAHHWH JIEUYEHUsI CPEAHEEe CHUKEHHUE OT
MCXOJHOTO 3HAUEHUSI MAcChl Tella M pOCTa COCTaBWIIO 15 1 § mpoIreHTUsIei COOTBETCTBEHHO); TaKXKe
yMEHbIIaJgach CKOpocTh pocta (< 3-ro mpoueHtwia y 70 % mnauuenroB). B konune 24 Henenu
KOHTPOJISI TIOCTIE OKOHYAHUS JICUEHHUSl CpPEeIHEee CHIKEHHE OT MCXOJHOTO 3HA4YeHHsI Macchl Tela U
pocTa cocTaBuiIo 3 U 7 MPOLEHTHIIEH COOTBETCTBEHHO, U 'y 20 % neTeil HabtoJanoch YMEHbIICHHE
ckopoctu pocTa (< 3-ro mpoueHTwis). 94 u3 107 geTeit yuacTBOBaIM B MATUIICTHEM J0JITOCPOYHOM
WCCIICIOBAaHUH C TIOCTEAYIONINM HaOmroeHneM. Bo3zeiicTBre mpemapaTa Ha pocT ObLIO HUKE Y
JIeTei, JeunuBIINXCA B TeUeHHe 24 Hezellb, 0 CPaBHEHHMIO C JIEThbMH, MOIYYaBIIUMU JEUEHUE B
teueHue 48 Henenb. OT MOMEHTa, IMPEAIIESCTBYIOMIETO HAYaly JICYEHHUs, N0 KOHIA HAOJIOACHUS
MPOUEHTUIIb POCTA Yy IETEH, MOJy4YaBUIMX JICUeHHUE B TeueHue 24 u 48 Heaenb, cHuxaics Ha 1,3 u 9,0
MPOLIEHTHIICH COOTBETCTBEHHO. Y MEHbIIeHHE pocta y 24 % nereii (11/46), momyyaBmmx jJedeHue B
teueHue 24 veaenb, u 40 % nereii (19/48), monyvaBmux JieueHue B TeueHue 48 Heeb, JOCTUTAIIO
> 15 mpoleHTHIIeH ¢ MOMEHTA, IPEAIIECTBYIONIETO JICYSHHIO, 10 KOHIIA MATUIETHETO UCCIIeIOBAHUS
C TOCTEAYIOIMM HAOJI0ICHUEM T10 CPaBHEHHIO C MCXOAHBIM 3HaueHueM. Y 11 % nereit (5/46),
MOJTyYaBILIUX Teparnuio B TeueHue 24 nenens 1y 13 % nereit (6/48), momyyaBImnx Tepamnuio B TCYCHUE
48 Henenb, HAOIIOMATOCH CHIKGHHE POCTAa OTHOCHTEIBHO 0a30Boi juHMM Oosiee yemM Ha 30
MPOIICHTHJIEH COOTHOIIEHUSI POCTa-BO3pacTa C MOMEHTA, MPEIIIECCTBYIOLIEIO JICYCHUIO, 10 KOHIIA
MATUIETHETO HCCIEAOBaHUA C TocieayromuM HabmoneHueM. C MOMEHTa, MpealiecTBYIOLIErO
JICYSHUIO, IO KOHIIA MATUIIETHETO UCCIEA0OBAHUS C MOCIEAYIOMUM HAOII0IEHUEM CHIDKCHHE MaCChI
Tena cocTaBisuio 1,3 mMpoleHTHs y JeTei, MOody4yaBUIMX JieueHue B TedeHwe 24 Henmenb, u 5,5
MPOLICHTWIICH Yy JeTeH, MOoJy4yaBIIUX JiedeHHe B TeueHue 48 Hexenb. MHaekc Macchl Tena
yMeHblaics Ha 1,8 u 7,5 nponeHTuie COOTBETCTBEHHO.

B nmanHOM mccrnenoBaHuM HauOojiee pacpOCTPAHEHHBIMH PEAKIUSMHU y BCEX MAIMEHTOB OBLIN
muxopanka (80 %), ronoBHas 6onb (62 %), neritponenus (33 %), ycranocts (30 %), aHopekcus
(29 %) u nmokpacuenue B Mmecte uHbeKIHH (29 %). Tonbko y 1 nanueHTa jJedeHue ObUIO MPEKpaIIeHO
B pPe3yJIbTaTe Pa3BUTHsI HEXKEIATEIbHOMN peakiuu (TPOMOOLIUTOTICHHS ).

BoNbIIMHCTBO HEXKENATSIBHBIX PEaKIHid, 3aperUCTPUPOBAHHBIX B JAHHOM HCCJICIOBAHUU, OBLIO
JErKoW WM CpelHed CTEeMEeHH TSKECTH. TshKenmbple HeKeNaTeNbHbIE peaklud ObUIH
3apeructpupoBanbl B 7 % (8/107) cnyuaeB u BkiIodanu 601b B Mecte uabekuuu (1 %), 6onb B
koHeyHOCTsX (1 %), ronoBHyro 601k (1 %), HeliTponenuto (1 %) u auxopanky (4 %).

CylIecTBEeHHBIMH ~ HEXKENATCIbHBIMA ~ PEaKIUsIMH B JaHHOW MOMYJISIMM TAIMCHTOB  OBLIN
HepBo3HOCTH (8 %), arpeccus (3 %), reB (2 %), nempeccusi/monaBneHHoe Hactpoenue (4 %) u
rUnoGyHKIUS UTOBUIHON kelte3bl (3 %). [Tk mannueHToB MPUHUMAIIH JICBOTUPOKCHH IT0 TIOBOY
rUno(yHKIIMY MIUTOBUAHOM KeNe3bl/oBBIIIIeHHON KoHIeHTpauu TTI .

B kombunayuu ¢ unmepgeponom anvgha-2b

B xnunmdeckux uccnepoBanusx 118 mereit ot 3 mo 16 ner, momy4aBmIUX KOMOWHUPOBAHHYIO
Tepanuio uHTepdepoHoM anbda-2b u pudaBupuHOM, y 6 % nedeHue ObUIO MPEKpalleHO U3-3a
HEeXXeJaTeIbHbIX peakiuil. B enom npoduie HexxenaTeNnbHbIX peakiuii B OrpaHUYEHHOM MOMYIISLIUN
nere oT 3 go 18 zer OblT cx0k ¢ mpoduiaem, HaOIIOAAEMBIM Y B3pOCIBIX, OJHAKO B JAETCKOMN
MOMYJSAUN BO3HUKAIM ONAceHUs B OTHOIIEHMM 33/I€PKKH pocTa (CpeqHee CHMKEHHE pocta 9
MIPOLIEHTHIIEN) U Macchl Tefa (CpellHee CHIKeHHe Macchl Tena 13 mpouenTtueii). B Teuenue 5 ner
MOCTIeIYIONIEro HAOMIOJCHNUs CPeAHUN pocT JieTei cocTaBuil 44 NPOLEHTHIIA, YTO ObUIO HIDKE
CPEIHET0 3HAYeHHUS y HOPMAJIbHON MOMYJISIIMK M MEHBIIE MX CPEJAHEr0 M3HA4yajJbHOro pocta (48
npouenTwien). JBaguate (21 %) u3z 97 gereit umenu > 15 mpoueHTHIIEH CHMXKEHUSI POCTa, U3
kotopsIx 10 u3 20 nereit umenu > 30 IpOLEHTHIIEH CHUKEHUS POCTAa C MOMEHTA HAadaja JICUEHUs J10
KOHIIA I0JITOCPOYHOro HaOmoaeHus (10 5 net). [{ns 14 u3 9TuX manueHToB N3BECTEH UTOTOBBIHM POCT
BO B3pociioM Bo3pacte (10—12 ner mocie OKOHUaHUS Teparuu), KOTOPbIM Mmokaszai, 4ro y 12
NaIeHToB Habmoaancs nepuut pocta (6onee 15 mponeHTue).
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MY OTUETY

MPOJOJKUTENFHOCTEIO 710 48 Henenb HaOMI0JANIOCh YMEHBIICHHE CKOPOCTH POCTa, KOTOpOe
MIPUBOJIUIIO K TOMY, YTO POCT HEKOTOPBIX MAIIMEHTOB K JOCTHKEHHUIO B3POCIIOr0 BO3pacTa ObLT HIKE
HOPMBIL. CHuxeHue CpCAHCTO MPOUCHTUWIIA POCTA IO CPABHCHUIO C UCXOAHBIM 3HAYCHUCM B KOHIIC
JOJTOCPOYHOTrO Tepuoaa HabmoaeHus mnpeobianano y JAeTeid mnpernyOepTaTHOro Bo3pacra
(cm. paznen 4.4).

Bonee Toro, B JaHHOM TpyMIe MAIIMEHTOB CYUITUAAIBHBIC MBICIIH M ITOMBITKY CYHIIH/1a HAOIIOAAIUCh
yaie, yeM y B3pocibix (2,4 % mno cpaBHeHuto ¢ 1 %) BO BpeMs JieUeHHS U B T€UEHHUE 6 MeEcCsIEeB
nocienyromero HaomoAaeHuss. Kak W y B3poCibIX MaeHToB, y aeTed or 3 mo 18 mer Takke
pPa3BUBAIUCH JIPYTHEe HAPYIICHUS TCHUXWYECKOW cdepbl (Hampumep, JCTPECCHs, IMOIUOHATbHAS
Ja0MIBHOCTh M COHJIMBOCTH). Kpome Toro, mopakeHusi MecTa MHBEKIIMH, JINXOPaJIKa, aHOPEKCHS,
pBOTa M SMOIMOHAIBHAS JTaOWUIBPHOCTh BCTPEYATUCH Ooyiee yacTo y nmeredt ot 3 mo 18 nmer mo
CPaBHEHHUIO CO B3pOCIBIMHU ManueHTamH. M3Mmenenwe mo3 morpeboBanock B 30 % ciyuaes, B
OCHOBHOM H3-32 aHEMHUH U HEUTPOIICHUHU.

HexxenarenbHble peakiyy, TMEPEYHCICHHBIC HIDKE, OCHOBaHbl HA JBYX MHOTOIICHTPOBBIX
KIIMHUYECKUX HCCIICIOBAaHUN TNPUMEHEHUS pUOaBUpHHA B KOMOWHAIMK C HWHTEPPEPOHOM
anbda-2b u myruntepdeporom anbda -2b y neteit ot 3 go 18 ner.

HexenarenbHble peakMy MPEICTAaBICHBI 110 KIaccaM OPraHOB M CHCTEM B IOPSIKE YMEHBIICHUS
94acTOTHI, B COOTBETCTBUU CO CIEAYIOIIMMHU KaTeropusMu: o4eHb yacTto (>1/10); wacto (> 1/100, HO
< 1/10); mewacto (= 1/1000, Ho < 1/100). B xaxmoif rpymnmne 4acTOThl HEXEIAaTeIbHbIE PEaKIUU
MIPEJICTABIICHBI B MOPSIKE YMEHBILICHHS TSKECCTH.

Hngpexyuu u uneasuu. OYEHb YacTO — BUPYCHass WHQEKIUs, (ApUHTHUT; YacTo — TPHOKOBas
uHbekus, OakrepuanbHas WHQPEKIUs, MHPEKUMH JIerKuX, Ha30(apuHIUT, CTPENTOKOKKOBBIN
(bapuHTHUT, CpemHHI OTWUT, CHHYCHT, alcmecc 3y0a, TpHUIIN, reprec MOJOCTH pTa, HH(EKIHH,
BbI3BAHHBIE BHUPYCOM IIPOCTOrO reprieca, HMHMEKUUH MOYEBBIBOJALIMX IyTeH, BaruHMT,
racTPO’HTEPHUT; HEYACTO — TIHEBMOHHMSA, acCKapuj03, DHTEPOOMO03, OIMOSCHIBAIOIIMN JIHIIAM,
LEJITFOJIUT.

ﬂo6p0xaqecmeeHHble, 310KaA4eCmeeHHnble U HEYMOYHEHHbLE H06006pa306aHu}Z (GKJHOULL‘l Kucmol u
l’lO]ZMI’lbl).‘ YaCTO — HCYTOUYHCHHLIC HOB006pa3OBaHI/IH.

Hapywenus co cmoponul kpoeu u numgpamuyeckoii cucmemvl: 04€Hb 4aCTO — AaHEMUS, HEUTPOIICHMUS;
9acTo — TPOMOOLUTOTICHUSI, TUM(aTCHOTATHS.

3HO0KpuHHbl€ Hapyuierus. O4€Hb 4aCTO — TMIIOTUPEO3; YaCTO — THMIEPTUPEO3, BUPUIIU3M.

Hapywenusa memaboausma u numanus. 04€Hb 4aCTO — aHOPEKCHUS, CHI)KEHHE alleTHTa, OBBIIIEHUE
anIeTuTa; 4acTo — THIEPTPUTIIMLEPUAEMUS, TUIIEPYPUKEMUS.

Ilcuxuueckue HapyweHus: O4eHb YaCTO — JETpPeccHsi, OECCOHHUIIA, SIMOIIMOHATbHAS JTAOMIbHOCTH;
4acTO — CYMIIUJAIbHBIE MBICIIH, arPECCUBHOE TMOBEICHHE, CITyTAHHOCTh CO3HAHUS, SMOIIMOHAIbHAS
1abUITFHOCTD, TTOBEJIEHYECKOE PACCTPONCTBO, AXKUTALINS, COMHAMOYIIH3M, TPEBOXKHOCTh, U3MEHEHHUSI
HaCTPOCHHUs, OECIIOKONCTBO, HEPBO3HOCTh, HAPYIIICHUE CHA, MATOJOTUYECKUE CHOBUJICHUS, allaThs;
HEYacCTO — HapyUIEHUs MOBEJCHMs, IMOJABICHHOE HACTPOEHHUE, SMOLMOHAIbHBIE PACCTPOICTBA,
CTpax, TPEBOKHBIE CHOBUICHUS.

Hapywenus co cmopoHnvl HepsHOU cucmembvl: OY€Hb 9acTO — TOJOBHAsI 0O0JIb, TOJIOBOKPYKEHUE;
qacTto — FI/IHepKI/IHeSBI, TpeMop, }II/IC(bOHI/ISI, HapeCTGSI/IH, THUIIECTE3UA, FI/IHepeCTeSI/Iﬂ, HapymeHI/m
KOHIIEHTPAllMd BHUMAaHUS, COHJIUBOCTbD, IJIOXOE KA4eCTBO CHA; HEYACTO - HEBpAITHs, JETApTHs,
TICUXOMOTOPHOE BO30OYXKICHHE.

Hapywenusa co cmoponvl opeana 3peHus: YacTO — KOHBIOHKTHUBHT, OONb B Tjla3ax, HapylICHHE
3pEHUS1, HAPYIICHUS CO CTOPOHBI CIIE3HBIX JKeJie3; HEYaCTO — KPOBOU3JIHSHKS B KOHBIOHKTUBY, 3/ B
rja3ax, KepaTuT, HEeYEeTKOCThb 3peHus, GoTododus.
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COOTEBETCTEYET 3KI(

Hapywenus co cmoponwl opeana cayxa u nabupunmal 4actTo i EGIBT-'PI-II‘E"]'C BATEINBHOCTS 0007)

Hapywenus co cmopoHul cepoya: 4acTo — TaXUKapIus, OIIyICHUE CepALICONCHHUS.

Hapymeyuﬂ CO CnmOpPOHbL COCydO@.‘ 4aCTo — 6J'I€I[HOCTB KOXHBIX IIOKPOBOB, «ITPHUJIMBbI», HEYACTO —
IMMOHUIKCHHUEC apTCPUAIBHOTO JaBJICHUA.

Hapywenus co cmoponsl OvixamenbHOU cucmemvl, 0peano8 2pYOHOU KIemKU U Cpe00CmeHUs: 1acTo
— OJBIIlIKA, YyYalIeHHOE JbIXaHHWE, HOCOBOE KpPOBOTEYEHHE, Kallleldb, 3aJ0XKEHHOCTh HOCA,
pasapakeHue B HOCY, puHOpes, 00JIb B IIIOTKE; HEUACTO — CBUCTSIIIIEE JIbIXaHUe, TUCKOM(OPT B HOCY.

Hapywenus co cmoponwl d#ceny0ouno-KuueyHo2o mpakma: 04eHb 4acTo — 00Jib B KHUBOTE, O0JIb B
BEPXHUX OTJeJNaX KUBOTA, pBOTA, AHapesi, TOIIHOTA; YAaCTO — A3BbI B POTOBOW MOJIOCTH, SI3BEHHBIH
CTOMATHUT, CTOMATHUT, a(pTO3HBI CTOMATHUT, MUCIENCH, XEHI03, TJIOCCUT, racTpol3odarearbHbIi
peduitoke, HapyIIeHUs. CO CTOPOHBI MPSIMON KUILIKHU, 3aI10p, KUJIKUHA CTyl, 3yOHast 00Jb, HAPYIICHUS
CO CTOPOHBI 3y00B, TUCKOM(DOPT B KeNyaKe, 00Jb B POTOBOU MOJIOCTH; HEYACTO — THHTUBHT.

Hapywenus co cmoponvl neuenu u scenuesvi800awux nymetl: 4acTo — HapyleHue QyHKIUU IeYSHH;
HEYacTO — rernaToMeraimsl.

HapymeHuﬂ CO CMOPOHbL KOHCU U NOOKOICHBIX MKAHel: 0YEHb YaCTO — ajionenusd, Colllb; 4aCTO — 3y,
pCaKkuuid (bOTO‘IYBCTBI/ITeJII)HOCTI/I, MakKyJionamyJjc3das Cbillb, 3K3€Md, IIOTIUBOCTb, aKHC,
3a00/1eBaHUs KOKH, HapYHUICHUA CTPYKTYPbI HOFTGIZ, O6€CI.IB€LII/IB3.HI/Ie KOXH, CYXOCTb KOXKH,
SpUTEMa, reMaromMa,; HE4aCTO — IMATOJIOrn4CCKasd NUrMeHTal s, aTOIUYCCKUMN ACpMATUT, MCITYUICHUC
KOXH.

Hapywenus co cmopoubt mMbluiedHol, KOCMHOU U COeOUHUMENbHOU MKAHU. OYEHb YacTO —
apTpajrusi, MAAITUs, MbIILIEYHbIe O0JIN; 4acTO — 00JIb B KOHEYHOCTH, OOJIb B CIIMHE, MbIILICYHbIE
KOHTPAKTYPBI.

Hapywenus co cmoponvl nouek u mouesvigoosawux nymeil: 4YacTO — DHYpPE3, PacCTpOiCTBa
MOYEHCITyCKaHUs, HEEPKaHUE MOYH, IPOTEUHYPHS.

Hapywenus co cmoponvl penpoOyKmueHOU cucmemvl U MOJOYHBIX Jicele3. 4aCTO — KEHIUHbI:
aMEeHOopesl, MEHOpparus, HapylIeHHEe MEHCTPYAJIbHOIO [IUKJIA, HAPYIIEHHs CO CTOPOHBI BIIaraJIAINa;
MYXXYHHBL: 00JIb B SUYKE; HEYACTO — KEHIIUHBI: TUCMEHOPES.

Obwue Hapywienus u peakyuu 6 mecme 66edeHus. OUeHb 4acTO — BOCIAJICHUE B MECT€ MHBEKLIUHY,
peaKkiuu B MeCT€ WHBEKIUHU, SpPUTEeMa B MECTE HHBEKIHH, OOJb B MECT€ MHBEKIUH, YCTaIOCTh,
YTOMJIIEMOCTb, JINXOPAJKa, O3HOO, TPUMNIONOJ00HBIE CHUMITOMBI, AaCTEHHs, HEJOMOTaHUE,
Pa3apaKUTENBHOCTh; YacTO — 00JIb B TPYAHON KIIETKE, OTEKH, 3y B MECTE€ UHBEKIIUH, ChITIb B MECTE
WHBEKIINH, CYXOCTh MECTa MHBEKIIUU, YYBCTBO X0JIO/a; HEYACTO — AUCKOMMOPT B TPYTHOMN KIIETKE,
00116 B 00J1aCTH JIHIIA, YIUIOTHEHUE MECTa UHBEKITHH.

Jlabopamopnvie u uHcmpymeHmanivHvle OaHHble: OYEHb YacTO — CHUXKEHHE CKOPOCTH pocTa
(YMeHbIIIEHHE pOCTa M/MIIM Macchl Tejla Ha JaHHbIM BO3PACT); 4acTO — MOBBIIIEHUE KOHIEHTPAIUU
TTI, moBbllIEHWE KOHIEHTPALMU TUPEOINoOyJIMHA; HEYacTO — IMOJOXKHUTEIbHbIE aHTHUTENa K
IIUTOBUIHOMU KeJIe3e.

Tpaemvl, uHmMOKCUKayUU U OCIONCHEHUs Npoyeoyp:. 4acTO — IOBPEKACHUS KOXKH;, HEUacTo —
KOHTY3Us. BONBIIMHCTBO M3MEHEHMH JTaOOPAaTOPHBIX MOKa3aTese B KIMHUYECKUX MCCIET0BaHHIX
MpUMeHeHUs pubaBupuHa/MIrUHTEpPepoHa anbda-2b ObUIH JTETKUMU UIH CPETHUMHU.

CHuXeHue KOHIIEHTPAIMH TeMOTJIO0NHA, JIGHKOIUTOB, TPOMOOIIMTOB U HEHTPO(UIIOB, MOBBIIIEHHE
KOHIEHTpaluu OninpyOrHa MOXKET MOTPeOOBaTh CHUKEHUS 103bI WJIM OTMEHBI TEpaIuu (CM. pa3aen
4.2). X0Tsl B KIIMHUYECKUX HCCIEIOBAHUAX MPU JICUEHUH PUOaBUPUHOM/TIATUHTEPHEPOHOM anbda-
2b Habmro1aTuCch U3MEHEHUS Ta0OPATOPHBIX 3HAYCHHH, Yepe3 HECKOJIBKO HEIEIb MOCIe OKOHUYAHUS
TEparuy OHU MPUXOIWIN K HOPMaJIbHBIM ITOKa3aTeIsIM.
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COO6HI€HI/I€ O ITOAO03PEBACMBIX HEXKCIJIATCIBbHBIX PCAKIINAX

Baxxno coo0mare O TMOMO3PEBAEMBIX HEXKENATEIbHBIX PEAKIUsAX IIOCIIe PErHUCTpaIuu
JIEKapCTBEHHOI'O Tperapara C Lebl0 OO0ecreueHuss HEeNpPepbhIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oJib3a — PHUCK» JIGKAPCTBEHHOTO Tpernapara. MEIUIMHCKUM pa0OTHUKAM pPEKOMEHIYETCs
CO001IaTh O JIOOBIX MOI03PEBACMbBIX HEXKENATEeIbHBIX PEaKIMIX JIEKAPCTBEHHOIO Mpernapara uepes
HAI[MOHAJILHBIC CHCTEMBbI COOOIIEHUS O HEXKENATeNbHBIX pEeaKIusX TOCyJapcTB — UJICHOB
EBpa3uiickoro 3kOoHOMH4ECKOro cor3a.

Poccuiickas @enepanus

@enepanbHas ciryx0a 1o Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. Mocksa, CinaBsiHcKast miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caitt B HH(})OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

CuMOTOMBI
Tpotinas mepanus

Nudopmanus npeacTaBieHa B HHCTPYKIMH 110 TPUMEHEHHUIO JIGKAPCTBEHHOTO CPEICTBA
oorenpeBup.

leounas mepanus

W3BecTHast MakcUMalbHasi IpUHATas 703a pubaBupuHa coctaBuia 10 r B kancynax (50 xancyn no
200 mr) 1 39 mua ME untepdepona ansda-2b B Buge pactBopa st HHbEKIHHA (13 MOIKOKHBIX
uHbekuuil mo 3 MiaH ME). Oty konuuecTBa BBesl cebe OAMH MAlMEHT B T€YeHUE | JHA ¢ LEeNbIo
camoyouiictBa. [laniueHT HaxoauiICs B Te€UEHHE 2 IHEW B OTJIEJICHUU HEOTJIIOKHOM Tepaluu; 3a 3To
BpeMsl HUKAaKUX HeXeJaTeIbHbIX SBJICHUH, CBSI3aHHBIX C I1€PEeI03UPOBKOMN, HE HaOIH01a10Ch.

Jleuenue

AHTI/II[OT HCHU3BCCTCH, ICMOAMAIIN3 U HepI/ITOHeaJ'IBHHﬁ JAUaJin3 Hqu)(I)eKTI/IBHLI, JICYHCHUC
CUMIITOMAaTHYCCKOC.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBa

dapMakoTepaneBTUYeCKass TpyMma: MPOTHBOBUPYCHBIE CPEICTBA CUCTEMHOTO  JEHCTBHS;
MPOTUBOBUPYCHBIC CPEJICTBA MPSAMOTO JICHCTBUS;, MPOTUBOBUPYCHBIC CPEACTBA JUISL JICUYCHUS
remarura C.

Kox ATX: JOSAPO1

MexaHu3M AeiCTBUS

PubaBupuH sBISIETCS] CHHTETHYECKAM aHAJIOTOM HYKJICO3UIOB, aKTHBHBIX IN VIIFO B OTHOILICHUH
Hexkotopbix PHK- u JIHK-comepxamux BupycoB. Ilpu3HakoB HHruOupoBaHus (HepMEHTOB,
cnemupuueckux s BI'C, wmm nopaBnenuss pemnmukauuu BI'C  Hu  pubaBuUpuHOM, HHU
BHYTPHUKJIETOYHBIMH METa0OJIUTaMu puUOaBUpUHA B (U3UOJOTMUECKHX KOHIIEHTpALUAX He
oOHapyxeHo. MoHoTepamnus pudbaBupuHoMm He npuBoauT K snumuHanuu BI'C (PHK BI'C) umu
YAYYIIEHUIO THCTOJOTHYECKOW XapaKTepPUCTHUKU TIeueHH mocie 6-12 mecsneB NpUMEHEHHUs
mpenapara v B TeueHHue 6 MECSIIEB MOCIENYIOMUX HAOIIOACHHI.
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yucie npu XxpoHuuyeckoil (opme, HeapdekruBHo. KomMOMHMpOBaHHOE JieueHHEe pUOABHUPUHOM U
uatephepoHom anbda-2b wiam mITHHTepdepoHOM anbda-2b manueHtoB ¢ remarutom C Oosee
3 PeKTUBHO, YeM MOHOTepanus HHTephepoHOM alb(ha-2b wiu maruarepdeporom anbha-2b.

MexaHu3M, MOCPEACTBOM KOTOPOTO pHUOABUPHH B KOMOWMHanuu ¢ uHTephepoHoM anmbda-2b mam
MIrUHTEPPEPOHOM anb(a-2b MposBIseT TPOTHBOBUPYCHOE JEHCTBHE, B 4YaCTHOCTH, MpoTHB BI'C,
HEU3BECTCH.

5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopOrus

PubGaBupun ObICTpO BCcachIBaeTCs MOCIE MpUeMa BHYTPh pa3oBoil 1036l npenapata (Tmax = 1,5 1),
nociie 4yero OBICTpO pacmpesensieTcss B opraHu3Me. BriBeneHue pubaBUprHA H3 OpraHuizMa
MPOUCXOUT MEIJICHHO. Benn4uHBI TOMYNEeproJ0B BCACBIBAHUS, PACTIPEICIICHUS W BBIBEICHUS
pazoBoii 110361 coctaBisroT 0,05, 3,73 u 79 94 cooTBeTcTBeHHO. PHOaBUPHH BCACHIBACTCS IMOYTH
MOJIHOCTBIO: JIMIb OKoJIo 10 % MeueHo#l 03Bl BBIIEISAETCS Yepe3 KUIICYHHK. TeM He MeHee,
abcomoTHasi OMOJIOCTYITHOCTh COCTaBIsieT mpuMepHo 45-65 %, 4To, MO-BUIAMMOMY, CBS3aHO C
3 (HEeKTOM «IIEPBHYHOTO MTPOXOKIACHHSI» Yepe3 NeueHb. CylmecTByeT JINHEHHAs 3aBUCIMOCTh MEKIY
70301 ¥ TUIOLIAAbI0 MO/ KpUBOM «koHueHTpanus — BpeMs» (AUCy) mpu npueme pubaBUpHHA B
pa3oBeix g03ax ot 200 mgo 1200 mr. O6beM pacnpenerneHus coctabisieT nmpubau3uTenbao 5000 .
PuGaBupuH He CBA3BIBAETCS C OEIKaMHU IJIa3MBbI.

Pacnopenenenne

IlepeHoc pubaBHpHHA BHE IUIa3Mbl ObUI M3Y4EH OCOOCHHO MOJIPOOHO Ul 3pUTPOLUTOB. bbl1o
[I0KAa3aHO, YTO B OCHOBHOM TPAHCIIOPT IPOUCXOIUT C Yy4aCTUEM PABHOBECHOI'O HYKJIECO3UIHOIO
IepeHocYrKa Tuna es (HUTPOOEH3WITHOMHO3UH-YYBCTBUTENBHOrO0). IlepeHocuuk 3TOro THma
MIPUCYTCTBYET MPAKTHYECKU BO BCEX THUIIAX KIETOK U MOKET OBITH OCHOBHBIM (DaKTOPOM, BITUSIOIINM
Ha pacrnpenenenue puOaBupuHa. COOTHOLICHHE KOHLEHTpAlUi pubaBUpUHa B LIEIBHONH KPOBH U
1azMe cocrapiseT npubau3uTenbHo 60:1. Beicokast koHIIeHTpaus pudaBUpuHa B LEJIbHONW KPOBU
00yCIIOBJIeHa HAKOIIJICHHEM pUOAaBUPHHA B S)PUTPOLIUTAX.

buorpaucdopmarus

Metaboa13m pubaBUpHHA OCYLIECTBISAETCA ABYMS MYTSIMHU:
1) o6partumbIM pochopunupoBaHueM u

2) TUAPOIUTUYECKUMHU PEAKIMSAMHE, BKIIOYAIOIIMMU JAePUOO3UIUPOBAHNE U aMUIHBINA THAPOIU3 C
o0pa3oBaHHEM TPHUA30JILHOTO KapOOKCWIBHOTO MeTabonuTta. PubaBUpMH U ero MeTabOUTHI
(TpmazonkapOoKcamMua U TpUa30IKapOOHOBAs KUCIIOTA) BHIBOJSATCS U3 OpraHU3Ma MOYKaMHu.

OnUMUHALNS

ITpu MHOTOKpaTHOM IpreMe pUOABUPHH HAKAIUIMBAETCS B OOJBIINX KOJIWYECTBAX B IJIa3Me KPOBU:
cootHomeHne AUC 24, TP MHOTOKPATHOM M OJTHOKPAaTHOM MpueMe paBHo 6:1. IIpu npueme BHYTph
(600 mr 2 pa3a B CyTKH) paBHOBECHasi KOHIIEHTpalus pudaBUprHa B IJIa3Me JOCTUranach K KOHIy 4
Hezenu u coctasisiia npuMmepHo 2200 ur/mi. Ilocne npekparnienus npruemMa nepuo MoyBbIBEICHUS
pubaBUpHHA COCTaBIsUT OKOJNO 298 4YacoB, 4YTO, MO-BHAMMOMY, OTpa)kaeT €ro 3aMeJICHHOE
BBIBEICHHE U3 KUAKOCTEN U TKaHel opraHu3Ma, UCKJIIo4as Iia3My KpoBH.

CopaepkaHHE B CEMCHHOMN KMIKOCTH

bouto u3ydeHo copepxkaHue pubaBUprUHa B CeMEHHOM kuaKocTH. KoHueHTpauus pubaBupuHa B
CEeMEHHOW >HUJIKOCTH MPHUOIM3UTENbHO B 2 pa3a BbIIIE MO CPaBHEHUIO C CBHIBOPOTKOM KPOBH.
Hecmotps Ha 3TO, cucTeMHasi KOHIIEHTpaIs puOoaBUprHA Y )KEHIIMHBI-TIAPTHEPILH I1OCJIE MTOJIOBOTO
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TepaneBTHUECKONW KOHIICHTpalueil pubaBuprHa B I1a3Me KpPOBH.

Biusiaue ouinu

buopoctynHocTh pubaBUpUHA IIPU TNPUEME OJHOKPATHOW [03bl BHYTPb IIOBBIILAETCS IpU
OJTHOBPEMEHHOM TpHEMe IMUIIH ¢ BBICOKHM cojiepxkanreM XUPOB (AUC U Cmax yBETHUNBAIOTCS HA
70 %). Bo3MOXHO, TMOBBIIIEHWE OWOMOCTYMHOCTH B JAHHOM HCCIEAOBAHUU TPOMCXOJUIIO TI0
NPUYMHE 3aMEJICHHOTO KHIIEYHOTO TPaH3WTa PUOABHPUHA WJIM W3MEHEHHOro 3HauyeHus pH.
Knunnueckas 3Ha4MMOCTD PE3YIbTATOB UCCIICAOBAHUA IIpHUEMaA OHHOKpaTHOﬁ J103bI HEU3BCCTHA. B
KIIMHAYECKOM HCCJICIOBAHUU MO OleHKe 3()(eKTHBHOCTH Ui JOCTHXKEHUS MaKCUMallbHOU
KOHIICHTPaLlMU puOaBUpUHA B IIa3Me KPOBU MAI[MEHTAM PEKOMEH0BAJIN MPUHUMATh PHUOABUPUH
OJTHOBPEMEHHO C TTHIIEH.

HOHVJIHHI/IOHHEUI d)aDMaKOKI/IHeTI/IKa

dapMaKOKMHETUYECKUI aHAIU3 MOMYJISIUU [IPOBOJAWICA C MCIOJIb30BaHUEM CIy4allHBIM 00pa3oM
O0TOOpaHHBIX 3HAUEHHH KOHICHTpALUUM pPUOABHPHHA B CBIBOPOTKE KPOBH IO JAHHBIM YETBIPEX
KIIMHUYECKUX HuccienoBanuili. PaszpaboTanHass Mojenb KIMpEHCa TOKa3aia, 4YTO OCHOBHBIMU
KOBapHMaHTaMU SIBJSUIMCh Macca Tella, 0JI, BO3pacT M KOHIIEHTpAlUsl KPeaTMHHHA B CBIBOPOTKE
KpoBHU. Y MyX4HH KiupeHc Obu1 Ha 20 % Bbille, 4yeM y skeHIuH. KiupeHc moBbImancs ¢ Maccoi
TeJa U CHUXkaJics B Bozpacte crapiue 40 ser. BausHue naHHbIX KOBapHaHT Ha KJIMPEHC puOaBUpUHA
MMEeT OrPaHUYCHHYI0  KJIMHMYECKYK0 3HAYUMOCTb  H3-32  3HAYUTENIBHOH  OCTATOYHOM
BapuaOeIbHOCTH, HE YUUTHIBAEMON JaHHON MOJIENBIO.

IloueuyHas HEIOCTATOYHOCTh

dapMaKkOKMHETUKA puOaBUpHHA IOCJIE MpPHUEMa OJHOKPATHOM J03bl y MAlIMEHTOB C IMOYEYHOMH
HE/I0CTaTOYHOCTBIO 10 CPAaBHEHMIO ¢ KOHTPOJIBbHOM Ipynnoil (KIupeHc KpeaTMHHHA > 90 Mi1/MUH)
U3MEHseTCd, a WMeHHO HaOmogaercs ysenmnuenne AUC M MakCUMajdbHOH KOHIEHTPAIUU
pubaBupuHa B KpoBU (Cmax). [laHHOEe H3MEHEHHE, CKOpee BCEero, OOYCIIOBIEHO CHHMKECHHEM
MCTHHHOTO KJIMPEHCA Y TaHHBIX ManneHToB. KoHnenTpanus pudaBuprHa B I1a3Me pH TeMOTHAIIN3e
CYLIECTBEHHO HE MEHSETCH.

IleueHouHas HEAOCTATOYHOCTH

dapMakoOKMHETHKA pUOABUpPUHA TIPU MIPHUEME OJHOKPATHOW O3Bl MallMEHTaMH C JIETKOW, CpeaHei
WU TSDKENIOM CTeNeHH TEYeHOYHOW HemocTtaTouHocTH (kimaccel A, B, wiu C no kinaccudukanuu
Yaiina-I1p10) ananoruuna ¢papMakoKHHETHKE prUOaBUPUHA Y 3I0POBBIX JOOPOBOJIBIIEB.

JInna moXuiaoro Bo3pacra

OtnenbHas oneHKa (papMaKOKHHETHYECKUX MapaMeTpOB Yy MOXKUIIBIX MAIIMEHTOB (cTapiie 65 jieT) He
npoBoauiiack. OnHako B (apMaKOKMHETHYECKUX HCCIICAOBAHMSIX MOMYJSIUA BO3pPAcT HE ObLI
KIIIOYEBBIM (aKTOPOM, BIMSAIONMM Ha (PapMakOKMHETUKY puOaBHpHHA. OCHOBHBIM (DaKTOPOM,
BIIUSIOLIUM Ha (papMaKOKHHETUKY pUOaBUpPUHA, SBIsIeTCS (PYHKLNS TOYEK.

CTH

dapMaKOKMHETHUECKHUE MapaMeTphbl pubaBupuHa y AeTeil oT 3 10 18 5eT CXO0XHu C TaKOBBIMH Y
B3POCIIBIX.

6. PAPMAIIEBTUYECKHWE CBONCTBA

6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BelIeCTB

[emmono3a mukpokpructaumyeckas (MKII-101)
JlakT03BI MOHOTHpAT
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Maruus creapar
Kpemuus apuokcua KoJTOWaHbINA

CocTas KopIryca Kalcyibl:
Kpacurens xene3a okcu 5KeNThIi
Turana qTUOKCHULI

Kenarnn

CocTaB KpBIIIEYKH KAlCYbL:
Kpacurens xene3a okcu 5KeNThIi
Turana qTUOKCHULI

Kenarun

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHusl)

3 roza.

6.4. OcoObie MepbI IPEOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTh npu TemmepaType He Boiie 25 °C B KapTOHHOM yITakoBKe (Mavyke).
6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 5, 6, 10, 15 karcyn B KOHTYpHYIO SlUEHKOBYIO YIIAaKOBKY U3 IJICHKU MOJMBUHIIXJIOPHUIHON THOO
TUIGHKH TIOJIMBUHWIXJIOPUIHOM/TIONMBUHWINACHXJIOPUAHON W (DONBrH aFOMUHUEBOW IE€YaTHOU
JIAKUPOBAHHOM.

WNnu o 5, 6, 10, 15 xancysn B KOHTYpHYIO SIMEHKOBYIO YIIAKOBKY U3 MaTepHajia KOMOMHUPOBAHHOTO
Ha OCHOBE (hOJIbIM (TPEXCIOWHBIA MaTepHuall, BKIIOYAIOIIMNA aTIOMUHUEBYIO (DOJIBIY, TUICHKY U3
OPUEHTHUPOBAHHOTO TMOJUAMHU/A, TMOJUBUHWIXJIOPUIHYIO IUJIEHKY) M (ONbru  amOMHUHHUEBON
[I€YaTHOM JIAKUPOBAHHOMU.

WNnm mo 10, 12, 18, 20, 30, 36, 40, 45, 50, 60, 100, 120, 140, 180 wmm 200 kamncyn B 0aHKy U3
MoJIMATHIIeHTepedTanaTa miv 0aHKY HOTUIPONIICHOBYIO, YKYIOPEHHYIO KPBIIITKOM U3 MOJIUATHIICHA
BBICOKOTO JABJICHHS C KOHTPOJIEM II€PBOTO BCKPBITHS, WM KPBIIIKOH TOJUIIPOIHIICHOBOW C
CUCTEMOH «HaXaTh-TIOBEPHYThY», UM KPBIIIKON U3 MOJIMATUIICHA HU3KOTO JIABJICHHUS C KOHTPOJIEM
MIEPBOTO BCKPBITHSL.

1,2,3,4,5,6,7, 8,9 unu 10 KOHTYpHBIX SUEHKOBHIX YMAKOBOK WU OJHY OaHKY BMECTE C
WHCTPYKIMEH TT0 MEAUIIMTHCKOMY MPUMEHEHHIO MTOMEMIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH HCIO0JIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara WIM OTX0I0B, MOJY4YEHHbIX TOcjJe TMPUMEHeHHs TMpenapara, W JApyrue

MaHUITYJIAOUHA ¢ MpenmapaTomM

Oco0sbie TpeOOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccus
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Poccus, 445351, Camapckas 061., r. XKurynesck, yiu. [lecounas, 3. 11.

7.1. llpencraBuTtenb aepkaTesisi pericCTPALMOHHOI0 YA0CTOBEPEeHHA

IIperensuu HOTDC6I/IT6J'ICI71 HaITPpaBJIATH 110 aAPECy.

Poccus

000 «O308»

445351, Camapckas 06:1., 1.0. XKurynesck, 1. JKurynesck, yi. [ mapocrponrenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPETTAPATA

HeKapCTBeHHBIﬁ npenapar OTHOCUTCA K KaTCropuH OTITYCKa ITO pCUCITY.

OOmias xapakTepUCTHKa JIGKApCTBEHHOro mpernapara PubOaBupuH AOCTyNHAa B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIaILHOM caiite YIIOTHOMOYEHHOT'O oprasa (PKcriepTHOM OpraHU3AIIHNH )
https://eec.eaeunion.org/.
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