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COOTBETCTBYET ZKCNEPTHOMY OTUETY

IO MEJUIINHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
OcmuBup Meaucop6

Perucrpanuonnblii Homep: JII1-Ne(006543)-(PT-RU)
Toprosoe naumenoBanue: Ocmusup Meanucop0
Me:kayHapogHOe HeMATEHTOBAHHOE MJIH IPYNNUPOBOYHOE HAMMEHOBAHHE  OCEIILTAMUBHUD
JlekapcTBeHHas (popMa: KarcCyJbl
Cocras
1 xaricyna coaepKur:
eticmesyrowee eujecmeo: ocenpramuBupa  ¢ochar (B mepecuere  Ha
ocenpTamuBup) 98,5 mr (75,0 mr);
Bcnomocamenvhvie sewyecmaa: KpaxMaj TpeKeJaTHHU3UPOBaHHBIN, MOBHI0H K-30
(MTOMMBUHWITIUPPOIUIOH CPEIHEMOJEKYIISAPHBIA),
KpPOCKapMeIuio3a HATpHs, TaJIbK, HATpHUS
creapmwidymapar;
kancyia meépoas sceramunosas No2:  xenartud, Tutana nuokeuna (E171), kpacurens xenesa

okcu kentoii (E172), uaaurokapmun (E132).

Onucanue: TBEpablie kenaTUHOBBIE Kancyiabl Ne 2 ¢ KopmycoMm 0enoro 1Bera U KpbIIIEUKOM
3en€Horo npera. CoJiepKMMoe Karcysl: MOPOIIOK OeJIOro Uil OeoTo C JKEeNTOBATHIM OTTEHKOM
1[BETA.

dapmakoTepaneBTH4YeCKasd TIPyIIa: IMPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JEHCTBHS;
IIPOTUBOBUPYCHBIE CPEJCTBA MPSIMOI0O AEHCTBUSI; MHTUOUTOPH HEMPAaMUHU/IA3bI.

Kon ATX: JOSAH02

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanusm geiicTBus

[TpotuBoBUpyCHBIIT mpenapaT. OcenbTaMUBUD SBISETCS IPOJEKAPCTBOM, €r0 aKTHBHBIN
MmetabonmuT (ocenbramuBupa kapookcmiaT, OK) — 3 QpekTuBHBIA M CENeKTUBHBI MHTHOUTOP
HellpaMHHMIa3bl BUPYCOB Tpumma Tuna A u B — ¢epMeHTa, KaTaqu3upylollero mnpoiecc
BBICBOOOXK/ICHHSI BHOBH OOpA30BAHHBIX BUPYCHBIX YaCTHIl W3 WH(QHIMPOBAHHBIX KIETOK, HX
NPOHUKHOBEHUS B HEMH(MUITMPOBAHHBIC KJIETKH IIIUTENUS JbIXaTeIbHBIX MyTeH U JallbHEHIIero
pacnpocTpaHeHusi BUpyca B opranu3Me. TOpMO3UT pocT BHpyca rpumnma in Vitro u momasisieT

peIIMKauiO BUPYyCa U €ro NaTOr¢HHOCThb in ViVO, YMCHBIIACT BBIACIICHUC BUPYCOB I'pUIIIIA Am
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B u3 opranmsma. Konneurpamms OK, HeoOXxoiuMmas ,I[J'Ig '%ﬁ%ﬁgm&r;&[ﬁ&ﬂé&i Ha
p p

50% (ICsp), cocraBusier 0.1-1.3 M s Bupyca rpunmna A u 2.6 HM s Bupyca rpunma B.
Menuana 3nauenuit 1Cso 111 Bupyca rpunmna B HeckosbKo BhIIIe U cocTaBiseT 8.5 HM.

Knunuueckas achdbexmusnocmo

B mpoBeseHHBIX HCCIEIOBAHUAX OCEIbTAMMBHP HE OKa3blBajl BIMSHUA Ha OOpa3oBaHHE
OPOTHBOTPUINIIO3HBIX AHTUTEN, B TOM YHCIE HAa BBIPAOOTKY aHTHTEI B OTBET HA BBEICHUE
WHAKTUBUPOBAaHHOW BaKLMHBI IIPOTUB IPUIIIIA.

HUccnedosanus ecmecmeenHOU 2PUnno3Hol uHgexyuu

B KIMHMYECKHX HCCIICIOBAaHUSAX, INPOBEACHHBIX BO BpEMsS CE30HHOW HMH(EKIUH TpHIIIa,
NaIMEeHThl HAYMHAIH MOJTy4aTh OCEIbTaMUBUD He mo3aHee 40 yacoB MOCie MOSBICHHUS MEPBIX
CHUMIITOMOB I'pUMIIO3HON HHeKkuuu. 97% nanuenToB ObUTH MHPHUIMPOBAHBI BUPYCOM rpummna A
u 3% mnauuenToB — BupycoM rpunmna B. OcenpTaMuMBHp 3HAUUTEIBHO COKpallayl HEpUOJ
KJIMHUYECKHX TNpOsiBIEHUH rpunmno3Hoil wuHpexkumun (Ha 32 wyaca). Y DalMEHTOB C
MOJATBEPKICHHBIM JHMAarHO30M TPUIIA, MPHHUMABIIAX OCEIHTAMUBHUD, TSKECTh 3a00JICBaHMA,
BBIp@XCHHAsI KaK IUIONIA/b TOJ] KPUBOHM UII CYMMapHOTO MHJEKCa CHMITOMOB, Obuta Ha 38%
MEHBIIIE 0 CPAaBHEHMIO C MAIlMEHTaMH, IOJNy4aBIIMMH IUTane0o. bomee Toro, y momombix
HAalMEeHTOB 0€3 CONMYTCTBYIOLIMX 3a00J€BaHUN OCEIbTaMHUBHP CHMXKaJI HpuMepHo Ha 50%
YacTOTy Pa3BUTHs OCIOKHEHHWU TPHIIIA, TPEOYIONMX MPUMEHEHHUS aHTHOMOTHUKOB (OpOHXUTA,
HEeBMOHUH, CHHYCHTA, CpEIHEr0 OTWTAa). DbBBUIM MONy4eHBl YETKHUE JI0Ka3aTeIbCTBA
3pQEeKTUBHOCTH TMpenapara B OTHOLUICHMH BTOPHYHBIX KpUTepHeB A(PQeKTUBHOCTH,
OTHOCSIIMXCS K aHTUBUPYCHON aKTUBHOCTH: OCEIbTAMUBUD BBI3bIBAJI KAK YKOPOUEHHE BPEMEHH
BBIJICJICHUS BUPYCa U3 OPraHNU3Ma, TaK U YMEHBIICHUE TUIOMIAIN 0] KPUBOW «BHUPYCHBIE TUTPHI-
BpEMS».

JlaHHbIe, TOJTYYEHHBIE B UCCIIEOBAaHUH 110 TEpAMM OCEIbTAMUBHUPOM Yy MAIIUEHTOB MOXKUIIOTO U
CTapyeCcKOro BO3pacTa, MOKa3bIBAIOT, UTO MPHUEM OCEJIbTaAMHUBHpA B J103€ 75 M 2 pa3a B CYTKH B
TEUYEHUE 5 JHEW COMPOBOKAAJICS KIMHHUYECKH 3HAYUMBIM YMEHBIICHHEM MEIHaHbl MEepHoaa
KJIMHWYECKUX TIPOSBICHUIA TPHUIMO3HOW HH()EKINH, aHAIOTHYHBIM TAaKOBOMY Y B3POCIBIX
NalMeHToB 0oJiee MOJIOAOTO BO3pPACcTa, OJHAKO Ppa3IMuYUsl HE JOCTUIIM CTaTUCTHYECKON
3HaYMMOCTH. B Jpyrom wuccienoBaHMM MalMEHTHl C TPUIIOM crapuie 13 jer, uMmeBlIne
COITYTCTBYIOIIME XPOHUYECKHE 3a00JICBaHUS CEPJCYHO-COCYIUCTON W/WIIM  JBIXaTeIbHON
CHCTEM, TMOJy4Jalld OCEIbTAMHBHD B TOM JK€ PEKHMME TO3MPOBAHWS WM Tutanedo. OTinumii B
Me/luaHe NepuoJia O YMEHbLICHHS KIMHUYECKMX MpPOSBICHUN TPUINNO3HOM HWHQEKIHH B
rpynnax NalueHTOB, IMOJy4YaBIIMX OCEIbTaMUBUP M Iulanebo, He ObUI0, OIHAKO MEpPHOA
TIOBBIIIICHUS TEMIIEPATYPHI TIPU MIPHEME OCETbTaAMUBUPA COKpaInaics npuMepHo Ha | aenb. Jlomns

MalMEHTOB, BBIACISIOMMX BUPYC Ha 2-il U 4-U J€Hb, CTAHOBWJIACH 3HAYUTEIHLHO MEHBIIIE.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

B O0I1IeH MOMYJISIIMK B3POCIIBIX MAIIMEHTOB.

Jleuenue epunna y 6epemenHbIX HCeHUWUH

KoHTponupyeMblx ucciefoBaHuil y OEpeMEHHbIX JKCHIIMH He MnpoBoAuiock. OpHako
pe3yibTaThl I[OCTMAapPKETHHIOBBIX M PETPOCHEKTUBHBIX HAOIIOAATENBbHBIX HCCIeI0BaHUN
IPOIEMOHCTPUPOBAIH TOJIB3Y MPEIaraeMoro pekuMa JO3UPOBAHUS IS TaHHOW MOMYIISIIUN
NAllMeHTOB B OTHOLICHMM  CHIDKEHHS  3a00JeBaeMOCTH/CMEPTHOCTH.  Pe3ymbTarhbl
(apMaKOKMHETHYECKOIO aHalM3a IOKa3aau 0Oojee HHU3KYH HKCHO3MLHI0 aKTHBHOI'O
MeTa0oIMTa, TEM HE MEHee, U3MEHEHHUE pEeXHMMa J03UPOBaHUS y OCpEeMEHHBIX >KEHIIMH IpU
OPOBEICHUN  Tepalmuu WA  NPOPHUIAKTUKH  HE  peKoMeHxayercs  (cM.  pasgen
«DapMakoIIOTHYeCKUe CBOWCTBa», monpazaen «DdapMakoKMHETHKAa B OCOOBIX Tpymmax
HAlMEHTOBY, MyHKT «bepeMeHHbIe KEHIUHBI»).

Jleuenue epunna y oemeti

V nereii B Bozpacte 1-12 jer (cpeanuii Bo3pact 5.3 roaa), uMeBmuX Iuxopaznky (>37.8 °C) u
OJIMH M3 CHUMIITOMOB CO CTOPOHBI JBIXAaTEIbHOW CHCTEMBI (Kalledb WM PHHUT) B TEPUOJ
LUPKYJIALMU BUpYCa TPUIINIA CPEAM HaceseHUs, ObUIO NMPOBEACHO IBOWHOE cliernoe Ianedo-
KOHTPOJIMpyeMoe uccliefioBaHue. 67% mnanueHToB ObUIM MH(UIMPOBAHBI BUPYCOM Ipunna A u
33% manuenToB — Bupycom rpunma B. OcenpramuBup (Tipu iprieMe He mo3aHee 48 4acoB mocie
NOSIBIICHUSI ~ NEPBBIX ~ CHUMITOMOB  TPHUNNO3HOM  WHQEKIUH) 3HAYUTEIBHO  CHHXKAJ
MPOJIOJDKUTENILHOCTh  3a0oneBanuss (Ha 35.8 dWaca) mo CcpaBHEHHIO C  Imanedo.
[TpomomkUTENLHOCTh 3a00JI€BaHUsl  ONpEeAesUlach Kak BpeMs J0 KyNHpPOBAaHUS Kalluld,
3aJI0)KEHHOCTH HOCa, MCUE3HOBEHHUsS JIMXOPAIKH, BO3BpAIleHHs K OOBIYHON aKTUBHOCTH. B
rpymre JAeTei, Moly4aBIuX OCEIbTAMUBUP, YaCTOTAa OCTPOTO CPEIHET0 OTHTA CHIDKATach Ha
40% mo cpaBHEHHIO ¢ Tpymnmoi miane0o. Bei3nopoBieHune U BO3BpallleHHE K OOBIYHOM
AKTUBHOCTH HACTyNaJlo MOYTH Ha 2 JHsS paHblIe y JAeTel, MOoJy4yaBIIUX OCEIbTAMUBHUD, IO
CpPaBHEHUIO C TPYIIION Tu1aneoo.

B npyrom uccnenoBaHuu yyacTBOBaJIM JETH B Bo3pacte 6-12 ser, cTpagaromue OpoHXHaIbHOU
acTMoif; 53.6% ManueHTOB UMENU TPUIIO3HYI0 WH(EKIHUIO, TOATBEPKICHHYIO CEPOIOrHUECKI
u/Wwim B KylibType. MeauaHa NpoJOJDKUTENBHOCTH 3a00JIeBaHUSl B TIpyIIe MalUeHTOB,
MOJTy9aBIIUX OCEIbTAMUBHUD, 3HAYUTEIBHO HE CHIDKaNach. Ho k mocieqHemMy 6-My THIO Teparun
OCeNbTaMUBUPOM 00beM (popcrpoBaHHOTO BhIIoXa 3a 1 cekynny (ODB;) nmoBbeimacs Ha 10.8%
10 cpaBHEHUIO ¢ 4.7% y manueHToB, moyyaBmux miamnedo (p = 0.0148).

IIpogpunaxmuka spunna y 63pocivix u NOOPOCMKOG

[Tpodunaktuyeckas 3p¢HeKTUBHOCTH OCEIbTAMUBHPA MTPH €CTECTBEHHOM TPUIIO3HON HH(EKINN

A u B 0p1a nokazana B 3 oTAenbpHBIX KimHHYeckux uccienoBanusx Il ¢aszer. Ha pone nmpuema
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yYMEHbILIA] YacTOTy BBIJACJIEHUS BHpYyCa M NpeAoTBpallaji Mepeaady BHpyca OT OAHOIO WieHa
CEMBH K JAPYTrOMY.

B3pocinbie 1 moapocTKU, KOTOphle ObUIM B KOHTAKTE C 3a00JIEBIIMM YJICHOM CEMbH, HAUWHAIH
pUeM OcellbTaMUBHpa B TEYEHHE JBYX JHEW IOCiie BO3HWKHOBEHHS CHUMITOMOB TpHUINa Yy
YJIEHOB CEMbH U IPOJOJDKAIM €ro B T€UEHHE 7 JHEH, YTO JOCTOBEPHO YMEHBIIAIO YacTOTY
CJIy4aeB rpUIIa y KOHTAKTUPOBABUIMX JIMI HA 92%.

VY HEnpUBUTHIX U B IIEJIOM 3JI0POBBIX B3POCIHBIX B Bo3pacte 18-65 neT mpueM ocelnbTaMUBHPA BO
BpeMsl SMIHJIEMUU TPUIIIA CYIIECTBEHHO CHIKAJ 3a001eBaeMoCTh rpuriioM (Ha 76%). TlanueHTsr
IIPUHUMAJIU OCENbTAMUBHP B T€UEHUE 42 THEN.

VY 511 NOXUIIOTO U CTApYECKOro BO3pacTa, HaXOAMBIIMXCS B JOMax JJs npectapensix, 80% u3
KOTOPBIX OBUIM MPUBUTHI MEPE] CE30HOM, KOTJa MPOBOJIMIOCH HCCIIEIOBaHUE, OCEIbTAMHUBHP
JIOCTOBEPHO CHWXail 3abojeBaeMocTh rpunmoM Ha 92%. B ToM e wuccienoBaHuu
OCeIbTaMUBHUDP JOCTOBepHO (Ha 86%) yMEHbBIIAT YacTOTy OCJIOXHEHHH TpUIIa: OpPOHXHTA,
THEBMOHUH, CHHYCHTA. [[allneHThl MPUHUMAJIH OCEIbTAMUBUD B TeUueHHUE 42 THEH.
Ilpogpunaxmuxa epunna y oemetl

[Tpodunaktuyeckas 3pGHeKTUBHOCTh OCEIbTAMUBHPA MIPH €CTECTBEHHOW TPUIIIO3HON HHPEKITUN
OblTa MPOJAEMOHCTpUpOBaHa y neTedt or | roma o 12 ner mocie KOHTakTa ¢ 3a00JeBIIUM
WIEHOM CEeMbU WJIH C KEM-TO W3 IIOCTOSHHOTO OKpyxkeHusi. OCHOBHBIM IapaMeTpoM
a3 dexTuBHOCTH ObLIAa YAaCTOTA JAOOPATOPHO MOATBEPKACHHON IPUIITIO3HON MHPEKITUH.
Ilpogpunaxmuxa epunna y 1y ¢ 0c1adIeHHBIM UMMYHUIMEMOM

VY nur ¢ ocnabieHHBIM UMMYHUTETOM MPU CE30HHOW TPUMIO3HON MH(EKIIUU U MPU OTCYTCTBUU
BHUPYCOBBIJIETIEHUSI MCXOAHO TNPOPHIAKTUYECKOE NPUMEHEHHE OCENbTaMUBHpA IMPUBOAUIO K
CHIDKECHHIO Y4aCTOTHI 1a00paToOpHO HOJTBEPKIEHHON TPUIITIO3HON UHEKINH,
COTMPOBOXKAAIONIEHCcA KIUHUYecKor cumnToMatukoi, mo 0.4% (1/232) mo cpaBuenuto ¢ 3%
(7/231) B rpynme Ttutanie6o. JlabopaTopHO TOXATBEpXKIACHHAs TPUMIIO3HAS WHOEKIH,
COMPOBOXKAAIOIIAACA KJIMHUYECKOM CHMIITOMAaTHKOW, JMArHOCTHPOBAlach IMpPU HAIUYUU
TEMIIEpATypbl B MOJOCTH pra Beime 37.2 °C, Kamuid W/WIA OCTPOro puHUTA (BCE
3aperucTpUPOBaHHbIE B OJMH U TOT € JIEHb BO BpeMs INpHeMa ocelbTaMHUBHpa/mianedo), a
TaK)Ke TOJIOKHUTEIBHOTO pe3ylbTaTa OOpaTHO-TPAHCKPUIITA3HOM IOJIMMEpa3HOM IenmHon
peaxkunu Ha PHK Bupyca rpumnma.

Jleuenue epunna y nayueHmos (Oemeil, NOOPOCMKO8 U G3POCAbIX) C  OCIAONEHHBIM
UMMYHUMEMOM

B pangoMu3upoBaHHOM [IBOMHOM CIJIE[IOM MCCIEAOBAHUU OLEHKU Mpoduis O0e30macHOCTH

OCeIbTaMUBUpPA M €ro BIMSHHUS Ha pPa3BUTHE PE3UCTEHTHOCTU BHpyca rpummna (IepBHYHBIN
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aHaJu3) y MalHMeHTOB C OCIa0JEeHHBIM UMMYHUTETOM W%HE&Q&TEEME&TH&}& "ann

COOTBETCTBYET ZKCNEPTHOMY OTUETY

yuactue 151 B3pocmelif manmueHT, 7 moApocTkoB (> 12 ner) m 9 mereil. DTu manueHTHl ObUIH
IPUTOJHBI TaKKe U UL OLEHKH 3(PQPEKTHBHOCTH OCEIbTAMUBHpPA (BTOPUYHBIA HEOYCTEPHBII
aHajmu3).

B wuccnenoBanue ObUIM Takke BKJIIOYEHBI MNAIMEHTHl MOCIE TPAHCIUIAHTALMU COJIMIHBIX
OpPraHOB, TE€MAaTOMOATUYECKIX CTBOJIOBBIX KieTok, BUU+ mamuentsl ¢ unciom CD4+ kierok
<500 KIETOK/MM®, MAIMEHTHI, MOIyJYaBIINE HMMYHOCYIPECCHBHYIO TEPANMIO, a TAKKe
MAIUEHTHI CO 3JI0KaY€CTBEHHBIM reM001acTO30M.

[TaruenTsl ObUIM pPaHAOMU3HPOBAHBI B TPYIIY JICUECHUS OCEIbTAMHBUPOM Ha MPOTSHKEHUU
10 nmHel (rpymma CTaHZApPTHOM 103kl 75 Mr 2 pa3a B CyTKH — /3 B3pOCIHBIX TNAIMCHTA,
4 mompoctka U 4 pebeHka; rpymnmna ABOWHOW 1036l 150 mMr 2 paza B cyTku — 78 B3pOCIHBIX
MAIMEHTOB, 3 MOJIPOCTKAa U 5 jJereil) B TeueHHe 96 4acoB ¢ MOMEHTa Pa3BUTHS CHMIITOMOB
rpurnma. J{ns gereit n03a ObljIa CKOPPEKTHUPOBAHA B 3aBUCUMOCTH OT MACChI TeJa.

Cpennee BpeMsi pa3pelieHus] CHMIITOMOB TPUIIA Y B3POCIBIX MAlMEHTOB U MOJPOCTKOB OBLIO
COTIOCTaBUMO B rpytie crangaptHoi no3sl (103.4 yaca, 95% noBepurtenbHbIil HHTEpBaAN 75.4 —
122.7) u B rpynmne aBoitHo# 10361 (107.2 yaca, 95% noBeputenbHbiii naTepBan 63.9 — 140.0).
Bpemsa paspemieHuss CUMOTOMOB TpuIIla Yy JET€H CUJIBHO pa3jinyanoch, 4YTO BbI3bIBAET
CJIOKHOCTH B MHTEPHpETAlMU PE3y/lbTaTOB H3-3a MAJIEHBKOIO pa3Mepa BbIOOPKHU NAI[MEHTOB.
CooTHoIIeHNE B3POCIBIX MAIMEHTOB C BTOPUYHBIMH HMH(MEKIUSMH OBLJIO TAKKE CONOCTAaBUMO
(8.2% B rpymme craHgapTHO# m03bl U 5.1% B rpymme aBoWiHOW M03b1). Cpenu netedl u
HOJPOCTKOB TOJBKO y 1 mammeHTa (IOAPOCTKAa) B TpyIIE CTaHAAPTHOM J103bl pa3BUIIACh
BTOpUYHas MHPeKus (0akTepralbHbII CHHYCHT).

UccnenoBanue dapmakoguHaMUKi U (apMaKOKHHETHKH OBLIO TIPOBENICHO C y4acTHUEM JeTel ¢
CHJIBHO OCJIa0JIeHHbIM UMMYyHUTETOM (<12 ner, n=30), KOTOpBIE MOJy4yalud OCEIbTAMUBUD B
CTaH/JapTHOU J103€, CKOPPEKTUPOBAHHOM MO Macce Tena (75 Mr 2 pa3a B CyTKH), U B TPOMHOI
mo3e (225 mr 2 paza B CyTKHM) IO aJanTUBHOM cxeme mnpuema 5-20 ngHeit (cpemHss
NPOJODKUTENBHOCTh JieueHuss 9 nHeil). Y mnauMeHToB B TpyIIe CTaHAApTHOW J03bI HE
OTMEYaJIMCh BTOpPUYHBbIE OakTepuanbHble MHPEKIMHU (OPOHXUT M CHHYCHUT), O 2 ciydasx HX
pa3sBUTHSL COOOIIANIOCH Y MAI[MUEHTOB B IPYIINE TPOMHOM JO3bI.

JlanHble U3 JBYX HCCleJOBaHUM (apMaKOKMHETHUKH M (apMaKOJAWHAMUKHU MOJTBEPKIAIOT
SKCTPaNoAUi0 A(PPEKTUBHOCTH Tpernapara y B3pOCIbIX MNAIUEHTOB C OCJIa0JIEHHBIM
UMMYHHUTETOM Ha NAIlMEHTOB JETCKOro Bo3pacta (<18 yietr) ¢ ocnabieHHBIM UMMYHUTETOM (CM.
pazznensl «Crocod MpUMEHEHHs W J103bl», moapasnen «/lo3upoBaHue B OCOOBIX CiIydasix», U
paznen «DapMakoioruueckue CBOMCTBay, mojapasnen «PapMakoOKHMHETHKAa B 0COOBIX TpYIIax

ManucHTOB», ITYHKT ((HaHHeHTI)I ¢ 0CJ1a0JIEHHBIM I/IMMYHI/ITeTOM))).
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Pesucmenmnocmo

Knunuueckue uccneoosanus

Puck mosiBIIeHMS BHpPYCOB TpHIIA CO CHH)KEHHOW YYBCTBUTEIBHOCTHIO WM  SIBHOM
PE3UCTEHTHOCTBIO K OCEJIbTAMUBUPY M3y4aliCs B KIMHUYECKUX MCCIEIOBAHUSAX.

[TosiBneHHe pPe3UCTEHTHOCTH BHMpYyCa K OCEIbTAMUBUPY dHallle HAOMIOJANoCh Yy JeTei, 4eM y
B3POCJIBIX MAMEHTOB U oAPOocTKOB (18% y maznenieB B Bo3pacte < 1 roga u < 1% y B3pocibix
MAlUEHTOB).

V neteil ¢ pe3UCTEHTHBIM K OCEIbTAMUBUPY BUPYCOM HOCUTEIBCTBO, KaK MPaBUIIO, UMeENOo Oolee
IPOJOJDKUTENbHBIN XapakTep IO CpPaBHEHHIO C CYOBbEKTaMH C BHUPYCOM, OOJIaJaroluM
qyBCTBUTEIHHOCTBIO.

Opnnako BbI3BaHHAsE TEpanMed PE3UCTEHTHOCTb K OCENbTAMHUBHpPY HE BiIMsUIa Ha
TepaneBTUUECKUI1 OTBET U HE BbI3bIBaJIa MIPOAJICHHUS] CHMITOMOB I'pUIIIIA.

VY B3pOCIBIX MAIMEHTOB U MOAPOCTKOB C OCJIA0JIEHHBIM HMMMYHHUTETOM, MOJy4aBIIUX
ocenbTaMUBUp B craHmaptHoi mose (14.5%, 10 mammentoB u3 69) mnu aBoiiHoi moze (2.7%,
2/74) wa npotsokenuu 10 1HEH, yacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBUDY, B
cpeaHeM, Oblga BbIIE, YEeM Yy B3pOCHBIX TMALMEHTOB M IOJPOCTKOB C HOPMAaJIbHBIM
UMMYHHUTETOM, TaK)K€ MOJTY4YaBIINX OCEIbTaAMUBUD.

BoNBIIMHCTBO B3POCHBIX MAIMEHTOB C PE3MCTEHTHOCTHIO TEpEeHecHn TpaHciuianTamuio (8/10
MAIMEeHTOB B TPYIIE CTAaHAAPTHOM 0361 U 2/2 TaMeHTa B TPYIIIE TBOMHOM T03HI).

bonpiasgs yacTh  MAalMEHTOB-HOCUTENEH  OCENbTaMMBHMP-PE3UCTEHTHOIO  BHpyca  Obula
UHOUIMPOBaHA BUPYCOM I'pUINa TUHA A; HOCUTEIIBCTBO UMEIIO MPOJOKUTENBHBIN XapakTep.
YactoTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHPY Y JI€TeH, MOITYy4aroluX OCeIbTaMHUBUD, B
JIBYX HUCCJEIOBAaHUAX 0 U3YUEHHIO PE3UCTEHTHOCTH cocTaBmia 20.7% (6 nauentos u3 29). U3
6 nereil ¢ OOHapy)KEHHOW PE3UCTEHTHOCTHIO K OCEIbTAMUBUDPY, BO3HHKIIEH MOCie Hayaia
JeyeHusl, 3 MalueHTa MoJlydyald CTaHAApTHYIO 703y U 3 - BBICOKYIO (IBOWMHYIO WJIH TPOHHYIO
7103y). Y OOJIBIIMHCTBA MAIIMEHTOB ObLT OCTPHINA TUMGOUIHBIN JTIEHKO3 U BO3pACT <5 JIeT.

Yacrora Pa3sBUTHUA PE3NUCTCHTHOCTH K OCCIIbTAMUBHPY B KIIMHUYCCKUX NCCICIOBAHHUAX.

ITarueHTEI ¢ MyTalusIMHU, HPpUBOIAIIUMHA K PE3UCTCHTHOCTU
HOHy.]'IfII_[I/IH MMalfMCHTOB

denotunupoBaHue™

I'eno- u GpenoTunupoBanue™

B3pocaeie u mogpocTku

21/2382 (0.88%)

27/2396 (1.13%)

Hetu (1-12 ner)

71/1726 (4.11%)

7811727 (4.52%)

Munaaenis (<1 roga)

13/71 (18.31%)

13/71 (18.31%)

* [lomHOE TEHOTUMHPOBAHKUE HE OBLIO TPOBEICHO HU B OJTHOM M3 MCCIICIOBAHUM.
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IIpogunaxmuxa epunna

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipuy mnpueme ocenbTaMHBHpa C II€NBI0 IOCTKOHTAaKTHOH mpodunaktuku (7  1nHEd),
pO(UIAKTUKA KOHTAKTUPOBABIIUX B ceMbe (10 mHel) u ce3oHHON mpodunaktuku (42 aHs) y
JUI] ¢ HOpMaJbHOW (PYHKIIMEW MMMYHHOW CHCTEMBI CIIy4aeB PE3UCTEHTHOCTH K Iperapary He
OTMEYEHO.

B 12-HenenbHOM WCCIEIOBAaHUM TIO0 CE30HHOW MPOQPIIAKTHKE Yy JHUI[ C OCIabICHHBIM
MMMYHHUTETOM CJIy4yaeB BO3ZHUKHOBEHUS PE3UCTEHTHOCTH TAK)K€ HE HAOII0AAII0Ch.

Jlannvie omoenvbHbIX KIUHUYEeCKUX CTy4aes U HAOI00amelbHbIX UCCIe008aAHUL

VY ManuveHToB, HE MOJYYaBIIUX OCEIbTaMUBHP, OOHAPY>KEHBI BO3HHKAIONIME B MPUPOIHBIX
YCIIOBUSX MyTalldd BHPYCOB Trpumma A wu B, KoTopele o0lagaid CHUXKCHHOU
qyBCTBUTEIBHOCThIO K ocenbTamuBupy. B 2008 rogy myramms mo Tumy 3ameHsl H275Y,
MpUBOJIAIIAS K PE3UCTEHTHOCTH, OblIa OOHapykeHa Oonee yeMm y 99% mrammoB Bupyca 2008
HIN1, wmupkymupyrommx B Epome. Bupyc rpunma 2009 HINI («cBuHO#M rpumm») B
OOJIBIIMHCTBE CIy4yaeB ObUT YYBCTBUTEJEH K OCEIbTAMHUBUPY. Y CTOWYUBBIE K OCEIBbTAMUBUPY
ITAMMBI OOHAPYXKEHBI y JIMI[ C HOPMAaNbHOW (YHKIMEH WMMYHHOW CHCTEMBI W JIUI[ C
OCcNabieHHBIM ~ MMMYHUTETOM, TMPUHUMABIIMX  ocenbTamMuBUp. CTeNeHb  CHIDKEHUS
YYBCTBUTEIBHOCTU K OCEIbTAMHUBHPY M YacTOTa BCTPEUAEMOCTH MOJOOHBIX BHUPYCOB MOXKET
OTJIMYAThCS B 3aBUCUMOCTHU OT CE€30HA U PErMOHA. Y CTOHYHMBOCTh K OCEJIbTaMUBUPY OOHapyk eHa
y TAlUEHTOB ¢ nangaemMudeckuM rpummoM HINI, momydaBimmx ocenbTaMUBUP Kak IS JICUCHHUS,
TaK U AJi TPOUIAKTHKY.

YacroTa BCTpEYaEMOCTH PE3UCTEHTHOCTU MOXKET OBITh BbIIIE y 00Jee MOJOJBIX MAIlMEHTOB U
MAalMeHTOB C OCJIA0JICHHBIM HMMMYHHUTETOM. YCTOMYMBBIE K OCEIbTAMUBHUPY Ja0OpaTOPHBIC
MTaMMbl BHUPYCOB TpHUINNA ¥ BHUPYCHl TPHUMIA OT TMAIMEHTOB, TMOJYYaBIINX TEPaNHUio
OCEeNbTaMUBUPOM, HecyT MyTanuu HeipamuHugazsl N1 w N2. Myranuu, npuBoisimue K
YCTOHYMBOCTH, YACTO SBIISAIOTCS CIIEU(DUISCKUMU TSl TIOTUIIA HeHpaMUHH1a3bl.

[Ipu npuHATHM pelieHus O NPUMEHEHUH OCEIbTaMHUBUpPA CIEAyeT YYHUTHIBATh CE30HHYIO
YyBCTBUTEIHLHOCTh BUpPYCa TPUIIA K MpernapaTy (MOoCIeaHI0 UHPOPMalUI0 MOXHO HAaWTH HA
caiite BO3).

Jloknunuueckue oannvle

JlokmuHUYeCKHe JaHHBIC, TIOJYYCHHBIE HAa OCHOBAaHWU CTAaHIAPTHBIX HWCCIEAOBAHHUHN IO
W3y4eHUI0  (apMaKOJIOTHYECKON  0€30macHOCTH, T'E€HOTOKCHYHOCTH W XPOHUYECKOU
TOKCUYHOCTH, HE BBISIBUJIM 0COOO0M OMAaCHOCTH JJIsl YeTIOBEKa.

Kanyepocennocms: pe3ynbrarbl  3-X  HMCCIEIOBAHWWA 1O BBIABICHHIO KaHIIEPOT€HHOTO

IIoTeHIajJia ()IBYX 2-X JEeTHHUX I/ICCJ'Iel]OBaHI/II\/'I Ha KpbICaXx MW MbINIAX IS OCCIIbTaMHMBHpa H
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MeTab01Ta) OBLTH OTPUIIATEIHHBIMH.

Mymaeennocmy: cTaHAapTHbIE TEHOTOKCUUYECKHUE TECTHI Ul OCEIbTAMUBUPA M €r0 aKTUBHOIO
MeTabonuTa ObUTH OTPULIATEIBHBIMHU.

Brusnue na pepmunvrocms: ocenbramuBup B A03e 1500 MI/Kr/cyT HE BIUSI Ha TEHEPATHBHYIO
(YHKILHIO CaMIIOB M CAMOK KpBIC.

Tepamocennocmys: B UCCIEIOBAHUIX 10 U3YYEHUIO TEPATOI€HHOCTHU OCEIbTAMUBHpA B J03€ 110
1500 mr/xr/cyt (Ha kpbicax) U 10 500 MI/Kr/cyT (Ha KpOJHMKax) BIUSHUS HA SMOpHO-(PeTaIbHOE
pa3BuUTHE HE OOHApYXeHO. B uccrienoBaHusaX MO U3y4EHUIO aHTEHATAIBHOIO M MMOCTHATAIBHOIO
NIEPUOJIOB PA3BUTHS Y KPBIC TIPU BBEACHUU ocelabTaMuBupa B 03e 1500 mr/kr/cyT Habmoaanoch
YBEJIMUEHUE MEpPHOJa POJOB: Ipenena Oe30IaCHOCTH MEXAY OSKCIO3MLIMEH /JIs 4eloBeKa U
MaKCHMaJbHOU He okazbiBaroiei rddexra 1030t y kppic (500 Mr/kr/cyT) s ocenbTaMUBHPa
Boime B 480 pa3, a /uig ero akTUBHOrO MerabonuTa — B 44 pasza. Dkcmnosunus y IUiona
cocraBisiia 15-20% ot TakoBoii y MaTepw.

Ilpouee: ocenbTaMUBHP U €TO aKTUBHBIA META0OIHUT MTPOHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KPHIC.
CornacHo OrpaHMYEHHBIM JAaHHBIM OCEITAMHUBUDP U €r0 aKTUBHBIN META0OJUT MPUHUKAIOT B
TpyAHOE MOJIOKO uejoBeka. [lo pesynbrataM »SKCTpamoOJSIMH JaHHBIX, MOJYYEHHBIX B
UCCIICIOBAaHUSX Yy JKMBOTHBIX, HX KOJWYECTBO B TPYIAHOM MOJIOKE MOXET COCTaBIISATh
0.01 mr/cytku u 0.3 MI/CyTKH, COOTBETCTBEHHO.

[Tpumepro y 50% mpOTECTUPOBAHHBIX MOPCKUX CBHHOK MPU BBEICHHM MAaKCHUMAaJbHBIX 103
AKTUBHOM CyOCTaHIIMM OCellbTaMUBHpa HaOII0aIach CEHCUOMTU3ANA KOXKHU B BUJE DPUTEMBI.
Taxxe BBISIBIEHO 00paTUMOE pa3Apa)xKeHHe I71a3 y KPOJIUKOB.

B TOo Bpems kak OYeHb BBICOKHE MEpOpaJbHbIE OJHOKpaTHbIE N103bl (657 MI/KI U BBIIIE)
OcenbTaMUBUpPA HE OKAa3bIBAIM BIMSHHUS Ha B3POCIBIX KpPBIC, HaHHBIE 03Bl OKAa3bIBAIU
TOKCHUYECKOe JCHCTBHE Ha HE3PENbIX /-IHEBHBIX JAETEHBIEH KPbIC, B TOM YHCIE MPUBOIUIN K
rudenn )XUBOTHBIX. HexxenarenpHbIX 3 deKkToB HE HAOII01aIOCh TPU XPOHUUYECKOM BBEJICHUU B
no3e 500 mr/kr/cyt ¢ 7 mo 21 1eHb MOCTHATAIBLHOTO TEPUOIA.

DapmakoKkunemuxa

Bcacvieanue

OcenbTaMUBHp JIETKO BCAChIBA€TCA B JKEIYJOYHO-KUIIEYHOM TpakTe U JKCTEHCHBHO
mpeBpaniaeTcs B aKTUBHBIH METa0OJUT IMOJ JCHCTBHEM IEYCHOYHBIX M KHIICYHBIX 3CTepas.
KonneHnTpanum akTHBHOTO METa0OIUTa B IJIa3Me KPOBU OINpPEAETSIoTCs B mpenenax 30 MUHYT,
BpeMsl JOCTHKCHHSI MAaKCUMAIbHON KOHIIEHTpanuu 2-3 yaca, u 6osee ueM B 20 pa3 MpeBBIIIAIOT
KOHIEHTpaluu nposiekapctBa. He menee 75% npuHATONW BHYTpPb 03Bl MOMAaeT B CUCTEMHBII

KpPOBOTOK B BHUJAC AKTUBHOI'O MeTa60J'II/ITa, Mmenee 5% - B BHUJC HCXOOHOI'0 OCCIIbTaMHBHPA.
8
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

IPOTIOPLMOHATIBHBI 103€ U HE 3aBUCAT OT IpUeMa MUIIIH.
Pacnpeoenenue

O6wem pacnpenenenns (Vss) akTuBHOro Metabonura — 23 J1.

[To nanHBIM HccIeI0BaHU, IPOBEICHHBIX HA )KUBOTHBIX, IIOCJIE IIPHEMa BHYTPb OCEJIbTaMUBUpPA
€ro axkTHUBHBIA METa0OJIUT OOHAPY)KMBAJICS BO BCEX OCHOBHBIX oOdYarax HHQEKIHH (JIETKuX,
IPOMBIBHBIX BOJax OpPOHXOB, CIM3UCTOH 00OJOYKE IMOJIOCTH HOCA, CPEJHEM yXe& M Tpaxee) B
KOHIEHTpALUAX, 00eCIIeYNBAIOIINX TPOTUBOBUPYCHBIN 3P HEKT.

CBs13b akKTHUBHOTO MeTaboauTa ¢ OesikamMu 1mi1a3Mbl KpoBu — 3%. CBs3b mposiekapcTBa ¢ OenkaMu
1asMbel KpoBU — 42%, 4YTO HEAOCTaTOYHO, YTOOBI CIYKUThb IPUYMHON CYLIECTBEHHBIX
JIEKapCTBEHHBIX B3aWMOJICUCTBUM.

Memabonusm

OcenbTaMUBHp 3KCTEHCHBHO MPEBpAIIAETCS B aKTUBHBIM METabONMT MOJ ACWCTBUEM 3CTepas,
HAXOJALIMXCS NMPEUMYIIECTBEHHO B NeueHH. Hu ocenpTamMuBHp, HU aKTHBHBIM METaOOIUT HE
SBIISIIOTCSL  CyOCTpaTaMy WJIM HMHTHOMTOpaMH H30()epPMEHTOB CHCTEMBI mHTOXpoMa P450.
Buigeoenue

BreiBonutcs (> 90%) B BuIE aKTMBHOIO METa0OIUTA MPEUMYIIECTBEHHO MOYKaMU. AKTHUBHBIN
METa0OoJIUT HE TOABEpraeTcs AajbHeWIned TpaHchopManmuu M BBIBOAUTCSA Modkamu (> 99%)
nyTeM KIyOOYKOBOH (MIBTpalMu M KaHaIbIEeBoW cekpennu. Iloyeunsiii kmupenc (18.8 /1)
MPEBBIIAET CKOPOCTh KIyOoukoBOoW ¢uibTparuu (7.5 1/4), 4TO yKa3plBae€T Ha TO, YTO
OcCebTaMUBUP BBIBOAMTCS €IE U MyTeM KaHaJbIEBON cekpeluu. Yepe3 KUIIEeUHUK BBIBOJAUTCS
meHee 20 % mnpuHsATOro ocenbTamuBupa. llepuon MOTyBBIBEJEHHS AaKTUBHOIO MeTaboJuTa
6-10 gacos.

DapmakoKunemuKka 6 0CoObIX ZPynnax nayueHmog

HCZMMEHmbl C nopasceruem no4ex

[Tpu npumenenun ocenbramuBupa (100 mr 2 pasa B CyTKH B T€UEHHE 5 THEH) y MalMEHTOB C
pa3IUYHON CTENMEHBIO TOPAXKEHUs TMOYEK IUIONIAAb TOJ KPUBOM «KOHIICHTpPALUsl aKTUBHOTO
merabomura B miasMe - BpeMs» (AUCcemravmsupa rapSoxeirara) OOPaTHO IPOHOPHHOHAIBHA
CHI)KCHUIO (DYHKIIUU TTOYEK.

®apMakOKMHETHKA OCEJIbTAMHUBHPA Y TANUEHTOB C TEPMHUHAIBHOW CTAJHEH IMOYEYHOU
HEJI0OCTaTOYHOCTH (C KIupeHcoM KpeaTuHWHA < 10 MJI/MHMH), HE HaXOAIIUXCS Ha TUAITH3E, HE
M3y4anach.

Tayuenmui ¢ nopasicenuem neueHu

HOJ’Iy‘-IeHHI)Ie in vitro u B HUCCIICAIOBAHUAX Ha ) KUBOTHBIX JAaHHBIC 00 OTCYTCTBHH 3HAUYUTCIIBHOTO

noeimeHnst AUC ocenbTaMUBUpa WIIM €T0 aKTUBHOTO METa0ONUTa MPH HAPYIICHUH (DYHKIHH
9
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

uccnenoBaHusix (cM. «Jlo3upoBanue B 0COOBIX ciydasx»). bezomacHOCTh M (apMaKOKHHETHKA
OCelIbTaMUBUpPA y TAIMEHTOB C TSDKENBIMH HApyIICHUSAMH (DYHKIMHM TEYEHU HE H3y4allach.

Hayuenmut noocuio2o U cmapuecko2o 803pacma

Y mamueHTOB MOXHWJIOTO W CTapyeckoro Bo3pacta (65-78 JeT) SKCIMO3MIMS aKTHBHOTO
MeTaboJINTa B PAaBHOBECHOM COCTOSIHMHM Ha 25-35% BbimIe, yeM y OoJjiee MOJIOJIBIX HAIUEHTOB
IIPY Ha3HAUYEHUHU aHAJIOTMYHBIX J103 oceapTamuBupa. llepuona noiayBbiBeeHs OCeIbTaMUBUpPA Y
MAI[MEHTOB MOKUJIOI0 M CTApuyecKOro BO3pacTa CYHIECTBEHHO HE OTJIMYAJICS OT TaKOBOTO Yy
Oonee Monoablx manueHToB. C y4eTOM J[aHHBIX IO SKCIO3WLHUU OCEIbTAMHUBHpPA U €ro
NIEPEHOCUMOCTH NALMEHTAMHU [T0’KUIIOTO U CTapUECKOI0 BO3pacTa KOPPEKIMH O3Bl ITPH JIEYEHUN
U popuIaKTHKeE rpummna He Tpedyercs.

Jlemu 6 so3pacme om 1 200a 0o 8 rem u noopocmku

dapMaKOKMHETHKY OCeJIbTaMUBHpa u3ydanu y jxaered or | roma go 16 mer B
(apMaKOKMHETUYECKOM HCCJIEI0OBAaHUU C OJHOKPAaTHBIM IIPUEMOM OCEJIbTaMUBHpAa U B
KJIMHUYECKOM MCCIEJOBAaHUU 110 H3YYEHMI0 MHOTOKPAaTHOTO IIpHEMa OcCelbTaMHUBHpA Y
HeOoubIIoro yucia aereil B Bozpacre 3-12 net. CKOpocTh BbIBEACHUSI aKTUBHOT'O META00JINUTA C
IIONPABKOM Ha Maccy Tella y JeTel MIIAJIIEro BO3pacTa BbILIE, YEM Y B3POCIIBIX, YTO IPUBOJUT K
6onee HuzkuM AUC 1o OTHOIIEHHUIO K KOHKpeTHOM fno3e. [IpreM ocenbTamMuBHpa B 103€ 2 MI/KT
U OJTHOKpaTHbIX /103 30 Mr win 45 Mr B COOTBETCTBUU C PEKOMEHJAIMSAMU 110 JO3UPOBAHUIO JISI
JeTell U SKCTEMIOPAIbHOMY MPUTOTOBJICHUIO CYCIIEH3MH, NPUBEICHHBIMU B pasjeine «Crnocobd
NpUMEHEeHHUs U J03bl», obecneunBaeT Takyro ke AUC ocenbTammBHpa kapOokcuiara, Kakas
JIOCTUTAETCs Y B3POCIBIX MOCE OJHOKPATHOTO MpHeMa KallCcylbl ¢ 75 MI ocelbTaMuBUpa (UTO
HKBUBAJIEHTHO NpuMepHO | mr/kr). dapmMakoKMHETHKA OcelbTaMMBHUpa y JeTel crapuie 12 ner
TaKas ke, Kak y B3pOCIIbIX.

EeDeMeHHble HCEHUUHDbL

B xozme o0benuHEHHOro aHanu3a MOMYNSALMOHHOW (PapMaKOKMHETUKU OBLIO BBISBIEHO, YTO
IPUMEHEHHE OCEIbTAMUBUDPA B J103€, YKa3aHHOW B pazfene «Crnocod NpUMEHEHHs U J03bD»,
IPUBOAUT K OoJiee HU3KOHM SKCIIO3UIMK aKTUBHOTrO MeTabonuTa (B cpeaneM Ha 30% B TedyeHue
BCEX TPUMECTPOB OEpPEMEHHOCTH) Yy OepeMEHHBIX KEHIIUH 0 CPaBHEHHIO C HeOepeMEeHHBIMU
JKeHIIMHaMu. HauMeHblnas pacyeTHas OJKCIO3UIUS, TEM HE MEHee, OCTaeTcsi BbIIle
UHTHOHMpYIONMX KOHIeHTpanuii (3HadeHuss 1C95), omHOBpeMEHHO HAxOIsICh Ha YpPOBHE
TEpaNeBTUUECKOT0 BO3ACHCTBUS A psiia IITaMMOB BHpyca rpunmna. Kpome Toro, pe3ynpTaTsl
HaOJI0aTENIbHBIX UCCIIEAOBAHUM BBISBISAIOT MOJB3Yy CYIIECTBYIOLIETO PEKUMa J03UPOBAHHS B
YKa3aHHON MNOMYJSIIMM MalMeHTOB. TakuM o00pa3oM, HM3MEHEHHE peXHUMa JO3UPOBAaHUSA Y

OepeMeHHBIX JKEHIIUH MPU MPOBEACHUH TEPANTUU WIH NMPO(PUIAKTUKH FPUIIIIA HE PEKOMEHAYeTCs

10
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«Jleyenue rpumnma y OepeMEHHBIX KCHIIUHY).

Hayuenmui ¢ 0C1AOICHHbIM UMMYHUMENTOM

AHanu3bl MOMYJIALMOHHONW (hapMAaKOKMHETHKH YKa3bIBAlIOT Ha YBEJIWYEHHUE SKCIO3UIUHU (10
50%) akTUBHOrO MeTa0OJUTa OCEJIbTaMHUBHpA y B3POCIBIX HAIMEHTOB M aeTeit (<18 mer) ¢
ocIabJIeHHBIM UMMYHHUTETOM T10 CPABHEHHUIO C MAlMEHTAMHU ¢ HOPMAJIbHBIM UMMYHHTETOM (KakK
yKkazaHo B pazaene «Crocod MmpuMeHEeHHsI W 03b1»). [Ipu 3TOM KIMpeHC KpeaTHHWHA B ITHX
rpynmnax 0CTaeTcsi COMOCTaBUMBIM.

Hanuuue CHMKEHHOTO MMMYHHTETa Y B3POCHbIX MAIMEHTOB HE TpeOyeT KOPPEKLUUU J03bI
ocenbTaMUBHUPA, OJarogaps BRICOKOMY Tpe/elly 0€30MacHOCTH aKTHBHOTO MeTa0oIuTa. AHAIU3
(dbapMaKOKMHETHKU ¥ (apMaKOJUHAMUKUA B JIBYX HCCJICIOBAHUSX C Y4aCTHEM IMAlUEHTOB C
OcNabJIeHHBIM MMMYHUTETOM HE€ BBISBUJ JIOMOJHUTEIBHOTO 3HAYMMOIO IMPEUMYIIECTBa MpHU
JOCTHKEHUH SKCIIO3UIIUH BBIIIE TAKOBOW MPH MPUMEHEHUH CTaHJApTHOM 1036l TeM He MeHee, y
B3POCIIBIX MAIUEHTOB C TOPAKCHUEM ITOYCK JI03bI HEOOXOUMO KOPPEKTUPOBATH B COOTBETCTBUU

¢ uH(popMaIme, mpeacTaBiIcHHON B pazaeine «Crocod MPUMEHEHHUS U 10361y,

IToxka3zaHusi K MPUMEHEHU IO

e JleueHue rpummna y B3pociblX U JeTeil B Bo3pacTe crapiue 1 roaa.

e [IpodunakTuka rpumma y B3pociblX U IIOJPOCTKOB B BO3pacTe crapuie 12 jgeT, HaXoAsIuXcsl
B IpyNmax MOBBIIIEHHOTO pUCKAa MH(DUIMPOBAHUS BUPYCOM (B BOMHCKHMX YacTSX W OOJBIIMX
MIPOU3BOJICTBEHHBIX KOJIJIEKTHUBAX, Y OCIIa0JICHHBIX MAIUEHTOB).

e [IpodunaxTuka rpumnmna y netrei crapie 1 roaa.

IIporuBonokasanus

e [UMep4yBCTBUTEIBHOCTh K OCEIbTAMUBHUPY W/WJIHM THOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB B
COCTaBe mpenapara.

e TepMuHanbHas cTaaus MOYSUHON HEOCTATOUHOCTH (KIUPEHC KpeaTuHUHA <10 MJI/MUH).

e Jlerckuii Bo3pact 10 1 rona.

o Tspxemas meuyeHOYHAS HEAOCTATOYHOCTD.

C 0CTOPOKHOCTHIO
e bepeMeHHOCTB, TEpUOJ IPYAHOTO BCKAPMIIMBAHMUSL.
e [IpuMeHeHHne B KOMOWHAIINY C MperapaTaMi, UMEIOIUMH Y3KYIO IIHPOTY TePANIEeBTUIECKOTO

JeicTBHS (HanmpuMep, XJIOPIponaMui, MeToTpekcaT, (PeHHI0yTa30H).
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IIpumeHnenne npu GepeMEeHHOCTH U B MIEPH O/ rpvuﬂor';gl II;IC;CQEN—ILIF "ﬁﬂﬁg bHOCTL 0004)

bepemennocms

HebGnaronpusTHplii Mcxoq OEpEeMEHHOCTM W AHOMAIMW pPa3BUTHA IUIOJA, a TaKXKE pHUCK
CEpbE3HBIX BPOXKACHHBIX MOPOKOB PAa3BUTUS, B TOM 4YMCJIE BPOXKICHHBIX IOPOKOB CepAla,
CBs13aHBbI € 3a00JIEBaHUEM I'PUIIIIOM.

Bonbmioe Komu4ecTBO JaHHBIX O BO3ACUCTBUH OCEIbTAMUBHPA Y OCPEMEHHBIX KEHIIMH B XO/€
MOCTMAapKETUHTOBOTO MPUMEHEHUS U HaOMro1aTenbHbIX uccneaoBanuii (6onee 1000 manueHTOB
Ha IEpBOM TpUMECTpe OEpEeMEHHOCTH) HE€ YKa3blBalOT HM Ha IIOPOKHM pa3BUTHs, HU Ha
(beTo/HeoHaTaIbHYI0 TOKCUYHOCTh OCEIbTAMUBUPA.

OpHako B OJHOM HAONIONATENFHOM HCCICIOBAHUU PE3yJAbTaThl OLIEHKH pPHUCKA Pa3BUTHUS
TSDKETIBIX BPOKJCHHBIX MOPOKOB CEp/Ila, JHArHOCTHPOBAHHBIX B TeueHHE 12 MecsleB mocie
pOXJIeHUs], He ObLIM OJJHO3HAYHBIMM, XOTS OOIIMHA PUCK OPOKOB PAa3BUTUS U HE ObLI YBEJIHUYEH.
B naHHOM wHcciieZloBaHUM 4acTOTa pa3BUTHS TSDKENBIX BPOXKICHHBIX IOPOKOB CepAlla Iociie
NPUMEHEHHS OCEIbTaMUBUpPA B TEUCHHE TIEPBOTO TpUMeECTpa OepeMeHHOoCTH cocTaBisuia 1.76%
(7 mmanenneB u3 397 6epemennocteil) mo cpaBHeHuio ¢ 1.01% mpu 6epeMEHHOCTH B 0OmIeH
nonyasuuu 06e3 NpUMEHEHUsl ocelbTaMuBHpa (OTHOLIeHHEe puckoB 1.75, 95% noBepurenbHbIH
unrepsan 0.51 10 5.98).

Knuanyeckoe 3HaueHHE JAaHHOTO pe3yibTara JI0 KOHIA HE SCHO, TaK KaK MCCIIEeIOBAaHUE MMEIIO
OTPaHUYECHHYIO MOIITHOCTb.

Kpome Toro, uccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, YTOOBI IPOBECTU JOCTOBEPHYIO
OLIEHKY OTJENbHBIX KaTeropuil TSKEIbIX MOPOKOB PAa3BUTHS;, MpPU 3TOM JIaHHBIE Y >KEHIIMH,
NPUHUMABIIUX W HE NMPUHUMABIINX OCEIbTAMHUBHP, HE MOTJIM OBITh IOJHOCTHIO COTIOCTABUMBI,
HE3aBUCHMO OT TOTO, OOJIETH JIX OHH TPUTITIOM.

HccnenoBaHust Ha )KUBOTHBIX HE YKa3bIBAlOT HAa PEMPOJTYKTUBHYIO TOKCUYHOCTh OCEJIbTaMHBHpA
(cM. pazgen «PapMakoJIOTHUYEeCKHe CBOMCTBa, Mopasaen «/{oKInHuYeCKue TaHHbIEY).
[TpumeHeHne ocenbTaMUBHpPA TIPU OEPEMEHHOCTH BO3MOXKHO B CIydae HEOOXOIMMOCTH M TIOCTE
OLICHKM uMerouleiicss uHpopManuu o0 O€30MacHOCTH M Tojib3e (MH(GOpMALMI0O O T0Jb3e
OpUMEHEHHs Tpernapara y OepeMEHHBIX XEHIIMH CcM. B mojapasjene «DapMakoIMHAMUKaY,
nyHKT «JleueHue rpumnmna y OepeMeHHBIX KEHIMH»), a TaKXKe NMaTOTeHHOCTH IUPKYJIUPYIOIIEro
nITaMMa BHpYca TPHIIIIA.

I'pyonoe eckapmausanue

Bo Bpemst JOKITMHUUYECKUX UCCIEIOBAaHUNA OCEIIbTAMUBHP U aKTUBHBIA METaOOIUT MPOHUKAIU B
MOJIOKO JIAKTHPYIOIUX KpbIC. JlaHHBIE MO AKCKPELUU OCEeIbTAMUBHUPA C TPYTHBIM MOJIOKOM Y
YelmoBeKa W MPUMEHEHHWIO  OCEIbTaMHUBUpPA KOPMSIIUMH  JKCHIIMHAMH  OTPAHWYCHBL.

Ol'”paHI/I'-IeHHI)Ie JaHHBIC IIOKa3bIBAIOT, YTO OCCJIbTAMHBUPD U €ro AKTUBHBLIH MeETa0O0JUT B
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HEOOJIBIIINX KOJMYECTBAX IPOHUKAIOT B TPYIHOE M'(JHIC;IK;)',-l %%Eaﬁgbﬁéﬂaﬁéhrln%éxne

KOHIIEHTPAllMd B KPOBH TrpydHOro pebeHka. [Ipu Ha3HAYeHHWHM OCENBTAMUBHpA KOPMSIIIUM
JKEHIIIMHAM CJIelyeT TaKKe YUYUTHIBATh MX COMYTCTBYIOIIEe 3a00JIeBaHHE U MATOTEHHOCTh
HUPKYJIUPYIOUNIEro ItamMMa Bupyca rpumma. I[Ipu OepeMeHHOCTH W B MepUoJ TPYIHOTO
BCKapMJIMBAHUS OCEIbTAMUBUD MPHUMEHSIOT TOJIBKO B Cy4ae, €clid OXHjaeMas siBHas MOJb3a
JUTSL KOPMSITIICH MaTepH MPEBBIIIACT PUCK IS peOeHKa.

DepmunbHocmo

Ha ocHOBaHMM NOKIMHUYECKUX JAHHBIX HE OXKHMJAETCs, 4YTO OCEIbTaMUBHUP BIUSET Ha
(bepTUIBbHOCTD MY)KUYMH WM JKeHIIUH (cM. pa3zen «DapMakoioruueckue CBONCTBaY, MoApa3e

«JloxkmMHUYeCKHEe TaHHBIE).

Cnocod npuMeHeHHs U 103bl

BHyTpb, BO BpeMs eIbl MM HE3aBUCMMO OT Ipuema numm. [lepeHOCMMOCTh OocenbTaMuBUpa
MOJKHO YJIYYIIUTh, €CIIM IPUHUMATh €TI0 BO BpeMSs €Ibl.

B cmyuasix, korzia y B3pocibIX, TOAPOCTKOB U JIETEH CYIIECTBYET MpobiieMa ¢ MporjaTbIBAaHHEM
KariCyJ1, WM MPU HATMYUU TTPU3HAKOB «CTAPESHUS» KAITCyll (HalmpuMep, MOBBIIIEHHAS XPYIIKOCTh
WIH Apyrue HapyuieHus: (pU3n4ecKoro COCTOSHUS), HEOOXOIUMO OTKPBITh KallCylly U BBICHIIATh
ee COJIep’)KUMOE B HEOOJBIIOE KOJIMYECTBO (MakCUMalbHO | daiiHas JIOKKA) IMOAXOJAIIETO
MOJICJIAIIIEHHOTO MPOYKTA MATAHUS (IIOKOIATHBIN CUPOII C HOPMAaJIbHBIM COZEpPKaHUEM caxapa
win 0e3 coaepKaHUs caxapa, MeJA, CBETJIO-KOPHYHEBBIH caxap WM CTOJIOBBIA caxap,
pacTBOpEHHBIN B BOJE, CIAJKUIN JecepT, CIYIIEHHOE MOJIOKO C caxapoM, s0JI0YHOE MIope WU
HorypT) 1J1s TOTO, YTOOBI CKPBITh FOPbKHUH BKyc. CMech HEOOXOIMMO TIHIATENBHO MepeMeniaTh u
JaTh TAnWeHTy nenukoM. Crenyer MpOTrJIOTHTh CMECh Cpa3y JK€ IOCie MPUTOTOBIICHHS.
[ToxpoOHbIE peKOMEHIAIUH TaHBI B TIOJpas/ielie « DKCTEMITOPAITEHOE MTPUTOTOBIICHHE CYCIIEH3UU
OcmuBup Meaucop6».

Cmanoapmmuulii pexcum 003uposanus

Jleuenue

[Tpuem npenapara HEOOXOIMMO HAUMHAThH HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHSI CUMIITOMOB
3a00JIeBaHMUA.

B3pocnvie u noopocmxu 6 6ozpacme > 12 nem

[To 75 mr 2 pa3za B CyTKH BHYTpPh B T€UCHHE 5 IHEW. YBenudeHue a03bl 6onee 150 Mr/cyTku He
MPUBOJUT K YCUJICHHIO 3P PeKTa.

Hemu 6 6ospacme om 1 200a do 12 nem

Hetu ¢ maccoit Tena >40 Kr, KOTOpbIe YMEIOT MPOIJIaThIBAaTh KaIlCyJIbl, TAK)Ke MOT'YT IOJIy4aTh

JIeYeHHE, IPUHUMAsI [10 OJHOMU Karcyse 75 Mr 2 pa3a B CyTKH B T€UEHUE 5 THEH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

UCIIOJIb30BaHUEM Karcyn 75 Mr (CM. moapasaen « IKCTEMIIOpaIbHOE MPUTOTOBICHUE CYCIIEH3UN
OcmuBup Menucop6»).
[Tpumensate npemnapat OcmuBup Meaucop0 ciaeayer 2 paza B CyTKH B TEUEHHE 5 JTHEH COTJIACHO

HIYDKETIPUBEICHHOHN TabIuIe:

Macca Tena PexomennoBanHas 103a Ha KommuecTBo cmecu npenapara
OJIMH MpUEM OcMmuBup Menucop0 Ha OMH MPUEM
<15 xr 30 mr 2 M
>15-23 kr 45 mr 3 M
>23-40 kr 60 mr 4 mn
>40 kr 75 mr 5 M
[Ipodunaktrka

[Tpuem npenapara HEOOXOAUMO HAaUYMHATh HE MO3JHEE 2 CYTOK IOC/Ie KOHTAKTa C 3a00JIeBIIUM
YEJIOBEKOM.

B3pocnvie u noopocmru 6 6ospacme >12 nem

ITo 75 mr 1 pa3 B cyTku BHYTpb B TeueHHe He MeHee 10 nHell mocie KOHTakTa ¢ 3a00JeBIIUM
yergoBekoM. Bo Bpems ce30HHOH snuaeMuM rpunmna - no 75 mr 1 pa3 B CyTKM B TE4YeHHE
6 menmenb. IlpodumakTuueckoe IeHCTBUE TMPOIOIIKACTCS CTOJIBKO, CKOJBKO JUIUTCA HpPUEM
npernapara.

Hemu 6 6ospacme om 1 200a 0o 12 nem

Jetu ¢ maccoit tena >40 Kr, KOTOpbIE MOTYT NPOTJIAaTHIBATh KalCyJbl, TAKXKE MOTYT IMOJIy4aThb
npoUIAKTUYECKYIO Tepaluio, MpUHUMAs M0 OJHOM Karcyne 75 Mr 1 pa3 B CyTKM B TE€UCHHE
10 nuei.

Jna nereit B Bo3pacTte OT 1 roga BO3MOMKHO 3KCTEMIIOPAJIBHOE MPUTOTOBIIEHUE CYCIIEH3HH C
UCIOJIb30BaHUEM Karcynl 75 Mr (cM. mojapaszzien « DKCTEMIIOpaIbHOe IPUTOTOBICHHUE CYCIIEH3UU
OcmuBup Menucop6»).

[Ipumensts npenapar Ocmusup Meaucop0 cinenyet 1 pa3 B cyTku B TeueHue 10 aHel cormacHo

HIDKEIIPUBEJICHHOM Tabmuiie:

Macca Tena PexomenaoBanHasi 103a Ha OJIMH KonuuecTBo cmecu npenapara
IIpUEM OcmuBup Menucop6 Ha 0OIMH TpUEM
<15 kr 30 mr 2 M
>15-23 kr 45 mr 3 mn
>23-40 xr 60 mr 4 M
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(MOCHEQOBATENBROCTE 0004)

>4(0 kr 75 mr

Jlo3upoBaHue B 0COOBIX CJOY4YasiX

Tlayuenmui ¢ nopasicenuem nouex

Jleuenue

[TaruenTam ¢ KIMpeHCOM KpeaTuHuHa Oosiee 60 MII/MUH KOpPpeKLUMH 103kl He Tpedyercs. Y
MAIMEHTOB ¢ KJIUpeHcoM KpeaTtuHWHa oT 30 mo 60 Mu/MHH 103y OCeIbTaMUBUpPA CIEAYeT
yMeHbIINTh A0 30 MI 1Ba pa3a B CYTKM B TeUeHHE 5 AHEH (CM. moapasjen «IKCTEMIIOpaIbHOe
npurotoBiicHue cycrensun OcMuBup Meaucopo»).

VY manueHToB ¢ KiMpeHcoM kpeatuHuHa OT 10 mo 30 Mi/MHH 103y OCEelbTaMHUBHUpA CIIEIYET
yMeHbIUTh 10 30 Mr oAMH pa3 B CyTKM B TeueHwe 5 aHeil. [lanmentam, Haxomsummcs Ha
MOCTOSTHHOM T€MOJIManu3e, OCeIbTaMUBHUP B MEpPBOHAYAIBHOU 03¢ 30 MI' MOKHO NMPUHATH 10
Hayajga JMain3a, €Clid CUMIITOMBI TPUIA MOSBHINCH B T€UeHHE 48 4acCOB MEXKIYy CeaHCaMH
muanuza. Jns momnep)kaHus TIa3MEHHOW KOHLIGHTpAallMd Ha TEpaneBTHYECKOM YpOBHE
OCEJIbTaMUBUD clleyeT npuHuMaTh 1o 30 Mr mociie KaxJaoro ceaHca auanusa. [lanuenram,
HaxXOJAIIMMCS Ha T[EPUTOHEATHHOM JHau3e, OCEIbTAMUBHUD CJEAyeT NpPUHUMATh B
nepBoHavaibHOM 103¢ 30 Mr 0 Hayasa NpoBEACHUS auaiu3a, 3aTeM 1o 30 Mr Kaxzasle 5 ITHE.
dapMaKOKMHETHKA OCelbTaMUBHpA Y TMAllMeHTOB C TEPMHHAIBHOM CTaauel MOYeYHON
HEIOCTaTOYHOCTH (C KIMpeHCcOM KpeatnHuHa <10 MJI/MUH), HE HAXOJAIIUXCA HA JUAIH3E, HE
u3ydyanachb. B CBSI3M C 3TUM PEKOMEHJAlMM 10 JO3MPOBAHMUIO y JAHHOM TPYMIbI MAIlUEHTOB
OTCYTCTBYIOT.

I[IpodnnakTrra

[Tatiuentam ¢ KiIMpeHcoM kpeatuHuHa Oojiee 60 MIJI/MUH KOppeKIHMH A03bl He TpeOyercs. Y
MAalMeHTOB C KiaupeHcoM kpeaTuHuHa OT 30 mo 60 mur/MUH 103y OCeNbTaMUBUpA CIEAYyeT
YMEHbIINTh 10 30 Mr oAMH pa3 B CYTKH (CM. mojpaszen «IKCTeMIOpaIbHOE MPUTOTOBIECHUE
cycniensun OcmuBup Memucopo»).

VY nanueHToB ¢ kinupeHcoM kpeatuHuHa oT 10 10 30 MiI/MUH peKOMEHAYEeTCS YMEHBIIUTh 103y
ocenpTamuBupa 10 30 mr yepes neHb. [lanmenTam, HaxoaAMIUMCS Ha TOCTOSSHHOM IeMOINajn3e,
OCEJIbTaMUBUDP B NEpBOHAaYalbHOM a03¢ 30 MI MOXXHO MHpPHUHATH 10 Havana auanusa («l-i
ceaHcy). [lig mopnepkaHMs IUIA3MEHHOM KOHIIGHTpAallMM Ha TEparneBTUYEeCKOM YpOBHE
OCEJIbTaMUBUDP cleAyeT NPUHUMATH 110 30 MI IIOCIIE KaX/10T0 MOCIEAYOIEro HEYETHOIO ceaHca
nuanusa. [lanueHTam, HaXOASIIMMCS Ha MEPUTOHEATbHOM JAMANU3€, OCEIIbTaMUBUD CIIEIYET
IIPUHUMATh B MEPBOHAYaIbHOM 103e¢ 30 Mr q0 Hayana IMpOBEACHUS IHanu3a, 3ateMm 1o 30 mr
Kaxaple 7 aHed. dapMakOKMHETHKa OCelbTaMHMBHpa y MAIlMEHTOB C TEPMUHAIBHOM cTaauei

MMOYEYHON HEAOCTaTOYHOCTHU (C KIIMPCHCOM KpC€aTUHHHA <10 MJ'I/MI/IH), HEC HaxoIAIIMUXCsda Ha
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Iyanu3e, He W3ydajgach. B CBS3W C 3TUM peKOMeHILaHI/fIg I%A%%Bfaﬁﬁgt@'&&{%ﬁl :FI]—II)%HBI

MaLMEHTOB OTCYTCTBYIOT.

Ilayuenmui ¢ nopadsicenuem neuenu

Koppekuuu 103pl mpu JiedeHMM M MPOPWIAKTUKE TPHUMNA Yy MHAIUEHTOB C HapYLICHUSIMHU
GyHKIMM TEeYeHH JIETKOW M CpelHel CTemeHW TsKecTH He Tpebyercsa. bezomacHocTh H
(dhapMaKOKMHETHKA OCEIbTAMUBHpPA Y MAIIMEHTOB C TSKEIBIMU HAPYIICHUSMU (YHKIIHH TTCYCHH
HE U3y4aJlach.

Tlayuenmul nodcunozo u cmapueckozo o3pacma

Koppekuuu 10361 114 npodUIaKTUKU WK JICUEHUS TPUIITIa He TpeOyeTcs.

THayuenmoi ¢ ocrabreHHbiM UMMYHUIMEMOM (Noclie MpAHCHAAHMAayulL)

Jleuenue

PekomennoBaHHas MPOAOKUTEIBHOCTh  TEPANMH  OCEIbTAMUBUPOM Yy  MAIMEHTOB C
ocnabiieHHBIM UMMYHHUTETOM cocTaBisieT 10 queit. Koppekiuu no3el He TpeOyercs (CM. pa3iessl
«IToGouHoe neiicTBue» u «DapMaKoOJIOTHYECKHE CBOWCTBa»). [IpueM mpemapata HEOOXOIMMO
HAaYMHATh HE T03/JHEE 2 CYyTOK C MOMEHTA Pa3BUTHUSI CAMIITOMOB 3a00JI€BaHMUSI.

Ce3oHHas HDOd)I/IJ'IaKTI/IKa

Jist ce30HHOM MPO(UIAKTUKY TPHUIINA y TAIIUEHTOB ¢ 0CcIa0JIeHHBIM UMMYHHTETOM B BO3PacTe

> 1 rona - B Teuenue 12 Henenb, KOPPEKIMH 1036l HE TpeOyeTcsl.

Jlemu

[Tpenapat OcmuBup Meancop0 He creayeT Ha3HAvaTh AeTsIM 10 1 roaa.

IKkcmemnopanvrnoe npuzomosienue cycnenzuu Ocmusup Meoucopo

B cnyuwasix, koraa y B3poCibIX, MOAPOCTKOB U JIETEH CyLIECTBYET MpodieMa ¢ MporjaTbiBaHuEM

KarcyJl WK MpU HAJIWYUKM TPU3HAKOB «CTAPEHUS» Karcys, HEOOXOAMMO OTKPBITh KarcCyily U

BBICHINIATh €€ COJEPKUMOE B HEOOJNBIIOE KOJUYECTBO (MakcUMajabHO 1| 4aifHas J0OXKa)

HOJIXO/AAILIET0 MOJACIAIICHHOTO MPOJyKTa MUTaHHUsA (CM. BBIIIE) AJS TOrO, YTOOBI CKPBITh

roppkuii BKyc. Cmechb HEOOXOAMMO THIATEIBHO MEpeMellaTh MU JaTh HAIUEHTY IEJIUKOM.

CrnenyeT NporjaoTUTh CMECh Cpa3y K€ MOCIe MPUTOTOBICHHUS.

Ecnu nmanmentam tpedyertcs 103a 75 me, TO HEOOXOJMMO CIEI0BaTh CIEAYIONUM HHCTPYKIHSIM:
1. [lepxa onny kancyny 75 mr npenapara OcMuBup Meaucop6 Hajl MaleHbKOH €MKOCTBIO,
aKKypaTHO PACKPBITh KaTCy1y U BBICHIIATh MOPOIIOK B €EMKOCTb.

2. JloOaBuTh HeOONBINIOE KOJIMYECTBO (HE Ooyiee 1 dYalHOW JIOXKKH) TIOJIXOJIAIIECTO
MOJICIANIEHHOTO MPOIYKTA MUTAHUA (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOIIIO IEpEeMeIIaTh.

3. TmarensHO mepeMeniaTb CMeCh U BBIUTH €€ Cpa3y ke mocie npurotosieHus. Ecnu B
€MKOCTH OCTaJIOCh HEOOJbIIOE KOJIMYECTBO CMECH, TO CIIEAYeT OIOJOCHYTh E€MKOCTb

HEOONBIINM KOJIMYECTBOM BOJBI U BBIIIUTH OCTABUIYIOCS CMECh.
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CJIEZIOBATh CIENYIOIIUM HHCTPYKLUSAM:
1. [epxa onny kamcyny 75 mr npenapara OcmuBup Meancop6 Hasl MalIeHbKOH €MKOCTBIO,
aKKypaTHO PACKPBITh KaICYIy U BBICHIIATh MOPOIIOK B €MKOCTb.
2. Jlo6aBuUTH B MOPOILIOK 5 MJI BOJABI C MOMOUIbIO LIMPHIIA C METKaMH, MOKA3bIBAIOUINMHU
KOJINYECTBO HAOpaHHOH KUAKOCTH. TIIaTeNbHO epeMeniaTh B TeUeHUE 2 MUHYT.
3. HaOparp B mmpuil He0OX0IUMOE KOJHMUYECTBO CMECH M3 €MKOCTH COTJIACHO Taliuiam,
MPUBEICHHBIM BBIIIE.
Het HeoOxoaumocTu B 3a00pe HEpaCTBOPEHHOro OEJI0ro MOpOIIKa, MOCKOIbKY OH SIBISETCS
HEaKTHBHBIM HarojHUTeneM. HakaB Ha MOpIIEHb MINPUIA, BBECTH BCE €TO COJEPKUMOE BO
BTOPYIO eMKOCTh. OCTaBUIYIOCS HEUCIIOIB30BAHHYIO CMECh HEOOXOJMMO BBIOPOCHUTH.
4. Bo BTOpyI €MKOCTh A00aBUTh HEOOJbIIOE KOIMYECTBO (He Ooniee 1 YailHON JIOKKH)
MOJIXO/ISIIET0 MOACTAIIEHHOTO MPOIYyKTa MUTAHUs, YTOOBI CKPBITh TOPHKUIN BKYC, U XOPOIIO
nepeMenaTh.
5. TmarenpHO mepeMeniatb CMeCh M BBIIMUTH €€ Cpasy e Mociie MpUrotoBieHus. Eciam B
€MKOCTH OCTaJIOCh HEOOJbIIOE KOIMYECTBO CMECH, TO CIIEyeT OMNOJOCHYTh E€MKOCTb
HEOOJIBIIUM KOJIMYECTBOM BOIbI U BBIMMUTH OCTABIIYIOCS CMECH.

HOBTODHfITe JAaHHYIO TpoHucAypy NEpea KaXJAbIM IPHUEMOM IIpCriapara.

ITo0ouHoOE neiicTBUE

0030p npoduiasa 0e30HaCHOCTH

O6umit npoduns 0Oe30macHOCTH oOceNnbTaMUBUpPAa OCHOBaH Ha JaHHBIX 6049 B3pocCibIxX
NAMEHTOB/MIOAPOCTKOB U 1473 nereil ¢ rpunnom, NoJy4yaBIIMX OCEIbTAMUBUP WIH IUTanedo, a
Takke Ha JaHHBIX 3990 B3pOCIBIX MalMEHTOB/MOAPOCTKOB M 253 nerel, MNOTyYaromMx
ocelbTaMUBUP MJIM IUTANe00/HE TMOJNyYaBHIMX TEpanuio B KIMHUYECKUX MCCIEJOBAHUAX I10
npoUIaKTUKE TPUIIIIA.

Kpome Toro, 199 B3pocnbIx NalMeHTOB ¢ OCHA0JIEHHBIM HMMYHHUTETOM MOJYUYWIH
OCEJIbTaMUBUD JJISl JIeUeHus rpummna, u 475 nauueHToB ¢ 0cIabJeHHbIM UMMYHUTETOM (B TOM
yuciae 18 perel, 10 M3 KOTOpBIX MNOJIy4aad OCEIbTAMUBUP M § - mianefo) MOIydyuiIn
ocelbTaMUBUP WM TU1aneo Uit Mpo(UIaKTUKY TPUIIIA.

VY B3poCIbIX MalMEeHTOB/MOAPOCTKOB Hanbosiee YacThIMU HexenaTelbHbIMHU peakuusvu (HP) B
X0Jle KJIMHUYECKUX HCCIICJJOBAaHUM JIe4yeHHWsl Tpurna ObUlM TOUIHOTA U PBOTA, a B XOJE
UCCIIEIOBAaHUM 1O MPOPUIIAKTUKE — TOLITHOTA.

BonpmmacTBO ykasaHHbIX HP Obutn 3aperucTpupoBaHbl OJHOKPATHO B MEPBBIM MM BTOPOM

JIeHb T€panuu ¥ CIIOHTAHHO pa3peliajiich B TEUCHUE Mocieayomux 1 -2 nHei.
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JCNEOCBATENEHOCTE 0004)

o o 1AL
VY nereit HanOomnee yacto Berpevaronieiics HP Opuia DBOTQ.

Y OosbIIMHCTBA MAalMEHTOB AaHHble HP He mpuBOIMIM K OTMEHE Tepamuy OCEIbTaMUBHUPOM.
Cepresnbie HP, nepeunciennble HUKE, peKO OTMEYAINCh C MOMEHTA BBIXOJa OCEIbTaMHUBHpPA
Ha PHIHOK: aHa(UIAKTUYECKHE U aHA(PUIAKTOUHBIC pEeaKIMK, HApYILIEHUsI CO CTOPOHBI IEYEHU
(pynbMUHAHTHBIN TeNaTUT, HapylleHWe (PYHKIHUU TEYEHU U KEJITyXa), aHTMOHEBPOTHUUECKHIA
oTek, cuHapoM CTuBeHca-/[KOHCOHA M TOKCHYECKHUH 3MUACPMaTIbHBIN HEKPOIHU3, JKEIyI0YHO-
KHILIEYHOE KPOBOTEUEHUE U HAPYILEHUS CO CTOPOHBI HEPBHOM CUCTEMBI U IICUXUKH (CM. pa3zel
«Oco0bIe yKa3zaHUs»).

Cnucok HP nipeacrasnen B TabnuaHoM GopMarte HUKE.

s onucanus yactotel HP ncnone3yercs ciaenyromas kinaccudukanus: oueHs yactoie (>1/10),
gacteie (>1/100 u <1/10), mevacteie (>1/1000 u <1/100), penkue (>1/10000 u <1/1000), oueHb
penkue (<1/10000). CootBercTBylOIIasi Kareropus mnpucBauBaercs HP Ha ocHoOBaHUU
00BEAMHEHHOTO aHAIN3a KIIMHUYECKUX UCCIIEeTOBAHHIM.

Jleuenue u npod)uﬂakmuka cpunna 'y 63pocivlx u I’IOODOCWZKOG

B tabmune 1 npencrasnenst HP, Bo3HuKaBmre Hanboiee 4acto mpu nmpueMe peKOMEeHI0OBaHHOM
J03bl OCEIbTAMHUBHUPA B MCCICAOBAHUAX MO MPO(UIAKTUKE U JICYCHUIO TPUIIA Y B3POCIBIX U
nopocTKoB (75 Mr 2 pas3a B CyTKH B TeUeHHUE 5 qHEH /uist jeueHus u 75 mr 1 pa3 B cyTku 110 6
HEJeNb I TPOPHUIAKTUKH ).

B wuccrnenoBaHmsx 1o mpodHIAKTAKE TpuUMma Npoduib Oe30MacHOCTH Y TAIUeHTOB,
MOJIyYaBUINX PEKOMEHJOBAaHHYIO 103y ocenbTamuBupa (75 Mr 1 pa3 B cyTku A0 6 Hezenb),
Ka4eCTBEHHO HE OTJIMYaJCSA OT TAKOBOI'O B MCCIENOBAHUAX IO JICYEHUIO TPUIIIA, HECMOTPS HA
OoJiee IUTENBHBIN IPUEM Tpernapara.

Ta6muma 1. HP, BeIsiBeHHBIE B X0/1€ KIIMHUYECKUX UCCIIETOBAHMM MO MPOPUIAKTUKE U JICICHUTIO
TPUIIIIA  OCEJIBPTAMUBHPOM Y  B3pPOCIBIX MAUMEHTOB M MOAPOCTKOB WIM B  XOJE

MMOCTMAPKETUHI'OBOI'O Ha6J'IIOI[eHI/I$I.

Kanacc cucrem HP, pacnipee/ieHHbIE COTVIACHO YaCTOTE BbISIBJICHUS
OpPraHoB Ou4enb yacTo Yacrto Heuacro Peaxo
Hngpexyuu u Bponxut, Herpes
uHeazUU simplex,
Ha30(apuHTHT,
WHpEKIUN
BEPXHHUX
JIBIXaTENLHBIX
IyTel, CHHYCUT
Hapywenus co TpomOouunToneHus
CMOPOHbL KpOBU U
qumpamuueckou
cucmemul
Hapywenus co Peakuus AnadunakTuyecKue
COPOHUI TUIEPYYBCTBUTENb- | PEaKIInH,
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- A EOCOEATENEROC TE Uit
UMMYHHOL nberer = ER TH b hriraxTonHbie
cucmemul peaxiun
Tcuxuueckue becmokoiicTBo,
HapyweHus aHOpMaJIbHOE
MOBE/ICHNE,
TPEBOXKHOCTD,
CIIyTaHHOCTh
CO3HAHUA, open,
bi(S1510)51% 8
TaJUTIOIMHALIAH,
HOYHBIE  KOIIMAaphl,
MIPUINHCHHEC cebe
TEJIECHOTO
MOBPEKACHUS
Hapywenus co | l'onoBuas 6onp | becconnuna UNsmenenune
CMOPOHbL HEPBHOU CO3HAHWS,
cucmemul CyJIoporu
Hapywenus co Hapymenue 3penus
CMOpOHbL  Opeana
3penus
Hapywenus co Aputmus
CMOPOHBL cepoya
Hapywenus co Kamens, Ooms B
CMOPOHbI ropJe, puHOpes
OvIXamenvHoll
cucmembl,
0p2aHo8  2pyoHOl
KIemKu u
cpedocmenust
Kenyoouno- TomrHOTa PBora, ©Oomp B Kenxynouno-
Kuleurbvle JKUBOTE (BKITFOYAs KHIIIEYHbIE
HapyuweHus 0onb B BepxHeEH KpOBOTEUCHUS,
YacTH  JKUBOTA), reMopparuyecKuii
JIUCTIETICHS KOJIUT
Hapywenus co [ToBbIIEHME OyIbMUHAHTHBIN
CIMOpOHbL  heveHu aKTHBHOCTHU rernaTuT, IMeYeHOYHAs
u «IIEYEHOYHBIX)» HEZ0CTaTOYHOCTD,
JHCENUEBbIBOOAUUX (hepMeHTOB TeTaTuT
nymetl
Hapywenus co OKk3eMa, epMaTuT, | AHTHOHEBPOTUYECKHI
CMOPOHbL KOJMCU U CHIIb, KPAIIMBHAIIA | OTEK,
NOOKONCHBIX MyJIbTHGOPMHAS
mKanetl sputemMa,  CHHIPOM
CruBeHca-/[xoHcoHa,
TOKCHYECKHIM
3NUIEPMaTIbHBIN
HEKPOJIN3
Obwue Bonb,
HapyuleHus. u TOJIOBOKPYKEHHE
peaxkyuu 6 mecme (BKITFOUAs
66€0eHUsl BEPTHUTO),
YTOMJISIEMOCTb,
nuxopaaka, OoJb

B KOHCYHOCTAX
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Jleyenue u npod)uﬂakmuka spunna 'y oemell

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 09.08.2024 N= 16485

(MOCNEODBATENBHOCT

e
b 0004)

B xnmuangeckux HCCIICAOBAHUAX OCCIbTaMUBHpPA HPHU JICUCHUU TpUIIlla NPUHUMAIIN Y4YaCTUC

1473 pebenka (BKJIrOYas B 11€JIOM 370POBBIX JieTell B Bo3pacte oT 1 1o 12 net u aereii ¢ actMoit

B Bo3pacte oT 6 mo 12 ner). M3 Hux 851 pebGeHOK Modyday Tepamuio OCeIbTaMHUBHPOM B

JIEKapCTBEHHOU (opMe «cycrneHsus». Bcero 158 pgereil momydaiin peKOMEHJIOBAHHYIO 103y

ocenpTaMUBUpPA | pa3 B CyTKH B UCCIIEOBAHUSX MOCTKOHTAKTHOW MPOMUIAKTUKN B JOMAITHUX

ycnoBusax (N=99), B 6-HemenbHBIX HCCICIOBAHUSX CE30HHOW mpodmimaktuku (N=49) u 12-

HCACIbHBIX HCCICAOBAHUAX CE30HHOU HpO(bI/IJ'IaKTI/IKI/I Yy MNanueHTOB C

ummyHuTerom (N=10).

ocJ1a0JIEHHBIM

B Tabmune 2 mnpeacraBnenst HP, wHambonee dacTto cooOmaemMbie B XOJ€ KIMHHUYECKHX

WCCIICIOBAHUM Y JIETEM.

Ta6JII/IHa 2. HP, BBIAIBJICHHBIC B XOA€ KIIMHNYCCKHX I/ICCJ'IG,HOBaHI/II‘/‘I 10 HpO(I)I/IJ'IaKTI/IKC H JICYCHHIO

TpUIINa OCETbTAaMUBUPOM Y AeTel (103a oT 30 Mr 10 75 Mr B 3aBUCHUMOCTH OT BO3pacTa/Beca).

Kiace cucrem

HP, pacnpeae/ieHHbIE COIJIACHO YACTOTE BbISIBJICHUS

OpPraHoB QOuenp yacTo Yacro Heuacro Penxo
Hnghpexyuu u Cpennuii oTut
uHeA3UU
Hapywenus co lonoBnas 601k

CMOPOHbL HEPEHOI
cucmemul

Hapywenus co KoHbIOHKTUBUT
CMOpOHbl  Op2aHa (BrITIOYas
3peHust MIOKpacHeHHe Tas,

BBIJICJICHUS u

00J1b)
Hapywenus co Bbous B yxe Hapymenus co
CMOpOHbL  Op2aua CTOPOHBI
cnyxa u OapabanHOM
nadbupunma NepEenoHKU
Hapywenus co | Kamens, Punopes
CMOPOHDL 3aJI0’KEHHOCTh
obIxamenbHol HOCa
cucmembl, 0p2aHog
2PYOHOU KlemKu U
cpedocmenus
Kenydouno- PBota bons B KuBOTE
Kuuieunvle (Bxmrowas Oosib B
HapyuleHus. BEpXHEH 4acTu

KUBOTA),

JIACTICTICHS,

TOLITHOTA
Hapywenus co Hepmarut
CMOPOHbL KOXMCU U (BKITFOUAS
NOOKONCHBIX aNNepruieckui  u
mKauet aTOMHUYECKUI

JIEPMATHUT)
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ot 09.08.2024 N= 16485

(NOCNEOQCBATENEHOCTE 0004)

Onucanue omoenvrvix HP

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapywenus co cmopoHvl HepeHOU cucmembvl U NCUXUKU

['punmo3Has WHQPEKIUS MOXET AacCOLMHUPOBATHCS C  PA3IUYHBIMH  HEBPOJIOTHYECKUMHU
CUMIITOMAMU ¥ WM3MEHEHUSIMH IOBEJEHMs, BKIIOYAs TaKUe CHUMIITOMBI, KaK TaJUTIOLMHALMH,
NeNUpUid, W aHOpPMajJbHOE IIOBEJEHHE. B HEKOTOphIX ciydasx OHM MOTYT IPHBECTH K
CMEPTEILHOMY UCXOAY.

JlaHHbIe sIBIIEHUS MOTYT BO3HUKATh KaK Ha (OHE pa3BUTHA 3HIUE(AIONATUU WIN SHIE]aTuTa,
TaK U OT/EJIbHO, 0€3 IBHOT'O TSKEIOT0 3a00JIeBaHMSL.

B nmocTMapKeTHHIOBBIX COOOLIEHMSAX Yy MalMEHTOB, KOTOPbIE MOJYy4aad OCEIbTaMHUBHUP [UIs
JIEYEHUsl TPUINA, OTMEYAJIUCh CYAOPOTM M JeNUpuil (BKJIHOYAas TaKUE€ CUMITOMBI, Kak
HapyILICHUE CO3HAHMS, CIIyTaHHOCTh CO3HAHMs, aHOPMaIbHOE NIOBEAEHHE, Opel, FaJUIIOLUHALINH,
0eCIIOKONUCTBO, TPEBOXKHOCTb, HOYHBIE KOIIMAapbl). OTH Cllydyal pEAKO CONPOBOXKAAIUCH
OMACHBIMU JUIsl JKU3HU AKTHBHOCTSMHU WM JIETAJIbHBIM HCXOXOM. JlaHHBbIE sBiIE€HUS ObLIU
3aperucTpupOBaHbl B OCHOBHOM CpE/U JETEH U MOJAPOCTKOB U YacTO MMEJIM BHE3AIHOE HA4ajIo U
ObICTpOE pa3pelieHUE.

Ponp  ocenmpTamuBHpa B Pa3BUTHM  JaHHBIX  SBJICHMA  HEM3BECTHA.  YKa3aHHbIC
IICUXOHEBPOJIOrMYECKUE HAPYIICHUS TaKkKe ObUIM 3aperuCTPUPOBaHbl y MALUEHTOB C I'PUIIIOM
HE MOJIyYaBIIUX OCEIbTAMUBHP.

Hapywenus co cmopoHbl neuenu u Jceniesbl8o0sauux nymeti

Hapymienust co cTOpoHbI IEYEHU U JKETUYEBBIBOASIIMX MYyTEH, BKIIIOYAsi FeNaTuT U MOBBIICHUE
AKTUBHOCTH «II€YEHOUYHBIX» (EpPMEHTOB, OTMEYAIUCh Yy TMAlUEHTOB C TIPUINONOJOOHBIM
3a00sieBaHNEM. YKa3aHHbBIC SIBICHUS TakXKe BKIIIOYaNHM (DyJIbMUHAHTHBIA Te€MaTUT/IIEUEHOUYHYIO
HEJ0CTAaTOYHOCTB C JIETATbHBIM UCXO0M.

HDOUM@ ocobbie nonyjiiyuu nayuernios

Jlemu (0o 1 200a)

B nByx wuccnenoBaHusix (papMakOKMHETUKH, (papMakoJIMHAMUKA U Tpoduis Oe30macHOCTH
OCeJIbTAMHUBHpPA, B KOTOPBIX MpUHUMaNK ydactue 135 nmereir B Bo3pacte 10 1 roga ¢ rpuriom,
npoduns 0e30MacHOCTH Mpemnapara ObUI COMOCTaBHM B Pa3lWYHBIX BO3PACTHBIX TpyIMMax.
Haubonee gacto coobmaempiMu HP mipu 3ToM ObuM pBOTA, Auapest U OMPeTocTh (CM. pa3aeln
«DapmMakoIorHIecKue CBOMCTBAY, Moapa3aea «PapMaKOKHHETHKA).

JlaHHbI€ O JETSIX B MOCTKOHLIENITYaJbHOM BO3pacTe /10 36 HeJeNNb HeJJOCTaTOYHBI.

Jlannbple mo 6e30MacHOCTH MPUMEHEHHUs! OCeIbTAMUBHpA MPH JICYCHUH Y JeTeil B Bo3pacte a0 1
roja TOJY4YeHBbl U3 MPOCIEKTUBHBIX U PETPOCIIEKTHBHBIX HAOIIOAATEIBHBIX HCCIEIOBAHUN
(Bxurouanu Oosiee 2400 geTeil maHHOTO BO3pacTa), MCCICAOBAHWUN SMHIEMHOJOTHYECKHX 0a3

JAHHBIX U TOCTMApKEeTUHroBOTO HaOmroaeHus. IIpodwns GesomacHoctn y nmererd mo 1 roma
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COTIOCTaBUM C HW3BECTHBIM MpoduieM 0e301a¢HOCTH &rﬁgl:eaEBlg&'ﬁ;@;ltlH}:dng:hlc%ﬁidme

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hoowcunvlie nayuenmsvt U nayuewmvl ¢ XPOHUYECKOU CEPOeUHOU UW/UlU  OblIXamenbHOul
HeO0CmamoyHOCmMbio

[TonynAums, BKIFOUEHHAs B UCCIIEIOBAHNUS 10 JIEUEHUIO TPUIINA, COCTOSIIA U3 B LIEJIOM 30POBBIX
B3POCJIBIX/TIOAPOCTKOB W TMAIMEHTOB TPYIIbI PUCKA (PUCK DPA3BUTHUS OCIOXKHEHHM TpUIIIa,
HanpuMep, MONyJALUs MOKUJIBIX MAllMEHTOB M MAlMEHTOB C XPOHUYECKOW CEpAEeYHOW WU
JIBIXaTeNbHOM HEeJ0CTaTOYHOCTHI0). B menom mpodunb Ge3omacHOCTH mpenaparta y ManueHToB
IPYMIbI prcKa ObUI COMIOCTABUM C TAKOBBIM Y B IIE€JIOM 3/I0POBBIX B3POCIBIX/TIOIPOCTKOB.
Tayuenmsi ¢ ocrabreHHbIM UMMYHUINEMOM

Jleyenne rpumna y TNalMEHTOB C OCIA0JICHHBIM HMMMYHHUTETOM OIICHHBAJIOCh B JIBYX
KJIIMHUYECKUX MCCIIEOBAHUAX: TaLMEHTHI [T0JIy4aal CTAaHJAPTHYIO 103y WM MOBBIILIEHHYIO 103y
(IIBOIHYIO UJTH TPOIHYIO) ocenbTaMuBHUpa (cM. pasaen «Dapmakonornueckue CBOMCTBAY).
[Tpoduns Ge3omacHocTH MpenapaTa, HaOJI01aeMbIi B TaHHBIX UCCIEAOBAHUAX, ObLT COMIOCTABUM
C TaKkOBBIM B MPEAbLAYIIMX KIMHUYECKUX HCCIEIOBAaHUSAX, B KOTOPBIX OCEJIbTaMUBUD
IPUMEHSUICS JJIS JIEYEHUs MalMEeHTOB C HOPMAJIbHBIM MMMYHUTETOM CpPEIH BCEX BO3PACTHBIX
rpynn (30pOBbIe MAMEHTHI UM HAIlMeHTHI U3 TPYIIbI pUCKA, HAIIPUMED, C JbIXaTEIbHON 1/1in
CeplIeYHON HelnoCTaToYHOCThI0). Hanbonee vactoit HP y nereit ¢ ociiaGineHHBIM UIMMYHUTETOM
Obu1a pBoTa (28%).

B xome 12-mHenmenpHOrO WCCIENOBaHUA 1O MNpodriiakTuke Tpunma y 475 ManueHToB C
ocnabieHHBIM UMMYHHUTETOM (BKJIIOYast 18 nmeteit B Bo3pacrte ot 1 1o 12 net u crapiie) npoduib
0e30macHOCTM B Tpynmne oceinbTamuBupa (238 mnamMeHToB) OBUI CONOCTaBUM C paHee
Ha0JI0/1TaeMbIM ITPO(dUIEM OCeNbTAMUBHPA B KIIMHUYECKUX UCCIIEOBAHUSX 1O TPODUIaKTHKE.
Jlemu ¢ 6ponxuanbHoU acmmou 6 aHamHese

B nenom npoduns HP y nereit ¢ OpoHxuanbHOM acTMO B aHamMHe3e ObLI CONOCTaBUM C

TAaKOBBIM B IICJIOM Y 310POBBIX JIeTEeH.

Ilepeno3supoBka

B OonpummHCTBE ciydyaeB MeEpelo3WpoBKa B XOJ€ KIMHMYECKHUX MCCIEAOBaHUN U TIpU
NOCTMapKETUHTOBOM IPHUMEHEHHH OCeJIbTaMHBHpa HE COIpOBOXKAajdach Kakumu-mn6o HP. B
OCTaJIbHBIX CIIydasiX CHMIITOMBI NEPENO3UPOBKH cooTBeTcTBOBaNM HP, mpencraBneHHbIM B

pasnene «I[lobouHoe aecTBUEY.

B3aumopneiicTBHe ¢ APYTrMMH JIeKAPCTBEHHBIMH CPeACTBAMH
PapMaKOKMHETUYECKHE CBOMCTBA OCEIbTAMUBHPA, TAKME KAK €r0 HU3Kasl CTENEHb CBSA3bIBAHUS C
O6enkamMu U MeTaboIM3M, He 3aBUCHMBIN oT nzodpepmenta CYP450 u cucremsl TIIOKYpOHHIA3

(cm. pasnmen «®DapMakoJOTUUECKHE CBOWMCTBay, moxapazaen «DapMakokWHETHKa»), HE Har0T
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. T10C B HOCTE Q004
OCHOBaHUM IIpeanojiaraTb HaIM4ue KIMHUYECKU 3Han'rlll-\|/IBIX'—Js§éH}I'M%z[ %I'HOTV'Ké?,a]:}IJIHM

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MeXaHU3MaM.
Ilpobeneyuo

Koppekiun 10361 1pH  OJHOBPEMEHHOM MPHUMEHEHHH C TPOOCHEHHUIOM Yy MAIMEHTOB C
HOpManbHOU (yHKIMEH modyek He Tpedyercs. OJHOBpEMEHHOE MPUMEHEHHE C MPOOCHEIHIOM,
MOIITHBIM HHTHOUTOPOM aHHMOHHOM KaHAJBIIEBOM CEKPEIMH B MTOYKAX, IPUBOAUT K ~ 2-KPATHOMY
YBEIMYEHHUIO SKCTIO3UIIUHN aKTUBHOTO METa0OJIUTA OCEIbTAMUBUA.

Amoxcuyuniun

Kunernueckoe B3aMMOJCHCTBHE OCENBTAMUBUPA W AMOKCHIWIUIMHA (BBIBOJSIIETOCS TEM IXKe
IyTEM, UYTO U OCEJIbTAMHUBHP) OTCYTCTBYeT. [Ipearnonaraercs, 4To KOHKYPEHIUS OCeIbTaMUBUPA
3a BbIBEJICHHE MTOYKaMU ciabasi.

Buwisedenue ¢ mouotl

MasnoBeposTHBl KIMHUYECKH 3HAYMMbIC MEXKJICKapCTBEHHBIC B3aMMOJICHCTBUS, CBS3aHHBIC C
KOHKYPEHIIMEH 32 KaHAIBLEBYIO CEKPELHUIO, TPUHUMAsi BO BHUMAaHUE Pe3epB O€30MMacHOCTH IS
OOJBIIMHCTBA MOIOOHBIX MPEMApPaToOB, IIYTH BHIBEJCHUS aKTUBHOTO METAa0O0JIMTa OCEIbTaMHUBHPA
(kmyOoukoBast (QUIbTpaLMs W AaHUOHHAs KaHAIbIEBAas CEKPElHs), a TaKXKe BBIBOAALIYIO
CIIOCOOHOCTh KaXaoro u3 myred. OpHaKo, TPUMEHSATh OCENbTaMHUBUP B KOMOHWHAIMHM C
npenapataMd, HUMEIOIMMH  Y3KYI0 IIHPOTY TEpPaleBTHYECKOro JACWCTBUS  (Hampumep,
XJIOPIPOIIAMH/T, METOTpeKcat, (heHUII0yTa30H), HEOOXOIMMO C OCTOPOKHOCTHIO.
Hononrnumenvuasn ungopmayus

He oOHnapyxeHO (apMaKOKMHETHYECKMX B3aMMOJAEHCTBHM MEXIY OCENbTaMMBHPOM WU €ro
OCHOBHBIM META0O0JIMTOM IIPU OJHOBPEMEHHOM MpPHUEME C MaparieTaMoJIOM, alleTHIICATUIIIIOBOM
KHACJIOTOH, IIMMETHIWHOM, AaHTallUJHBIMHA CPEICTBAMU (MarHWsl W aJIOMHHHUS THIPOKCH]I,
KaJblUsg KapOOHAT), pUMaHTaIMHOM WM BaphapuHoM (y MalMeHTOB O6e3 rpuIna, CTabuiIbHbIX

Ha BapdapuHe).

Oco0ble ykazanust

OcenbramMuBup 3(p(PEKTUBEH TOJBKO B OTHOIIEHUU 3a00JI€BaHMs, BEI3BAHHOTO BUPYCOM TpHUIINA.
Jannbpie 00 3¢ (GEeKTUBHOCTH OCeNbTaMHUBHpa NMPH Tepanuu 3a0osieBaHU, BBHI3BAHHBIX WHBIMU
areHTaMM, OTCYTCTBYIOT (cM. pa3gen «DapMakoJOTMUECKHEe CBOMCTBa», MOApa3zes
«DapMaKoIMHAMUKa).

Ilpenapam Ocmugup Meducopo ne agnaemcsa 3aMeHOll 6AKUUHAUUU.

Hcnonb3oBanue npenapata OcMuBrup MenucopO He JODKHO BIMATH HA OLIEHKY MAllMEHTOB MPHU

MMPOBCACHNU CIKCT OJHOM BaKIIMHAIIUU IIPOTHUB I'pHIIIIA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 09.08.2024 N= 16485

3amura OT Tpunma JJIUTCS TOJIBKO 0 T€X MOop, IOoKa h@%ﬂﬁ&@sﬁ'a&ﬁ%ﬂﬁé&:‘ ﬁ%gﬁépaT

CJIeZlyeT UCMOJIb30BATh TOJIBKO UIS JICYEHUS U MPO(UIAKTUKH TPHUIIIA U TOJIBKO B CIIydae, €Cliu
JIOCTOBEPHBIE HUJIEMUOJIOTUYECKUE IAHHBIE YKA3bIBAIOT HA TO, YTO BUPYC IPUIIA LUPKYIUPYET
B OOIIICH MOIYJISAIINH.

YyBCTBUTENBHOCTh LMPKYJIUPYIOIIUX INTAMMOB BHpYyCa TIpHUIINA K OCEIBTAMUBHPY MOKET
CWIBHO  BapbupoBaThb (cM. pasgen  «@PapMakoJOTMYECKHME  CBOMCTBa»,  MOJpPA3/aei
«DapmakoIlMHaMUKay, IyHKT «Pe3UCTEHTHOCTBY).

Takum o0pa3zoM, IpM Ha3HAYEHUHU NpenapaTa HEOOXOJMMO YUYHMTHIBATh CaMyl0 IMOCIIEIHIOK
JOCTYIHYIO HH(POPMALIHIO O YyBCTBUTEIIBHOCTH LIUPKYJIUPYIOLIEr0 BUPYca K OCEINbTaMUBUPY.
Taocenoe conymcmeyiowee 3a60n1esanue

Jannpie o Oe3omacHOCTH W 3((PEeKTHBHOCTH NPUMEHEHUS OCEeNbTAMHUBHpA y MAIMEHTOB C
JIOCTAaTOYHO TSDKEJIBIM COIYTCTBYIOIIMM 3a00JIeBAHMEM MM HECTaOWJIBHBIM COCTOSTHHEM,
IIPEII0JIaratoIiMM FOCIIUTAIN3ALHI0, OTCYTCTBYIOT.

Tayuenmoi ¢ ocnabieHHbiM UMMYHUMEMOM

O¢ddekTuBHOCT OCENbTAMUBUpPA TPHU JICUYCHHH WIH NPOQWIAKTUKE TPUNINA Yy MalHUeHTOB C
ocinal0JeHHbBIM MMMYHHUTETOM 4YEeTKO HE€ YycTaHoBleHa (cM. paszznen «PDapMakoJoruuyeckue
cBo¥icTBay, nojpasnaen «PapmakoauHamuka»). OHAKO y B3POCIBIX MAL[MEHTOB C 0CIa0JIEHHBIM
MMMYHHUTETOM JICUEHUE TpHUINa CJleayeT MpOBOAUTh Ha HpoTsbkeHuu 10 1HeH, Tak Kak
KJIMHUYECKHE WCCIICAOBAaHUs TMpH Oojiee KOPOTKOM Kypce Tepamud He MPOBOIMIIHCE.
Cepoeunas/ovixamenvHas HeOOCMAamoyHOCMb

O¢ddekTUBHOCTH OCeNbTaAMUBUPA MpPHU JICUEHUHM WM NPO(UIAKTUKE IpUMNa Yy MHalUeHTOB C
XPOHUYECKON CEepACYHOM W/WIIM NIbIXaTelbHON HEAOCTATOYHOCTHIO HE yCTaHOBJIEHA. B nanHOM
MOMYJSIIMM MAallMEHTOB YacTOTa BO3HUKHOBEHHS OCJIOXKHEHMHM Obljla CONMOCTaBMMAa B TpYIIE
JIe4eHHsl U Tpynie mnianeodo.

Jemu

JlanHble s omnpeneneHus 103bl Y HEJOHOIICHHBIX JAeTel (MOCTKOHIENTYyalbHbIH BO3pacT
< 36 Henenb) OTCYTCTBYIOT.

Tloueunasn HedocmamoyuHoCmy MANCENOU CIeNneHU mAXCeCmu

VY B3poCIBIX MalMEHTOB M MoJApocTkoB (13-17 ner) ¢ TsOKeNOM CTeNeHblo IOYEHHOM
HEJOCTAaTOYHOCTU TpHU JIEYeHUH W MNPOGMIAKTHKE TPUIIA PEKOMEHIYETCS KOPPEKIHs O3B
Knunnueckue naHHble A7 KOpPpPEKLMHU J03bl Y MIIaJEHIEB M JeTeil (B Bo3pacte oT 1 roga u
CTaplIle) ¢ MOYeYHOH HEAOCTaTOYHOCTHIO OTCYTCTBYIOT (CM. pazneinsl «Crocod MpuMeHeHUs U
no3p» U «PapMakolorMYecKue  CBOWCTBa»,  mozapasfen  «DapMaKOKHHETHKA»).

HCMXOHQGPOJZOZMVQCKMQ Hapywerus
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VY mnarmueHToB (B OCHOBHOM Yy JAETeH M MO OCTKOB)E%%M;:IIE&I %ER;MI:ILH,“%IHHH

3apCruCTpUPOBAHBI IICUXOHCBPOJIOTHUCCKHUC HAPYUICHUA. HOIIOGHBIG NICUXOHCBPOJIOTHYCCKUC
HAapymeHusd TaK XE OTMCUYCHBI Yy IMAMCHTOB C TPUIIIIOM, HC MOJYy4YaBIIMX OCCIbTAMHUBHUD.
Crenyer TIIATEIbHO MOHUTOPHPOBATH MAIIMEHTOB Ha MPEAMET U3MEHCHUI B TIOBEICHUU, PUCK U
0J1b3a MPOIOJDKEHHS TEPAIUH JIOJHKHBI OBITh OLIEHEHBI IS KXKIOTO MaIl[MeHTa HHINBUIYaTbHO
(cMm. pazmen «I[lobouyHOE ACHCTBHEY).

Hncempykyuu no npumenenuio, 00pawjeHuio u YHUUmMoICeHuro

[Monamanue JEKAPCTBEHHBIX MPENapaToB B OKPYKAIOIIYIO CpPEly JODKHO OBbITh CBEICHO K
MHUHUMYMY. He cieayer yTWiIM3HpoBaTh Mperapar ¢ MOMOIIbK) CTOYHBIX BOJ HIIM BMECTE C
OBITOBLIMU OTXOadaMHU. ITo BO3MOKHOCTH HeO6XO[[I/IMO HUCITIOJIB30BATh CIICHHUAJIBHBIC CUCTEMbI

AJId YTUJIM3alluU JICKAPCTBCHHBIX ITPCIIapaToB.

Biausinue Ha ClMOCOOHOCTH YupaBJiiTb TPAHCIIOPTHBIMMU CPEICTBAMHU, MEXaHU3MaAMMU
HpI/IMeHeHI/IC npcriapara HEC BJIUACT, 1100 OKa3bIBAET HE3HAUUTEIHHOE BIMIHUE HA CIIOCOOHOCTD

YIIPABJIATh TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MaMHU.

®opMa BbINIYCKa

Kancyner 75 mr.

ITo 7, 10, 14 kancyn B KOHTYPHYIO SUYEMKOBYIO YHNAKOBKY M3 IUIEHKU MOJIMBUHUIXJIOPUIHON U
(GoJIbru aMIFOMUHNEBOM NEYaTHON JTAKUPOBAHHOM.

[lo1,2,3,4,5,6,7,8,9 unu 10 KOHTYpHBIX STYEHKOBBIX YIIAaKOBOK BMECTE C MHCTPYKIIHEH IO

MCIUTUHCKOMY NNPUMCHCHUIO ITIOMCIIAIOT B MMAYKY KapTOHHYIO.

YciaoBus XxpaHeHus
[Tpu Temneparype He Boiie 25 °C.

XpaHUTb B HETOCTYITHOM JUISl IETEH MECTE.

Cpoxk rognocTu
3 roxa.

He IMPUMCEHATH IO UCTCUYCHUHN CpOKa rOAHOCTHU.

YcaoBust ornmycka
OTnyckaroT Mo penenty.
IIpousBoaurensn:
AxrmoHepHoe obmectBo «Menucopo»
IOpunnuecknii anpec: 614101, Iepmckuii kpaii, r.o. [lepmckmii, r. [lepms, yn. [IpuyansHas,
o 1b, k. 1.
25



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 09.08.2024 N= 16485
(NOCNEOQCBATENEHOCTE 0004)

AJpec MecTa OCYIIECTBICHHS ITPOU3BOJICTBA!

[lepmckuii kpaid, T.0. Ilepmckuii, r. [lepms, yu. [puganshaas, a. 10, . 3

Baanenen permcTpanoHHOro yaocropepeHus/OpraHu3anmsi, IPMHUMAKIIAA NPeTeH3UH
norpeoduTeIeil:

AkimoHepHoe obmectBo «Menucopo»

KOpunnuecknii aapec: 614101, Ilepmckwmii kpaif, 1.0. [lepmckuii, r. Ilepmp, yin. IlpugansHas,
n. 1b, k. 1.

Ten/dakc: (342) 259-41-41

E-mail: info@medisorb.ru

www.medisorb.ru
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