NMHCTPYKIMA
I[10 MEJUIITMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Homumec®
Toprosoe HaMMeHOBaHuUe: Homumec®
Me:xayHapoaHoe HeNMATEeHTOBAHHOE WJIM I'PYNNMPOBOYHOEe HamMeHOBaHMe: OceabTaMUBHP
(Oseltamivir)
JlekapcTBenHasi gopma: KarcyJibl
Cocras:
eiicmeyouiee gewecmeo:

OcenbramuBupa ¢ocdar: 39,40 mr 59,10 mr 98,50 mr

B IIepecyeTe Ha
OCEJIbTAMUBUD: 30,00 mr 45,00 mr 75,00 Mr

Bcnomozamenvnuvie seutecmea:

Kpemuus aumokcun xommougHwni (aspocun) — 6,00 mr/9,00 wmr/15,00 Mr; KOmoBWIOH —
3,60 mr/5,40 Mr/9,00 Mr; kpaxmajn mpexenaTuHu3upoBaHHbI — 65,60 Mr/98,40 mr/164,00 wmr;
KpockapMmesutosa Hatpus — 1,840 mr/2,760 mr/4,60 mr; HaTpus creapmidymapar — 0,920 mr/1,380
Mmr/2,30 mr; Tanek — 2,640 mr/3,960 mMr/6,60 mr.

Cocmag meepobix HceJamuUHOBbIX KANCYIL.

s 0ozuposxu 30 me:

kopnyc kancyasl: TuTaHa guokeun — 2,0000 %, xenatun — 1o 100 %;

Kpbluteuka xancyavl: TATaHa guoxkcun — 2,0000 %, xxenatun — 1o 100 %.

ns 0o3upoexu 45 me:

KOpnyc Kancyiol: Kpacurteiab OpWUIMAHTOBBIM romy6oit — 0,1500 %, Turana auokcunm —
1,8817 %, xenatun — go 100 %;

KpbluleyKa Kancyavl: KpacuTeNlb OpriIMaHToBbli romyooir — 0,1500 %, TutaHa muokcupa —
1,8817 %, xenatun — 1o 100 %.

s 0o3uposxu 75 me:

kopnyc kancyawsi: TuTaHa guokeu — 2,0000 %, xenatun — 1o 100 %;

Kpvlueyka xancyavl: Kpacutenb HyHUOBBIM [Ilonco 4R] — 0,2401 %, turana auoxcup —
1,5004 %; kpacurenb conHeuHbIi 3akaT >xkenthbiit E110 — 1,2753 %, xenatun — g0 100 %.
Onucanue:

st no3upoBku 30 Mr: TBEpIbIE KeTaTHHOBBIE Karcyinbl Ne «3», Kopryc 0e10To 1BeTa, KpbIleuka

0eJoro LBeTa.



Jnst no3upoBku 45 Mr: TBepible >KEJIaTHHOBBIC Karcysbl Ne «2», Kopryc roiayboro IBeTa,
KpBIIIeYKa roryooro msera.

J1st TO3UPOBKH 75 MT': TBEp/ble KeTaTHHOBBIE Kancyibl Ne « 1», kopiryc 0enoro 1seTa, Kpblieuka
OpPaH’)KEBOIO LIBETA.

ConepxuMoe KarcyJs — OeJblid Wi OENBIN € )KEJITOBATHIM OTTEHKOM IOPOIIIOK.
dapmakoTepaneBTHYeCKasd TIPYNNa: [POTUBOBUPYCHBIE CPEICTBA CHCTEMHOTO JIEHCTBUS;
IPOTHBOBUPYCHBIE CPENICTBA MPSMOTO ACHCTBHS; HHTHOUTOPBI HEHPaMUHUAA3HI.

Kox ATX: JOSAHO02

dapMakoJIornyecKue CBoiicTBa

Dapmakoounamuka

Mexanusm deticmeus

[IpotuBoBUpyCHBI mpenapaT. OcenbTaMUBUP SBISIETCA MPOJEKAPCTBOM, €ro aKTHUBHBIN
MeTabonut (ocenbTamuBupa kapookcmiar, OK) — 3¢ pexkTuBHBIA W CENEKTUBHBIA MHTUOUTOP
HelipaMUHUa3bl BUPYCOB Tpumma tuna A u B — ¢epMeHTa, KaTalu3HpYIOMIETO MPOIECcC
BBICBOOOKJICHUSI BHOBH OOpPa30BAHHBIX BHUPYCHBIX YacTHUIl W3 HH(DHUIIMPOBAHHBIX KIETOK, HX
MIPOHUKHOBEHUSI B HEMH(DUIIMPOBAHHBIE KJIETKH SMUTENNS AbIXaTeIbHBIX MyTeH U AajabHeIero
pacnpocTpaHeHusl BUpyca B opranusme. TOpMO3UT pOCT BHpyca TpUINa in Vitro W MOJABISET
PEIUTUKALIMIO BUPYCA U €r0 MATOT€HHOCTb i Vivo, YMEHBIIIAET BbIIeNICHHE BUPYCOB rpurnma A u B
u3 oprannzma. Konnenrpanus OK, HeoOxonumast s ”HTruOMpoBaHus HelipamuHuIa3bl Ha 50%
(ICs0), coctaBnset 0,1-1,3 HM s Bupyca rpunma A u 2,6 HM 115 Bupyca rpunma B. Menuana
3HaueHuit [Cso 1u1st Bupyca rpunna B HeckoapKo BbllIe U cocTaBiseT 8,5 HM.

Knunuueckas schpexmusnocmo

B mnpoBeneHHBIX HCCIEIOBAaHUSAX OCEIbTAMHBUD HE OKa3blBajl BIHMSHHUS Ha OOpa3oBaHHE
MPOTUBOTPUNIIO3HBIX AHTUTEN, B TOM 4YHCJIE Ha BBIPAOOTKY aHTHUTEN B OTBET HAa BBEACHHUE
MHAKTUBUPOBAHHON BaKLIMHBI IPOTUB T'PUIIIIA.

HUccneoosanus ecmecmeennou 2punno3Ho ungexyuu

B kJIMHMYECKHX WCCIICIOBAHMSIX, MPOBEICHHBIX BO BpEMs CE30HHOW HH(EKIUU TpHUIIA,
MalMeHThl HAYMHAIM TOJy4YaTh OCEIbTaMUBUP He mo3gaHee 40 9 mocie TOSBICHUS TEPBbIX
CUMITOMOB I'pUIIO3HON HHbekuuu. 97% nanreHToB OblIM HHOUIMPOBAHBI BUPYCOM Tpunmna A
u 3% mnauMeHToB — BHpycoM rpunmna B. OcenpraMuBHp 3HAaYMTEIBHO COKpallail I[EpUOJ
KIIMHUYECKHUX MPOSIBICHUN TPUIITO3HON MHGeKnu (Ha 32 9). Y MarueHTOB ¢ MOATBEPKICHHBIM
JIUarHO30M TPHIINA, MPUHUMABIIUX OCEIBTAMHUBHUD, TSHKECTh 3a00JIeBaHUS, BBIPAKCHHASI Kak
MJIOMIA b O KPUBOW JUIsI CYMMapHOTO HHJICKCa CHUMIITOMOB, Obuta Ha 38% MeHbIIE IO
CPaBHCHHIO C TMAallMEHTaMH, IMOJIy4aBIIMMU Tuiane6o. bomee Toro, y MoJIOABIX MAalMeHTOB 0e3
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COIIYTCTBYIOIIMX 3a00JIeBaHUN OCENbTaMUBUP CHUXaN mpuMmepHo Ha 50% yacToTy pa3BUTHUS
OCJIOKHEHUN TpUMMa, TPeOYIOUMX MNPUMEHEHHS AaHTUOMOTHKOB (OpOHXHTa, THEBMOHHH,
CHUHYCHTa, CPETHETO OTUTA). BhIIH MOTy4eHbl UeTKUE T0Ka3aTeNIbCTBA 3P PEKTUBHOCTH Mperapara
B OTHOIIEHUH BTOPUYHBIX KpuUTepueB IPGEKTUBHOCTH, OTHOCSIIUXCS K aHTHUBUPYCHOM
AKTHUBHOCTH: OCEJIbTAMUBHUD BBI3bIBAI KAaK YKOPOYEHHE BpPEMEHM BBIJCICHHUS BHpyca W3
OpraHM3Ma, TaK U yMEHbILIEHUE TUIOIIAU 0] KPUBOW «BUPYCHBIE TUTPBI-BPEMS.

JlaHHble, IOJTyYEHHBIE B UCCIIEA0BAHUH 10 TEPAIIUU OCEIbTAMUBUPOM Yy MALIMEHTOB MOKUIIOTO U
CTapYEeCKOro BO3pacTta, MOKa3bIBAIOT, YTO MPHUEM OCEIbTAMUBHPA B 03¢ 75 MI 2 pas3a B CYyTKHU B
T€UEHUE 5 JTHEH COMPOBOXKAAICA KIMHUYECKH 3HAYMMBIM YMEHBIICHUEM MEANaHbl MEPUOIA
KJIMHUYECKUX TPOSBICHUM TPHUMIO3HOW HH(EKIMH, AHATOTUYHBIM TaKOBOMY Yy B3pOCIBIX
NalMeHToB 0oJjiee MOJIOAOTO BO3PACTa, OJHAKO pA3IUYMs HE JOCTUIVIM CTaTHUCTHYECKOU
3HAYUMOCTU. B 1pyrom wuccnenoBaHMM NAUMEHThl C TPUONOM cTapume 13 jer, umeBmue
COITYTCTBYIOIIIME XPOHUUYECKHE 3a00I€BaHU CEPIE€UHO-COCYAUCTOMN U/UIIN IbIXaTEIbHON CHUCTEM,
NOJy4alid OCEIbTaMUBUDP B TOM K€ peXHUME JO3MPOBaHUS WM Iane6o. OTinymii B MenuaHe
[epuosia 10 YMEHBIICHUS KIWHUYECKUX MPOSBICHUN TPUINO3HOM HMH(GEKUMU B TpyImax
OCeNbTaMUBUDP M IUIANEeO0 He ObLIO, OJHAKO MEpPHO] MOBBILICHHUS TeMIIepaTyphl MPU IpHUEMe
OCeJIbTAMHUBHpPA COKpaIaics NpUuMepHO Ha |1 neHb. Jloas manueHToB, BBIICISIONINX BUPYC HA
2-0ii 1 4-blii IeHb, CTAHOBWJIACH 3HAYNTENILHO MeHbIne. [Ipoduns 6e3onacHOCTH OcenbTaMUBUPA
y TAIMEeHTOB TPYyMIbl PHCKa HE OTIMYAICid OT TAKOBOTO B OOIIEH MOMYJSIMH B3POCIBIX
MalEeHTOB.

Jleuenue epunna y bepemeHHbIX HCeHUUH

KonTponupyeMbIx uccienoBanuii y 6epeMEeHHBIX KEHIUH He TPOBOAMIOCH. OTHAKO Pe3yIbTaThl
IIOCTMAapKETUHIOBBIX u PETPOCIEKTUBHBIX HaOJI0AaTeNbHBIX UCCIIEIOBaHUM
MPOJIEMOHCTPUPOBAIIN MOJIB3Y MPEIIAraéMoro pexuMma JO3UPOBaHUS U TaHHOM MOMYJIALHA
NAlMEHTOB B OTHOIIEGHWU  CHW)KEHHS  3a00J1eBaéMOCTH/CMEPTHOCTH.  Pe3ynbTaThl
(apMaKOKMHETUYECKOTO aHaIM3a MMOKa3ainu 0osiee HU3KYIO SKCIIO3UIMIO aKTUBHOTO METa0o0IuTa,
TEM HE MEHee, U3MEHEHHE peKuMa JO03UPOBaHUS y OepeMEeHHBIX KEHIIMH IMPH MpPOBEICHUH
Tepanuu Wik NpopUIaKTUKU He peKoMeHayeTcs (cM. pa3aen «PapMakoIornyeckue CBONCTBay,
nonpaznen «®PapMakOKMHETHKAa B OCOOBIX TpyIax ManueHToB», NyHKT «bepemeHHbie
JKCHIIIHBI ).

Jleuenue ecpunna y demeti

V nereii B Bo3pacrte 1-12 ner (cpeauuii Bo3pacT 5,3 roaa), UMEBIIUX Juxopaaky (>37,8°C) u oquH
U3 CUMIITOMOB CO CTOPOHBI JIbIXaTeIbHONW CHUCTEMBI (Kallledb WM PUHUT) B IEPUOJ HUPKYIIALUN
BUpYyCa TPHIINA CPEIU HACEICHHUs, ObUIO IPOBEICHO JIBOMHOE ClIenoe IMIanedo-KOHTPOIUPYeMoe
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uccienoanue. 67% nanueHToB ObUTM MHPUIKMPOBAaHBI BUpycoM rpunma A u 33% nanueHToB —
BupycoMm rpunna B. OcenpramuBup (npu npueme He nos3aHee 48 4 mocie MOSABICHUS NEPBBIX
CUMITOMOB TPUNTIO3HONW WH(MEKINN) 3HAYUTEIHLHO CHUXAIl MPOJOHKUTEIHHOCTh 3a00JIeBaHUS
(ma 35,8 4) mo cpaBHEeHHIO ¢ TuTane6o. [IpoaomKUTEIFHOCTh 3a00JIEBaHUSI ONIPEACIIIIACh KaK
BpeMsl 10 KyIUPOBaHUS Kalllis, 3aJI0)KEHHOCTH HOCA, MCYE3HOBEHHUSI IUXOPAIKH, BO3BPALICHUS K
0OBIYHOM aKTUBHOCTHU. B Tpymme neTeid, mory4aBinX OCeIbTaMUBHP, YACTOTa OCTPOTO CPEIHETO
otuTa cHIKanack Ha 40% 1o cpaBHEHUIO ¢ TpyIoi mianedo. Bei3nopoBieHne u Bo3BpalieHue K
0OBIYHOI aKTUBHOCTH HACTYTAJIO MMOYTH Ha 2 JIHS paHblle y JIeTeH, MOoTy4YaBIINX OCeIbTaMUBUD,
M0 CPaBHEHHIO C TPYIIION 1uiaedo.

B npyrom uccnenoBaHuM yyacTBOBAJIM JIETH B Bo3pacTe 6-12 iiet, cTpagaromue OpoHXUAIbHOM
acTMoif; 53,6% manueHTOB UMENU TPUMIO3HYI0 MH(EKINIO, TOATBEPKICHHYIO CEPOIIOTUYECKH
u/uaM B KyJnbType. MenuaHa NpOAOJDKUTENBHOCTH 3a00J€BaHMsl B TpYIIE MalUEHTOB,
MOJTy4YaBIIUX OCEIbTAMUBUD, 3HAUUTEIBHO HE CHIDKaNack. Ho k mocneqHemy 6-mMy JHIO Tepanuu
ocenbTaMUBUPOM 00BeM (hopcrpoBaHHOTO BbIioxa 3a 1 cexk (O®B1) noseimancs Ha 10,8% mo
cpaBHeHHIO ¢ 4,7% y manueHToB, noxy4aBuux miamedo (p=0,0148).

Ipogunaxmuka epunna y 63pocivlx u HOOPOCMKO8

[Tpodunaktrueckast 3¢pHeKTUBHOCTh OCEIbTAMUBUPA IIPH €CTECTBEHHOM TPUIIITO3HON WH(EKIIUN
A u B Obuta noka3ana B 3 oTAenbHBIX KiuHUYeckux uccnenoBanusx 11 ¢as3el. Ha pone mpuema
OcenbTaMUBHUpPA TPUIIIOM 3a00ienu okoiio 1% manueHToB. OCeNbTaMUBHP TaKkKe 3HAYUTEITHHO
yYMEHbIIIaJ YacTOTy BBIAEIECHUS BHpYyca W IpeNoTBpaliall Iepeaadyy BUpyca OT OJHOTO ujeHa
CEMbBH K JPYyTroMy.

B3pocnble U mOAPOCTKH, KOTOPHIE OBUTH B KOHTaKTE C 3a0O0JIEBIINM YJICHOM CEMbH, HauMHAIIN
MpUEM OCeIbTaMUBHpPA B TEUCHHUE JBYX AHEH MOCIIE BOSBHUKHOBEHHUSI CHMIITOMOB I'PUIINA y YICHOB
CEMbH M TPOJIOJDKAIM €ro B TeueHue 7 IHEH, YTO JOCTOBEPHO YMEHBIIANO YacTOTy CIy4yacB
rpUnna y KOHTAKTUPOBABIIMX JUI HA 92%.

YV HenpUBUTHIX U B LEJIOM 3J0POBBIX B3pOCIBIX B Bo3pacte 18-65 neT npueM oceabTaMUBHpa BO
BpeMsI SMHIEMUU TPUTITIA CYIIIECTBEHHO CHIKAJ 3a00JIeBaeMOCTh rpurioM (Ha 76%). [TarueHTsI
MIPUHUMAJIH TIpenapar B TeueHue 42 THEe.

V Ui moXKuaoro U CTapuecKkoro Bo3pacTa, HaXOAMBIIMXCSA B JOMax g npecrapenbix, 80% u3
KOTOPBIX OBUIM MPUBUTHI MEPEA CE30HOM, KOTJa MPOBOAUIOCH HCCIEIOBAHUE, OCEIhTAMUBHP
JIOCTOBEPHO CHIKAJ 3a001eBaeMOCTh TpunmoM Ha 92%. B ToM ke rccneoBaHuu 0ceTbTaMUBUD
noctoBepHo (Ha 86%) yMeHbIIal YacTOTy OCJIOXHEHHH rpurna: OpOHXWTAa, MHEBMOHUH,
cuHycuTa. [lanueHTsl mpuHUMAaNu npenapar B TeueHue 42 nHei.

Ipogunaxmuxa epunna y demeii



[Tpodunaktrueckas 3¢pHeKTUBHOCTH OCEIbTAMUBUPA IIPH €CTECTBEHHOM TPUIIITO3HON WH(EKIIUN
ObLIa IPOJIEMOHCTPUPOBaHa y aereit or 1 roga 1o 12 net mociie KOHTaKTa ¢ 3a00JIEBITUM YJICHOM
CeMbHU HJIU C KEM-TO U3 ITOCTOSIHHOTO OKpY>KeHUs. OCHOBHBIM MapaMeTpoM 3G (HeKTUBHOCTH ObLIa
4acTOTa JaOOPAaTOPHO MOATBEPKICHHON TPUIIIIO3HON HH(EKITUH.

IIpogunaxmuka epunna y auy ¢ 0c1abieHHbIM UMMYHUMEMoM

VY nur ¢ ocnabieHHBIM UMMYHHUTETOM TIPU CE30HHOUM TPUNTIO3HON MH(EKIINU U IPH OTCYTCTBHH
BUPYCOBBIJICTICHUSI UCXOJAHO MPOQPMIAKTUYECKOE MPUMEHEHHE OCEIbTaMUBHpA MPUBOIUIIO K
CHU)KEHHIO 4acTOThI 1abopaTopHO MOJITBEPKICHHOM TPUIIIIO3HOM UH(EKINH,
COTIPOBOXKAAIONIEHCA KIMHUYEeCKol cumnToMatukod, no 0,4% (1/232) mo cpaBuenuto ¢ 3%
(7/231) B rpynme tutane6o. JlaGopaTopHO TOATBEpXKACHHAS TPHUIMIO3HAS WHQEKIHS,
COMPOBOXKAAIOMIASACS KJIMHUYECKOW CHMIITOMATHKOW, JHArHOCTUPOBAACh TIPU  HAJIHYUHU
TeMIlepaTypbl B TojocTh pra Bbime 37,2°C, Kanuis WWIM OCTPOro puHHTAa (BCE
3aperuCTPUPOBAHHBIC B OJIMH W TOT € JIEHb BO BpPeMs MpHeMa Mpernapara/mianedo), a Takke
MOJIOKHUTEIBHOTO PEe3ysbTaTa O0OpaTHO-TPAHCKPUNTA3HON MOJIMMEPAa3HON IETHOM peakiuu Ha
PHK Bupyca rpunna.

Jleuenue epunna y nayuenmog (0emeti, nHOOpOCMKO8 U 83POCIbIX) C OCIAOIEHHBIM UMMYHUMEMOM
B pangoMu3upoBaHHOM [IBOWHOM CIIENIOM HCCIIEOBAHUM OLEHKU mNpoduisa 0e30macHOCTH
OCEeTbTAaMUBUPA M €r0 BIHMSHHUS Ha Pa3BUTHE PE3WCTEHTHOCTH BHpyca TpuMmna (MepBUYHBIN
aHAJIN3) y MAIMEHTOB C OCIA0JICHHBIM UMMYHUTETOM W TPUMNMO3HOW MH(MEKIHMeH MpUHUMAIN
yuactre 151 B3pocnblii manmueHT, 7 MoApocTKoB (>12 jeT) m 9 nmereil. DTH MalMEHTHl OBLIN
MIPUTOJHBI TaK)Ke W IS ONEHKH 3(P(EKTUBHOCTH OCEIbTaMUBHpA (BTOPHUYHBIA HEOYCTEPHBIN
aHasus3).

B uccnenoBanue ObUTH TakKe BKIIOYCHBI MTAIIMEHTHI TOCIIE TPAHCIIAHTAIIUY COUIHBIX OPTaHOB,
reMaToOIOATHYECCKUX CTBOJIOBEIX KiIeTok, BWUY+ mammentsr ¢ umciom CD4+ xnerox <500
KJIETOK/MM®, TalMEHTHI, MOMydYaBLINe UMMYHOCYIIPECCHBHYIO TEpaIHIO, a TAKKe MaIllUeHThI CO
371I0Kau4€CTBEHHBIM I'e€MOOJIaCTO30M.

[TarueHTH OBUIM PaHJIOMHU3UPOBAHBI B TPYIITY JICUECHUSI OCEIHTAMHBHPOM HA MPOTSKCHUN
10 nHeli (rpymnmna cTaHIapTHOM 10361 75 MI 2 pa3a B CyTKH —73 B3pOCIBIX MALIMEHTA, 4 TIOPOCTKA
u 4 pebeHka; rpynmna ABoiHoM 10361 150 Mr 2 pas3a B cyTku — 78 B3POCIIBIX MalCHTOB,
3 moapocTKa U 5 AeTei) B TedeHue 96 4acoB ¢ MOMEHTA Pa3BUTHS CHMITOMOB rpurma. s nerei
n03a Obl1a CKOPPEKTUPOBAaHA B 3aBUCUMOCTH OT Macchl Tela.

Cpennee BpeMsi pa3pelIeHUs CUMIITOMOB I'PUIINA Y B3pOCIBIX MALMEHTOB U MOJIPOCTKOB OBLIO
COIIOCTaBUMO B rpymmne cra"naptHoi no3bl (103,4 gaca, 95% noBepurenbHbIil nHTEpBaN 75,4—
122,7) u B rpynne asoiHo#l no3el (107,2 gaca, 95% noseputenbubiii uHTEpBan 63,9—-140,0).
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Bpewms pazpernienns CAMOTOMOB IpHIIINa y JETeH CHIIBHO pa3Inyajioch, YTO BBI3bIBACT CIOXKHOCTHU
B MHTEPIIPETALMH PE3yJIbTAaTOB M3-3a MAJICHBKOTO pa3Mepa BHIOOPKH manueHToB. COOTHOIICHHE
B3pOCJIBIX MAI[IEHTOB C BTOPUYHBIMU MHGEKIUAMH OBUIO Takke coroctaBumo (8,2% B rpymme
CTaHJapTHOU 1103k U 5,1% B rpynme naBoiHOM 103b1). Cpeau neTeit U MoAPOCTKOB TOJIBKO y
1 mamuenra (moApocTka) B TpPYIE CTaHAAPTHOM 03Bl pa3BHJIACh BTOPUYHAS HHQEKIUS
(GaxTepuaNbHBIA CHHYCHT).

HccnenoBanue papmMakoJUHAMUKNA U (papMaKOKMHETUKU OBUIO NMPOBEJECHO C YYaCTHEM JETeH C
CHUJILHO ociabieHHbIM UMMyHHTETOM (<12 ner, n=30), KOTOpHIE MOJTydYaaud OCEIHLTAMUBHD B
CTaHJAPTHOMU J103€, CKOPPEKTUPOBAHHO# 1m0 Macce Tena (75 mr 2 pa3a B CyTKH), U B TPOWHOM J103€
(225 mr 2 pasa B CyTKH) 110 aJaiTUBHOM cxeme npueMa 5—20 nHeil (CpeaHsis mpoa0KUTEThHOCTh
naeyeHust 9 aHel). Y MAIMEHTOB B TPYINE CTAaHAAPTHOM J03bI HE OTMEYAJINCh BTOPUYHBIC
OakTepuanbHble WH(MEKIMU (OPOHXUT M CHHYCHT), O 2 CIy4asX HX Pa3BHTHS COOOIIAIOCh Yy
MAIMEHTOB B IPYyIIe TPOMHOMN JO3BI.

JlanHple W3 ABYX HCCIENOBaHUN (HapMaKOKWHETHKHA U (PapMaKOJUHAMHUKHU IOATBEPKAAIOT
SKCTPANOANMIO 3(PPEKTUBHOCTH TMpernapara y B3pOCHBIX MAIMEHTOB C OCIa0JICHHBIM
MMMYHHUTETOM Ha MallMeHTOB JCTCKOTO Bo3pacTa (<18 jeT) ¢ ocnabieHHbIM UMMYHUTETOM (CM.
paznen «Crocod npuMeHeHHsl U A03b1», opa3zaen «/lo3upoBanue B 0cOObIX ClTydasx», U pazJien
«DapmMaKkoIOTUYECKUE CBOWCTBa», mofapaznen «®DapMakOKMHETHKAa B OCOOBIX TpymImax
MAIUEHTOBY, MyHKT «I[allMeHThI ¢ 0Ca0IEHHBIM UMMYHUTETOM ).

Pesucmenmnocms

Knunuuecxue uccnedosanus

Puck mosiBIeHHs BHPYCOB TpHINNA CO CHWKECHHOW YYBCTBUTEIBHOCTHIO WM  SIBHOM
PE3UCTEHTHOCTRIO K TIpenapary M3ydalcs B KIMHUYECKUX HCCIEAOBAHUSX, CIIOHCHPOBAHHBIX
KoMmnaHueu Pomr.

[TosiBneHne pE3UCTEHTHOCTH BHpycCa K OCEIbTaMUBHPY 4alle HAOII0IaIoch Yy JETed 4eM y
B3pOCJIBIX MAMEHTOB U MopocTKoB (18% y mmanenues B Bo3pacte <1 roga u <1% y B3pocibIxX
MaIMEHTOB).

VY netelt ¢ pe3UCTEHTHBIM K OCEIbTaAMUBHPY BUPYCOM HOCHUTEILCTBO, KaK MPABUIIO, UMETIO Ooee
MPOJIOJDKUTENIBHBIN  XapaKTep IO CPaBHEHHIO C CYOBEKTaMH C BHUPYCOM, OOJIaJaromuM
YYBCTBUTEIHHOCTHIO.

Opnnaxko, BpI3BaHHAsI TEpaIell pe3UCTEHTHOCTh K OCEIbTAMUBHPY HE BIIHsIIA HA TEPANIEBTHUECKUN
OTBET M HE BBI3bIBAJIA MPOJICHUS] CAMIITOMOB T'PHIIIIA.

Y B3pOoCHBIX TAIMEHTOB W TOAPOCTKOB C OCIA0JICHHBIM HMMMYHHTETOM, MOJYYaBIIUX
OcenbTaMUBUD B cTaHaapTHOH 103e (14,5%, 10 maruenToB u3 69) wiu nBoitHoi 103¢ (2,7%, 2/74)

6



Ha npoTsbkeHuu 10 gHei, yacToTa pa3BUTHS PE3UCTEHTHOCTH K OCENIbTAMUBUPY, B CpeIHEM, Obliia
BBIIIC, Y€M Yy B3pPOCJBIX MAIMUCHTOB W MOAPOCTKOB C HOPMAJIbHBIM HMMYHHUTCTOM, TAKIKC
MMOoJIy4aBIINX OCCIIbTAMUBHDP.

BOABIIMHCTBO B3pOCHBIX MAIMEHTOB C PE3UCTEHTHOCTHIO TepeHecau TpaHcranTanuio (8/10
MAIMCHTOB B TPYIINE CTAHIAPTHOM 03I M 2/2 MaIfieHTa B TPYIIe ABOMHOM JT036I).

Bonbmass 4YacTh  MalMEHTOB-HOCUTENEH  OCENbTaMHBHP-PE3UCTEHTHOIO  BHpyca  ObuLla
UHHUIMPOBAaHA BUPYCOM I'PUIINA TUTIA A; HOCUTEIIBCTBO UMEIIO MPOJOKUTENBHBINA XapaKTep.
YacroTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHPY Y JETEH, MOIYYarONX OCEeIbTaMHUBUD, B
JIBYX UCCJIEIOBAHUSAX 0 U3YyUEHHUIO Pe3UCTEHTHOCTH coctaBuia 20,7% (6 manuenTos u3 29). 13
6 nmereéi ¢ OOHApY>KEHHOW PE3UCTEHTHOCTHIO K OCEIhTAMHUBHPY, BO3HUKIICH MOCIe Havama
JeYeHHs, 3 MAIMeHTa MOIy4ald CTaHJApTHYIO 103y M 3 — BBICOKYIO (IBOMHYIO WM TPOWHYIO

7103y). Y OOJIBIIMHCTBA MAIIMEHTOB ObUT OCTPHINA TUMGOUIHBINA JIEHKO3 U BO3pacT <5 JIeT.

YacroTa Pa3sBUTUA PC3UCTCHTHOCTH K OCCIIbTAMHUBHUPY B KIIMHUYCCKHUX UCCIICAOBAHUAX.

HOHyHSII_[I/ISI IIannucHTOB HaI_II/IeHTBI C MyTallusIMHU, TPUBOJAINIUMHA K PC3UCTCHTHOCTH

denoTUnUpoBaHUE*

I'eno- u pbenotunupoBanue™

B3pocible u moxpocTku

21/2382 (0,88%)

27/2396 (1,13%)

Hetu (1-12 ner)

71/1726 (4,11%)

78/1727 (4,52%)

Mnanennsi (<1 roxa)

13/71 (18,31%)

13/71 (18,31%)

*[TomHOE TEHOTUIIMPOBAHHUE HE OBLIO MPOBEACHO HU B OJTHOM U3 MCCJICTOBAHHA.

Ipogpunaxmuxa epunna

[Tpu npueme ocenbTaMUBHpPA C IEJIbIO TOCTKOHTAKTHOM MpoduIakTUKy (7 JHEH ), TpoPrIIaKTHKA
KOHTAaKTHUPOBaBIIKX B ceMbe (10 muelt) u ce30HHON TpodrutakTuku (42 THS) y JUIl C HOPMATBHOU
GyHKIIMEH IMMYHHOM CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH K MperapaTy He OTMEYEHO.

B 12-HenmenbHOM UCCIEOBAaHUM TIO CE30HHOW MPOPWIAKTHKE Yy JHUI[ C OCIabIeHHBIM
MMMYHHUTETOM CITy4yaeB BOZHUKHOBEHHUS PE3UCTEHTHOCTH TAaK)Ke HE HAOII0AaI0Ch.

Jlannvle omoenvbHbIX KIUHUYECKUX Cy4aes U HabI00amenbHblX UCC1e008aHUl

Y mnanweHToB, HE TONYYaBIIMX OCEIbTAMHUBHUD, OOHAPYKCHBI BO3HHUKAIOIIUE B MPHPOIHBIX
YCIIOBUSX MyTaIlMH BUPYCOB rpunma A u B, koTopsie 001a1a11 CHUKEHHOW 4yBCTBUTEIBHOCTHIO
K ocenbTamuBupy. B 2008 romy wmytanuss mo Tumy 3ameHsl H275Y, npuBomsmas K
pe3ucTeHTHOCTH, Obula OOHapykeHa Oonee yem y 99% mrammoB Bupyca 2008 HINI,
mupkyupytoumx B EBpomne. Bupyc rpunma 2009 HINI («cBUHOHM Tpunm») B OONBIIMHCTBE

CJIy4acB OBLIT YYBCTBUTCIICH K OCCJIbTaMUBUDY. YcroliunBeie K OCCJIbTAMUBHPY MITaMMBbI
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OoOHapy»XeHbl y JIMI C HOPMaJbHOM (DyHKIHMEH MMMYHHOM CHUCTEMBI M JHI] C OCIa0JICHHBIM
UMMYHHUTETOM, TPUHUMABIINX oOcelbTaMuBUp. CTeneHb CHWXXKEHHUS UYYBCTBHUTEIBHOCTH K
OCETbTAMUBUPY U YAaCTOTa BCTPEUAEMOCTH TMOJOOHBIX BHPYCOB MOXET OTIMYATHCS B
3aBHCHMOCTH OT CE30HA U PErruoHa. Y CTOWYMBOCTh K OCEIbTaAMUBUPY OOHApY>KeHa y MAIleHTOB
¢ mangemudeckuMm rpunnom HINI, monywaBmmx mnpenapar Kak IJsi J€YEHUs, TaK W IS
PO UIAKTUKY.

YacToTa BCTPEUaeMOCTH PE3UCTEHTHOCTH MOKET OBITh BBIIIE y 0oJiee MOJIOABIX MAIUEHTOB U
MNAIMEHTOB C OCJa0JCeHHBIM HMMYHUTETOM. YCTOHWYHBBIE K OCEIbTAaMHUBHUDY JiabopaTOpHBIE
HITAMMBI BHPYCOB TpHUIINAa W BUPYChl TPUINIa OT NAIMEHTOB, TMOJYYaBIIMX TEPaAINUIO
OCEIbTaMUBUPOM, HECyT MyTauuu HedpamuHugazsl N1 u N2. Myranuu, npuBofsiiue K
YCTOWYMBOCTH, YaCTO SBIISIOTCS CIIEIU(DUISCKUMU JIJIsl TIOITUIA HeWPaMUHHIa3bl.

[Ipy mpUHATHM pelieHus O MPUMEHEHHHM OCelbTaMUBUpa CJEAyeT YUHUTHIBATh CE30HHYIO
YYBCTBUTEJIHLHOCTh BUpPYCa IpUIINA K IpenapaTy (MocieqHo HHOPMAIUI0 MOXKHO HATH Ha
carite BO3).

Jloknunuueckue oannule

JloxiMHUYecKue JaHHbIe, TOJyYeHHbIE HA OCHOBAaHUH CTaHIaPTHBIX UCCIIEIOBAHUM IO N3yUEHUIO
dapmakosoruyeckod 0€30MaCHOCTH, T€HOTOKCMYHOCTH U XPOHWYECKOW TOKCHYHOCTH, HE
BBISIBUJIH OCOOOM OMACHOCTH JIJISl YeJI0BEKa.

Kanyepocennocms: pe3ynbTaThl 3-X UCCIIEIOBAHUN IO BBISIBIICHUIO KAHIIEPOT€HHOTO MOTEHIIMAaa
(IByX 2-X JIETHHX HCCJEIOBaHUI Ha KpbIcaX M MBIIAX AJIs OCEIbTAMHUBHpPA U OJHOTO 6-TH
MECSTYHOT'O MCCJIeIOBaHUs Ha TpaHCreHHbIX Mblmax Tg:AC myig akTUBHOrO MeTaboiauTa) ObLIN
OTPUIATEIbHBIMH.

Mymacennocmy: CTaHAAPTHBIE TE€HOTOKCHYECKHME TECThl JUJIsi OCEIbTAMUBHpPA M AKTHUBHOTO
MeTabonuTa ObUTH OTPULIATEIbHBIMHU.

Brusanue na gpepmunvrocms. ocenbramMuBup B A03e 1500 MI/Kr/cyT He BIUSI Ha TCHEPATUBHYIO
(YHKILIHIO CaMIIOB M CaMOK KpBIC.

Tepamozennocmsy: B UCCHENOBAHUIX 10 U3YUEHUIO TEPATOIN€HHOCTH OCEIbTAMUBHPA B J103€ 110
1500 mr/kr/cyT (Ha Kkpbicax) u 10 500 Mr/Kr/cyT (Ha KpoiHWKax) BIUSHUS Ha SMOpHO-(peTarbHOe
pa3BuTHe He OOHapy»X)eHO. B ncciaenoBaHusAX Mo M3yYEHHUIO aHTEHATALHOTO U IMOCTHATAIBLHOTO
MIEPUOJIOB PA3BUTHS Y KPBIC IIPU BBEJCHUH OcelbTaMuBHpa B 03¢ 1500 Mr/Kr/cyT HabM01a10Ch
YBEJIMUEHUE TMEpHOJa POJOB: Mpeaen Oe30MacHOCTH MEXAY OSKCIO3MIMEH A 4YeloBeKa W
MaKCHUMaJIbHOW HE okasbiBaromien 3ddekra no3oii y kpeic (500 Mr/Kr/cyT) muisi oceabTaMUBUpPA
BhIme B 480 pa3, a IJIs €ro akTUBHOTO MeTa0oJMTa — B 44 paza. DKCIO3HIIMS Y TIJI0/1a COCTABIISIIA

15-20% ot TakoBO# y MaTepu.



IIpouee: ocenbTaMUBUP M AKTUBHBIM META0OIUT MPOHHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KPBIC.
CornacHo OTpaHMYCHHBIM JAHHBIM OCEIFTAMUBUD M €r0 aKTUBHBIH METa0OIUT MPOHUKAIOT B
TPyAHOE MOJIOKO denoBeka. [lo pe3ymbraraM »SKCTPAmOJSIMH JaHHBIX, MOJYyYEHHBIX B
UCCJIEIOBAHMSIX Y JKUBOTHBIX, UX KOJMYECTBO B IPYAHOM MOJIOKE  MOXKET COCTaBJIISATh
0,01 mr/cytku u 0,3 MI/CyTKH, COOTBETCTBEHHO.

[Ipumepro y 50% mnpoTecTUPOBAaHHBIX MOPCKUX CBHHOK TPH BBEIECHUM MAaKCHUMAJIbHBIX J103
AKTUBHOUM CYOCTaHIIMH OCEIbTaMHUBHpa HAOII0OJANach CEHCUOMIN3ANNS KOXKHU B BUJIE DPUTEMBI.
Taxxe BBISIBIEHO 00paTUMOE pa3Apa)xKeHHe Ii1a3 y KpPOJIUKOB.

B To Bpems kKak O4YE€Hb BBICOKHE IEpOpajbHbIE OIHOKpATHBIC H03bI (657 MI/Kr W BBHIIIE)
OCeTbTaMUBUPA HE OKA3bIBAIM BIMSHHUS Ha B3POCIBIX KpPBIC, MaHHBIE O3Bl OKa3bIBAIU
TOKCHUYECKOE JCHCTBHE HAa HE3PENbIX 7-THEBHBIX JCTCHBINIEH KPBIC, B TOM YHCIIE TPUBOIMINA K
rudenn )XUBOTHBIX. HexxenarenpHbIX 3 eKToB He HAOIIOAAIOCH TTPU XPOHUYECKOM BBEJCHUH B
no3e 500 mr/kr/cyT ¢ 7 o 21 1eHb MOCTHATAIBLHOTO TIEPHO/IA.

DapmakoKkunemuka

Bcacvieanue

OcenbTaMUBHp JIETKO BCAChIBA€TCA B JKEIYJOYHO-KUIIEYHOM TpaKTe U IKCTEHCHBHO
npeBpaliaeTcs B aKTUBHBIM METa0OJMUT MOJA JEHCTBHEM IMEYEHOYHBIX M KUIIEYHBIX ACTEpas.
KoHnenTpanun akTUBHOTO MeTa0oJMTa B IUIa3Me OIMpenesstoTcs B mpenenax 30 MUH, BpeMs
JOCTHDKEHUSI MaKCHUMaJbHOM KOHLEHTpauuu 2-3 4, u Oonee yem B 20 pa3 MpeBBIIIAIOT
KOHIIEHTpauuu mnposiekapcrsa. He menee 75% npuHsATONM BHYTPBH 03Bl MONAJAET B CUCTEMHBIN
KPOBOTOK B BUJIE aKTUBHOT'O MeTabonuTa, MeHee 5% - B BUJIe HCXOAHOIO MpernapaTa.
[na3MeHHBIE  KOHIIEHTpAIlMM Kak TPOJICKApCTBA, TaK W  aKTUBHOTO  MeTaboiuTa
MPOIMOPIIMOHANILHBI 103€ M HE 3aBHUCST OT IMPUEMa ITHIIH.

Pacnpeoenenue

O06nem pacnpeneneHus (Vss) akTHBHOTO MeTaboauTa —23 JI.

[To maHHBIM HCcNeTOBaHUMN, TPOBEACHHBIX HA KUBOTHBIX, TTOCIIE TIpUEeMa BHYTPh OCEIbTaAMUBUPA
€ro aKTHUBHBIA METa0OJIUT OOHApYXKHMBAJICS BO BCEX OCHOBHBIX oOudarax MHQEKIUH (JETKUX,
MIPOMBIBHBIX BOJAaX OPOHXOB, CIM3UCTON O0O0JIOYKE IMOJOCTH HOCA, CPEIHEM YXE& U Tpaxee) B
KOHIICHTPAIUsX, 00€CIIEYNBAIOIINX TPOTHBOBUPYCHBIHN 3D (DEKT.

CBsI3b aKTUBHOT'O MeTaboIHTa ¢ 6eaKamMu 11a3Mbl — 3%. CBs3b MposIeKapcTBa ¢ OeKaMu MIa3Mbl
— 42%, YTO HEIOCTAaTOYHO, YTOOBI CIYKUTh NPUYNHON CYIIECTBEHHBIX JIEKAPCTBEHHBIX
B3aUMOJICHUCTBUIA.

Memabonuszm



OcenbTaMUBHp 3KCTEHCUBHO IPEBpAIIAECTCS B aKTUBHBIM METaOOIUT MOJ ACHCTBHEM ACTepas,
HaXOJSIIMXCS NMPEHMYIIECTBEHHO B NedyeHu. Hu ocenbraMUBHp, HU aKTUBHBIA METAa0OIHUT HE
SBIISIIOTCS CyOCTpaTaMy MM HHIMOUTOpaMu H30(hepMeHTOB cucTeMbl utToxpoma P450.
Buigeoenue

BeiBonutces (>90%) B BHIe aKTHUBHOTO METaOOIHMTa MPEUMYIIECTBEHHO MOYKaMH. AKTHUBHBIN
MeTa0OJIHT HE MO/IBEpraeTcs AaibHenel TpanchopMaliy 1 BBIBOAUTCS OYKaMu (>99%) mytem
KITyOOYKOBOH (pHIIbTpaIK U KaHalblieBo# cekperuu. [loueunsiii knupenc (18,8 n/4) mpebimaer
CKOPOCTh KiTyOOuKoBOM (hunbTparuu (7,5 7/4), 4TO yKa3plBaeT Ha TO, UYTO MperapaT BBIBOIUTCS
euie M MyTeM KaHaJIbLEBOM cekpeuuu. Yepe3 KUILIEYHHK BbIBOAUTCS MeHee 20% TpUHSTOro
npenaparta. [lepuon noayBbeiBeIeHHs aKTUBHOTO MeTabonuTa 6—10 u.

DapmakoKuUHemuKa ¢ 0CoObIX ZPYNnax NAYUEeHmoe

Hayuenmul ¢ nopaosicenuem no4ex

[Tpu npumenennn ocenpramuBupa (100 Mr aBa pa3a B CyTKH B TE€UCHHE 5 THEH) y MAIlMEHTOB C
pa3JIMYHON CTENEHbIO MOPAXKEHUS MOYEK IUIOUaJb MOJ KPUBOM «KOHIEHTPALMS AKTHUBHOTO
merabonuta B miazMe — BpeMsD» (AUCocemrammsupa xapGokemrara) OOPATHO IMPOHOPLUOHAIBHA
CHI)KCHMIO (DYHKIIMU MTOYEK.

®apMaKkOKMHETHKA OCEJIbTaMHBHpA Y TALMEHTOB € TEPMHHAIBHOW CTAJME€H MOYEYHOU
HEIOCTaTOYHOCTH (C KIMpeHCOM KpeaTHHHHA <10 MJI/MHUH), HE HaXOIAIMXCA HA AUAIH3E, HE
U3y4aach.

Hayuenmul ¢ nopaosicenuem neyenu

[Tony4eHHbIC in Vitro ¥ B UCCIEOBAHUSIX HA JXUBOTHBIX JaHHBIC 00 OTCYTCTBHH 3HAYUTEILHOTO
nosbimeHust AUC ocenbTaMUBUpa WIM €0 aKTUBHOTO MeTaboJuTa NMpU HapylmeHUH (QyHKINH
IIEUCHU JIETKOU U cpez[Hei/'I CTCIICHU TAXKECTU 6I>IJ'II/I MNOATBCPIKACHBI UM B KIMHUYCCKHUX
uccienoBanusax (cMm. «JlosupoBaHue B 0COOBIX cirydasx»). bezomacHoCTh u (hapMakOKHHETHKA
OCebTaMUBHUPA Y TIAIIMEHTOB C TSDKEJIBIM HapylIeHHeM (DYHKITUH ITEYCHU HE N3ydanach.

Tayuernmui nodicunI020 U CMapuyecko2o 803pacma

Y m[anuMeHToB TOXHWIOTO M CTapyeckoro Bo3pacta (65-78 Jer) SKCIO3UIUs aKTHBHOTO
MeTabonTa B paBHOBECHOM COCTOSIHUU Ha 25—35% BblllIe, yeM y 0oJiee MOJIOABIX NAI[UEHTOB MpU
Ha3HAYeHUM aHAJIOTMYHBIX [03 ocenbTaMuBupa. [lepwon mosyBeIBeneHUs Mpemnapara y
MAIMEHTOB MOXKUJIOTO U CTAPYECKOTO BO3pACTa CYIIECTBEHHO HE OTIMYAJICS OT TAKOBOTO y Ooliee
MOJIOABIX TanueHToB. C y4yeToM [aHHBIX IO 3KCHO3ULUU Ipenapara U €ro NepeHOCUMOCTHU
HaUeHTaMH MOKUJIOr0 M CTApYECKOT0 BO3pacTa KOPPEKIMH A03bI IPH JICUEHUU U TPODUITAKTHKE
rpumnmna He TpedyeTcs.

Jlemu 6 6ozpacme om 1 200a 0o 8 niem u noopocmiu
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dapMaKOKMHETHKY OCEIbTaMUBHUpPA U3ydaidu y aeTeit ot 1 mo 16 ner B hapMakoOKHHETHUECKOM
UCCIIENOBAHUM C OJHOKPAaTHbIM IPUEMOM Ipenapara M B KIMHUYECKOM HCCIEAOBAHUU IIO
U3yYEHHUIO0 MHOTOKPATHOTO MTpHeMa MpenapaTa y HeOOJIbIIOro yucia aereil B Bozpacre 3—12 ner.
CxopocTh BBIBEJICHUSI aKTUBHOTO MeTa0O0JIMTa ¢ MOMPABKOM Ha Maccy Tena y AeTed MIIajlero
BO3pacTa BBINIC, Y€M y B3POCIBIX, 4TO MpUBOIUT K Oonee HM3kuM AUC MO OTHOIICHHIO K
KOHKpeTHOU no3e. [Ipuem mpemapata B 703€ 2 MI/KT U OJHOKPATHBIX 103 B 30 Mr unu 45 Mr B
COOTBETCTBUM C PEKOMEHJIALMSAMU 110 JO3MPOBAHUIO JUIsl JAETeH U 3KCTEMIIOPAIBHOMY
MPUTOTOBJICHUIO CYCIEH3WHU, TNPUBEACHHBIMU B pazfene «Crnocod MpPUMEHEHHUsS U J03bD»,
obecrieunBaet Takyio ke AUC ocenpTamuBHpa KapOOKCHUIIATa, KaKas JOCTHUTAETCS Y B3POCIbIX
1ocJIe OJJHOKPATHOT'O MpueMa KarcyJsl ¢ 75 Mr npenapara (4TO PKBUBAJIEHTHO  NPHUMEPHO
1 mr/kr). @apMakOKMHETHKA OCEIbTAMUBUPA y JieTel crapie 12 et Takas ke, KaK y B3pOCIbIX.

bepemennvie orcenuunot

B xone oObeanMHEHHOro aHanM3a MOMYJALUOHHOW (PapMaKOKUHETUKU OBLJIO BBISBIEHO, YTO
NPUMEHEHHUE OCEbTaMUBHpa B J103€, yKa3aHHOW B pazaene «Croco0 MPUMEHEHHS W JO03BD»,
OPUBOIUT K O0Jiee HU3KOW IKCIO3UIIMKM aKTHBHOTO MeTabonura (B cpeanem Ha 30% B TedeHue
BCEX TPUMECTPOB OCPEMEHHOCTH) Yy OCpPEMEHHBIX JKCHIIHUH IO CPAaBHEHHUIO C HeOepeMEHHBIMU
KeHIIMHaMu. HauMeHblas pacyeTHas »JKCIO3UIUS, TEM HE MEHee, OCTaeTCs BbIIle
WHTHOUPYIOMUX KOHIeHTpauii (3HaueHuss [C95), omHOBpeMEHHO HaXOASICh HAa YpOBHE
TEPareBTUYECKOTO BO3ICHCTBUS A psAa MTaMMOB BUpyca rpunma. Kpome Toro, pe3ynbraTsl
HaAOJI0IaTEIbHBIX MCCIIEIOBAHUN BBISBIIAIOT MOJIB3Y CYIIECTBYIOUIETO PEXHUMa JI03UPOBAHMS B
yKa3aHHON MOMYJSIUM MalMeHTOB. TakuM o00pa3oM, HW3MEHEHHE peXHMa JI03UPOBAHUS Yy
OepeMEeHHBIX JKESHITUH MPU MPOBEIACHUH TEPAITUH WU MPOQPUIAKTUKY TPUIIIA HE PEKOMEHIYeTCs
(eMm. pasmen «®DapMakoOJIOTHYECKHE CBOWCTBa», moapazaen «DapMakogMHAMHKA», TyHKT
«Jleuenune rpunma y 6€peMeHHBIX KSHIIIHY).

Hayuenmeul ¢ 0CnabIeHHbIM UMMYHUMen1om

AHaIN3bI NOMYJISIUOHHON (DapMaKOKMHETHKH YKa3bIBAIOT Ha yBeNUYeHUE dKcro3uuu (110 50%)
aKTUBHOTO MeTaboyiuTa OCeNbTaMUBUpPA y B3pOCIBIX MalMEeHTOB M JneTei (<18 mer) c
oca0JeHHBIM UIMMYHHUTETOM 10 CPABHEHUIO C MALUEHTAMU C HOPMAJIbHBIM UMMYHUTETOM (Kak
yka3aHo B pazgene «Crnoco0 mpumMeHeHus W A03bl»). IIpu 3TOM KiIMpeHC KpeaTHHUHA B 3TUX
IPYIIax OCTAeTCsI COTIOCTABUMBIM.

Hanuyne cHHKEHHOTO UMMYHHTETA y TAllMEHTOB HE TpeOyeT KOPPEKIUH 103bI OCEIIbTAMHBHPA,
Omaromapss ~ BBICOKOMY  TIpeienly  O€30MacHOCTH  aKTUBHOTO  MerafoyimTta.  AHanu3
(apMaKkOKUHETUKH U (apMaKOJAMHAMHMKH B JIBYX HCCIIEOBAaHHMAX C Y4YacTHEM IALUEHTOB C
ocia0JIeHHBIM MMMYHUTETOM HE BBISBHJI JONOJHHUTEIBHOTO 3HAUYMMOTO IMPEUMYIIECTBA MpPH
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JOCTHKEHUH SKCIIO3UIINH BBILIE TAKOBOW MPHU MPUMEHEHUH CTaHJapTHO Tepanuu. Tem He MeHee,
y B3pOCIBIX TMAlUEHTOB C TMOPAXCHHEM TOYeK J103bI HEOOXOAMMO KOPPEKTHPOBATH B
COOTBETCTBUU C UH(OpMaIIHE, TpeICTaBICHHON B pasnene «Crnoco0 mMpuMeHEHUs U 1035b1».
Ioka3anusi K NpUMEHEHUI0
. Jleuenue rpumnmna y B3pocCibIX U JE€TEW B BO3pacTe crapiie 1 roaa.
. [Mpodunaktuka rpumma y B3pOCIHBIX W TOAPOCTKOB B Bo3pacTe crapmie 12 Jer,
HAXOSIIUXCS B TPYNIaxX MOBBIIICHHOTO PUCKA NHPUIIUPOBAHUS BUPYCOM (B BOMHCKUX YacTsIX U
0O0JBIINX MPON3BOACTBEHHBIX KOJUIEKTHBAX, Y OCJIA0JIEHHBIX NAI[IEHTOB).
. [Ipodunaktuka rpunma y nere crapiuie 1 rozaa.
IIporuBonoka3anus

e [unepuyyBCTBUTENHHOCTh K OCEIBTAMHUBUPY WU JIFOOOMY APYroMy BCIIOMOTaTEIbHOMY

BELIECTBY.

e TepmuHaNbHAS CTAAMS OYSYHOM HETIOCTATOUYHOCTH (KIUpPEHC kpeatnHuHa <10 Mi1/MuUH).

o Tspkenas me4eHOYHAs] HEIOCTATOYHOCTb.

e Jlerckuit Bo3pact a0 1 roxa.
C 0CTOPOXKHOCTHIO
o BepemenHOCTB, IEpHUO TPYAHOTO BCKAPMITMBAHHSL.
o [Ipumenerre B KOMOWHAIIMM C [penapaTaMd, WMEIOIIUMU y3KYI0 IIHPOTY

TEepaneBTUUYECKOTO0 JIEHCTBH (HapUMep, XJIOPIPONaMul, METOTpEKcaT, OyTaluoH ).

IIpumeHeHne npu 6epeMEHHOCTH U B MEPUO/I I'PYAHOT0 BCKAPMJIUBAHUSA
bepemennocmo
HebnaronpustHbiit Hcxo1 6€pEMEHHOCTH M aHOMAJIMU Pa3BUTHS IJI0/1a, & TAKXKE PUCK CEPhE3HBIX
BPOXKJCHHBIX MOPOKOB Pa3BUTHSA, B TOM YHCIE BpPOXIEHHBIX IMOPOKOB CEpAlla, CBSI3aHbI C
3a00JIeBAaHUEM TPHIIIIOM.
Bonpiioe Komu4ecTBO JaHHBIX O BO3ACHCTBHH OCElIbTaMUBUpPA Y OCPEMEHHBIX JKCHIIUH B XOJIE
MOCTPETUCTPAIMOHHOTO IPUMEHEHUS U HaOI01aTeIbHbIX HcciieqoBanuii (6osee 1000 manueHToB
Ha TEPBOM TpHUMecTpe OEpeMEHHOCTH) HE YKa3blBalOT HU HAa MOPOKU pa3BUTHs, HU Ha
(deTo/HeOHATAIbLHYIO TOKCHYHOCTh OCEJIbTaAMUBHPA.
OpnHako B 0THOM Ha0JIIOIaTETbHOM HCCIIEIOBAHUY PE3YIbTAThI OLIEHKH PUCKA PA3BUTHSI TSKEIBIX
BPOKICHHBIX TIOPOKOB Cep/ia, TUarHOCTUPOBAHHBIX B TeUeHHE 12 MecsIeB ocie pOKICHUS, He
OBbUIM OJHO3HAYHBIMU, XOTSI OOIIMN PUCK MOPOKOB pa3BUTHS U HE ObUT yBenudeH. B maHnHOM
WCCJICIOBAaHUH YaCTOTa Pa3BUTHS TSKEIBIX BPOXKIECHHBIX IMOPOKOB CEpAIa MOCIe MPUMEHEHUS
ocelbTaMUBUPA B TEUCHUE MIEPBOTO TpuMecTpa OepeMeHHOCTH cocTaBisiia 1,76% (7 mianeHies

u3 397 6epemennocreit) o cpaBHeHuto ¢ 1,01% npu OepemeHHOCTH B oOuieil momynsauuu 6e3
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NPUMEHEHHUs ocelbTaMuBHpa (oTHOIIEeHHEe puUckoB 1,75, 95% nosepurenbHslii uutepsan 0,51 1o
5,98).

Kimandeckoe 3HaueHUE NAaHHOTO PE3yJbTaTa J0 KOHIIA HE SICHO, TaK KaK MCCIICOBAaHHE WMEJIO
OTPaHUYEHHYIO MOUTHOCTb.

Kpome Toro, ucciemnoBanue ObLJIO HETOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTH JOCTOBEPHYIO
OIICHKY OTJENBHBIX KAaTETOPHH TSKEIbIX MOPOKOB PAa3BUTHS; MPU STOM JAHHBIE Y KCHIIWH,
NPUHUMABIINX W HE MPUHUMABIIUX OCEIHTAMHBHUP, HE MOTJIM OBITH MOJHOCTHIO COMOCTABUMBI,
HE3aBHCHUMO OT TOTr0, OOJIENN JIU OHU TPUIIIIOM.

HccnenoBanus Ha )KMBOTHBIX HE YKa3bIBAIOT HA PEMPOIYKTUBHYIO TOKCHUYHOCTh OCEIbTAMUBHPA
(cM. pazmen «PapMaKoIOTHUYECKUE CBOWCTBAY, MOApa3en «/{OKTHHIYEeCKHE TaHHBICY).
[Ipumenenne ocenbTaMUBUPA MPU OEPEMEHHOCTH BO3MOXKHO B ClTydae HEOOXOJAMMOCTH U IMOCIIEe
OIICHKM uMeromelcs uHdopManmu o O€30MacHOCTH W Toib3e (MHPOPMAIMIO O TOJIb3€
PUMEHEHHU IIperapara y OepeMeHHBIX KEHIIUH CM. B rojapaszene «PapMakoAUHaMUKay, TyHKT
«Jleuenne rpunmna y 6epeMEHHBIX KEHIIUHY ), @ TAK)KE MATOT€HHOCTH LUPKYIUPYIOIIETro mTaMmmMa
BUpYcCa TpUIITA.

I'pyonoe eckapmnusanue

Bo BpeMsl JOKJIMHUYECKUX UCCIIEJOBAHUM OCETbTaMUBUDP U aKTHUBHBIM METaOOIUT MPOHUKAIH B
MOJIOKO JAKTUPYIOUMX KpbIC. [laHHBIE MO SKCKPEIHH OCEeTbTAMHUBUPA C TPYAHBIM MOJIOKOM Y
YeloBeKa W MPUMEHEHHWIO  OCeIbTAMHBHpPA KOPMSIIUMHU  JKCHIIMHAMH  OTPaHHYCHBI.
OrpaHuyeHHblE JaHHBIE IIOKa3bIBAIOT, YTO OCEIbTAMHUBUP M €ro AaKTHBHBIH METa0OIUT B
HEOOJBIINX KOJUYECTBAX IPOHHUKAIOT B TPYyAHOE MOJOKO, CO3/aBas cyOTeparneBTHYECKHe
KOHIIEHTPAIlMU B KPOBH TpyqHOro peOeHka. [Ipu Ha3HAYCHHWHM OCENbTaAMUBHpA KOPMSIIUM
KEHIIIMHAM CIIEJlyeT TaKXe YUYUTHIBaTh COMYTCTBYIOIIEe 3a00JieBaHWE H MATOTEHHOCTH
HUPKYJIUPYIOLIEro ITaMMa Bupyca rpummna. [Ipuy OepeMeHHOCTM W B TEpUoa TPYyAHOTO
BCKapMJIMBAHUS OCEIbTAMUBUD MIPUMEHSIIOT TOJIBKO B CIIy4ae, €CIIU OXKu1aeMasi sBHasl oJib3a JAJis
KOpMsIIIIel MaTepy PEBHIIIAET PUCK TS peOeHKa.

DepmunbHocmo

Ha ocHOBaHMM NOKIMHMYECKUX JAHHBIX HE OXKHMJAETCs, 4TO OCEIbTaMHUBHUp BIHUSAET Ha
(bepTUIBPHOCTD MYKUMH WJIH KEHIIUH (cM. pasfen «PapMaKoJOorH4ecKre CBOWCTBa, MOApa3aes
«JIOKTMHUYECKHE TaHHBICY ).

Cnoco6 npuMeHeHus1 U 103bI

BHyTpb, BO BpeMs ebl HJIM HE3aBUCUMO OT npuema nuuy. [lepeHocuMocTh nmpenapara MOXKHO

YIIy4IIUTh, €CJIU MPUHUMATh €r0 BO BPEMsI €JIbl.
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B cnyuasx, koraa y B3pocibIX, MOJPOCTKOB U JIETeH CYIIECTBYET MpobdiiemMa ¢ MporjaTbiBaHueM
KarcyJ, WIKA MPU HAJTUYUK IPU3HAKOB «CTapEeHHsD KamcyJl (HalpuMep, MOBBIIIEHHAs XPYIKOCTh
WIH JApyTHe HapyIIeHUs: (PU3NIECKOr0 COCTOSIHUS), HEOOXOAMMO OTKPBITh KaICyJy U BBICHINATh
ee COACp)KMMOE B HEOOJBIIOE KOJUYECTBO (MaKCHMMaJIbHO | yaliHas JIOXKKa) IMOIXOJSIIETO
MOJICAIIEHHOT0 MPOAYKTA MUTAaHUA (LIOKOJAJAHbBIN CHPOI ¢ HOPMAJIbHBIM COJIEpKaHUEM caxapa
win 0e3 coaepkaHHWs caxapa, MeJ, CBETJIIO-KOPUYHEBBIA caxap WJIM CTOJIOBBIM caxap,
pPacTBOpPEHHBIN B BOJE, CIAAKUN JECepT, CTYIICHHOE MOJIOKO C caxapoM, S0JIOYHOE IMIope WU
HOrypT) AJIS TOTO, YTOOBI CKPBITh FOPhKUN BKyc. CMech HEOOXOAMMO TIIATEIbHO MepeMeIaTh U
JaTh TNanueHTy neaukoM. ClienyeT NpOrioTUTh CMECh Cpa3y Ke MOCiIe MPHUTrOTOBICHMUS.
[ToapoOHbIE pekOMEHAANNN JaHBI B MOApa3/eie « IKCTEMIIOPATbLHOE IPUTOTOBICHUE CYCIIEH3UH
Homunec®».

Cmanoapmmuulit pexcum 003upo8anus

Jleuenue

[Ipuem npenapara HEOOXOAUMO HAYMHATH HE MO3HEE 2 CYyTOK C MOMEHTA Pa3BUTHUSI CHMIITOMOB
3a00JIeBaHUH.

B3pocnvie u noopocmxu 6 eospacme > 12 nem

ITo 75 mr (oana karcyna 75 mr win ogHa kancyina 30 mr + ogHa karcyna 45 mr) 2 pa3a B CyTKH
BHYTpPb B T€UCHHE 5 nHEl. YBenuueHue a03bl Oonee 150 Mr/cyTku He MPUBOAMT K YCHIICHHUIO
apdexra.

Jlemu 6 sospacme om 1 200a 0o 12 nem

Heru ¢ maccoit Tena >40 Kr, KOTOpbIE YMEIOT MPOTrJaThIBaTh KAMCYJIbl, TAK)XE MOTYT MOJy4aTh
Je4eHHe, IpUHUMas 10 OJHOH Karcyie 75 mMr (win onHa karcyna 30 Mr + oaHa Karcyia 45 mr)
2 pa3a B CyTKM B TEUEHHE 5 THEH.

Hns nmereit B Bo3pacTte OT 1 roma BO3MOXKHO 3KCTEMIOPAIBHOE MPUTOTOBJICHUE CYCIIEH3UM C
UCronb30oBaHueM kKarcyna 75 wmr, 45 mr m 30 mr (cMm. mozapaszmen «DKCTEMITOPAIbHOE
npurorosyienue cycrensun Homumec®™»).

[pumensats npemapatr Homupec® cienyer 2 pasa B CyTKM B TedeHHE 5 jHeil cOrllacHo

HIDKETIPUBEICHHOH TabmuIie:

Macca Tena PexomennoBanHas 103a Ha | KomuuectBo cmecu Homumec® va onun
OJIUH IIPUEM MpUeM
<15 xr 30 Mr 2 M
>15-23 xr 45 mr 3 M
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>23-40 xr 60 mr 4 Mt

>4(0 Kr 75 mr 5 Mn

IIpodunakruka

[Ipuem npenapaTa HEOOXOAMMO HAYMHATH HE MO3JHEE 2 CYTOK MOCJe KOHTAaKTa ¢ 3a00JIeBIINM
YEJIOBEKOM.

B3pocnvie u noopocmxu 6 eospacme > 12 nem

ITo 75 mr (omHa xancyna 75 mr win ofHa karcyna 30 mr + ogHa karcyina 45 mr) 1 pa3 B cyTku
BHYTph B TeueHHe He MeHee 10 mHell mociie KOHTakTa ¢ 3a00JIEBIIMM YelloBeKOM. Bo Bpems
CE30HHOM AMUJEeMUH rpunmna — mo 75 mr 1 pa3 B cyTku B TedeHue 6 Heaenb. [Ipodunakruaeckoe
NeiiCTBUE MPOJIOJIKACTCS CTOJIBKO, CKOJIBKO JUIUTCS IPUEM IperapaTa.

Hemu 6 6o3pacme om 1 200a 0o 12 nem

Hetu ¢ maccoit tena >40 Kr, KOTOpble MOTYT MPOIJIaThIBATh KAIICYJIbl, TAKKE€ MOTYT MOJy4aTh
PO UITAKTHYECKYIO TEPaINNIo0, MPUHUMAsS TI0 OJTHOM Karcysie 75 Mr (niau oaHa karcyia 30 mr +
ojHa Karncysa 45 mr) 1 pa3 B cyTku B TeueHue 10 mHei.

Jlna nereit B Bo3pacte OT 1 roga BO3MOYKHO 3KCTEMIIOPAJIBHOE MPUTOTOBIEHUE CYCIIEH3UH C
ucronb3oBaHueM kamcyia 75 wmr, 45 mr um 30 mr (cMm. moapasznen «IDKCTEMIIOpalIbHOE
npurorosyienue cycrnensun Homumec®»).

[pumensats npemapar Homumec® cmenyer 1 pas B cyTkum B TeueHme 10 aHeil cormacHo

HIDKEIIPUBEICHHOM TabuIIe:

Macca Tena PexoMenoBannas qo3a Ha | KommuectBo cmecu Homumec® Ha omamu
OJIVH TIpUEM pueM
<15 kr 30 Mr 2 MIT
>15-23 xr 45 mr RBYN
>23-40 xr 60 Mr 4 Mn
>4(0 kr 75 Mr 5 M

o3uposanue 6 ocobvix cnyuanx

Ilayuenmul ¢ nopasicenuem novex

JleueHue

[TanenTam ¢ KIUpeHCOM KpeaTuHHHA Oonee 60 MII/MHH KOPPEKIUHU H03bI He TpeOyercs. Y

MALMEHTOB ¢ KIUPEeHCOM KpeaTuHHuHa oT 30 10 60 Ma/MuH 103y npenapata Homunec® cremyer
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yMeHbIUTh 70 30 Mr aBa pa3a B CyTKH B T€UeHHE 5 JHEH (CM. mojapasuen « DKCTeMIOpaibHOe
npurorosienue cycrnensun Homumec®™»).

Y ManueHToB ¢ KIMpeHcoM KpeaTunuHa oT 10 10 30 mi/mMun 103y npenapara Homunec® cnemyer
yMeHbIIUTh A0 30 M OAMH pa3 B CyTKM B TeueHHe 5 nHel. [lanumentam, HaxomsmmMmcs Ha
TIOCTOSTHHOM reMojuanuse, npenapaT Homunec® B nepBoHauanpHoit 103e 30 M MOXKHO HPUHSATH
JI0 Hayaja Auain3a, €Cld CUMIOTOMBI TPUIINA MOSBUJIUCH B TeUeHUE 48 4 MEXIy CeaHCaMU
nuanuza. Jljis moaaepskaHus iIa3MeHHOW KOHIIEHTPALUU Ha TEPareBTUYECKOM YPOBHE Mpemnapar
Hommumec® cieayer mpuHUMarth o 30 Mr moclie Kakaoro ceanca nuanusa. llanuenTtawm,
HaXOJAIIMMCA Ha TEpUTOHEaNnbHOM auanmse, npemapat Homuaec® cremyeT NpUHMMATh B
nepBoHavdaabHOM no3e 30 Mr 10 Hayaja MPOBEACHUS AUAIN3a, 3aTeM 1o 30 Mr Kakaple 5 THEH.
DapMaKkOKMHETHKA OCEJIbTAMUBHApPA Yy IIALIMEHTOB C TEPMUHAIBHOM CTaJAMEW IOYEYHOU
HEJOCTAaTOYHOCTH (C KIMpeHCOM KpeaTMHHHA <10 MIJI/MUH), HE HAXOAAIIUXCS Ha JUaIN3e, HE
u3ydanacb. B CBSI3M C 3TUM pEKOMEHJALMM O JO3UMPOBAHMIO Yy JAHHOM IpyNIIbl NAlMEHTOB
OTCYTCTBYIOT.

IIpodunakruka

[TaniuenTam ¢ KJIMpeHCOM KpeaTwuHuHa Oojsiee 60 MJI/MUH KOppeKIHMH J03bI He TpeOyercs. Y
MALMEHTOB ¢ KIUPEeHCOM KpeaTunHuHa oT 30 10 60 Mi/MuH 103y npenapata Homunec® cremyer
yMEeHbIIHTDH 10 30 Mr OAMH pa3 B CyTKH (CM. mojpaszfen «IKCTEeMIIOpaTbHOE MPUTOTOBIICHHUE
cycnensun Homumec®»).

VY manueHToB ¢ KiupeHcoM kKpeatuHruHa oT 10 1o 30 Ma/MUH pEeKOMEHIYETCsl YMEHBIIUTD 03y
npemnapara Homumec® mo 30 wmr yepe3 neHb. llanpeHTaM, HaXOAAIMIMMCS Ha TMOCTOSHHOM
remoauanuse, npenapar Homunec® B mepBoHauansHOi 103e 30 MI MOKHO MPHMHATH 0 HAuana
muanusa («1-i ceancy). s momnepaHus MIA3MEHHON KOHIIGHTPAIMH HA TEPaneBTUYECKOM
yposHe npernapat Homumec® ciexyer mpuHMMath mo 30 Mr Tocie Kaxaoro IOCIedyIONero
HEYETHOro ceaHca Auannsa. llanmentaM, HaxoAIMMCs Ha IEPUTOHEATIBHOM AHANIN3€E, Pernapar
Homupnec® ciemyeT NpUHUMATh B IepBOHAYANBHOM 03¢ 30 Mr 10 Hayasa MpoBeIeHUs JHAIn3a,
3areM no 30 mr kaxaele 7 gHedl. DapMakOKMHETHMKA OCENbTAMHUBHpA y NAIMEHTOB C
TEPMUHAILHOMN CTauel MOYEYHON HEOCTATOYHOCTH (C KIIMPEHCOM KpeaTuHrnHa <10 Mi1/MuH), HE
HaxoJAIIMXCS HAa JAUANIN3€, HE M3ydanach. B CBA3M € 3TUM pPEKOMEHIALMHU [0 JO3UPOBAHUIO Y
JIAHHOM TPYNIIBI MALIMEHTOB OTCYTCTBYIOT.

Tlayuenmui ¢ nopadicenuem neyeHu

Koppekuuu 10361 npu jedyeHuu U npouiakTUKe TpUIIa y MalueHTOB ¢ HapylieHueM QyHKINUU
MEYCHU JIETKON M CPeAHEH CTENEeHH TsHKECTH He Tpedyercs. besonmacHoCTh U hapMaKOKMHETHKA
OCETbTaMHUBUPA Y MANIMEHTOB C TSHKEIBIMU HAPYIICHUSMU (DYHKIIMU TICUCHU HE U3y4alach.
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Tayuenmol nodxcuno2o u cmapuecko2o 603pacma

Koppexkiun 103561 17151 TpO(UITAKTUKY WK JICYSHUS TPUIINa He TpeOyeTcs.

Iayuenmel ¢ ocnabaenHviM UMMYHUMEmMoM (nociie mpanCcnIaHmayuu)

Jleuenune

PexomeH10BaHHAs IPOAOIKUTEIBLHOCTD TEPAIIMH OCEIbTAMUBUPOM Y MALMEHTOB C 0CIa0JIeHHBIM
uMMyHuTEeTOM coctaisier 10 aueil. Koppekuuu no3el He Tpedyerces (cM. pazaens! «IlobouHoe
neiictBue» u «PapmMakoJorHuecKkue cBoucTBa»). Ilpuem mpenapata HEOOXOIUMO HAYMHATH HE
103/1Hee 2 CYyTOK C MOMEHTA Pa3BUTUS CUMIITOMOB 3a00JI€BaHUSI.

Ce3onHas npodmIakThKa

Jiist ce30HHOM MPO(UIAKTUKH TPUIITIA Y TAIIMEHTOB C OCIA0JICHHBIM HMMYHUTETOM B BO3pacTe
>1rona — B TeueHue 12 Henenb, KOPPEKIMH O3Bl HE TPeOyeTCsl.

Hemu

[Ipenapar Homumec® ne cleAyeT Ha3HavaTh AeTsAM 10 | roxga.

Ikcmemnopanvroe npuzomosnenue cycnenzuu Homuoec®

B ciygasix, koraa y B3pOCIbIX, MOAPOCTKOB U JIETEH CyIIECTBYET MpodiieMa ¢ POrjiaThiBAHUEM
KarcyJl, WM NpyU HAJIWYUHU MPU3HAKOB «CTAapEHUSD» KaICyJ, HEOOXOIUMO OTKPBITH Karcyny U
BBICHIIIATh €€ COJACPKUMOE B HEOOJBINIOE KOJIMYECTBO (MakCUMaiabHO | dYaliHas JIOXKKA)
MOIXOISAIETO MOACIANICHHOTO MPOIYKTa MUTAHUS (CM. BBIIIIE) JIJISl TOTO, YTOOBI CKPHITh TOPHKUI
Bkyc. CMech HEOOXOIMMO TIIATENBHO NepeMenarh W JaTh NanueHTy uenukom. Cremyer
MPOTJIOTUTh CMECh CPasy e MOciie IPUTOTOBICHHUS.

Ecnu nanuentam tpeOyeTcs 103a 75 m2, TO HEOOXOIMMO CIEI0BATh CIEAYIOIIUM HHCTPYKIIHSIM:

1. Jlepxa oamy kamcyny 75 wmr mnpemapata Homumec® Hag MaleHbKOH €MKOCTHIO,
aKKypaTHO PACKPHITh KATCYIy U BBICHIIATh MOPOIIOK B €MKOCTb.

2. JloGaBuTh HeOONBIIOE KOJUYECTBO (HE Oojee 1 YalHOW JIOKKH) TOIXOJSIIETO
MOZCJIAIIEHHOTO TPOJAYKTa MHTAHUS (YTOOBI CKpPBITh TOPHKUM BKYC) M XOPOIIO
nepeMeniaTh.

3. TmatensHO mepeMeraTh CMECh U BBITUTH €€ Cpa3y ke mocie npurotoBieHus. Eciu B
€MKOCTH OCTaJIOCh HEOOJIbIIIOE KOJMYECTBO CMECH, TO CJEAYEeT OIMOJOCHYTh €MKOCTb
HEOOJIBIINM KOJIMYECTBOM BOJIbI U BBIMUTH OCTABIIYIOCS CMECH.

Ecnu mauuentam tpebyrores 10361 30—60 me, TO U1 MPaBUIBHOTO JJO3UPOBAHUS HEOOXOIUMO
CJIEIOBATh CIEAYIOIIUM UHCTPYKITUSM:
1. Jlepxa oxHy kxancyny 75 mr npenapata Homunec® Hax ManeHbKOi eMKOCTBIO, aKKypPaTHO

PACKpPBITh KaIlCyJly U BBICHINIATh MOPOIIOK B EMKOCTb.
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2. JloGaBHUTH B MOPOIMIOK 5 MJ BOJBI C MOMOIIBIO IIMPHUIIA C METKAMH, MOKa3bIBAIOITUMU
KOJIMYECTBO HAOPaHHOM XUIKOCTH. THIaTeIbHO TiepeMeniaTh B TeUeHUE 2 MUHYT.

3. Halparp B mmpui; HeoOX0AUMOE KOJTUYECTBO CMECH M3 €MKOCTH COTJIACHO Ta0JHIIaM,

MPUBEICHHBIM BBILIE.
Her nHeoOGxomuMocTu B 3a00pe HEPACTBOPEHHOTO OEJIOro MOPOIIKA, IMOCKOJIBKY OH
SIBIIICTCS. HEAKTHBHBIM HAIONHUTETIeM. HakaB Ha MOpIICHH IIMPHUIA, BBECTH BCE €T0
COJZIEP’)KUMOE BO BTOPYIO eMKOCTh. OCTaBIITYIOCS HEUCTIOIb30BAHHYIO CMECh HEOOXOAMMO
BBIOPOCHT.

4. Bo BTOpPYyI0 €MKOCTh J00aBHTh HEOOJBIIOE KOJUYECTBO (HE Oojee | YailHOW JIOKKH)
MOAXOJIAIIETO TOJICIANEHHOTO MPOAYKTa MUTAHUS, YTOOBI CKPBITh TOPBKHMA BKYC, W
XOPOIIIO MePeMeIaTh.

5. TmaTtenpHO mepeMeniatb CMECh M BBIMUTH €€ Cpaszy ke Mociie mpurotonieHusd. Eciau B
€MKOCTH OCTaJIoCh HEOOJBIIOE KOJIWYECTBO CMECH, TO CJIEIyeT OMOJOCHYTh €MKOCTb
HEOOJBIIMM KOJTMYECTBOM BOJIbI U BHIMIUTH OCTABIIYIOCS CMECH.

IToBTOpSTE JAHHYIO IIPOICAYPY Neped KaKIbIM IMPHEMOM Ipenapara.

Kancynor 30 me u 45 me
JI71s paBUIIBHOTO AO3UPOBAHUS HEOOXOAUMO CIIEZIOBATH CIENYIOIIMM UHCTPYKIIHSIM:
1. OnpenenuTts HeoOXOAMMOE KonuuecTBo Karncysn Homumec®, Tpebyromeecs ais IPUrOTOBIEHUS

CMECCHU:

KonnuectBo kancyn Homumec® mist | KomuuectBo Kancyn Homumec® st

Macca Tena* |obecreueHnsi peKOMEHI0BAaHHOMW J103bI | 00ecTieueHrsI PEKOMEHIOBAHHOM JI03BI

C LICJIBIO JleYeHusA B TeUEHUE 5 THEeH C LIENIBIO nPOoguIaKmuKu

<15 kr 1 xamcyna 30 mr 2 paza/cyt 1 xancyna 30 mr 1 pas/cyr
>15-23 xr 1 xamcyna 45 mr 2 paza/cyt 1 xancyna 45 mr 1 pas/cyr
>23-40 xr 2 kancynsl 30 mr 2 paza/cyt 2 kancynsl 30 mr 1 pas/cyT

*lemu ¢ maccoii mena >40 ke unu 6 gozpacme om 8 0o 12 nem u 83pocivie Mo2ym NOAY4ams
Homuoec®, ucnonvsys ons npuzomosnenus cmecu o0uy xancyny 45 me + oomy xancyny 30 me
2 pasa 6 cymxu 0ns nevenus unu 1 paz 6 cymxu st npoQuIaKmuKu.

2. VYobemutech, 4YTO WCIONB3YeTCS TpaBUIbHAS [03a Tmpenaparta (B COOTBETCTBUU C
BBIIENPUBEICHHON Tabnumeit). Jlepska oJHy WM HecKoJbko Karcyn1 Homunec® Han manenbkoit
€MKOCTbI0, aKKYPaTHO PAaCKPBITh OJIHY WJIM HECKOJIBKO KAaIlCyJl U BBICHIIATh MOPOIIOK B €MKOCTb.
3. JIo6aBUTh HEOOIBIIIOE KOTUIECTBO (HE Oosiee 1 4aitHOM JT0KKH ) TTOAXOASIIETO MOACIAEHHOTO

IPOAYKTa MUTAHUS, YTOOBI CKPBITh TOPHKUI BKYC, M XOPOLIO IIepeMeIIaTh.
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4. TmareabHO epeMenIaTh CMECh U BBIITUTH €€ cpasy ke mocie npurotopieHus. Ecinu B emxoctu
OCTaJoCh HEOOJBIIOE KOJUYECTBO CMECH, TO CIEAYeT OIOJIOCHYTh EMKOCTh HEOOIbIIUM
KOJIMYECTBOM BOJIbI M BBIITUThH OCTABIIIYIOCS] CMECH.

[ToBTOpSHTE JAaHHYIO OPOIEAYPY Ieped KaXKJIbIM MPUEMOM MIpemnapara.

ITodouyHOE nelcTBHE

0030p npoduiisa 6e30MaCHOCTH

O6umii npoduns Oe3omacHOCTH OceNbTaMUBUpPAa OCHOBaH Ha JaHHbIX 6049 B3pocibix
MaIUEeHTOB/TIOPOCTKOB U 1473 nmereii ¢ rpumioMm, MoaydaBIInX OCeIbTaMUBHUD WU TuTanebo, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAIMEHTOB/TIOAPOCTKOB M 253 neTel, Moydarouux
OCEeNbTAMUBUDP WM Iarie00/He MONMyYaBIIMX TEPANWH B KIMHUYECKUX HCCICIOBAHUSX TIO
npoUIAKTUKE TPHIIIIA.

Kpome Toro, 199 B3pocibIX MaliMeHTOB ¢ 0CIA0IEHHBIM HMMYHHUTETOM IMOJTYYHIN OCETbTaAMUBHP
JUTSL IeYCHUS TpuIma, u 475 manueHToB ¢ 0CIa0JICHHBIM UMMYHUTETOM (B TOM 4mcie 18 nerei,
10 13 KOTOPBIX MOTYYaIH OCEIBTAMHUBHP U § — MI1a1e00) MOIyYrIId OCEIbTAMUBUP WITH IJ1a1ie00
JUTS PO MIIAKTUKY TPHUIIIIA.

Y B3pOCIbIX MaMEeHTOB/MOAPOCTKOB Han0O0JIee YacThIMU HexenareabHpiMU peaknusmu (HP) B
X0Jle KIMHUYECKUX HCCIECOBAaHUM JIeUeHUs Tpulna ObUIM TOIIHOTa M pPBOTA, a B XOJe
WCCJICIOBAHM 110 MPOPUIAKTHKE — TOITHOTA.

BonbmmacTBO yKazanHbix HP Obutn 3aperucTpupoBanbl OHOKPATHO B MEPBBIN MIIM BTOPOIl IEHb
Tepanuu U CIOHTAHHO Pa3pelluICh B TEUEHHUE MOCIEAYIONMX 12 qHEN.

VY nereit HauOosee yacto Berpevaronieiicss HP Obuta peoTa.

Y 6onpIIMHCTBA TAIIMEHTOB AaHHble HP He mpuBOIMIN K OTMEHE Tepanuy OCEIbTAMUBHPOM.
Cepbesnbie HP, nepeuncienHbie HUXKE, pEJKO OTMEUAIUCh C MOMEHTa BBIXOJA Ipenapara Ha
pPBIHOK: aHadWIAKTHYECKHEe M aHa(UIAKTOMJHBIE PEaKIMH, HApYIIEHHUS CO CTOPOHBI MEYEHH
(pyTbMHHAHTHBIA TEMAaTUT, HapylieHHE (YHKIIUU MEUEHU W KENITyXa), aHTHOHEBPOTHYECKUH
oTek, cuHapoM CrtuBeHca-/[>KOHCOHAa M TOKCHMYECKHMH AMMAEPMAJIbHBII HEKPOJIU3, JKEITYIOUHO-
KHUIIIEYHOE KPOBOTEUEHUE M HAPYIICHHS CO CTOPOHBI HEPBHOM CUCTEMBI U IMCUXUKH (CM. pa3zen
«Oco0bIe yKazaHHs»).

Crnrcok HexenaTeNbHBIX Peakiuil mpeAcTaBiieH B TAOJIMYHOM opMaTe HIKE.

Jlyist omucaHusl 9acTOTHI HEXENAaTeNbHBIX PEaKIMid MCIONIb3yeTCs CIeAYIomas KIacCu(PUKALINS:
oueHb uacteie (>1/10), gacteie (>1/100 u <1/10), mewacteie (>1/1000 u <1/100), penkue
(>1/10000 1 <1/1000) u ouenp penkue (<1/10000). CooTBETCTBYIOIIAs KATETOPHUS MPUCBANBACTCS
HE)KeNlaTeJIbHBIM PEaKIMsIM Ha OCHOBaHUHM 00BEIMHEHHOT0 aHAJIN3a KIIMHUYECKUX UCCIIEA0BaHUN.

Jleyenue u npod)wzaxmuka cpunnay 63pocivblx u I’ZOODOCI’I’IKOG
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B Tabmuue 1 npencranenst HP, Bo3HukaBmme Hanbosiee 4acTo mpu npueMe peKoMeH1I0BaHHOK
03Bl OCETbTAMHUBHUPA B HCCIEAOBAHUAX IO MPO(HUIAKTUKE W JICYCHUIO TPUIINA Y B3POCIBIX U
noApocTKOB (75 Mr 2 pas3a B CyTKM B TeueHUE 5 JHEHN A jeueHus u 75 mMr 1 pa3 B CyTkH 10
6 Heneb A1 MPOPUITAKTHKH ).

B uccnenoanusix no npoduiaakTuke rpumnmna npoduis 6€30macHOCT! y NalMeHTOB, MOTyYaBIINX
PEKOMEHI0BaHHYIO /103y ocenbTamuBupa (75 mr 1 pa3 B cyTku A0 6 Helenb), KAYeCTBEHHO HE
OTJIMYAJICS OT TAKOBOTO B MCCIIEJIOBAHUSAX IO JICUCHHUIO TPUIITIA, HECMOTPS Ha 0oJiee IUTENbHbIN

IpUEM TIpernapara.

Ta6n1/1ua 1. HexxenarenbHbIe PCaKklMy, BBIABJICHHLIC B XOAC€ KIIMHUYCCKUX I/ICC.HGI[OBaHI/Iﬁ 10
HpO(bI/IJIaKTI/IKG " JICUCHUIO I'pUIlllda OCCIIbTAMHUBUPOM Y B3POCJIbIX MAITUCHTOB U TOAPOCTKOB HUJIN

B XOJ€ MOCTMAapKETHUHI'OBOT'O Ha6J'IIOI[eHI/ISI.

Kacc cucrem HexenaTenbHble peakiuu, pacnpeiejeHHble COrJIACHO YacToTe
OPraHoB BbISIBJICHUS
OueHb YacTo Yacro Heuacto Penxo

Hnghexyuonnvie u bpouxur, Herpes
napasumapmie simplex,
3ab01e6aHUs Ha30(apUHTHUT,

uH(peKIUn

BEPXHHUX

IBIXaTeNbHBIX

IIyTEH, CUHYCHUT
Hapywenus co TpomOoruTonieH
CMOPOHbBI KPOBU U ust
aumpamuyecxou
cucmemvl
Hapywenus co Peakuuu Anadunaktuuec
CMOpPOHbI TUTIEPUYYBCTBUTEIN | KUE PEAKITUH,
UMMYHHOU BHOCTH aHaUITAKTOUTH
cucmemvl bI€ pEAKINU
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Hapywenus

ncuxuxku

becnokoiicTro,
aHOPMAaJIbHOE
MTOBEJICHHUE,
TPEBOKHOCTb,
CHYTaHHOCTB
co3HaHus, Oper,
JEeTUpU,
raJUTFOLIMHAIINAH,
HOYHBIC KOH_IMapBI,

npUYHHEHUE cede

TEJIECHOTO
MOBPEXKACHUS
Hapywenus co I'onoBuas 6ons | becconnura HN3menenue
CMOPOHbL HEPEHOT CO3HaHM,
cucmemol CyJIoporu
Hapywenus co Hapymenue
CMOpOHbL Opeana 3peHUS
3penus
Hapywenus co Aputmus
CMOopoHbL cepoya
Hapywenus co Kamens, 6016 B
CMOopoHbl ropje, puHopest
OovixamenvbHou
cucmemvl, Op2aHo8
2PYOHOU KNemKu U
cpedocmenus
Hapywenus co TomHoTa PBora, 60ub B Kenynouno-
CMOopoHbl KUBOTE KHIIIEYHBIE
2HCENYOOUHO- (BrITFOUAst 00T B KPOBOTECYCHHS,
KUWEUHO20 BEpXHEW YacTu reMopparu4ecKkuit
mpaxkma JKUBOTA), KOJIAT
JUCTICTICHS
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Hapywenus co [ToBeiIeHNE OyIbMUHAHTHBIN
CMOPOHbL NEe4eHU U AKTUBHOCTH renaTur,
JHCeNUeBbIBOOAUSUX «TE€YEHOYHBIX» NIEYEHOYHAs
nymetu bepMeHTOB HEJOCTATOYHOCTb,
renaTuT
Hapywenus co DK3ema, AHTHOHEBPOTHYE
CMOPOHBL KOJHCU U JI€pMaTHT, Chlllb, | CKUH OTEK,
NOOKOJHCHBIX KpanuBHULA MyIbTU(DOPMHAS
mKaneu 3puTeMa,
CUHIPOM
CruBeHca-
J>xOHCOHa,
TOKCHYECKHUI
SNUACPMATbHBIN
HEKPOJIU3
Oobwue bob,
paccmpoiicmea u TOJIOBOKPYKEHHE
HapyuwieHusi 6 (BKITFOUAS
Mecme 86e0eHUs BEPTHUTO),
YTOMIJIIEMOCTb,
JIMXO0paka, 60Jb B
KOHEYHOCTSIX

Jleuenue u npod)uﬂakmuka spunna 'y oemell

B xnuHMYECKUX HMCCIEAOBAHUSX OCEIbTAMHUBUPA IMPHU JICUCHUH TPHUIIA MPUHUMAIA Y4YacTHE
1473 peOenka (BKIIOYas B IETIOM 3/I0POBBIX AeTel B Bo3pacte oT 1 1o 12 ner u gereii ¢ actMoii B
Bo3pacte or 6 mo 12 mer). M3 mHux 851 peOeHOK mojydan Tepanuio OCEeTbTaMUBHPOM B
JIEKapCTBEHHOU (opMe «cycneH3us». Bcero 158 pereil mosydaiim peKOMEHIOBAaHHYIO 03y
ocenbTaMUBUpPA | pa3 B CyTKH B UCCIIEOBAHMIX OCTKOHTAKTHOW MPO(HUIAKTUKHA B JOMAITHUX
ycioBusx (n=99), B 6-HENENbHBIX WCCICIOBAHMUIX CE30HHOM npopunaktuku (n=49)
u 12-HenenbHBIX MCCIENOBAHUSX CE30HHOM MPO(UIAKTUKU y MAIMEHTOB C OCIa0JIEHHBIM
uMMyHUTETOM (n=10).

B Tabmune 2 mnpencraBinensl HP, Hambonee uwacTto cooOmiaeMbie B XOJ€ KIMHUYECKUX

WCCIICIOBAHUM Y IETEN.
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Ta6n1/1ua 2. HexenarenbHble PCaKkly, BBIABJICHHLIC B XOAC€ KIIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ 110

npopMIaKTUKE M JICYCHHUIO TPUIIA OCEIbTaMUBUPOM y Aerell (mo3a ot 30 mMr go 75 mr B

3aBUCUMOCTH OT BO3pacTa/Beca).

Kunacc cucrem

OpraHoB

HexenaTeabHbIe peakiuu, pacnpenejieHHbIe COIIACHO YacTOTe

BbISIBJICHUSA

OueHb YacTo

Yacro

Heuacto

Peaxo

Hnghexyuonnvie u
napasumapmble

3abonesanus

Cpennuii OTUT

Hapywenus co

CMOPOHbL HEePEHOU

T'osoBHAas 0o

cucmembyl, OpeaHo8
2PYOHOU KNemKU U

cpedocmenust

cucmemvl
Hapywenus co KoHbloHKTUBUT
CMOpOHbL  Op2aHa (BKITIOYAst
3penus MMOKpacHEeHUe

IJ1a3, BBIJCJICHUS U

001b)
Hapywenus co boib B yxe Hapymenust co
CMOpOHbL  Op2aHa CTOPOHBI
cnyxa u 6apabaHHOI
JabUpuHmmbvle MepenoHKU
HapyuweHus
Hapywenus co | Kamens, Punopes
CMOpOHbL 3aJI0’)KEHHOCTh
ovixamenbHou HOCa
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Hapywenus co PBora bome B xuBOTE
CMOpPOHbI (Bkro4ast 0onb B
JHceny00yHo- BEepXHeH JacTu
KUULEYHO20 KHUBOTA),
mpaxkma JUCTIETICHUS,

TOIITHOTA
Hapywenusa  co Hepmarut
CMOPOHBL KONCU U (BKITIOYAst
HOOKOJCHBIX aIJIEPrUYeCcKuil u
mKaneu ATONMUYECKUI

JEepPMAaTHT)

Onucanue omoelbHbIX HeNCeNamenbHblX peaxyuil

Hapywenus co cmoponul HepHoti cucmemvl U NCUXUKU

['punmo3nass WHQEKIUS MOXKET aCCOLMHUPOBATHCS C Pa3IUYHBIMU  HEBPOJIOTHUECKUMU
CUMITOMaMH M HM3MEHEHMSAMHU ITOBEICHHUS, BKIIOYas TaKHE CHUMIITOMEBI, KaK TaJlJIIOLMHAIINH,
JNETMpUA, W aHOpPMaJbHOE MOBEJAEHUE. B HEKOTOpBIX CilydasgX OHM MOTYT MPUBECTH K
CMEpPTEIbHOMY HCXOY.

JlaHHbBIE SIBJICHUS MOTYT BO3HHMKATh KaK Ha (hOHE pa3BUTHUS dHIIC(ATONATHH WK dHIIePaIUTa, TaK
U OTIENBHO, 0€3 IBHOTO TSHKEIOro 3a00IeBaHMUS.

B mocTMapKeTHHTOBBIX COOOIICHHMSIX Yy TAIMEHTOB, KOTOPBIC MOJYyYalld OCEIbTaMHUBHUD JIS
JICYCHUS TPUIINA, OTMEUATIUCH CYIOPOTH U ICTUPHI (BKJIIOUYAsi TAKME CUMITTOMBI, KaK HapyIICHHUE
CO3HAHMS, CIYTaHHOCTh CO3HAHWS, AQHOPMAIBLHOE TIOBEIEHWE, Opel, TaJUTFOIMHAIINH,
OECIOKONCTBO, TPEBOXKHOCTh, HOYHBIC KOIIMAphI). ODTH CIy4aW PEAKO COMPOBOKIAINCH
ONACHBIMHM ISl KHU3HU AKTUBHOCTSMHM WM JICTaJIbHBIM MCXOJA0M. JlaHHBIE SIBICHHMS OBLIM
3aperuCTPUPOBaHbl B OCHOBHOM CPEIM JAETEH U MOJPOCTKOB M YaCTO UMEM BHE3AMHOE HAYaI0 U
OBICTpOE pa3pelieHue.

Posmp  ocenprammBHpa B pa3sBUTUM  JAHHBIX  SIBJICHUM  HEU3BECTHA. Y Ka3aHHbIE
MICUXOHEBPOJIOTUYECKIE HAPYIICHHUS TaKXKe OBLIN 3apPETUCTPUPOBAHBI Y TMAIUEHTOB C TPUIITIOM,
HE MOJYyYaBIIUX OCEIbTAMUBUD.

Hapywenus co cmoponul neuenu u sicenuesol8o0sauux nymei

Hapymuienusi co CTOpOHBI MEYEHU U KETUEBBIBOJAIIMX MyTEH, BKIIOUas reNaTUT U MOBBIIICHUE

AKTUBHOCTH «IICYCHOYHBIX» (bepMeHTOB, OTMCHAJIMCh Yy TMAalUCHTOB C FpI/IHHOHO,Z[O6HBIM
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3a0oyieBaHNEM. YKa3aHHbIC SIBICHUS TakkKe BKIIIOYaIM (DyJIbMHHAHTHBIM T'eaTUT/IIEYCHOUYHYIO
HEJOCTATOYHOCTH C (paTaTbHBIM HCXOJIOM.
IIpouue ocobvie nonyrayuu nayuenmos

Jlemu (0o 1 co0a)

B nByx wuccienoBaHusX (papMaKOKMHETHKH, (apMaKOIWHAMUKH W Tpodwist 6e30macHOCTH
OCEIbTaMUBUPA, B KOTOPBIX IPUHUMaNU yuyacThe 135 gerel B Bo3pacte 10 | roga ¢ rpummnom,
npoduns 0€30MacHOCTH Mpemnapara ObUT COMOCTaBHM B PAa3IMYHBIX BO3PACTHBIX Tpymmax.
Haubonee yacto cooOuiaeMbIMU HeXeNaTelbHBIMU SBJICHUSMU MIPH 3TOM OBLIM PBOTA, AMApes U
ompenocts (cM. pasnen «dapmakonornyeckue CBOWCTBa», moapasnen «DapMakOKHHETHKA).
JlaHHBIE O ETAX B MOCTKOHIENTYAIILHOM BO3pacTe 10 36 Helelb He10CTaTOYHBI.

JlanHple 110 6€301MaCHOCTH MPUMEHEHHsI OCeIbTAMUBHpA NPY JICUCHUH Y AeTeil B BO3pacTe 10
1 roma momy4yeHbl U3 MPOCHEKTUBHBIX M PETPOCIEKTHBHBIX HAOIIOATENbHBIX HCCIEI0BaHUN
(Bxurouanmu Oosee 2400 meTeil maHHOTO BO3pacTa), MCCIEIOBAHUNA AMUACMHOJIOTHYECKUX 0a3
JAHHBIX M IOCTMapKeTWHroBoro Habmoaenus. [Ipoduns Ge3zomacHocTH y neteir g0 1 roxa
COITOCTAaBUM C U3BECTHBIM MpoduiieM 0€301MacHOCTH y IeTel B Bozpacte 1 rona u crapiie.
Toocunvie nayuenmvl U nayueHmsl ¢ XPOHUYECKOU CEPOEYHOU U/UMU  OblIXamelbHOU
HeodoCmamoyHoOCmoio

[Momynsiust, BKIIOYSHHAS] B HCCIIEAOBAHUS 10 JICYCHUIO TPUIINA, COCTOSUIA U3 B IIEJIOM 3J0POBBIX
B3POCIIBIX/TIOAPOCTKOB U TAIMEHTOB TPYMIBI pUCKA (PUCK Pa3BUTHS OCIOKHEHUH TpHIIIA,
HanpuMep, MOMYJALXS MOXKUJIBIX MAlMeHTOB U TMAllMeHTOB C XPOHMYECKOH CcepAeuHOl Wiu
JIBIXaTeIbHON HEIOCTAaTOYHOCTHIO). B memom npoduias 6e30MmacHOCTH mpernapaTa y MaiueHTOB
Tpynnbl pucka OBUI COMOCTaBHM C TAaKOBBIM Yy B IEJIOM 370POBBIX B3POCIBIX/TIOAPOCTKOB.
Tayuenmoi ¢ ocrabreHHbIM UMMYHUNEMOM

Jledenue rpumnmna y naileHToB ¢ 0cIa0JIeHHBIM UMMYHHUTETOM OLICHUBAJIOCH B IBYX KIIMHUYECKUX
MCCJIEIOBAHMSIX: MAIIMEHTHI OTyYal CTaHAaPTHYIO 103y UJIH MOBBILICHHYO 103y (IBOMHYIO WU
TpOWHYI0) ocenbramuBupa (cM. pasmen «Dapmakonoruueckue CcBoiicTBay). [Ipoduns
0€30MMacHOCTH Iperapara, HaOIF1aeMbIil B TJAHHBIX UCCIICIOBAHUIX, ObLT CONTOCTABUM C TAKOBBIM
B MpEAbIAYUINX KIMHUYECKUX HCCIEIOBAHUSX, B KOTOPHIX OCEIbTAMHUBHD TNPUMEHSIICS IS
JIeYEHUs MAlUEeHTOB ¢ HOPMaJbHbIM UMMYHUTETOM CpPEAM BCEX BO3PACTHBIX I'PYII (310pOBBIE
NAIMEHTHl WA TAlMEHThl U3 TPYNIbl PHCKA, HAMPUMEP, C JbIXaTEIbHOW W/WIH CepledHON
HEJOCTaTOYHOCTHI0). Hambonee 4acThiM HEXeNaTeNbHBIM SIBJICHHEM Yy JIeTed C OCIa0JIeHHBIM
UMMYHHUTETOM Obli1a pBoTa (28%).

B xome 12-memenpHOro wuccienoBaHus 1O mNpoduiIakThKe rpunma y 475 mamueHToB ¢
ocialIeHHBIM UMMYHUTETOM (BKITI0o4as 18 gereit B Bo3pacte ot 1 10 12 ser u crapuie) npopuib
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0e30macHOCTH B Tpymnme ocenbTamuBupa (238 mamueHToB) OBUI COMOCTAaBUM C paHee
Ha0II0TaeMBbIM TTPO(dUIIEM OCETHTAMUBHPA B KITMHUYECKUX UCCIICOBAHUSIX IO TPO(UIAKTHKE.
Hemu ¢ bponxuanbHou acmmoii 8 anamuese

B 1miesiom mpodrutk HexKeNaTeNbHBIX Peakuid y AeTei ¢ OpOHXHUATBLHON acTMON B aHaMHe3€ ObLI
COTIOCTaBUM C TaKOBBIM B II€JIOM Y 3[JOPOBBIX JI€TEH.

Ilepeno3upoBka

B OoibmuHCTBE cllydyaeB MEpPelO3UPOBKA B XOJE€ KIMHHYECKUX WCCIEAOBAHUNA W TIpH
MOCTPETUCTPALIMOHHOM TMPUMEHEHUU OCeIbTaMUBUpA HE COMPOBOXKAANACh KAKUMHU-INOO
HE)KENaTeIbHBIMU ~ SIBJICHUSIMH. B OCTalbHBIX  ClIy4asiX CHMIITOMBI  IE€PEI03UPOBKU
COOTBETCTBOBAIIM HEXKEJIATEIbHBIM SIBICHUSM, TIPEIACTaBICHHBIM B pazaene «llo6ouHoe
JIEUCTBUEY.

B3aumopneiicTBHe ¢ APYrMMH J1eKAPCTBEHHBIMH MpenapaTaMu

DapMaKOKMHETUYECKUE CBOMCTBA OCEIbTAMUBHpPA, TAKUE KaK €ro HU3Kas CTENEHb CBA3BIBAHUS C
OenKamMu ¥ MeTaboJIM3M, He 3aBUCHMBIH OT n3opepmenta CYP450 u cuctembl IIOKypoHHIa3 (CM.
paznen «@apmMakoIorH4ecKkrue CBOUCTBay, moapaszaen « DapMakoKUHETHKAY ), HE JalI0T OCHOBAHUI
npeJnoiaraTb HaJuurMe KIMHUYECKH 3HAaUMMbIX B3aUMOACHCTBUM 10 YKa3aHHBIM MEXaHU3MaM.
IIpobeneyuo

Koppekiun 103bl 1pH  OAHOBPEMEHHOM MPHUMEHEHMHM C MPOOCHEHIUJIOM Y TMAIMeHTOB C
HOpMalibHOU (DyHKIMEH mouyek He Tpedyerca. OAHOBpeMEHHOE MPUMEHEHHE ¢ MPOOEHEIHIOM,
MOIIIHBIM UHTUOUTOPOM aHMOHHOM KaHAJbLIEBON CEKPELIMH B MOYKAX, IPUBOJIUT K ~ 2-KpPaTHOMY
YBEJIMUYEHHUIO HKCIIO3UIMN AKTUBHOTO METAa00INTa OCeIbTaMUBHPA.

Amoxcuyuniun

Kunernueckoe B3aMMOJIEHCTBUE OCENHTAMHUBHpPA M AMOKCHUIIMJUIMHA (BBIBOMSILIETOCS TEM JKE
MyTeM, YTO U OCeIbTaMHUBHP) OTCYTCTBYeT. [Ipeanonaraercs, 4To KOHKYpPEHLIHS OCeIbTaMUBHUPA
3a BBIBEICHHE MTOYKaMHU cliabasi.

Bvigedenue ¢ mouou

ManoBeposSTHbl KIMHUYECKH 3HAYUMBIC MEKJICKAPCTBEHHBIE B3aMMOJICHCTBUS, CBS3aHHBIC C
KOHKYpPEHLIMEH 3a KaHAIbLIEBYIO CEKPEIHIO, IPUHIUMAasi BO BHUMaHUE pe3epB 0€30MacHOCTH s
OOJIBIIMHCTBA MOAOOHBIX MPENapaToB, MyTH BBIBEICHUS aKTUBHOI'O META00INTa OCEIbTaMUBHpA
(kmyOoukoBast (uiIbTpalMs M AHUOHHAS KaHAIbLIEBas CEKpelHs), a TaKKe BBIBOJSIIYIO
CIIOCOOHOCTh Kaxaoro w3 myTed. OpHAaKo, TMPUMEHATH OCENbTaMUBHP B KOMOWHAIIMH C
npernapaTaM, HMEIOIIMMU  y3KYI0 IIUPOTY TEparneBTHYECKOro JAecTBHUS  (Hampumep,
XJIOPIIPOIIAMHKJI, METOTPEKCaT, OyTaaruoH), HEOOXOAMMO C OCTOPOKHOCTHIO.

Hononnumenvras unghopmayus
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He ob6napyxeHo (papMakOKMHETUYECKUX B3aMMOICHCTBHI MEXAy OCEIbTAMHUBHPOM HWJIH €ro
OCHOBHBIM METa0O0JIMTOM TMPH OJTHOBPEMEHHOM IIPHEME C TapareTaMolioM, alleTHIICATUIIUIOBON
KHUCTIOTOH, TUMETHINHOM, QaHTAIIUTHBIMU CPEJCTBAMH (MarHus ¥ AJIFOMUHHS THIIPOKCH/I, KAJTbIIUS
KapOOHAT), pUMAaHTAIWMHOM WU BaphapuHoM (y TalMEeHTOB Oe€3 TpHIa, CTa0WIBHBIX Ha
Bap(apune).

Oco0ble ykazanus

OcenbramuBup 3(h(PEeKTUBEH TOIBLKO B OTHOIICHUH 3a00JI€BaHUS, BEI3BAHHOTO BUPYCOM TPHIIIIA.
Jannbie 00 3(pdeKTHBHOCTH OCeTbTaMUBHpA MPU TEpanuu 3a00JE€BaHUM, BBI3BAHHBIX MHBIMH
areHTaMu, OTCYTCTBYIOT (cM. pasgen «@PapMakoJIOTHUYEeCKHEe CBOWMCTBa», MoOJpa3zel
«DapMakoIUHAMUKAY ).

Ocenvmamugup He A6AAEMCA 3AMEHOU 6AKUUHAUUU.

Hcnonp3oBaHne ocenbTaMUBUpPAa HE JOJDKHO BIMATH Ha OIEHKY MAllMEHTOB MpPU MPOBEIECHUU
€XKero/IHOM BaKLWHAIIMYU MPOTHUB TPUIIIA.

[Ipenapat crnegyeT MCHOIB30BaTh TOIBKO ISl JICYCHUS U MPOMUIAKTHKY TPUMIA W TOJIBKO B
clIy4ae, eciii JOCTOBEPHBIC SMHIEMUOIOTUYECKUE JaHHBIE YKA3hIBAIOT HA TO, YTO BUPYC TPHUIINA
HUPKYJIUPYET B OOIIEH MOMYJISIIH.

YyBCTBUTENBHOCTH IUPKYJIUPYIOMIUX IITAMMOB BUpYca IPUIIa K OCEIbTAMUBUPY MOXKET CUIIBHO
BapbUpoBaTh (cM. paznen «DapmMakoIOrHIecKue CBOMCTBa», mojapaszzen «DapMakoqMHAMHUKAY,
IYHKT «P€31CTEHTHOCTDY).

Takum o0Opa3zom, HpU Ha3HAUYEHUHU IMpernapaTa HEOOXOJUMO YYHUTHIBATh CaMyIO MOCIEIHIOIO
JOCTYIHYIO MH(OPMALMIO O YyBCTBUTEIBHOCTH LHUPKYIMPYIOMIETO BHpPYyca K OCEIbTaMUBHUDY.
Taoucenoe conymemeyrowjee 3a601e8anue

Jlannupie o0 Oe30macHOCTH U 3(PQPEKTUBHOCTH TPUMEHEHHUS OCEIbTaMHUBHpA Y IALUEHTOB C
JIOCTaTOYHO TSKENIBIM COMYTCTBYIOUIUM 3a00JIeBaHHEM WM HECTaOUJIbHBIM COCTOSTHHEM,
MPEeoJIaratoliuM rOCIUTAIN3AIHIO0, OTCYTCTBYIOT.

Tayuenmoi ¢ ocrabreHHbIM UMMYHUINEMOM

O} PeKTUBHOCTh OCENbTAMUBHpA TPH JICYCHUH WM MPO(UIAKTUKE TPHIIA Yy TMAIUEHTOB C
ocnabieHHBIM HMMYHHMTETOM YETKO He YycTaHoBieHa (cM. pasnen «dapmakonoruueckue
cBoiicTBay, moapazaen «PapmakoauHamukay). OIHAKO y B3pOCIbIX NAIlIEHTOB C OCIa0IeHHBIM
UMMYHHTETOM JICUCHHE TpHUMNa CJIeAyeT MNPOBOAUTH Ha TpoTsbkeHuu 10 gHEH, Tak Kak
KJIMHUYECKHE HCCIIEOBAaHUS TpH Oojiee KOPOTKOM Kypce Tepalmuu He MPOBOIMIIUCE.
Cepoeunas/ovixamenbHas He00CMAamo4HOCMb

O} PexkTUBHOCTh OCENbTAMUBHPA MPH JICYCHUH WM MPO(UIAKTUKE TpUIINA Yy MAlUEHTOB C
XPOHUYECKOW CEepACYHON W/WIIM NbIXaTelbHOW HEJOCTaTOYHOCTHIO HE YCTaHOBJICHA. B maHHOI
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MOMYJISIUK MallMEHTOB YacTOTa BO3HUKHOBEHHUS OCJIOKHEHUM ObUla COMOCTaBUMa B TpYIIE
JICYSHHSI U TPYIIIE Ianeo.

Jlemu

JlanHbIe A1 ONpeAesieHHs 103bl Y HEIOHOMICHHBIX JeTel (IMMOCTKOHIENTYaIbHBIM BO3pacT <36
HEJIENb) OTCYTCTBYIOT.

Tloueunas HedocmamouHoCcmsb MANCENOU CMENEeHU MANCECTIU

Y B3pOCHBIX MANHMEHTOB © MOAPOCTKOB (13—17 ner) ¢ TsKenod CTENeHbID IMOYEeYHOM
HEJOCTAaTOYHOCTU TpHU JICYCHUH U NPOPUIAKTHUKE TPHUINA PEKOMEHIYETCSI KOPPEKIHs O3B
Knunuueckue naHHble A1 KOPpEeKUMU J03bl Y MIIaJIeHIEB U neTeidl (B Bo3pacTe oT 1 roga u
CTaplie) ¢ MOYEYHON HEAOCTATOYHOCTHIO OTCYTCTBYIOT (CM. pazaenbl «Crocod mpuMeHeHUs U
103b» U «PapMaKoIOrHuecKue CBONCTBay, mojpasien « DapMakOKHHETHKAY).
Ilcuxonesponocuueckue HapyuieHus

VY mnaunueHToB (B OCHOBHOM Yy Je€Tel M MOAPOCTKOB), MPUHUMABIIUX OCEIbTaMUBUD, ObUIM
3aperuCTPUPOBAHBI TICUXOHEBPOJIOTHYeCKHe HapylieHus. [loJo0HbIe TCHXOHEBPOJIOTHUSCKUE
HapYIIECHHUS TaK K€ OTMEUEHBI y TAIIMEHTOB C TPUIIIIOM, HE TIOJy4aBIINX oceabTaMuBup. Crnegyer
THIATEIFHO MOHUTOPUPOBATh MAIIMEHTOB Ha MpEeAMET W3MEHEHUU B MOBEACHUU, PUCK U MOJIb3a
MPOJOHKEHUS Teparuu JOJKHBI ObITh OLIEHEHBI JUIS Ka)XJ0ro MalleHTa WHIUBUIYAJIbHO (CM.
paznen «IloGouHoe neiicTBUEY ).

Hucmpykyuu no npumeHnenuro, 00paujeHuro u YHUUmMoHCeHUuro

[Tomamanue neKapCTBEHHBIX MPENapaToB B OKPYKAIOUIYIO Cpely MOJKHO OBITh CBEIEHO K
mMuHuMyMy. He crienyer yTuiam3umpoBath npenapaTr ¢ MOMOIIBIO CTOYHBIX BOJI UJIM BMECTE C
OBITOBBIMU O0TX0/IaMU. [10 BO3MOKHOCTH HEOOXOIUMO HCIIOJIb30BATh CHEIHATLHBIC CUCTEMBI IS
YTHIIA3AIMN JICKAPCTBEHHBIX MTPEMapaToB.

Bcnomozamenvhule ewjecmea, nanuyue KOmopuvix HA00 YYUMbBIBANb 8 COCMABE NeKAPCMEEHHO20
npenapama

B cocraBe mnpemapata Hommmec® B KauecTBe BCIIOMOTATENBbHBIX BEIIECTB HCIONB3YIOTCS
KpacHuTelNb COJHEUHbIH 3aKkaT sxentbiil E110 u kpacutens nyHuossiii [[Tonco 4R], koTopsle MoryT
BBI3bIBATh AJUIEPTUUYECKUE PEAKIIUH.

Binsinne Ha CIOCOOHOCTH YHPABJSATH TPAHCIIOPTHBIMHU CPEeACTBAMM M MeXaHNU3MaMH
[Ipenapat He BhUseT, TMO0 OKAa3bIBACT HE3HAYUTEIHHOE BIUSHUE HA CIOCOOHOCTH YIPABISATH
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHH3MaMHU.

®opMma BBINLYCKA

Kancynst mo 30 mr; 45 mr; 75 mr.

Ilepsuunasn ynakoeka 1ekapcmeenno2o npenapama
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ITo 5 mnu 10 xancyn B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY U3 TUICHKH MOJMBUHWIXJIOPUIHOU U
(donbru aMIOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

ITo 20, 30 xamcyn B OaHKYy HOJMMEPHYIO C KPBIIIKOW HATATMBAEMOW C KOHTPOJIEM MEPBOTO
BCKpBITHA. CBOOOHOE MPOCTPAHCTBO MOXKET OBITH 3alOJTHEHO BaTOW MeIUIMHCKON. Ha Ganku
HAKJICUBAIOT ATUKETKU U3 OyMaru.

Bmopuunas ynakoexka nekapcmeennozo npenapama

[To 1 win 2 KOHTYpHOH SYEUKOBON yIAaKOBKE BMECTE C MHCTPYKLUEHN 110 IPUMEHEHUIO (JIMCTOK-
BKJIAJIBIII) TIOMEUIAIOT B MAUKy M3 KapTOHA AJi MOTpeOuTenbckoil Tapbl. Ha mauky mMoxeT ObITh
HaKJIeeHa CaMOKJIesIIIasics ITUKETKA C MapKUPOBKOW 13 Oymaru. [1auku nmomeniaror B rpynmnoByio
YIAKOBKY.

[To 1 6aHKe BMeCTe C MHCTPYKIMEH MO MPUMEHEHUIO (JTMCTOK-BKIIAJIBIIT) TIOMEIIAIOT B MMAYKy U3
KapTOHa JIJIsl TOTPeOUTENbCKON Taphl. Ha mauky MoXeT ObITh HaKJIeeHa CaMOKJIeSIIIasiCsl STUKETKa
C MapkupoBkoi u3 Oymaru. [lomonHUTEN HO Ha MAyKy MOTYT HakjJeWBaThb OJWH WM JBa
MPO3pavyHbIX (UKCUPYIOIIUX CTUKEpa W3 NOJUMEpPHBIX MarepuayioB. [lauku moMermamT B
TPYIIOBYIO YIAKOBKY.

YcaoBusi XxpaHeHust

XpaHUTh B 3aIUIICHHOM OT CBETa MECTE MpH TeMIiepatype He Boite 25 °C.

XpaHUTb B HEIOCTYITHOM JIJIs1 IETeH MecTe.

Cpok rogHocTu

5 ner.

He npumeHsTh 10 UCTEYEHUH CPOKA TOJTHOCTH.

YcaoBus ornycka

OTnyckaroT Mo pelenty.

IIpousBoauTenn

AO «Dapmacunresy, Poccus.

Opumnuecknii agpec: 664007, Upkytckas o6un., r. Upkyrck, yn. KpacHorBapneiickas, n. 23,
oduc 3.

AJipec mpou3BoACTBEHHOM uTomanku: T. Upkyrck, yiu. P. JlrokcemOypr, 1. 184,

ten.: +7 (3952) 550-355.

Opranmn3anusi, NPUHUMAIONIAS TPETEeH3UM:

AO «Dapmacunresy, Poccust, 664040, r. Upkytck, yu. P. JIrokcemOypr, a. 184,

tein.: 8-800-100-15-50, www.pharmasyntez.com.
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