COOTBETCTBYET IKCNEPTHOMY OTHETY
 oT02.09.2024 N2 18423
OBLIASI XAPAKTEPUCTHUKA JHKAPCTBEHHOFOHPETAPATA: 1004)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI' O ITPEITAPATA
PUBABUWPHUH, 200 mr, kancyJsl.

2. KAYECTBEHHBII U KOJTMYECTBEHHbII COCTAB

JlelicTByto111ee BEIIECTBO: PUOABUPHH.

Kaxxnas kancyna comepxut 200 Mr pubaBupuHa.

BcnomorarenabHble BCIICCTBA, HAJIMYHUEC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: JakTo3bl MOHoruapar (cM. pasaen 4.3. u 4.4.).

[ToHBIN TIEpeYeHb BCTIOMOTATEIBHBIX BEIIECTB MIPUBECH B pazjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsr.
Kancynel TBepaple enaTHHOBBIE Hempo3paunbie Oenoro meeta Ne (. ComepxumMoe Karcyin —

IMOPOIIOK 0e10ro UM 6eI0ro C KEITOBATHIM OTTEHKOM oBETa.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxazanus K NPUMEHEHHUIO

Tpoiinag Tepanus

Jleuenune xponndeckoro BupycHoro renatuta C (remotun 1 Bupyca renatuta C) B KOMOUHAIIMH
¢ OomenpeBupoM U mIruHTEephepoHoM anbda-2b y B3pocibix narueHToB (18 jeT u crapime) ¢
KOMIICHCHUPOBAHHBIM 32160J'I€BaHI/IeM MEYCHHU, KOTOPBIC paHCC HC IMOJIydYaJiu IMPOTHBOBUPYCHYIO
Tepanuio, JU0O0 Yy MAIMEHTOB, Y KOTOPBIX IMPEALIECTBYIOIIEE MPOTUBOBUPYCHOE JICUCHHUE
oKa3zayioch HeA()(PEKTHBHBIM.

JIBoMHAag Tepanusg

Jleuenne xpoHn4eckoro BupycHoro renatuta C y B3pOCibIX MAMEHTOB U AeTel oT 3 1o 18 ner
TOJIbKO B KOMOMHAIMU ¢ HHTepPepoHOM anb(a-2b unu merunrepdeponom anbda-2b. Ipenapat
PUBABHWPHH B kauecTBe MOHOTEPAIIUU HE IPUMEHSETCSL.

ITanmeHTHl, paHee HE OJIYYaBIINE TEPAIHIO

Bspocnvie

® TpoliHas Tepamnus — JIEYEHHE XPOHMYECKOro BupycHoro remnaruta C (reHotun 1 Bupyca
rernatuta C) B KOMOMHAIIMKM C TATUHTEPPEpOHOM anb(ha-2b 1 OOLENIPEBUPOM Y B3POCIBIX
MAIMEHTOB ¢ KOMIIEHCUPOBAHHBIM 3a00JI€BAaHUEM TICUCHH;

® BOHHas Tepanus — JIEYEHUE XPOHMYECKOro BHUpycHoro remnatuta C B KOMOMHAIUM C
uHTephepoHoM anbda-2b unum mIrUHTEpPEepoHOM anmbda-2b y B3pOCIBIX MAIMEHTOB,
ceponio3utuBHbiX K PHK Bupyca rematura C, He MMEHOUIMX MPU3HAKOB JIEKOMIICHCAIIUU

3a00J1€BaHUs TICYCHH, C TOBBIIICHHOW akTMBHOCTBHIO AJIT, KOTOpBIE paHee HEe MOoTydaau
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TCPAIHIO; (NOCNEOCBATENBHOCTE 0004)

® BOHHAas Tepanus — JIEYEHUE XPOHUUYECKOro BHUpycHoOro remnatuta C B KOMOMHAIUM ¢
mIruHTephepoHoM anb(a-2b y B3pOCIBIX MALKMEHTOB C KOMIIEHCHPOBAHHBIM IIMPPO30M
TEYEHU U/WJIU C KIMHUYEeCKH cTabminbHO BUY-nHpeknneii.

Jlemu om 3 0o 18 nem

® BOHHAs Tepanus — JIEYEHUE XPOHHUYECKOro BHpycHoro rematuta C B KOMOMHAIUM C
uHTephepoHOM anb(a-2b wim mIruaTepPepoHoM anbda-2b y narreHToB JETCKOro Bo3pacTa
(ot 3 ner), cepono3utuBHbIx K PHK Bupyca rematuta C, He HMEIOIUX NPU3HAKOB
JeKOMIIEHCALMU 3a00JIeBaHUs IE€YEHH, KOTOPBIM JIEUEHHE PaHee He IPOBOJUIOCH.

[lpy npuHATHM pelIeHHus O HEOOXOJUMOCTH JIEUYCHMs] MEeAMAaTPUYECKUX MAalMEHTOB Ba)KHO

YUUTBIBAaTh, YTO KOMOWHHPOBAHHAsI TEPAIUsi MOXKET BBI3BIBATH 3aJIEPKKY POCTa Y HEKOTOPHIX

NAIMEeHTOB JETCKOTr0 Bo3pacTa. PemieHne O Ha3HAYeHUHU JICUEHHS JOJDKHO OBITH MPUHATO B

3aBUCHUMOCTH OT KOHKPETHOTO ciay4as (cMm. pa3aen 4.4.).

[TanmeHTHl, paHee IMOJIYYABIINE TEPAIINIO

Bspocnvie

® TpoliHasg Tepamnus — JIEYEHHE XPOHMYECKOoro BUpycHoro remnaruta C (reHotun 1 Bupyca
rernatuta C) B KOMOMHALUY C MAIrHHTEpdepoHoM anbda-2b u 6o1enpeBUpoM y NalMeHToB ¢
KOMIICHCUPOBAaHHBIM  3a00JIeBaHMEM  TI€YEHHM, y  KOTOpPBIX  HPEAIIECTBYIOIIEE
MIPOTHBOBUPYCHOE JICUCHHUE 0Ka3a10Ch HEI(PPEKTUBHBIM;

® BOHHas Tepanus — JIEYEHUE XPOHUUYECKOro BHUpycHoro remnatuta C B KOMOMHAIUM C
mruaTepPepoHoM anb(da-2b y MalMEHTOB, Y KOTOPHIX NPEAIISCTBYIOMAs TEPAIHs
uHTEpGEepoHOM aib(a (MITUIMPOBAHHBIM WM HENATWIMPOBAaHHBIM) U PUOABUPUHOM WU
MOHOTEpanust UHTEPPEepoOHOM OKazanach HeIHPEKTUBHOIA;

® BOHHas Tepanus — JIEYEHHUE XPOHHUYECKOro BHUpycHoro rematuta C B KOMOMHAIMM C
uHTephepoHOM anb(a-2b y MaueHToB, paHee MOJyYaBIIUX MOHOTEpANHI0O HHTEp(EpOoHOM
anpa (c Hopmanumzanumei aktuBHOCTH AJIT K KOHIly JeueOHOTO Kypca), y KOTOPBIX
BIIOCJIEICTBUM BO3HUK PELUIUB 3a00J€BaHMUS.

[lpn Ha3HaueHMM KOMOMHHMPOBAHHOM TepanuM HEOOXOAUMO TaKXe PpPYKOBOICTBOBAThCS

MHCTPYKLIMAMHU IO MEAMLIMHCKOMY IIPUMEHEHHUI0 nHTepdepoHa anbda, mruarepdhepona anbda-

2b u 6onenpeBupa.

4.2. PeskuM 103MPOBAaHUS U CTIOCO0 MPUMEHEHUs!

JleyeHue OJDKEH HAUMHATH M 3aTE€M MOCTOSIHHO KOHTPOJIUPOBATH TEPANEBT C OMBITOM JICUCHHS

xpoHuueckoro renarura C.

Pe)xuM 103upoBaHus

Ho3a npenapata PUBABUPUH paccunthiBaeTCcs HAa OCHOBAHUM MAacChl Teja MalueHTa.
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[Ipenapatr PUBABUPUH nomkeH npuMeHsAThHCs| B koMOHH AU FeIEHTEp Pep OHoM-afibdhai2b

niu uaTepdeponom anbda-2b (aBOITHAS Tepanus) UK Y B3POCHBIX MAIIMEHTOB ¢ XPOHUYCCKUM
renatutoM C reHoruma 1 B koMOuMHamuu ¢ OorenpeBUpoM W MAruHTEpdepoHOM anbda-2b
(TpoiiHas Tepanus).

Wndopmanus o mpumeHeHun OouenpeBupa, mdruHtepdepona anbda-2b wnm uHTEepdepoHa
anb(a-2b mpencraBieHa B HHCTPYKUMSX IO MEAMIMHCKOMY TNPUMEHEHHUIO JIaHHBIX

JIEKapCTBEHHBIX MTPernapaToB.

PexoMeHyeMBIE 103bI

Bspocnvie

Ho3a npenapata PUBABUPUH paccuuThiBaeTcsi Ha OCHOBaHMM MacChl Tejla MalMEeHTa (CM.
Tabmuy 1).

PubaBupuH 10KEH IPUMEHATHCS B KOMOWHanuu ¢ nuatepdeporom anbda-2b (3 miaa ME 3 paza
B HEJEN0) uiu mruatepdeponoM anbda-2b (1,5 Mxr/kr/aenens). Beioop KoMOMHUPOBAHHOM
CXEMBbI OCHOBBIBAETCS HA OCOOCHHOCTSIX 3a00JIeBaHUS MAllUEHTA.

[Ipumensiemble  mpemapaThl  JOJDKHBI  OTOMpaThbCs HA  OCHOBAaHUM  IpeAroyiaraeMoi
3 exTUBHOCTH M O€30MaCHOCTH KOMOWHHUPOBAHHON TEpamuu WHIWBHUIYAIBHO I Ka)JIO0TO
MaIUeHTa.

Ta6muma 1. JIo3a pubaBuprHa Ha OCHOBAaHMHM MacChI TeJa I ManueHToB Tobko ¢ BI'C umm xo-

nHpexnuerr BI'C/BUY nroboro renotuna

Macca Tena mamnueHTa

CyrouHas n103a

KonuuecTtBo kancyn

Pexnm JAO03UPOBAHUA

(k) pubaBupuHa no 200 Mr

<65 800 mr 4 2 KarcyJibl yTpoM, 2 KarcyJibl Be4epoM
65-80 1000 mr 5 2 Kancymsl yTpoM, 3 KarcyJibl BEYepoM
81-105 1200 mr 6 3 Karcybl yTpoM, 3 KarcyIibl Be4epoM
> 105 1400 mr 7 3 Kancymsl yTpoM, 4 KarcyJisl Be4epoM

IIpenapar PUBABUPHWH B xoMOMHanuu ¢ OonenpeBUpPOM M IPruarepdepoHoManbda-2b win

TOJBKO C IruaTepdeposom anbda-2b

Hpodwzofcumeﬂbnocmb JIeYEHUAL. Hauuenmbl, panee He noJjaydasuiue mepanuio

Tpounas mepanus

Wudopmanus mpencTaBieHa B HHCTPYKIUSX 0 MEIWIIMHCKOMY IMPHMEHEHHIO MpPErapaToB
OomenpeBupa u mITUHTEPDEepoHa anbda-2b.

Heounas mepanus ¢ nzeunmepgpeponom anvgha-2b

Bosmoosrcnocms npoenozuposanus ycmouuugo2o 8upycoiocuieckoeo omeema: MajoBEpOsSTHO,
YTO TAIMEeHThI, WHQUIMPOBAHHBICE BHPYCOM TeHOTHMNA |, y KOTOPBIX HE yHaeTcs IOCTUYb
Heonpenensiemoro PHK BI'C B aIeKBaTHBIN

KPOBH WJU  TMPOJEMOHCTPUPOBATH

BUPYCOJIOTMUECKUN OTBeT Ha 4 miu 12 Henene, JOCTUTHYT YCTOMUMBOIO BHPYCOJIOIMYECKOIO
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oTBeTa. Y JIaHHBIX MAIUCHTOB JOJIKHA OBITh pac¢MOTpeHH HEPOs EHOCER OfiviHirsH fTea s 4 )

Tenomun 1

- VY nanuenros, y kotopeix PHK BI'C He onpeznensercs Ha 12 Henene jeueHus, JiedeHUE
JIOJKHO TIPOAOIIKATHCS ee 9 Mecsies (To ecTh Bcero 48 Henelb);

— VY manmeHToB, ¢ ompenensieMbiM, HO > 2 log;, camkenneM PHK BI'C mo cpaBHeHuro
C ICXOIHBIM Ha 12 Hemene JedeHwus, NOJKHA OBITh MPOBEJCHA OIlEHKA JICUeHUs Ha 24 Hepele
u, ec PHK BI'C He onpenensiercs, MOJHBIA Kypc Tepanuu A0JDKEH ObITh MPOJOIDKEH (TO €CTh
Bcero 48 nenens). Ecmu PHK BI'C Ha 24 Henerne nedeHus BCe €Iie onpeaesieTcss, He00X0auMo
OTMEHHTH TEPAINIO;

— V¥V nauuentoB ¢ BI'C renoruna 1 u Huskoil BupycHo#l Harpyskou (<600 000 ME/mn), y
koTopbix Ha 4 u 24 nHenensax neuenust PHK BI'C He onpenensiercs, neueHune JOIKHO OBITH THOO
MpeKpamieHo mocje 24-HeAeNbHOrO0 Kypca, JU0O0 MPOJOHKEHO B TEUEHHUE TOTOJHUTEIBHBIX
24 "enenb (TO ecTh 00OLIast MPOAOIDKUTEIBLHOCTh Kypca cocTaBUT 48 Henenb). OnHAKO Kypc
MPOJOKUTEILHOCTBIO 24 HENEeNu MOXKET OBITh CBS3aH € 00Jee BBHICOKHMM PUCKOM PEIUANBA,
4eM KypC MPOJOJHKUTEIBHOCTHIO 48 HENENb.

Tenomun 2 umu 3

s Bcex ManMeHTOB PEKOMEHJIyEeTCs JIeueHUE B BUJE JIBOWHOM Tepaluu B TeueHue 24 Henenb,
3a UCKJIIOUEHHEM ManueHToB ¢ Ko-uHdpeknueir BI'C/BUY, i KOTOPHIX Kypc JICUEHUS JT0JKEH
COCTaBJIATE 48 HENEIb.

L'enomun 4

B nienom cuuraercs, 4to nauueHTsl, y KoTopbix umeercst BI'C renotuna 4, cnoxkHee noagatorcs
neyeHuto. OrpaHUYeHHbIC JaHHBbIE HCcleqoBaHUNM (n=66) yKa3bpIBalOT HA TO, YTO TaKUM
MaleHTaM MOKHO MPOBOAUTH KypC TEpanvu, paBHO3HAYHBIM Kypcy i mamueHTtoB ¢ BI'C
reqoruna 1.

Ipooonscumenvrocms nevenus. Iayuenmol ¢ xo-ungexyueti Bl C/BUY, panee ne nonyuasuiue
mepanuto

Jeotinas mepanus

PexoMenmyemass TNpoAOJDKUTENBHOCTh JieueHuss npenapatom PUBABUPHUH B pose,
paccunTaHHOM Ha OCHOBaHMM Macchl Tena (Tabnuma 1), y nanuentos ¢ ko-ungpekuueit BCI/BUY
cocraBiseT 48 Henenp IBOMHOM Tepamnuu, He3aBUCUMO OT reHotumna BI'C.

B03MOXHOCTh MPOTHO3MPOBAHUS OTBETa M €ro OTCYTCTBHUSl y MAllMEHTOB C KO-MH(eKuuen
BI'C/BUY, panee He MOay4aBIIMX TEpaIuiO: paHHUN BUPYCOJOTHYECKU OTBET Ha 12 Henene,
onpezaensieMblil kak 2 logio CHUXEHNE BUPYCHOM Harpy3Kku win Heonpeneisemble 3HaueHuss PHK
BI'C, aBnsiercst mokaszaTesieM yCTOMYUBOro oreeta. OTpuiaTesIbHbINA MapaMeTp MpeacKa3yeMoCTH

oTBeTa y manueHToB ¢ ko-uHdpekueir BI'C/BUY, npuaumaBmux puOaBUpuH B KOMOMHALINU C
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mruarepdeponom anbda-2b, cocraBun 99 |% (67/63)TlezokErehbnoe 3HakeHiE] 4 oT

npeackazyemoro orBera B 50 % wnHabmomanmock y manueHToB ¢ ko-uHpeknuerr BI'C/BUY,
MOJTyYaBIINX JABOMHYIO Tepanuto (52/104).
Ilpooonsicumenvnocmoy newenus. Ilayuenmol, nonyuarowue nosmopHoe jiedenue

Tpounas mepanus

Wudopmanus npeacraBieHa B MHCTPYKUUAX MO IPUMEHEHHUIO MpernapaToB OolenpeBrpa u mar-
uHTepdepona anbda-2b.

Heounas mepanus ¢ nzeunmepgpeponom anvga-2b:

Bo03M0XHOCTH IPOrHO3UPOBAHUS YCTOMUHUBOTO BUPYCOJIOTUYECKOTO OTBETA: BCE MALIUEHTHI, BHE
3aBucuMocTu oT reHotuna BI'C, y xotopeix 3Hauenne PHK BI'C B chiBOpoTke OBLIO HIDKE
npenenoB oOHapyXeHus Ha 12 Hemene, MODKHBI TOMydaTh KypC JI€UEHUS B TEUYEHHE
48 Henenb. ManoBeposITHO, YTO Y MAIUEHTOB, PaHEe MOTYYaBIIUX JICYCHHE, Y KOTOPBIX HE ObLI
JOCTUTHYT BUpycosioruyeckuit orer (1.e. 3Hadyenne PHK BI'C ke mpenenos oOHapykeHus)
Ha 12 Henene, OyeT TOCTUTHYT BUPYCOJIOTUUECKHI OTBET Ha 48 Henelne Teparnu.

[ToBTOpHOE JI€YCHHE NPOJOJDKUTEIBLHOCTRIO Oosiee 48 Hemenb y mnamueHtoB ¢ BI'C
reHoruna | 6e3 oTBeTa Ha MPEABIAYIIYIO TEPaNio C MPUMEHEHHEM KOMOWMHHPOBAHHOW Tepariu
IATWIMPOBAHHBIM MHTEp(hEepoHOM anb(a-2b 1 pudbaBUPUHOM HE U3y4alloCh.

IIpenapar PUBABHWPUH B koMmOuHaumu ¢ uarepdepoHoM anbha-2b (TOIbKO ABOWHAS TEpAINs)

IIpooonscumenvnocmo nevenuss ¢ unmepgheporom anvgha-2b:

Ha ocHOBaHNY pe3ynbTaToOB KIMHUYECKUX HCCIEN0BAaHUM MAlMEHTaM PEKOMEHYETCs M0JIy4aTh
JIBOMHYIO TEpamnuio B TEUCHHE HE MeHee 6 mecsueB. Bo BpeMsi KIMHUYECKUX UCCIEIO0BAHMM,
NPOJOJDKABIIKXCS 1 Toj, A MAlMeHTOB, Y KOTOPBIX HE ObLI JOCTUTHYT BHUPYCOJIOTMYECKUN
oTBeT 4epe3 6 MecsieB jedeHus (T.e. 3HaueHne PHK BI'C numxe mpenenoB oOHapykeHHs ),
BEPOSITHOCTh JTAJILHEUINIETO JOCTHKEHHUS BHUPYCOJOTMUECKOTO OTBEeTa ObLTa KpaifHe Mana (T.e.
3nayenne PHK BI'C nmxe npeznenoB oOHapykeHHUS uepe3 6 MecsleB Mociae OTMEHBI JICYCHUS).
L'enomun 1

JIBoiiHas Tepanus JOJKHA IPOAOJDKAThCA eme 6 Mecsues (T.€. Bcero 1 roa) y HManueHTOB C
orcyrcrBueM PHK BI'C uepes 6 mecsnes nocie ne4eHus.

Tenomunwvt, omauynvie om 1

Pemenue o npojyienuu ABoitHOM Tepanuu a0 | roma y mauueHToB ¢ oTcyTcTBueM PHK BI'C
nocye 6 Mecs1eB JICYSHHUs T0JKHO ObITh 00YCIOBICHO JPYTUMHU MPOTHOCTUYECKUMHU (haKTOpaMH
(Hanmpumep, Bo3pacT > 40 j1er, My»KCKOH 10JI, MOCTOBHIHBIN (PUOPO3 MEUEHN).

Koppeknus pekuMa J03UPOBAHMS JIUIS BCEX MAIIMESHTOB

Kombunuposannas mepanusi
Ecnu npu mnpumeHeHun KoMOWHUpOBaHHON Tepanuu mnpenapatom PUBABUPUH u

mruHTeppeporom anbda-2b ninu uHTeppeponom anbda-2b, wim npenaparom PUBABUPUH u
5
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mruarepdepooM anbda-2b u OouenpeBupoM HaOMKIHAKTEH [ICePreBHEbIe: HickEtatéiibHbie

peakIu WM OTKJIOHCHHS JaHHBIX JJA0OPAaTOPHBIX aHAIM30B, HEOOXOIUMO CKOPPEKTHPOBATh
036l cornacHo Tabmuie 2, mpu BO3MOXKHOCTH, JO TIIOJHOTO HCUYE3HOBEHHS pEaKITUil.
YMeHblieane 103 OorenpeBupa HE PEKOMEHAYETCS. B KIMHUYECKHX HUCCICIOBAHMSIX IS
MoIUGUKAIMA J03bI ObUIM pa3paboTtanbl pykoBojacTBa (Tabmmma 2). ITockonbky ueTkoe
cOOJTI0ICHHE PEeKUMA TEPAINUH SIBIISICTCS OYEHb BAXKHBIM JIJIS €€ Pe3yJIbTara, J103a J0HKHA OBITh
KaK MOXXHO OJIFDKe K PEKOMEHIyeMOH cTaHmapTHOW mo3e. ClieqyeT Y4YUTHIBAaTh BO3MOXKHOE

OTPHIIATEILHOE BIMSHUE YMEHBIIECHHS J103bl puOaBUpHHA Ha 3(PPEKTUBHOCTD JICUCHUSI.

Tabmuua 2. Meroauueckue yka3zaHUs MO HM3MEHEHUIO 7103 KOMOMHHMPOBAHHOW Tepanmuu Ha

OCHOBaHUU JAHHBIX J1a00paTOPHBIX MOKa3aTENIEH.

JlabopaTopHbIe moka3aTenn

CHUKEHHE JT03BI TOJIBKO
npenapara
PUBABUPUH

IIpumeuanue 1), ecnu:

(cMm.

CHIDKEHHE JJ03bI TOJIBKO
uHTepdepoHa anbha-2b
WA

mruarepepona anbha-2b

(cm. Tlpumeuanne 2), eciu:

IIpexpamenue

Teparnuu, ecim™:

Konnentpanus remornoouna | <100 r/m — <85 r/n
B3spocabie KonmenTparus remormoduna cHusmiack Ha >20 r/n B | <120 r/n yepes
KoHnieHTpanys reMoriioOnHa | TeueHue JIIOObIX 4 HeJeNb B X07I¢ JIedeHHs (TIOCTOSTHHOE | 4 HeJenn ocJe
y TIAIIAEHTOB ¢ 3a00JIeBaHUEM | TIPUMEHEHHUE TIOHWKCHHOMN T0351) CHUXCHWUSI TO3bI
cepAla B CTabMIbHON opme
Jetu ot 3 no 18 ner He npumenumo (cM. pazgen 4.4.)
KonnenTpanus remoriioonna
Yucio NefiKOLUTOB — <1,5x10°/n <1,0x10%n
Yucno HeWTpopuios — <0,75x10%7 <0,5x10%/n
Yucmo TpoMOOTITOB — Bspocible: Bspocibie:
<50x10°/n <25x10°/n
Hetu ot 3 1o 18 et Jetu ot 3 1o 18 ner
<70x10°/n <50x10%/n
KonuenTpauus cBsizaHHOro | — — 2,5xBI'H**
onmpyOouHa

KoHnienTpanus c¢BoOOIHOTO

OonnmpyOuHa

>0,05 r/n

B Teuenne >4 nenennb

Bspocuste:
>0,04 r/n

Jetun ot 3 10 18 net

IIpY JICYCHUU
uHTepHEepOHOM
anbda-2b >0,05 r/m;
IpY JICYCHUH
IPTHHTEPHEPOHOM
anbda-2b

>0,04 r/n

KOHIICHTpaIII/IH Kp€aThuHHUHa

>0,02 r/n

Knupenc kpearununa

OTMEHUTH pUOABUPHH,

ecim <50 ma/MuH
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AnaHnH-aMHHOTpaHC(hepasa | — — (MOCNEOOBATERH463088¢: 0004)
3HadyeHue) u 10 x
BI'H**

38105 381051

Acmnaprat- 2 x (6azoBoe

aMuUHOTpaHcdepasza 3HAuEHUE) U
>10 x B H**

* CM. KpUTEpUU U3MEHEHUS 1103 M OTMEHBI JICKapCTBEHHBIX IpenapaToB MIruHTepdepoHa anbda-
2b u wuHTepdepoHa ambda-2b B MHCTPYKUUSAX IO NPUMEHEHUIO JAHHBIX JIEKApCTBEHHBIX
IIPEnapaToB.

*#* BI'H — BepXHss rpaHuLla HOPMBI.

[Ipumedanue 1: y B3pOCHbIX NAIMEHTOB MEpBOE yMeHblleHue 1036l npenapata PUBABUPUH

coctapiger 200 mr/cyTt (y manueHToB, nmpuHuMaromux 1400 Mr B CyTKH, YMEHBIIEHUE IO3bI
nowkHO cocTaBiaTh 400 mr/cyt). Ilpu HE06X0AMMOCTH BTOPOE YMEHBLICHHE 03Bl IpenapaTa
PUBABUPUH coctaBnsier nononuurenbubie 200 mr/cyT. [lanineHTsl, y KOTOPBIX €XEAHEBHAS
no3a npenapata PUBABUPUH camxena no 600 mr, npuaumarot 1 kancymy 200 Mr yTpoM u
2 xancyJsibl 200 Mr BeuepoM.

VY nereit ot 3 mo 18 ner, mpuHMMaronmMx puOaBUpUH U MArUHTEpdepoH anbda-2b, mepBoe
ymenblenne 103sl npenapara PUBABUPHH coctasnsier o 12 Mr/kr/cyT, BTopoe yMEHbIIEHHE
036l — 110 8 mr/kr/cyT. Y aereit ot 3 mo 18 mer, mpuHUMAaIOMUX pUOABUPHH U WHTEPHEPOH
anbda-2b, noza npemapara PUBABUPUH camxaercs no 7,5 Mr/kr/cyT.

[Tpumeyanue 2: y B3pOCIbIX MAllMEHTOB, IPUHUMAIOIINX pUOaBUPHUH U MAIruHTepdepoH anbda-

2b, mepBoe yMEHbIICHHE 1035l ITUHTEp(epoHa anbda-2b coctasnseT no0 1 Mkr/kr/uenemnto. [Ipu
HEOOXOIMMOCTH BTOPOE YMEHbILIEHHE [03bl MATuHTepdepoHa anbga-2b  cocraBiser
0,5 MKr/kr/Henens.

VY nereit ot 3 mo 18 ner, mpuHMMamMKMX pubaBUpUH W TMAITUHTEphEepoH anbda-2b, meproe
yMeHbIIleHHe 103bI MarunTepdepona ambpa-2b cocrasnser a0 40 MKr/m*/Hesento, BTOpOe
yMeHbIIIeHHE J103bl IIruHTephepona anb(a-2b cocrapiser a0 20 MKr/M>/Heemo.

VY B3pocawsix U gereit ot 3 go 18 ner, mpuHMMaronux pubaBUpWH W UHTEphepoH anmbda-2b,
clemyeT yMeHbIaTh 103y uHTepdepoHa anbda-2b B 2 paza.

Oco0ble rpyHIibl MAlUeHTOB

Tlayuenmul nosxcunozo eozpacma (cmapue 65 nem)

He wnaGmromaeTcsi 3HAUMTENbHOW 3aBUCHMOCTH (hapMaKOKMHETHKH puOaBUpHWHA OT BO3pacTa
naruenTa. OJIHaKo, Kak U 'y 60Jee MOJIO/IbIX MMAlIUEHTOB, MIepe]l HayalloM MPUMEHEHHs IpenapaTa
PUBABUPUH Heo6x01uMo OIIEHUTH (PYHKIIMIO TOYEK.

Tayuenmoi ¢ napywenuem QyHKyuu nouex

dapMaKOKMHETHKA pUOaBUPHUHA U3MEHSETCS Y MAlMEHTOB ¢ HapylIeHHeM (DYHKIHUU TTOYeK U3-3a
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 02.09.2024 N= 18423
CHI)KCHHSI SIBHOTO KIIUPEHCA KPEaTMHHWHA y NAaWHBIX MalHSTToB, [LakuNEa0paians, [ kol ddana

tepanuu mnpenapatom PUBABUPHUH pekomennmyercss oneHUTh (GYHKIHIO TOYEK Y BCEX
nanueHToB. [lanueHTsl ¢ kiIMpeHcOM KpeaTMHHMHa MeHee 50 MII/MUH HE MOTYT HNPUHHMMATh
npenapat PUBABUPUH (cMm. paznen 4.3.). [lauuenTs! ¢ HapymeHHeM (QYHKIIUH TOYEK JOJDKHBI
HAaXOAWTHCS TOJ TIIATEIbHBIM KOHTPOJEM Ha TMpeAMeT pa3BUTUS aHeMuu. Eciu
KOHIICHTpaIlus KpEeaTWHWHAB IIa3Me KpoBH yBenmuuutces 10 > 0,02 r/n (tabauna 2), To JeueHne
npenapatoM PUBABUPUH wu merunatepdeponom anbda-2b/unrepdepornom  anbda-2b
HEOOXOJIUMO OTMECHHTb.
Ilayuenmul ¢ Hapywenuem GyHKYuU nevenu
Mexny npuemoM pubaBuprHa U (YHKIUSAMH I€YEHU HE YCTAaHOBIEHO (papMaKOKWHETHYECKOU
B3aMMOCBsI3M. TakuM o00pa3oM, HET HEOOXOAMMOCTH KOPPEKTHpPOBaTh 103y IIperapara
PUBABUPHUH y mnauueHToB ¢ HapymeHueM (QYyHKIMM nedyeHd. [Ipumenenue pubaBuprHa
MPOTUBOMNOKA3aHO y MAIMEHTOB C TXKEIbIMU HApyIIeHUs MU GYyHKIMH nedenu (kiaacc B wmm C
no kinaccuukanuu Yaina-I1pr0) Wi JAEKOMIEHCHPOBAHHBIM ITUPPO3OM TEUYEHH (CM.
paznen 4.3.).
THayuenmawi ¢ xo-ungexyueti BIC/BUY
VY nanueHToB, MPUHUMAIOIINX HYKJICO3UHbIC HHTHOUTOPHI 00paTHOM TpaHckpunTassl (HHOT)
B KOMOMHAIMK ¢ pubaBUpUHOM W MHTEephepoHOM anb(da-2b wiu meruaTepdepoHoM anbha-2b,
MOKET HaOJIOaThCSl TMOBBIIIEHHBIM PUCK Pa3BUTHUA MUTOXOHAPUATHHOW TOKCHYHOCTH,
JAKTOAIMI03a W JCKOMIICHcaluu 3abonieBaHuii medenu (cMm. pazaen 4.4.). Heobxomumo
O03HAKOMUTHCS C HMHCTPYKIHSIMH IO MEAWIIMHCKOMY MPHUMEHEHHUIO MAHHBIX JIEKAPCTBEHHBIX
IpernapaToB.

eTu
Bezonacuocts u 3¢ pexruBHocTh npenapara PUBABUPUH y nereit B Bo3pacte ot 0 10 3 et ¢
Maccoi Tejla MeHee 25 KT Ha JaHHbI MOMEHT HE YCTAHOBJICHBI.
[Tpenapar PUBABUPUH mokeT mpuMeHSATbCS B KOMOMHAIMK ¢ TIATHHTEpdEepoHOM anb(a-2b
wii ¢ uHTepdepoHoM anbda-2b y nmereit ot 3 mo 18 ner. besomacHocTh UM 3PPEKTUBHOCTD
npenapata PUBABUPUH B komOuHamuu ¢ apyrumu popmamu nHTepdepona (1.e. He anbha-2b)
y IaHHOM KaTeropuu NalleHTOB HE U3yYalllCh.
Hemu om 3 0o 18 nem (0sotinas mepanusi)
Ho3a mpenapara PUBABUPUH nns pereit or 3 po 18 ner gomkHa paccUMTHIBATHCS HA
OCHOBaHMHM MAacChl Teja, Ao3a MiIruHtepdepoHa ambda-2b u uHTEpdepoHa anbdpa-2b — Ha
OCHOBAHUU IJIOLIA/IM TIOBEPXHOCTH TEa.

Jlo3a 0ast KomOuUHUposanuHoU mepanuu ¢ nacunmeppepornom anoha-2b:

PexomenioBanHas 03a maruaTepdepoHa anbda-2b cocrasiaser 60 MKI/M*/HeIEIO MOIKOKHO

B koMOuHanuu ¢ npemnaparom PUBABUPUH 15 mr/kr/cytku (Tabmauma 3).



COOTBETCTBYET ZKCNEPTHOMY OTYETY
ot 02.09.2024 Nz 18423
Ho3za ons kombunuposannou mepanuu ¢ unmep@eponom drbihdiZHICEATENEHOCTE 0004)

B xnMHUYECKHX MCCIIeJOBaHUSX, MPOBEICHHBIX Y JAHHOW MOIYJSAIUHM MAIlEeHTOB, puOABUPHH
u uaTepdepon anbda-2b mpuMeHsIuch B 103e 15 Mr/kr/cytku u 3 min ME/m? 3 pasa B Heemo
cootBercTBeHHO (Tabmuna 3).

Tabnuna 3. PexomeHnayemble 103bI pUOaBUpUHA B 3aBUCHMOCTH OT MAaccChl Tejla MalMeHTa IMpU
MPUMEHEHUH KOMOWHUPOBAHHOW Tepanmuu ¢ uHTepdepoHoM ambda-2b umu mIruaTepdepoHoM

anb(da-2b y nereii ot 3 1o 18 ner.

Macca Tena naireHra Cytounas f103a KommuectBo karicyn Pexxum no3upoBanust
(xr) pubaBupHHa o 200 mr
25-36 400 mr 2 1 xaricyna ytpowm, 1 karcyna Beuepom
3749 600 mMr 3 1 xaricysa yTpoM, 2 Karcyibl Be4epoM
50-65 800 mr 4 2 KaricyJbl yTPOoM, 2 KarcCyJibl BEYepOM
>65 CM. TabmnmIty pacyera 03 i B3pocibix namueHToB (Tadmmma 1)

IpodoasicumenvHocms aeuenus v oemet om 3 0o 18 iem

e [‘enorun 1
Pexomenayemasi mpoaomKUTENIBHOCTh JABOMHOW Tepanuu coctaBisieT 1 rona. B ximHHYeckux
HCCJICIOBAHMSIX KOMOMHUPOBAHHOW TEpamuu CO CTAaHJIAPTHBIM WHTEPHEpPOHOM Yy neTeid ot 3
1o 18 mer (oTpunarenbHOE MPEAMKTUBHOE 3HAUYCHHUE JUIsi mHTEpdepoHa anbda-2b/pudaBupuHa
cocraBsieT 96 %) OBLIO yCTaHOBJIEHO, YTO, €CIM Yy MAlMEHTOB Ha 12 Henese JIe4YeHUS He
JOCTUTAETCS BHUPYCOJOTUYECKUI OTBET, MO3JHEEe OTBETa AOCTUTHYTO He Oynmer. [losromy
peKoMeHayeTcsl, 4ToObl y JeTel, NOoJy4yarouuX KOMOMHMpPOBAaHHYIO TEpanui0 B BUIE
uHtepheporna amb(da-2b  (IAITHWIMPOBAHHOTO WJIM HEIATWIMPOBAHHOTO) U IIpermapara
PUBABUPUH, nanHoe neueHne OBLIO OTMEHEHO, ecid Ha 12 Henene neueHud 3Hadenne PHK
BI'C causunoce Ha < 2 logio O cpaBHEHUIO CO 3HAYEHHUEM JI0 JICUEHUS WU €CIU Ha 24 Henelne
neudenus y Hux onpenensercs PHK BI'C.

e ['enorun 2 wim 3
PexoMeHnmyemast mpoI0KUTEIbHOCTD IBOMHOM Tepanuu COCTABIAET 24 HEJEeu.

e J['enorun 4
B ximuMHHMYeCKOM WCClIENOBaHMM TpPUMEHEHUs TmAruHTepdepoHa anbda-2b/pubdaBuprnHa
npuHUMaIu ydactue Bcero 5 aered ot 3 go 18 ner ¢ BI'C renoruna 4. PekomeHayemas
IPOIOJDKUTEIBHOCTD ABOWHON Tepanuu coctapiseT | roa. Jleuenue maruntephepoHoM anbda-
2b/pubaBupruHOM TOJDKHO OBITH mpekpaiieHo, ecnu 3Hauenne PHK BI'C na 12 nenene neuenus
CHU3WIOCH < 2 l0g10 IO CpaBHEHUIO CO 3HAYCHHUEM JI0 JICUCHHUS WJIM €CIIA Ha 24 Hesene JIeUeHUs
y Hux onpexaenserca PHK BI'C.

Cnooco0 nnpuMeHeHus

BHyTpB, HC PA3XCBbIBAA U 3allMBas JOCTATOYHBIM KOJIMYCCTBOM KHJIKOCTHU.



COOTBETCTEYET 3KCNEPTHOMY OTUYETY
ot 02.09.2024 N= 18423
Kancyner npenapara PUBABUPUH momxHb! | ipuHUMATHE | BHYTES BRCHEBHO! KyTPos) u

BEYEpOM) BO BpeMsl IpueMa MHUILH.

4.3. [IporuBONOKA3aHUSA

o TUIEPYYBCTBUTEIHLHOCTh K PUOABUPUHY WU K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
NIEPEYUCIIEHHBIX B pazzaene 6.1.;

o TsDKeINble 3a00JIeBaHMsl cep/lla, BKIIIOYasi HECTaOMIbHBIE U HEKOHTPOJIUPYEMble (POPMBI,
CYILIECTBOBABIIINE, KAK MUHUMYM B T€UCHHE 6 MECALIEB, MPEIIECTBYIOLIUX JICYCHUIO;

o BbIpaXXCHHAs! ACTIPECCHs], CYULIUJAIbHbBIE MBICIH WX MONBITKH, B TOM YHUCIIE 110 JaHHBIM
aHaMmHe3a (TOJbKO I eTen ot 3 10 18 ner);

. XpOHMYECKass IIOYe4YHasi HEJAOCTaTOYHOCTh ( KIMpEeHC KpeaTuHuHa <50 MIi/MHH),

HEO0OXOAMMOCTh MPOBEICHUS TEMOIHAIIN3A;

. 3a00JIeBaHUs IIUTOBUIHOM JKeJIe3bl, €CAM OHHM HE IOIJAITCI MEINKAMEHTO3HOU
KOPPEKIINH;

. reMoTrJI00MHOIaTUH (HAIIPUMED, TATacCeMusl, CEPIIOBHIHO-KJIETOUHAS aHEMHS);

. ayTOMMMYHHBIU T€TIATUT WJIN IPyTHE ayTOMMMYHHBIE 3a00JI€BaHMUS;

. IUPPO3 TICYCHH C HAJIWYHWEM I[I€UYEHOYHOW HEJOCTATOYHOCTH Yy TMAIHEHTOB C KO-

unpekuueir BIC/BUY (unnexc Yaiina-I1sio > 6);
° TsDKenbie HapymeHus: GyHkiuu nedeHn (kimace B mam C mo knaccubukaruu Yaitna-

[1p10) MM 1eKOMIEHCUPOBAHHBIN IUPPO3 IEUEHHU;

o HENEPEHOCUMOCTh  JIaKTO3bl,  JehUIUT  JIaKTa3bl WM  TJIIOKO30-TaJlaKTO3Has
MaJTbaOCopOIIHs;

o MAIUEHTHI C TSKEIBIMU U3HYPUTEIbHBIMU 3a00JI€BaHUSMU;

° OEpEeMEHHOCTD U MEPUOJI TPYAHOTO BCKapMIMBaHUA (CM. pa3zaeinsl 4.4., 4.6.);

. JETCKHI BO3pacT /10 3 JIeT ¥ Macca Tejla MeHee 25 KT.

4.4. OcoOble yka3aHHsl U MepPbI NMPEI0CTOPOKHOCTH NMPHU NMPUMEHEHUH

C 0CTOPOKHOCTBIO

Heo6xoanmMo co0:mo1aTh 0CTOPOKHOCTD MPU HAa3HAYEHUH MTALUCHTaM:

o ¢ 3a00JIeBaHUSIMH CEP/ICYHO-COCYIUCTON CHUCTEMBI (HE OTHOCSIIUECS K KaTeropusm,
yKa3aHHBIM B IPOTUBOIIOKA3aHUX);

. C CaXxapHbBIM 1Ua0ETOM C KeTOAMJ0THIECKOH KOMOI;

o C TSOKETIBIMH 3a00JICBaHMSIMU JIETKHX (HAmpuMep, XpOHUYECKHE OOCTPYKTHUBHBIC
3a00JIeBaHUsI JICTKHX);

. C HapyLICHUSIMH, CBA3AHHBIE CO CBEPTBHIBAIOLIECH CUCTEMON KpOBHU (HAIpUMEp, IIPH
TpomMbodieduTe, SMOOINN JICTOUHON apTepuu) WM 3HAYUTEIHHBIM YTHETCHHEM KPOBETBOPHOM

(YHKLIHU KOCTHOTO MO3Ta;
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 02.09.2024 N2 18423
. MOJIy4YarouM  KOMOMHUpOBaHHOE JieueHue cf [ ladmoredoranné | EBHiCORGakitiBHO

antuperpoupycHoir tepanuu (BAAPT) mpu comyrctByromeit BUY-undexkuun (B cBs3u C
TOKCUYECKMM BO3JIEHCTBUEM Ha MUTOXOHAPHAJIbHBIN anmnapar ¥ MOBBIIIEHHBIM PUCKOM Pa3BUTHS
JIAKTOAIM103a);

o C BBIPQ)KEHHOM JIenIpeccue, CyrIMJaIbHBIMU MBICIISIMH WIJIM MIOIIBITKaMH, B TOM YHUCIIE 110
JTaHHBIM aHaMHe3a (TOJIBKO JJISI B3POCIBIX).

Oco0ble yKazaHus

Ha ocHoBanuu pe3ynbTaToOB KIMHUYECKUX MCCIEIOBAHUN MOKHO YTBEPKIATh, UTO MPUMEHEHHE
pubaBuprHa B BUE MOHOTepanuu He sBisgercs 3¢ dextuBHbM U npenapatr PUBABUPUH nHe
MOXXET TIPUMEHSTHCA B BHAE MOHoTepanuu. be3zonmacHocTh W 3(h(PEKTUBHOCTH ObUIH
YCTaHOBJICHBI TOJIBKO JJIsi KOMOWHHPOBAHHOW Tepamuu pPUOABUPHHOM U PACTBOPAMU IS
UHbEKIUH mruarepdepona anbga-2b unu uaTepdepona anbpa-2b.

VY Bcex MmanueHTOB, BKIIOYEHHBIX B HCCIeI0OBaHUE XpoHUUeckoro renatuta C, Oblia mpoBeeHa
OuoIcus TIeUYeH! Mepe] BKIIOYEHUEM B UCCIE0BaHNE, HO B OMIPENICTICHHBIX CITydasX (Hanmpumep,
y manueHToB ¢ BI'C 2 u 3 reHorumna) jJe4eHHE MOXET MPOBOAMUTHCS 0€3 THCTOJIOTHYECKHUX
TaHHBIX. Pemenne o He0OXOAMMOCTH MPOBEACHNS OMOTICUY TICYCHHU [0 Havasa JICYCHHS TOIKHO
OBITH OCHOBAHO HAa PEKOMEHJIAIUAX TEKYIIMX METOJUYECKHUX yKa3aHUH.

Hapywenus co cmoponsl ncuxuku u yenmpanvnou nepsrou cucmemsl (L[HC)

[Ipy mpoBeneHHM KOMOWMHUPOBAHHOW Tepanmuu ¢ MmIruarepdepoHoM anbda-2b  wim
uHTephepoHOM anbdha-2b u gaxxe B TedyeHHE 6 MECSIEB MOCIIe OTMEHBI JICYEHUSI Y HEKOTOPBIX
MAIMEHTOB HAOIOANNCh TsDKeble HapymieHus co croponsl [THC, B wacTHocTH, mempeccus,
CYUUHUIAJIBHBIE MBICIIM WJIM TOMNBITKK cyuruaa. Y gaered or 3 go 18 jer, mpuHUMAaBLINX
pubaBUpUH B KOMOMHAIMU ¢ WHTEephepoHOM anb(a-2b, cynnumaabHple MBICTH WA TOTBITKH
cyunuaa HaOmronanuck Oosee yacto, 4eM y B3pocibixX (2,4 % mo cpaBHeHuto ¢ 1 %) Bo Bpems
JICYCHUS U B TEUYCHUE MOCIEAYIONIEro 6-MecsyHoro nepuoja HabmoaeHus. Kak u y B3pocibIX,
y netedt ot 3 1o 18 et Habmomanuch Apyrue HeKenaTeIbHbIE ICUXUYECKUE peaKIuu (HarpuMmep,
JIETIPECCHsl, SMOITMOHANIBHAS JTAOMIBFHOCTh U COHJIMBOCTB). [pyrue addextst co ctoponsr [THC,
BKIIIOUAIONME B ce0s arpecCMBHOE TOBeleHWE (MHOTAA HAmNpaBlIeHHOE IPOTUB JAPYTHUX,
HanpUMep, TOMUIMAAIbHBIC MBICIIN), OWIIOISIPHOE PACCTPONUCTBO, MAaHHIO, CIIyTaHHOCTh U
W3MEHEHUE CO3HAHWS, TakKe HAOMI0Mamuch TPU NpPUMEHEHMH HHTepdepoHoB ambda. Y
MNAlMEHTOB JOJDKEH NPOBOAUTHCA TIIATENbHBIA KOHTPOJb TPU3HAKOB WM CHUMIITOMOB
MICUXUUYECKUX 3a0oneBaHuil. Eciu mogo0HbIe CHMITOMBI TOSIBIISIFOTCS, JISHAllUid Bpad JOJKEH
YYUTHIBaTh TMOTEHIMATBHYIO OINACHOCTh JAaHHBIX HEXeNaTelnbHBIX A(P(HEeKTOB M moa00parTh
COOTBETCTBYIOIIYIO JIEKAPCTBEHHYIO Tepanuio. Eciu naHHOe cOCTOSHUE HE MPOXOAMUT WU
CTaHOBUTCA OoJiee TSKEIBIM, U BBIABIAIOTCS CYWLUJAIbHBIE WIM TOMHUIUAAIBHBIE MBICIH,

pexoMeHayeTcst OTMeHHTD Jiedenue npernaparom PUBABUPUH u marunrepdeponom ansda-2b
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 02.09.2024 N2 18423
Wi uHTephepoHoM anbda-2b M HazHauuTh NpnUEHTY|[¢00TBETCIB O] HidiXnuatputitdioe

JICUYCHHUC.

Hanuvue unu anamues msorcenvlx nCUxuyeckux 3a001e6anutl

Ecnu neuenue npenapatom PUBABUPUH B xomOuHanmu ¢ maruHtepdepoHom anboha-2b nim
uHTephepoHoM anbda-2b sBIsSETCS HEOOXOJUMBIM y B3pPOCIBIX NAIMEHTOB CHAJIWYMEM WIIH
MMEIOLINXCS B aHAMHE3€ IICUXWYECKUX 3a00JIeBaHNH, OHO JOJDKHO OBITH HAYaTO TOJIBKO IOCIIE
COOTBETCTBYIOIIEH ANATHOCTHKH U JICUCHHUS TICUXUIECKUX 3a00JIeBaHNH.

[Tpumenenne pubaBuprHa 1 uHTEphepoHa anbda-2b unu myruaTeppepona anbda-2b y gereit ot
3 1o 18 51eT ¢ HaTM4YKeM WM aHaMHE30M TSDKEITBIX TICUXHUYECKUX 3a00JIeBaHUI MPOTHBOIIOKA3aHO.

Hayuenmul c paccmpoticmeom, 8bl36aHHbIM ynompeéfzenue/w NCUXOaKmueHbvblX eeuiecnie

[Tpu neuenun nHTEpPEepoHOM anbda marueHTsl ¢ renmatutoM C, cTpajaronye pacCTpOHCTBOM,
BBI3BaHHBIM YIOTPEOIIEHUEM TICHXOAKTUBHBIX BEIIECTB (IKOT0JIb, MAPUXyaHa U T.J.), BXOAIT B
TPyNIy TMAalHeHTOB C TMOBBIIIEHHBIM PHUCKOM pa3BUTHS TICUXWYECKUX 3a00JeBaHUN WIH
YXyALIEHUEM YyXKe CcyuecTBytomux. Ecnu nedeHue uHTeppepoHOM anbda g JaHHBIX
MAIMEHTOB SBJISETCS HEOOXOAMMBIM, TO HAJIMYME COMYTCTBYIOMIMX 3a00JI€BaHUN M BO3MOXKHOE
3II0YMOTPeOJICHNE TICUXOAKTUBHBIMUA BEIIECTBAMHU JOJDKHBI OBITh TIIATEILHO OIIEHEHBI MEPe]T
HavajaoM Teparmuu. [l OIIEHKHW, JieYeHUs W HaOMIOJCHHS 3a MAalHeHTaMHd MOTYT OBITh
MPUBJICYEHBl CHEHATUCTBl APYTUX HampaBiIeHHUM, BKIIOYas IMCUXHMATpa WU Hapkojora. Bo
BpeMsl MPOBEJECHUS JICYEHUS U TOCJe €ro MpeKpalleHHs MalueHT JOJDKEH HaXOAMTHCS MOJ
HaOmoIeHueM crienuanucTa. [Ipy MOBTOPHOM BO3HUKHOBEHUUW WIIM PA3BUTHUU TICHXUYECKUX
3200JIeBaHUI WM 3aBUCUMOCTEN pEKOMEHIYeTCsl paHHEee BMEIIATEeIbCTBO.

['emonu3

[To maHHBIM KJIMHUYECKHUX MCCIICIOBAHUM yMEHBIIIEHUE KOHIIEHTpau remMorioonHa < 10 r/mn
HaOmoganock y 14 % B3pocibIX marueHToB W 7 % JneTed, MPUHUMABIINX PHOABUPHH B
KOMOMHAIMK ¢ mAruHTepdepoHoM anbda-2b u unreppeponom anbda-2b. Xors pudaBUpUH HE
OKa3bIBAET MPSMOTO JEHCTBUS HA CEPICYHO-COCYAMCTYIO CHCTEMY, aHEeMHs, OOYyCIOBJICHHAs
pUMEHEeHHEeM pruOaBUPHHA, MOKET IPUBECTHU K YXYAIIEHUIO (PYHKINU cepaa Wik 000CTPEHUIO
CEPICUYHO-COCYAUCTHIX 3a0oyieBaHuil. Takum 00pa3oM, pruOaBUPHH JOJKEH C OCTOPOKHOCTHIO
NPUMEHSATHCS Y MAIIMEHTOB C CEPIEYHO-COCYANCThIMU 3a0oneBanusIMU (cM. paszaen 4.3.). [lepen
HAYaJIOM TEpaIriy HEOOXOAMMO OLIEHUTh COCTOSTHUE CEPJICTHO-COCYIUCTON CUCTEMBI, a BO BpeMs
Tepanuu HEeOOXOIUMO TMPOBOJUTH KOHTPOJb €€ cocTOsiHUA. [Ipu TOsABIEHMM NPU3HAKOB
YXyAIIEHUS HEOOXO0IMMO TIPEKPATUTH JieueHue (cM. pasaen 4.2.).

CepieuHo-coCcyaucTas CucTeMa

B3pocinble manueHThl ¢ XpOHUYECKOH cepieyHO HeJ0CTaTOYHOCThIO0, HH(PApPKTOM MUOKap/a B
aHaMHe3¢ W/WIM TNpeAblIyIIUMH WIA TEKyLMMHM HApYLICHUSMU DPHUTMA CEpALA JOJKHBI

HaXOIUTKLCS 101 HAOJIIOIEHUEM.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 02.09.2024 Nz 18423
IMepen HauaioM JI€YEHHs M BO BpEMs Kypca Teparfir y naiéuToB-c/iME iMpes Hap yEiekmsivu

byHKIMM cepaua HeoOXOaUMO CHHMATh 3JeKTpokapauorpammbl. CepaeuHble apuTMuu (B
OCOOCHHOCTH HA/KEITYJOYKOBbIE) OOBIYHO JIe4aTcs CTaHAapTHO, HO IPH 3TOM MOXKET
noTpebOBaThCS OTMEHA TEPAIUU.

OTCyTCTBYIOT JaHHBIE O MPUMEHEHUH TIpernapara y aereit ot 3 10 18 jiet ¢ cep1IeYHO-COCY TUCThIMU
3a00JIeBaHUSIMU B aHAMHE3E.

'Mnep4YyBCTBUTSIBHOCTh HEMEJICHHOTO THIIA

ECJII/I paBBI/IBaeTCH peaKL[I/I}I I‘I/IHep‘IyBCTBI/ITC.HBHOCTI/I HEMCIJICHHOTO THIIA (HaanMep,
KpanuBHUIA, OTeK KBHHKE, OpPOHXOKOHCTPUKIHS, aHA(PWIAKTHUYECKUN IWIOK), TO Tpernapar
PUBABUPHUH nmomxeH ObITh HEMEIEHHO OTMEHEH, W JOJDKHAa OBITh Ha3HayeHa
COOTBETCTBYIOIIas Tepanusi. KpaTkoBpeMeHHbIE SIBICHUS ChIITU HE TPEOYIOT OTMEHBI JICUCHHUSI.

H3mMeHenus 3penus

B peaxux ciydasx nmpuMeHeHUs puOaBUpHHA B KOMOMHAUMU ¢ UHTEeppepoHaMu anbda Oblaa
3aperucTpUpOBaHa PETHUHONATHSA, BKJIIOYAs KpPOBOM3JIUSHME B  CETYATKy, OTEK JHCKa
3pUTEIBHOIO HEPBA, 3pUTENIbHYI0 HEHPONATHIO U OKKJIIO3UIO apTEePUU WM BEHBI CETYATKH, 4YTO
MOJKET IIPUBECTHU K ITOTEPE 3PEHMUS.

Bce nanueHTsl B Havase JIe4eHus T0JKHbBI IPOoiTH ocMoTp odranbsmortora. [lanueHT ¢ xanobamu
Ha CHIDKEHHUE WU NOTEPIO 3pEHU JOKEH He3aMeIIUTEIbHO MOJIyYUTh OMOILb 0 TaIbMOJIOTa.
[TaniueHTBl ¢ WMEIOUIUMHUCA HApYUICHUSMHU 3peHHUs (HarmpuMmep, AuabeTHYeCKOW WIH
TUIEPTOHUYECKON PpETUHOMATHEH) JOJKHBI IPOXOAWUTH MEPUOJUYECKHUE  OCMOTPBI Y
opranbmonora BO  BpeMs KOMOWHUPOBAaHHOM Tepanmuu C UHTeppepoHaMu aibda.
KomMmOuHupoBanHas Tepanusi ¢ uHTephepoHaMu anb(ha T0HKHA OBITh OTMEHEHA MPH TOSBICHUH
HapyILEHWs UM yXyAUIEHUs 3peHUs Y TTalluEeHTOB.

DyHKIMS IeueHu

JIro60i1 manueHT co 3HAYUTEIbHBIMU HAPYIICHUAMHU (DYHKIIMU NEYCHU JOKEH HAaXOIUTHCS TOA
KOHTpPOJIEM Bpada. Y TAIUEHTOB C YBEJIMYEHHBIMM [apaMeTpamMH  CBEPTBIBAHUA,
CBUJIETEJICTBYIOIMMH O JIEKOMIIEHCAIlMM 3a00JIeBaHUsl II€YEHHU, Tepanus AO0JKHA ObITh
HEMEJIEHHO OTMCHEHA.

B03MOXXHOCTH ITOBBIIICHUSI HMMYHOCYIIPECCUH

[lo nuTepaTypHBIM JaHHBIM B TEUYE€HHE OT 3 10 7 Heneslb NMPUMEHEHUS MATHHTephepoHa U
pubaBUpHHA B KOMOHMHAIIMMA C a3aTHONPHHOM y TMAIMEHTOB pPa3BUBAIACH MAHIIMTOICHHUS M
HaOII0aIOCh TToAaBIeHUE GYHKIIMA KOCTHOTO MO3Ta. MHUEIOTOKCHYHOCTh Obli1a 00paTUMON B
TedeHHue 4—6 Heelb NI0CIe OTMEHBI IPOTUBOBUPYCHOM Tepanuu renatuta C 1 a3aTHONIPUHA U HE

BO3HHKAJIa MOBTOPHO MPU NPUMCHCHHUU NAHHBIX JICKAPCTBCHHLIX CPCACTB 110 OTACIBHOCTH.

13



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 02.09.2024 N= 18423
Ko-undexuns BIC/BUY (NOCNEOCBATENBHOCTE 0004)

Mumoxonopuanvhas moKCUUHOCMb U IAKIMOAYUOO3
Heobxoammo ¢ 0CTOPOKHOCTBIO MMPUMEHSITh Tepanuio uHTephepoHoM anbda-2b/pubdbaBupuHOM
y nanueHToB ¢ ko-undekper BI'C/BUY, npuanmaronmx HUOT (B ocoGeHHOCTH, TUIaHO3UH U
ctaByauH). Y BUY-nonoxurenbHbIX nanuenTos, npuHuMaromux HUOT, Heo6xoaumo npoBoAUTh
THIATETBHBI KOHTPOJb MapKepOB MHUTOXOHJIPHUAIBHOM TOKCHYHOCTH M JIAKTOAIUA03a IpH
MpUMEHEHUN pruOaBUpHHA.
B yvactHoCTH:
OJIHOBPEMEHHOE MPUMEHEHHE pUOABUpPUHA M JUJAHO3MHA HE PEKOMEHIYETCS W3-3a Pa3BUTHUS
MHUTOXOHJIPHAIBHOM TOKCUYHOCTH (CM. pazjen 4.5.);

- OJTHOBPEMEHHOE TNPUMEHEHUE pHOaBUpHWHA U CTaBYJMHA HEOOXOOUMO u30erarp s
CHU)KEHHUSI PUCKa MEPEKPECTHON MUTOXOHIPHAIbHON TOKCHYHOCTH.
Jlexomnencuposantvle 3a00ae6anus neyueHu y nayuenmos ¢ ko-ungexkyueu BI'C/BUY
[TanmeHTH! € IPOrpeccCUpyOLIMM HUPPO30M IIeueHH, nonyyqaromue BAAPT, MoryT HaxoauThCs
B TPYIINE PUCKA Pa3BUTHS ACKOMIICHCAIIMN (QYHKITUH ITEYSHHU U cCMepTH. Tepamusi uHTepPepoHOM
anb(a OTIAENbHO WM B KOMOMHAIMKU C pUOAaBUPHMHOM MOXET MOBBICUTH ATOT PUCK y JaHHOU
rpynnsl nanueHToB. pyrue (axkTopsl y mogoOHBIX HAIlMEHTOB, CBA3aHHbIE C 00Jiee BHICOKUM
PHUCKOM Pa3BUTHS IEKOMIIEHCAINH (QYHKIIUU MIEYCHU, BKIIFOYAIOT B Ce0sl JIeUeHUE AUIaHO3UHOM
Y TIOBBIIIICHHE KOHIICHTPAIIUU OUINpyOrHAa B CHIBOPOTKE KPOBH.
[TarmenTsl, nosyyvaromue kak APT, Tak ¥ Tepanuio mo mNoBOJYy renatuTa, JOJHKHBI HAXOIUThCS
MOJ] KOHTPOJIEM Bpaya, 3a1a4€il KOTOPOTO ABJISETCS OLEHKA COCTOSIHUA MEUEHH IO IKaie Yait-
[Tbr0. Y manMeHToRB ¢ Mporpeccupyroieii Ie4eHOYHON HeAOCTATOYHOCTHIO Tepanus JOKHA ObITh
HEMEIJICHHO TIpeKpalleHa, W Tepanus aHTHUPETPOBUPYCHBIMH TIperaparaMu JOJDKHA OBITh
NepecMOTpEHa.
T'emamonocuyeckue napyutenus y nayuenmos ¢ ko-ungexyuer BI'C/BUY
[Taniuentsl ¢ ko-uHpekmuern BI'C/BUY, npuanmaronue maruatepdepon anbda-2b/pudaBupud u
BAAPT, MoryT HaxoauTbCs B TpPYIIE MOBBIIIEHHOTO PUCKA Pa3BUTUS T'eMaTOJOTHYECKHX
HapyIIeHW (TaKuX Kak HEUTPOINEHHUs, TPOMOOIMTONECHUS ¥ aHEMHsS) IO CPaBHEHUIO C
nanueHTaMu ToJibko ¢ rematutoM C. XoTs OOJBIIMHCTBO JA@HHBIX SIBICHUNH MOXET OBITh
CKOPpPEKTHPOBAHO C TIIOMOIIBIO CHIKEHHS [103bl, HEOOXOAMMO IMPOBOAUTH TIHIATEIbHBIN
KOHTpPOJIb T€MaTOJIOTMYECKUX AapaMeTpPOB B JaHHON mnomyisauuu (cMm. pasznenst 4.2. u 4.8.).
[MTanmeHTHI, IPUHUMATOIIUE PUOABUPHH U 3UOBYINH, HAXOSTCS B TPYIIIE TOBBIIIIEHHOTO PUCKA
pa3BuTHs aHeMHH. TakuM 00pa3oM, OAHOBPEMEHHOE NMpUMEHEHHE pUOaBUPHHA U 3UJOBYIUHA
HE pekoMeHayeTcs (cM. pasnen 4.5.).
Iayuenmui ¢ Huzkum codeporcanuem CD4

HmeroTcst orpaHnveHHble JaHHble MO Oe3omacHOCTH M 3(ddekTuBHOCTH (n=25) Tepanuu y
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COOTBETCTBYET IKCNEPTHOMY OTHETY
ot 02.09.2024 N2 18423
narueHToB ¢ ko-uHbpekuued BI'C/BUY u ¢omepxaHueh [T €200E ket oM [ Takum

o0pa3oM, TpHU JICUCHHWH MAIMEHTOB C HU3KUM cojaepxkanueM CD4 HeoOxomumo cobitonaTh
OCTOPOXHOCTb.

Nudopmanust 0 TOKCUYECKHX CBOWCTBAX KaXKIOT'O Mperapara U BEPOSITHOCTH BO3HHUKHOBCHHS
NEPEeKPEeCTHOM TOKCHMYHOCTH pubaBUpuHA M IBruHTepdepona anbda-2b mpeacraBieHa B
WHCTPYKIHUSAX 10 MEIUIIMHCKOMY TPUMEHEHHIO aHTHPETPOBUPYCHBIX MPEIapaToOB.

Bosne3un 3y00B U IIepHOJOHTA

VY nauueHToB, MPUHUMABLIMX pUOAaBUPUH U ATHHTEpdEpoH anbha-2b umu natepdepoH anbga-2b,
ObUIM 3aperucTpupoBaHbl 3a0o0jeBaHUsA 3yOOB M IEPHOJOHTA, KOTOpPBIE MOTYT IMPHUBECTH K
nortepe 3y0oB. B nomosiHeHHe CyXoCTh BO PTy MOKET OKa3blBaTh OTPHUIATEIFHOE BIMSHHUE HA
3yOBbl U CIIM3UCTHIC 00OJIOYKH MOJOCTH PTa JIUTEIbHOM JedueHuu npenapatom PUBABHUPUH u
mruHTepdepoHom anbda-2b unu uHTeppeponom anbda-2b. [larueHTs JOIKHBI YUCTUTD 3yObI
JIBaXK/IBI B JIEHb U IPOXOJUTH PETYIISIPHBIE OCMOTPHI y cToMaTosiora. Kpome Toro, y HeKOTOPBIX
NAalMeHTOB MOXXET ObITh pBOTAa. Eciam naHHaspeakiys BO3HHKAET, HEOOXOJMMO TIIATEIBHO
HOJIOCKATh POT TOCIIE IPHUCTYIIA.

JlabopaTopHble aHAJIU3EL

[lepen Hauanom JjedyeHUs BCEM MAllMEHTaM CIIEyEeT MPOBECTH KIMHUYECKUU aHAIU3 KPOBH,
aHaJIM3 JIEKTPOJIMTOB, ONPEACIICHUE COJIEPKAHMST KPEaTHHIHA U MOYEBOM KHCIIOTHI B CBIBOPOTKE,
(GyHKIMOHATBHBIE TIPOOBI TTEYCHHU.

HopMmansHbIMU 3HAYEHUSMHU, TIPH KOTOPHIX MOKHO HAYMHATH TEPAITHIO pUOABUPUHOM, SIBIISTIOTCS
crnenyromme: reMornooun — > 120 r/n (kenmuabl), > 130 r/n (myxuaussbl), > 110 r/1 (1eBoukm),
> 120 r/n (Manb4YMKK); TPOMOOITUTHI — > 100000/MMm°>; HEUTpOPUIBl — > 1500/Mm3.
JlaGopaTopHbIe aHaTN3bI TOJKHBI IIPOBOAUTHLCS Ha 2 U 4 HEJeNe TEpariy 1 3aTEM ITePUONIECKH,
B COOTBETCTBHH C KJIMHUYECKON KapTHHOU. BO BpeMs JIeUeHUS TOJDKHO PETYJISIPHO ONPECTIAThCS
snauenue PHK BI'C.

JKeHIIMHABI IETOPOAHOTO BO3pACTa

JKeHIuHBI JETOPOAHOTO BO3pacTa BO BpeMs JICUECHUS U B TEUEHHE 4 MECSILIEB OCIIE HETO JTOJIKHBI
IPOBOJIUTH TECTHI HA OEPEMEHHOCTh €KEMECSUHO.
KeHmuHbI, 4YbM NApTHEPBI-MYXKYMHBI INPUHUMAIOT Tepanuio npenapatoM PUBABUPUH,
JIOJKHBI TPOBOJIUTH TECTHI HA OEPEMEHHOCTh €KEMECSIUHO BO BpeMs JieueHHs] puOABUPHHOM H B
TE4YEHUE 7 MECALEB MOCIIE JICUECHNUS.

eTH
PUBABUWPHUH He cnenyer HazHauaTh JeTsaM oT O 1o 3 €T u Maccoil Tena MeHee 25 Kr.
VY nereit or 3 1o 18 neT mpu HATMYUM TSDKEIBIX MCUXMUYECKUX 3a00yieBaHUil (B TOM 4HUCIE B
aHamHeze) mpuMmeHenue mnpenapara PUBABUPUH wu wunTepdepona anpda-2b wim

mruaTepdepona anbda-2b mpoTUBOMOKa3aHo.
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COOTBETCTBYET IKCNEPTHOMY OTHETY
ot 02.09.2024 N2 18423
Pocm u pazeumue (0emu om 3 0o 18 1em) (MOCNEODBATENEHOCTE 0004

[Tpu mpoBeneHun Kypca Tepanuu WHTepdepoHa (HEMITHIMPOBAHHOTO M MATHIIMPOBAHHOTO) U
pubaBUpHHA TPOJIOJDKUTEILHOCTRIO 110 48 HEeenb y MaIlieHTOB B Bo3pacTe oT 3 10 18 jeT yacto
HAOMIOIATMCh CHIDKCHHE MAacChl Tela M yMEHBIIEHHWE CKOPOCTH pocTa. AHANU3 JIaHHBIX
JOJITOCPOYHON KOMOMHMPOBAHHON Tepanuy MATWIHPOBAHHBIM UHTEP(HEPOHOM U PHOABUPHUHOM
MOKa3aJj CYLIECTBEHHYIO 3a1epKKy pocTa. ¥ 32 % nanuentoB (30/90) Habmoganu yMeHbIIEHHE
pOcCTa OTHOCUTENIBHO BO3pacTa >15 mporeHTuiIen cimycts S JIeT Mocie 3aBepUICHUs TEPAUU.
JlanHble UIUTETHLHOTO HAOMIOJCHHS 3a JIeThbMH, MOMYyYaBIIUMH KOMOMHUPOBAHHYIO TEPAIUIO
uHTEpPEepOHOM U pUOABUPUHOM, TAKXKE YKA3bIBAIM Ha CYIIECTBEHHYIO 3aJ€pPKKy pocTa
(CHI)KEHHE CKOPOCTH pocTa Oojee ueM Ha 15 mpoleHTWIed MO CpaBHEHHUIO C HCXOJHBIM
3HaueHneM) y 21 % mamueHToB IeTcKoro Bo3pacrta (n=20) HeCMOTps Ha TO, YTO JieueHHEe OBLIO
npekpaiieHo 6onee 5 met Hazan. ns 14 W3 3THX MAlMEHTOB W3BECTEH HTOTOBBIM POCT BO
B3pociioM Bo3pacte (depe3 10—-12 e mocne OKOHYaHMs TepaluM), KOTOPBIA IMOKa3al, 4To Y
12 manmenToB HaOmomancs neumuT pocra 6osee 15 mporeHTHIICH, BKIIIOYas 2 MAaIlMeHTOB, Y
KOTOPBIX pOCT cocTaBmi 3,7 u 4,6 MPOIICHTHIICH.

Oyenka coomuouienusi pucka/noav3vl y oemeu

CoOTHOIIICHHE TIOJIE3bl M PUCKA OT JICUCHUS JOJHKHO OBITH TIIATEIHHO OLIEHEHO Ha OCHOBAaHUU
JTaHHBIX 10 0€30MacHOCTH MPUMEHEHHU IpenapaTa B KIMHUYECKUX HCCIEIOBaHUIX Y JeTe OT
3 no 18 met (cM. paznen 4.8.).

BaxxHo yuuTBIBaTh, YTO KOMOMHHpPOBaHHAs Tepamusi BHI3BIBACT 3aJCPKKY pPOCTa, KOTOpasy
HEKOTOPBIX MAlMEHTOB MPHUBOAMIA K YMEHbIIEHHIO pocta. OOparuMocTh HaHHOTO 3(ddexra
JIOCTOBEPHO HE YCTaHOBJICHA.

CrnenyeT OLIEHUTD JaHHBIM PUCK C yU€TOM 0COOCHHOCTEH TeueHus 3a001eBaHus y peOeHKa, TaKUX
KaK MpU3HAKKA TIPOTrpeccUpoBaHms 3a0oeBanus (0co0eHHo (Pprdpo3), HATMYNE COMYyTCTBYIONTUX
3a00JIeBaHNl, KOTOpPhIE MOTYT BIHUSATh HA NPOTPECCHpOBAHUE 3a0oiieBaHUs (HAmpUMep, KO-
uHdexus BUY), a Taxoke GpakTopsl, BIUAIONIME Ha MPOrHO3 OTBeTa Ha Tepanuto (renoturn BI'C,
BHPYCHAs Harpy3Ka).

[To BO3MOKHOCTH JIeUeHHE Y JeTe He0OXOAMMO HaYMHATh MOCJe CKayKa pocTa B MyOepTaTHOM
NepUOo/Ie Il YMEHBIICHUS PUCKA 3aIePKKHU pocTa. JlaHHbIe 00 OTAaIEHHOM BIIMSIHIH Ha TIOJIOBOE
CO3pEBaHUE OTCYTCTBYIOT.

Koumponv ¢pynxyuu wyumosuonoti sxcenesol y oemeti om 3 0o 18 nem

VY nereit (mpubnusurensHo ot 12 10 21 %), npuHUMaBIIKX pUOaBUPUH U UHTEPPEPOH anbda-2b
(MOTWIMPOBAHHBIE W HEMATWIMPOBAHHBIN), HAOIIOJAIOCh  CHIDKEHHE  KOHIIGHTPALUU
tupeotpornHoro ropmona (TTT). Eme y 4 % nabmronanoch BpeMEeHHOE CHIDKEHIE HIDKE Ipesiena
HOpMBbl. Jlo Hauanma Ttepanum uHTephepoHoM anbda-2b konneHntpanus TTIT momkHa OBITH

OIICHEHA, W JIF000e HapyIlleHHe (PYHKIMHA [IUTOBUIHOW JKeJe3bl JOJKHO OBITH MOJABEPTHYTO
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neueHuo. Tepanus uHTEpPEpoHOM anbdha-2b (mpruupoBAdHEINVEI HERSIERI poBAHHBM) MobkeT

ObITh HayaTa, eciau KoHmeHTpamus TTI mommepkuBaeTcs Ha YpPOBHE HOPMBI C ITOMOIIBIO
JIEKapCTBEHHBIX TMpernapatoB. [lpu mpumeHneHun pubaBuprHa U UHTEpdepoHa anbda-2b, u
pubaBuprHa U mAruHTepdepoHa anbdpa-2b HabmOAaNOCh HapymeHHe (YHKIUHM IUTOBUIHOM
xkene3bl. Ecnu BbISIBIISIETCS HapylieHWe (QYHKIMHM IIUTOBUAHON JKeNle3bl, TO y NaIMeHTa
HEOOXOJUMO OLIGHUTh Halu4yue JAUCPYHKIMM IIUTOBUAHOM Kele3bl M MPUMEHUTH
COOTBETCTBYIOIIHE METOMBI JeUeHus. Y aetei oT 3 g0 18 ner GpyHKIUS MUTOBUIHON KEJIE3bI
(manpumep, TTT') nomxHa oLleHUBATHCA Kaxable 3 Mecsla.

BcrnoMorarensbHbBIC BEIIECTBA

Jlakmosa
JlekapcTBennsiii npenapat PUBABUPUH conepsxut nakto3sl MoHOrUApar. [lanmentam ¢ peako
BCTPEUAIONICICSI HACIIECTBEHHOW HEMEePECHOCUMOCTBIO TallaKTO3bl, Ie(UIIUTOM JIAaKTa3bl

JIoTIapei UiTK TII0K030-TaJaKTO3HOW MambabcopOIueit He cleayeT MpUHUMATh 3TOT Mpenapar.

4.5. BzamMmoneiicTBHe ¢ [PYrHMHM JeKApPCTBEHHBbIMH MpenapaTamMM M Jpyrue BH/bI
B3aMMO/EHCTBUA

W3ydenue B3auMOJEHCTBUSA C IPYTMMHU JIEKAPCTBEHHBIMHU CPEICTBAMHU MPOBOAMIOCH TOJBKO C
Y4acTHEM B3pOCIIbIX NAllUEHTOB.

CornacHo pe3yibpTaTaM UCCIEI0BaHUHN in Vitro, IPOBEAEHHBIX HA MUKPOCOMAJIbHBIX IIpenaparax
MIEYCHU YEJIOBEKA U KPBICHI, HE OBUIO yCTaHOBJICHO MeTabon3mMa pubaBuprHa, 00YCIOBICHHOTO
uzodpepmerntamu nuroxpoma P450. PubGasupun He nHrubupyer uzodepmentsl nutoxpoma P450.
JlaHHBIE TOKCUYECKUX HCCIIEIOBAHUN HE CBUIETEIbCTBYIOT O TOM, YTO PUOABUPUH MHIYLIUPYET
(depMeHThl meueHH. TakuMm o00pa3oM, CyLIECTBYeT JIMIIb MHUHUMalbHas BO3MOXKHOCTb
B3aMMO/ICHCTBUH, CBSI3aHHBIX ¢ M30(epMenTamu nuToxpoma P450.

HccnenoBanuii B3auMojneiicTBus puOaBUpUHA M APYTUX JIEKAPCTBEHHBIX CPEACTB, 3a
WCKIIIOYCHHEM Iruntepdepona ambda-2b, wuHTepdepona ambda-2b u aHTAUUIOB, HE
IPOBOJMIIOCH.

A3zaTuonpuH

PubGaBupun, oka3piBass HHTHOUpYIOIHHA 3P PeKT Ha HHO3MHMOHO(pOChATACTHAPOTeHA3Y, MOKET
HapymaTb MeTa0OJu3M  a3aTHONpPUHA, MpPHUBOAS K HAKOIUICHHIO O-METHJITHOMHO3UH
MoHOdochaTa, HYTO CHOCOOCTBYET TMOSBICHUIO MHEIOTOKCHYHOCTH y  TAIMEHTOB,
OpUHUMAIOIIUX  a3aTHonpuH. Heobxogumo u30eratb  OJHOBPEMEHHOTO  MPUMEHEHHS
IATUIIMPOBAHHBIX MHTEPPEPOHOB alb(a U pubdaBUpHHA C a3aTUONIPHHOM. B OTIAETBHBIX Cilydasx,
KOrJa I0Jib3a OT OJHOBPEMEHHOIO IpPUMEHEHHs pHOaBUPHHA M a3aTUONPHHA IPEBBIIIAET
NOTEHIUATIBHBIN PUCK, PEKOMEHAYETCS MPOBOIUTH TIIATEJIBbHbBIA KOHTPOJb MOKa3aTeneil KpoBU

AJid BBIABJIICHHUA HNPU3HAKOB MUCIIOTOKCHYHOCTH. Ecau TakoBbIe NPpUCYTCTBYIOT, TO JICUHCHUC
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JAaHHBIMU TIpeTapaTaMu JOHKHO OBITh Mpekpamgao (cM. pasaeal&ANEATENEHOCTE 0004)

HuTepdepoH anbda-2b, maruarepdepoH anbda-2b

B (dapmakokuHETHUECKOM HCCIEIOBAaHUM C TNPUMEHEHHEM MHOTOKPAaTHBIX 103 HE ObLIO
BBISIBJICHO (DApMAKOKMHETUYECKUX B3aUMOJEHCTBUI MEXy pUOABUPUHOM M MATHMHTEPPEPOHOM
anbda-2b nmu uaTepdeponom anbda-2b.

AHTanmMab!

IIpy ogHOBpEMEHHOM NPUMEHEHUH aHTAlU/a, COAEPKALLEr0 MarHuil, AIIOMUHUAN U CUMETUKOH,
ouonoctynHocTh pudbaBupuHa 600 mMr camxanack; AUC s cHmkanace Ha 14 %. Bo3MoxHO, 4TO
yYMEHbIIEHNEe ONOI0OCTYITHOCTH pUOABUPHHA B IAaHHOM MCCIIEJOBAHUU OBLIIO BBI3BAHO 3a/1€PIKKOM
TpaHcnopTta pubGaBupuHa win wu3MmeHeHueMm pH. JlaHHoe B3amMmojeiicTBHE HE NPU3HAHO
KJIMHUYECKHU 3HAYUMBbIM.

AHaJI0rH HYKJIEO3UIOB

[IpumeHeHre aHAOTOB HYKJICO3UI0B OTAEIBHO MM B KOMOMHAIIMH C APYTHMMU HYKIJICO3HIAMH
OPUBOAMIO K  Pa3BUTHIO  JlaKToauuzao3a. PubaBUpuMH  yBEIMUYMBAET  KOJUYECTBO
(dochopunupoBaHHBIX METa0OJUTOB ITyPUHOBBIX HYKJIEO3HMJOB in vitro. JlaHHas aKTUBHOCTb
MOJKET TIOBBIIIATh PUCK PA3BUTUSA JIAKTOALM103a, BBI3BAHHOI'O AaHAJIOraMu IyPHUHOBBIX
HYKJICO3HJIOB (HAIlpUMep, AWIAaHO3WHOM WM abakaBupoMm). OmHOBpEMEHHOE IpHMEHEHHE
pubaBUpYHAa W [JUJAHO3MHA HE pPEKOMEHAyeTcs. bbulm  3aperucTpupoBaHbl  Cilydau
MUTOXOHJIPHAJIBHOM TOKCHUYHOCTH, B YAaCTHOCTH, JAKTOALMI03a W IAHKPEATHTa, IPUYEM
HEKOTOPBIE UMEIIN JIETAIBHBIA NCXOJ.

[Tpu BKTIOUEHUH 3U10BYIMHA B cxemy JieueHus BUY npuem prubaBuprHa BEI3BIBATI aHEMHIO, XOTS
TOYHBIN MEXaHU3M JAHHOTO sIBJIEHUS He n3BecTeH. OTHOBpEMEHHOE TPUMEHEHHE prubaBUpuHa U
3U/I0BY/IMHA HE PEKOMEHAYETCS U3-3a MOBBIIIEHHOTO PUCKA Pa3BUTUS aHEMHMH(CM. pa3nen 4.4.).
HeoGxomuMo paccMOTpeTb BO3MOXHOCTH —3aMEHBl  3UAOBYIMHA B KOMOWHUPOBaHHOM
antuperpoBupycHoit Tepanuu (APT), ecau TakoBast y)xe ObuIa Ha3HaUYeHA. DTO OCOOCHHO Ba)KHO
JUIS TTALIMEHTOB C aHAMHE30M aHEMMH, BBI3BAHHON IPUMEHEHUEM 3UI0BY IMHA.

Bo3MO0XkHOCTh B3aUMOIEHCTBUI MOYKET COXPAHATHCS A0 2 MECSLEB (5 MEPUOI0B I10JTYBbIBEACHHUS
pubaBUpHHA) IOCIE€ NPEKpallleHUs Tepanuy pUOABUPUHOM H3-32 JUIMTENBHOTO MEepuoja
II0JTyBBIBEICHUSI.

Her nanHBIX O TOM, 4TO puUOaBHPUH B3aUMOJCHCTBYET C HEHYKJICO3MIHBIMU MHTHOMTOpAMH
00paTHOW TPAaHCKPUIITA3bl WJIM HHTUOUTOPAMH MPOTEA3BI.

B nuteparype mnpenacrtaBieHbl NPOTHBOPEUUBBIE JaHHbIE 00 OJHOBPEMEHHOM IPHUMEHEHUU
abakaBupa U puOaBupHHa. HekoTopble HaHHBIE CBUAETENBCTBYIOT O TOM, YTO MAIMEHTHI C KO-
undexmueir BI'C/BUY, nonyuatommme APT, coxepxairyio abakaBHp, MOTYT HaXOJWUTHCS B
Ipynme pucka pa3BuUTHA Oosnee craboro oOTBeTa Ha Tepanuio  IMATHIMPOBAHHBIM

untepdeponom/pudaBupuHoMm. Ilpu OAHOBpEMEHHOM MNPUMEHEHUH JaHHBIX IIPErapaToB
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COOTBETCTBYET IKCNEPTHOMY OTHETY
ot 02.09.2024 N2 18423
HE00X0IUMO COOIIOIaTh OCTOPOKHOCTb. (MOCNEODBATENEHOCTR 0004)

4.6. ®epTHIBLHOCTH, 0EPEMEHHOCTDb M JIAKTAIUSA

JKeHIIMHEI IETOPOIHOr0 BO3pacTa/KOHTPAIICIIMS JKSHIIMUH U MY>KUUH

o [layuenmul dcencKo2o noaa
PuGaBupuH mpoTHBOIIOKA3aH J1sl IpUMEHEHUS Y OepeMeHHbIX. HeoOxoaumo mpuHUMaTh 0COObIe
Mepbl BO H30ekaHWE HACTyIUIEHHs OEpeMEHHOCTH Yy TMauueHTOK. JledeHue mpenaparom
PUBABHMPHH He 1omkHO OBITH HAYATO J10 TOTYYESHUS OTPULIATEIILHOTO TeCTa Ha 0ePEeMEHHOCTb.
KeHmHBI ETOPOJHOTO BO3pacTa JOJIKHBI MCIOJIb30BaTh 3PQPEKTUBHYIO KOHTPALEMLHIO BO
BpeMsl JIEYeHHs] U B TeueHUe 4 MecsleB Mocie 3aBepIlieHus Teparnuu; TeCThl Ha OepeMEHHOCTh
JIOJKHBI TIPOBOJIUTHCS €XeMecsauHo. Eciin Bo BpeMs JiedeHHs UM B TeUEHHUE 4 MecALEeB Mociie
HEro HAaCTymaeT OEpeMEHHOCTb, TO MAIMEHTKY HEOOXOJUMO TPEeAyNpeauTb O pHCKe
3HAYUTENIbHOTO TePATOT€HHOT0 BO3/ICHCTBUS prOaBUPHUHA HA TUIOJ.
o [layuenmul My2HCCKO20 NONA U UX NAPIMHEPUIU-HCEHUYUHDL

Heobxoammo nmpuHUMAaTh 0COOBIE MEpPHI BO H30eKaHNE OEPEMEHHOCTH y TTaPTHEPII MAliEHTOB-
MyxunH, npuHuMapmmx npenapatr PUBABUPUH. Hakomnnenune puOaBuprHa TPOUCXOIUT
BHYTPHUKJIETOUYHO, MPU 3TOM OH OYEHb MEJICHHO BBIBOAMTCS M3 opranusma. HeusBecTHo,
OKA3bIBAET JIM pUOABUPHH, MTOMAIAIONIUHN B CIIEPMY, TEPATOTCHHBIE WIIH T€HOTOKCHUYHBIC (D PEKTHI
Ha AMOpuoH/TIoa yenoBeka. [lo manupM mpubmm3uTenpHo 300 GepeMEeHHOCTEH, TTPH KOTOPHIX
orell peOeHKa NMpUHUMAN pUOABUPUH, HE OBLUIO YCTAaHOBJIEHO IMOBBIIIEHHOTO PUCKA Pa3BUTHUSA
MATOJIOTUH TI0/Ia WIJIM KAaKOTro-JIM00 0CO00T0 BHIA HAPYIICHUS BHYTPUYTPOOHOTO Pa3BUTHS TIO
CpaBHEHHIO ¢ oOmiei momymnsiueid. Tem He MeHee, MAMEHTHI-MY>KUYMHBI WIH UX MapTHEPIIU-
JKEHIIUHBI TOJDKHBI TPUMEHATH 3(()EKTUBHYIO KOHTPALIETIIMIO BO BpeMsl JICUEHHUS MpernapaToM
PUBABWPUH u B Teuenue 7 mecsiueB nociie jgedeHus. [lanuenraM-MyK4nHaMm, YbH TapTHEPIIU-
JKEHIIUHBI OepEeMEeHHBI, HEOOXOAUMO UCTOIb30BaTh MPE3epBATUB I MUHUMU3AINUN TIEpeIadn
pubaBupHHa MapTHEPILE.

bepemeHHOCTD

Bo Bpems GepemMeHHOCTH pUMEHEHHE puOaBUpPHUHA TPOTHBOTIOKA3aHO.

JlakTanus

HeusBectHo, BwigensieTrcs 71U pUOABUPUH C TPYAHBIM MOJOKOM. I3-3a BO3MOXKHBIX
HEKENAaTeNbHBIX PEAKIUM y MIIAJCHIIEB MPU KOPMJICHHM TPYIbIO0 MEpel HayajioM Teparuu
HEO0OXOAMMO MPEKPATUTH TPYTHOE BCKAPMIIUBAHHUE.

DdepTUabHOCTD

Jloxnunuueckue oannvle:
— @epTWIBHOCTD: B UCCIEAOBAHUAX HA KUBOTHBIX PHOABUPHUH OKa3bIBaJl 0OPATHMOE BIUSHHE
Ha CIIiepMaTOTeHE3.

— TepaTOI‘eHHOCTBI B MPOBCACHHLIX HCCICAOBAHUAX 3HAUYNTCITLHBIN TepaTOFeHHBIﬁ H/nim
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 02.09.2024 N= 18423
IMOPHOIMIHBINA TOTEHIMA prubaBUprHa ObLUT TPPaeMOHCTIIPOBAH Y BECX BHADBIKIBOSHAIX AipH

9TOM MUHHMAaJIbHAsI 7032 pruOaBUpHUHA COCTaBIsJIa OAHY JABAANATYIO OT PEKOMEHIYEMOU 03B
JUTSL YeJIOBEKa.

— ['eHOTOKCHYHOCTh: pUOABUPHUH UHAYIIMUPYET T€HOTOKCHYHOCTb.

4.7. Biausinde Ha CIOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMH CpPeACTBAMH U PadoTaTh C
MeXaHU3MaMu

[Ipenapar PUBABHPHUH He oka3biBaeT OTPUIATEIBHOTO BIUSHUS HA CIOCOOHOCTh YIPABIAThH
TPAHCHOPTHBIMH CPEJCTBAMHU M paboTaTh ¢ MexaHu3MaMH. HecMoTpst Ha 3T0, B KOMOMHAIINU C
mruaTepdeponomanbha-2b unu uaTepdepoHom anbda-2b ganabi d3hPexT Bo3mMoxkeH. Takum
o0pa3oM, MalUeHThl, ONIYHIAIOIINE YCTalOCTh, COHJIMBOCTh WJIM CIYTaHHOCTb CO3HAHUS, BO
BpEMs JICUEHUs JOJDKHBI BO3JEP)KATbCA OT YINPABIECHMs] TPAHCIOPTHBIMHM CPEACTBAMU WIIN

paboThI ¢ MEXaHU3MaMH.

4.8. HexenarejbHble peaKIIun

PesroMe HexxenaTeabHbIX peaKIIui

Bspocnvie

Tpoiinas mepanus

CM. MHCTPYKIHUIO IO MEAUIIMHCKOMY IPUMEHEHHIO OOIlenpeBUpa.

Jlsounas mepanus

BbezonacHocTh mpuMeHeHHs puOaBHpUHA OICHHMBANACH MO JAaHHBIM YETHIPEX KIMHUYECKUX
WCCJICIOBAHMI Yy TAIMEHTOB, KOTOpPBIE paHbIIE HE NpUHUMAIH HHTepdepoH anbda-2b
(MaLMeHThI, paHee He MOJTyYaBIIne TePanuio HHTEP(HEPOHOM): B IBYX HCCIEIOBAHUIX H3y4aloCh
npUMeHeHHne prubaBrpuHa B KOMOMHAIIMK ¢ HHTEpPEpOHOM abda-2b, B IByX — B KOMOMHALIUH C
mAruHTepdepoHoMm aibda-2b.

VYV manueHToB, paHee NMPUHUMABIIMX HHTEphEepoH anbda-2b u pubOaBUPWH, WIH Y KOTOPHBIX
JieYeHue JUIMIOCh MEHbILIE CTaHAAPTHOTO CPOKa, MOXKET HAOMIOAAThCs YIYYIIEHHBIN mpoduib
0€30IaCHOCTH 110 CPABHEHUIO C OMMCAHHBIM HIKE.

HexenarenbHble peakiyy, IEPEUMCICHHbIE HIDKE, OCHOBaHBI HA JAHHBIX KIMHUYECKUX
UCCJIEIOBAaHUM y B3pOCIBIX MAIlEeHTOB, paHee HEe NPUHUMABUIMX HHTEpPPEpOH, JeUeHUe
KOTOPBIX MPOBOAMIOCH B TeueHue | ropa, 1 Ha OCHOBAaHUM JAHHBIX NMPUMEHEHHS puOaBUPHHA
B TOCTPErHCTPalMOHHOM Tniepuojie. OmnpeneneHHOe KOIMYECTBO HEXKEIaTeIbHBIX peakiui,
OOBIYHO TPUIMUCHIBAEMBIX TEPANUU HMHTEp(EpOHaAMH, HO TaKXKe 3apErHMCTPUPOBAHHBIX IPH
tepanuu renatuta C (B KOMOMHAUM ¢ pUOABUPUHOM) TaKKe MPEJCTaBIEHBI HIDKe. [laHHBIC
0 HEeXeJlaTeNbHbIX PEaKIUsiX, MPEICTaBICHHbIE B MHCTPYKIIUAX M0 MEIUIIMHCKOMY MPHUMEHEHUIO
myruntepdpepona  anbpa-2b u untepdepona anbda-2b, Takxke MOryT OBITh NPUMEHHUMBI K

MOHOTEpAanuu HHTepPepoHaMHu.
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COOTBETCTEYET 2KCNEPTHOMY OTUETY
or 02.09.2024 N2 18423
HexenarenbHple peakiuy MpeaCTaBICHBI 110 Kia¢caMm OpridioB il S ¢TeEM B fropiaAKe [y MeHbiileH s

YaCTOThI B COOTBETCTBUU CO CIECAYIOUIMMHU KaTeropusiMu: oueHb yacto (=>1/10); wacro (=1 /100
no u <1/10); wewacro (=1/1000 go u <1/100); peaxo (=1/10000 no <1/1000); ouennb peako
(<1/10000); Hen3BecTHO. B ka)a0ii rpynme 4acTOThl HEKEIATEIbHbIE PEAKLIUU ITPEICTABICHBI B
MOPSIIKE YMEHBIIICHUS TSDKECTH.

Hugpexyuonnvie u napasumapHvle 3a001e6aHus: OYEHb YacTO — BHUPYCHblE HH(QEKIUH,
dbapuHTUT, 9acTo — OakTepuaidbHble MH(GEKIMU (BKIIIOYAsl CEINCHUC), TpUOKOBas WHOEKITUS,
rpurl, UHOEKIUH AbIXaTeIbHBIX MyTei, OPOHXUT, HH(EKIUU, BEI3BAHHBIE BUPYCOM IPOCTOTO
reprieca, CHHYCUT, CPEIHUN OTHUT, PUHHUT, WH(EKIMH MOYEBBIBOISIIMX IMyTeH; HEUYACTO —
UH()EKINY B MECTe BBEACHHUSI, H(EKIMS HKHUX JbIXaTeIbHBIX MyTel; peIKO — MHEBMOHUSA™.
JlobpokauecmeenHuvle, 310KauyecmeeHHble U HeyMOYHeHHble HOB00OPA308aHUS (8KIIOUAS KUCTIbL U
NOJUNBL): 9aCTO — HEYTOYHEHHBIE HOBOOOPA30BaHMSI.

Hapywenus co cmoponsl Kpoeu u aumpamuyeckoil cucmemvl: OYEHb YACTO — aHEMUS,
HEUTpONEHMs; YacTo — TeMOJIUTUYECKass aHeMHs, JIEUKONEHUs, TPOMOOIMTONEHHUS,
aumbaaeHonaTus, JUMGONEeHHs; OYeHb PEIKO — arjlacTHYecKas aHeMHusa™; HEeM3BECTHO —
UCTUHHASI DJPUTPOIUTApHAs arula3usi, HAHONATHYeCKas TPOMOOIMTONEHUYECKas IypIypa,
TpoMOOTHUYECKas! TPOMOOIIUTONIEHHYECKAs Iy pITypa.

Hapywenus co cmoponsl umMmyHHOU cucmemsl: HEUYACTO — IOBBIIIEHHAs 4yBCTBUTEIbHOCTD,
peIKO — CcapKoOuA03™, pPEBMATOMAHBIM apTPUT (BIEPBbIE BO3ZHUKIIUA WIM YXYJIUICHUE
COCTOsTHUS); Heu3BeCTHO — cuHIpoM Dorta-KosHaru-Xapaapl, cucTeMHas KpacHas BOJTYaHKa,
BaCKYJIHT, peaxkuuu OCTpOi TUTEePYYBCTBUTEIHHOCTH, BKITIOUAst KpanuBHUILY,
AHTMOHEBPOTUYECKHUH OTEK, OpOHXO0CTa3M, aHaA()UIAKCHIO.

Hapywenus co cmoponsl 2HOOKpUHHOLL cucmemyl: 4aCTO — TUIOTUPEO3, TUIIEPTUPEO3.
Hapywenus co cmoponvl obmena eewjecms u numaHus: 04eHb 4aCTO — AHOPEKCHS; 4acTo —
TUTEPIIIMKEMHs], TUIEPYPUKEMHUS, TUMOKAIBIIMEMUs, ACTUIpATAIUs, TOBBIIICHUE AalleTUTa;
HEYaCTO — CaxapHBIN TuadeT, THIIEPTPUTITHIICPUMHUS *.

Hapywenus co cmopoHul ncuxuxu: 04eHb 4acTO — Jerpeccus, 0ECCOHHUIIA, SMOIMOHATbHASL
71aOUIIBHOCTD, TPEBOKHOCTD; YAaCTO — CYULIUJAIBHBIE MBICIIH, IICUX03, arPECCUBHOE MOBECHHE,
CIIyTaHHOCTh CO3HAHMS, AXXHUTALUs, THEB, CMEHAa HACTPOCHHS, MATOJOTHYECKOE IOBEACHHE,
HEPBO3HOCTh, HAPYIICHHUS CHA, TPEBOXKHBIC CHOBHJCHHUS, CHUXCHHE IMOWAO, amaTus,
IUTAKCUBOCTD; HEYACTO — CYHIIMIajbHbIE TOMBITKH, TAHUYECKAas aTaka, TaJUTIOIMHALINN; PEIKO
— OWMOJSAPHOE PACCTPOMCTBO*; OUYEHb PENKO — CYHUIUI*; HEM3BECTHO — TOMHIIMATbHBIC
MBICIN*, MAaHUSA™, I3BMEHEHHE ICUXUYECKOIo CTaryca.

Hapywenus co cmoponsl HepsHOUl cucmembl: 04EHb YaCTO — TOJIOBHAS 00JIb, TOJIOBOKPYKEHHE,
CYXOCTb BO PTYy, HApyII€HHUS KOHLEHTPALUA BHUMAHUs; YaCTO — aMHE3HUs, yXyALIEeHUE MaMsITH,

00MOpPOK, MUTPEHb, aTAKCHs, TTAPECTE3UN, TUCHOHUS, TTOTEPS BKYCa, TUIIECTE3USI, TUTIEPECTE3US,
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 02.09.2024 N2 18423
THIIEPTOHYC, COHJIMBOCTh, HApyIICHUE BHUMaHWs, Tpemidp) u3Bpalitédiist Biyoa;_ fendctol ) —

Helponatus, nepudepudeckas HEHpONaTus; PeAKO — CYJOPOXKHBIE MPUTIATKHA (CYIOpOTH)*;
OYCHb PEIKO — KPOBOMBJIHUSHUE B MO3T*, 1epeOpoBacKyJsipHas HIIeMHs*, sHIedamonaTus™®,
MOJIMHEUpONaTUs™; HEM3BECTHO — IMapajany JULEBOr0 HEPBA, MOHOHEHPOIIATHH.

Hapywenus co cmoponvl opeana 3penus: 4acTO — HapyLIEHHE 3pEHUs, HEUETKOCTh 3PEHHS,
KOHBIOHKTUBUT, pa3IpakeHUe IJa3, 00Jb B TIJla3aX, UCKaXEHHE 3PUTEIILHOTO BOCIPHITHS,
MATOJIOTHUS CIE3HBIX KeJle3, CyXOCTh IJ1a3; PeAKO — KPOBOUBIHUSHUS B CETYATKY™, peTUHOMATUN
(BKJIFOUAs OTEK JKEJITOro MATHA)*, TpPOMOO3 apTepuil ceTyaTku™, TpoMO03 BEH CEeTYaTKH*, HEBPHUT
3pUTENBHOIO HEpBa*®, OTEK IUCKAa 3pPUTEIIBHOIO HEpBa*, CHU)KEHHME OCTPOTHI 3PEHUS WM
BBITAJICHUE TIOJIEN 3pEHUS ¥, SKCCyAaT B CETUaTKE.

Hapywenus co cmoponsl opeana cuyxa u nabupunmuvle HApyuwieHus: 4acTOo — BEPTUTO,
HaApYIICHUE WJIH MOTEPS CIIyXa, 3BOH B yIIax, 00k B yIIax.

Hapywenusa co cmoponwl cepoya: 4acTo — OULYIIEHUE cepALeOneHus, TaXUKapAHs; HEYacTO —
uH(papKT MUOKApAa; PEAKO — KapAUOMHUONATUS ™, apUTMUS*; OU€Hb PEIKO — HIIEMUs cepAna™;
HEU3BECTHO — MEPUKAPANATBHBIN BBIOT™, IEPUKAPIUAT*.

Hapywenus co cmoponvl cocy0os: 4acTo — NOHWKEHUE apTEPUATILHOTO JIaBJIECHMSI, TOBBILLIEHUE
apTepUaJIbHOTO [JaBJICHUS, <«IPWIUBbI»; PEIKO — BaCKYJIUT, OYEHb PEIKO — HIIEMHUs
nepudepruIecKux TKaHen™.

Hapywenus co cmoponsl ovixamenvHou cucmemvl, 0p2aHo8 2pYOHOU KIemKU U CPeOOCmeHUs:
OYEHb YacTO — OJbIIIKa, Kallellb; 4acTO — HOCOBOE KpPOBOTEUEHUE, PECIUPATOPHBIE
HAPYIICHUSI, 3aJI0)KEHHOCTh JIBIXaTENbHBIX MyTEeH, CHHYCHUT, OTEK CIIM3HCTON O0OJOYKH HOCAa,
puHOpes, YBEIMUEHUE CEKPELUU CIU3UCTOM 00O0JIOUKM BEPXHUX JIBIXaTENbHBIX IMyTed, 00ib B
ropJyie, HEMPOIYKTUBHBIM Kalllelb, OUY€Hb PEIKO — JIETOYHbIE MHQWIBTPATHI*, MTHEBMOHUT™,
WHTEPCTUIMATIbHBIA THEBMOHUT*.

Hapywenusa co cmoponwvl dceny0ouno-Kuwieuno2o mpakma: O4eHb 4acTo — JHapesi, pBOTa,
TOIIIHOTA, 0OJb B JKUBOTE; YaCTO — SI3BEHHBI CTOMATUT, CTOMATHT, SI3BBI B POTOBOM MOJIOCTH,
KOJHUT, OOJIb B MpaBOM BEPXHEM KBaJpaHTE KHUBOTA, IUCHEICHS, >KEIyIO0YHO-KUIICYHBIN
pedarokc®, TI0CCUT, XEWIUT, B3AyTHE >KUBOTA, KPOBOTOYMBOCTH JECEH, TMHTUBHT, YacThIA
KHUJIKUNA CTYJI, TOPaXEHUs 3yOOB, 3a10p, METEOPU3M; HEYaCTO — MAHKPEaTHT, 0OJb B MOJIOCTH
pTa; pelKo — HWIIEMUYECKH KOJUT; OYEHb PEIKO — S3BEHHBIH KOJIUT™; HEM3BECTHO —
HapyLICHUs CO CTOPOHBI IEPUOIOHTA, HAPYILIEHUS CO CTOPOHBI 3yOOB, TUTMEHTAIUS S3bIKA.
Hapywenus co cmoponsi neuenu u dcenuegbl@o0sauux nymeti: 4acTo — rernaToMeraims, )KenaTyxa,
rUIepOnIMpyOMHEMUs *; OUeHb PEAKO — IreNaTOTOKCHYHOCTD (B T.Y. C JIETAJILHBIM HCXOJI0M)*.
Hapywenus co cmoponvl Kodtcu u nOOKONHCHbIX MKaHeu: 0OYEHb YaCTO — aJIoNeus, 3y/l, CyXOCTh
KOH, ChIIlb; YaCTO — TICOpHa3, yXyIICHHE TEUCHHsI Y’KE CYLIECTBOBABILErO IICOpHa3a, dIK3eMa,

peakuusi (bOTOLIYBCTBI/ITeJ'IBHOCTI/I, MakKyJjomnamyJj€3Hasd Cblllb, SpUTEMATO3HAA CbIIlb, HOYHAasA
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COOTBETCTEYET 3KCNEPTHOMY OTUYETY
ot 02.09.2024 N= 18423
HOTJIMBOCTH, THIIEPTUIPO3, IEPMATHT, akHe, QypyHKy1e3! [FpUTEN,] KpafaBH e, Ha Pyt co

CTOPOHBI KOXH, TeMaTOMa, IOBBIILIEHHAs TOTINBOCTb, HAPYIIEHUE CTPYKTYPbI BOJIOC, HAPYILIEHUS
CO CTOPOHBI HOITEW™; peaKo — CapKOUJ03 KOXKH; OYE€Hb peaxko — cuHapoMm CTHUBEHCa-
JIxoHCOHA™, TOKCHYECKHH SMHUACPMANbHBIM HEKpoIu3™, MyiabTH(QOpPMHAs M 3KCCyHaTHUBHAS
sputemMa*.

Hapywenus co cmoponvl ckeniemuo-mbluleyHol U COeOUHUMENbHOL MKAHU: OYeHb 4acTO —
apTpayrusi, MHAITHs, OOJIM B MBIIILAX U KOCTAX; 4aCTO — apTpUT, OOJIb B CIMHE, MbIIICYHbIE
cra3Mbl, 0O B KOHEYHOCTH; HEYACTO — OOJbh B KOCTSAX, MBIIIEYHAS CIa00CTh; pEeAKO —
pabaomMuonu3*, MUO3UT*.

Hapywenus co cmoponsl nouex u mMouegbl8o0sAuux nymelii: 4acTo — 4acTOe MOYEUCITyCKaHUE,
MOJINYpUsl, HapyLlIEeHUE MOKa3aTejael MOuu; peKo — HapylleHue (YHKIMH MOYeK, MoyeuHas
HEJOCTAaTOYHOCTH*; OYEHB peaKO — HeppOoTHUUECKUN CUHAPOM™.

Hapywenus co cmopoHvl no106b1X 0p2ano6 u MOIOUYHBIX Jicesle3. YaCTO — KEHILUHBL: aMEHOpes,
MEHOpparusi, HapylIeHHe MEHCTPYaJbHOIO LHKIA, AUCMEHOpes, OOJb B MOJIOUHBIX >Kele3ax,
TUCOYHKIUS SUYHUKOB, HAPYIIEHHUS CO CTOPOHBI BIArajuila; MY>KUHMHBI: HMMIIOTEHIIHS,
IPOCTATHUT, SPEKTUIbHAS AUCHYHKIHS, HAPYIICHHUS MOJOBOM (QyHKIUH (€3 yKa3aHus TOYHOTO
IHarLosa)*.

Obwue paccmpotlicmeéa u HapyuwieHus 8 mecme 66e0eHus: 0YeHb 4acTO — BOCHAJIEHUE B MECTe
UHDBEKIUHU, PEaKIIM1 B MECT€ MHBEKIUH, YTOMIISIEMOCTh, 03HOO, JMXOpajKa, TPUIIONOJ00HbIE
CHUMIITOMBI, aCTCHHUS, pa3ApaXUTEIbHOCTh; YacTO — O0O0Jb B TPYIAHOH KIETKe, AUCKOM(OPT B
IPyIHON KJeTKe, mepudepruuecKkue OTeKH, HeIOMOraHne, 00Jb B MECTe MHBEKIINHU, HAapyIICHUE
OLLYILIEHUH, JKaXKa; HEYacTO — OTEK JIMI[A; PEIKO — HEKPO3 MECTa UHBEKIIUU.

Jlabopamophvie u uHcmpymeHmanbHvle OaHHble: OYeHb YaCTO — CHIKEHUE MAcChl Teja; 4acTo
— CEpJICYHbIN 1IyM.

*[lockonbKy puOaBUpHUH BCEerja Ha3Ha4yaeTcs B KOMOMHAIuM c uHTepdepoHOM anbda, a
IIEPEUYUCIICHHbIE HEXKEJIATEeNbHbIE PEAaKIMHM 3apETUCTPUPOBAHBI B  IOCTPETUCTPALMOHHOM
NepUuoe, YacTOTy peakluil OompelenuTh HeBO3MOKHO. YacToTa, yKa3aHHas BbIIIE, OCHOBaHA Ha
JAHHBIX KIIMHUYECKUX HCCIIE0BaHN MpUMEHEHHs pruOaBUprUHA B KOMOUHAIIMU ¢ UHTEP(HEPOHOM
anb(da-2b (MruIMpOBaHHBIM M HENATHIINPOBAHHBIM).

Omnucanue OTACIBHBIX HEXKEIATCIbHBIX PEaKIINI

Y 30 % mnanueHToB, NPUHUMABIIUX pUOaBUPUH U IMmAITUHTepdepoH ambda-2b, u y 37 %
NalMEeHTOB, NMPUHUMABIIMX PUOABUPHH M HUHTEpQepoH anb(a-2b, HAOMIONANOCH CHIKEHHUE
KOHIIEHTpaIuii reMoraoouHa 6osee ueM Ha 4 /171

VY 14 % B3pocnbix manueHToB U y 7 % npereit or 3 go 18 ner, mpuHUMaBLIMX pUOABUPHH
B KOMOMHaUMu ¢ miIruHTepdepoHoM anbda-2b unu untepdepoHoM anbpa-2b, KOHLIEHTPALUH

remMorioornHa cHU3mImMceh Ha 10 /1 1 HuKe.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 02.09.2024 N= 18423
B GonpmHCTBE Cily4yaeB ObUTM 3aperucTpupoOBaHBI Jer kel CTeHHuEIHEMtHHeHTRonEHMN 1

tpombonuronenuu (1 wnmm 2 crenenu no mkaine BO3). beimu 3aperunctpupoBaHbl HEKOTOPHIE
Clly4au TSDKEJIOW HEWTPOINEHWH y TAIMeHTOB, MPUHUMABIIUX PUOAaBUPUH B KOMOHMHAILIUKC
mrunreppeponom anbda-2b (mkana BO3, 3 cremens: 39 u3z 186 [21 %]; m mkana BO3,
4 crenenb: 13 u3 186 [7 %]); neiikonenus 3 crenenu no mkaiae BO3 Obuia 3apeructpupoBaHa
y 7 % nauueHToB JaHHOW TPYMIIbI.

VYBenuueHrs KOHLEHTpalUWid MOYEBOM KHCIOTHI M HENpsAMOro OwiMpyOuHa, CBS3aHHBIE C
TeMOJIN30M, HAaOII0JAINCh Y HEKOTOPBIX MAlMEHTOB, MPUHUMABIINX PUOABUPUH B KOMOMHAIIMH
¢ mruarepdeponom anbda-2b unu uaTepPepoHoM anbda-2b B KIMHUYECKUX HCCIECTOBAHUSAX,
HO uepe3 4 HeAeNnu MOociie OKOHYAHHUS JIEYeHMsS KOHIIEHTpAIMM BO3BpAIllaMCbK HMCXOIHBIM
3HAYEHUAM. B HECKOJIBKUX ClTydasX Cpey NallMeHTOB C MOBBINICHHON KOHLIEHTpAIlMEd MOYEBOM
KHUCTIOTHI ObLlIa 3apETUCTPUPOBAHA TOJArpa, HO HUKOMY M3 HHX HE MOTPEeOOBAIOCh N3MEHEHUE
JICYeHUs, 1 HUKTO HE ObUT HUCKITIOUEH U3 KIIMHUYECKUX UCCIICIOBAHUA.

THayuenmwi ¢ xo-ungexyueti BIC/BUY

Y  mnauuentoB ¢ ko-uH(pekumeit BI'C/BUY, npuHuMMaBmuxX pubGaBUpUH B KOMOWHAIIMU C
mruaTepPepoHoM anbda-2b, ApyrumMu HeKeTaTeIbHBIME PEAKIUAMU (He HAOII0IaBITUMUCSY
MAalMEHTOB TOJBKO ¢ renatutoM C), 4acToTa KOTOPBIX cocTaBuia > S5 %, ABISIIUCH: KaHAUA03
nosoctd pra (14 %), npuodbperennas nunoguctpodus (13 %), cCHWKEHHUE KOHIICHTPAIIMH
mumponuroB CD4 (8 %), cumwxkenme amnmeruta (8 %), yBeIWUYEHHWE AKTUBHOCTH TaMMma-
riytamuntpanchepassl (9 %), 601 B o6mact criubbl (S5 %), TOBBIILIEHHE aKTUBHOCTH aMHJIA3bI
B KpoBH (6 %), OBBIIIIEHUE KOHIIEHTPALIMU MOJIOYHOMN KUCIOTHI B KPOBH (5 %), HIUTOMUTUYECKUIA
renatut (6 %), NOBBIIIEHNE aKTUBHOCTH JnMna3skbl (6 %) U 001 B KOHEYHOCTAX (6 %).

MumoxonopuaibHas MOKCUYHOCHb

MuToxoHApHanbHas TOKCUYHOCTh M JIAKTOAUMI03 ObUTM 3apeructpupoBansl 'y BHY-
MOJIOKHUTEIBHBIX NanueHToB, npuHuMatonmx HUOT u pubaBupun s nedeHus rematuta C
(cm. paznen 4.4.).

Jlabopamopnovle 3Hayenus v nayuenmos ¢ Ko-ungexuyuei BI'C/BUY. X0Ta reMaToIOTHYEeCKIe

HapyLIEHHs B BU/I€ HEUTPONICHUH, TPOMOOIIMTONICHUN ¥ aHEMUH Yallle BO3HUKAIIM Y MAIUEHTOB C
ko-uH(pekuueit BIC/BUY, G0ABIIMHCTBO JAaHHBIX PEaKIUil MOJNABAINCh KOPPEKIHMU IIyTeM
W3MEHEHUS JI03bl M PEAKO TPeOOBaM OTMEHBI Tepamuu (cM. pazzaen 4.4.). 'emaronornyeckue
HapyILIEHHs Yallle perucTpUPOBAINCH Y NAllMEHTOB,IPUHUMABIINX PUOABUPUH B KOMOMHAIMH C
mruHTepdepoHom anbda-2b, yeM y ManueHToB, MPUHUMABIINX PHOABUPUH B KOMOMHAIMH C
uHTeppepoHoM anbda-2b. Ilo naHHBIM HCCIeOBaHUs, CHUKEHHE a0COIIOTHOTO KOJMYECTBA

HeliTpodunos Himke 500 KneTok/mMm’

, @ TaK)Ke CHWKCHHE KOJUYECTBA TPOMOOIIMTOB HHUIKE
50000/mm> HabTFOMATIOCH y 4 % (8/194) manrieHTOB, MPUHUMABIINX PUOABUPUH B KOMOMHAITUH C

mrunTeppeporom anbda-2b. Anemus (remoriaobus < 9,4 /1) Obu1a 3apeructpuponana y 12 %
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(23/194) manueHTOB, MPUHUMABIINX PHOABUPHH [B KOMOMHALIH |& fDETepPppe HomM antda-2b.

Cruoicenue koruwecmea aumpoyumos CD4

Jleyenne pubOaBUPUHOM B KOMOMHAIMKM ¢ TMOATHHTEpPPEpoHOM anb(da-2b OBUIO CBSI3aHO CO
CHI)KCHHEM aOCONMOTHOrO KonndectBa kieTok CD4+ B TeueHue mnepBbiXx 4 Hemenb 0e3
YMEHBIIEHUS MTPOLEHTHOro cooTHoIIeHus kieTok CD4+. CHmkenne konudecta kiietok CD4+
ObUIO OOpaTHUMBIM TMOCJI€ YMEHBIIEHUS J03bl WIM TMpeKpamieHus Tepanuu. [IpumeHnenue
pubaBUprHa B KOMOMHAIIMU C TMOTUHTEPPEPOHOM anbda-2b HE OKa3bIBAIO 3HAYUTEIHLHOTO
OTPUIATENILHOTO BIMSHUS Ha KOHTPOJIbh BupeMuun BUY Bo Bpems nedenus win mocie. JJaHHbie
1o 0e30MacHOCTH JUIs TAalMEHTOB C KO-MHGEKIuil ¢ komuuecTBoM kieTok CD4+ < 200/mkn
orpanu4eHsl (n=25) (cMm. pasnen 4.4.).

[Ipu coBMecTHOM MIpreMe aHTHPETPOBUPYCHBIX MPENapaToB U npemnapaTtos s tedenust BI'C ms
BBISIBJIICHUS CIIENU(DUUECKON TOKCHMYHOCTH KaXKIOro IMpermapata M Pa3BUTHS TEPEKPECTHOU
TOKCHUYHOCTH prOaBUpHHA U IATUHTEp(DepoHa anbda-2b ciaeayeT 03HAKOMUTHCS ¢ HHCTPYKIIMEH
10 METUIITHCKOMY MPUMEHEHUIO KaXX0T0 U3 MPUMEHSAEMbIX IIPernapaToB.

Jletu ot 3 1o 18 ner (TOABKO JABOMHAS TEpAIM)

B kombunayuu ¢ naeunmepgepornom anvga-2b

B xnmuanyeckom uccnenopanuu y 107 ngereit (ot 3 mo 18 met), moimydaBmmx KOMOMHHPOBAHHYIO
Tepanuio mrunTepdepoHom anbda-2b u pubaBUPUHOM, U3MEHEHHUE 7103 MTOTPeOOBaIOCh B 25 %
ciy4asix, OOJIbIIICH YacThIO WM3-3a AaHEMHH, HEUTPOTICHUH M CHIDKEHUSI MaccChl Tena. B 1emnom,
npodmib HEXeNaTeIbHBIX PEeaKIuil y JeTeil COOTBETCTBOBANI MpOQuiIio, HabIogaeMoMy Y
B3POCIIBIX, XOTSI IPUCYTCTBOBAJIa BOBMOXKHOCTh 3aIEPKKH pocTa. Bo Bpemsi KOMOMHHPOBAaHHOU
Tepanuy IATUIMPOBAaHHBIM UHTEp()EepoHOM alb(da-2b 1 prudaBUPHUHOM MTPOIOJKUTEITEHOCTHIO JI0
48 Henenb HAOIIOAATOCH YMEHBIIIEHUE CKOPOCTH POCTAa, KOTOPOE MPHUBOJIMIO K TOMY, YTO POCT
HEKOTOPBIX MaIMEHTOB ObUT HUXKe HOPMBI (cM. pa3zaen 4.4.). CHIKeHHe MacChl Tella U 3a/IepiKKa
pocTa ABJISUIUCH OYE€Hb YACThIMHU SIBIICHUSIMHU BO BpEMsI JIeUeHUs (110 OKOHYAHUH JICUCHHUSI CpeHEE
CHIDKEHHE OT HMCXOJHOTO 3HAYEHUsS MacChl Tela M POCTa COCTaBWiIO 15 m 8 mporeHTHieH
COOTBETCTBEHHO); TaK)K€ YMEHbIIAIach CKOPOCTh pocTa (< 3-ro npoueHTus y 70 % nauueHToB).
B konne 24 Henenu KOHTPOJIS MOCTE OKOHYAHHUS JICUEHUS CPEAHEE CHM)KEHHE OT MCXOAHOIO
3HAYEHUS MACCHI TeJla U POCTa COCTaBWIIO 3 M 7 MPOLEHTUIIEH COOTBETCTBEHHO, U 'y 20 % nereit
HaOJI0/1AI0Ch YMEHBIIIEHHE CKOPOCTH pocTa (< 3-ro mporeHTwis). 94 u3 107 nereit yuactBoBain
B TISTHIIETHEM JOJITOCPOYHOM HCCIEAOBAHUU C TOCIEAYIONUM HaOmoneHueM. BozjaelicTBue
npenapara Ha pocT ObLJIO HIDKE Y JCTEH, JICUUBIIUXCS B TeueHue 24 Henesb, 0 CPaBHEHHIO C
JEThbMHU, MTOJIy4aBIIMMU JiedeHHe B TeueHue 48 Henenb. OT MOMEHTA, PEALIECTBYIOIIETO Hayaly
JIeYeHUs1, 10 KOHIIa HAOIIOCHHS MPOLICHTUIb POCTA Y ETEH, MOIyYaBIINX JCUCHUE B TCUCHHE
24 n 48 Henennb, cHmkancsa Ha 1,3 n 9,0 nponieHTHUIIEH COOTBETCTBEHHO. Y MEHBIIEHHE POCTA Y

24 % nereir (11/46), momy4aBmux JsedeHue B TeueHue 24 Hemenb, u 40 % nererr (19/48),
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NOJTyYaBIINX JiedeHHe B TedeHue 48 Hemensb) moctunaiio F1HE CiponeHuneH "¢ hvMobiekra,

MPEIIIECTBYIONIErO JICYEHUIO, JI0 KOHIA MATHJIETHErO0 HCCIEIO0BAHUS C TOCIEIYIOMINM
HaOJIOZICHUEM TI0 CPaBHEHUIO C HMCXOMHBIM 3HaueHweMm. Y 11 % pereit (5/46), momydaBimx
Tepanuio B TedeHue 24 Hepenb My 13 % nereit (6/48),mosydaBIIMX Tepanuio B TEUEHHE
48 nenenb, HAOMIONANOCH CHIDKEHHE POCTa OTHOCHUTEIBHO 0a30BOM NWHUM Oojee 4eM Ha
30 NpoLEeHTWIEN COOTHOUIEHHSI pOCTa-BO3pacTa ¢ MOMEHTA, MPEAIIECTBYIONIETO JICUCHHIO, J0
KOHIIA IBITHWJIETHETO WCCIENOBaHUA C mocheAayrommMm HaOmoaeHuemM. C  MOMeEHTa,
MPEAIIECTBYIOIETO JICYEHUIO, 1O KOHIA TMSATUJIETHETO MCCIEIOBAaHUS C MOCIEAYIOIIUM
HAOIO/ICHUEM CHIDKEHHE MAacChl Tela COCTAaBISUIO 1,3 IPOIEHTWIs y JeTel, MOMydYaBIINX
JeYeHUE B TeUeHUE 24 Henenb, U 5,5 MPOUCHTUIIEH y NeTeH, MOTyYaBIIuX JICUCHUE B TCUCHUE
48 nenens. uaexc Maccrl Tenma ymenbmaics Ha 1,8 u 7,5 mpoleHTuIe COOTBEeTCTBEHHO.

B nmanHOM uccnenoBaHumM HauOoJee pacIpOCTPAHEHHBIMU PEAKIMSIMH Y BCEX MAIIMEHTOB ObUTH
muxopajaka (80 %), ronosHast 60116 (62 %), neritponienus (33 %), ycranocts (30 %), aHopekcus
(29 %) wn nokpacHenue B Mecte MHBEKIHH (29 %). Tompko y 1 manueHTa Je4eHHe ObLIO
MPEKPAICHO B pe3yJIbTaTe Pa3BUTHS HEXKEJIATEeIbHONPEaKIIUU (TPOMOOITUTOTICHHUS ).
BonpmmHCTBO HEXENATENBHBIX PEeaKIUid, 3apEerHCTPUPOBAHHBIX B IAHHOM HCCIIEOBAHUU, OBLIO
JeTKOW WU CpeOHEH CTeMEeHM TSDKeCTH. TshKenble HeKenaTelbHble pPeakuu  ObUH
3apeructpupoBanbl B 7 % (8/107) cmydaeB u BKItoUaau 007b B MecTe nHbeKIUU (1 %), 6076 B
koHeuHOCTsIX (1 %), romoBHyro 60mb (1 %), Hentponenuro (1 %) m nuxopaaky (4 %).
CyIIecTBEeHHBIMU HEXKENaTeNbHBIMA PEAaKIHUSIMH B JIAHHOW TIOMYJSIIMM TAlMEHTOB ObUIH
HepBO3HOCTH (8 %), arpeccus (3 %), rHeB (2 %), nenpeccusi/noaaBieHHoe HacTpoeHue (4 %) u
runoGyHKINS MMTOBUIHON skemne3bl (3 %). IIaTh ManMeHTOB NMPUHUMAIH JICBOTHPOKCHH TIO
MOBOAY THUMO(PYHKIIUK IIMTOBUIHOW KEJIE3bI/TIOBBINIEHHON KOHIIEHTPAIlUU THPEOTPOITHOTO
ropmona (TTT).

B kombunayuu ¢ unmepgpepornom anvgha-2b

B xnuHnuecknx uccnemoBanusax 118 mereir ot 3 mo 16 yer, moaydaBmux KOMOMHHPOBAHHYIO
Tepanuto uHTEpdeponom anbda-2b u pubaBupruHoM, y 6 % nedeHune ObUIO MPEKpPAIICHO H3-3a
HE)KEJNaTeNbHBIX peakuuil. B menom npoduibs HexenaTeNbHBIX pEakIUil B OTpaHUYCHHOM
NOMyJIsIuy 1eTeit ot 3 1o 18 nmet 6buT cX0XkK ¢ mpoduaeM, HaOIIOAaeMbBIM Y B3POCIBIX, OTHAKO B
JIETCKOM MOMYJISIIUA BO3HUKAJIM OMACEHUsI B OTHOIICHUU 3aJCP’KKU pOCTa (CpeaHee CHHXKEHUE
pocta 9 mpoueHTWIe) U Macchl Tena (CpellHee CHUKEHHE Macchl Tena 13 mpouentuieit). B
TEYCHHE 5 JIeT OCIEAYIONIET0 HAOMIOIEHUS CPEeIHUI POCT eTeil cocTaBmi 44 MPOIEHTUIIS, YTO
OBLIIO HIKE CPETHETO 3HAUCHUS Y HOPMAIBHOU MOMYJISIIIK M MEHBIIIEe UX CPETHET0 M3HAYAIBHOTO
pocta (48 npouentuinei). JABaguars (21 %) u3 97 nereit umenu > 15 mpoLEeHTUIIEH CHUKEHUS
pocrta, u3 kotopeix 10 u3 20 nereit umenu > 30 NPOUEHTHIIEH CHIXKEHUS POCTa C MOMEHTA Havyasa

JICYEHUsI 10 KOHIIA I0OITOCPOYHOT0 HaOmoaeHus (110 5 net). Jlns 14 u3 3TUX ManueHTOB U3BECTCH
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UTOTOBBI POCT BO B3pocioMm Bospacte (10-12 ner mnddie” OkqHGdgETépaiini); HKatopbIit

nmokasai, 4ro y 12 mamueHToB Habmomancs aepuuut pocta (6osee 15 mporeHTHmIeH).

B Teyenme koMOMHHMpOBaHHOW Tepanmuu UHTEpPEepoHOM anbda-2b u pubaBUPHUHOM
MPOJOKUTENHLHOCTEI0 10 48 Hemenb HaONI0anoch YMEHBIICHHE CKOPOCTH POCTa, KOTOPOe
NPUBOAMIIO K TOMY, YTO POCT HEKOTOPBIX MALMEHTOB K JTOCTHKEHUIO B3POCIOr0 BO3pacTa ObuI
HIDKe HOpMbI. CHUYKEHHE CPETHETO MPOIIEHTHIIS pOCTa IO CPABHEHHUIO C UCXOIHBIM 3HAUYCHUEM B
KOHIIE JIOJITOCPOYHOTO TIepro/1a HaOI0IeHUSs Tpeo0I1aiaio y IeTel mpernyoepTaTHOro Bo3pacTa
(cm. paznen 4.4.).

BOHGG TOTO, B I[aHHOﬁ I‘pyHHC ITalITMCHTOB CYI/II_II/I,Z[a.HBHBIe MBICJIIM U TIIOIIBITKHU CYI/II_II/I,Z[a
HaOJIIOJATMCh Yallle, YeM Y B3pocibiX (2,4 % 1o cpaBHEHHUIO ¢ 1 %) BO BpeMsi JICUCHHSI U B TCUCHUE
6 MmecsneB nocieayomero HaomoaeHus. Kak ¥ y B3pOCHbIX MAaIMEHTOB, y JeTed oT 3 10
18 yileT TakKe pa3BUBANIKCH JAPYrHe HapyIICHHs NMCUXUYECKOH chepbl (Hampumep, Aempeccus,
OMOIIMOHAJIbHAas JIaGI/IJ'IBHOCTB 148 COHJ'II/IBOCTB). KpOMe TOTO, HOpa)KeHI/I}I MECTa HUHBCKIHNU,
JTUXO0pajKa, aHOPEKCHsI, PBOTA ¥ SMOITMOHAIbHAS JTAOMIIBHOCTh BCTPEUATIUCh O0JIee 4acTo y IeTel
oT 3 10 18 neT mo cpaBHEHHIO CO B3POCIBIMHU MallMEHTaMH. MI3MeHeHHe /103 MoTpeOOoBaIOCh B
30 % cnyuyaeB, B OCHOBHOM M3-32 aHEMHUH U HEUTPOTICHUH.

HexenarennHbIe pcaknuuu, MNCPCUHUCIICHHBIC HUKC, OCHOBAHBI Ha JABYX MHOTOIICHTPOBBIX

KJIMHUYECKHX MCCIEeIOBAaHUNA TNPUMEHEHUs pUOaBUpHHA B KOMOMHAIMM € HHTEp(EepoHOM
anbda-2b u myruaTepdeponom anbda -2b y aereit ot 3 go 18 aer.

HexenartenpHble peakiiny MpeACcTaBIEHBI IO KJIAaCCaM OPTaHOB M CUCTEM B TIOPSIKE YMEHBIIICHHS
YacTOTbl, B COOTBETCTBUM CO CIEAYIOIIMMHU KareropusiMu: odeHb 4vacto (=>1/10); wyacto
(= 1/100 no < 1/10); mewacto (= 1/1000 no < 1/100). B kaxmoii rpynie 4acTOThI HEXeEIATeIbHbIE
peaKkury IpeCTaBICHbI B MOPSIKE YMEHBIIICHUS TAKECTH.

Hugpexyuonnvie u napazumapHule 3a601e6anus; O4Hb YaCTO — BUPYCHAsA UH(DEKLuUs, PapUHTHUT;
yacTo — rpubKoBast HHPEKIUs, OakTepranbHas HHPEKIHs, HHPEKINN JIETKUX, Ha30(apuHTHUT,
CTPENTOKOKKOBBIA (hapHHTUT, CPEIHUN OTUT, CHHYCHUT, a0criecc 3y0a, TpHIIM, Tepriec MoJ0CTH
pTa, uHbeKuy, BbI3BaHHBIE BUPYCOM MPOCTOrO repreca, MHGEKIUH MOYEBBIBOISAIINX IyTEH,
BarMHUT, TaCTPOIHTEPUT; HEUACTO — IMHEBMOHUS, acKapua03, SHTEPOOHO3, OIMOSCHIBAOIINN
JIMIIaMN, ISIUTIONT.

JlobpokauecmeenHuvle, 310KauyecmeeHHble U HEYMOYHeHHble HOB00OPA308aHUS (8KIIOUAS KUCTIbL U
NOIUNGL): YaCTO — HEYTOYHEHHbIE HOBOOOPAa30BaHMUSI.

Hapywenua co cmoponvl kposu u aumghamuyeckou cucmemsi: OYEHb YacTO — AaHEMHU,
HEUTPONEHHUS; 9aCTO — TPOMOOLUTONCHHS, TUM(aTCHOTATHS.

Hapywenus co cmoponsi 9HOOKpUHHOU cucmemsl: OY€Hb YacTO — THUIOTHPEO3; 4acTo —

TUIEPTUPEO3, BUPHIIU3M.
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Hapywenus co cmoponbl obmena geujecms u numarnusl: (GUSHE HaCEo B4 TaHdpeiCiii] eHibkeHne

anmneTHTa, MOBBILICHHUE alllleTUTAa; YaCTO — TUIEPTPUTIIULIEPUAEMUS, TUIIEPYPUKEMUS.
Hapywenus co cmoponvl ncuxuxu: 04eHb 4acTO — Jerpeccus, 0ECCOHHUIIA, SMOIMOHATIbHAS
1aOUITBFHOCTh; YaCTO — CYUIUIAIBHBIE MBICIIH, arPECCUBHOE MOBEICHNE, CITyTAHHOCTH CO3HAHMUS,
OMOILIMOHAIbHAS JIAOWIBHOCTh, TOBEIEHYECKOE pPACCTPONCTBO, aXKUTAIUS, COMHAMOYIIH3M,
TPEBOXKHOCTb, HM3MEHEHHUS HACTpPOEHUs, OECMOKOWCTBO, HEPBO3HOCTh, HapyLIEHHE CHa,
MaTOJIOTUYECKNE CHOBHJICHUS, allaTusl; HEYacTO — HapyllIeHUs IMOBEICHUS, MOJaBICHHOE
HAaCTPOCHHE, SMOIIMOHAIbHBIE PACCTPONCTBA, CTPaX, TPEBOKHBIE CHOBUICHUS.

Hapywenus co cmoponul HepeHoll cucmembl: OYCHb YaCTO — TOJIOBHAs 00JIb, TOJIOBOKPYKEHHUE;
4acTO — TUIIEPKUHE3bI, TPEMOD, AUCPOHUS, TAPECTE3Us, TUIIECTE3Hs, TUIIEPECTE3Us, HApyLICHHS
KOHIEHTPAllUU BHUMaHMUsI, COHJIUBOCTb, IJIOX0E€ Ka4eCTBO CHA; HEYaCTO — HEBPAJTHs, JI€TapTus,
IICUXOMOTOPHOE BO30YXK/IEHHE.

Hapywenus co cmoponvl opeana 3peHus: 4aCT0 — KOHBIOHKTHBUT, 00Jb B I1a3aX, HAPYIICHUE
3peHus], HapyLIEHUsI CO CTOPOHBI CJIE3HBIX XKeJle3; HeYacTO — KPOBOM3IUSHUS B KOHbIOHKTHUBY,
3y[ B TJIa3aX, KEPATUT, HEYETKOCTh 3peHus, (horodoodus.

Hapywenus co cmoponul opeana cnyxa u 1adoupunmusle HapyuleHus: 9acTo — BEPTHTO.
Hapywenus co cmoponvl cepoya: 4acTo — TaXUKapIusi, OUIYIICHUE CepALeOneHMS.
Hapywenus co cmoponsl cocyoos: 4acTo — OJ€THOCTh KOKHBIX TOKPOBOB, «IIPUJIUBbBI»; HEYACTO
— MOHMKEHHUE apTEePUATIHLHOTO JIaBJICHHUS.

Hapywenusa co cmoponbvl ovixamenvbHol cucmemyl, 0p2ano8 cpyoOHOll KIemKU U cpeoOCmeHUs:
YacTO — OJIBIIIKA, YYAIIEHHOE JbIXaHWE, HOCOBOE KPOBOTEUEHHUE, Kalllellb, 3a7105KEHHOCTh HOCA,
pasapakeHue B HOCYy, puHOpesi, 00JIb B TJIOTKE; HEUAaCTO — CBUCTSAIIEE JAbIXaHHUE, JUCKOM(POPT B
HOCY.

Hapywenus co cmoponwl dtceny0oyHo-KuueuHo2o mpakma: 04eHb 4acTo — 00J1b B )KUBOTE, 00JIh
B BEpXHHUX OTJAeNaX >KUBOTA, PBOTA, AWApesi, TOIIHOTA; YaCTO — $3BbI B POTOBOW IOJOCTH,
SI3BEHHBI CTOMATHT, CTOMATUT, AadTO3HBIA CTOMATUT, MAHCIEICUS, XEWU03, TJIOCCHT,
racTpoa3odareanbHbIi pedIoKC, HAPYIICHUS CO CTOPOHBI MPSMON KHIIIKH, 3a110p, YXUIAKUHN CTYI,
3yOHast 00Jb, HAPYIIICHUS CO CTOPOHBI 3y0OB, TUCKOMQOPT B JKEIyaAKe, 00Ib B POTOBOM MOJIOCTH;
HEYaCTO — TUHTHBHT.

Hapywenusa co cmoponsl nevenu u sHcenuedbl8o0sAuwux nymeti: 4acTo — HapylIeHue (yHKINU
MEYEeHU; HeYacTO — renaToOMEeralns.

Hapywenus co cmopoHwl Kodicu U NOOKONMCHLIX MKAHell: 0Y€Hb YacTO — aJIONEIHs, ChIIlb; YacTo
— 3ya, peaknusi (OTOUYBCTBUTEIHHOCTH, MAKyJIONAMyJIe3Has ChIlb, 3K3€Ma, OTIUBOCTh, aKHE,
3a00JIeBaHUS KOXKH, HAPYUICHHUS CTPYKTYpbl HOTTEH, 0OECIIBEUMBAHHE KOXH, CYXOCTh KOXH,
spUTEeMa, reMaroMa; HEeYacTO — TMAaTOJIoTMYecKas MUTMEHTAlMs, aTONUYEeCKHil JepMaTurT,

LIETyIIEHUE KOXKH.
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Hapywenus co cmoponuvl ckenemuo-muviuieunol] u coedutinelivioucmiint:ouens -uatia | —

apTpayIrusi, MUAJITHs, MbILIECYHbIE O0JIU; 4acTO — 00JIb B KOHEUHOCTH, OOJIb B CIIMHE, MBIIIIEYHbIE
KOHTPAKTYPBHI.

Hapywenusa co cmoponvl nouex u moueblo0AwWux nymeil: 4acTo0 — D3HYpe3, pacCTpoiicTBa
MOYEHCITYCKaHUsl, HEeJep>KaHUe MOYH, IPOTEUHYPHUS.

Hapywenus co cmoponbl nonioswix opeanos u MOJOYHbIX JHcele3: 4acTO — SKeHIIUHBI: aMeHopes,
MEHOpparusi, HapylleHHe MEHCTPyaJlbHOTO LHKJA, HapyLIeHHsl CO CTOPOHBI BJarajiuina;
MY>KYUHBI: OOJb B SIMUKE; HEUYACTO — YKCHIIUHBL: TUCMEHOPES.

Obwue paccmpoiicmea u HapyweHus 8 mecme 66e0eHUsA. 0Y€Hb YaCTO — BOCIIAJICHUE B MECTE
UHDBEKIUHU, PEAKIIUU B MECTE UHBEKIIMU, S)pUTEMa B MECT€ MHBEKLIUHU, 00JIb B MECTE€ MHBEKIINH,
yCTaNoCTh, YTOMJISIEMOCTb, JIMXOpPaJKa, O03HOO, TPUIIONOJ00HBIE CHMIITOMBI, aCTEHHS,
HEJIOMOTaHue, Pa3gpaXKUTEIbHOCTh;, 4YacTO — OO0Jb B TPYIHOW KIETKE, OTEKH, 3y B MECTe
WHBEKINH, CBhIIb B MECTE MHBEKIIMHU, CYyXOCTh MECTa MHBEKIIMH, YYBCTBO XO0J0Ja; HEYACTO —
TUCKOMGOPT B TPYIHOM KIIeTKe, 001 B 00JIACTH JIMLIA, YIIJIOTHEHHE MECTAa HHBEKIUH.
Jlabopamopuvie u uHcmpymeHmanvHvle 0aHHble: OYEHb YaCTO — CHIKEHHE CKOPOCTH pocTa
(YMeHbIlIEHHE pocTa W/WJIM MacChl Tella Ha JaHHBI BO3pacT); 4YacTO — TOBBILICHUE
koHIeHTpanuu TTI, moBblIeHHe KOHIIEHTPALIMU TUPEOTIIO0YINHA; HEYACTO — IMOJIOKHUTEIbHBIC

aHTUTENIA K IIIUTOBUIHOMN JKeese.

Tpaemvol, unmokcukayuu u OCILONCHEHUS . MAHUNYIAYUN. JACTO — IOBPEXKIAECHUS KOXKH; HEYacTO
— KOHTY3us. bBONBIIMHCTBO H3MEHEHHH 1a0OpaTOPHBIX IOKa3aTeNel B KIMHHUYECKUX
UCCIICIOBAaHUSX NMPUMEHEeHHs prOaBupHUHA/MATUHTEpPEepoHa anbda-2b ObUIM JIETKUMH  WIIH
CPEIHHUMU.

CHMKEHUE KOHIIGHTPALUU TEeMOIJIO0HMHA, JIEHKOIMTOB, TPOMOOLMTOB M HEUTPOQHIOB,
NOBBIIIIEHNE KOHLEHTPAMK OMIMpYyOMHA MOXKET MOTpeOOBaTh CHUKEHHUS O3Bl WIIM OTMEHBI
tepanuu  (cMm. paszzpen 4.2.). XoTs B KIMHUYECKUX HCCIEAOBAHUSAX TMpPU JICUCHHUU
pubaBuprHOM/TIdITUHTEPPEpOHOM anb(da-2b HaOIIOJATHCh N3MEHEHHS JTA00PATOPHBIX 3HAYCHUH,
4yepe3 HECKOJIbKO HeAeldb II0CJA€ OKOHYAaHUS Tepalmuy OHU MNPUXOJWIN K HOPMaJIbHBIM
MIOKa3aTessIM.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEKEIATCIIbHBIX PCAKITUAX

BaxxHo coo0mare O M0J03pEeBAaEMbIX HEXKENATeNbHbIX pEeaKUMsX TIOCIe pPEerucTpaluu
JIEKapCTBEHHOTI'O Mpemnapara ¢ 1ejiblo 00ecrnevyeHnsi HeMpepbIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOTrO IMpenapara. MeIuIMHCKUM pabOTHUKAaM PEKOMEHIyeTcs
coo0marh 0 MOJ03PEBAEMBIX HEKEJIATENIBHBIX PEAaKLUAX JIGKAPCTBEHHOTO Iperapara uepes
HAI[MOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKENaTeNbHBIX PEaKIUsiX T0CyAapCTB—UICHOB

EBpa3uiickoro 3KOHOMUYECKOTO COH03a.
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®denepanpHas cayx0a Mo Haa30py B chepe 3apaBoOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBstHCKas T1omaab, a. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTpoHHas noura: pharm @roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnTOMBI

Tpouinas mepanus

Nudopmanust mpencraBieHa B WHCTPYKIHMH TIO0 MPUMEHEHUIO JIEKapCTBEHHOT'O CPEACTBa
OorernpeBup.

/sotinaa mepanus

W3BecTHass MakcMMalibHas MPUHSTAs 1032 pubaBupuHa coctaBuia 10 r B kancymnax (50 kamcyn
o 200 mr) u 39 mina ME unrepdepona anbda-2b B Buge pactBopa 1uist MHbeKIHH (13 moIK0KHBIX
uHbekui 1Mo 3 miad ME). D1u konuecTBa BBEII ceOC OJUH MALMEHT B T€UCHHE 1 IHS C LEIbI0
camoyOwuiicTBa. [lanmeHT HaxoaWiICS B TeUeHHUE 2 JHEH B OTIEJICHUHN HEOTIOXKHOHN Teparuu; 3a
3TO BpeMsl HUKAaKHX HEeKeJIaTeNbHbIX SBJICHH, CBSI3aHHBIX C IEPEeI03UPOBKOI, HE HAOII0aI0Ch.
Jleuenue

AHTUIOT HEW3BECTEH, T'eMOJUAIN3 M MEPUTOHEAIbHBIN uanu3 HedD(PEKTUBHBI, JICUCHHE

CHUMIITOMAaTH4YCCKOC.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoguHAMHUYeCKHEe CBOIiCTBA

®dapmakoTepaneBTUYeCKas TIpynmna: MPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JIEUCTBUS;
MMPOTUBOBUPYCHBIC CpPCACTBA IMPAMOIro HeﬁCTBHH; MMPOTUBOBUPYCHBIC CpCACTBA IJId JICUCHUA
renatuta C.

Koxg ATX: JOSAPO1

Mexanusm neiicTBus

PuGaBupuH SBISETCS CHHTETUYSCKUM aHAJIOTOM HYKJICO3UIOB, AKTUBHBIX i7 Vifro B OTHOIICHUH
Hekotopeix PHK- u JIHK-comepkamux BupycoB. Ilpu3nakoB MHruOMpoBaHHS (PEPMEHTOB,
cnenuuunpix s Bupyca rematuta C (BI'C), wnmm momaBnenus perumkanuu BI'C Hu
puOaBUPUHOM, HHM BHYTPUKICTOYHBIMH MeTa0oiIuTaMu pubaBUpuHA B (PU3HOIOTHYECKHX
KOHIIEHTPAIUAX HE 0OHApY)KeHO. MOoHOTEepanus pubaBUPUHOM HE IPUBOIUT K dnuMuHaImu BI'C
(PHK Bupyca renaruta C) Win yiaydllIEeHHIO TUCTOJIOTHYECKON XapaKTEPUCTUKH MEYEHU MOCIe

6—12 MecseB TpuUMEHEHHUs Tpenapara U B TEUCHHE 6 MECSIEB MOCIECNYIOMUX HAOII0ICHUM.
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[Ipumenenne pubaBupuHa Kak €IMHCTBEHHOTO TepaneBTHHSCKOR CPEicTR lapif icharii€ O, B

TOM 4YHClie TpH XpoHWdeckod ¢opme, HedhdexkTnBHO. KOMOMHUPOBAHHOE JICUCHHE
pubaBupuHoM W uHTEpdepoHOM anb(da-2b umu maIruHTEpdepoHOM aib(da-2b TMalUEeHTOB C
renatutoM C Ooznee 5¢p¢eKTUBHO, YeM MOHOTepanus UHTephepoHOM anbdha-2b wuiam
mAruHTepPepoHoM abda-2b.

MexaHu3M, TOCPECTBOM KOTOPOTO PHOABUPHH B KOMOMHAIMHU ¢ HHTEpPepoHoM anbha-2b wim
mruHaTepPepoHomM anbda-2b TPOSBISIET MPOTUBOBUPYCHOE NEHCTBHE, B YAaCTHOCTH, MPOTHUB
BI'C, neusBecreH.

5.2. ®apmakoKHHeTHYECKHE CBOICTBA

AbGcopbuus

PuGaBupun ObICTPO BCachIBaeTCs MOCIE MpUeMa BHYTPb pa3oBoit 10361 pernapata (T, = 1,5 9),
nociie 4ero OBICTPO pacmpezensercs B opranusMme. BriBeneHue pubaBupHHA M3 OpraHu3Ma
MPOUCXOIUT MEJJICHHO. BenuunHbl MOTynepro 0B BCachlBaHUs, PACIpeeeHUs] U BbIBEICHUS
pazoBoii 103wl cocraBistor 0,05, 3,73 u 79 1 cooTBeTcTBEHHO. PHOaBUpHUH BCAChIBACTCS TOUYTH
MOJIHOCTBIO: JUIIL 0K0IO 10 % MedeHol J03bl BBIIETSETCS uepe3 KUIeYHUK. Tem He MeHee,
a0CoJIIOTHAasT OMOJIOCTYITHOCTD COCTaBIIIET MPUMEpPHO 45-65 %, 4TO, MO-BUIUMOMY, CBSI3AHO C
3¢ (heKTOM «IepBUYHOTO MPOXOXKIACHUSI» yepe3 neueHb. CyliecTByeT JuHEiHas 3aBUCUMOCTD
MEXy [1030M W IUIONIAAbI0 TOJ KpUBOWM «KOHUEHTpamusi — BpeMsi» (AUCy) mpu mnpueme
pubaBupuHa B pa3oBbix go3ax orT 200 mo 1200 mr. OO0beM pacrpeneneHusi COCTaBIsSET
npuomuTenbHo 5000 1. PubaBupuH He CBA3BIBACTCS C OCITKaMHM IJIa3MBbl.

Pacnopenenenue

[lepenoc pubaBuprHa BHE MIa3Mbl ObUT U3YYEH OCOOEHHO MOAPOOHO ISl 3pUTPOUUTOB. bbLI1O
MOKa3aHO, YTO B OCHOBHOM TPAHCHOPT MPOUCXOJUT C YYACTUEM PABHOBECHOTO HYKJIEO3UIAHOTO
MEPeHOCUHKa TUMA €; (HUTPOOCH3WITHOMHO3MH-UYYBCTBUTEIHHOT0). [lepeHocunK 3TOro THMa
MPHUCYTCTBYET MPAKTUYECKH BO BCEX THUMAX KJIETOK M MOXET OBITh OCHOBHBIM (DakTOpOM,
BIUSIONIMM Ha pacrpeaeneHue pubaBupuHa. COOTHOIICHHWE KOHIICHTpAIMi puOaBUpHHA B
[EeJPHOM KPOBM M IUIa3Me cocTaBiisier mnpuomusutenpbHo 60:1. Bpicokas KOHIIEHTpaus

pubaBuUpyrHA B IIEIBHON KPOBU 00YCJIOBJIEHA HAKOTUICHHUEM pHOaBUpPHHA B SPUTPOIIUTAX.

buotpancdopmanus
Metabonu3sm  puOaBUpHHA  OCYIIECTBISETCS  JIBYMS  IYTSAMHU: 1)  obparumbiM
dochopunupoBanueM  H 2) THAPOJIUTHYECKUMH  PEAKIUSAMH, BKJTIOYAIOIIIMHU

JIeprUOO3MIIMPOBAHNE W aMUIHBIM THAPOJIN3 C 0O0pa30BaHWEM TPHUA30JBLHOTO KapOOKCHIBHOTO
metabonuta. PubGaBupuH u ero MeraboiuThl (TpHA30JKapOOKCaMUA U TPHA30JIKApOOHOBAS

KI/ICJIOTa) BBIBOIATCA U3 OpraHUu3Ma IMOYKaMHu.
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[Ipu MHOrokpaTHOM mnpuemMe puOaBUPUH HAKAIIMBAE€TCA B OOJBIIMX KOJMYECTBAX B ILIa3Me
kpoBu: cooTHouieHue AUC,,, Ipu MHOTOKpPaTHOM M OJHOKpaTHOM Ipueme paBHo 6:1. Ilpu
npueme BHYTph (600 Mr 2 pasa B CyTKH) paBHOBECHAsi KOHIIEHTpalMs puOaBUpUHA B IJIa3Me
JIOCTUTanach K KOoHIy 4 Henmenu W coctaBisuia npuMepHo 2200 ar/mu. Ilocne mpekpaiieHus
npremMa Inepuo/l MOJyBbIBEICHUS pUOaBUPHUHA COCTaBIISI 0KOJI0 298 4acoB, 4TO, MO-BUAUMOMY,
OTpakaeT €ro 3aME/UIEHHOE BBIBEACHHUE U3 KUAKOCTEN U TKAaHEH opraHu3Ma, UCKIHYasl IU1a3mMy
KpOBH.

CoaeprkaHye B CEMEHHOU JKUIKOCTHU

beu10 u3ydyeHno cogep:kanue pubaBuprHa B CEMEHHOH xuakoctu. KoHueHTpanus pubaBuprHa B
CEeMEHHOM KMJIKOCTH MPUOTU3UTENHHO B 2 pa3a BbIIIEC M0 CPAaBHEHHIO C CHIBOPOTKOH KpPOBH.
HecmoTpss Ha 3TO, cuCTeMHas KOHUEHTpalus puOAaBUPHHA Y JKCHIIUHBI-MIAPTHEPIIU MOCIe
MIOJIOBOTO aKTa C MAllMEHTOM, MPUHUMAIOLUM pHOaBUPUH, ObLIa OYeHb HU3KOH 110 CPAaBHEHHIO C
TepaneBTUUECKONW KOHIIEHTpalue pubaBuprHa B I1a3Me KPOBH.

Bnusiaue ouimm

BuonocrynHocTs pubaBUpHHAa TpU TpUEME OJHOKPATHOW 03B BHYTPb MOBBIIIACTCS IPH
OJHOBPEMEHHOM MpHUEME MHUILHU ¢ BBICOKUM cojepkanrueM KUpoB (AUC s u C,,.x YBETUUNBAIOTCS
Ha 70 %). Bo3M0OXHO, TTOBBIIIEHHE OMOOCTYITHOCTH B JAHHOM HCCJICIOBAHUH TIPOUCXOINIIO TI0
MNPpUYIUHEC 3aMCIJICHHOTO KHUIICYHOI'0 TpPaH3UTa pI/IGaBI/IpI/IHa NI UBMCHCHHOI'O 3HA4YCHMUS pH
Knunaunueckast 3Ha4MMOCTD PE3YJILTATOB UCCICIOBAHUSA ITPUCMaA OI[HOKpaTHOﬁ J03bl HCEN3BCCTHA.
B kimHuYeckoM uccieoBaHUM MO OLeHKe 3((EKTUBHOCTU AJsl JOCTHXKEHUS MaKCHMalbHOU
KOHIEHTpalluu pubaBUprHa B TIa3Me KPOBH NallMEHTaM PEKOMEH10BaIl MPUHUMATh pUuOaBUPUH
OJHOBPEMEHHO C ITUILEH.

ITonynsimonnas d)aDMaKOKI/IHGTI/IKa

PapMaKOKMHETUYECKUN AHAINW3 MOMYJSUU IMPOBOAWICS C MCIOJb30BAaHUEM CIIy4alHBIM
00pa3oM O0TOOpaHHBIX 3HAUEHUIN KOHLEHTPALMKU pUOABUPHHA B CHIBOPOTKE KPOBU MO JAHHBIM
YeThIpeX KIMHUYECKUX HccienoBaHui. Pa3zpaboTaHHas Mojenb KIMpEHCa ToKa3ama, 4To
OCHOBHBIMHM KOBAapHWaHTaMHU SIBJISTUCH Macca Tela, MoJl, BO3PACT U KOHLEHTpAlUs KpeaTUHUHA B
CBIBOPOTKE KPOBH. Y MY X4MH KIupeHc 0611 Ha 20 % BbIIIe, 4eM y xKeHITH. KinpeHc nmoBbImancs
C Maccoil Tena u cHUXajcs B Bo3pacte crapuie 40 net. BiusiHue 1aHHBIX KOBapUAHTHA KIMPEHC
pubaBUpHUHA UMEET OTPAaHUYCHHYIO KIIMHUYECKYIO0 3HAUMMOCTh M3-32 3HAYUTEIHHONU OCTaTOUYHOMI
BaprabeIbHOCTH, HE YUUTHIBAEMON TaHHOU MOJIEIBIO.

IloyeyHas HEAOCTATOUYHOCTD

dapmMaKkOKMHETHKA prOaBUpPHUHA TTOCIIE TIPHUEMa OJHOKPATHOM JI03bI y MAIMEHTOB C MOYECYHOM

HEZ0CTaTOYHOCTBIO 110 CPAaBHEHHUIO C KOHTPOJIBHOMU IPYIION (KIMpeHe KpeaTuHuHa > 90 Mi1/MUH)
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U3MEHSETCS, a MMEHHO Habmomaetrcs yBenmupHue AU MaKcHMarHOH (ROHIeATHALINN

pubaBupuna B KpoBu (C,.c). [aHHOE€ M3MEHEHHE, CKOpee BCEro, OOYCIOBIECHO CHUKXEHUEM
UCTUHHOTO KJIHMpPEHCAa y JaHHBIX NanueHToB. KoHmeHTpamws pubaBuUpWHA B IUIa3Me TMpU
reMOJIMAJIN3€ CYLUIECTBEHHO HE MEHSIETCSI.

IIeueHOYHAS HEAOCTATOYHOCTD

dapmMaKkOKHMHETHKA pruOaBUpPHHA ITPU MPUEME OTHOKPATHOM JT03bI MAIIUEHTAMH C JIETKOH, CpeTHEH
WM TSDKEJIOW CTENEHH MeYeHOYHOW HeloCTaTOYHOCTH (Kinaccel A, B, wnu C no knaccupukanuu
Yaiinn-I1st0) ananoruuna papMakOKMHETHKE puOaBUpUHA Y 37J0POBBIX 100POBOJIBIIEB.

JInia moXKuiaoro Bo3pacra

OtnenbHas oleHKa (papMaKOKMHETUUECKHUX TTapaMETPOB y TIOKHUJIBIX TTAIMEHTOB (cTapiie 65 jeT)
He npoBoaniack. OnHaKo B apMaKOKMHETUYECKUX MCCIEIOBAHUAX MOMYJISLIUN BO3pACT He ObLI
KJIIOUYEBBIM (DAKTOPOM, BIUSIONIMM Ha (hapMaKOKUHETUKY pubaBupuHa. OCHOBHBIM (hakTOpOM,
BIIUSIONIMM Ha (hapMaKOKUHETHUKY pruOaBUpPHHA, SBISETCS QYHKIIHS TOYEK.

eTH
dapMakOKHHETHYECKHE MapaMeTpbl pubaBupuHa y aereil oT 3 10 18 meT CX0XU ¢ TAKOBBIMH Y

B3POCIIBIX.

6. PAPMAIIEBTUYECKHE CBOVICTBA

6.1. Ilepeuenb BcIOMOraTe/ibHbIX BelIECTB
Cooeporcumoe kancyivi:

JlakT03BI MOHOTHAPAT;

[enmo103a MUKPOKpUCTAIIIMYECKAS;

Kpaxman kykypy3HbIi;

Kanbuus creapar;

Kpemuust TMOKCH KOJITIOWIHBIM.

Kancynvlr meepowie srcenamunosvie:

Turana quokcun [E 171];

Kenarun.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpoK XpaHeHHs )

3 roxa.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPU XPAHEHHH
XpaHuTh 1Ipu Temneparype He Boime 25 °C.

6.5. XapakTep u conep:kaHue NePBUYHON YIIaKOBKH

[To 10 karcyn B KOHTYpHYIO SYEHKOBYIO YIIAaKOBKY U3 IUICHKH MMOJMBUHWIXJIOPUIHON U (hosbru
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AJTIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM. (MOCNEOQBATENEHOCTE 00043

ITo 3, 4,5, 6,7, 8,10, 12, 14, 20 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIUEH TIO
MPUMEHEHHUIO B TIAYKy M3 KapTOHA.

6.6. QOcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOr0 TMpenaparta WIH OTX0A0B, TMOJYYeHHBIX TMoOcCJe TPUMEHEHHUs
JIEKAPCTBEHHOT'0 MPenaparTa u Apyrue MAaHUIYJISIIIUM ¢ TPenapaToM

Het 0co0bix TpeOOBaHMI K YTUITU3AIIH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccus

AQO «@apmMIpoeKT»

192236, r. Cankrt-IletepOypr, yin. Coduiickas, . 14, mut. A.

Tenedon: 8 (812) 33193 10

DneKkTpoHHas noyra: sales @pharmproject.com

7.1. IlpeacraBuTelib Jep:KaTesss perHCTPANMOHHOIO YA0CTOBepeHust Ha Tepputopun Corosa

IIperen3uun norpeduTeiell HANPABIATS 10 AJIPECY:

Poccus

AQO «@apmMIpoeKT»

192236, r. Canxkr-IletepOypr, yin. Coduiickas, . 14, mut. A.
Tenedon: 8 (812) 33193 10

DneKTpoHHas nouTa: sales @pharmproject.com

8. HOMEP PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

9. IATA NMEPBUYHON PETUCTPAIIMHA (IIOATBEPXKJIEHWS PETUCTPAIIUU,
INEPEPETUCTPALINN)

JlaTa repBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast  xapaktepucTuka JekapcTBeHHoro mnpemapara PUBABHWPHUH  noctynmna Ha
MHPOPMALIMOHHOM MopTasie EBpa3uiickoro SKOHOMHYECKOTO COI03a B HH(GOPMAaMOHHO-

TeJIEKOMMYHHUKAIIMOHHOU ceTn «HTepHeT» http://eec.eacunion.org/.
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