COOTBETCTE ~ET SKCNEPTHOMY OTUYETY

ot 08.04_ 2026 Nz 7189

OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

PuGasupun Kanon, 200 mr, TabeTku

2. KAYMECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleiicTBy1O11I€E BEUIECTBO. pUOABUPHH.
Kaxxnas tabnerka cogepxut 200 mMr pubaBupurHa.

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

TabneTku Kpyrible INIOCKOIMINHApUYECKUE ¢ (haCKON U PUCKOM, OEIOT0 WM MOYTH OEJIOro IBEeTa.
JlomyckaeTcsi He3HauuTeIbHasi MPaMOPHOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxazaHus1 K NPUMEHECHHIO

Tpoiinag Tepanus

Jleuenue xponuueckoro BupycHoro remaruta C (renorun 1 Bupyca rematuta C) B KOMOMHAINH C
OorenpeBUpOM U MITHHTEpPepoHoM anbda-2b y B3pocibix nanuenToB (18 et u crapiie) ¢ KoMIeH-
CHUPOBaHHBIM 3a00JIeBaHUEM IE€YEHH, KOTOpPhIE paHee He MOJIy4add MPOTUBOBUPYCHYIO Teparuio,
1100 y MalMEeHTOB, Y KOTOPBIX MPEIIECTBYIOIIEE TPOTUBOBUPYCHOE JIeUeHUE 0Ka3anoch Headek-
TUBHBIM.

JIBoiiHasg Tepanus

Jleuenne xpoHudeckoro BupycHoro remaruta C y B3pOCIHBIX NMAaMEHTOB M JeTei or 3 no 18 mer
TOJIBKO B KOMOMHaLUU ¢ uHTEpPepoHoM anbda-2b wiu maruareppepoHom anbda-2b. Pubasupun B
KaueCTBE MOHOTEPAIIUU HE IPUMEHSETCS.

HaHI/IeHTBI, PaHEC HC NTOJIYYaBIIKUE TEPAITUTIO

Bspocnvie

* TpoifHas Tepanus — JiedeHne xponnyeckoro remnartuta C (renotun 1 Bupyca renaruta C) B KOM-
OuHaIK ¢ mAIruHTepPepoHoM anbda-2b u GoLEnpPeBUPOM y B3POCIBIX MALUEHTOB ¢ KOMIIEHCH-
POBaHHBIM 3200JIEBAHUEM T1€UEHU;

* JIBOIHAs Tepamus — JiedeHne XpoHuueckoro renaruta C B KOMOMHALMHU ¢ HHTep(HEpOHOM alb(a-
2b nnu maru"TepdepoHoM anb(a-2b y B3pOoCibIX MalueHToB, cepono3utuBHbiXx kK PHK Bupyca
rernatuta C, He UMEIOIIMX MPU3HAKOB JIEKOMITEHCALIMH 3a00JIeBaHUS MT€YEHH, C MTOBBIIIIEHHON aK-
TuBHOCTBIO AJIT, KOTOpBIE paHee He MOTydanu TEPANNIO;

* JBOWHAas Tepamus — JIeYeHHe XpoHHYeckoro rematuta C B KOMOMHAIMU C MATHHTEP(HEPOHOM
anb(ha-2b y B3pOCIIBIX TAIIMEHTOB C KOMIIEHCHPOBAHHBIM IUPPO30M ITEYCHUE U/WITH C KITHHAYECKH
crabunpHol BUY-undexmmeii.



- -

ot 08.04.2026 N= 7183

(NOCNEOOBATENBHOCTE 0002)

Jlemu om 3 0o 18 nem

COOTBETCTBYET ZKCNEPTHOMY OTUETY

* JIBOWHAas Tepamus — JICYCHHE XpoHudeckoro renaruta C B KOMOWHAIIUHN ¢ HHTEPPEPOHOM abda-
2b wnu meruHTepdPepoHoM anbda-2b y ManueHToB AETCKOTo Bo3pacTta (0T 3 JIeT), CepOnO3UTHB-
Hbeix kK PHK Bupyca renarura C, He IMEIOIINX MPU3HAKOB JEKOMIICHCAIIUY 3a00JICBaHUS TICUCHH,
KOTOPBIM JICUEHHE paHee TPOBOAMIIOCH.

[Tpu mpUHATUU pelIeHUs] 0 HEOOXOIUMOCTH JICYCHUS MEeIUATPUICCKUX MAIMEHTOB BAXKHO YUYUTHI-
BaTh, YTO KOMOMHHMPOBAaHHAs TepalHs MOXKET BBI3BaTh 33JICPKKY POCTa Y HEKOTOPBIX MAI[MCHTOB
JIETCKOTO0 BO3pacTa. Pemenue o Ha3HAYCHUH JICUEHUS JOJKHO OBITh IPUHATO B 3aBUCUMOCTHU OT KOH-
KpeTHOTro ciaydas (cM. pazzaen 4.4).

HaHI/IeHTBI, PpaHEC ITOJYYABIINMEC TCPAIIUIO

Bspocnvie

* TpoilHas Tepanus — JiedeHue xpoHunueckoro remnarura C (renorun 1 Bupyca renaruta C) B KOM-
OuHaIMK ¢ mAruHTepPepoHoM anbda-2b u GoLenpeBUPOM y B3pOCIbIX MALUEHTOB ¢ KOMIIEHCH-
pOBaHHBIM 3a00JIEBaHUEM IE€YEHM, Y KOTOPBIX IPEILIECTBYIOLIEE IMPOTUBOBUPYCHOE JICUEHUE
OKa3asioch HeA((PEKTUBHBIM;

* JIBOWHAs Tepamus — JIeYeHHe XpoHuYeckoro remaruta C B KOMOMHAIMU C MATHHTEP(HEPOHOM
anb(da-2b y B3pOCIIbIX NAIIMEHTOB, Y KOTOPBIX MPEIISCTBYOMIAs Tepanus nHTephepoHoM albha
(TMOrUIMPOBAHHBIM WIIA HETIATHIMPOBAHHBIM) ¥ PUOABHPHUHOM HITU MOHOTEpaNusi HHTEp(HEPOHOM
oKasasiach Hed(PPEKTHUBHOM;

* JIBOWHAs TepaIus — JISYCHUE XPOHUUECKOTO renatuta C y B3pOCIIbIX MAICHTOB B KOMOMHAIINN C
unTepdepoHoM anbda-2b, panee mosrydaBmux MOHOTEpANUIO HHTEPPEpOHOM anb(a (¢ HopMaIU-
3armeid aktuBHOCTH AJIT K KOHITY JIedeOHOTO Kypca), Y KOTOPBIX BIIOCIIECICTBUN BO3HUK PEIIUTUB
3a00JeBaHuUs.

[Tpu Ha3HAUYEHUN KOMOMHUPOBAHHOM Teparnuy HEOOXOIUMO TaKKe PYKOBOJCTBOBATHCS HHCTPYKITH-
SIMU IO MEAMLIMHCKOMY MPUMEHEHUI0 HHTepdepoHa anbda, marunteppepona anbda-2b u 6onenpe-
BUpA.

4.2. Pesxum 103MpPOBaHNUS U CNIOCO0 MPUMEHEHUSs

Jleyenue moKEeH HAYMHATH M 3aT€M MTOCTOSIHHO KOHTPOJIUPOBATH BPay C OMBITOM JICUCHHS XPOHHUYE-
ckoro remarura C.

[Ipenapat Pu6aBupun KaHoH nomkeH NPpUMEHSTHCS B KOMOMHAIIMY € IATUHTEPPEpoHOM anbda-2b
win uaTepdepoHoM anbda-2b (qBoMHAS Tepanus) WIK y B3pOCIBIX MALUEHTOB ¢ XPOHHUUECKUM Te-
natutoM C reHotuma 1 B koMOMHAIMK ¢ OoenpeBUpPOM H MIruHTephepoHoM anbha-2b (TpoiiHast
Tepamnus).

Nudopmanus o npumeHeHNN OorenpeBrpa, mruatepdepona anbda-2b unm uaTepdepona anbda-
2b mpencTaBieHa B MHCTPYKIIUAX MO MEIUIIMHCKOMY MIPUMEHEHHIO TaHHBIX JICKApCTBEHHBIX Tpera-
paros.

PexxuM 103upoBaHus

Jlo3a npenapara PubaBupun KanoH paccunThiBaeTcs Ha OCHOBaHMM Macchl Tena manueHrta (Tal-
auna 1.).

[Ipenapat PubaBupun KaHoH noimkeH NpUMEHSTHCS B KOMOMHAIIMH € MIITUHTEPPEpoHOM albda-2b
(1,5 Mxr/kr/nenens) 6o uaTepdeponom ansda-2b (3 maa ME 3 paza B Henento). Beibop xomoOu-
HUPOBAHHOI CXEMbl OCHOBBIBAETCA Ha OCOOEHHOCTSX 3abosieBaHus naunuenra. [Ipumensemsle mpe-
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OMHMPOBAHHOM Tepanuy WHAWBUAYAIBHO JUIs KaXJoro namueHta. Mupopmanus o mpuMeHEHUH
OouenpeBrpa B TPOITHON Tepanuu NpeCcTaBlIeHa B UHCTPYKIUHU 10 TPUMEHEHHUIO OOLIeTIpeBUpA.

Tabmuma 1. [lo3a npenapata PubaBupun KanoH Ha OCHOBaHWM MacChl TeJia JIJIS MAllUeHTOB TOJIBKO C
Bupycom renarurta C (BI'C) wiu ko-undexnueir BI'C/BUY nroboro renoTuna

Macca tena marmenta | CyTodHas f03a mpermapara KonuuectBo Pexxum no3upoBaHust
(xr) PubaBupun Kanon TabaeTok mo 200 Mr
<65 800 Mr 4 2 TabNeTKH yTPOM
2 TabJIETKH BEUECPOM
65-80 1000 mr 5 2 TaONeTKH yTPOM
3 TabieTKu BeuepoM
81-105 1200 mr 6 3 TabieTku yTpom
3 TabJeTKN BeUepOM
> 105 1400 mr 7 3 TabIeTKH yTpOM
4 TabneTKu BeYepoM

IIpenapar Pubasupun Kanon B koMOuHauu ¢ 60LenpeBUpOM U O3ruHrepdepoHom anbda-2b unu
TOJBKO ¢ maruarepdeponom anbda-2b

HpOOOJZOfCleeﬂbHOCmb JIeYEeHUAL. HauueHmbl, panee He noaydasuiue mepanuio

Tpounas mepanus

Nudopmarius npeacTaBieHa B HHCTPYKIUAX [0 MEIUIIMHCKOMY IPUMEHEHHUIO IpenapaToB Oolernpe-
BUpa U maruaTepdepona anbda-2b.

lsotinas mepanus ¢ naeunmepgheporom anvpa-2b

Bo03M0XHOCTB TPOTrHO3UPOBAHUS YCTOMYMUBOTO BUPYCOJIOTHYECKOTO OTBETA: MAJIOBEPOSTHO, YTO I1a-
LUEHTHI, TH(PUIIMPOBaHHbIE BUPYCOM I'€HOTHIIA 1, y KOTOPBIX HE yJIaeTcs 10CTUYb HEONPEENIeMOro
PHK BI'C B xpoBU WM IPOIEMOHCTPUPOBATH a/I€KBATHBIN BUPYCOIOTHYECKU OTBET Ha 4 win 12
Hejiesne, JOCTUTHYT YCTOMYMBOTO BUPYCOJIOIMUYECKOTO OTBETA. Y JAaHHBIX MAI[MEHTOB JOJKHA ObITh
PaccMOTPEHA BEPOATHOCTh OTMEHBI JICUCHUS.

T'enorun 1

e V nanuenTtos, y kotopeix PHK BI'C He onpenensercs Ha 12 Henene jiedeHus, JJeUeHUE JOHKHO
pojaoiKaThes ee 9 mecsies (To ecTh Bcero 48 Henenb);

e VYV ManueHTos, ¢ onpenenseMsiM, HO >2 logio camxernneM PHK BI'C no cpaBHEHHIO ¢ HCXOIHBIM
Ha 12 Hepene neyeHus, 1O KHA OBITH TPOBEICHA OlICHKA JieueHus Ha 24 Hexaene u, eciiu PHK BI'C
HE OmpeJeNsieTcs, MOJHBIA KypC Teparnuu J0KEeH ObITh POAOIKEH (TO eCTh Beero 48 Henenb).
Ecmu PHK BI'C Ha 24 Hepnene nedeHus Bce e1e OnpeaesieTcsl, HE00X0IMMO OTMEHUTh TE€Panuio;

e V nauuentoB ¢ BI'C renotuna 1 u Hu3koit BupycHoi Harpy3koit (<600 000 ME/mi), y KOTOpBIX
Ha 4 u 24 vepensax neyenuss PHK BI'C He onpenensiercs, nedueHue AOKHO ObITh JIMOO MpeKpa-
LIEHO nociie 24-HelleNnbHOro Kypca, JM00 MPOAOIKEHO B TE€UEHHUE JTOMOJHUTENbHBIX 24 Helelb
(To ecTh 00IIast MPOJAOIKUTEIBLHOCTh Kypca COcTaBUT 48 Hezenb). OHAKO KypC MPOJOIHKUTENb-
HOCTbBIO 24 He/lean MOKeT ObITh CBsA3aH ¢ 0ojiee BHICOKUM PUCKOM pelUINBa, YeM Kypc MpOoJI0JI-
KUTEIBHOCTBIO 48 Henens.

T'esorun 2 niu 3

JInst Bcex ManueHTOB PEKOMEH/IyeTCsl JIeUeHUE B BUJIE ABOMHON Tepanuu B TeueHUe 24 Henenb, 3a
HCKITIOYCHHNEM MmarueHToB ¢ Ko-uHpexnuerr BI'C/BUY, 11t KOTOPBIX KypcC JI€UEHHS TIOJDKEH COCTaB-
TATh 48 Henenb.
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B nenom cumraercs, 4To nauueHTsl, y Kotopbix umeercst BI'C renoruna 4, cioxHee noanarorcs je-
yeHuto. OrpaHMyYeHHbIE JaHHbIE UCCIIe0BaHUM (n=66) yKa3bIBalOT Ha TO, YTO TaKUM MalUEHTaM
MO>KHO IPOBOJIUTH KypcC TEpAIlUU, paBHO3HAYHBIN Kypcy a1 nauueHtoB ¢ BI'C renorumna 1.

IIpooonsicumenvrocmo nevenus. Iayuenmot ¢ ko-ungpexyueti BI'C/BUY, panee ne nonyuasuiue me-
panuio

leotinas mepanus

PexoMeHnyeMast mpoI0KUTENILHOCTD JIedeHus npenaparoMm Pubasupun KanoH B 103e, paccunTaH-
HOM Ha OCHOBaHMM Macchl Tena (cM. Tabmuiy 1.), y manmenToB ¢ ko-undeknueir BI'C/BUY cocras-
nsiet 48 Henenb ABOMHON Tepanuu, He3aBucuMo oT renotumna BI'C.

Bo03M0OXXHOCTB MPOTHO3UPOBAHUSI OTBETA U €TI0 OTCYTCTBUS Y IMAIMEHTOB ¢ Ko-uHpekueit BI'C/BUY,
paHee He MONTYYaBIIMX TEPAIUIO: pAHHUN BHUPYCOJOTHYECKHI OTBET Ha 12 Hemene, onpeaesieMblid
Kak 2 logio cCHI>KeHUE BUPYCHOM HAarpy3ku uin Heonpeaensemble 3nadenust PHK BI'C, sBisercs no-
Ka3zaTelieM YCTOMYMBOTO oTBeTa. OTpHUIIATEIBHBIN MMapaMeTp MPEICKa3yeMOCTH OTBETa Y TAIlICHTOB
¢ ko-un¢pekuuerr BI'C/BUY, npuHrMaBmnx pudbaBupruH B KOMOWHAIIMY ¢ IITUHTEpdepoHoM anbda-
2b, coctaBmi 99 % (67/68). TlonoxuTenbHOE 3HAYCHHE OT IMpejckazyemMoro oreera B 50 % HalOro-
Janoch y nainueHToB ¢ ko-unpexmueit BI'C/BUY, nonyuasimux ABoiinyto Tepanuto (52/104).

HpOOOJZOfCleeﬂbHOCmb JIeYEeHUAL. HabﬂleHl’I’Ibl, nojiydarowue noenioproe jlederue

Tpotinas mepanus

WNudopmanus npencraBieHa B MHCTPYKIUAX 110 MPUMEHEHHIO MpenapaTroB OoIenpeBupa U MITUH-
tepdepona anbda-2b.

/lsotinas mepanus ¢ naecunmepghepornom anvpa-2b:

B03MOXHOCTE TPOrHO3MPOBAHUS YCTOMYNBOIO BUPYCOJIOTMUECKOTO OTBETA: BCE MALUEHTHI, BHE 3a-
BucuMoctu ot reHotuna BI'C, y kotopsix 3Hauenne PHK BI'C B cpiBOpoTKe ObUIO HUXKE MPEEsIoB
oOHapy>xeHMs Ha 12 Hezerne, JOJKHBI [T0JTydaTh Kypc JiedeHus B TeueHue 48 Henenb. ManoBeposTHO,
YTO y MalMEHTOB, paHee MOTyYaBIIUX J€UEeHUE, Y KOTOPBIX He ObLI IOCTUTHYT BUPYCOJIOTHYECKUI
otseT (T.e. 3HaueHue PHK BI'C ke npeznenoB oOHapysxeHus) Ha 12 Hezaene, OyAeT JOCTUTHYT BH-
PYCOJIOTUYECKHI OTBET Ha 48 HeJese Teparuu.

IToBTOpHOE JIeUEeHNE MPOAOKUTENBHOCTIO Oosiee 48 Henenpb y nanueHtoB ¢ BI'C renoruna 1 6e3
OTBETa Ha MPEIBIAYIIYIO TEPANUI0 C IPUMEHEHHEM KOMOWHUPOBAHHON TEpaniy MATHIIMPOBAHHBIM
uHTephepoHOM anbda-2b u pubaBUPMHOM HE U3yHalIOCh.

Ilpenapam Pubasupun Kanon 6 kombunayuu ¢ unmepghepornom anvgha-2b (monvko 0sounas mepa-
nust)

Ipoodosorcumenvrocms aeuerus ¢ unmepdepornom arbgha-2b:

Ha ocHoBaHuMM pe3ysbTaTOB KIMHUYECKHUX HCCIEAOBAHUM MAallUEHTaM PEKOMEHAYETCS MOJydaTh
JIBOMHYIO TEPANMIO B TE€UCHUE HE MeHee 6 Mecs1eB. Bo BpeMs KITMHUYECKUX UCCIIeI0BaHUM, TTPOJI0JI-
XKaBIIUXCS | TOJ, AJIs MAallMEHTOB, Y KOTOPBIX HE OBLT IOCTUTHYT BUPYCOJOTHYECKHUI OTBET Yepes 6
MecseB jeueHus (1.e. 3HaueHne PHK BI'C Huxe npeznenos oOHapyXeHUs), BEPOATHOCTD JalbHEH-
IIeTO JOCTUKCHHSI BUPYCOJIOTUYECKOTO OTBeTa ObLta KpaitHe mana (T.e. 3Hauenre PHK BI'C nmke
MpeAesioB OOHAPYKEHUS Yepe3 6 MecsIeB TOCIe OTMEHBI JICUCHUS ).

T'enorun 1

JIBoliHas Tepanus AOJKHA IPOJ0JIKAThCA ele 6 Mecsues (T.e. Bcero 1 roj) y ManueHToB ¢ OTCYT-
ctBueM PHK BI'C yepe3 6 mecsliieB mocie jeueHusl.

I'eHoTHOEL, OTIWYHEIE OT 1
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6 MecsIIIeB JICYSHUS JOIDKHO OBITh 00YCIOBICHO APYTUMH HMPOTHOCTHYECKUMH (haKTopamu (Harpu-
Mep, Bo3pacT >40 jeT, My>KCKOH I0JI, MOCTOBUIHBIN (PUOPO3 IeueHN ).

KODDGKHI/ISI PEXKHMMa JO3MPOBAHMA IS BCEX IMAITMCHTOB

Kombunuposannas mepanus

Ecnu npu npuMeHeHnn KOMOMHUPOBAHHOM Tepanuu puOaBUpUH U MIruHTEpdepoHoM anbda-2b nimm
nHTephepoHoM anbha-2b, i pubaBUpuH U MIrKHTEPHEpoHOM alibda-2b u GorenpeBUPOM HAOIIO-
JAl0TCS CEePbE3HbIe HEXeNaTeNbHbIe PEaKLUU WIM OTKJIOHEHUS JaHHBIX JIAOOPATOPHBIX aHAIHM30B,
HEOOXOMMO CKOPPEKTUPOBATh J03bI coryiacHO Tabmuiie 3, mpu BO3MOXHOCTH, JI0 TIOJTHOTO UCUE3-
HOBEHUS peakuuii. YMeHbIICHHE 103 OOLENpeBUpa HE PEKOMEHAyeTCs. B KIMHUYECKUX HCCIe0Ba-
HUSX 11 MOAM(UKAIIMK 1036l ObUTH pa3paboTanbl pykoBozacTBa (Tabmwuia 3.). [Tockoiabky deTkoe
COOJIIOJICHHUE PEeKUMA TEPAITUH SIBJISIETCSI OU€Hb BAXKHBIM JUIS €€ pe3ybTarta, /1032 JI0JDKHA OBITh KaK
MO>KHO ONMKe K peKOMEeHAyeMoM cTanfaapTHOM fo3e. ClenyeT yuuThIBaTh BO3MOXKHOE OTPULIATENb-
HOE BJIMSIHAE YMEHBIIICHH T03bl puOaBuprHA Ha 3()(HEKTUBHOCTH JICUCHUSI.

Tabnuua 3. Meroauueckue yka3zaHHs 10 HU3MEHEHHUIO 103 KOMOMHUPOBAHHOM Tepanuy Ha OCHOBaHUU
JAHHBIX JJAOOPATOPHBIX MTOKA3aTEIEH.

CHHKeHHe 036l TOJBKO
uaTepdepona ambha-2b
Wi maruaTepdepoHa
anba-2b (cm. Ilpume-

CHmxenue JI03BI
TOJIBKO  Ipemnapata
PubaBupun Kanon

(cMm. IIpumeuanue 1),

[Ipekpamenue
Teparuu, eciu™:

JlabopaTopHbie MoKa3aTenu

eCIIH: JaHue 2), €CIIH:
Konuentpanus
HeHTpatt <100 t/x - <85t/
reMoriaoouHa
Bspocinrie: Konnentpanus remornoomna cHu3miack Ha | <120 /1 yepe3 4 He-

>20 r/11 B TeueHue JIOOBIX 4 HENEIb B XOJIE JIeUe- | €I IIOCIIE CHIKEHUS

Konnentparust remornodnHa

HUS  (TIOCTOSHHOE TPUMEHEHUE TOHWKEHHOM | 03Bl
y MaIMEeHTOB ¢ 3a00JIeBAaHUEM 0381)
cep/a B crabuiibHOU hopme A
et o1 3 10 18 stet He npumenunmo (cm. paznuen 4.4)
KoHnieHTparys reMorioouHa
Yucio JeHKOIUTOB - <1,5x10%/n <1,0x10%n
Yuco HeHTpopuIIos - <0,75x10%/n <0,5x10%/n

Ywco TpoMOOIIUTOB

Bspocasie: <50x10%/n
Jetn ot 3 mo 18 mer:
<70x10°/n

Bspocasie: <25x10%/n
Jern ot 3 go 18 jer:
<50x10°/n

Konuentpanus
OounnpyOunHa

CBA3aHHOT'O

2,5xBI'H**

Konnenrpamust  cBob6ogHOTO
OomnupyOuHa

> 0,05r1/n

B teuenne >4 nenenn
B3spocisie: >0,04 /0

Hetu ot 3 5o 18 net
npu JICUHCHHUU UHTEP-
deponom  anbda-2b
>0,05 1/m;

NpU JICUCHUH TIATHH-
tepdeporHoM  anbda-
2b >0,04 r/n

KOHLICHTpaLII/IS[ KpCaTUHUH

> (0,02 r/n
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OETEACEG s ripenaar.

LB

Knupenc kpeatnnnna — —
p p PubaBupnan  Kanon

ecinu <50 Mu1/MuH

AnanunamuHoTpaHcdepaza | B 2 x (bazoBoe 3Haue-
TN Hue) u >10 x BI'H **
AcmapratamuHoTpanchepasa HJTH

2 x (bazoBoe 3Haue-
Hue) u >10 x BI'H

* CM. KpUTEpUM M3MEHEHHs J03 M OTMEHBI JEKapCTBEHHBIX IIPENapaToB MiruHTepdepona anbpa-2b u uaTepdepona
anb(a-2b B HHCTPYKIMAX O IPUMEHEHHIO JaHHBIX JIEKAPCTBEHHBIX MTPENapaToB.

** BI'H - BepXHsis rpaHUIia HOPMBL.

[Ipumeuanue 1: y B3pOCHbIX MAMEHTOB MEPBOE YMEHbIIIEHUE 103kl MpenapaTa PubaBupun Kanou
coctasisieT 200 mr/cyT (y nanuenToB, npuHuMaommx 1400 Mr B CyTKH, YMEHBIICHHE 10351 JOJKHO
coctaBiaTh 400 mr/cyT). [Ipu HeoOXoauMOCTH BTOpPOE yMEHbIIEHUE 03Bl mpemnapara PubaBupun
Kanon cocrasnsier gononaurensapie 200 mMr/cyT. [lanneHTsl, y KOTOPBIX €KeIHEBHAs 7032 Mperna-
pata PubaBupun Kanon cHmkena no 600 mr, npunumaiot 1 tabnerky 200 Mr yTpom u 2 TaGneTku
200 Mr BeuepoMm.

VY nereit ot 3 1o 18 net, npuHUMAarOMKMX pubaBUPUH U MITHHTEPhEpoH anbda-2b, mepBoe yMeHblIIe-
HUE 1036l pHOAaBUPHUHA COCTABISET 10 12 MI/KI/CyT, BTOpO€ YMEHBIICHHE 03Bl — 10 § MI/KI/CyT. Y
nereit ot 3 1o 18 ner, npuHuMaronMx pudaBuprH U HHTEpPepoH anbda-2b, 103a pubaBUpPHUH CHU-
xKaetcs 710 7,5 MI/Kr/CyT.

[Tpumeyanue 2: y B3pOCIbIX MAMEHTOB, MPUHUMAIOIINX pHOaBUPUH U mAruHTepdepoH anbda-2b,
NepBOE YMEHBIIICHHE 1036l MIrHHTepdepona anbda-2b cocrasisier 10 1 mxr/kr/Henemo. [1pu HeoO-
XOJIMMOCTH BTOPOE YMEHBILICHUE 03Bl MITUHTEphepona anbda-2b cocrapnser 0,5 MKI/Kr/Heaes.

V nereit ot 3 1o 18 ner, npuHUMarOImMX pubdaBUPUH U MAIrMHTEPdEpOH anbda-2b, nepBoe yMeHblIe-
HUe 11036l MaruHTepdepoHa anbha-2b cocrapnser 10 40 MKI/M*/Hee0, BTOPOE YMEHbIICHUE 03bI
mruatepdepona anbda-2b cocrasnser 10 20 MKr/M*/Heemo.

V B3pocnbIx U feteit ot 3 1o 18 ner, npuHumaromux pudaBupuH U uHTEpdepoH anbda-2b, caenyer
yMEHbIIATh 103y uHTep(pepoHa anbda-2b B 2 paza.

Oco0nIe T'PYIIIBI HATWMCHTOB

ﬂut;a nooaicus1oco so3pacma

He nabmionaercst 3HaUMTENBHON 3aBUCUMOCTH (DapMaKOKWHETUKU prOaBUpPHHA OT BO3pacTa Mallu-
enta. OgHAKO, Kak U y 060jee MOJIOJBIX MAIMEHTOB, TIEpe]l HauajJoM MpUMeEHeHus npenaparta Puba-
BUPUH HEOOXOAUMO OLIEHUTH (PYHKITHIO TTOYEK.

Hab;ueHmbl C NOYEeYHOU HedoCMAamo4HOCbIO

dapmMakOKMHETHKA pHUOaBUPHUHA W3MEHSETCA Yy MAllMeHTOB C HapylleHHueM (YHKIMU MOYeK H3-3a
CHIDKEHHSI SIBHOTO KITMPEHCA KpeaTHHIHA Y JaHHBIX TAIMEeHTOB. TakuM 00pa3om, 10 Hadaia Teparnuu
puOaBUPUH PEKOMEHAYETCS OLEHUTh (PYHKIUIO MOYEK y BCEX MAlUeHTOB. [laliueHTsl ¢ KIMpeHcoM
KpeatnHnHa MeHee 50 MJI/MUH He MOTYT IpHHUMAaTh pubaBupuH (cM. pasnen 4.3). [lanuenTsl ¢ Hapy-
IIeHueM (YHKIUHU MOYEK JTOJKHBI HAXOJUThCS MO/ TIIATEIbHBIM KOHTPOJIEM Ha MPeAMET Pa3BUTHUS
aHeMuu. Ecnii KOHIIEHTpanysi KpeaTUHUHA B TUIa3Me KpoBH yBenwautces 10 >0,02 r/n (tabnuma 3.),
TO JIedeHue nmpenaparoMm PubaBupun u myruatepdeporom anbda-2b/unrepdeponom anbda-2b HeoO-
XOIMMO OTMEHHUTH.

Hab;ueﬂmw C NeYeHOYHOoU HedoCMAamo4HOCbIO

Mexay npuemoM prbaBupHHa U GYHKLIUSAMH MIEYCHU HE YCTAaHOBJICHO (papMaKOKUHETUYECKOH B3a-
UMOCBs3U. Takum 00pa3om, HET HEOOXOANMOCTH KOPPEKTHPOBATh 103y PUOABUPHH Yy MAIlIEHTOB C
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HapyuienueM QyHkuuu nedenu. [Ipumenenue pubaByprHa np@glla;)’;llgléga IS@EL—IICI;{ITJB:'CJI’HI}IKIBI-

JIpIMU HapymieHusiMu GyHkuH nedeHu (knacc B nnn C no xnaccudukanuu Yaitng-I1sio) wim ne-
KOMITEHCHPOBAHHBIM IIUPPO30M IeueHH (cM. pazzen 4.3).

THayuenmui ¢ xo-unghexyueti BI'C/BUY

VY manueHToB, TPUHUMAIONINX HYKJICO3UIHbIE MHTHOUTOPBI oOpaTHOM TpaHckpunTasbl (HUOT) B
KOMOWHAIMH ¢ puOaBUPHUHOM U UHTEPHEPOHOM albda-2b mim maruaTepdepoHom aibda-2b, Mmoxer
HaOJII0AATHCS MOBBILIEHHBIH PUCK PA3BUTHUS MUTOXOHIPHAIBHON TOKCUYHOCTH, JAKTOALM103a U Jie-
KOMIICHCAIK 3a00JeBannii meueHu (cM. pasaen 4.4). HeoOXxoauMo 03HaKOMHUTBCS C MHCTPYKIMSMU
110 MEIULIMHCKOMY NPUMEHEHUIO IaHHBIX JIEKapCTBEHHBIX IpenapaToB.

CTHU

bezonacHocth u a3 pexTuBHOCTS NMpenapata PubaBupun Kanon y nereii B Bozpacte ot 0 10 3 1eT ¢
Maccoi Tesna MeHee 25 KT Ha JaHHbI MOMEHT HEe YCTaHOBJICHBI.

Jlemu om 3 0o 18 nem (06otinas mepanus)

Jlo3a npenapara Pubasupun Kanon nnst gereit ot 3 1o 18 net qomkHa pacCYUTHIBATHCS HA OCHOBA-
HUM MaccChl Teja, 103a mruarepdepona anbda-2b u uaTepdepona anbda-2b - Ha OCHOBAHUHU ILIO-
I[a/IM TTIOBEPXHOCTH TeJa.

o3a ona kombunuposannot mepanuu ¢ naeunmepghepornom anvga-2b y demeii om 3 0o 18 nem:

PexoMeHi0BaHHAs 71032 IdruHTepdepona ambda-2b cocraBnseT 60 MKI/M*/Henemio MOJKOKHO B
KoMOuHarmu ¢ npenapatoM Pubasupun Kanon 15 mr/kr/cytku (Tabnuua 2.).

Joza ona kombunuposannot mepanuu ¢ unmepgepornom anrvga-2b y oemeti om 3 0o 18 nem:

B kIMHMYECKMX MCCIeIOBAHUAX, TIPOBEICHHBIX Y JAHHOM MOMYJISAUH MAl[UEHTOB, pPUOaBUPUH U HH-
TepdepoH anbda-2b npumensuck B 103e 15 mr/kr/cyTtku u 3 maa ME/M? 3 pasa B HeJIeII0 COOTBET-
ctBeHHo (Tabnuma 2.).

Tabmuma 2. Pexomenayembie 10361 puOaBUpPUHA B 3aBUCUMOCTH OT MacChl Teja MalMeHTa Mpu MpH-
MEHEHUU KOMOMHUPOBAHHOMU Tepanuu ¢ HHTeppepoHoM anbda-2b umm myruaTeppepoHom anbda-2b
y aereit ot 3 o 18 ner.

Macca tena nauuenta | CyTouHas g03a mnpera- Komunuectso Pexum no3zupoBanus
(xr) pata PubaBupun Kanon Tabnerok mo 200 mr
25-36 400 mr 2 TabieTku 1 TabneTka yTpom

1 Tabnerka Beuepom

37-49 600 mMr 3 Ta0netku 1 Tabnerka yTpom
2 Ta0JNeTKH BEeYepOM

50-65 800 mr 4 TabNeTKH 2 TabNeTKH yTpOM
2 TabNeTKN BeUEepPOM

> 65 CwM. Tabnmiry pacuera 103 U B3pocibix manueHToB (Tabmwmma 1.)

IIpooonsicumenvrocmo newenusn y oemeii om 3 0o 18 1em

e ['egorum 1

Pexomenayemast mpo10JKUTENBHOCT IBOMHOM Tepanuu coctasiseT 1 roa. B kimHnueckux uccie-
JIOBAaHUSAX KOMOMHUPOBAHHOW Tepanuu CO CTaHAAPTHBIM HHTEpdepoHoM y neteit ot 3 go 18 et
(oTpuIaTenbHOE MPEIUKTUBHOE 3HAUeHHUE s uHTepdepoHa anbda-2b/pubaBuprHa COCTABISET
96 %) ObLTO YCTaHOBIIEHO, YTO, €CIIU Y MAIIMEHTOB Ha 12 Henese TeYeHUs He JOCTUTAeTCsl BUPYCO-
JIOTUYECKUI OTBET, MO3/IHEE OTBETA JOCTUTHYTO He OyneT. [loaToMy pekoMeHyeTcs, 4To0bl y Je-
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TeH, NOTy4arolnX KOMOMHUPOBAHHYIO TEPAIMIO B BUIC I/IHTCB&;C'ETO%@II 5 Ii‘ﬁg;pr poBAlL

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

HOTO WJIM HEITWIIMPOBAHHOT0) U npenapara Pubasupun Kanon, nanuoe geyenne ObIJI0 OTMEHEHO,
ecnu Ha 12 Henene neuenus 3nadeHue PHK BI'C causminocs Ha <2 logio mo cpaBHEHHIO CO 3Have-
HUEM JI0 JIEYEHUs UK eciiu Ha 24 Henene neuenus y Hux onpenensercs PHK BI'C.

e ['enorun 2 umu 3
PexoMeHnyeMast npooKUTENBLHOCTD JBOMHOMN Tepanuy COCTaBIIsIeT 24 HEIeu.
e ['enorun 4

B xnmHMYECKOM HCClenoBaHUM MPUMEHEHHS ITUHTEepdepoHa anbda-2b/pubaBuprHa MpUHUMATIH
yuactue Bcero 5 nereit ot 3 no 18 net ¢ BI'C renotuna 4. PekoMenayemMasi poJ0JIKUTEIbHOCTD
JBOMHOM Tepanuu coctaBisieT 1 roa. Jledenue myruaTepdeponom anbha-2b/prubaBUpUHOM TOJIKHO
ObITh IpekpaineHo, eciau 3Hauenne PHK BI'C na 12 nepene neyenus causminock <2 logio Mo cpaBHe-
HUIO CO 3HAUEHUEM JI0 JIeYeHHsI U ecliu Ha 24 Henene neuenus y Hux onpenensercas PHK BI'C.

Cooco0 nmpuMeHeHnst

BHYTpL, HC pa3>XCBbIBas U 3allMBasd AOCTATOYHBIM KOJIUYCCTBOM KHUIAKOCTH.

Tabnerku npenapara PubaBupun KaHoH JOJKHBI IPUHUMATHLCS BHYTPb €XKEIHEBHO (YTPOM U Beue-
POM) BO BpeMs IipueMa MUIIIH.

4.3. [IporuBonoKka3zanusi
® TUIEPUYYBCTBUTEIHLHOCTH K pHOABUPHUHY W/WJIH K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIICCTB, Iepe-

YUCJICHHBIX B pazjene 6.1;

e TsDKelble 3a00JIeBaHuUs cepala, BKIIro4as HeCTaOMIIbHBIC U HCKOHTPOJIUPYCMBIC (bOpMLI, cyuie-
CTBOBABIIME, KAK MUHUMYM B TCUCHUC 6 MCCALECB, MTPCAMICCTBYIOINX JICYCHUIO,

® BbIpOKEHHAs JENpPECcCHs, CYUIUAATbHBIE MBICIH WM TOMBITKH, B TOM YHCIE MO JaHHBIM
aHaMHe3a (TOJIbKO JJi fieTedt ot 3 g0 18 mer);

¢ XpOHHYECKAA IMoY€YHass HEAOCTATOUYHOCTDb (K.]'II/IpeHC KpCaTHHUHA <50 MJ'I/MI/IH), HCO6XO,[[I/IMOCTB
MMPOBEACHUA reMoinuaini3a,

e 3a00JIeBaHUs IIUTOBUIHOM JKeJe3bl, €CJIM OHU He MOJAAI0TCS MEIMKaMEHTO3HOW KOPPEKINH;
® TeMOrIOOMHONATUH (HampuMep, TaJacceMusi, CepIIOBUIHO-KICTOYHAs aHEMHUS);
® ayTOMMMYHHBI! T'€NaTUT WK APyTUe ayTOUMMYHHBbIE 3a00JI€BaHNS;

® I[UPPO3 NEUYEHH C HAIWYMEM IEYEHOYHOM HEIOCTaTOYHOCTH y MAaIlMEHTOB C KO-MHpeKImen
BI'C/BUY (unnekc Yaiina-I1po >6);

e TspKenble HapylmeHus yHkuuu nedenu (knace B wim C no knaccudukanuu Yaitng-I1s0) nmm
JEKOMIIEHCUPOBaHHBIN LIUPPO3 MIEUEHHU;

® TMAIUEHTHI C TSHKEIBIMU U3HYPUTEIbHBIMU 3a00JI€BaHUSIMU;
e OEepeMEeHHOCTb U MEPHOJ] IPYJHOTO BCKapMIMBaHUs (CM. pa3nensl 4.4, 4.6);

e jnerckuii Bo3pact ot 0 10 3 5eT u Macca Tena MeHee 25 Kr (cM. pasnen 4.4).

4.4. OcoOble yka3aHHMs 1 MepPbl NPEI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenapat crneayer NPUMEHSATH C OCTOPOKHOCTBIO MAI[MEHTAM:

e ¢ 3a00JIeBaHUSIMU CEPJICYHO-COCYAUCTOM CUCTEMBI (HE OTHOCSIIMECS K KaTerOpUsIM, YKa3aHHBIM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

® C TSDKEJIBIMH 3a00JICBaHUSMU JIETKUX (HApUMEp, XPOHHYECKHE OOCTPYKTHUBHBIC 3a00JICBAHMUSI
JIETKUX);

® ¢ caxapHbIM AHa0ETOM C KETOAIMJIOTHICCKONH KOMOM;

e HapyUICHHs, CBI3aHHBIMH CO CBEPTHIBAIONICH CUCTEMON KPOBHU (Hammpumep, mpu Tpomoodiaedure,
HMOOJIMY JIETOYHOH apTepuy) WM 3HAYUTEIbHBIM YTHETEHHEM KPOBETBOPHOH (DYHKIIHMU KOCT-
HOT'O MO3ra;

® KOMOMHHMPOBAHHOE JIEYCHHUE C UCIIOIb30BAHNEM BHICOKOAKTUBHON aHTUPETPOBUPYCHOM Tepanuu
(BAAPT) npu conyrctBytomerr BUY-undexmu (B B3 ¢ TOKCHYECKUM BO3/ICHCTBHEM HA MHU-
TOXOHJPUANIbHBIN anmapar 1 MOBBIILIEHHBIM PUCKOM Pa3BUTHUS JIAKTOALN032);

®  BBIpOKXCHHAS JICTIPECCHSI, CYHIIMATLHBIMU MBICIISIMUA WJIH MTOTBITKAMH, B TOM YHCIIE TI0 JJAHHBIM
aHaMHe3a (TOJBKO ISl B3POCIIBIX).

Oco0nIe YKa3aHHuiA

Ha ocnoBanun PE3YJIbTATOB KIMHUYCCKUX I/ICCJICI[OBaHI/If/'I MOKHO YTBCPKAATh, YTO IPUMCHCHUC pPU-
0aBUpHHA B BHJIE MOHOTEpAINUH He sBisieTcs 3G dexTuBHBIM U nipenapatr PubaBupun KaHoH He Mo-
KET MNPUMCHATHCA B BHJAC MOHOTCPAIINU. beszonacHocts u 3(1)(1)6KTI/IBHOCTI) ObLIN YCTaHOBJICHBI
TOJIBKO 11 KOMOMHUPOBAHHOW Tepanuu puOAaBUPHHOM U PACTBOPAMH JIJIsl HHBEKIMI IATHHTEP(E-
poHna anbda-2b unu uaTepdepoHa anbda-2b.

VY Bcex ManueHTOB, BKIIOYEHHBIX B HCCIEJAO0BaHUE XpoHHUYecKoro rematuta C, Oblia mpoBeneHa
OWoTICHUS TICYCHH TIepe] BKIFOUCHUEM B HCCIICIOBAHUE, HO B ONMPEACICHHBIX CIIy4asx (Harpumep, y
nanueHToB ¢ BI'C 2 u 3 reHotumna) jgeuyeHrue MOXKET MPOBOAUTHCA 0€3 MMCTONOTHYECKUX JTaHHBIX.
Pemrenre o He0OX0AMMOCTH MPOBEJCHUSI OMOTICUU TICYSHH /10 Havala JISYEHUs TOJDKHO OBITh OCHO-
BAHO Ha PEKOMEHIALMAX TEKYIIUX METOANYECKUX YKa3aHUM.

Hapywenus co cmoponwl ncuxuxu u yenmpanvrou Hepsroti cucmemsl (LIHC)

ITpu npoBeneHNM KOMOMHHPOBAHHOW Tepanuu ¢ MATUHTEphepoHoM anb(a-2b unu naTephepoHoM
anbda-2b u naxke B TeUeHUE 6 MECSIIEB MTOCIIE OTMEHBI JICUEHUSI Y HEKOTOPBIX MAIlMEHTOB Ha0J0 /13-
JMCh TsKenble HapymeHus co croponbl IIHC, B yacTHOCTH, ienpeccust, CyMIuAaabHbIe MBICIN WIN
MOMBITKU cyunyaa. ¥ aeteut ot 3 no 18 net, npuHuMaBIIMX pUOABUPUH B KOMOMHAIMU C UHTEpde-
poHOM anbda-2b, cynunuaanbHble MBICIU WX MOMBITKH CyHIMIa HaOM01aIuch Oosiee 4acTo, YeM y
B3pocibiX (2,4 % no cpaBHeHHIO ¢ 1 %) BO BpeMsl JieueHus U B TEUEHUE MTOCIEYIOIIEro 6-MeCIYHOro
nepuosia HabmoaeHus. Kak u y B3pocnsix, y aetei ot 3 1o 18 ner Habmoganuchy qpyrue Hexena-
TeJIbHbIE MICUXWYECKUE peakluu (HampuMmep, Jenpeccus, SMOIMOHAIbHAs JAOUJIBbHOCTh U COHJIM-
BocTh). [pyrue apdexrsi co croponsr LIHC, Brimoyatomue B cedst arpecCUBHOE MOBEACHUE (MHOTAA
HaIpaBJIEHHOE MPOTHB JPYTUX, HAPUMEP, TOMUIUAAIBHBIE MBICIH), OUMIOJIIPHOE PACcCCTPOICTBO,
MaHHIO, CITyTAaHHOCTb M U3MEHEHHE CO3HAHMS, TaK)Ke HAOII0AAINCh IPU MPUMEHEHHH UHTEp(epo-
HOB anb(a. Y ManueHToB JOJKEeH MPOBOJUTHCS TIIATENbHbIN KOHTPOJIb MPU3HAKOB WM CUMIITOMOB
NCUXUYECKUX 3abosieBanuil. Ecnu mo1o0HbIe CUMIITOMBI TOSIBIISIOTCS, JIeUallliii Bpay JOJDKEH YUH-
THIBaTh MOTEHIIMAIBHYIO ONTACHOCTh JAHHBIX HEKEIaTeIbHBIX 3PPEKTOB U MOA0OPATh COOTBETCTBY-
IOLIYIO JIEKAPCTBEHHYIO Teparnuio. Ecim janHoe cocTosiHuEe He MTPOXOAMT MIIM CTAHOBHUTCS Oouiee TH-
KEITBIM, M BBISBISIFOTCS CYHITUIaIbHBIE M TOMUIIMIATBHBIE MBICITH, PEKOMEHIyeTCS OTMEHHTB JIe-
yeHue mnpenapatoM PubGaBupuH u maruHTepdepoHoM anbda-2b uiam uHTepdepoHoM anbba-2b u
HA3HAYUTh MMALMEHTY COOTBETCTBYIOIIEE ICUXUATPUUECKOE JICUECHHE.

Hanuvue unu anammnes msdcenvix ncuxudeckux 3a001esanutl

Ecnu neyenune npenaparom PubGaBupun B KoMOMHAIMK ¢ MAIruHTEpdEepoHOM anbda-2b winm uaTep-
deponom anbda-2b sBrseTcs HEOOXOIUMBIM Y B3POCIBIX MAIIMEHTOB C HATMYUEM WM HMEIOIIUXCS
B aHaMHe3€e MCUXUYCCKHUX 3a00JICBaHHIA, OHO TOJDKHO OBITh HAYaTO TOJIBKO ITOCIIE COOTBETCTBYIOMICH
JUATHOCTHKY ¥ JICYCHUS TICUXUUECKUX 3a00ICBaHHIA.
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[Tpumenenue pubaBuprHa u uHTEpPepoHa anbda-2b win narm'{l;légﬁ-):e "

18 et ¢ HaJIMYKMEM HJIM aHAMHE30M TSDKEIIBIX IICUXUYECKUX 3a001eBaHUI IIPOTHUBOIIOKA3aHO.
Hal/;ueHl’l’Zbl cpaccmpoﬁcmeozw, Bbl36AHHbIM ynompe@zenuexw ncuxoakmueHvlx eeuiecme

[Tpu nedyenun uHTepPepoHOoM anb(ha nanueHTsl ¢ renaturom C, CTpagaromue paccTpoiCcTBOM, BbI-
3BAHHBIM YIOTPEOIEHNEM IICUXOAKTUBHBIX BEIIECTB (JIKOI0JIb, MAPUXyaHa U T.J1.), BXOJAT B IPYIILY
MAIMEHTOB C MOBBIIICHHBIM PHCKOM Pa3BUTHUS MCHUXWYECKUX 3a00JIEBaHUI WU YXYIILICHHEM YK
cyuiecTByromux. Ecnu nedenne nnrephepoHoM anbda i JaHHBIX TAllUEHTOB SIBJIIETCS HE00X01u-
MBIM, TO HAJIMYME COMYTCTBYIOIMHUX 3a00JI€BaHUI M BO3MOXKHOE 3JI0yNOTpeOIeHNE TICUXO0AKTUBHBIMU
BEIIECTBAMH JIOJDKHBI OBITh TILATEIBHO OLIEHEHBI IIepe/l HayajaoM Tepanuu. [ OLeHKH, JeUeHUs U
HAOJIOACHNUS 32 MMAMEHTaMU MOTYT OBITh IPUBJICYCHBI CIICHUATNUCTHI IPYTUX HANPaBICHUH, BKIIIO-
qasi [ICUXUaTpa Uiy HapKosiora. Bo Bpems IpoBeACHUsI JIEUEHUS U [TOCIIE €0 MPEKPALLEHUS TALIUEHT
JOJKEH HAaXOAUThCS 1101 HAa0JII0IeHUeEM crienuanucta. [Ipy noBTOpHOM BO3HUKHOBEHUH UJIU Pa3BU-
TUU IICUXUYECKUX 3a00JI€BaHUI UIIN 3aBUCUMOCTEI pEKOMEHIyeTCsl paHHEe BMEIaTeIbCTBO.

eTH
PuGaBupun He cnenyet Ha3Havath AeTsM oT 0 10 3 et u Maccoil Tena Menee 25 Kr.

VY nereii ot 3 10 18 sieT npu HAIMYKMK TSHKEIIBIX ICUXUYECKUX 3a001€BaHU (B TOM YKCIIE B aHAMHE3E)
npuMeHeHue npenapara PubaBupun u uatepdepona anbda-2b wim maruaTepdepona anbda-2b mpo-
THUBOIIOKA3aHO.

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

[Tpu mpoBeeHnu Kypca Tepanuu nHTepdepoHa (HEMITIIMPOBAHHOTO U MITUIMPOBAHHOTO0) M pubda-
BUPHHA TIPOJIOJKUTEIBHOCTBIO JI0 48 HEellb y MAIMeHTOB B Bo3pacTe oT 3 1o 18 siet yacto Haburo-
AAJIMCh CHUIKCHUC MACChI TCJIa U YMCHBIICHHUE CKOPOCTHU POCTA. Anammz JAaHHBIX I[OJ'IFOCPOLIHOI\/JI KOM-
OMHMPOBAHHOMN TEPANUHU MATHIMPOBAHHBIM UHTEP(HEPOHOM U pHOABUPHUHOM MOKA3all CYIIECTBEHHYIO
3anepxky pocta. Y 32 % manuentoB (30/90) Habmronanu yMeHbIIEHHE POCTa OTHOCUTEIHHO BO3-
pacta >15 npoueHTusIeH crycTs 5 JIeT mocie 3aBepIIeHuUs Teparuu.

JlaHHbBIE IIUTENBHOTO HA0II0IEHNS 32 IETbMU, MOTy4YaBIINMHA KOMOMHUPOBAHHYIO TEPANIUIO UHTEP-
(bepoHOM U puOABUPHHOM, TAK)KE YKa3bIBAIM HA CYIIECTBEHHYIO 3a/IeP’KKy pOcTa (CHHKEHHE CKO-
poctu pocra 60see ueM Ha 15 mporeHTHIel 0 CpaBHEHUIO ¢ UCXOAHBIM 3HaueHueM) y 21 % nanu-
€HTOB JeTCKOoro Bospacra (n=20) HecMOTpsl Ha TO, YTO JiedeHUe ObUIO IMpeKpalieHo Oonee 5 et
Hazaf. i 14 u3 3TUX nManueHToB U3BECTEH UTOTOBBIN POCT BO B3pOCiioM Bo3pacTe (uepe3 10—12 et
rocje OKOHYAaHUS Tepanuu), KOTOPbIi Mmokas3ai, uyTo y 12 manueHToB Habmogancs 1eUIUT pocTa
6ozee 15 mpoueHTuIeH, BKIItoYas 2 MalueHToB, y KOTOPhIX PocT cocTaBui 3,7 u 4,6 nporeHTuse.

Oyenka coomnouleHus pucka/noib3sl y oemei

CoOTHOIIEHHE TOIB3EI U pUCKa OT JICUCHUSA OOJIZKHO OBITH TIIATSJIIBPHO OICHCHO HA OCHOBAHUU dAaH-
HBIX 1O 0€30MacHOCTH MPUMEHEHHs IMpernapaTa B KIMHUYECKUX HMCCIENOBAaHUSAX y JeTei oT 3 1o
18 net (cm. paznen 4.8).

BaxxHO yuMTHIBaTh, YTO KOMOMHUPOBAaHHAs TE€PAIUs BBI3BIBACT 3a/IEP’KKY pOCTa, KOTOpast y HEKOTO-
PBIX MAIIMEHTOB MPUBOAMIIA K YMEHbIIEHUIO pocTa. O0paTuMocTh TaHHOTO 3 (deKTa TOCTOBEPHO HE
YCTaHOBJICHA.

Crnenyer OneHUTh JaHHBIM PUCK C yUETOM OCOOCHHOCTEH TeueHus 3a0oieBaHus y peOeHKa, TaKuX
KaK MpHU3HAKU MporpeccupoBanus 3a0oneBaHus (0cobeHHo (GuOpo3), HATUYNE COMYyTCTBYIOMINX 3a-
00JIeBaHMIA, KOTOPHIE MOTYT BJIHMATH Ha IPOTPECCUPOBaHUE 3a00JIeBaHus (HAIpUMED, KO-UHPEKIUS
BHY), a Taxke (paxkTopbl, BIUAIONME Ha MPOrHO3 oTBeTa Ha Tepanuio (reHotun BI'C, BupycHas
Harpyska).

ITo BO3MOKHOCTH JieueHue y AeTeil He0OX0JMMO HauMHATh MTOCTIe CKayKa pocTa B MyOepTaTHOM I1e-
pHoJe Ul yMEHbIICHUs pUCKa 3a/1epKKU pocTa. [laHHbIe 00 OT/IaJIEeHHOM BIMSIHUM Ha IOJOBOE CO-
3peBaHuE OTCYTCTBYIOT.
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(NOCNEOOBATENBHOCTE 0002)

T'emonus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[To naHHBIM KIMHUYECKHX HCCIICAOBAaHUM YMEHbBIIEHHE KOHLEHTparuu remoriaoduHa <10 r/mn
Habmonanock y 14 % B3pocibix nauneHToB U 7 % AeTeil, NpUHUMAaBLIINX pUOaBUPUH B KOMOMHALIUN
¢ mruHTepdepoHom anbsha-2b 1 uHTEpPepoHoM anbpa-2b. XoTs pubaBUPUH HE OKA3BIBACT MPSMOTO
JEHCTBUS Ha CEPJICYHO-COCYAUCTYIO CUCTEMY, aHEMUs1, O0yCIIOBJIEHHAs! IPUMEHEHUEM pubaBUpHHA,
MOJKET MPHUBECTU K YXYAIIEHUIO (YHKINHU CepAla Wik 000CTPEHUIO CEPIeUHO-COCYIUCTHIX 3a0071e-
BaHui. Takum oOpa3zom, pruOaBUPUH JTOKEH C OCTOPOKHOCTHIO MPUMEHSATHCS Y MALIUEHTOB C CEep-
JICYHO-COCYTUCTBIMU 3a00sieBanusMu (cM. pasznen 4.3). [lepen HauanoM Tepanuu HEOOXOAUMO OIIe-
HUTb COCTOSIHUE CEPACYHO-COCYTUCTON CUCTEMBI, @ BO BpeMsl Tepanii HeoO0X0IuMO TPOBOJAUTH KOH-
TpOJIb €€ cocTostHUA. [1pu MosiBIIeHNH TPU3HAKOB YXYAIICHUS HEOOXOMMO MPEKPATUTh JICYCHUE (CM.
paznen 4.2).

Cepoeuno-cocyoucmas cucmema

B3pocnbie mamueHTsl ¢ XpOHMYECKOW CEepACYHOM HEIO0CTAaTOYHOCTHIO, MH(ApPKTOM MHOKapaa B
aHaMHE3€e W/WIN MPEIbIIyIIUMA WK TEKYIIUMH HapYIICHUSIMHU PUTMa Cep/IIia JTOJDKHBI HAXOUTHCS
o[, HaOIIOJEHUEM.

[lepen HauanoM Jie4eHHsI U BO BpeMsl Kypca Tepaluy y MalMeHTOB ¢ UMEIOITUMUCS HaPYIICHUSIMU
byHKIIUU cepAna HeoOX0IUMO CHUMATh 3JEKTpoKapArnorpaMMel. Cepaeunble apuTMun (B 0COOeH-
HOCTH HaJKENyJ0YKOBbIE) OOBIYHO JICUaTCs CTAHAAPTHO, HO MPHU 3TOM MOXET NMOTpeOOBaThCA OT-
MEHa Tepanuu.

OTCyTCTBYIOT JaHHBIE O IPUMEHEHUH Tpernapara y aereit ot 3 10 18 jeT ¢ cepieuH0-coCy AUCTHIMU
3a005IeBaHUSMHU B aHAMHE3E.

FunepqyecmeumeﬂbHocmb HeMeONeHH020 MUna

Ecnu pa3BuBaeTcs peakiius runepayBCTBUTEILHOCTH HEMEJIEHHOTO THIa (HapUMep, KpaluBHUIIA,
otek KBuHke, OpOHXOKOHCTPUKIIMS, aHAQHIaKTUYECKUH 110K), TO npenapat Pudasupun Kanon nosn-
’KeH OBbITh HEMEIJICHHO OTMEHEH, U JI0JDKHA ObITh Ha3HaYeHa COOTBETCTBYIOIIas Tepanus. KpaTko-
BpPEMEHHBIE SIBJICHUSI ChIIIM HE TPEOYIOT OTMEHBI JICUEHUS.

Hs3menenus 3pPEeHUA

B penkux cinyuasx npumMeHeHus pubaBupruHa B KOMOMHALINY C MHTEp(epoHaMHu ayib(a Oblia 3aperu-
CTPUPOBAHA PETHHONATHS, BKIKOYasi KPOBOM3IUSIHUE B CETYATKy, OTEK AMCKA 3PUTEIBLHOIO HEPBA,
3pUTENBHYIO HEUPOMATHIO M OKKJTIO3UIO aPTEPUU UM BEHBI CETUATKH, YTO MOXKET IPUBECTHU K IOTEPE
3peHusl.

Bce nanuenTsl B Hauase JedeHus 10HKHBI TPOUTH ocMOTp odtamsMostora. [TanuenT ¢ sxamobamu Ha
CHIDKEHUE WM TTOTEPIO 3pEHUS TOJDKEH He3aMeITUTENBHO MOTYYUTh MTOMOIIL 0PTaTbMOIIOTA.

[TarueHTH ¢ MEIOLUMUCS HApYLIEHUSIMU 3peHUs (HampuMmep, AMadeTHUYeCKON WM TUIIePTOHUYe-
CKOM peTHHONAaTHeH ) TOJKHBI TPOXOAUTH MEPUOTUIECKHUE OCMOTPHI Y 0 TaTIbMOJIOra BO BpEMs KOM-
OMHMPOBAHHOMU Tepanuu ¢ UHTeppepoHamu anbda.

KomOunupoBanHas Tepanus ¢ uHtepdepoHamu anb(a TODKHA ObITH OTMEHEHA MpHU MOSBICHUU
HapyLIeHUs WU YXYIIICHUS 3pEHUs y MallMeHTOB.

DyHKYUs nevyenu

JIr060ii manMeHT co 3HaUNTENbHBIMU HapYHIIEHUSMH (DYHKIIUHU [TEYEHU JOKEH HaXOIUThHCS 101 KOH-
TpOJIEM Bpada. Y NAlUEHTOB C YBEIMYCHHBIMU IIApaMETPaMU CBEPThIBAHUS, CBUIETEIbCTBYOIUMHU
0 JIEKOMIIeHCAllUU 3a00JIeBaHuUs IEUEHHU, Tepamnus J0JKHA ObITh HEMEIJIEHHO OTMEHEHa.

Bozmoorcnocms nosviuienus UMMyHoOcCynpeccuu

[To nuTepaTypHbIM 1aHHBIM B T€YEHHE OT 3 710 7 HENeNb NPUMEHEHHs! MIruHTepdepoHa U pubaBu-
pUHA B KOMOMHAIIMK C a3aTHONPUHOM Y TAIIMEHTOB Pa3BUBANIACH MAHIIUTOIICHUS U HAOII0JAIOCh
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noAaBieHUue (YHKIIMH KOCTHOTO MO3Ta. MHUETOTOKAUYHOCTE %I_SIJ;;%&;&%/H\I(J):—PFE I_{‘éq:egne 4“ 6/

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

HEACID ITOCJIIC OTMCHBI HpOTI/IBOBI/IpyCHOf/’I TCpaIiny rernaTtura Cu a3aTUOoIIprMHAa U HC BO3HHKAJIA I10-
BTOPHO ITPpU IPUMCHCHNHU JaHHBIX JICKAPCTBECHHBIX CPEACTB IO OTACIBHOCTH.

Koumpone ¢pynxyuu wumosuomnoi sceneswt y oemeti om 3 0o 18 rem

VY nereit (mpubnusurensHo ot 12 no 21 %), npuHuMaBmux pruOaBUpUH U UHTEpPepoH anbda-2b
(T rUIMPOBAHHBIN M HEMATHIIMPOBAHHBIH ), HAOIIOAAIOCh CHIKEHUE KOHIIEHTPAIIMHA THPEOTPOITHOTO
ropmoHa (TTT'). Eme y 4 % nabnionanocs BpeMeHHOE CHIKEHUE HIDKE Mpejiena HopMbl. [{o Havyana
Tepanuu uHTepdeponom anbda-2b konnenrpauus TTT gomkHa OBIT OLIEHEHA, U TI000E HAapyIIEHHE
GYHKIUU IUTOBUAHOMN JKeJe3bl JOJDKHO OBbITh MOABEPrHYTO JiedeHHIo. Tepamus mHTEphEepoHOM
anbda-2b (MruMpoBaHHBIM M HETISTHIIMPOBAHHBIM ) MOXKET OBITh HauaTa, eciii KoHieHTpanus TTT
MOJJIEP>KUBAETCS HA YPOBHE HOPMBI C ITOMOIIIBIO JIEKAPCTBEHHBIX NpenapaTtoB. [Ipu npuMenenun pu-
OaBupuHa u uHTepdepona anbda-2b, u pudbaBupuHa u MITUHTEPPEepoHa anbda-2b HaAOII0IATOCh
HapylleHne (YHKIMH IIUTOBUAHOM skene3bl. Ecnu BeisBiIsieTca HapylieHHue QyHKIUU IIUTOBUIHON
KEJIe3bl, TO Y MaIleHTa HEOOXOIMMO OIICHUTh HAJTM4Ke JUC(HYHKIUH IUTOBUIHOMN JKeJe3bl U MPH-
MEHUThH COOTBETCTBYIOIINE METO/IbI JieueHus. Y feteii oT 3 10 18 neT hyHKIUS IUTOBUIHOMN JKeIe3bl
(manpumep, TTT') noymkHa oLeHUBATHCS Kaxable 3 Mecsua.

Ko-uadexuus BI'C/BUY

Mumoxondpuaﬂbmm MOKCUYHOCHIb U JZCZKW!OCZ@;M@OB‘

Heo0xoaumMo ¢ 0CTOpOKHOCTHIO IPUMEHSATH Tepanuio uHTepPpepoHoM anbha-2b/pudaBuprHOM y Ha-
mueHToB ¢ ko-uHdeknuerdn BI'C/BUY, npuanmaronmx HUOT (B ocoOeHHOCTH, TUIaHO3MH U CTa-
ByauH). Y BUY-nonoxutensHbIx namnuenTos, npuaumatronmx HUOT, HeoOxoaumo mpoBOAUTS Tia-
TEIBHBIN KOHTPOJIb MAPKEPOB MUTOXOHIPHUAIHHOW TOKCUYHOCTH U JIAKTOAIUA03a MPU MPUMEHEHUH
pubaBUpHUHA.

B uvactHOCTH:

® OJHOBpPEMEHHOE IPUMEHEHNE puOaBUpPHUHA U TUJaHO3MHA HE PEKOMEHYETCS U3-3a Pa3BUTHUS MU-
TOXOHJIPUATBHOM TOKCUYHOCTH (CM. pazzen 4.5);

¢ OIHOBPCMCHHOC NMPHUMCHCHUC pI/I6aBI/IpI/IHa " CTaByJAWHa HCO6XOI[I/IMO n3oerarhb 11 CHUXKCHUA
pucCKa HepereCTHOﬁ MHTOXOHHpH&J’ILHOﬁ TOKCHUYHOCTH.

Jlexomnencuposanuvle 3a001e6anusi neyeHu y nayuenmos c ko-ungexyuei BI'C/BUY

[TanieHTHl ¢ MPOTrpecCUPYIONIMM HUPPO30M IeueHu, nonyyaromue BAAPT, moryt HaxoauThes B
TpyIIie pyUcKa pa3BUTHS JACKOMIIEHCAUU (YyHKIUU TIEYCHH U cMepTH. Tepamus uHTEphEepOoOHOM
anbda OTIeTHHO WM B KOMOMHAIIMY C pUOABUPUHOM MOXKET MOBBICUTH ATOT PUCK y JTAHHOW TPYTIIHI
nanueHToB. Jlpyrue pakTopbl y 0I00HBIX MAIIUEHTOB, CBSI3aHHBIE ¢ 00JIe€ BEBICOKUM PUCKOM Pa3BH-
TS IeKOMTIEHCAINH (GYHKIINH TIEUYeHU, BKIIOUYAIOT B ce0s1 JIeueHue JUIaHO3UHOM U TIOBBIIIICHHE KOH-
[EHTpaIMy OMIIMPYyOWHA B CBIBOPOTKE KPOBH.

[TarueHTHI, TOMYyYaIONINe KaK aHTUPEeTpoBUpYCHYIO Tepanuto (APT), Tak u Tepamnuio o moBoay re-
MaTUTA, JOJKHBI HAXOAUTHCA IO KOHTPOJIEM Bpaya, 3aJ1ayeii KOTOPOTO SIBJISIETCS OLIEHKA COCTOSIHUSA
nedenu no mkaine Yana-I1sr0. ¥ nanueHToB ¢ mporpeccupyronei ne4eH0YHON HEAOCTATOYHOCThIO
Tepanus 1o KHa OBITh HEMENJICHHO MpEeKpalleHa, U Tepanus aHTUPETPOBUPYCHBIMU TperapaTaMu
JOJKHA OBITH IEPECMOTPEHA.

T'emamonocuueckue napyuwienus y nayuenmos c ko-ungpexyueti BI' C/BUY

[MarmenTsl ¢ xo-unpexueit BI'C/BUY, npunuMatonue maruatepdepor anbda-2b/pubaBuput u
BAAPT, MOryT HaX0JIUThCs B TPYIIIE MOBBIIIEHHOT'O PUCKA PAa3BUTHUS T€MaTOJIOTHUECKUX Hapyllle-
HUH (TakuX KaKk HEUTpOIeHHsI, TPOMOOLMTONICHNUS U aHEMHUS) IO CPABHEHUIO C MAIIMEHTaMH TOJIBKO
c renatutoM C. X0Ts OOJIBIIMHCTBO JaHHBIX SIBICHUH MOXKET ObITh CKOPPEKTUPOBAHO C ITOMOIIIBIO
CHMIKEHMSI 103bI, HEOOXOMMO ITPOBOANUTH THIATEIBbHBIM KOHTPOJIb T€MATOJIOIMUECKUX TapaMETPOB B
JTaHHOM nomynsauu (cM. pasznenst 4.2 u 4.8).
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[TarueHTHl, MPUHUMAIOIIME PUOABUPUH U 3UIOBYIUH, aXOHHTCg 1; I:pgﬁf;'e%ml;%%;o:&rcm 033-

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

BUTHUA aHeMUH. TakuM 00pa3oM, OTHOBPEMEHHOE IIPUMEHEHUE pUOaBUPHUHA U 3UOBYIHHA HE PEKO-
MeHyeTcs (M. paszzaen 4.5).

Iayuenmui ¢ Huzkum cooeporcanuem CD4

NmeroTcst orpaHrYeHHBIE TaHHBIE 110 0€30MacHOCTH U 3 PEeKTUBHOCTH (N=25) Tepanuu y MalueHTOB
¢ xko-uadexnuer BIC/BUY u conepxkannem CD4 <200 xnerox/mii. Takum o6pa3om, Ipu JIeYeHUU
MAIMEHTOB ¢ HU3KUM cojiep:kanreM CD4 Heo0XoauMo coOII01aTh OCTOPOKHOCTD.

Wudopmanus 0 TOKCHUECKIX CBOWCTBAX Ka)JI0TO Mpernapara 1 BepOITHOCTH BOSHUKHOBEHHS Tepe-
KPECTHOM TOKCHYHOCTH pUOABUPHHA U I3TUHTEpEepoHa anb(a-2b npeacraBieHa B MHCTPYKLHUAX IO
MEAULIMHCKOMY IPUMEHEHHUIO aHTUPETPOBUPYCHBIX IIPETIAPaTOB.

bonesnu 39006 u nepuooonma

VY manueHToB, MPUHUMABIIMX PHOABUPUH U MATUHTEpGEpoH anbha-2b mim uatepdepon anbda-2b,
OBLTH 3aperuCTPUPOBAHbI 3a00JI€BaHMsI 3yOOB M NMEPUOAOHTA, KOTOPbIE MOTYT IPHBECTH K MOTEpPE
3y00B. B momonHeHne cyxocTb BO PTy MOKET OKa3bIBaTh OTPHUIIATEIIEHOE BIMSHUE HA 3yObl M CITH3U-
CThIe 00OJIOUKH TIOJIOCTH PTa JUTMTEILHOM JICUSHUH IpenapatoM PubaBupuH u maruHTeppepoHOM
anb(ha-2b unm uarepdeponom anbda-2b. [TanueHTHI TOMKHBI YUCTHTD 3yObI IBaXIbI B JIEHb H MIPO-
XOJIUTh PEryJIIpHBIE OCMOTPHI y cToMaTosnora. Kpome Toro, y HEKOTOPBIX MAllIEHTOB MOKET OBITh
pBoTa. Eciu manHas peakiysi BOSHUKAET, HEOOXOANMO TIIATEIbHO MOJIOCKATh POT HOCIIE IPUCTYIIA.

Jlabopamopuvie ananuzvl

[lepen HayasioM J€U€HUS BCEM MALIMEHTaM CJEIyeT IPOBECTH KIMHUYECKUM aHallu3 KPOBU, aHAJIHU3
3JIEKTPOJIMTOB, ONPEAEICHUE COJePKAHNS KPEaTHHUHA U MOYEBOM KUCIIOTHI B CBIBOPOTKE, (YHKIIH-
OHAaJIbHBIE TPOOBI IEUYEHHU.

HopmaneHbIMU 3Hau€HHMSMH, MPH KOTOPHIX MOXXHO HAaUMHATh TEPaNui0 pUOABUPUHOM, SIBISIOTCS
cienyromue: remornodud >120 r/n (xkeHumsbl), >1301/n (Myxuunsl), >110 r/n (1eBoUYKH),
> 120 /1 (Manpuuku); TpoMGoMTHI > 100000/MM*; HeHTpodmIBI >1500/MM°.

JlaGopaTopHble aHaTN3bI JOHKHBI IPOBOJAUTHCS Ha 2 U 4 Hezlelle Tepanuu U 3aTeM MepUoNIeCcKH, B
COOTBETCTBHUU C KIIMHUYECKOW KapTUHOMN. Bo BpeMsi jieueHUst JOJKHO PEryJIIpHO ONPEAENAThCs 3Ha-
yenue PHK BI'C.

Kenuwunvr demopooHnoeo so3pacma

JKeHmuHbBI 1€TOPOJHOTO BO3pAcTa BO BPEMs JICUEHUS U B TEUEHHE 4 MECALIEB IOCIE HETO JOJIKHBI
MIPOBOAUTH TECTHI HA OEPEMEHHOCTh €KEMECSIUHO.

>KCHIJ_II/IHBI, YbU MMAPTHEPBI-MYKUYNUHBI IPUHUMAIOT TCPAIINIO ITPECIIapaToOM P I/I6aBI/IpI/IH, HAOJIKHBI ITPO-
BOOUTH TCCTHI HA 6epeMeHHOCTB CKEMECCATHO BO BpEMs JICUHCHUA pI/I6aBI/IpI/IHOM H B TeUCHHE 7 MecCs-
OCB ITOCJIC JICUCHN .

Mouesas kucioma
[Ipemapat Pu6aBupun KaHoH MOKeT MOBBIIIATh KOHIIEHTPALIUIO MOYE€BON KUCIOTHI U3-3a TEMOJIN3A.

ITammmenToB C IpeaAPaCIIOIOKCHHOCTBIO K IToJarpe HeO6XO)II/IMO THIATCJIBHO KOHTPOJIMPOBATE.

4.5. BzaumozgeiicTBre ¢ JPYrHMH JICKAPCTBEHHBIMH NpenapaTaMu U Apyrue BUAbI B3aHMO/eH-
CTBUA

N3yueHne B3aMMOJEHUCTBYS € IPYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMHU IIPOBOJUIIOCH TOJIBKO C y4a-
CTHEM B3POCIIBIX IALUEHTOB.
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N2 N4 2 [y '-,J_' T‘I_C!C

ot a4 AU

o . (noc B HOC TR 0002
CornacHo pe3yibTaTaMm UCCIIEIOBaHUM in Vitro, MPOBEICHHBIX }Q MHMOI\E&HI}%EFH‘QEHa \Tax Tie-

YEeHHU YeJIOBEeKa M KPBICHI, HE OBUIO yCTAaHOBIECHO MeTabonu3Ma pudaBuprHa, 00YCIOBIEHHOTO H30-
dbepmentamu 1utoxpoma P450. PubaBupun He nHruOUpyet nzodepmentsl nuroxpoma P450. Jlan-
HbIE TOKCHYECKUX HCCIICOBAaHUI HE CBUICTEIHCTBYIOT O TOM, YTO pUOABUPHH MHAYLUpYeET (ep-
MEHTHI Ne4eHH. TakuM 00pa3oM, CYIIECTBYET JUIIb MUHUMAaIbHAs BO3MOKHOCTh B3aUMOCHCTBUIA,
CBsI3aHHBIX ¢ M30(pepmMenTamu nuroxpoma P450.

HccnenoBanuii B3anMOAEHCTBHS puOaBUPHHA U JPYTHX JIEKaPCTBEHHBIX CPE/CTB, 32 HCKIIOYEHHEM
mruaTepdepona anbda-2b, nareppepona anbda-2b u aHTaIKUIO0B, HE TPOBOIUIOCH.

Azamuonpun

PubGaBupun, oka3piBasg MHTHOMPYIOMUK 3PQPEeKT Ha HWHOSMHMOHO(OChATAECTHIPOreHasy, MOXKET
HapylIaTh METa0O0IM3M a3aTHOINPHHA, IPUBOJS K HAKOIUICHHIO 6-METHITHOMHO3MH MoHOdocdara,
YTO CIIOCOOCTBYET MOSIBICHUIO MHETOTOKCHYHOCTH Y MNAIMEHTOB, MPUHUMAIOIIUX Aa3aTHUOIPHH.
HeobxoaumMo mu30erath 0JHOBPEMEHHOTO NMPUMEHEHUS MATHIMPOBAHHBIX MHTEPPEpPOHOB anbda u
pubaBupHHA C a3aTHONPHHOM. B OTIIENBHBIX ClTy4asix, KOT/1a 0JIb3a OT OAHOBPEMEHHOTO IPUMEHE-
HUsI pruOaBUpHHA W a3aTHONPUHA TPEBBIINACT MOTCHIMAIBHBIH PUCK, PEKOMEHIYETCS MPOBOIHUTH
TIIATEIBbHBIA KOHTPOJIb MOKa3aTeNeil KPOBH AJISl BBISIBJICHUS MPU3HAKOB MUEIOTOKCUYHOCTH. Ecin

TAKOBBIC IPUCYTCTBYIOT, TO JICHCHUC JaHHBIMU IIpCIIapaTaMu JOJIZKHO 6BITB IIpCKpaieHo (CM. pasacii
4.4).

Hnmepghepon anvgpa-2b, nseunmepgepon anvgha-2b

B ¢apmMakoKMHETHUECKOM HCCIICIOBAHUM C MIPUMEHEHHUEM MHOTOKPATHBIX 103 HE ObLJIO BBISBICHO
(apMaKOKHHETHUECKUX B3aMMOCHCTBUI MEX 1y piOaBUPUHOM U MATHHTEPHEpOHOM ab(a-2b uiu
uHTephepoHOM anbpa-2b.

Anmayuowl

[Ipr omHOBpEMEHHOM IMPHMEHEHHH aHTalWIa, COJACpPKAIIer0 MarHWi, allOMUHHA U CHMETHKOH,
o6uonocrynHocth pubaBupuHa 600 mr cHmxkanack; AUCy cHmkanack Ha 14 %. Bo3aMoxkHO, yTO
yMEHbIIIEHHE OWOJOCTYNHOCTH puOaBUpUHA B JAHHOM HCCJIEIOBAaHUU OBLIO BBI3BAHO 3aJI€PIKKOU
TpaHcnopTa pubaBuprHa uiu u3mMenenueMm pH. JlanHoe B3auMoiefiCTBHE HE MPU3HAHO KIIMHUYECKU
3HAYMMBIM.

Ananocu Hyxkneo3uoos

[IpuMeHeHne aHaIOTrOB HYKJIEO03UI0B OT/ENIbHO MM B KOMOMHALIMY C IPYTUMU HYKJICO3UAAMHU MTPU-
BOJIMJIO K Pa3BUTHIO JIAKTOALIM103a. PUOaBUpHH yBeInYMBaeT KOIUYECTBO (OCHOPUITHPOBAHHBIX ME-
Ta0OJUTOB MyPUHOBBIX HYKJIEO3UJIOB i1 Vitro. JlaHHas aKTUBHOCTb MOYKET MOBBIIIATH PUCK PA3BUTHS
JIAKTOAIM/103a, BBI3BAHHOTO aHAJOraMM IyPUHOBBIX HYKJIEO3UJOB (HAampuMep, JUJaHO3MHOM WIH
abakaBupom). OTHOBpEeMEHHOE TPUMEHEHHE pUOaBUPHHA U AUJIAHO3UHA HE PEKOMEHIyeTcs. briu
3apEruCTPUPOBAHBI ClIydal MUTOXOHAPUAIBHON TOKCUYHOCTH, B YACTHOCTH, JIAKTOALMI03a U IaH-
KpeaTnuTa, Ipu4eM HEKOTOPBIE UMEIN JIETAIBHBIA UCXO/I.

[Tpu BKJIIOUEHUM 3UJOBYAMHA B cxeMy JedeHuss BUY npuem pubaBuprHa BhI3BIBAI aHEMUIO, XOTS
TOYHBII MEXaHU3M JIaHHOTO SIBJIEHUA He u3BecTeH. OHOBpeMEHHOE IPUMEHEHNE pubaBUprHa U 3U-
JIOBYJIMHA HE PEKOMEHTyETCsl N3-3a ITOBBIILIEHHOTO PUCKA Pa3BUTHUS aHEMUH (CM. pa3zein 4.4).

HeoOxoaumo paccMOTpeTh BO3MOKHOCTh 3aMEHBI 3U1I0BYIMHA B KOMOMHUpoBaHHO APT, ecnu ta-
KOBas y>ke ObUIa Ha3HaYeHa. ITO 0COOCHHO BaXKHO JUIs MAIMEHTOB C aHAMHE30M aHEMUH, BbI3BAHHOMH
IIPUMEHEHHUEM 3U0BY/INHA.

B03M0XXHOCTh B3aMMOJIEUCTBUII MOXET COXPAHATHCS 10 2 MecAleB (5 NepUOJOB MOJTYBBIBEICHUS
pubaBHprHa) TOCe IPEKpaLIeHHs Teparuu puOaBUPUHOM H3-3a JUTUTEILHOTO TIEPHUO/Ia MOTyBbIBE-
JICHUS.

Her gannbIX 0 TOM, 4TO prbaBUPHUH B3aUMOJIEHCTBYET C HEHYKJICO3UIHBIMU HHTUOUTOpaMH 00pat-
HOM TPaHCKPHIITA3bl WIK HHTHOUTOPAMU MPOTEA3HI.
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B nuteparype npeactaBieHbl MPOTUBOPEUUBBIE JaHHbIE 00 OELWBDM TM%HEH 6:'1'1{'a-

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

BHpa U pubaBuprHa. HekoTOphie TaHHBIC CBUIETEILCTBYIOT O TOM, YTO MAIMEHTHI ¢ KO-MH(EKITHEH
BI'C/BUY, nonyvaronue APT, conepxaniyto abakaBup, MOTYT HaXOJIUThCS B TPYIIIE PUCKA Pa3BH-
TUs O0Jee C1aboro OTBETa HA TEPANUIO MATWIMPOBAHHBIM HHTEephepoHoM/prudbaBupunom. [Ipu o-
HOBPEMEHHOM IPUMEHEHHUH JIaHHBIX MpernapaToB HEOOXOIUMO COOII0aTh OCTOPOKHOCTbD.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTAUMS

bepemeHHOCTh

Bo Bpems OepeMeHHOCTH IPUMEHEHNE pHOaBUPHUHA IPOTUBOIIOKA3aHO.

JlakTamus

HewusBectHo, BbiienseTCs i puOaBUPUH C TPYAHBIM MOJIOKOM. M3-32 BO3MOXKHBIX HEXKENATEIbHBIX
peaxkuuii y MIaJeHIIeB P KOPMIICHUH Tepe]] HauaioM Tepanud HeoOX0IMMO MPEKPaTUTh TPYTHOE
BCKapMJIMBaHUE.

DepTHIbHOCTD

I[OKJII/IHI/I‘-ICCKI/IG JaHHBIC:

L4 (bepTI/IJIBHOCTI)Z B HCCJIICAOBAHUAX HaA XUBOTHBIX pI/I6aBI/IpI/IH OKa3bIBaJl O6paTI/IMO€ BJIMSIHHUC Ha
CIICpMATOrcHE3;

® TCPATOICHHOCTL: B IIPOBCACHHBIX NUCCICIOBAHUAX 3HAYUTCIbHBIN TepaTOFeHHI)If/'I n/unu 3M6pI/IO-
I.[HI[HBIﬁ IIOTCHL N AJI pI/I6aBI/IpI/IHa OBLI MMPOACMOHCTPUPOBAH Y BCCX BUJOB )KUBOTHLIX IIPHU 3TOM
MHHHMAaJIbHaA J03a pI/IGaBI/IpI/IHa COCTaBJIslJIa OJHY ABAAUATYIO OT pCKOMeHI[yeMOfI J03bI IJId 4€-
JIOBCKaA,

® TEHOTOKCUYHOCTh: pUOAaBUPHH UHIYLIUPYET T€HOTOKCUYHOCTbD.

>K€HIHI/IHI>I ACTOPOAHOI'O BOSDaCTa/ KOHTpaLCnnus >KCHIIWH 1 MY>XYUH

L4 HalxﬂleHl’l’lbl IHCEHCKO20 noJja

PubGaBupuH npoTuBONOKa3aH A IpUMEHEeHHs y 6epeMeHHBIX (cM. paszen 4.3). Heobxoaumo npu-
HUMAaTh 0COOBIE MEPHI BO U30€KaHUE HACTYIUUIEHUsS OEpEMEHHOCTH y MalueHToK. Jleuenue prubdaBu-
PHHOM He JIOJKHO ObITh HAYaTO JI0 MOJIyYEHHs OTPUIIATEILHOTO TecTa Ha OepeMEeHHOCTh. JKeHIHBI
JI€TOPOJTHOTO BO3pacTa JOJKHBI MCIOJB30BaTh 3(P(HEKTUBHYIO KOHTPALEHIIMIO BO BPEMsI JIEUEHUS U
B T€UeHUE 4 MecsIeB Nocie 3aBepLIeHUs Tepannu; TeCTbl Ha OEpEMEHHOCTh JIOJKHBI IPOBOJUTHCS
exxeMmecayHo. Eciu Bo Bpemsl JieueHus WIKM B TeueHue 4 MecsleB MOocjae HEro HacTynaeT OepeMeH-
HOCTh, TO MAIUEHTKY HEOOXOAUMO NPEAYNPEIUTh O PUCKE 3HAUUTEILHOTO TEPATOreHHOTIO BO3/IeH-
CTBUS pubOaBUpPHUHA HA TUIOA.

L4 HauueHmbz MYIAHCCKO2SO nojia u ux napmHuepunu-sHCeHuiuHbl

Heo6xonuMo npuHUMaTh 0coOble Mepbl BO M30eKkaHHEe OEPEeMEHHOCTH y MapTHEPIIU NallMeHTOB-
MY>KYUH, TPUHUMAIOIKX prubaBupuH. Hakornienue pubaBuprHa NpOMCXOAUT BHYTPUKIETOUHO, IPU
3TOM OH OYE€Hb MEJICHHO BBIBOJUTCS M3 Opranusma. HemsBecTHo, oka3bIBaeT 1M puOaBUPHUH, MOMa-
JAIOIIMM B criepMy, TepaTOreHHbIE UM FeHOTOKCHYHbIE 3G (eKThl Ha 3MOpHOH/TUI0 yenoBeka. [1o
JTaHHBIM pubnu3uTensHo 300 GepeMeHHOCTeH, TpU KOTOPBIX OTel] pebeHKa MpuHUMall pubaBUpHH,
He OBbLIO yCTAHOBJICHO MOBBIIIEHHOTO PUCKA PAa3BUTHS NATOJIOTUH IUI0J1a MU KaKOro-Imbo ocodoro
BUJIa HAPYILIEHHUS] BHYTPUYTPOOHOTO pa3BUTHSI IO CPaBHEHUIO ¢ o01el nonyssiueid. Tem He MeHee,
MAUEHTBI-MY>KYMHBl UJIM WX MapTHEPIIN-KEHIIUHBI JOKHBI TPUMEHATh 3(PPEKTUBHYIO KOHTpa-
LEMNIMIO BO BpeMsl JieueHus rpenaparoMm PubaBupuH B TeueHue 7 MecsleB nocie jedenus. [lanuen-
TaM-MY>KYMHaM, YbH MapTHEPUIN-KEHIIUHBI OEpEMEHHbI, HEOOXOIMMO HCII0JIb30BaTh IPE3epBaTHUB
Ui MUHMMU3ALUH TIepeJadn pubaBupuHa MapTHEpPIIIE.
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4.7. Bansinue Ha COCOOHOCTH YNPABJSATH TPaHCH DTHBIMI!l-l C[)'E'[-llgl%al&l/l WT—'aTI'c 'Mtl!'k;l-

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

HU3MaMHU

[Tpenapat PubaBupun KaHOH He OKa3bIBacT OTPUIIATEIHLHOTO BIUSHHS Ha CIIOCOOHOCTH YIIPABIISATh
TPAHCIIOPTHBIMU CPEJICTBAMHU U paboTaTh ¢ MexaHM3MaMu. HecMoTps Ha 3TO, B KOMOMHAIMH C
mruaTepdeponom anbha-2b nau uatepdeponom anbha-2b nanusiit d3¢dexT BozmoxeH. Takum 06-
pa3oMm, MalKUeHTHI, OIIYIIAIININE YCTAT0CTh, COHJIUBOCTD WU CITyTAHHOCTh CO3HAHUS, BO BPEMSI Jie-
YCHUS IOJDKHBI BO3ICPIKATHCS OT YIIPABICHHS TPAHCIIOPTHBIMU CPEJICTBAMH HIT PA0OTHI C MEXaHU3-
MaMmH.

4.8. HexkesnaTesibHbIe peakuum

Pesrome mpoduiist 0e300acHOCTH

Tpotinas mepanus

CM. MHCTPYKIUIO 10 METULIMHCKOMY IPUMEHEHHUIO OOLIETIpEBUpA.

Heotinas mepanus

be3omacHocTh TpMEeHEHHS prOaBUPUHA OIICHUBAIACH IO JAHHBIM YEThIPEX KIIMHUICCKUX UCCIIEI0-
BaHWil y MAIIMEHTOB, KOTOPBIE paHbIlIe HE TPUHUMATH HHTEP(EpoH anbda-2b (mauueHThl, paHee He
MOJTyYaBIIUE TEPAINNI0O HHTEPPEPOHOM): B JIBYX HCCIICIOBAHHUSIX M3Y4allOCh NMPUMEHEHUE PHOaBH-
puHa B KOMOMHaIuu ¢ uHTephepoHOM aibda-2b, B AByX — B KOMOMHALIMU C MATHMHTEPPEPOHOM
anbda-2b.

VY manueHToB, paHee MPUHUMABIINX UHTEPPEepoH anbda-2b u pubaBuUpHH, UIH Y KOTOPHIX JICUCHHE
JUTMIIOCH MEHBIIIE CTAaHJAPTHOTO CPOKA, MOXKET HAOIOIaThCSl YITyUIICHHBIA TPOQIIIE 6€30MacCHOCTH
110 CPABHEHUIO C ONTMCAHHBIM HIXE.

HexxenarenbHble peakiyH, TIEPEYMCICHHBIE HIDKE, OCHOBAaHBI Ha JIAHHBIX KIMHHYECKUX
HCCIIEIOBAaHUM Y B3pOCIBIX MAllMEHTOB, paHee He MPUHUMABIINX HHTEP(PEpOH, JIeUeHUEe KOTOPBIX
NPOBOIMIIOCH B Te4deHHWE | Troja, W Ha OCHOBAaHUHM JaHHBIX TPHUMEHEHHs pUOABUpPHHA B
MOCTPErUCTPallMOHHOM Mepuose. OmnpeneneHHoe KOJINYEeCTBO HEeXeIaTelIbHbIX Peaklui, 0ObIYHO
MIPUITMCHIBAEMBIX TEPAITH HHTEPPEPOHAMH, HO TAK)KE 3aPETHCTPUPOBAHHBIX MTPH TEPAITHU TENATHTA
C (B xoMOMHamuu c puOABUPHMHOM) TakKe MpPEJCTaBIeHbl HIDKE. J[aHHBIE O HEKeNaTeJbHBIX
peaKIusX, MPeACTaBICHHbIE B MHCTPYKIHUSAX 10 MEIWIIMHCKOMY TNPUMEHEHHUIO MAITUHTephepoHa
anba-2b u wuHTEppepoHa anb(a-2b, TakkKe MOryT OBbITh MPUMEHUMBl K MOHOTEPANUU
UHTEpPEPOHAMH.

Pe3roMe HexxenaTeabHbIX PeAKIIUi

YacToTa moOOYHBIX peakuii MPUBEICHA B BUJIE CIACAYIOIICH rpaTallii:

oueHsb vacto (>1/10);

gacto (ot >1/100 mo <1/10);

Hevacto (ot >1/1 000 go <1/100);

peaxo (ot >1/10 000 no <1/1 000);

oueHsb peako (<1/10 000);

9JacTOTa HEM3BECTHA (HA OCHOBAHUH MMECIOIIUXCS IAHHBIX OIICHUTh HEBO3MOXKHO).
Hugpexyuu u unsasuu

Ouenv wacmo: BUpycHbIe HHGEKUINHU, PapUHTHT;

16



ot 08.04 2026 N= 7185

Yacmo: GaxkTepuanbHble HHQEKINK (BKIIOYas CENCHUC), rpmG@B‘éﬁ%‘é "hEEMHIIIrfﬂ)'El:KHm'/I

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JBIXaTENbHBIX ITyTeH, OpPOHXUT, HH(PEKINH, BBI3BAHHBIE BUPYCOM IIPOCTOTO Ireprieca, CHHYCHT, CPEJI-
HUI OTUT, pUHUT, UHPEKIIMY MOUYEBBIBOAALIMNX ITyTeH;

Heuacmo: nadexum B MecTe BBEJCHUS, MH(DEKINSI HIDKHUX JIBIXaTEIbHBIX MyTeH;
Peoko.: mHEBMOHUS*.

Hobpokauecmeennvie, 310Kauecmeennble U HeymoUHeHHble HOB000PA3068aAHUS (8KIIOYUAS KUCMbL U NO-
JIUNbl)

YacTo: HEeyTOYHEHHbIE HOBOOOPa30BaHUsI.

Hapywenus co cmopoHbl Kposu u tumpamuueckoii cucmemvl

OdeHb 4acTo. aHeMHUSI, HEUTPOTICHHUS;

YacTo: reMoJuTAYCCKAs aHEMUSI, JICHKOIICHUSI, TPOMOOIMTONICHUS, TuMDageHonaTus, TuM(OTCHHUS;
OdeHb pelKo: arTacTUYecKasi aHeMHsT

YacToTa HEM3BECTHA: UCTUHHAS 3PUTPOLUTApHAs arlla3us, UAMONATHYECKas TPOMOOLUTOIICHUYE-
CKas ypIypa, TpoMOOTHYECKas TPOMOOLIMTONIEHUYECKas Iy pIypa.

Hapywenus co cmopoHnvl ummynHotl cucmembl
Heuwacro: runepuyBCTBUTEIBHOCTD;
Penko: capkono3*, peBMaTOMAHBIN apTPUT (BIEPBbIC BO3HUKIIUI WU YXY/IIIIEHUE COCTOSHUSA);

Yacrora HensBecTHa: cunapoM dDorra-Kosnaru-Xapaael, cucreMHast KpacHasi BOJIYaHKa, BaCKYJINUT,
peakuuu OCTPOM THUIEPUYYyBCTBUTEIBHOCTH, BKJIIOUYAs KpalMBHUILY, AHTMOHEBPOTHYECKHH OTEK,
Oponxocma3M, aHahUIAKCHIO.

DHOOKpUHHbLE HapYULeHUs.

YacTo: runoTupeo3, rTunepTUpPe03.

Hapywenus memabonuzma u numanus

OueHb YacTo: aHOPEKCHUs;

Yacro: runepriukeMusi, THIIEPYPUKEMUS], TUTTOKAIbIIMEMUS, JeTUAPATAIHS, TOBBIIICHUE alleTUTa;
HeuacTo: caxapusiii 1uader, TMIIEPTPUTIIULIEPUMUS .

Icuxuueckue HapyweHnus

OueHnp yacTo: aenpeccusi, 0eCCOHHUIIA, SMOLMOHAIbHAS JIAOMIIBHOCTh, TPEBOYKHOCTD;

Yacro: CynuaaJIbHbIC MBICIIH, TICUXO03, ar'pCCCUBHOC ITOBCACHUC, CITYTAHHOCTb CO3HAHUA, A’)KUTAllU,
THEB, CMCHA HACTPOCHU, IMMATOJIOTHYCCKOC MOBEACHNEC, HCPBO3HOCTh, HAPYIICHNA CHA, TPCBOXHBIC
CHOBHACHUS, CHUXKCHUC J'II/I6I/I,Z[O, alrlaTus, IJIaKCUBOCTD,

Heuacro: CYyHIIUAAJIBHBIC MTONBITKH, ITAHNYCCKAA aTaKa, raJlIIOHVHALIUH,

Penxo: 6unosisipHoe paccTpoicTBO™;

Odensb penko: cyunums®;

YacToTa HEeM3BECTHA: TOMUIIUIATBHBIE MBICTH ™, MAaHUS*, I3MEHEHHUE IICUXUYECKOTo CTaTyca.
Hapywenus co cmoponul nepenoii cucmemvl

OueHp 4YacToO: TOJOBHAs OO0JIb, TOJIOBOKPYKEHHE, CYyXOCTh BO PTY, HAapyLICHHs KOHIICHTPALUU
BHUMAaHU;
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O ) N2
Yacro: aMHe3usl, yXyAIIEHUE MaMSITH, 06M0p0K, MUT'PEHD, aTa]JJI/l'H J%ESHLEMO}H/IH" IIOTE‘D;{

BKYyCa, THIICCTC3HA, TUIICPCCTC3HA, TUIICPTOHYC, COHJIMBOCTb, HAPYHMICHUC BHHUMAHUA, TPEMODP,
HU3BpallCHUsA BKYCa;

HeuacTto: Heiiponatus, nepudepuyeckast HeHponarTus;
Penko: cynopoxkasie mpunaaku (Cy1oporu)*;

OueHp peako: KPOBOM3IMSHHE B MO3r*, nepeOpoBacKyisipHas uieMus®, sHiedamonaTus*,
MOJIMHEHponaThs ™*;

YacroTa HEM3BECTHA: MapaJiny JIMLEBOTO HEPBA, MOHOHEHPONIATHH.
Hapywenus co cmoponwl opeana 3penus

Yacro: HapylmcHUEC 3pCHUsA, HCUYCTKOCTh 3pCHUA, KOHBIOHKTHUBUT, PA3ApPaKCHUC I'J1a3, 001b B Tj1a3ax,
HCKaKCHUEC 3PUTCIIbHOTO BOCIIPUATHSA, ITATOJIOTHSA CJIC3HBIX KCJIC3, CYXOCTb IJIa3;

Penxo: xpoBOM3NMUSHHS B CETYATKy™, peTHHONMATHH (BKIIIOYAs OTEK JKEJITOro TsITHA)*, Tpom0O03
apTepuil ceTyaTKu™®, TpoMO03 BEH CETYATKU ™, HEBPUT 3pUTEIBHOTO HEpBa™*, OTEK JUCKa 3pUTEIBHOTO
HepBa*, CHIDKEHHE OCTPOTHI 3PEHHS WM BBINAJCHUE TTOJICH 3pEHUS ™, SIKCCYAaT B CETYATKE.

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Yacro: BepTUTO, HAPYIICHNUE WK TTOTEPs CIIyXa, 3BOH B yIIaX, 00JIb B yIIIax.
Hapywenus co cmoponul cepoya

YacTo: onryiienue cepaneOneHus, TaXuKkapus;

Heuacro: undapkr Muokapaa;

Penko: kapnuomuonatus™®, apurmMus*;

OdeHb penko: uiemMus cepana’™;

YacroTa HeM3BECTHA: NIEPUKAPIUATIbHBIN BBIOT™, IEPUKAPIUT™.

Hapywenus co cmoponwl cocyoos

YacTo: NoHMWKEHNE apTepUaIbHOTO JaBJIEHUS, IOBBIILIEHNE apTEPUATIBHOTO JABIEHUS, «IIPUIIUBBI»;
Penxo: Backynur;

OdeHb penko: uiemMus nepudepruuecKux TKaHeh ™.

Hapywenus co cmoponul OvixamenvHoti cucmemsl, 0p2arHos8 epyOHOU KIemKU U CPeOOCmeHUs]
OueHb 4acTo: O/BIIIKA, KAllleNb;

YacTo: HOCOBOE KpOBOTEUEHHUE, PECIIMPATOPHBIE HAPYIICHMS, 3AJI0KEHHOCTD JIBIXATEIbHBIX ITyTEH,
CHUHYCHT, OTEK CIM3MCTONH 00OJIOYKM HOCA, pUHOpPEs, YBEIMUEHHE CEKPELUU CIU3UCTON 0O0O0JI0UYKH
BEPXHHUX JIbIXaTeIbHBIX IyTeH, 00Jb B TOpJIE, HETIPOIYKTUBHBIN Kallleib;

Ouenb PEAKO: JICTOYHBIC I/IH(pI/IJ'ILTpaTLI*, HHCBMOHI/IT*, HHTCpCTHHHaHLHLIﬁ MMHEBMOHUT™*.
HapymeHu}z CO CMOpPOHDBL ofceﬂydquo-Kumequeo mpaxkma
Ouens yacro: Auapes, pBoTa, TOIIHOTA, 00JIb B JKHBOTC,

Yacro: a3BEHHBI CTOMATUT, CTOMATHUT, SA3Bbl B POTOBOM MOJIOCTH, KOJIUT, 00JIb B IPAaBOM BEPXHEM
KBaJpaHTE JKUBOTA, JMCIEICHS, XKETyJOYHO-KUIICYHBIH peroKc®, TIOCCUT, XCHIUT, B3AyTHE
KHMBOTA, KPOBOTOUMBOCTh JECEH, TMHTUBUT, YacThIM JKUAKUM CTyJ], MOpakeHus 3yOoB, 3amop,
METEOPU3M;

HeudacTo: mankpeaTut, 60JIb B TIOJIOCTH PTa;
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(NOCNEQCBATENEHOCTE 0002)

Penxo: unreMudecKuil KOJIUT;

OdeHb penKo: S3BEHHBIA KOIUT™;

YacToTra HEW3BECTHA: HapymcHus CO CTOPOHBI II€PUOJOHTA, HApYHMICHUSA CO CTOPOHBLI SY6OB,
MNUTMCHTALMA A3bIKa.

Hapywenus co cmopoHul neuenu u sceniesbleo0Auux nymeu
YacTo: rernaToMeraiys, KenTyxa, THIepOmImpyOnHeMus *;

OueHb peaKo: TeNaTOTOKCHYHOCTS (B T.Y. C JICTATBHBIM HCXOA0M)*.
Hapywenus co cmopoHul KodcU U NOOKOUCHBIX MKAHel

Ouenp 4acTo: ajgonenus, 3y, CyXOCTb KOXH, ChIIb;

Yacto: mcopuas, yXyIlIeHHE TEUEHHUs YK€ CYIIECTBOBABIIETO IICOpHA3a, JK3EMa, PEaKIIMs
(hOTOUYBCTBHTEIILHOCTH, MAaKyJIONAIyJIe3Hasi ChIllb, 3PUTEMATO3HAs ChIllb, HOYHAs IOTIMBOCTD,
TUIIEPTHAPO3, IEPMATHUT, aKHE, QYPYHKYJIIE3, dpUTEMa, KPAITMBHUIIA, HAPYIICHHUS CO CTOPOHBI KOXKH,
reMaToma, TOBBIIICHHAs IOTJIWBOCTb, HAPYIICHHE CTPYKTYPBHI BOJIOC, HApPYIICHHS CO CTOPOHBI
HOTI'TEN*;

Penxo: CapKOUI03 KOKHU;

Ouenp penko: cuHApoM CruBeHCa-J[)KOHCOHA™, TOKCHYECKHH SMUICPMATbHBIA HEKPOIH3™,
MYJIbTH(QOPMHAS ¥ SKCCYIaTHBHAS d)pUTeMa™.

Hapywenus co cmoponul muluieunot, KoOCmMHOU U cOeOUHUMENbHOU MKAHU
OdeHb YacTo: apTpalirusi, MHAITHsL, 00U B MBIIIIAX U KOCTSX;

Yacro: apTput, 6076 B CIIMHE, MBIIIEYHBIE CITa3Mbl, 00JIh B KOHCYHOCTH;
Heuwacrto: 60116 B KOCTSX, MbIIII€YHAs CTa00CTh;

Penko: pabpomuonuz*, Mmuozur*.

Hapywenus co cmopoHul nouex u Mouegblgo0auux nymeti

YacTo: yacToe MoYeHCITyCKaHHe, MTOINYpUsl, HapyIIeHUe MoKa3zaTesell Mouu;
Penxo: HapymeHue QyHKIINH MOYEK, TOYEYHAS HETOCTATOYHOCTH *;

OueHb peiko: HePPOTUUECKHUI CUHAPOM ™.

Hapywenus co cmoponvl penpooyKmugHoU CUcmembl U MOJIOYHBIX Jcelle3

Yacro: KEeHIIMHBL: aMeHOpesi, MeHOpparusi, HapylIeHHe MEHCTPYaIbHOTO IIUKIIA, TuCMeHopesi, 00JIb
B MOJIOYHBIX XKE€JI€3aX, )II/IC(l)YHKI_[I/ISI SAUYHUKOB, HAPYHMICHUA CO CTOPOHBI Bjarajviia, MY>KYHWHBI:
UMITOTEHIINS, TPOCTATHT, DPEKTHIIbHAS AUCYHKIIMS, HAPYIICHHs TOJI0BOHM (yHKIMH (03 yKazaHus
TOYHOTO JIUarHo3a)*.

Obwue napywenus u peakyuu 8 mecme 88e0eHus

OdeHpb 4acTo: BOCIIAJICHUE B MECTE HHBCKIMU, pCaKIMH B MECTC MHBEKIUU, YTOMIIIEMOCTD, 03H06,
JIMXopaaka, FpI/IHI'IOHOI[O6HLIC CHUMIITOMBI, ACTCHUS, Pa3aAPAKUTCIBHOCTD,

Yacro: 6onp B TIpyAHOM KIeTKe, JUCKOMQPOPT B TpyIHOM KieTke, nepudepuveckue OTEKH,
He/JIOMOTaHue, 00JIb B MECTe MHBEKIMH, HApyILICHUE OLTYIICHUH, JKaX1a;

Heuacro: otek numna;
Penxo: HEKpo3 MecTa UHBEKIIUY.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHbIe
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(NOCNEOOBATENBHOCTE 0002)

OdeHp 9acTO: CHIKEHHUE MACCHI TCIa,

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Yacro: cepacuHbIi UIyM.

*[lockonpKy puOABUPHH BCerga Ha3Ha4yaeTcs B KOMOMHamuu c uHTephepoHOM amb(a, a MepedrucieHHbIe
HeXeJaTelbHbIe PeaKnUH 3aperMCTPHPOBAHBI B IOCTPETHCTPALMOHHOM MEpHOZe, YacTOTy PEaKUWil ONpeneluTh
HEBO3MOXHO. YacToTa, ykazaHHas BBIILE, OCHOBaHA HAa JaHHBIX KIMHUYECKHX HUCCICIOBAaHUN NIPUMEHEHNs puOaBHpHHA
B KOMOWHANU ¢ HHTEPPEPOHOM anbda-2b (IITHINPOBAHHBIM U HENITHIINPOBAHHEIM).

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKHHﬁ

VY 30 % manueHnToB, IPUHUMABIINX pUOAaBUPHUH U MArUHTEpdEpoH anbda-2b, u'y 37 % mauueHTos,
NPUHUMABIIUX pUOaBUpUH W uHTepdepoH anbda-2b, HaOMIOANOCH CHMKEHHE KOHIEHTpAaIUn
reMorjioonsa oosee yem Ha 4 1/11.

YV 14 % B3pocnpix nauueHToB My 7 % nereit ot 3 no 18 ;mer, mpuHMMaBIIUX pUOAaBUPUH B
KOMOWHaIMKu ¢ MIruaTepdeponom anbda-2b unu umHTepdepoHOM anbda-2b, KOHIEHTpAIMH
reMoryioonHa CHU3MINCh Ha 10 T/ u Hike.

B OonbmiMHCTBE Cily4aeB ObUIM 3apeTHCTPUPOBAHBI JIETKUE CTENEHU aHEMHUH, HEUTPOIEHUU U
tpombouutonenuu (1 wim 2 crenenu no mkaine BO3). beutn 3apeructpupoBanbl HEKOTOPHIE CITydan
TSOKENOW HEUTPONEeHWHM Yy TAlUEHTOB, NPUHUMABIIUX pHOABUPUH B KOMOHMHAIMM C
mruaTeppeporom anbspa-2b (mkana BO3, 3 crenens: 39 u3 186 [21 %]; u mkana BO3, 4 crenens:
13 u3 186 [7 %]); neitkonenus 3 crenenu no mkaine BO3 6bu1a 3apeructpupoBanay 7 % nanueHToB
JAHHOM TPYIIIBI.

YBenuueHus: KOHLIEHTPALUi MOYEBOM KUCIOTHI U HETIPSMOTO OMIIMPYOHHA, CBSI3aHHBIE C TEMOJIM30M,
HAOIOIAICh Y HEKOTOPHIX IMAallMCHTOB, TPUHUMABIINX pPUOABUPUH B KOMOWHAIUU C
mruaTepdeponom anbpa-2b uim uaTepdepoHoMm anbda-2b B KIMHUYECKUX HCCICIOBAHUAX, HO
gepes 4 HellelH 1MoCciie OKOHYAHUS JICUCHUST KOHIICHTPAIIMU BO3BPAINATINCH K ICXOHBIM 3HAYCHHSIM.
B HecKONbKUX ClTydasx Cpeau MAlMEHTOB C MOBBIIIEHHONW KOHIIEHTPAllMel MOUYEBOI KHUCIOTHI ObLIa
3apeTHCTPUPOBAHA MMOJarpa, HO HUKOMY M3 HUX HE TOTPeOOBAIOCh N3MEHEHHUE JICUCHH S, 1 HUKTO HE
OBLT UCKITIOUEH M3 KIMHUYECKUX HCCIIETOBAaHUM.

[TammenTs! ¢ ko-undekimeit BI'C/BHNY

VY mnauuentoB ¢ ko-uHdexkuumeir BI'C/BUY, npunHumaBmux puOaBUPUH B KOMOWHAIMU C
mruaTepPepoHomM anbda-2b, IpyruMu HexenaTelbHbIMUA peakiusMu (He HaOJIOAaBIIMMHUCS Yy
NAalMeHTOB TOJNBKO ¢ rematutoM C), yacToTa KOTOPHIX cocTaBuia >5 %, SBISUTUCH: KaHIUA03
nosnoctu  pra (14 %), npuoOperennas munoauctpodust (13 %), CHUKEHUE KOHLIEHTpaLUU
mumbponutoB CD4 (8 %), cHmwkenue anmetuta (8 %), YBETMYEHHE AaKTHBHOCTH Tramma-
rirytamunTpadcdepassl (9 %), 601s B obmactu cnuHbl (5 %), MOBBIIIIEHHE aKTUBHOCTH aMIJIa3bl B
KpoBH (6 %), MOBBIIIEHNE KOHLEHTPALMM MOJIOYHOW KHCIOTHI B KpoBHU (5 %), LUTOIUTHYECKUN
renatut (6 %), MOBbIIIEHNE aKTUBHOCTH JHMa3bl (6 %) u 6011 B KOHEYHOCTSX (6 %).

MumoxonopuanibHas MoKCUYHOCTb

MuToxoHpHalibHasi TOKCHMYHOCTh M  JIaKToalMa03 ObuiM  3apeructpupoBansl y BUY-
MOJIOKUTEBHBIX MaeHToB, npuHuMatomux HUOT u pubaBupun mia neuenus rematuta C (M.
paznen 4.4).

JlaGopaTopHble 3HaueHHs y mnanueHToB ¢ ko-uHgpekuueir BI'C/BUY. XoTs remarosorndyeckue
HapylUIeHHsl B BUAE HEUTPONEHUH, TPOMOOIIMTONIEHUU U aHEMHH Yallle BOSHUKAJIU Y MallUEeHTOB C KO-
uHopexmeit BI'C/BIY, 601bIIMHCTBO JAHHBIX PEAKIUN T011aBAIMCh KOPPEKIMH ITyTeM U3MEHEHUS
JI03bl U peiKo TpeboBaIl OTMEHBI Tepanuu (cM. pasnen 4.4). 'emaronornueckrue HapylIIeHHs dale
PETUCTPUPOBAIUCH Y MAIUEHTOB, MPUHUMABIINX PUOABUPUH B KOMOMHAIIMM C MATUHTEPHEPOHOM
anbda-2b, yueM y nareHToB, NPUHUMABIINX pUOaBUPUH B KOMOMHALIUY C HHTEPPEepOoHOM alibpa-2b.
[lo pmaHHBIM HCCEIOBAaHUS, CHIDKEHHE aOCOJIOTHOTO KOJIMYECTBA HEHUTPOPHIOB  HIKE
500 kneTok/MM3, a TaKKe CHIDKEHHE KoindecTBa TpoMOoruToB HIke 50000/mMm3 Habm01a710Ch Y
4 % (8/194) mauneHTOB, IPUHUMABIIUX PUOABUPHUH B KOMOMHALIMY C M3THHTEPPEpOHOM abda-2b.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MPUHUMABIIUX PUOABUPUH B KOMOMHAIMHY ¢ TIITUHTEpDepoHOoM anbda-2b.
Cuuoicenue koauuecmsa numgpoyumos CD4

Jleuenne pubaBUPMHOM B KOMOMHALIMY € MAITUHTEPHEPOHOM ab(a-2b ObLIO CBS3aHO CO CHIKEHUEM
a0OcomoTHOrO KosmuecTBa kiieTok CD4+ B TeueHue nepBoIx 4 Heienb 6e3 yMEHbBIICHUS IPOLIEHTHOTO
cootHomeHust kinerok CD4+. CHmwxkenne konmuyectBa kieTok CD4+ Obiio 0OpaTUMBIM IOCIE
YMEHBIICHHUS /1036l WM TpeKpamieHus tepanuu. [IpumeneHue pubOaBuUpHMHA B KOMOHMHAIMH C
IrUHTEPPEPOHOM anb(a-2b He OKa3bIBAIO 3HAYUTEIHLHOTO OTPULIATENIFHOTO BIMSHUS HA KOHTPOJIb
Bupemun BHUY Bo Bpems nedenus wium mocie. [lanHeie mo 6e30macHOCTH Ui MAIMEHTOB C KO-
uHpeknmii ¢ KonmmuecTBoM KiieTok CD4+ <200/mkn orpanndensl (n=25) (cM. pazaen 4.4).

[Ipu coBMeCTHOM MpHEeMe aHTUPETPOBUPYCHBIX IMpernapaToB U mpenapaTtoB g jgeuenus BI'C ans
BBISIBJICHHSI CHCIM(PUUECKON TOKCUYHOCTH KaXKJIOTO TIperapara © Pa3BUTHs TMEPEKPECTHON
TOKCUYHOCTH pubaBUpHHA U MArHHTepdepoHa anbda-2b cienyeT 03HaKOMUTHCS ¢ MHCTPYKILIKEH IO
MEIUIIUHCKOMY MPUMEHEHHIO KaXKJI0TO U3 TPUMEHIEMBIX MperapaToB.

Jetn ot 3 no 18 ner (ToabpKO ABOMHAS TEpanus)

B kombunayuu c nacunmepgpeponom arvgha-2b

B knmuHMYeckom uccnenoBanuu y 107 nereit (ot 3 mo 18 ner), moaydaBmIUX KOMOMHHUPOBAHHYIO
Tepanuio mruHTepdeporom anbda-2b u pubaBUpUHOM, U3MEHEHHUE /103 MOTpedoBanock B 25 %
clly4asix, OoNblIel 4YacThi0 M3-32 aHEMHH, HEHTPONEHUM M CHIDKEHHS Macchl Tena. B 1menowm,
poUIIb HEXKEATeIbHBIX PEAKIUN Y IeTeH COOTBETCTBOBAI MPODUITIO, HAOIIOJAeMOMY Y B3POCIBIX,
XOTsl TPUCYTCTBOBaja BO3MOXKHOCTH 3aJIepPKKH pocTa. Bo Bpemss KOMOWHUPOBAHHOH Teparuu
MTWIMPOBAHHBIM HHTEp(EepoHOM anb(ha-2b u pubaBUPHHOM MPOAOIDKUTEIHLHOCTHIO 10 48 HEnelnb
Ha0JI0Aa7I0Ch YMEHbBILIEHHE CKOPOCTH pOCTa, KOTOPOE MPHUBOJMIO K TOMY, YTO POCT HEKOTOPBIX
MAIUMEHTOB OBl HHKE HOPMBI (cM. pazfaen 4.4). CHIbKeHre Macchl Tella U 33JepakKKa pocTa SIBISUTUCH
OUYeHb YaCTHIMH SIBICHUSMHU BO BpeMs JieueHHs (0 OKOHYAHUHU JICUEHUS CpelHee CHUKEHHE OT
MCXOJHOTO 3HAUEHUS MaccChl Tejla M poCcTa COCTaBWIIO 15 1 8 mporieHTUsIel COOTBETCTBEHHO); TAKKe
yMeHbIlIanach CKOPOCTh pocta (<3-ro mpomeHtuns y 70 % mnamueHTtoB). B kouue 24 Hemenu
KOHTPOJISI TIOCTIE OKOHYAHUS JICUEHUSl CPEeIHEE CHIKEHHE OT MCXOJHOTO 3HA4YeHMsI Macchl Tela U
pocTa cocTaBuio 3 ¥ 7 MPOLIEHTUIIEH COOTBETCTBEHHO, 1 'Y 20 % aereit HaOr0/1a10Ch YMEHbIIIEHUE
ckopocTu pocta (<3-ro npoueHtusst). 94 u3z 107 geteit ydacTBOBaIA B MATHUIETHEM JOJITOCPOYHOM
WCCIIEIOBAaHUH C TIOCTEAYIOUIMM HalmoJeHneM. Bo3zaeiicTBue mpemapaTa Ha pOCT ObLTO HUXKE Y
JIeTeH, JeUnBIIUXCA B T€UeHHE 24 HeJelb, 10 CPaBHEHHUIO C JAETbMHM, MOJYYaBLUIMMH JICUEHHE B
tedenne 48 Hemenb. OT MOMEHTa, MPEAIIECTBYIONIET0 Hayaly JEUYEHHUs, MO0 KOHIA HAONIOACHUS
MIPOLIEHTWIIb POCTA y JIETEH, MOTyUYaBIINX JiedeHre B TeueHne 24 u 48 Henenb, cHkazics Ha 1,3 1 9,0
MPOIIEHTUIIEH COOTBETCTBEHHO. Y MeHbIleHue pocta y 24 % nereit (11/46), monydaBiimx JiedeHue B
teuenue 24 venens, u 40 % nereit (19/48), monyyaBmux jgedeHue B TedeHUe 48 HElENb, TOCTUTAIIO
>15 npoueHTuIel ¢ MOMEHTA, MPEIIIECTBYIOLIEro JEYEHHIO, O KOHIIA MATHUJIETHETO UCCIIEeI0BAHUS
C TIOCIIEAYIONTUM HAOJIFOJICHUEM TI0 CPAaBHEHHMIO C MCXOAHBIM 3HadeHueM. Y 11 % nereit (5/46),
MOJIyYaBIIUX Tepanuio B TeueHue 24 Hemenb U y 13 % nmereit (6/48), mony4yaBImIMX Tepamnuio B
TeueHue 48 Henenb, Ha0II0JAT0Ch CHIYKEHNE POCTa OTHOCUTENIHHO 0a30BoM TMHUH Oosiee yeM Ha 30
IIPOLIEHTWJIEW COOTHOIIEHHUSI pOCTa-BO3pacTa ¢ MOMEHTA, MPEIIECTBYIOLIETO JIEUEHUIO, O KOHIIA
MATUJIETHETO MCCIEA0BaHUsA C TocieayoumM HaomoneHueM. C MOMEHTa, MpeIlIecTBYIOLIEro
JICYCHUIO, IO KOHIIA MSATUJIETHETO MCCIEA0BaHUS C MOCIEAYIOMUM HAOII0IEHUEM CHIYKEHUE MACCHI
Tela cocTaBisuio 1,3 mpoueHTw s y JAEeTed, NOJIyYaBIIMX JIEYeHUWEe B TeueHue 24 Henenb, u
5,5 mpoueHTusiel y Jered, MojydaBIIMX JieueHue B TeueHue 48 Hemenb. MHaekc maccel Tena
yMeHbazics Ha 1,8 u 7,5 npoueHTuinel CoOoOTBETCTBEHHO.

B nanHOM mccrnenoBaHuM HauOojiee paclpOCTPAHEHHBIMH PEAKLMSMHU y BCEX MAIMEHTOB ObUIN
muxopanka (80 %), romosHas 601b (62 %), Heittponenus (33 %), ycranocts (30 %), aHOpekcus
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(29 %) n nokpacHenue B Mmecte HHbEKIUH (29 %). Torpko vy 1 nnunel;lfaq[etreﬁne'&lino nperanre‘Ho

B pe3yJIbTaTe Pa3BUTHUS HEKEIATEIbHOU peakinu (TPOMOOLIUTONICHNS).

BonbIIMHCTBO HEXeNaTeNbHbIX pPeaKlUid, 3aperuCTPUPOBAHHBIX B JAHHOM HCCIIEIOBaHUH, ObLIO
JETKOW WM CpelNHEW CTEeMEeHH TSOKECTH. TsDKenmble HeKeNaTeNbHBIE peakiud ObUIH
3apeructpupoBanbl B 7 % (8/107) cnyuaeB u BiIto4yanu 6oib B Mecte uHbekuuu (1 %), Oonp B
koHewHOCTsX (1 %), TonoBHyt0 6016 (1 %), HeliTponieruro (1 %) u muxopanky (4 %).

CyIIecTBEHHBIMU ~ HEXKEJATEIbHBIMU  PEAKIMsIMU B JAHHOW TOMYJSAIHUHM TAIMEHTOB ObUIH
HepBo3HOCTh (8 %), arpeccus (3 %), THeB (2 %), menpeccusi/monaBieHHoe HacTpoeHue (4 %) u
rUNOQYHKINS IMUATOBUIHOM xene3bl (3 %). [Tk marueHToB NpUHUMAIH JIEBOTUPOKCHH IO TIOBOTY
rUno(yHKIIMY MIUTOBUIHON JKeJIe3bl/TIOBBIIICHHON KoHIeHTpamu TTT .

B xombunayuu ¢ uumepghepornom anvgha-2b

B ximmHnueckux wuccnenoBanusax 118 mereit or 3 mo 16 jet, mosydaBIIMX KOMOMHUPOBAHHYIO
Tepanuio UHTEephepoHoM anbda-2b u pubaBUpHHOM, Y 6 % JeueHue ObLIO MPEKpaIleHO H3-3a
HEe)XEJIaTeNbHBIX peakuuii. B 1enom npoduis HexxenaTeIbHBIX PEaKIUi B OTPAHUICHHOM MOTYJISILIUN
nereir ot 3 mo 18 mer Obu1 cxok ¢ mpodunem, HaOIIOJaeMbIM y B3pOCIBIX, OJHAKO B JETCKOU
MOMYJIAIIMM BO3HUKAJIA ONMACEHUsI B OTHOIICHWH 3aJEPKKH pocTa (CpeaHee CHUXKEHHUE pocTa
9 mpouieHTHIIeH) U Macchl Tena (cpefHee CHKEHUe Macchl Tena 13 nponenTuiieit). B Teuenue 5 ner
MOCIICAYIOMIEr0 HAOIOIEHUSI CPEIHUN POCT JeTed cocTaBui 44 MPOICHTHIISA, YTO OBUIO HUXKE
CpPeHEr0 3HA4YeHHS y HOPMAJbHON MOMYJSIIIMA U MEHbIIE UX CPEAHEero M3HA4YallbHOTO pPOCTa
(48 mpouentuneit). ABamuate (21 %) u3 97 nereit umenu >15 npoueHTWIEH CHUXKEHHUS pOCTa, U3
kotopbix 10 u3 20 nereit umenu >30 NMPOLEHTUIICH CHUKEHHUSI pOCTa C MOMEHTA Havasia JICUeHUs J10
KOHIIa AOJTOCpoUHOro Habmoaenus (1o 5 net). s 14 u3 3TUX MaliMeHTOB U3BECTEH UTOTOBBINA POCT
BO B3pocioMm Bo3pacte (10-12 mer mocie OKOHUAHUS Tepanuu), KOTOPBIM MOKa3al, 4YTo Y
12 manuenToB HaOmroga1Cs neduiut pocra (6onee 15 nporenTumneit).

B TeyeHne koMOMHUPOBaHHOM Tepanuu HHTEpHEPOHOM anb(ha-2b 1 pubaBUPUHOM MPOAOIIKHUTEIb-
HOCTBI0 710 48 HeJesb HabJI0Jal0Ch YMEHBIIEHHE CKOPOCTH POCTa, KOTOPOE MPUBOIMIIO K TOMY, YTO
POCT HEKOTOPHIX MAlMEHTOB K JOCTHXKEHHIO B3POCIOr0 Bo3pacTa Obl1 HHMXE HOpMbl. CHMXKEHHE
CpEeIHETO0 MPOLEHTHIISI pOCTA MO0 CPABHEHHIO C HCXOIHBIM 3HAYCHHEM B KOHIIE I0JITOCPOYHOTO TIEpH-
oJ1a HaboIeHHs ITpeodiaiano y AeTei mpemnyoepraTHoro Bo3pacta (cM. paszzaen 4.4).

bonee Toro, B JaHHOM TpyMIie NallMEHTOB CYMIUAAIbHbIE MBICIH U MOMBITKH CyHIIH/1a HAOII0JaINCh
yaire, 4yeMm y B3pocibixX (2,4 % mo cpaBHeHHto ¢ 1 %) BO BpeMs JIedeHUs U B TeueHHe 6 MecsleB
nocyenyromero Hadmoaenus. Kak u y B3pocCibIxX MalMeHToB, y aeted oT 3 10 18 neT Takxke pa3Bu-
BaJIMCh JIpyrue HapyLICHUs ICUXUYECKOH cepbl (Harpumep, ANpeccusi, SMOLMOHAIbHAS Ja0uIb-
HOCTb U COHJIUBOCTh). KpoMe Toro, nopakeHusi Mecta MHbEKIIUH, JINX0pajaKa, aHOPEKCUs, pBoTa 1
HMOIIMOHAIbHAs JaOMIBHOCTh BCTpEeYaIMCh Oosiee yacTo y aereit ot 3 10 18 jer mo cpaBHEHHIO CO
B3pOCIBIMU NanueHTamu. M3menenue 103 norpedosanocs B 30 % citydaeB, B OCHOBHOM H3-3a aHe-
MHUH U HEUTPOTICHUH.

He)KeHaTeHLHBIe PCAKINU, IICPCUNCIICHHBIC HMXKE, OCHOBAHBI HA ABYX MHOI'OIICHTPOBBIX KJINMHHUYC-
CKHUX HMCCIEIOBAHUN IPUMEHEHU pruOaBUPHHA B KOMOUHAIMU ¢ uHTEpdepoHOM anbda-2b U I3ruH-
TepdheponoM anbda -2b v nereit ot 3 mo 18 ner.

HexenarenbpHbie peakiru NpCACTABJICHBI IO KJIaCCaM OPraHOB U CUCTEM B IMOPAAKEC YMCHBIICHUS
9aCTOThI, B COOTBCTCTBHHU CO CICAYIOIIMMU KAaTCTOPUAMM:

oueHb yacTo (>1/10);
gacto (>1/100, HO <1/10);
Hevacto (>1/1000, Ho <1/100).

B kaxx10ii rpymme 4acToThl HeKeNaTelIbHbIE PeaKlluy NPECTaBICHbI B TOPSAIKE YMEHbBILICHUS TsDKE-
CTH.
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Hnghexyuu u unsazuu

Ouenb yacTo: BUpycHasi HHPEKIHs, HapuHTHT;

COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 08.04 2026 N= 7183

(NOCNEQCBATENEHOCTE 0002)

Yacro: rpubkoBas nHdpeKkus, OakrepuaabHas HHGEKIUs, THPEKIMH JETKUX, Ha30(papuHTUT, CTpeI-
TOKOKKOBBIN (DapuHTHUT, CPETHUIA OTUT, CHHYCHT, abciiecc 3y0a, TPHIII, reprec MoJI0CTH pTa, HH]EeK-
IIUH, BEI3BAaHHBIC BUPYCOM IPOCTOTO reprieca, HH(PEKIIMA MOYCBBIBOISIINX ITyTEH, BATHHUT, TaCTPO-

SHTEPUT;

Heuacro: ITHEBMOHMUS, aCKapua03, 3HTepO6I/I03, OHOHCI)IBaIOH_[I/Iﬁ nnmaﬁ, OCJIIFOJINUT.

ﬂo5p0xauecmeeHHble, 310Ka4eCcmeeHnble U HeymOYHEeHHble H06006pa3060Huﬂ (GKJZIOHCL‘Z Kucmul U no-

JIUNwl)

Yacro: HCYTOYHCHHBIC HOBOO6p330BaHI/ISI.

Hapywenus co cmoponvl kposu u numgamuieckou cucmemol

OueHb yacTo: aHEMUSsI, HEUTPOTICHUS;

Yacro: TpomboruToneHus, TuMdaaeHonaTus.
OHOOKpuHHbIE HAPYULeHUS

OdeHb 4acTo: TUIIOTUPEO3;

YacTo: runeptupeos, BUPHIN3M.

HapymeHuﬂ MemabonuzmMa U NUMAHUA

Ouens yacro: AHOPCKCHUSA, CHUKCHUC allNICTHUTA, INIOBBIMICHUC allTICTUTA,

Yacro: THICPTPUTIIMICPUACMUSL, TUIICPYPUKEMHU L.

Icuxuueckue Hapywerus

OdeHb yacTo: aenpeccusi, 0eCCOHHHUIIA, IMOIIMOHATBLHAS JTA0UIHHOCTH;

YacTo: cyunuaanbHble MBICIH, arpeCCUBHOE MOBEACHUE, CITYTAHHOCTh CO3HAHUS, YMOIIMOHAJIbHAS
mabUITBEHOCTD, TTOBEJIEHYECKOE PACCTPONCTBO, AXKUTALINSL, COMHAMOYITU3M, TPEBOXKHOCTh, NU3MEHEHHUS
HaCTpOEHHUsI, 0€CIIOKOWCTBO, HEPBO3HOCTh, HAPYIIICHUE CHA, MATOJIOTUYECKUE CHOBUJICHUS, allaTHs;

Heuacro: HapyHmICHUA TOBCACHU A, IOAABJICHHOC HACTPOCHUEC, DMOIINOHAJIBHBIC paCCTpOﬁCTBa, CTpax,

TPEBOKHBIE CHOBUJICHUS.
Hapywenus co cmoponul HepeHoll cucmemul

OueHp 4acTo: ToJIoBHAs 00JIb, TOJIOBOKPYKEHHE;

Yacro: THIICPKUHEC3bI, TPEMOD, I[I/IC(I)OHI/ISI, mapeCTe3usd, rurncCTC3usl, THICPECTC3UA, HAPYIICHUA KOH-
HEHTpalli BHUMAaHHs, COHJIMBOCTD, IIJIOXOE KaY€CTBO CHA,

Heuacro: HEBpAJITusd, JICTaprus, ICHXOMOTOPHOC B036Y)KI[6HI/IC.

Hapywenus co cmoponwl opeana 3penus

Yacro: KOHBIOHKTHUBHUT, 00116 B rj1a3ax, HApyHCHUEC 3pCHUA, HAPYIICHHUA CO CTOPOHBI CJIIC3HBIX KCIIC3;

Heuwacto: kpoBOM3NUSHUS B KOHBIOHKTHUBY, 3yl B I1a3aX, KEPaTUT, HEUETKOCTh 3peHusl, (oTodoous.

Hapywenus co cmoponul opeana ciyxa u rabupunma
Yacro: BepTHrO.

Hapywenus co cmoponul cepoya

Yacro: Taxukapausi, ollylleHne cepaeOneHus.

Hapywenus co cmopoHul cocy0os
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 08.04 2026 N= 7183

(NOCNEQCBATENEHOCTE 0002)

Yacro: 6J'I€,I[HOCTI> KOXXHBIX ITOKPOBOB, KIIPHUJIUBLD),

HeuacTo: noHmxeHnune apTepruaibHOTO JIaBJICHUS.
Hapywenus co cmoponul OvixamenvHotl cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPpeOO0CmeHUs.

Yacro: ojplllIKa, yYallleHHOE JbIXaHHe, HOCOBOE KPOBOTEUEHNUE, KallleNb, 3aJI0KEHHOCTh HOCA, pa3-
NpakeHue B HOCY, pUHOpEs, 00JIb B TJIOTKE;

Heuwacro: cBucTsimee apixanue, AUCKOM(OPT B HOCY.
Hapywenus co cmoponul sicenydouno-kuueuno2o mpakma
OueHb yacTo: 60JIb B )KUBOTE, 0OJIb B BEPXHUX OT/IENIaX KUBOTA, PBOTA, UAPEs], TOIIHOTA,

YacTo: s3BbI B POTOBOI MOJIOCTH, I3BEHHBIM CTOMATUT, CTOMATHT, aQTO3HBIA CTOMATHUT, TUCIICTICHS,
XEHII03, TIIOCCUT, racTpod3odareanbHblil pe(IItoKC, HAPYIICHHS CO CTOPOHBI MPSIMOM KHIIIKH, 3a110p,
KUJAKUI CTyJ, 3yOHast 001k, HAPYIIEHUS CO CTOPOHBI 3yOOB, TUCKOM(OPT B KeIyAKe, 007b B pOTO-
BOI MOJIOCTH;

Heuwacto: ruHruBuT.
Hapywenus co cmoponul neuenu u dcenuesbl8o0auux nymeti
Yacro: HapymieHue GyHKIUH TEYSHHU;

Heuacto: remaTromeranus.

Hapymenuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl
Ouenp 4acTo: ajloncuus, ChbIIlb,

Yacro: 3y, peakuus GOTOUYBCTBUTEIBHOCTH, MaKyJIOMAIYyJI€3Has ChIIlb, 3K3€Ma, IOTJINBOCTh, aKHE,
3a00JeBaHUs KOXH, HApyIIEHUs] CTPYKTYpbl HOITEH, 00eclBeUNBaHUE KOXKHU, CYXOCTb KOXH, dpH-
TeMa, FreMaToMa;

HeuacTo: natonoruueckast nMrMeHTaLMs, ATOMMUYECKUM IEPMATUT, IIETYIIEHHE KOXKH.
Hapywenus co cmoponul mwluieunot, KoCmHou u coeOuHUmMenNbHoOU MKaHu

OdeHb YacTo: apTpalrusi, MUAITHs, MBIIIEYHbIE O0IH;

Yacro: 0051b B KOHEYHOCTH, OO0JIb B CIIUHE, MBIIIEYHbIE KOHTPAKTYPHI.

Hapywenus co cmoponwl nouek u mMouesvig00sauux nymet

YacTo: sHYpe3, paccTpoCTBAa MOYEHCITYCKAHUS, HEJIEPKAHUE MOYH, IPOTEUHYPHUSL.
Hapywenus co cmopoHsl penpooyKmugHoU cucmembl U MOJIOYHBIX JHcelle3

Yacro: KCHIIHUHBI: aMCHOPECA, MCHOpparusa, HapyuCeHUE MEHCTPYaJIbHOI' O IIUKJIAa, HAPYIICHUA CO CTO-
POHBI BJIarajivma; My>X4Y1UHbI: 00JIb B SIMYKCE,

HeuacTo: XeHIIUHBI — TUCMEHOPes!.
Obwue napywenus u peakyuu 8 mecme 88e0eHus

OdeHpb 4acTo: BOCITAJICHHE B MECTE HHBECKIUHU, pCaKIUU B MECTC HHBECKIUN, OSpUTEMA B MECTEC NHDB-
CKIINH, 00JIb B MeCTe HHBCKIUHU, YCTAIOCTh, YTOMJIIACMOCTD, JIMXOpPAJKa, O3H06, TpHHHOHOI[O6HLIC
CHUMIITOMBI, ACTCHUA, HEAOMOT'aHUEC, Pa3ApaKUTCIbHOCTD,

Yacro: 0016 B I‘pyI[HOﬁ KJICTKE, OTCKHU, 3y B MCCTC UHBCKIHHU, CbIIIb B MECTC MHBCKIINHU, CYXOCTb
MECTa MHBEKIUHN, YYBCTBO X0JI0J4,

Hewacro: nuckomdopt B rpyaHO# KIeTKe, 0016 B 001aCTH TUIA, YIUIOTHEHHE MECTa HHBEKIIHH.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHbIE
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(Nnoc (IR HOCTH Q002
OueHb YacTo: CHMKEHUE CKOPOCTH pocTa (yMEHBIIIEHUE DOCTarWI/mMC 515 'I[&]IH'[')II/I' BO3-

pacr);

Yacro: nosbienue konneHtpanuu TTT, moBeilieHNe KOHLIEHTPALUU TUPEOTI00YIINHA;
Heuvacro: nonokuTenbHble aHTUTENA K LIUTOBUIHOM JKee3e.

Tpasmwl, unmoxcukayuu u 0CIL0NHCHEeHUsL NPoYeoyp

YacTo: MOBpek)IACHHS KOKU;

Heuacro: koHTYy3usl. BOMBIIMHCTBO N3MEHEHMI TaOOPATOPHBIX MTOKa3aTeNeil B KIIMHUYECKUX UCCIIe-
JOBaHUSIX IPUMEHEeHUs1 pubaBupuHa/mIruaTepdepona aabda-2b ObUIH JTETKUMH UIH CPETHUMH.

CHmKeHne KOHIICHTpAi TeMoriio0rHa, JeHKOIUTOB, TPOMOOLMTOB U HEUTPO(DUIOB, MOBBIILICHUE
KOHIICHTPALUU OMITUpyOrnHA MOKET MOTPeOOBATh CHUKEHUS J103BI MM OTMEHBI TEPAITuH (CM. pa3el
4.2). XoTa B KIMHUYECKUX UCCIECTOBAHMIX MPHU JICUCHUN pUOaBUPUHOM/TIIATUHTEPPEpOHOM albda-
2b Habnroanuch M3MEHEHUS J1a00PATOPHBIX 3HAYEHUH, Yepe3 HECKOIBKO HE/IENb ITOCIIe OKOHYAHUS
Tepanuy OHU MPUXOAUIN K HOPMaTbHBIM TOKA3aTEIIsIM.

Coo011eHne 0 IMOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUIX

Baxno C006HlaTL O IMOAO3pPEBACMBIX HCIKCIIATCIbHBIX PCAKIUAX ITOCJIC PCTrUCTPpAlUH JICKAPCTBCH-
HOro npcrapara ¢ Iejabro obecrecucHus HCIMIPCPBIBHOI'O MOHHUTOPHUHI'a COOTHOIICHHUA «I10JIb3a-PUCK»
JICKapCTBCHHOTI'O ITpCIIapara. MenuiuHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA COO6IJ_[8.TB 0 JIFOOBIX Ioao-
3pC€BACMBIX HCXKCIIATCIIBHBIX PCAKIHAX JICKAPCTBCHHOI'O IMpeIiapaTra 4€pe3 HAIMOHAJIBbHBIC CUCTCMbI
COO6H.ICHI/IH 0 HEKCJIATCIIBHBIX PCaKIUAX IOCyAapCTB-4JICHOB EBpa3HﬁCKOFO 3KOHOMHNYECCKOI'0O CO-
rOo3a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haazopy B cdepe 3apaBooxpaneHus (PoczapaBHanazop)
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Ii1011aab, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnextponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI
Tpotinas mepanus

Nudopmanus npeacraBieHa B UHCTPYKIUU 110 TPUMEHEHHUIO JIGKAPCTBEHHOTO CPENICTBA OoIlemnpe-
BHP.

leotinas mepanus

W3BecTHas MakcuManbHasi IpUHSTAs 1032 pubaBupuHa coctaBmia 10 r B Tabnerkax (50 TabneTok mo
200 mr) u 39 maa ME unTtepdepona anbda-2b B Buae pactBopa st HHbeKINH (13 OAKOKHBIX HHB-
exuuit mo 3 MmiaH ME). Otu xonnyectBa BBen ce0e OJUH MAlUEHT B TeYeHHE | JHS C LETbI0 camo-

yowuiicTa. [larmeHT HaXOaUIICS B T€UEHUE 2 THEH B OTACIICHUH HEOTIOKHOM TepaIuu; 3a 3T0 BPeMs
HUKAKUX HEXeNaTeNbHBIX SIBICHUH, CBSI3aHHBIX C MEPEI03UPOBKOM, HE HAOIIOAATOCH.

Jleuenue

AHTI/I,[[OT HCHU3BCCTCH, I'CMOHATIN3 U HCpHTOHeaHBHBIﬁ JAruaJin3 HCB(I)(I)CKTI/IBHLI, JC€YCHUEC CUMIITOMA-
THYECKOC.
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5. PAPMAKOJIOTMUYECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0002)

5.1. ®apmakoanHamMHu4YecKHe CBOCTBA

dapmakoTepaneBTHYECKasi IPYNIA: IPOTUBOBUPYCHBIE CPEJICTBA CUCTEMHOIO JIEHCTBUS; IPOTHU-
BOBHUPYCHBIE CPEJCTBA IPSIMOTO I€HCTBUSA; IPOTUBOBUPYCHBIE CpelIcTBa JIsl JeueHus renartuta C.

Koan ATX: JOSAPO1

MexaHusM aeiictBus U hapMakoaruHaMudeckre dhheKThI

PubaBupuH sIBISETCS CHHTETHYECKUM aHAIOTOM HYKJICO3UIOB, aKTUBHBIX N Vitro B OTHOLICHHU
Hekotopeix PHK- u JIHK-comepkamux BupycoB. Ilpu3nakoB uHruOupoBaHusi (HEpMEHTOB,
cneuupuyeckux ansi BI'C, wmm mnopaBnenuss permkauun BI'C Hu  pubaBupuHOM, HH
BHYTPHUKJIETOUYHBIMH MeTa0OJIMTaMU puOaBUpUHA B (PU3MOJIOIMYECKMX KOHILIEHTPALUSAX He
oOHapyxeHo. MoHoTtepanusi pubasupuHoM He npuBoguT K snumuHanyu BI'C (PHK BI'C) umm
YJIYYIIEHUIO0 THCTOJOTHMYECKOW XapaKTEepUCTHKH Ie4YeHH Iocie 6-12 mMecsaleB NpUMEHEHUs
IpernapaTa U B Te4eHHE 6 MeCSALEB MOCIEAYIOIUX HAOII0ACHUH.

[TpumeHenne pubaBrprHa KaK €JMHCTBEHHOT'O TEPAIIEBTUYECKOTO cpelicTBa npH renarute C, B TOM
qucIie P XpoHUYecKoi dpopme, HeIhdekTnBHO. KoMOMHMpPOBAaHHOE JIeUeHUE pUOABUPUHOM U UH-
TepdpepoHoM anbda-2b unu meruaTepdeponom anbda-2b namuentos ¢ renatutom C Gonee 3pdek-
THUBHO, YeM MOHOTeparus naTepdeporom anbda-2b winm mruarepdepoHom anbda-2b.

MexaHu3M, MOCPEICTBOM KOTOPOro puOaBUpHH B KOMOMHAIMM ¢ MHTepdepoHOM anbda-2b mnu
MITUHTEPPEPOHOM anb(a-2b MposSBIsIET TPOTHBOBUPYCHOE JCHCTBHE, B 4YaCTHOCTH, MpoTHB BI'C,
HEU3BECTEH.

5.2. ®apmakoknHeTHYECKHE CBOIiCTBA

AOGcopbims

PuGaBupun ObICTpO BcachIBaeTCs MOCje MpUeMa BHYTPh pa3oBoil 103kl npenapata (Tmax = 1,5 v),
nocJje 4yero ObICTpO pacnpenensercs B opranuzMe. BoiBeenue pubaBuprHa u3 opraHuzMa mpoucxo-
JUT MEJIEHHO. BenrunHbl OIynepruo/10B BcachIBaHUs, paclpeie/IeHUs U BbIBEIEHUS pa30BOil 036l
coctasisitot 0,05, 3,73 u 79 4 coorBeTCTBEHHO. PMOaBUPHUH BCachIBa€TCs MOYTH MOJHOCTBIO: JIMIIb
okoJio 10 % meudeHoil 103bI BeIJIESIETCS Yepe3 KUILEeYHUK. TeM He MeHee, abcotoTHast OMOI0CTYTI-
HOCTB COCTaBJIsIeT IpUMEpPHO 45—65 %, uTO, MO-BUIUMOMY, CBSI3aHO C 3((HEKTOM «IIEPBUUHOTO IPO-
XOXACHUsD uepe3 nedeHb. CyIlecTBYeT JIMHEHHas 3aBUCUMOCTh MEXAY 1030 M IJIOUIa/bi0 MOJ
KpuBOH «koHUeHTpanus — BpeMs» (AUCy) npu npueme pubaBupuHa B pa3oBbIX 703ax oT 200 1o
1200 mr. O6BeM pactipezenenus coctaBisieT npubauzutenbHo S000 1. PubaBupuH He CBSI3BIBaCTCA
c OeJIKaMH TUTIa3MBbl.

Pacnopenenenne

[Tepenoc pubaBuprHa BHE TJIa3Mbl ObUT U3YYeH 0COOCHHO TOIPOOHO AJIs SpUTPOIIUMTOB. bbuto moka-
3aHO, YTO B OCHOBHOM TPAHCHOPT MPOUCXOJUT C YUaCTUEM PAaBHOBECHOT'O HYKJIEO3HIHOTO IEPEHOC-
YHKa TUTA €S (HUTPOOSH3UITHONHO3MH-UyBCTBUTENHLHOTO). [IepeHOCYNK 3TOT0 THUTIA TPUCYTCTBYET
MPAKTUYECKH BO BCEX THUIAX KJIETOK M MOXET OBITh OCHOBHBIM (DaKTOPOM, BIHSIONIMM Ha pacrpe/ie-
nenue pudbaBuprHa. COOTHOIIEHUE KOHIICHTPAIMi puOaBUpHHA B IIEIbHON KPOBHU U MJIa3ME COCTaB-
nsietT mpubausuTenbHo 60:1. Beicokas koHIEHTpanus pudaBUpHHA B IEIHHOM KPOBH O0YCIIOBIEHA
HaKOIUICHHEM puOaBUPUHA B SPUTPOIIUTAX.

Buorpancdhopmarius

Metaboamn3m pubaBUpHHA OCYIIECTBISACTCSA ABYMS Iy TAMU:

1) o6patumbiM hochopunrpoBaHreM H
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

o0pa3oBaHUEM TPUA30JIHHOTO KapOOKCHUIBHOTO MeTabonuTa. PubaBupuH u ero MetaboiuThl (Tpua-
30JIKapOOKCAMUJT ¥ TPHA30JIKapOOHOBAsI KHCJIOTA) BEIBOSTCS U3 OPraHU3Ma IIOYKAMH.

ONMMUHALMS

[Tpu MHOTOKpAaTHOM IIpHUEMe PUOABUPHH HAKAIUTMBACTCS B OOJIBIINX KOJIMYECTBAX B IUIa3Me KPOBU:
cootHommeHne AUC 24, TP MHOTOKPATHOM M OJTHOKPATHOM mpueme paBHo 6:1. [Ipu npueme BHYTph
(600 mr 2 pa3a B CyTKH) paBHOBECHasI KOHIICHTPAIUsl pUOABUPHHA B IJIa3M€ JOCTHTANIACh K KOHILY
4 menenu u coctapisia mpumepHo 2200 ar/mi. [locie mpekparnienus nmpuemMa nepruo/I MoTyBhIBEIC-
HUSl pruOaBUPUHA COCTABIISUT OKOJIO 298 4acoB, 4TO, MO-BUAMMOMY, OTPAXKAET €r0 3aMeUICHHOE BbI-
BEJICHUE U3 )KUKOCTCH U TKaHEH OpraHu3Ma, UCKITI0Yas MiIa3My KPOBH.

Coneprxanye B CEMEHHOU KHUIKOCTH

Bbuto u3ydeno copepkanue pubaBUpHHA B CEMEHHOM kuakocTH. KoHIeHTpanus pubaBupuHa B ce-
MEHHOH KUIKOCTH NPUOIU3UTENILHO B 2 pa3a BbIILIE 10 CPABHEHUIO C CIBOPOTKON KpoBU. HecMmoTps
Ha 9TO, CHCTEMHAsl KOHIIEHTpAIHs prOaBUprHA Y KEHIIMHBI-IAPTHEPIIN TIOCIIE TIOJIOBOTO aKTa C Ta-
LUEHTOM, IPUHUMAIOIUM pHOaBUPHH, ObljIa OY€Hb HU3KOH 110 CPABHEHUIO C TEPANIeBTUUECKON KOH-
LeHTpaluel pubaBUpHHa B IJ1a3Me€ KPOBH.

Bangnue nunm

buogoctymHOCTh pribaBUpUHA TIPU MMPUEME OJTHOKPATHOH 7036l BHYTPb ITOBBIIIASTCS MIPH OJTHOBpE-
MEHHOM TpHeMe MUIIHN ¢ BEICOKUM cojepkanueM KUpoB (AUCr u Cmax yBenmuuuBatorcs Ha 70 %).
Bo3MOXHO, MOBEIIIIEHHE OHOIOCTYITHOCTH B JAHHOM HMCCIICAOBAHUN TPOUCXOUIIO TIO TIPUIHHE 3a-
MEJIJICHHOTO KHMIIIEYHOTO TPaH3uTa puOaBUprHA WK U3MEHEHHOT0 3HaYeHus: pH. KimmHuueckas 3Ha-
YHUMOCTh PE3YJIbTATOB UCCIICOBAHMS TIPUEMa OJHOKPATHOW JT03bI HEM3BECTHA. B KIIMHUYECKOM HC-
CIIEJTOBAaHUH TIO OIeHKE YPPEKTUBHOCTH IS JOCTUKEHHUS MaKCUMAalbHOW KOHIIEHTpalluu puOaBu-
pUHa B IJIa3Me KPOBH MAIUEHTAM PEKOMEHIOBAIHA TPHHUMATH PHOABUPHH OJTHOBPEMEHHO C MTUTICH.

IlonynsainoHHas d)aDMaKOKI/IHeTI/IKa

®apMaKOKMHETHYECKUH aHAIN3 TOIYJISAIUN TPOBOAMIICS C MCIIOJIIb30BaHUEM CITydaifHBIM 00pa3zom
0TOOpaHHBIX 3HaYEHUH KOHIIEHTPALUU prOaBUpUHA B CBIBOPOTKE KPOBU IO JIAHHBIM YEThIpEX KIIU-
HUYECKUX HccaenoBannid. PazpaboranHas MoJenb KIIMpEHca oKa3aia, 9YT0O OCHOBHBIMH KOBapHaH-
TaMH SIBJSUIMCH Macca Tella, oJl, BO3PACcT U KOHIEHTpAIHsI KpeaTHHUHA B CBIBOPOTKE KPOBH. Y MYyX-
yiH KirpeHc 0bu1 Ha 20 % BblIIlIe, 4eM y eHIIUH. KiupeHe NoBbIIaNCs ¢ Maccoi Teaa U CHUXKaJCs
B Bo3pacTte ctapiie 40 jer. BiusHue JaHHBIX KOBapHaHT Ha KIUPEHC puOaBUpHUHA UMEET OTrpaHu-
YEHHYI0 KIIMHIUYECKYI0 3HAYMMOCTh M3-3a 3HAYUTEIHHON OCTaTOYHOW BapuaOeIbHOCTH, HE YUHUTHI-
BAEMOU JaHHOU MOJIENBIO.

Oco0BbIe TPYIIIHI IMAIMEHTOB

HauueHmbz C NOYEYHOU HeOOCMAMOYHOCIbIO

dapMaKOKMHETHKA pHOAaBHpHHA TIOCTIE TpUeMa OJTHOKPATHOM /1035l Y MAIMEHTOB C MOYEYHON HEJ0-
CTaTOYHOCTBIO 110 CPABHEHUIO C KOHTPOJIBHOM Ipynmoi (KiupeHc kpeaTuHuHa >90 MII/MUH) H3Me-
HseTCsl, @ UMeHHO HaOmoaaercs yBenuuenue AUC u MakcUMalIbHON KOHIEHTpaluu pudaBUprHa B
kpoBH (Cmax). JlaHHOE n3MeHeHHe, CKopee BCero, 00yCIOBIEHO CHUKEHNEM UCTUHHOTO KIIMPEHca
y JaHHBIX nanueHToB. KoHneHTpanus pubaBupuHa B Iu1a3mMe Mpyu reMoANain3e CYIIeCTBEHHO HE Me-
HSETCS.

HalzﬂzleHl’l’Ibl C NeYeHOYHOU HedOCMAmoYHOCbIO

dapMakOKMHETHKA pUOABUPUHA TIPU MIPUEME OJHOKPATHOW O3Bl MAllMEHTAMH C JIETKOW, CpeaHei
WU TSDKEJIOM CTeTeHH NEYeHOYHOW HemocTaTouHocTH (kKimacchl A, B, wm C no knaccudukanun
Yaiinn-I1pt0) aHamornuna papMakoKHHETUKE pUOABUPHHA y 3I0POBBIX JJOOPOBOJIBIIEB.
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OtnenbHast oreHKa (papMaKOKMHETHYECKUX ITapaMeTPOB Y MOXKHIIBIX MAIIMEHTOB (cTapiie 65 jer) He
npoBomiack. O1HaKo B papMaKOKMHETUYECKUX MCCIIEJOBAHUAX MOMYJISILIMK BO3PACT HE OBLI KITO-
4eBBIM (DaKTOPOM, BIMSIOUIMM Ha (hapMaKOKWHETHKY pubaBuprHA. OCHOBHBIM (DaKTOPOM, BIIUSIO-
UM Ha (papMaKOKMHETHKY puOaBUpHHA, ABIsAETCA QYHKIHS OYEK.

CTHU

dapMaKkOKMHETUYECKUE TapaMeTpbl pubaBupuHa y Aeteit oT 3 10 18 et cX0u ¢ TAKOBBIMU Y B3pOC-
JIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelIECTB

Kamerus rugpodocdara nuruapar
Kanbuus creapar

Kpaxman npexxenaTHHU3HUPOBaHHBIN
Marnus creapar

Tanbk

[ennros103a MUKPOKpPUCTATUTMYECKAS

6.2. HecoBmMecTUMOCTDH
He nmpumenumo.
6.3. Cpok rogHocTH (CPOK XpaHeHHs)

4 rona.

6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH IPH XPAHECHHUH
XpaHuUTh NpH TemnepaType He Bbiiie 25°C Bo BTOpUYHON yIIaKOBKeE ([TauKe KapTOHHOM).
6.5. Xapakrep u coaepkaHue YNaKOBKH

ITo 10 umm 30 TaGeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAaKOBKY U3 IJICHKU MOJMBUHUIXJIOPUIHON U
(boNbIy ATIOMUHUEBON MIEYaTHOM JTAaKUPOBAHHOM.

ITo 2, 3, 6, 9, 12 KOHTYpPHBIX STYEUKOBBIX yMakoBOK 1o 10 Tabmerok miu mo 1, 2, 3, 4 KOHTYpHBIE
srueiiKOBbIe yrakoBKH 10 30 TabJIeToK BMeCTe ¢ MHCTPYKIUEH MO0 MPUMEHEHHIO TOMEIIAIOT B TAYKY
W3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALMH MCIOJIb30BAHHOIO JICKAPCTBEHHOIO
npemnapara ujim 0Txoa0B, IIOJYYCHHBIX IMOCJIE IPUMECHCHUA JIEKAPCTBCHHOTO IIpennapara, u Apy-

rne MAaHMIYJIAIUHA C MpemapaTom

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.
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7. IEPKATEJb PETUCTPAIIMOHHOIO YJIOCTOBEPE st~ 54 TEITEHOCTS 0002)

Poccuiickas @enepanus

3A0 «KaHoH(papMa mpo1aKITH

141100, MockoBckas o0u1., r.0. ll{énkoso, r. Lllé€nkoBo, yi. 3apeunas, a. 105,
Ten.: +7 (495) 797-99-54.

DnekTpoHHas nouTa: safety@canonpharma.ru

7.1. [IpencraBuTe b AepKaTesisd PeruCTPAIMOHHOIO YA0CTOBEPEHUS

[IpereH3uu moTpeduTeNIeH HAPABISATH 1O AJAPECY:

Poccuiickas ®@enepanus

3A0 «Kanondpapma npoJaKim»

141100, MockoBckas 06u1., r.0. Ll{énkoBo, r. Ll{énkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecrnaTHas ropsyas JIUHHS 24 daca).

DnekTponHas nouta: safety(@canonpharma.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBEeHHBIN IpenapaT OTHOCUTCS K KATETOPUH OTITYCKA IO PELENTY.
OOm1ast XxapakTepUCTUKa JIeKapcTBEHHOro mnpenapara PubGaBupnn KaHoH nocTynmHa B €IMHOM pe-
€CTpe 3apEeTUCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uilckoro s3KOHOMMUYECKOTO CO03a U Ha

oduIHMaTEHOM caiite YIOJTHOMOYEHHOTO oprana (9KcTIepTHOM OpTaHH3aIIH):
https://Ik.regmed.ru/Register/EAEU_SmPC.
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