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WHCTI VKHHHH QCINEOOBATENBEHOCTE 0005)

1O MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Honvmec®

T oproBoe HaniMeHOBaHMe: Homumec®
MexayHapoaHoe HeNAaTeHTOBAHHOe WM I'PYIITUPOBOYHOe HauMeHoBaHMe: OceIbTaMUBUD
(Oseltamivir)
JlekapcrBeHHas hopMa: KalcyJibl
Cocras:
Heticmeyrouiee senjecmeo:

OcensTamupupa docdart: 39,40 mr 59,10 mr 98,50 mr

B [lepecyeTe Ha

OCeJIbTAMUBUD: 30,00 mr 45,00 mr 75,00 Mr

Benomozamenvrsie eeuiecmed:

Kpemuausi guoxcua xoswtouaHeid (aspocuin) — 6,00 mr/9,00 mr/15,00 Mr; KOMOBHUIOH —
3,60 mr/5,40 Mr/9,00 Mr; kpaxmMasl npekeIaTHHU3UPOBaHHBIH — 65,60 Mr/98,40 mr/164,00 wmr;
Kpockapmesiiosa Hatpusi — 1,840 mr/2,760 mr/4,60 mr; Hatpusi cteapuidymapat — 0,920 mr/1,380
Mr/2,30 mr; Taibk — 2,640 Mr/3,960 mr/6,60 mr.

Cocmae msepdbtx HCETAMUHOBHIX KARCYJT.

Jlna oozupoexu 30 me:

xopnyc kancynet: TATaHa quokcu]1 — 2,0000 %, xenatun — 10 100 %;

Kpviuieuxa kancynot: TATaHa quokeuy — 2,0000 %, sxenatud — 10 100 %.

Mg oozupoexu 45 me:

Kopnyc Kancynsl: KpacHTeNb OpWUIMAHTOBBIH roayGoi — 0,1500 %, THTaHa JHOKCHI —
1.8817 %, :xenatu — mo 100 %;

Kpblileuka Kancyavl: KpacuTedb OpWUTHAHTOBBIM TonyGoit — 0,1500 %, THTaHa AHOKCHI —
1,8817 %, :xematun — g0 100 %.

Jlna oozupoexu 75 me:

Kopnyc kancynvl: TATaHa auokeu1 — 2,0000 %, sxenatun — go 100 %;

Kpviteuxa xancynavi: Kpacutenab nyHnoBbld [Ilonco 4R] — 0,2401 %, Tutana Auokcua —
1,5004 %; xpacuTenb cojHeuHbIN 3akat skenThid E110 — 1,2753 %, sxenatun — g0 100 %.
Onucanue:

Jlns mosuposku 30 MT: TBEp/IbIe JKEJIATHHOBBIE Karcyibl No «3», KopIryc 6eJIoro IBeTa, KphIleuKa

OeJIoro 1eera.
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JInst mo3upoBkd 45 MT: TBep/ble JKeJIaTHHOBBIC Kanc%'ﬁ‘-T@t@vf"‘fcf)ﬁf?)kﬁHfoh}'fGOr!O""iréeTa,

KpBITIeUKa TOITYy0O0TO I[BETA.

JI71s1 TO3UpOBKH 75 MT: TBEp/IbIe JKEJAaTHHOBBIE Karcyibl No «1», Kopiyc 6eJioro IBeTa, KpbIlleuka
OpPaHIKEBOTO I[BETA.

Copep:xumMoe Karcyn — OesbIi WiH OB ¢ KeJITOBATHIM OTTEHKOM MOPOTIOK.
dapmakoTepaneBTHYeCKasi TPyIIIa: TPOTHBOBUPYCHBIE CPEICTBA CHUCTEMHOTO JICHCTBUS,
MIPOTHBOBUPYCHBIE CPEICTBA MPSAMOTO JICUCTBUS, HHTHOUTOPHI HEHPaAMUHU/IA3HI.

Kox ATX: JOSAHO2

PdapmakoorHIecKHe CBOHCTBA

Dapmarxodunamuxa

Mexanuszm Ooeticmeus

[IpoTuBoBUpycHBIN mpemapar. OcCeIbTAMHUBHUD SIBISICTCA IMPOJICKAPCTBOM, €ro aKTUBHBIM
MeTabouT (ocenbramuBupa kapOokcunaT, OK) — >¢deKTUBHBIN U CeIeKTHBHBIH HHTHOUTOP
HeWpaMUHH/Ia3bl BUPYCOB Tpumna Tuma A u B — depMeHTa, KaTaIM3HUPYIOMETo MpoIece
BBICBOOOJK/ICHUSI BHOBH OOpa30OBaHHBIX BHPYCHBIX YACTHI[ U3 HH(HUIMPOBAHHBIX KJIETOK, UX
MPOHUKHOBEHHUS B HeMH(DHUIMPOBAHHBIC KJICTKH SIUTENIHS JAbIXaTeIbHBIX MyTeH U JTaJbHEHIIero
pacIpoCTpaHeHUsI BUpyca B opraHu3Me. TOpMO3UT pocT BHpyca TpHUINA i Vifro W MOJABISST
PEIUTUKAIIMIO BUPYCA U €T0 ATOTCHHOCTD /7 Vivo, YMEHBINIAeT BhIJICJICHHE BUPYCOB Tpulina A u B
u3 opranuzma. Konnenrparusi OK, HeoOGxoaumast Jj1s1 MHTUOUpOBaHUS HelipaMuHua3bl Ha 50%
(ICsp), cocrapmsier 0,1-1,3 HM it Bupyca rpunmna A u 2,6 HM i Bupyca rpunna B. Mennana
3HaueHuH ICso Uit BUpyca rpunna B HeCKOIbKo BbIlIe U cocTaBisieT 8,5 HM.

Knunuueckas shpexmusHocms

B IMMPOBESACHHBIX HCCIICAOBAHUAX OCCIbTAMHUBHDP HE OKa3bIBaJl BJIMAHHUA Ha 06pa3013aHHe
IMPOTHUBOTPHIIIIO3HBIX AHTHUTCJI, B TOM YHCJIC Ha BLIpa60TKy AaHTHTCII B OTBCT Ha BBCACHHC
HHaKTHBHPOBaHHOﬁ BaKIIUHELI IIPOTHUB I'PHIIIIA.

Hceeneooganus ecmecmgeHHol SpunnosHot uHgexyuy

B KIMHMYECKHMX HCCIIOBAHMSIX, IPOBSJACHHBIX BO BpeMs Ce30HHOM HH(EKIUW TIpHIIa,
NAIMUEHTHl HAUYMHAJIM II0JIy4aTh OCEJIbTaMUBHp He MozfgHee 40 4 mocjie MOSBISHUS IEPBBIX
CHMIITOMOB I'PUNIIO3HON HHGEKIHH. 97% maiueHToB ObUIM UH(UITUPOBAHBI BUPYCOM Ipulna A
u 3% mnamueHToB — BHpycoM rpunna B. OcelbTaMHUBHp 3HAYMTEIBHO COKpamjajl IEepHOj
KJIMHAYECKUX MPOSIBICHUH IPUMIIO3HON HHPeKIHH (Ha 32 9). Y MaIHeHTOB ¢ MOATBEPIKICHHBIM
JUATHO30M TIpHIINA, NPUHUMABIIUX OCEJIBTAMHUBHUpP, TsDKECTh 3a00JIeBaHMsL, BBIpa)KEHHAsl Kak
IUTOINAAb I0JT KPHUBOM /I CYMMapHOIO MHJESKCAa CHUMNTOMOB, Oblia Ha 38% MeHbHIe IO
CPAaBHEHHUIO ¢ MAIMEHTAMH, MOJIYYaBIIUMH IuTanebo. Bosee Toro, y MoJIONbIX HalMeHTOB Oe3
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MOCAENARATE ALUOCTL ONNE!
COMYTCTBYIOMUX 3a00JIeBaHUN OCEIIbTAMHUBHD CHHmaﬁ»[ﬁbﬁM%Q&'Ef‘ GB%E'%CITO‘I‘}? ‘b’d“.’;‘BﬁTHﬂ

OCJIO)KHeHMM TrpuMna, TpeOyIOMUX NpUMEHSHHS aHTUOMOTHUKOB (OpOHXHMTa, IHEBMOHHH,
CHHYCHTA, CPEIHET0 OTUTA). BhIIM MOTyueHBI YeTKHE JoKazaTeIbcTBa 3K TUBHOCTH IpenapaTa
B OTHONIEHHH BTOPUUYHBIX KpUTepHER H(PPEeKTHUBHOCTH, OTHOCSMIUXCS K aHTUBHPYCHOU
AKTUBHOCTHU: OCEJIbTAMUBHUD BBI3bIBA KaK YKOPOUCHHE BpPEMEHHM BBIJICJICHUS BHpYyca U3
OpraHM3Ma, TaK U YMEHBIICHHUE IUIOIIA/IH 110/ KPUBOH «BHPYCHBIE TUTPHI-BPEMSI».

JlaHHBbIE, IOJIy4eHHbIE B UCCIIS/IOBAHHUH T10 TePallUH OCEIbTAMUBHPOM Y NAIIUEHTOB IOKUJIOTO U
CTapUYEeCKOT0 BO3PAcTa, MOKA3BIBAIOT, UYTO IIPHEM OCEJIbTAMUBHpPA B 03¢ 75 Mr 2 paza B CYTKH B
TeueHUe 5 JHEU CONPOBONKAAICS KIMHUYECKH 3HAYMMBIM YMEHBIICHHEM MeJUaHBI MepHoaa
KJIMHUYECKUX MPOSBICHUM TIpUNIO3HOM HH(EKIMH, aHAJIOTHYHBIM TaKOBOMY Y B3POCIBIX
HalUeHToR Oojlee MOJOAOTO BO3pacTa, OJHAKO pa3jMuMs HE JIOCTHIIHM CTaTUCTUYSCKOU
3HAYUMOCTH. B Jpyrom HcciIeOBaHUM MAIlMEHTHl ¢ TPHUIINOM crapmie 13 setr, UMeBIIHe
COTMYTCTBYIONHE XpOHUUSCKHE 3a00JIeBAaHUS Cep/IeUHO-COCYTUCTON W/HIIH JbIXaTeIbHOW CHUCTEM,
MOJIYYAIH OCEJIbTAMUBHD B TOM K& PEKHME JO3UPOBaHUA WK Tuianebo. OTIuumii B MeHaHe
nepuoAa 0 YMEHBIISHUs] KIMHUYECKHX IIPOSIBJICHUM TpPUIIO3HOM HMH(QEKIMH B TIpymlmax
OCeNbTAMUBHD M IUIaeGo He ObLJIO, OJIHAKO TepHO/| MOBBIMIECHUSI TeMIEepaTyphl NMpHU IMpHEMe
OCeJIbTAMUBUpPA COKpaIIaJcs MpUMepHO Ha 1 JieHb. JloJid marueHToB, BHIASISIONUX BUPYC Ha
2-0# ¥ 4-bI# JIeHb, CTAHOBUJIACH 3HAUUTEJILHO MeHbIE. [Ipoduias Ge30nmacHOCTH oceIbTAMUBHPA
y TAIUeHTOB TPYIIbLI pUCKAa HE OTIMYAJICS OT TAaKOBOTO B OOIEH MOMYJAIUU B3POCIBIX
MAIUEeHTOB.

Jeuenue epunna y 6epemeHHbIX HCeHUUH

Kontponupyempix UcciieIoBaHUH Y OepeMEHHBIX JKSHIIUH He TIPOBOAWIOCH. OTHAKO pesyIbTaThl
MOCTMAPKETUHTOBBIX U PETPOCTIEKTUBHBIX HaOII0AaTEIBHBIX HCCIIeTOBAaHUM
MPOJIEMOHCTPUPOBAIM TIOJIB3Y IPE/IaraéMoro pesKMMa JO3UPOBAHUS UL JAaHHOW IMONYJIALHUH
MNAIHEHTOB B OTHOIIGHHWH  CHHXKECHHS  3a00JIeBacMOCTH/CMEPTHOCTH.  PesymbTaThl
(hapMaKOKHHETHUUSCKOTO aHATK3a MOKa3aH 0ojiee HU3KYIO DKCITO3UIIUIO aKTUBHOTO MeTaboIUTa,
TeM HE MEHee, M3MCHCHHE peKUMa JIOZUPOBAHMS Yy OSpeMEHHBIX JKCHIHUH TIPH TMPOBEACHUHU
Tepanuy Wik OpopUIaAKTHKHA He peKOMeHIyeTcs (CM. pazfen «DapMakoJIOTHIECKHUE CBOUCTBAY,
nojapazgen «®DapMakoKHHETHKA B 0COOBIX TpYyINax MalUeHTOB», NYHKT «bepeMeHHbIe
JKEHIIUHBD ).

Jleuenue epunna y oemeili

VY nereli B Bo3pacte 1-12 net (cpenuii Bo3pacT 5,3 roja), uMepmux guxopaaky (=37,8°C) u oqun
W3 CHUMIITOMOB CO CTOPOHBI JIbIXaTeJIbHON CHCTEMBI (Kalllelb UK PUHUT) B NIEPUO/T IUPKYJIALUHA
BHUpYyCa IpHUMINa CpeJu HaceNeHHUs, ObIJIO MPOBEISHO JBOMHOE Cienoe Mmianebo-KOHTPOIUpyeMoe

3



COOTBETCTBYET 3KC

a4 N4
OT £ - LD

(NOCAELQRATEMEHE Th 005
uccieqoBanue. 67% nanueHToB ObLIA UHPHUIMPOBAHBI hlﬂbycam‘;lf)mtné A lti 3530 ndufréﬁTbB —

Ne 7695

BupycoM rpunna B. OcenbTamuBup (IIpu IpuemMe He mHo3fHee 48 4 mocie MOsBICHHS MEePBBIX
CHMIITOMOB TPHUIIIIO3HOW HMH(EKIUH) 3HAUUTEJILHO CHHIKAI MPOJODKUTEILHOCTh 3a00IeBaHUs
(Ha 35,8 1) mo cpaBHeHHUIO ¢ TwaneGo. IlpoomKuTeNbHOCTL 3a00JIeBaHus OTpe/IeIUIACh Kak
BpeMs 10 KyIUPOBaHUS KAIllJIsl, 3aJI0)KEHHOCTH HOCA, UCUS3HOBSHUSI JINXOPA/IKH, BO3BPAIICHUS K
0oObIYHOM aKTUBHOCTH. B rpynme JeTell, MoIy4apnux oceIbTAMUBHP, YACTOTAa OCTPOTO CPEeTHETO
OTHUTa cHIKaJIach Ha 40% 10 CpaBHEHUIO ¢ TpyInoH mianedo. Be3gopoBieHne U BO3BpaIleHUE K
OOBIYHON aKTUBHOCTH HACTYIIAJIO MIOYTH HA 2 JTHA paHbIlle V JeTeH, MoIyUYaBIIuX oceIbTAMUBHD,
10 CPABHEHHIO ¢ TPYIOH 1aieso.

B npyrom ucciieloBaHUM YIacTBOBAIH JISTH B Bo3pacTe 6-12 JieT, cTpajaronue OpoHXUAILHOM
acTMo; 53,6% MaIlueHTOB UMEJIH TPUIIIO3HYIO HHDEKITHIO, TTOATBEPKICHHYIO CePOJIOTHUUSCKH
WU B KyJIbType. MeauaHa TpoJODKUTEILHOCTH 3a00JieBaHUSI B TpYIIE TMAIUSHTOBR,
MOJIYYaBUIUX OCEIbTAMHUBHD, 3HAUUTEJILHO He CHUIKaIachk. Ho k mocieiHeMy 6-My JIHIO Tepanuu
ocelbTaMUBUPOM o0beM (opcupoBaHHOro Bhifoxa 3a 1 cex (O®B;) nmopsimasncsa Ha 10,8% mo
cpaBHeHHIO ¢ 4,7% y MalMeHTOB, NOIy4YaBmHuX 1wanedo (p=0,0148).

Hpogunaxmuka epunna y 63pocisix u nOOPOCIKOE

[Ipodunakruueckas 3¢ PeKTUBHOCT OCEIbTAMUBHUPA MIPH €CTECTBEHHON TPUIITIO3HON HHPEKITHU
A u B Ob1a qokazana B 3 oTAeNbHBIX KIHHHUeCKUX uccnenoBanusx 111 ¢azer. Ha pone npuema
oceNIbTAMUBUpPA TPHUIIIIOM 3a00e/u 0KoJo 1% manueHToB. OcelbTAMUBUDP TAKKE 3HAUYUTEIIHHO
YMEHbIIAJ YacTOTY BBIJEICHHUs BHUpyca W MpeJOTBpaIlal Iepeady BUpPYyca OT OJIHOTO 4JIeHa
CEMBH K JIpYTOMY.

Bapocibie U MOAPOCTKH, KOTOphie ObLIM B KOHTAKTe ¢ 3a00JICBIIUM WJICHOM CEMbH, HAUMHAIH
MIpUEM OCEIbTAMUBHPA B TEUCHHUE JBYX JHEH MMOCIEe BOSHUKHOBEHUS CUMIITOMOB I'PHIITIA Y WICHOB
CEMBH M TMPOJOJDKAIM €ro B TeUeHHe 7 JHEH, UTO JOCTOBEPHO YMEHBIIAJIO YACTOTY CIIyYacB
rpUmna y KOHTaKTHPOBABIIUX JIUI] Ha 92%.

Y HeNnpUBHUTHIX U B I[EJIOM 3J0POBBIX B3pOCIBIX B Bo3pacTe 18-65 JjieT npuem ocesibTAaMUBHpPA BO
BpeMsI IIHJIEMUH TPHUIITIA CYIIECTBEHHO CHIKAI 3a00JIeBaeMOCTh IrpunmnoM (Ha 76%). IlaiueHTs
MPUHAMAJIHU TIpeTiapat B TeueHue 42 JHeu.

YV M1 MOXKUIIOTO U CTAPUYECKOTO BO3PAcTa, HAXOAUBIIMXCS B JOMAX JUIsI pecTapessiX, 80% u3
KOTOPBIX OBLIM MPUBUTHI TIEpe]] CE30HOM, KOTJla MPOBOJMIIOCH HUCCIEOBAHHE, OCEIbTAMUBHP
JOCTOBEPHO CHUKAJ 3a00JIeBaeMOCTh TpHIIIoM Ha 92%. B ToM ke Hcclie TOBAaHHH OCeIbTAMUBHD
mocToBepHO (Ha 86%) YMEHBIIAJ YacTOTY OCJIOKHCHUH TpuIa: OpOHXHTa, ITHECBMOHUH,
cunycuTa. llanieHThl NpUHUMAIIK TIpenapat B TeUeHue 42 THeH.

IHpogunaxmuxa cpunna y oemeli
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O3 HO W HHpeRTHH

ObLiTa IPOJIeMOHCTPUPOBaHa y AeTel oT 1 roja 1o 12 jeT nociie KOHTaKTa ¢ 3a00JIEBITUM YJICHOM
CeMbH WJIU ¢ KeM-TO U3 MIOCTOSIHHOTO OKpY KeHHs. OCHOBHBIM MapaMeTpoM d(dekTuBHOCTH ObLiTa
JacToTa J1aGopaTOpHO MOATBEPIKICHHONW IPUIIIIO3HON HH(EKITHH.
IHpogunaxmuka epunna y 1y ¢ OCIAOREHHBIM UMMYHUMEMOM
Y nur ¢ 0cabIeHHBIM UMMYHUTETOM IIPU CE30HHOMU TPUNITIO3HONW MH(EKITUU U NIPU OTCYTCTBUH
BUPYCOBBLJICTICHUSI UCXOAHO NpOoUIAKTHUSCKOS MPUMEHEHHE OCeIbTAMMBHpPA IPUBOJAWIO K
CHUIKEHHIO YacTOThI nabopaTopHo MOATBEPKASHHON TPHUIIIIO3HOU HH(pEKINH,
COTIPOBOKAAIONICHCS] KJIMHUYeCKOM cuMmToMatuko, mo 0,4% (1/232) mo cpaBHenuto ¢ 3%
(7/231) B rpynmne maanebo. JlaGopaTopHOo TOATBEpKASHHAS TPHUIIO3HAsT HHQESKITHS,
COIIPOBOXKIAIOMASACA KIMHUYECKONM CHUMIITOMAaTUKOM, JIMarHOCTHPOBajlach IIPU HAIUYHUH
TeMIlepaTypbl B TOJOCTH pTa Bhime 37,2°C, kanuis WHWIM OCTpOTO pHHHUTA (BCe
3aperucTpUPOBAHHBIE B OJIMH M TOT K€ JeHb BO BpeMs IpHeMa mpemnapaTta/mianedo), a Takke
MIOJIOKUTESIBHOTO pe3ysibTaTa oOpaTHO-TPAHCKPUIITA3HOM MOJUMEpa3sHOM LENMHOM peakiuu Ha
PHK Bupyca rpunna.
Jevenue cpunna y nayuenmos (Oemet, noOpoOCMKOE U 63POCIbIX) C OCIADNEHHIM UMMYHUMEMOM
B paHAoMHU3HpOBAHHOM JIBOWHOM CJIETIOM HCCIICJIOBAaHHH OLCHKH NpomiIst Oe30MacHOCTH
OCeNIbTAMUBHPA U €T0 BIMAHHUS Ha Pa3BUTHE PE3UCTEHTHOCTH BHUpyca Trpunmna (MepBUYHBIHN
aHaJU3) V TAIlUEHTOB ¢ OCNaGJICHHbIM MUMMYHHMTETOM W TPHUNNO3HON HH(EKIUeH TpUHUMAIH
yuacTie 151 B3pociplii marueHT, 7 moApocTKoB (12 jeT) u 9 jnetei. DTH MalUeHThl ObLTH
MIPUTO/IHBI TAKXKe W JUISI OLIeHKH >(PPeKTUBHOCTH OCeIbTAMHBHpA (BTOpUUYHBIH HeOyCTEpHBIN
aHaJIN3).
B uccnenopanue ObLIIN TakKe BIJTIOUYCSHBI MAIUEHTHI TIOCIIE TPAHCIUIAHTAIIMH COJTUIHBIX OPTaHOB,
reMaToNoOdTHYSCKUX CTBOJIOBLIX KiIeTok, BHUY+ mammentel ¢ uucioM CD4+ xietoxk <500
KJIETOK/MM’, TIAI[HEHTHI, TOJTyYaBIIie MMMYHOCYIIPECCHBHYIO TEpaIlUIo, a TakiKe MAITMEeHTHI CO
3JI0Ka4eCTBEHHBIM TeMOOIACTO3OM.
[TaneHTHI OBUTH pPaHIOMUZHPOBAHBI B TPYIINY JICUSHUS] OCEIILTAMUBUPOM HA MPOTSDKSHUH
10 nHel (rpynmna cTaHJapTHOM 103kl 75 MI 2 pasza B CYTKH —73 B3pOCIbIX MMAI[UEHTa, 4 TOJAPOCTKA
u 4 peGeHka; rpymnna ABoHOH 1031 150 Mr 2 paza B cyTku — 78 B3POCIIBIX MAIUeHTOB,
3 mojipocTKa U 5 AeTel) B TeueHUe 96 yacoB ¢ MOMEHTA Pa3BUTHS CUMIITOMOB rpumnmna. J[usa geteit
J03a ObljIa CKOPPEKTUPOBAHA B 3aBUCHUMOCTH OT MAacChl TeJia.
Cpennee BpeMsl pazpelieHHs] CUMITOMOB TPHIINA V B3POCIBIX MAIUSHTOB M MOJPOCTKOB OBLIO
COIIOCTAaBUMO B rpyIe crtangapTHo jgo3bl (103.4 waca, 95% noBeputeabHbId UHTEpBAT 75,4
122,7) u B rpynne apouiHo#M go3bl (107,2 gaca, 95% noseputenbHbli uHTEpBal 63,9-140,0).
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Bpewms pazpemeHust CHMIITOMOB TPHIIIA Y JIeTeH CHHLHO'-BLISJTH Ch, UT

B MHTEPIIPETALUU PE3YJILTATOB U3-3a MAJICHBKOTO pa3Mepa BHIOOpPKH MarueHToB. COOTHOMEHHE
B3pOCIIBIX MAlMSHTOR ¢ BTOPUUHBIMHU MH(PEKIMAMHE ObUIO Takxe comocTaBuMo (8,2% B rpymie
CTaHJIApTHOM 03bI U 5,1% B rpynie ABorHOM 103b1). Cpeu jieTel U MOAPOCTKOB TOJIBKO y
1 maruenTa (MOAPOCTKA) B TPYINE CTAHJAPTHOW 03Bl pa3BWIAChH BTOPUYHAS HWHQESKIUA
(GakTepHaIbHBIM CUHYCHT).

Hccnenopanne dapMakoguHaAMUKU U (apMaKOKUHETHKH ObUIO IPOBEICHO ¢ ydacTHeM JieTeH ¢
CHJIBHO 0cJIa0JIeHHBIM MMMYHHTeTOM (<12 set, n=30), KoTOpble MOIyYaIH OCEILTAMHBHD B
CTaHJIAPTHOM J103€, CKOPPEKTUPOBAHHOM 110 Macce Tena (75 Mr 2 pa3a B CYTKH), U B TPOHHOH J103e
(225 Mr 2 paza B CyTKH) 110 a/ITAaITUBHOM cXeMe npuema 5—20 quel (cpeaHsis NpoJ0JKUTEIBHOCTh
JeueHus1 9 JHeH). Y MallMeHTOB B TPYIIE CTAHAAPTHOM J103bI HE OTMEUYAJIMCh BTOPHUUYHBLIS
GakTepuaibHble WHPEKIUK (OpOHXUT U CHHYCHT), 0 2 CIIy4asiXx MX Pa3BUTHA COOOMAIOCH Y
MAIUEHTOB B TPYIIIIE TPOUHOM JO3BI.

JlanHble W3 JBYX HCCeIoBaHUM (PapMaKOKMHETHKH M (papMaKOJUHAMHUKH IIOATBEPIKIAIOT
SKCTPANOAIUI0  >(PPEKTUBHOCTH TpenapaTa Yy B3pOCIbIX MAIUEHTOB ¢ OCJIabJIeHHBIM
HMMYHHUTETOM Ha TAIIMeHTOB JIETCKOTO Bo3pacTa (<18 ser) ¢ ocinabieHHBIM UMMYHUTETOM (CM.
paznen «Crnocob MpUMEHEHHS U I03bD», ojpasael «Jlo3upoBanue B 0COOBIX CIIyUasIX», U pas/ie
«DapMakoJIOTUUSCKUE CBOUCTBa», mojpazfen «DapMakoKHHETHKA B OCOOBIX Tpymmax
MAIUESHTORY, MYHKT «llarueHThl ¢ 0cIabIeHHBIM UMMYHUTETOM)).

Pesucmenmuocmu

Knunuuecxue uccneoosanus

Puck mosiBiieHHsT BHpPYCOB TIpHUINAa €O CHHKCHHOW UYBCTBUTEJIBHOCTHIO WM SIBHOU
PE3UCTEHTHOCTRIO K IMpenapary HU3yqaicsl B KIMHUYECKHX HMCCIISTOBAHUSX, CIOHCHPOBAHHBIX
KoMItaHueH Por.

ITosirieHHe pPe3UCTEHTHOCTH BHpYyca K OCESJIBTAMHMBHPY dYallle HaOMIOAAIoch y JeTed 4eM y
B3pOCIIBIX MAIUEHTOB U MoJpocTKOB (18% y mutageHieB B Bozpacte <1 roga u <1% y B3poOCIIbIX
MAI[UCHTOB).

VY Aerelt ¢ pe3sUCTEHTHBIM K OCeIbTAMUBUPY BUPYCOM HOCHTEIBCTBO, KaK IPABUIIO, UMeIIo Oollee
IPOJAOJDKUTEIBHBIN  XapaKkTep [0 CpPaBHEHUIO ¢ CyOBeKTaMM ¢ BHUPYCOM, 00JaJaiomum
YyBCTBUTEILHOCTHIO.

Opnako, BbI3BaHHAS Tepalued pe3UCTeHTHOCTD K OCeIbTAMUBHPY HE BJIMSUIA HAa TePAIIeBTHUSCKUAN
OTBET H He BBI3BIBAJIA IIPOUICHUS CUMIITOMOB TpHUIIIIA.

Y B3pOCNBIX MAIUEHTOB U MOAPOCTKOB ¢ OCJIa0JICHHBIM MMMYHHMTETOM, IIOJyYaBIIUX
OCeNbTAMUBHD B cTaHIapTHOH q03¢e (14,5%, 10 maruenToR U3 69) Win IBoiHOM 103¢ (2,7%, 2/74)
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Ha IpoTskeHuH 10 qHeH, yacToTa pa3BUTHS pe3

BBIIIIE, YEM Y B3POCJbIX MAIUEHTOB M MOJIPOCTKOB € HOPMAJIbHBIM HMMYHUTETOM, TaKKe
MOJIYYaBIIUX OCEJILTAMUBHP.

BonbmUHCTBO B3pOCHBIX MAIUEHTOR C PE3UCTEHTHOCTHIO TepeHecTH TpaHCIUTaHTaruo (8/10
MAIASHTOR B TPYIIIE CTAHJAPTHOM 10361 U 2/2 MAIlHeHTA B TPYIIIE JBOHHON TO35I).

Bonbmiasi 4acTh  MAIlMCHTOB-HOCHUTEJICH  OCEIBTAMHUBHP-PE3UCTEHTHOTO  BHpyca  ObLia
HHPUITUPOBAHA BUPYCOM TPHIINA THIIA A; HOCHTEILCTBO HMEJIO MPOJIODKUTEILHBINA XapaKTep.
YacToTa pazBUTHSL PE3UCTEHTHOCTH K OCEIBTAMUBHUPY Y JETEH, MOIYUYAIOMHUX OCSIBTAMUBUD, B
JIBYX HCCJIE/IOBAHMSIX 110 U3YUSHUIO PE3UCTEeHTHOCTH cocTaBmia 20,7% (6 mamueHToB u3 29). U3
6 netedt ¢ OOHApPYKEHHOM PE3UCTCHTHOCTHIO K OCEJIbTAMUBHPY, BO3HHKIICH Mocie Hayajia
JISUSHHUsI, 3 MAIMEHTA IOJYYald CTAHJAPTHYIO J03Y U 3 — BBICOKYIO (JBOHHYIO WJIH TPOUHYIO

703Y). Y GOJILITUHCTBA MAIUEHTOB ObLT OCTPBINA JTUMQOUTHBIN JISHKO3 B BO3pacT <5 JIeT.

YacTtoTa Pa3BUTHA PE3UCTCHTHOCTH K OCCJIbTAMUBHUPY B KIIMHHYCCKUX HCCIICJOBAHUAX.

HOHy.]I?II_II/Iﬂ IIaITHCHTOB IlaruenTsl ¢ MyTalujAMH, IIPUBOJAIIUMHA K PE3UCTCHTHOCTH

OeHOTUNTHPOBAHUE

I'eno- u penoTunupoBanue™

Bapocibie U moipocTku

21/2382 (0,88%)

27/2396 (1,13%)

Heru (1-12 5eT)

71/1726 (4,11%)

78/1727 (4,52%)

Munanennpl (<1 rojma)

13/71 (18.31%)

13/71 (18.31%)

*Tlommoe ICHOTHIIHPOBaAHHUC HC OBUTO IIPOBCACHO HHU B OJTHOM H3 HCC.HQZ[OB&HI/[I\;I.

lIpogunaxmuxa ecpunna

[Ipu npueMe oceabTaMHUBHpPA C 1eJIbI0 TOCTKOHTAKTHOH MpoduiiakTHKH (7 AHEH), TpOoPHUITaKTHKH
KOHTAKTUPOBaBNIHX B ceMbe (10 THeH) U ce30HHOM NMPOoPUIAKTHKH (42 JTHS) Y JIUIl ¢ HOPMAJIbLHOM
(byHKIIHMEH UMMYHHOM CUCTEMBI CITYUaeB PE3UCTEHTHOCTH K TpenapaTy He OTMEUESHO.

B 12-mHenenbHOM MCCIEIOBAHMHM IO CE30HHOM TpodHIaKTHKE Yy JIMII C OCJIa0JIeHHBIM
HMMYHHUTETOM CIIYUaeB BORHUKHOBEHUSI PE3UCTCHTHOCTH TaKk)Ke He HaOIIOAaI0Ch.

Jannvie omoenbHblX KIUHUYECKUX CAYHAeE U HADNI0OAMENbHbIX UCCAe008aH U

Y DanueHToOB, HE MOJYYABIIUX OCEIbTAMHBHp, OOHAPYKCHBI BO3HUKAIONHE B TMPHUPOIHBIX
VCIIOBUSX MyTaIlUU BUPYCOB rpunma A u B, kotopbie 00Ja1aii CHUIKEHHON 9YBCTBUTEILHOCTHIO
K oceapTamuBupy. B 2008 roay wmyranus mo Tumy 3ameHsl H275Y, npuogsamas
PE3UCTCHTHOCTH, ObLIa oOHapyxkeHa Oosiee ueM y 99% mrammor Bupyca 2008 HINI,
nmupkyaupyromux B Eepone. Bupyc rpunma 2009 HIN1 («cBuHOH Tpumin») B GOJIBIIHHCTBE

clIiyqdacB OBLI YYBCTBUTCJICH K OCCIbTAaMHBHUPY. YcTOHUYHBREIE K OCCJIbTAMUBHUPY IITaMMbI
&
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HMMYHHUTETOM, TPUHAMABIINX ocedbTaMuBHp. CTeleHb CHUXKCHHUS YYBCTBUTSIBHOCTH K
OCEeNIbTAMUBHPY M UYacTOTa BCTPEUAGMOCTH IOJOOHBIX BHUPYCOB MOXKET OTJIHYATHCS B
3aBHCHUMOCTH OT CE30HA M PErHOHA. Y CTOMYHBOCTH K OCSIbTAMUBUPY OOHApYIKEHA Y MAI[HSHTOB
¢ maHgeMudeckuMm rpunmoM HINI, modydaBmiuxX mpemapaT Kak ISl JISYSHWS, Tak W JUISI
MpoUIAKTHKH.

YacToTa BCTPEUaAeMOCTH PE3UCTEHTHOCTH MOXKET OBITH BbINIE y GoJiee MOJIOJBIX HAIUCHTOB H
MAIHSHTOBR ¢ OCNaONeHHHIM HMMYHHUTETOM. YCTOWYHBBIE K OCENbTAMHBUDPY JIabopaTopHBIE
MITAMMBI BHPYCOB TpHUNNAa W BHPYCHl TPHUINA OT MAIHMCHTOB, TOJYYABIMINX TEPAIUIO
OCeJIbTAMUBUPOM, HECyT MyTaluu HeWpamuHugazbl N1 w N2. Mytanuu, npuBojsmue K
YCTOWUYMBOCTH, YaCTO SIBJBIIOTCS CIICHU(PUUSCKUMU IS IOATUIIA HeMpaMUHHU1a3bl.

[Ipy TpUHATHU pelieHHus] O TNPUMEHEHHH OCeJIbTAMHUBHpA CJeIyeT YUHTHIBATh CE30HHYIO
YyBCTBUTEJIHLHOCTh BHUpPYCa TPUMNA K MIpemnapary (MOCIeIHIO HHGOPMAIUI0 MOXKHO HAWTH Ha
caiite BO3).

Hoxnunuueckue darivsle

JIoKTHHUYECKHE JTaHHbBIE, TIOTYISHHbIC HA OCHOBAHHUH CTAHAPTHBIX UCCIISIOBAHUH 110 H3YICHHUIO
(apmakosiornueckoi 0e30MaCHOCTH, TeHOTOKCHYHOCTH M XPOHHUYSCKOW TOKCHYHOCTH, He
BBISIBUJIH 0CO00H OMACHOCTH JIUIA YeJIOBEKa.

Kanyepocennocms: pe3yabTaThl 3-X UCCISAOBAHHUMN TIO BBISIBJICHHIO KAHIISPOTSHHOTO MOTSHITHAJIA
(IByX 2-X JIeTHUX MCCIIeIOBAaHUN Ha KpbICaX W MBIMAX JUISI OCeJIbTAMHBUpPA M OJIHOTO 6-TH
MECAYHOTO MCCIIeIOBAHUS HA TpaHCTeHHBIX MbImax Tg:AC mist akTHBHOTO MeTaboauTa) ObLIH
OTPHUIIATSIIHHBIMH.

Mymazennocms! CTaHTAPTHBIE TEHOTOKCHYECKHE TECThI JUISI OCSIBTAMHBHPA M aKTHBHOTO
MeTaboIuTa ObLITH OTPHULIATSIHHBIMHU.

Brusnue na gpepmunvrocms: ocenbTaMuBup B J1oze 1500 Mr/Kr/cyT He BIIMSUT Ha TEHEPATUBHYIO
(bYHKITHIO CAMIIOB U CaMOK KpBIC.

Tepamocennocms: B UCCICIOBAHUSX TI0 U3YUSHUIO TEPATOTSHHOCTH OCSIIbTAMHBHUpA B J03¢€ JI0
1500 mr/kr/cyT (Ha Kpbicax) U 1o S00 MI/Kr/cyT (Ha KpOJUKax) BIUSAHHS Ha SMOpHO-(eTaTbHoe
paspuTHE He OOHapyXKeHO. B HcciieIoBaHUsAX M0 U3YUSHUIO AHTEHATAJILHOTO U MOCTHATAIBLHOTO
MIEPUOOB PA3BUTHSI Y KPBIC MIPH BBEJICHUH OceIbTaMHUBHpa B J1o3e 1500 Mr/kr/cyT Habmromnaioch
VBeJIMUSHHE TEepHOoJa POJIOB: Tpedesl Oe30MacHOCTH MEKIY SKCHO3UIUCH Ui YesloBeKa H
MaKCUMAaJIbHOH He OKasbIBaromer >ddekra mo30h y kpbic (500 MI/Kr/cyT) /Uil ocesibTAMHBHpPA
BhImie B 480 pas, a T ero akTHBHOTO MeTaboJIuTa — B 44 pasza. DKCIO3UIHS Y TJI0/]a COCTABIISUIA

15-20% ot TakoBO¥M y MaTepH.



CorjacHo OI'PaAaHHUYCHHBIM JaHHBIM OCCJIbTAMHBHP H €TI0 aKTHBHBIH MeTaOOJIHUT IIPpOHUKAIOT B

IpyJHOEe MOJIOKO uesoBeka. Ilo pesyibraraM SKCTpalosAMM JIAHHBIX, IIOJIYYSHHBIX B
WCCIICIOBAHUSIX Y JKUBOTHBIX, UX KOJHUYECTBO B TPYJHOM MOJIOKE  MOXKET COCTABJISITh
0,01 mr/cytku u 0,3 MI/CYTKH, COOTBETCTBEHHO.

IIpumepro y 50% mnpoTecTHPOBAHHBIX MOPCKHMX CBHMHOK IIpH BBEJ€HHHM MaKCHMAJIBHBIX J103
AKTUBHON CyOCTaHIIMM oceIbTaMHUBHpa Haboanach CeHCUOMIN3AIMS KOKU B BHJIE DPUTEMBL
Takske BBISIBJICHO 0OpaTUMOE pa3ipasKeHHe IJ1a3 Y KPOJHUKOB.

B To Bpemsi kak oYeHBb BBICOKHE MepopaibHble OJHOKpaTHbIC 03bI (657 MI/KT U BHIINIE)
OCeJIbTAMUBHpPA HE OKa3bIBAJIM BJIUSHHS Ha B3POCJBIX KpbIC, JaHHBIE [03bl OKa3bIBaJIH
TOKCHUYECKOe JIEUCTBHE Ha HE3peJIbIX 7-JHEBHBIX JETEHBIIIEH KPbIC, B TOM YHCJIE IIPUBOIMIH K
rubenu kUBOTHBIX. HeskenaTenbHBIX 3 exTor He HAOII01aIOCh P XPOHUUIECKOM BBE/ICHUH B
mo3e 500 mr/kr/cyT ¢ 7 o 21 1eHb MOCTHATAIBHOTO MEPHO/IA.

D apmaxoxkunemuxa

Bceacuvisanue

OcenpTaMHUBHpP JIETKO BCACHIBACTCSI B JKEJY/IOYHO-KHIIEYHOM TpaKTeé M HOKCTEHCHBHO
mpeBpaimaeTes B aKTUBHBIH MeTaOOoJIUT TOJ JeHCTBHEM IMEUCHOUHBIX M KHIIEUHBIX SCTepas.
KonmnenTtpanuu akTUBHOTO MeTabOJIMTAa B IUIa3Me oOmpeessitorest B mpenenax 30 MUH, BpeMst
JIOCTH)KCHUSI MaKCUMAaJIbHOW KoHIeHTparmu 2-3 4, U Oosnee yem B 20 pa3 MpeBBIMNAIOT
KOHIIEHTpaIluu npojiekapcTBa. He Menee 75% npuHITON BHYTPH JI03bI TIOTA/IAET B CUCTEMHBIN
KpOBOTOK B BH/I¢ aKTUBHOTO MeTaboJuTa, MeHee 5% - B BH/Ie HCXOJHOTO Mpemnapara.
[InmasMeHHBIE  KOHIICHTpAIlUM  KaK  TMPOJIGKapcTBa, TaK M aKTUBHOTO  MeTaboJMTa
MPOTIOPIMOHATBHBI 03¢ U HE 3aBUCST OT IIpUSMa IHUIITH.

Pacnpeoenenue

O61beM pacnpeenenus (Vss) akTHBHOTO MeTaboiuTa —23 I

[To gaHHBIM HCCIIETOBAHUMN, TIPOBE/ICHHBIX HA JKUBOTHBIX, TIOCJIE TIPUEMA BHYTPh OCeIbTAMUBHPA
ero akTHBHBIM MeTaboJUT OOHApYKUBAJICA BO BCEX OCHOBHBIX ouaraX HH(EKIUU (JIETKHUX,
MIPOMBIBHBIX BOJIaX OpOHXOB, CIU3UCTOM 000JO0YKe IMOJIOCTH HOCA, CpPeJIHEM YXe W Tpaxee) B
KOHI[EHTPALUSIX, 00eCIIeUNBAIONUX TPOTUBOBUPYCHBIH A PEKT.

Ces13p akTUBHOTO MeTabonuTa ¢ OeskaMu miazMbl — 3%. CBsI3b MpoJiekapeTBa ¢ OeTKaMy TUIa3MBbl
— 42%, dYTO HEIOCTATOYHO, YTOOBI CIYKHUTh TMPUYHHOH CYIECTBEHHBIX JICKAPCTBEHHBIX
B3aUMOJESUCTBHIA.

Memabomusm
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HAXO/AMUXCS NPEeUMYIIECTBeHHO B MeueHH. Hu ocenbTaMHBHpP, HU AKTUBHBIM MeTaOOIUT HE
SIBIISIFOTCST CyOCcTpaTaMy WM HHTHOUTOpPaMH W30(hepMEHTOB CHCTeMBI ITuTOXpoMa P450.
Buiseoenue

Beisogutcsa (>90%) B BHJIe aKTHBHOTO MeTabOJHUTAa TPSUMYIISCTBCHHO MOYKAMHU. AKTHBHBIN
METabOJIUT He TTOABEPTASTCS TaJIbHeH el TpaHchopMaIliuK U BEIBOAUTCS MoUKaMu (>99%) myTem
KJIyO0OUKOBOU (DHIILTpAITUH U KaHATbIIeBOM cekpenuu. [loueunsrit kiupenc (18,8 /4) npepsimmaer
CKOPOCTh KiIyOGoukoBoM (unbTpaiiuu (7,5 1/9), 9To yKasbIlBaeT HA TO, UTO MpeTapaT BHIBOIUTCS
ele W IyTeM KaHAJIbLEeBOM ceKkpelMH. Uepe3 KHUIIEUHHK BbIBOAUTCS MeHee 20% IpPUHATOTO
npenapata. llepuos momyBeIBeIeHUSI akTUBHOTO MeTabouTa 6—10 1.

D apMaAKOKUHEMUKA 6 0CODBIX ZPYNNAX NAUUEHMOE

Hayuenmol ¢ nopaosicenem noiex

IIpu npumenenun ocenvramusupa (100 Mr gBa paza B CyTKM B TeUeHHUE 5 JHEH) y MMALIUEHTOB C
PA3TUYHON CTENEeHBIO MOPAKECHUs TMOYCK IUIOMAAb IMOJI KPUBOW «KOHIEHTpAIUs AKTHBHOTO
Metabosmuta B 1wiazMe — BpeMsi» (AUCocensrammenpa xapGoxemnara) OOpaTHO TMPOTOPIHOHATBHA
CHUKCHHIO (PYHKITHH MMOYEK.

(QapMakOKMHETHKA OCeJIbTAMHUBHpA Yy IMALUEHTOB ¢ TEPMHUHAIBHOM CTaJUed IMOYSHUHOU
HEJIOCTATOYHOCTH (C KIUpeHCOM KpeaTuHHHAa <10 MJI/MHH), HE HaXOJSAMIUXCS HAa JUAIH3E, HE
H3yuaiach.

Hayuenmol ¢ nopaoicerem nedenu

[TosydeHHsle in vitro U B UCCIICAOBAHUSIX HA JKUBOTHBIX JaHHBIC 00 OTCYTCTBUU 3HAUUTEIHLHOTO
nopbimeHus: AUC ocelbTaMUBHpA HWIH €T0 aKTHBHOTO MeTaOOJMTA MPH HapyIIeHHH (PYHKIIHHA
MEeUCHU JISTKOW M Cpe/IHed CTeNeHW TSDKeCTH OBbLIM TOJATBEPKISHH U B KIMHHUYESCKHUX
uccieqoBaHusaxX (cM. «JlosupoBanue B 0coObIX ciiyuasix»). besomacHocTh U (papMakoOKHHETHKA
OCebTAMUBHpPA Y TAIIUEHTOB ¢ TSDKEJIBIM HapylieHueM (YHKIUU MeUeHH He U3yUajach.

Hayuenmul nOSICURO20 1 CIMIADYECKO20 603PACING

Y [alMeHTOB IOXKUIOTO M CTapuyecKkoro Bospacta (65-78 JeT) DKCHO3UIMUS AKTHUBHOTO
MeTabO0JIUTa B PABHOBECHOM COCTOSIHUM Ha 25-35% BbiIe, 4eM y GoJiee MOJIObIX IAIIUSHTOB MIpH
Ha3HAUYeHWH AaHAJOTMYHBIX 103 ocelbTaMuBHpa. Ilepuon mosyBsiBeleHHMs Ipemaparta vy
MAIUSHTOR MOXKUIIOTO U CTAPUYSCKOTO BO3pACTa CYIMIECTBEHHO He OTIIMYAJICA OT TAKOBOTO y OoJlee
MOJIO/IBIX HAlUeHTOB. C y4eToM JaHHBIX IO SKCIO3MIMM IIpernapara U ero IMepeHOCUMOCTH
HaI[UeHTaMH OKUJIOTO M CTAPUECKOT0 BO3pacTa KOPPEKIUH J03bI IPU JICUEHUH U IPOPUITAKTUKE
rpunna He TpeOyercs.

Jlemu 6 sozpacme om 1 2o0a 0o 8 nem u noopocmku
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HCCIIeIOBAHUHM ¢ OJHOKpAaTHBIM IIPHUEMOM Ipenapata M B KIMHHYECKOM HCCJIEOBAHHUU IIO
W3YUYCHHIO MHOTOKpPATHOTO MpHeMa MpemnapaTa y HeGoIbIIoro unucia JeTed B Bospacte 3—12 Jer.
CxopocTh BBIBEJICHHS aKTHBHOTO MeTaboJMTa ¢ MOMPABKOM Ha Maccy Teja y JAeTed MIIajIiero
BO3pacTa BBINE, YeM Y B3POCIBIX, UTO MPUBOAUT K Gosiee HU3KkUM AUC 10 OTHONICHHIO K
KOHKpeTHOM go3e. [lpuem mpemapara B go3¢ 2 MI/KT U OJTHOKpATHBIX 703 B 30 Mr wim 45 Mr B
COOTBETCTBHU € PEKOMECHJALMSIMHU IO JO3UPOBAHUIO JUII JeTeH M HKCTEMIOPAIBHOMY
MPUTOTORIICHHIO CYCIICH3UM, TPUBEJSHHBIMH B pazfeie «Crocod NpUMEHEHHS U JIO3bD»,
obecrieunBaeT Takyio ke AUC ocenpTaMuBHpa KapOOKCHIATa, KaKasi JOCTUTACTCS Y B3POCIIBIX
MIOCJIe OJJTHOKPATHOTO IpUeMa Kallcyiibl ¢ 75 Mr npenapara (4TO PKBUBAJICHTHO  TPUMEPHO
1 mr/kr). ®apMakoKHHETHKA OCEJIbTAMUBHpA Y AeTeH cTapie 12 JeT Takas ke, KaK Y B3pOCIbIX.

FBepemennvie siceHiiHvl

B xone oObeMHEHHOTO aHAIW3a MOMYJSAMHOHHONH (apMaKOKMHETHKHM OBLIO BBISIBJICHO, UTO
IpUMEHEHHE OcCeIbTAMHUBHpA B J103€, yKazaHHOH B pazgene «Crmoco0 NMpUMEHEHHS] U JI03bI»,
IPUBOIUT K OoJiee HURKOM HKCIIO3UIMHN aKTUBHOTO MeTabosmTa (B cpegHeM Ha 30% B TeueHue
BCeX TPUMECTPOB OepeMEHHOCTH) yV OepeMEHHBIX JKeHIUH II0 CpaBHEHHUIO ¢ HeOepeMeHHBIMH
JKeHIMMHAMH. HawMeHbIlasg pacyeTHass OKCIIO3HMIMSA, TEeM HE MeEHee, OCTaeTcsl BhIIIe
HHTUOUPYIONIUX KOHIeHTpanud (3HaueHus IC95), oaHOBpeMeHHO HAXOJsICh Ha YPOBHE
TEpaNeBTHUECKOTO BO3SHCTBHUSA U psijila IITAMMOB BUpyca rpunna. KpoMe Toro, pe3yibTaTsl
HaOJII0aTeIbHBIX MCCIICAOBAHUH BBIBIIIIOT IOJIB3Y CYIIECTBYIOMETO PelKMMa JO3UPOBAHUS B
VKa3aHHOH MOMYJBILUK NaIlMeHTOB. TakuMm oOpazoM, H3MEHEHHE peKUMa JO3UPOBAHMS Y
OepeMeHHBIX KESHIUH IIPU [IPOBEACHUH Tepaly WM NpOo(HIAKTUKY TPUIIIA HE pEKOMEHyeTCs
(eMm. pazzmen «®apMakoJOTHUYECKHE CBOWCTBa», mojpazjes «DapmakoJMHAMHKA», ITYHKT
«Jleuenue rpunia y OepeMeHHBIX JKSHIUH).

Hayuenmol ¢ 0CAGOASHHBIM UMMYHIUMENOM

AHaJIU3BI TOMYJSIITAOHHOHN (papMaKOKMHETHKH YKa3bIBAIOT HA YBEJIMUCHHE dKCmo3uiuu (Jio 50%)
AKTUBHOTO MeTaboJUTa OCeJbTAMUBHpPA V B3POCIBIX TAaIlUeHTOB M jJeTed (<18 uier) ¢
0cJIa0JICHHBIM UMMYHHTETOM II0 CPABHEHHUIO € IAIIMEHTAMH ¢ HOPMAJIbHBIM UMMYHHUTETOM (Kak
yKazaHo B pazjene «Cnoco® mpuMeHeHHs W A03bI»). Ilpu 5ToM KIHpeHC KpeaTHMHHHA B ATHX
IpyIIax 0CTaeTcsl COMOCTABUMBIM.

Hanwuue cHU)KeHHOTO MMMYHHUTETA V HAIUEHTOB He TpeOyeT KOPPeKIUH J103bI OCeIbTAMUBHPA,
Omaromapsi  BBICOKOMY  Ipejeny  Oe30IaCHOCTM  aKTHBHOTO — MeTabosmTa.  AHaIM3
(bapMaKOKHHETHUKH M (papMaKOJMHAMHUKHM B JBYX MCCIIEJOBAHUSAX € YYacTHEM MAI[UCHTOB ¢
0CJIAGJIeHHBIM HMMYHUTETOM HE BBISBHJ JIONOJHHUTEIBHOIO 3HAYMMOTO IMPEUMYILIECTBA IIpH
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y B3pOCIBIX TAIIMEHTOB ¢ TMOPAaXKEHUEM IIOYeK JI03bI HEOOXOJUMO KOpPPEKTHUPOBATH B
COOTBETCTBUU ¢ UH(pOpMaIUeH, IpecTaBIeHHON B pazjiene «Crnocod NpUMeHEeHUs U T03bI».
IlokazaHua K IpUMeHEeHUIO
. Jleuenue rpurmmna y B3pocCibIX U JIeTeH B Bo3pacTte cTapiie 1 roja.
. [IpodunakTuka rpumma y B3pOoCHbIX M IOJAPOCTKOB B Bo3pacTe crTapme 12 Jjer,
HAXO/AMMUXCSA B TpYIIaxX MOBBIIICHHOTO PUCKA HH(UIUPOBAHUS BUPYCOM (B BOMHCKUX YACTSIX U
GOJBIINX MPOU3BOACTBECHHBIX KOJUIGKTHBAX, YV OCJIA0ISHHBIX MAITHSHTOB).
. [IpodunakTuka rpunmna y getei ctapmie 1 roja.
IIpoTuBOMNIOKaA3ZaHUA
e ['UNepUYBCTBUTEIBHOCTh K OCEJLTAMUBHPY WIH JIOOOMY JAPYIOMY BCIIOMOTATeIbLHOMY
BEIECTBY.
e TepmuHanIbHAS CTAAUS MOYSUYHON HEJTOCTATOUHOCTH (KIIUPEHC KpeaTHHHUHA <10 MI/MUH).
e Tsprenas medeHOUHASI HEJOCTATOUHOCTD.
e Jletckuii Bo3pact 1o 1 roxa.
C ocTopoxHOCTBIO
. BepeMeHHOCTD, TEpUO/T TPYAHOTO BCKAPMIIUBAHMUS.
e [Ipumenenne B KOMOHWHAIIMM ¢ [peliapaTaMHd, MMEIOIUMH VY3KYIO  MIHPOTY
TEpaIEeBTHUSCKOTO JISUCTBUS (HaNIpUMep, XJIOPIPONIaMHU/I, METOTpeKcarT, OyTaIHOH).
IIpymeHeHte TpU GepeMeHHOCTH U B MePHO/ I'PY/THOTO BCKAPMIINBAHMS
FBepemennocmy
HeGnaronpusiTHbIH HCX0/1 GepeMeHHOCTH M aHOMAJIUU PAa3BUTHSI IUI0/1A, 4 TAKXKE PUCK CEPhE3HBIX
BPOXK/ICHHBIX TOPOKOB PAa3BUTHS, B TOM YHCJIE BPOMKICHHBIX IOPOKOB CepJiila, CBSI3aHbI ¢
3a00JIeBaHUEM TPHUIIIOM.
Bonbiioe KoIUYeCTBO TAHHBIX O BO3JACHCTBUU OCe/IbTAMUBHpA Y OepeMEeHHBIX JKCHITUH B XOJIe
MOCTPETUCTPAIIHOHHOTO IIPUMEHEHHUS U HabJIIo/1aTe b HBIX HecliefoBanuii (6osee 1000 narueHTOR
Ha TIEPBOM TpUMecTpe OCepeMEHHOCTH) HE YKa3bIBalOT HM Ha TOPOKH pa3BUTHA, HU Ha
(beTo/HEOHATATILHYIO TOKCHYHOCTH OCEIIbTAMUBHPA.
OpaHako B 0JHOM HaOII0/1aTeILHOM HCCIISIOBAHUH PE3YIIBTAThI OLIEHKH PUCKA PA3BUTHUS TSIKEIIBIX
BPOJK/IEHHBIX IIOPOKOB CEep/Illa, JUATHOCTUPOBAHHBIX B TeUeHHUE 12 MeCsIeR MMOCIe pOXK/IeHHS, He
ObLIM OJTHOZHAUHBIMHU, XOTsA OOIUHM PUCK MOPOKOB pPa3BUTHSA W He ObUT yBenuueH. B nanHOM
WCCIIeIOBAHUHU YACTOTa PAa3BUTHS TIKEJIBIX BPOMKIACHHBIX MOPOKOB cepilla Mocie MPUMEHEHHUS
ocebTaAMUBHpPa B TeUSHHE MepBOTO TpuMecTpa GepeMeHHOCTH cocTapisiia 1,76% (7 miaieHies

u3 397 GepemeHHocTeH) 1Mo cpaBHeHuIo ¢ 1,01% npu GepeMeHHOCTH B o0IIeH momyssiiuun 0e3
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ot 21.0
(BOCNEAQRATENRHN
HPUMEHEHHUS OCeIbTAMHABHpPA (OTHONIEHHE PHCKOB 1,75, Bso/c'ﬂoﬂgbﬂeﬂkﬂbl}ﬁ' UH

%e%ﬁé;%:g,%}l 10

5,98).

Kimuuueckoe 3HaueHHE JAHHOTO pe3yJibTaTa J0 KOHIA HE SICHO, TaK KaK MCCJIS/IOBAaHUE UMEJIO
OTPAHUYSHHYIO MOIIHOCTb.

Kpome Toro, ucciieqopaHue ObLIO HEJTOCTATOYHO OOBEMHBIM, UTOOBI MPOBECTH JOCTOBEPHYIO
OIIEHKY OT/IEJIbHbIX KaTeTOpPUN TSDKEJIBIX MOPOKOB Pa3BUTHS, IPH STOM JaHHbIE Y JKCHIIUH,
MPUHUMABIIHUX U HE NMPUHUMABIIHUX OCEJIbTAMHBUD, HE MOTJIH ObITh MOJHOCTHIO COTIOCTABUMBI,
HE3aBUCHMO OT TOT0, GOJICJIH JIU OHU TPHUIITIOM.

HccnepoBanusi Ha )KMBOTHBIX HE YKa3bIBAIOT HA PEIPOAYKTHBHYIO TOKCHYHOCTH OCEJIbTAMUBHUPA
(eM. pazzient «DapMaKOJIOTHUSCKHAE CBOMCTBAY, OApasaeil «/[OKIUHUYSCKUE JAHHBIEY).
[IpuMeHeHHE OceIbTaMUBHpPA TIPU OSPEMEHHOCTH BO3MOIKHO B CIIydae HeOOXOIMMOCTH U TOCIIe
OIICHKH HMeromeiicss uHpopManuu o Oe30MacHOCTH U ToJib3e (MH(OpMAIHIO O TOJb3e
MpUMEHEHHUSI IIpenapaTa y GepeMeHHBIX )KeHIITUH cM. B mojpas/eie «DapMakoJuHAMUKA, TYHKT
«Jleuenue rpurmna y 6epeMeHHBIX KSHITUH ), a TAKKE MAaTOT¢HHOCTH MUPKYJIUP YIOIETO MTaMMa
BUpYCa TPUIIIIA.

I'pyonoe scxapmauganue

Bo BpeMst JOKJIMHUYESCKUX UCCIICIOBAHUHN OCEIbTAMUBUDP U aKTHBHBIA MeTaOOUT MPOHUKATH B
MOJIOKO JAKTHPYIOIHUX KpbIc. J[aHHBIE IO SKCKpPEIUU OCEIbTAMHBUpPA € TPYJIHBIM MOJIOKOM Y
YyeJoBeKa W TPUMEHEHHIO  OCSIbTAMHUBHpAa  KOPMSIUMHM  JKEHIOIMHAMH  OTPAHHUYCHBI.
OrpaHuvceHHbIC JaHHBIC TOKA3bIBAIOT, UYTO OCCJIBTAMHBHD H €TI0 aKTUBHBIH MeTabOJUT B
HEOOJBINMUX KOJMYECTBAX MPOHHKAIOT B TPYAHOEC MOJOKO, CO3/laBasi CyOTepaneBTHUSCKHE
KOHIICHTpAllMd B KpoBU TpyAHoro pebenka. Ilpu HazHaueHMH OCeIbTAMHUBHpPA KOPMSIIIUM
JKEHITUHAM  CJIeIyeT TakiKe VUMTHIBATh COIMYTCTBYIOMee 3a0ojieBaHUE M NATOTEHHOCTH
MUPKYJTUPYIONEro INTaMMa BUpyca Tpumma. [Ipu OepeMeHHOCTH W B TEPHOJ TPYIHOTO
BCKapMJIMBAHUSI OCEIIbTAMUBHP TIPUMEHSIOT TOJIBKO B ClIydae, eCJIM OJKHuaeMasi SBHas IoJIb3a JJIs
KOpMSIIEH MaTepH MPEBHIIIAST PUCK ISl peOeHKA.

Depmunvrocms

Ha ocHoBaHWM JOKIMHUYECKHUX JAHHBIX HE OMKHJACTCS, YTO OCEJIbTAMHUBHUD BIHMSET Ha
(bepTUILHOCTS MY)KUHH WIH JKCHIMHUH (CM. pazjiesl « DapMakoJIOrHUecKue CBOMCTBAY, MOpa3/Ie
«/loKIMHAYECKHE JTAHHBIEY ).

Criocod mpyMeHeHHs U I03bI

BayTps, BO BpeMd €/1bl WK HE3aBUCHUMO OT NpUeMa MUIiu. IlepeHoCHMOCTh IpernapaTta MOXKHO

VIAYUIIHUTL, €CJIU IIPUHUMATDL €I'0 BO BPEM: C/IbI.
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ot 21.0
B ciygasix, korja y B3pOCIbIX, MOAPOCTKOB U JeTe cyiﬂec”m}érjlmdﬁ [ H npornaﬁmaﬁneM

KallCyJl, WM [IpY HAJIMYUH [IPU3HAKOB «CTapeHHsD» KallCcyJl (HallpUMep, ITOBBIIIEHHASA XPYIIKOCTh
WIH JIpyTHe HapyIIeHUs PU3HUSCKOTO COCTOSHU), HEOOXOJUMO OTKPBITh KaIICYJIy U BBICHIIIATH
ee CojepKuMoe B HeOOJIBIIOE KOJUYSCTBO (MaKCHUMaJbHO 1 ualfHasi JIOJKKA) IHOJXOJSIIETO
IIO/ICJIAIEHHOTO MIPOAYKTA MUTaHUsI (IIOKOJIAIHBIH CHPOII ¢ HOPMAJIBHBIM COJIep KaHHEM caxapa
win 0e3 cojepikaHUsl caxapa, MeJ, CBETJIO-KOPHUYHEBBIM caxXap WIM CTOJIOBBIM caxap,
pPACTBOPEHHBIN B BOJE, CIAJKMH JlecepT, CIYIIEHHOE MOJIOKO ¢ caxapoM, sIOJIOYHOe IIope WJIH
HOTYPT) JUIsA TOTO, YTOOBI CKPBITH TOPBKUH BKyc. CMech HeOOX0IMMO THIATEIBHO MepeMenaTh U
JaTh TaUMeHTy IeaukoM. CreayeT IpOMNIOTHTh CMECh cCpa3y JKe I0cCjie IPHTOTOBICHUS.
[TonpoOHble peKkoMeHTallUU AaHbI B [oJipa3/iesie « DKCTeMIIOpaIbHOE IPUTOTOBICHUE CYCIICH3UU
Homumec®».

Cmanoapmmuulit pescum 003uposaHus

Jleuenue

IIpuem npemnapara HeoOX0IMMO HAUMHAThH HE MO3HEE 2 CYTOK ¢ MOMEHTA Pa3BUTUS CHMIITOMOB
3a00JIeBaAHMUSL

Bspocnvie u noopocmxu 6 éospacme > 12 nem

IIo 75 mr (ojHa Karcysia 75 Mr wim ofHa Karicyjia 30 Mr + ofHa kancyjyia 45 Mr) 2 paza B CyTKH
BHYTpb B TeueHHEe 5 AHel. YBenuueHue Ao3bl Oojee 150 MI/cyTKM He MPUBOJMT K YCHIICHHUIO
sddekra.

Jemu 6 sospacme om 1 cooa do 12 nem

Hetn ¢ Maccoi Tena >40 Kr, KOTOpble YMEIOT MPOIJIAThIBATh KAICYJIbl, TAK:Ke MOTYT IOJIy4aTh
JISUCHHE, IPUHUMAsI 110 OJHOM Kancyse 75 Mr (WM ofHa KarncyJja 30 Mr + oJiHa kancyJia 45 Mmr)
2 pa3a B CYTKH B TeUCHHUE 5 JTHEH.

Jns neredt B Bo3pacTe OT 1 roja BO3MOJKHO SKCTEMIIOPAJIBHOE NPUTOTOBJICHHE CYCIIEH3HH C
HUCTIONIb30BaHMeM Kamcyn 75 wmr, 45 mr w 30 wmr (cMm. moapazzien «IDKCTeMIOPaIbHOE
npHrotoBieHue cycnensuu Homumec®»).

IIpumensars npemapat Homupec® crmemyer 2 pasa B CYTKM B TeUeHHMe 5 jHeH coIlacHO

HUKETIPUBEICHHOHN TabJuIle:

Macca Tena PexomMengoBanHasi mo3a Ha | KosmmuectBo cmecu Homumec® Ha oun
OJTHH TIPHEM pueM
<15 kr 30 Mr 2 MII
>15-23 kr 45 mr 3 M

14
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>23-40 xr 60 Mr

>4( Kr 75 mMr 5 mn

IIpodunakruka

[Ipuem npenapara HeOOXOAMMO HAYMHATHL HE MO3/IHee 2 CYTOK IOC/ie KOHTaKTa ¢ 3a00JIeBIIUM
YEJIOBEKOM.

Bspocnvie u noopocmxu 6 6éospacme > 12 nem

ITo 75 mr (oxnHa kamncysa 75 mr wim ojHa karcysna 30 mr + ojaHa karcyna 45 mr) 1 pa3 B cyTku
BHYTph B TeueHHMe He MeHee 10 nHel mocie KoHTakTa ¢ 3a00JieBIIMM ueloBekoM. Bo Bpems
CE30HHOM PIUEMUHU TPUIITa — 10 75 Mr 1 pa3 B cyTKH B TeueHue 6 Heaenb. [IpodunakTuyeckoe
JICUCTBHE MPOJIOJIKASTCS CTOJIBKO, CKOJIBKO JUIMTCS IPUEM IpernapaTa.

Hemu 6 eospacme om 1 eooa oo 12 nem

Jetn ¢ maccod Tena >40 Kr, KOTOpble MOTI'YT IPOIJIAThIBATh KAaIlCYJIbI, TAK)Ke MOTYT IIOJIy4aTh
MpoHUIAKTHUSCKYIO Teparuio, IPUHUMAsI TT0 OJTHOHU Karicyse 75 Mr (uiu ofHa kancyia 30 mr +
onHa kancysa 45 mr) 1 pa3 B cyTku B TeueHue 10 qHeH.

Jlns netet B Bozpacte oT 1 rojga BO3MOIMKHO DKCTEMIIOPAJIbHOE NPUTOTOBJICHUE CYCIICH3HH C
UCIIOIb30BaHMEeM Kamcya 75 mr, 45 Mmr u 30 mr (oM. mojapasjesl «OKCTeMIIOpabHOE
npuroToraeHue cycrensun Homumec®y).

IIpumensTes npenapat Homumec® caenyeT 1 pa3 B cyrku B TeueHwe 10 gHeW coryacHo

HUKSTIPUBE/ICHHOH TabnIie:

Macca Tena PexomenoBannas mo3a Ha | KonmuectBo cmecn Homumec® Ha oqun
OJIUH TIpUEM npueM
<15 kr 30 Mr 2 MII
>15-23 kr 45 Mr 3 M1
>23-40 kr 60 Mr 4 M
>4() Kr 75 Mr 5 M

o3upoeanue ¢ ocobvix cyuaax

Hayuenmor ¢ nopadicenuem nouex

Jleuenne

[TaruenTam ¢ KIUpeHCOM KpeaTHHHHA OGosee 60 MII/MHH KOPPEKIHH J03bI He TpelOyetcs Y

IAIIMEHTOB ¢ KJIUPEeHCOM KpeaTuHHHA oT 30 10 60 Miu/MuH 103y npenapata Homumec® caemyer
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COOTBETCTBYET 3KC
ot 21.04

MOCIENQRATENLHOCTE 0005
YMEHBIIUTH J10 30 MT JiBa pa3a B CYTKH B TeUeHHE 5 ,uhgpr (cﬂrﬁl('mpazh‘eh t{SkC‘TeTMht’!)p'a'ﬂﬁHoe

Ne 7695

HpHUroToBicHue cycnensuu Homuaec®»).

V manueHToB ¢ KIMpeHcOM KpeaTHHHHA oT 10 10 30 Mi/MuH q03y npemapata Homumec® ceyer
yMeHbIIUTh 0 30 MI OAWMH pa3 B CYTKM B TeueHHe 5 jaHed. Ilanmmenram, Haxoasmumcs Ha
MOCTOSTHHOM TeMOJIUAIN3e, IIpenapar Homuec® B NepBOHAYAILHOM 103¢ 30 MI' MOXKHO TPHUHSITH
JI0 Hayajia JUaliu3a, €CJIM CHUMIITOMBI TPHIINA MOSBUINCH B TeUeHUE 48 4 MEXIY CeaHCcaMu
auanu3za. Js noaaepskanus IIa3MeHHON KOHIICHTPAIMH HAa TepalleBTHUYSCKOM YPOBHE Ipernapar
Homupec® crneayer mpumumaTth no 30 Mr Iocjle KaKIOTO ceaHca AHaam3a. IlanpeHTam,
Haxo/SIIUMCST Ha TEPUTOHEAIBHOM JIMAJIM3e, Ipemapatr Homupec® cremyer IpUHUMATh B
MepBOHAYAIBLHOM J1o3e 30 MI 0 Hadajla IPOBEACHHUS JUaIA3a, 3aTeM 1o 30 Mr Kaxkasie 5 JTHEH.
QapMaKOKMHETHKAa OCeJIbTAMUBHpA V TAIMCHTOB ¢ TEePMHUHAJIBHOM CTauedl IOYeUHOU
HEJOCTATOYHOCTH (C KIMpeHCOM KpeaTHHHHA <10 MJI/MHH), He HAXO/SIIUXCS HA JHATU3E, HE
u3yyanach. B CBs3M ¢ STUM pEeKOMEHJIAIMHU 10 JO3UPOBAHUIO Yy JAHHOMN TPYIILI MAllUEHTOB
OTCYTCTBYIOT.

IIpodunaxTuka

[TanuenTam ¢ KIHpeHCOM KpeaTHHHHa OGosee 60 MII/MHH KOPpPEKIHMH J03bl He Tpelyetcs. Y
MAIHEHTOB ¢ KJIMpEeHCOM KpeaTHHHHA oT 30 10 60 Mi/MHH 03y TipenapaTa Homumec® caemyer
YMEHBIIUTH 0 30 MI OJUH pa3 B CYTKH (CM. IOApa3fesl « IKCTEeMIIOpPAJIbHOE MPUTOTOBJICHUE
cycniensun Hommec®»).

Y manueHToB ¢ KIUpeHcoM kpeatuHHHA OT 10 10 30 MI/MHH pEKOMEH/IYSTCS YMEHBIIUTH JTO3Y
npemapata Hommymec® mo 30 mr uepes jeHp. IlanmeHTaM, HaXOJANIMMCS HA TOCTOSHHOM
remomaimse, npenapat Homunec® B neppoHadaibHoM 03¢ 30 MI MOKHO IIPHHATH [0 Hadajia
auanmuza («1-i ceancr). s mojgepikaHus MUIA3MEHHOM KOHIICHTPAIlMM Ha TepareBTHUYSCKOM
ypoBHe npemapar Hommmec® ciemyeT npuHMMaTh 1o 30 MI mocie KaxkJIoTo IIOCIEYFOIEro
HEUYETHOTO ceaHca auaim3a. [larueHTam, HaXoMAMIUMCS Ha TIEPUTOHEAILHOM JHAJIN3e, IpenapaT
Homunec® cieyeT IPpUHUMATh B IIepBOHAYAIbHON /1o3e 30 MT 10 Hayaja POBEJACHUS JIHAJIN3A,
3areM 1o 30 wmr kaxaple 7 JgHed. DapMakOKHMHETHKA OCEJIbTAMUBHpPAa V TMAIUSEHTOB ¢
TePMUHAJILHOHM CTaIUCH MOUYSTHOW HETOCTATOTHOCTH (C KJIIMPSHCOM KpeaTuHHHA <10 MJI/MHUH), HE
HaXO/IAIUXCS HA JIHAJIN3e, He U3ydaslach. B CBSI3HM ¢ 3TUM PEeKOMEH/IAIMH 110 JIOZUPOBAHUIO Y
JAHHOU TPYNIIbI MAITUSHTOR OTCYTCTBYIOT.

Hayuenmur ¢ nopasicenuem nedeHu

Koppexknuu 103561 IpH JICUCHUN U MPOPUITAKTHKE TPHUIINA Y MAIIUSHTOR ¢ HapyIIeHHEM (YHKIIHHA
TICUCHH JISTKOU U CpeTHEH CTEIeHH TsDKeCTH He Tpelyertcs. besomacHocTh B (hapMaKOKHHETHKA
OCeNbTAMHUBHPA Y TIAIIUSHTOB ¢ TSDKEJIBIMU HApYIISHUSIMHA (PYHKITHH MISUSHH HE U3YyUaJlach.
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(MOCNENOBATENLHOCTS 0005)

Hauuenmbz AOHCUNIOCO U CIMAPUECKOS0 603PACIN

Koppekiuu 10361 1151 PO UIAKTUKY WIH JICUSHUSI TPUIITIA He TpeOyeTcs.

Hayuenmui ¢ 0CRAOREHHBIM UMMYHUMEMOM (NOCIE MPAHCHNIAHMAYUI)

Jleuenue

PexoMenoBaHHas IPOAOKUTEIILHOCTE TEPATTHH OCSIIBTAMUBHPOM Y TIAITHEHTOB ¢ OCTIa0IeHHBIM
UMMYHHTETOM cocTaisieT 10 mueit. Koppekuuu mo3e1 He TpeOyeTcs (M. paszaensl «lloGounoe
nericteue» u «DPapmakosioTHdecKkue cBoicTBay). IlpueM mpenapara HeoOXoaMMO HAYMHATH He
mo3Hee 2 CyTOK ¢ MOMEHTA PA3BUTHSI CUMIITOMOB 3a00JIeBaHHU 4.

Cesonnas npodHIakTHKa

Jlns cezonHO# MpoUIAKTHKH TPUIINA Y TAITASHTOB ¢ 0CIa0JIeHHBIM UMMYHUTETOM B BO3pacTe
>1royna — B TeueHue 12 Henelb, KOPPEKITUHU JT03bI HE TpeOyeTCH.

Hemu

[Ipenapat Homupec® He creyeT Ha3HAYaTh AeTsM 0 | Toa.

Ixememnopaivroe npuzomosienue cycnensuu Homuodec®

B cayuasx, korjia y B3pocCibIX, MOAPOCTKOB U JISTEH CYMECTBYET MpoldiieMa ¢ NporjiaTbiIBaHUEM
Kalcysl, WA NpHU HAIUYHAU TPU3HAKOB «CTApeHHS» KaICyJl, HeoOXOUMO OTKPBIThH KaIlCylly U
BBICHITIATH €€ COJIepKUMOe B HeOOJIbIIOe KOJIUYSCTBO (MaKCHMalbHO 1 dalfHas JIOJKKa)
MOAXOASANIETO TOJICIANIEHHOTO MPOTYKTA MUTAHUS (CM. BBIIIE) JJISI TOTO, YTOOBI CKPBITh TOPHKHUH
Bkyc. CMech HeoOXOJMMO THIATSIBHO TMepeMemiaTh W JiaTh THaIUeHTy mnenukom. Cregyer
MPOTJIOTUTH CMECh Cpa3y ke MOcJie MPUTOTOBICHHUS.

Ecaun maruentam tpeGyeTcs qo3a 73 M2, TO HEOOXOMUMO CIISAOBATh CIISTYIONHM HHCTPYKITHSIM:

1. Jlepxa oxmy kamcyay 75 wmr npemapata Homuaec® Haq MalleHBKOW eMKOCTBIO,
AKKYpPATHO PACKPBITh KAICYJy U BBICHITIATH MMOPOIIOK B €MKOCTb.

2. JloGaButh HeOosbImOe KoduuecTBO (He Oosee 1 dYaliHOM JIOKKH) MOAXOMSIIETO
MOJICTIAIIEHHOTO TPOJAYKTa THUTaHHS (UTOOBI CKPBITH TOPHKHH BKYC) H XOpOIIO
nepeMenaTh.

3. TmarensHO MepeMenaTh CMeCh U BHIIIUTH €€ Cpa3y ke Mocje nmpuroTopyieHus. Eciau B
EMKOCTH OCTAJIOCh HEOOJIBIIOS KOJHYESCTBO CMECH, TO CJCIYET OMOJIOCHYTh €MKOCTh
HeOOJIBITUM KOJHIESCTBOM BOJIbI M BBIITHTH OCTABIIYIOCS CMECh.

Ecnu nanuentam tpelyrotes M03b1 30—60 me2, TO JUIsl IPaBUILHOTO JO3UPOBAHUSI HEOOXOIUMO
CJIE/IOBATH CIIYIOMIUM UHCTPYKITUSM:
1. Jlepsxa oy kancyiay 75 mr npenapara Homuec® Hajl MaJleHbKOH eMKOCTBIO, aKKYpaTHO

PACKPBITH KaIICYJIY W BBICBINIATL IMOPOMIOK B CMKOCTD.
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2. JloGaruTh B MOPOIIOK 5 MJI BOJIBI C TIG MOIILIO H_I]ﬂpﬂvha*:ch'ﬁMeTk%ljf,‘ r'IOKaBBIBmlolm‘HMI/I

KOJIMYeCTBO HaOpaHHOM JKUAKOCTH. TIaTeIbHO NepeMelIaTh B TeUeHUS 2 MUHYT.
HaGparts B mmpuil HeoOXoAUMOe KOJIMYECTBO CMECH M3 €MKOCTH COIJIACHO TaOJIHIlaM,
IIPUBE/ICHHBIM BBIIIE.

Her neoOxonuMocTH B 3a0ope HEpacTBOPEHHOTo OeIoro MOpolIKa, IOCKOJBKY OH
SIBJIIETCA HEeaKTHBHBIM HalloJIHHMTesIeM. HaskaB Ha IOpIIeHb ININPHIA, BBECTH BCE €ro
COAEPIKMMOE BO BTOPYIO €MKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAHHYIO CMeCh He0OX0AUMO
BBIOPOCHT.

. Bo BTOpyI0 emMKOCTh J06GaBUTH HeGOIbIIOS KOMMUeCTBO (He Oojee | WaliHOU JIOXKKH)
HNOAXO/AIIEr0 IOJCIAMIEHHOTO NPOJYKTa NUTAHMs, YTOOBI CKpBITH TOPBKHH BKYC, H
XOpOIIO IIepeMeNIaTh.

. TijaTrenbHO mepeMemiaTh cMech M BBIIHTH €€ Cpa3y jke IOocJie IPUToTOBJIeHHs. Eciu B

€MKOCTH OCTAJIOCh HeOOJBIIOe KOJIUYSCTBO CMECH, TO CJICAYET OIIOJIOCHYTH €MKOCTH

HeOOIBIIHM KOJHYSCTBOM BOJbI U BBIIIUTL OCTABHIYIOCAH CMCCh.

HOBTOD)IFITG JAAHHVIO TIPONCAVPY IIEPS KazKAbIM IIPUCMOM IIpCIiaparta.

Kancynot 30 me u 45 me

,H.]'Iﬂ IMPAaBUJIBHOT'O JO3UPOBAHHUA HGO6XO,Z[I/IMO CIICA0BATE CIICAYIOIHUM HHCTPYKIHUAM:

1. OHpe,Z[eJ’[HTb H606X0,Z[HM08 KOJIHYCCTBO KalICyJI HOMI/IIIeC®, TpeﬁyromeeCﬂ JJEI IIPUTOTOBJICHHUSL

CMECH:
KonnuecTBo Karcyn Homumec® st KonunuecTro kamncyn Homumec® st
Macca Tena* | obecnieueHUsI pEKOMEH/TOBAHHOMU J03bI | 00eCTIeUeHUS PEKOMEH/TOBAHHOU JO3bI
C ISJIBIO JIeueHus B TeUSHHUE 5 THeH C IENBbIO Hpodhurakmuxu
<15 kr 1 xancyna 30 mr 2 paza/cyt 1 xamcyma 30 mr 1 pas/cyT
>15-23 kr 1 xamicyna 45 mr 2 paza/cyt 1 xamcyma 45 mr 1 pas/cyT
>23-40 xr 2 xancysel 30 Mr 2 paza/cyT 2 xancyiel 30 Mr 1 pas/cyT

*llemu ¢ maccoii mena >40 xe unu 6 ozpacme om 8 oo 12 nem u 63pocivie Mocym nORyHams

Homuoec®, ucnonvsys ons npucomosenenus cmecu oony xancyny 45 me + oouy xancyny 30 me

2 paza 6 cymxu Onf nedeHus unu 1 paz 6 cymxu Ons npoguiaKmuxiu.

2. YO0enurtech,

YTO HCIOJIB3YCTCA IIpaBHJIBHAA [J03a IIpellapaTa (B

COOTBCTCTBHU C

BBHITIICTIPUBEACHHOM TabmuIeH). Jlepika oHY HIIH HECKOJIBKO KaIcCyJl Homumec® Ha MasieHBKOM

CMKOCTBIO, aKKYPAaTHO PAaCKpPLITh OJHY HWJIM HCCKOJILKO KalICYJI U BBICBIIIATH ITOPOIIOK B CMKOCTD.

3. JloGaruTh HeGOIBIIOS KOTUIECTBO (He Gosiee 1 YaltHOM JIOIKKH ) TIOIXOSIIETo TIO/ICIANeHHOTO

OPOAYKTA MUTAHHSL, YTOOBI CKPBITH TOPLKUH BKYC, H XOPOIIO MepeMenIaTh.
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4. TmaTeJIbHO MepeMelaTh CMECh M BBIIIUTD €€ £Pasy Ke Hbbre ip o Ton e Feir B eMrocTH

OCTAJIOCH HEDONBIIOE KOJHUUECTBO CMCCH, TO CJCAYCT OIOJIOCHYTH CMKOCTDH HeOOJIBIITHUM
KOJIHYSCTBOM BOJBI H BBIIIATE OCTABIIYIOCA CMECH.

IToBTOpPANTE JJAHHVIO IPOLEAVPY IIepe KAX/IbIM IPUEMOM IIpenapara.

IloGounoe neiicTBHE

O630p npoduist 6€30MACHOCTH

OO0muii npoduiab OE30MACHOCTH OCEIbTAMHUBHpPA OCHOBAH Ha JaHHBIX 6049 B3poCIBIX
MAIHSHTOR/TIOAPOCTKOB U 1473 neteli ¢ rpUMIIoM, MOJIYYABIIAX OCEIbTAMUBHP WK TUIAle6o, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAIMEHTOB/MOAPOCTKOB W 253 JeTel, MOMyYAIONIUX
OCeIbTAMUBUpP WK IUianebo/He MOIYYaBIIUX Tepaluu B KJIMHUYECKHX HCCIIEJOBAHMSIX IIO
npoUIAKTHKE TPHIITIA.

Kpowme Toro, 199 B3pocibIX NAIUEHTOB ¢ O0CIabIeHHBIM UMMYHHUTETOM TMOJTYIHIN OCEIIhTAMUBHUP
JUTSL JICUSHUS TpHUMIa, U 475 MarueHToR ¢ 0ClalIieHHBIM UMMYHHTETOM (B TOM uuncie 18 nmetei,
10 U3 KOTOPBIX MOJIyUATIH OCSIbTAMUBUD U 8 — MIaIe00) MOTYUHIH OCeIbTAMUBUD WM TUIAIe0o
JUISL PO MITAKTUKH TPHIITIA.

Y B3pOCHBIX MAIUEHTOB/TIOJPOCTKOB HauboJee YacThIMU HeXKeNaTeIbHbIMU peakiusivu (HP) B
X0Jle KJIMHHUYSCKHUX HCCICAOBAaHMM JieueHHUs] rpuimma ObIIM TONHOTa W pBOTAa, a B XoJe
HCCIieJOBaHUH 10 MPOPUIAKTUKE — TOITHOTA.

BonbmunceTBo ykazanHbix HP ObUTH 3aperucTpupoBaHbl OJHOKPATHO B MEPBLIN WM BTOPOH JICHb
Tepalliy U CIIOHTAHHO pa3pellajIuch B TeUSHUE NOCISAYIOMUX 1-2 qHel.

VY neteit HauGoJtee gacTo Berpedaromietics HP Obuta peoTa.

Y GoJbIIUHCTBA MaIlUeHTOB JJaHHbie HP He npuBoamin K OTMEHE Teparuu 0CeIbTAMUBUPOM.
Cepbesnbie HP, mepeunciennble HUXKE, peKO OTMEUAMCh ¢ MOMEHTA BBIXOJa Ipermapara Ha
pPBHIHOK: aHA(WIAKTHYSCKHE U aHA(WUIAKTOM/IHBIE pPEaKIMH, HAPYIIECHUS CO CTOPOHBI IMEUYCHH
(pyIbMUHAHTHBIM TeHATHT, HapylmieHHe (YHKIUU MEeYSHH M JKEITyXa), aHTHOHEBPOTHUSCKHUU
oTek, cuuapoM CtuBeHca-/[XKOHCOHA M TOKCHYECKHH SIUASPMAaJIbHbIA HEKpPOJIU3, JKEJIYJO0UYHO-
KHUIICUHOS KPOBOTEUSCHUE M HAPYIICHUS CO CTOPOHBI HEPBHOU CHCTEMBI U IICUXHUKHU (CM. paziei
«Ocobble yKazaHU»).

Crucok HexeNaTeIBHBIX PeaKIuil peIcTaR/ieH B TAOIUIHOM GopMaTe HIDKE.

JInst onmucaHus 4acTOThl HEXKEJIaTeIbHBIX PeaKIUi MCIOIB3YeTCs CleAyIomas Kiaccu(pukaius:
oueHb 4vacTele (=1/10), gacteie (>1/100 m <1/10), mewacthie (=1/1000 u <1/100), penakue
(=1/10000 u <1/1000) u ouens peakue (<1/10000). CooTBeTCTBYIOI[asA KATETOPUSI IPUCBAUBACTCS
HEXKEJIATSJILHBIM PEaKIIUAM HAa OCHOBAHUHU 00beIMHEHHOTO aHAJIN3A KIIMHUYSCKUX UCCIISTOBAHUI.

Jleuenue u npouiakmuka cpunna v 63pOocibix U NOOPOCINKOs
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B Tabaune 1 npeactapnenst HP, Bo3HUKaBIINE

HanGondt! CT—b-rﬂzm-hp
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YETY

Mé:pe’KOMeHﬂOBaHHOH

J03blI OCCJIbTAMHUBHpPA B HCCJICAOBAHHAX IIO l'IpO(bIrIJ'IaKTIrIKe H JICUCHHUIO I'pHUIIIIa ¥ B3POCJILIX H

moJpocTKOB (75 Mr 2 pa3a B CYTKH B TeUeHHE 5 JTHEH I JeueHust U 75 mr 1 pa3 B CyTKHU JI0

6 HeJenb ISl PO UITAKTHKH).

B uccneoBaHusIx 1o npouiIakTUKe rpUmma npoduis 6e30MacHOCTH Y MAUSHTOB, TOJIYYaBIINX

PEKOMEHOBAHHYIO 03y ocelibTaMuBHpa (75 Mr 1 pa3 B CyTKH /10 6 HeJielib), KAYeCTBEHHO HE

OTJIMYAJICA OT TAKOBOT'O B HCCJICAOBAHUAX I10 JICUCHHUTIO I'PHUIIIIA, HCCMOTPS Ha Oojee HHHT@HLHLIﬁ

IpHUeM IIpenapara.

Ta6J'IPIIIa 1. HexematenapbHbie PeaKliuy, BBIABJICHHBIC B XOAC KIIMHHUYCCKHUX HUCCIISIOBAHUM IO

HpO(l)I/I.HaKTI’IKe H JICUCHHUIO T'pHIIIa OCCIIbTAMUBHUPOM Y B3pOCJIbIX TAOUCHTOB U IIOJAPOCTKOB HUJIHK

B XO/JI€ MMOCTMAPKETUHTOBOT'O HaGJ'IIOI[eHI/Iﬂ.

Kiace cucrem

HexenarembHbIE peaxkiu, paciipeje/iecHHbIe COIVIACHO YacToTe

OPraHoB BbIABJICHU A
OuyeHn YacrTo Yacto Heuacto Pemxo

Hnghexyuonnuvle u Bponxur, Herpes
napasumapHuvie simplex,
3ab0ne6anus Haz0(apUHTUT,

UHpEKIUU

BEePXHUX

JIBIXaTeJIbHBIX

MyTeH, CHHYCHT
Hapyuienus co TpomGoruToneH
CIIOPOHBL KPOSU usi
JuMpamudeckori
cucmemoi
Hapywenus co Peaknun Anadunaktuuec
CIMOPOHBL THUIICPUYBCTBUTEI | KHE peaKIuHy,
UMMYHHOU bHOCTHU aHaUIAKTOUIH
cucmemol

bIC pCaKIun
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Hapywenus (MOCHEOOBATENBR L 505 Ts o,

NCUXUKU aHOPMAJILHOE
IIOBE/ICHHE,
TPEBOKHOCTD,
CIIyTaHHOCTh
Co3HaHus, Open,
JIeJIApHH,
raJUTFOIIMHALIHH,
HOYHBIE KOIIMAaphbl,
IpUYHHEHHE cebe
TEJIECHOTO
HIOBPEXK/IeHUSA

Hapywenus co I'onopHas 6onp | Becconnuna Hzmenenune

COPOHLL HEPEHOT CO3HAHUS,

cucmembl CYJIOpOTH

Hapywenus co Hapymenue

CMOPOHBL Op2aHa 3peHus

3peHus

Hapyuienus co Aputmus

CMOPOHbBL cepoya

Hapyuenus co Kamens, 6016 B

CIOPOHDL ropJie, puHOpes

ObIXAMENLHOT

cucmembl, OpeaHoe

EPYOHOT KNemKU U

cpedocmens

Hapyuienus co TomuoTa Prota, 6o B Kemynouno-

CIOPOHBL JKABOTE KHIISUHBIE

2HCENYOOUHO- (Brtrouasi 60Jb B KPOBOTCUEHHS,

KUieuHo2o BEpXHEH 4acTH reMopparuyeckui

mpaxma JKUBOTA), KOJIAT

JUCTISTICHS
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Hapyuienus co ; hé%iﬁdﬁl‘{géglﬂblﬁ
COPOHBL NEYEHU U AKTUBHOCTH relaTur,
DUCENUEEBIE OOAUUX «IIEUSHOUHBIX» NeYeHOYHAs
nymetl dhepmeHTOB HE/I0CTATOUHOCTb,
reraTuT
Hapyuienus co DK3eMa, AHTHOHEBPOTHYE
CIIOPOHBL KOJICU U JIEPMATHT, Chlllb, |CKHUU OTEK,
NOOKOJICHbLX KpallMBHUIA MYJIbTH(DOpPMHAs
mranel 3pHUTEMa,
CHUH/POM
CruBeHca-
JlxxoHCOHa,
TOKCUUYCCKUH
SIH/ICpMAJIbHBIN
HEKpOJIN3
Obuwue Boub,
paccmpoiicmea u TOJIOBOKPYIKEHHUE
HApYUEHUA 6 (BKITFOUAST
Mmecme 66e0eHUs BEpTHUIO),
YTOMJISIEMOCTb,
JIUXopajaKa, 60Jib B
KOHEUHOCTSIX

Jeuenue u npodunaxmuxa spunna v oemeii

B KIMHHMYECKHX HCCIIEJOBAHMSIX OCEJbTAMHUBHpPA IIPH JICUSHUH TPHUINA NPUHUMAIH yYacTHe
1473 pebenka (BKIIOUAs B I[EJIOM 3J0POBBIX JeTeH B Bo3pacTe oT 1 0 12 5ieT u AeTel ¢ acTMOl B
BozpacTe oT 6 go 12 mer). U3 mux 851 peGeHOK MoOJIydad TEpaluio OCSIHTAMHBHPOM B
JeKapcTBeHHOH dopMe «cycneH3us». Beero 158 geTedl mosiyyaau peKOMEH/IOBAHHYIO J103Y
oceIbTaMUBUpPA | pa3 B CYTKH B MCCIIEOBAHUSX NOCTKOHTAKTHOW NPO(QMIAKTUKU B JTOMAIIHUX
yeiaoBHsIX (n=99), B 6-HeJleJIbHBIX HCCISJOBAHUAX CE30HHOM npodunakTaku (n=49)
u 12-HeJeBHBIX HUCCIISTOBAHUIX CE30HHOH NMPO(UIAKTHKH V TAUEHTOB ¢ OCIaGICHHBIM
uMMyHUTETOM (n=10).

B tabmune 2 npeactapiensl HP, nambonee dacto coobmaemble B XoAe KIMHHYECKHX

HCCJIe/IOBAHUMN Y JIeTeH.
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ot 21.4

CMENOBATEMbH(

CTh 0005

Ta6Jmua 2. HexemateabHbIe PCaKluy, BBISIBJICHHBIC B XOAC KIIMHHUYCCKHUX I/ICCJ'ICZ[OBaHI’Iﬁ 110

npodUIaKTHKE W JICUCHUIO TPHIIMA OCeIbTaMUBHpPOM Yy jAeTed (;o3a ot 30 mr mo 75 mr B

3aBUCUMOCTH OT Bo3paCTa/Beca).

Kaace cucrem

OopraHoB

HexenaremHbie pPeaxkuum, paciipeieJiIeHHbIE€ COIJIACHO YacToTe

BbIABJICHM

OuyeHb YacTo

Yacto

Heuacto

Pemxco

Hngpexyuonnvie u
napasumapHvle

3a001e6aHUA

CpennHuii oTUT

Hapywenus co
CMOPOHLL HEPEHOU

CUCTEMBL

I"osoBHAast 60JIB

Hapywenus co
CINOPOHBL  OpPeaHa

3peHUs

KoHBIOHKTHBHT
(BKITIOUASE
MOKpacHeHUe

rJjias, BBIACJICHUA U

CUCEMbL, OPEaHOE
EPYOHOT KNemKU U

cpedocmenus

6oJib)
Hapywenus co bonsb B yxe Hapymenust co
CMOPOHLL  Op2aHa CTOPOHBI
cyxa u GapabaHHOMU
nabupunmmvie IePETIOHKH
Hapyuienus
Hapywenus co | Kameos, Punopes
CMOPOHDL 3aJI03KEHHOCTh
ObIXAMENLHO HOCa
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CNEOOBATENBRT

Hapyuienus co PpoTa Boib | okuBOTS oo
CIOPOHDL (mouas Gosib B
2HCENYOOUHO- BEpXHEH 4acTH
Kuieuno2o JKUBOTA),
mpaxma JIACTIETICHS,

TOIIHOTA
Hapyuwenus  co Jlepmatut
CIOPOHLL KOJICU U (BrIIIOUAst
NOOKOACHBIX aJUIeprHYecKud U
mKanet aTONHMYECKUH

JlepMaTHT)

Onicanite omoenb HblX HeCenamebHblx peaxyu

Hapyuienus co cmopomnst HepeHOU cucmembl i NCUXUKU

I'punmnoznast UHQEKIUS MOXKET AacCOLMUPOBATHCS € PA3IMYHBIMH  HEBPOJIOTHUSCKUMHU
CHMIITOMAMH M W3MEHEHMSIMHU IIOBEJICHUS, BKJIIOYAsl TaKMe CHMIITOMBI, KaK TFaJUIIOLMHAIHH,
JEMpUH, W aHOpMaJlbHOE IIOBEJCHHME. B HEKOTOpBIX cIy4asiX OHHM MOIYT IIPUBECTH K
CMepTeJILHOMY UCXONY.

JlaHHbBIE SIBJICHHSI MOTYT BO3HHMKATh KaK Ha (poHE pa3BUTHs dHIIepaonaTHH WIH HHIeaINTa, TAK
U OTJeJIbHO, 0e3 SIBHOTO TSDKEJIOTO 3a00IeBaHHUSL.

B NOCTMapKeTHHTOBBIX COOONICHUSIX Y HAIlMEHTOB, KOTOPbIC MOJYYAId OCEIBTAMHUBUD LI
JICYEeHHUs TPHUIINA, OTMEYAJIUCh CYIOPOTH U JICJIMPHH (BKJIIOYAs TAKHE CUMIITOMBI, KaK HapyIIeHHE
CO3HAHUS, CIYTAHHOCTH CO3HAHUS, AaHOpMaJIbHOS IMOBeJeHMEe, Opel, TaJUIIONUHAINY,
OeCIOKOUCTBO, TPEBOKHOCTh, HOUHBIC KOIMIMAphl). DTH CIy4aW pPeAKO COMPOBOMNKIAIHUCH
OTACHBIMU JUISL JKU3HHM AKTHUBHOCTSIMM MJIM JIeTaJbHBIM MCXOJ0M. JlaHHbBIC SIBJICHHST OBLIH
3aperuCTPUPOBAHbl B OCHOBHOM CPEIH JETEH M MOAPOCTKOB M YaCTO MMEJIH BHE3AIIHOE HAYaIO U
ObICTPOE pa3pelIeHHe.

Pons  ocenpramMuMBHpa B Pa3sBUTHUU  JIAaHHBIX  SIBJICHUH  HEW3BeCTHA. Y Ka3zaHHbBIe
IICUXOHEBPOJIOTHUSCKUE HApyIISHUs Takyke ObUIM 3aperMCTpUPOBaHBI Y MAI[UEHTOB ¢ TPUIIIOM,
He II0JIy4aBIINX OCEJIbTaMHBHP.

Hapyuienus co cmoponst nedenu u scendesvi600auux nymel

HapymieHus: co cTOpOHBI IE€UEHU U JKETUSBBIBOSIIUX IIyTeH, BKJIIOYAsl T€NIaTUT U IOBLIMICHHUE

AKTHBHOCTH <«IICYCHOYHBIX)» q)epMeHTOB, OTMCHYAJIUCL YV ITIAUCHTOB C IpHHHOHO,Z[OGHBIM

24



(HNOCNEOOBRATENRHOCTS 0005
3abojicBaHMeM. Y KazaHHbIC SIBJICHHS TakKiKe BKIIIOIIa.]'II/II-&]YJ'IBl&H ' ?HBrﬁ'--réhaTHT/néquoqhon

HEJOCTATOUYHOCTD C (baTaJ'IbeIM HCXOJ0M.
Iipouue ocobvie nonyisyu nayHeHmos

Memu (0o 1 2o0a)

B nByx wucciemoBaHusX (papMaKOKMHETHKH, (apMaKOJUHAMHUKH W Tpoduisi Oe30MacHOCTH
OCeJIbTAMUBHpPA, B KOTOPHIX IPHUHUMaIM ydacThe 135 neted B Bo3zpacTe 0 1 roja ¢ rpummom,
npoduip Ge30mMacHOCTH Mpemapara ObLI COMOCTAaBHUM B PAa3jIMUHBIX BO3PACTHBIX TpYINAax.
HauGonee qacTto cooOliaeMbIMH HeKeJIaTeIbHBIMHU SIBJICHUSIMU TIPH 3TOM OBLITH PBOTA, JUApes U
omnpenocTs (cM. pasgen «DapMakoJIOTHUYECKHE CBOWCTBa», mojpasfen «DapMaKOKHHETHKA»).
JlaHHBIE O JeTAX B OCTKOHIENTYAJILHOM BO3pacTe 0 36 He/lellb HeZJOCTATOYHBI.

JlaunHble 110 6e30MACHOCTH MPUMEHEHUS OCeIbTAMUBUPA TIPHU JICUSHUH Y JIeTeH B Bo3pacTe  JO
1 roga moJiydeHBI M3 MPOCIEKTHBHBIX U PETPOCTICKTHBHBIX HAOIIOIATeIHHBIX HCCIITOBAHUN
(exmouanin Gostee 2400 geTel TaHHOTO BO3pAcCTa), MCCIEIOBAHUN SIUACMHOJIOTHYSCKHX 0a3
JAHHBIX M TIOCTMapKeTHHroBoro HaOmoneHus. Ilpodwns OGesomacHoctn y Aetedt mo 1 roga
COIIOCTABUM € M3BECTHBIM IIpoduiieM O6e30MacHOCTH Y AeTeH B BozpacTe 1 roga u crapiue.
Hooicunvie  nayuenmvl U NAyUeHMbl € XPOHUYECKOU CepOedHOl wWHIU  OblXamenbHol
HEOOCMAMOYHOCHBLIO

[Tomysisius, BKJIFOUSHHAST B UCCIICTIOBAHMS TI0 JISUSHUIO TPUIINA, COCTOSIIA U3 B IIEJIOM 3/TOPOBBIX
B3POCIBIX/TIOAPOCTKOB M MAIMEHTOB TPYIILI pHUCKAa (PUCK pPa3BUTHUS OCJIOKHEHHWH TpuIMa,
HalpUMep, HOMYJLINUS MOXKUIBIX MMAIUEHTOB U IMAlMEHTOB € XPOHUYECKOM cep/euHod wiM
JBIXaTeIbHON HETOCTATOYHOCTHIO). B mesoM mpoduiib 6e30MacHOCTH MpenapaTa y MaldeHTOB
IPYIIBLI pUCKa OBLT COMOCTABUM C TaKOBBIM Yy B IICJIOM 3JIOPOBBIX B3POCIBIX/TIOIPOCTKOB.
Hayuenmul ¢ OCIAONEHHBIM UMMYHUMEMOM

JleyeHue rpurnmna y HalfHeHTOR ¢ 0¢JIabIeHHBIM UMMYHHTETOM OIICHHUBAJIOCH B JIBYX KIIMHUUYESCKUX
WCCIIeJOBAHUSIX: MMAIIMEHTHI IOJIYYaId CTAHJAPTHYIO J03Y WU IMOBBINICHHYIO J103Y (JIBOHHYIO HIIH
TpolHYI0) ocembTaMuBUpa (cM. pazgen «®apmakojoruueckue cBoucTBay). Ilpoduis
0e30MacHOCTH Npenapara, HabJIIoJaeMbIH B TAHHBIX UCCIIC/IOBAHUSIX, ObLI COTIOCTABUM C TAKOBBIM
B IPeJbLAYIMUX KIMHUYECKUX HCCIE/IOBAHMSX, B KOTOPBIX OCSIbTAMUBHUD TPUMEHSUICS JJIsI
JICYCHUS MAIUECHTOB ¢ HOPMAJIBHBIM UMMYHUTETOM CPEIHM BCEX BO3PACTHBIX TPYIII (3JOPOBBIC
MAlMEeHTh WM TAIlUeHThl W3 TPYIIbl pUCKA, HANPUMEp, € JbIXaTeJIbHOU WHIH CepleuHOU
HEJIOCTATOUYHOCTHI0). Hanbosiee yacThiM HeKeNaTeIbHBIM SIBJICHHEM Y JeTeH ¢ ocJiabiieHHBIM
HMMYHHTETOM ObL1a pBoTa (28%).

B xonme 12-HeneNLHOTO HCCICIOBaHUS MO MNpodHIaKTHKe Tpunma y 475 malueHToB ¢
ocnabIeHHBIM HMMYHUTETOM (BKJTRoUasi 18 eteit B Bozpacte oT 1 g0 12 et u crapiie) mpoduib
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COOTBETCTBYET 3KC

ot 21.0

A
-

TOCOENCRATENRHOCTE 0005!
Oe30macHOCTH B Tpylme ocenbramuBupa (238 Haﬁgéﬁm—hﬁﬂ'&m‘ cottoctabir ¢ Y panee

HaOJII04aeMbIM PO HIIeM OceIbTAMUBHpPA B KIIMHUYECKUX UCCIICIOBAHUAX 10 IPOQHIAKTHKE.
Hemu ¢ bporxuanerol acmmoll 6 aHamHese

B nenoM npouis HekeNlaTeIbHBIX peaklui y ieTel ¢ OpoHXHAIbHOW acTMOU B aHaMHe3e ObLI
COIIOCTABUM C TaKOBBIM B II€JIOM Y 3/IOPOBBIX JIeTeH.

Ilepeno3supoBka

B OonbIIMHCTBE CiIydaeB IEepeIO3UPOBKA B XOJe KIMHMYSCKUX HCCIICI0OBAaHMM M IIpH
MOCTPETHUCTPAIIMOHHOM TIPUMEHEHHUH OCeJIbTAMUBHpAa HE COIPOBOXKAAIACH KaKUMH-THOO
HEeXKeJIATeJIbHBIMU ~ SIBJISHHSIMH. B OCTaIbHBIX  CIydasiX CHMITOMBI  II€pEJO3HPOBKH
COOTBETCTBOBAJIM HEXKEJIATeJIbHBIM SIBJICHUSM, IpeJCTaBJIeHHbBIM B pazgene «lloGounoe
JICUCTBHEY.

B3aumoneiicTBre ¢ AIPYTHMH JIeKaPCTBeHHBIMM IperapaTaMu

(QapMaKOKMHETUYECKHE CBOMCTBA OCEJIbTAMUBHPA, TAKHE KaK €ro HU3Kas CTEIICHb CBS3bIBAHUSA C
Oenkamu 1 MeTaboIM3M, He 3aBUCUMBIHN 0T m3odepmenta CYP450 u cucteMbl MIIOKYpOHH/1a3 (CM.
pazzes «PapMaKkoJIOrH4ecKue CBOUCTBaY, noapasaei «PapMaKOKUHETHKA» ), He Jal0T OCHOBAaHUHN
IIperosaraTh HaJInuue KJIMHUYeCKH 3HAYMMBIX B3aMMOJCHCTBUH 110 YKa3aHHBIM MeXaHU3MaM.
lIpobteneyno

Koppekiuu 103b1 IpU OJHOBPEMEHHOM IIPUMEHEHUH ¢ MPOOSHEIUIOM VY HAIMeHTOB ¢
HOpMaJIbHOM (pyHKIMeH mouek He TpeOyercs. OQHOBpeMEHHOE INPUMEHEHHE ¢ MpoOeHEeHI0M,
MOTITHBIM HHTUOUTOPOM AaHHOHHOW KaHAJIBIEBOM CEKPelUH B MOYKaX, IIPUBOIUT K ~ 2-KpaTHOMY
VBEJIMYESHHUIO HKCIIOZUIIUH aKTUBHOTO MeTaboJIuTa 0CeIbTaMUBHA.

Amoxecuyunnun

Kunerndeckoe B3aMMOJIeMCTBHE OCEJIbTAMHUBUPA M AMOKCUIMJUIMHA (BBIBOJSIIIETOCS TeM Ke
IIyTeM, YTO M OCeJIbTAMHBHUP) OTCYTCTBYET. [IpeanosnaraeTes, 4To KOHKYPEHIIMS OCeJIbTaMHBUPA
3a BBIBE/ICHHUE MTOUKAMH cJiabast.

Buigeoenue ¢ mouoii

MaJsoBeposITHbI KJIMHUYECKH 3HAUYMMbIe MEKJICKAPCTBEHHBIC B3aMMOJCHCTBHUS, CBSI3aHHBIE C
KOHKYPEHIIMEH 3a KaHAJbIEBYIO CeKpEIMIo, IPUHUMAs] BO BHUMAaHHE pesepB 0e30MacHOCTH IS
OOJIBIIMHCTBRA [10/TOOHBIX IpenapaToB, ITYTH BBIBE/ICHHS AKTUBHOTO MeTabOIUTa OCEIbTAMUBHPA
(kayGoukoBass (UIBTpAIMs W AHMOHHAS KaHAJBIEBAasl CEKpeIHsi), a TaKKe BBHIBOJISIIIYIO
CIOCOOHOCTh KakaoTo u3 myTed. OJHaKo, NPUMEHSITh OCEIbTAMHUBHD B KOMOWHAIIMH C
mpenapaTaMd, HMMEIOIMMH Y3KYIHO I[MHPOTY TepaleBTHYECKOro JeHCTBHA  (HalpuMep,
XJIOPIPOIIAMHUJI, MEeTOTpeKcaT, OyTaIuoH), HEOOXOJUMO ¢ OCTOPOIKHOCTBIO.

JononnumenvHas ungopmayus
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He o6Hapyxkeno (GapMaKOKHHETHYECKHX B3aHMOICHCTBHM M

OCHOBHBIM MeTa0OJIUTOM IIPH OJHOBPEMEHHOM IIpHEME ¢ MapaneTaMosIoM, alleTUICATUIMIOBOM
KHMCIOTOH, IUMETHUHOM, aHTAIIUTHBIMU CPe/ICTBAaMH (MarHUsI M AJIFOMUHUS THPOKCH/, KaJIbIHsI
kapOoHaT), pUMaHTAJMHOM WIH BapdapuHoM (y MHAIMeHTOB Oe3 rpumna, cTaOWJIBHBIX Ha
Bapdapune).

Oco0ble ykazaHus

OcenpTaMuBHUp >QPEKTUBEH TOJIBKO B OTHOIICHUH 3a00JIeBaHUs, BBI3BAHHOTO BUPYCOM TpHIIIIA.
Jlanabie 00 »(pdeKTUBHOCTH OCebTAMHBHpa IIPH Tepaluu 3a00JIeBaHUN, BHI3BAHHBIX HHBIMH
areHTaMH, OTCYTCTBYIOT (cM. pasgen «®apMakosloTHYeCKHe CBOMCTBa», IOJpase
«DapMaKoIHHAMHKAY).

Ocenvmamueup He A6/11eMC 3AMEHOU GAKUUHALUN.

Hcnonb3oBaHue oceIbTAMHUBHpA HE JIOJDKHO BJIMATH HAa OLCHKY MAI[HEHTOB IIPU IPOBE/ICHUH
€XKeTOJHOH BaKIMHAIIMK IIPOTUB I'PHUIIIIA.

IIpenapaT cieyeT HCHOIB30BATH TOJIBKO IS JICUSHMs] U MPO(UIAKTUKU TPHUIIA U TOJIBKO B
ciIydae, eclid JOCTOBEPHBIE DIIHIEMUOJIOTUUSCKUE JaHHbIE YKA3hIBAIOT HA TO, YTO BUPYC I'PHIIIA
IUPKYIUPYET B o0mIeH MOy IsIiuy.

UyBCTBUTEIBHOCTH IUPKYJIUPYIOMUX MITAMMOB BHpYca IPHUIIIA K 0CIBTAMUBUPY MOKET CHIILHO
BapbHpOBaTh (CM. pazjien «DapMaKkoJIOTHUSCKHUE CBOWCTBaY, mojpasien «DapmakouHaMUuKay,
MYHKT «Pe3UCTEHTHOCTHY).

Takum o6pazoMm, NpH HazHAUYSHHM Iperapara HeOOXOJMMO YUMTHIBATH CaMYIO IIOCJISTHION
JOCTYIHYIO HH(POPMAIUIO O YYBCTBUTEIILHOCTH IUPKYJIUPYIOIETO BUPYca K OCEIbTAMUBHUDPY.
Taoicenoe conymemeyouee sabonesanue

Jlanubie o OesomacHocTH W A(P(HEKTUBHOCTH TPUMEHEHHUSI OCEIbTAMUBHpA V TAIlUEHTOB C
JOCTATOYHO TSDKEJIBIM COMYTCTBYIOMIMM 3a00JIeBaHHEM MWJIM HeCTaOWUJIBHBIM COCTOSTHHEM,
IIPe/IIO0JIaraloN UM TOCTIMTAJIM3AIUIO, OTCYTCTBYIOT.

Hayuenmul ¢ OCIAONEHHBIM UMMYHUMENOM

D¢ dekTUBHOCTL OCETbTAMUBHpPA TIPH JICUCHHUH WIH NpOoPUIAKTHKE TPHUIIA y MNAUCHTOB C
ocJabJIeHHBIM HMMMYHHMTETOM UYETKO He YcTaHOBJIeHa (oM. paszgen «®PapmakosIorudeckue
cBoMcTBay, nojpaszen «PapMakoauHaMHUKay). OTHAKO V B3POCIIBIX MALUEHTOB ¢ 0CIa0IeHHBIM
HMMYHUTETOM JICUCHHE TpHIIA CIeIyeT NPOBOAUTh Ha NpoTspkeHuM 10 qHe#, Tak Kak
KJIMHHUSCKUE MCCIIe/IOBaHUS TIpH OoJiee KOPOTKOM Kypce Tepamud He MpPOBOJIUIIUCE.
Cepoeunas/OvixamenvHas HeOOCMamouHOCHb

D(pPeKTUBHOCTL OCEIbTAMUBHpPA TIPH JICUSHHUH HJIH NpoUIAKTHKE TPHUIMNA y MNAUSHTOB ¢
XPOHUYECCKON CepJeUHON /WU JbIXaTeJIbHOW HEJOCTaTOUHOCTHIO HE YCTAaHOBJICHA. B JaHHOM
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JIeUeHHUs U TpyIIe mwianedo.

Hemu

JlaHHble U1 omnpe/esieHus 103bl Y HEJIOHOIIEHHBIX JleTe (IIOCTKOHIENTYAJIbHBIM BO3pacT <36
He/IeJIb) OTCYTCTBYIOT.

Houeunan neoocmamouHoOCb MAACENOU CIENEHI MANCECU

Y B3poCHBIX TAIlMEHTOB W ToApocTkoB (13—17 5eT) ¢ TOKeIOM CTENeHbI0 MOYSUHOU
HEJOCTATOYHOCTH TIPHU JIeUeHUH MU MpOoQUIAKTHKE TPHUIINA PEKOMEHIYSTCS KOPPEKIUS JTO3BL.
Knunuueckue naHHbIE JUISl KOPPEKIMH JI03bI V MIIAJSHIEB U JeTed (B Bo3pacTe oT 1 rojga u
cTaplne) ¢ MOUYeYHOH HeAOCTATOYHOCTBIO OTCYTCTBYIOT (CM. paszzaesibl «Crocod NpUMEHEHUsl U
J103bD» U «DapMaKOJOTHUSCKUE CBOUCTBAY, ToApaz e «DapMaKOKUHETHKAY).
llcuxonesponozuieckue HapyueHus

Y manueHToB (B OCHOBHOM Y JeTeH W MOJAPOCTKOB), NMPUHUMABIINX OCEIbTAMUBHD, ObLIH
3apEeTUCTPUPOBAHBI TICHXOHEBPOJIOTHUSCKHEe HapymieHUd. 1lo1o0HbIe NMCUXOHEBPOJIOTHUSCKHE
HapyHISHUsI TAK JK€ OTMEUEHBI Y NAIIUEHTOB € TPUIIIIOM, HE MMOJIYYaBIIUX oceabTaMuBup. Clieayer
TIATEJIbHO MOHUTOPUPOBATH MAIIUEHTOB HA MPEAMET U3MEHEHUHN B MOBEJCHUM, PUCK U I0JIb3a
MIPOJIOJIKESHUST TPAIMU JTOJIKHBI ObITh OICHEHBI TSI KAXKIOTO MAIlHeHTa WHIUBHUIYAIBHO (CM.
pasnen «IloGouHoe AelicTBHEY).

Huempyxyuu no npumeHeHuo, 0OpaeHuo u YHUYIMOICEHUIO

[Tonmajanue JeKapCTBEHHBIX MPEHApaTOB B OKPYKAIOMYIO Cpely JTOJDKHO OBITh CBEICHO K
mMuHuMyMy. He cieiyeT yTwiMzupoBaTh IpenapaT ¢ IOMOINBIO CTOYHBIX BOJI WJIM BMECTE C
OBITOBBIMU OTXOJaMU. 110 BO3MOKHOCTH HEOOXOIUMO UCIIOIB30BATh CISITHATILHBIC CUCTEMBI JIJISI
YTUIN3AIMH JIEKApCTBEHHBIX MIPeTapaToB.

Benomocamenvuvie sewyecmea, Hanudue KOMOPwIX HAOO YUUMbIEAMb 6 COCMAEE NEKAPCMEEHHO20
npenapama

B cocrae mnpemapata Hommmec® B KadecTBe BCIIOMOTATENBHBIX BEIECTB HCHOJB3YIOTCS
KpacuTeJIb COTHEYHbIH 3aKaT sxeThid E110 u kpacutess nyHioBsid [[lonco 4R ], koTopsie MoryT
BBI3BIBATH AJISPTUUSCKHUE PEaKIIUH.

Bmismuie Ha cIIoco0HOCTH YIIPABJIATH TPAHCIIOPTHHIMH CPeIcTBAMM H MeXaHU3MaMH
[Ipenapat He pauser, JUOO OKa3bIBACT HE3HAUUTEJIHHOE BIIMSIHHE Ha CIMOCOOHOCTH YIIPABIISTH
TPAHCIIOPTHBHIMU CPEJCTBAMHU U MEXaHU3MAMHU.

dopma BbIIyCKA

Kancynbt mo 30 mr; 45 mr; 75 Mr.

Il epeuunas ynaxoexa nekapcmeennozo npenapama
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(boJIbTH ATFOMHUHHUEBOH MIeYaTHOM JTAKUPOBAHHOU.

ITo 20, 30 kamcyn B OaHKY TOJUMEPHYIO C KPBIIKOW HATATHBAEMOW C KOHTPOJIEM TIEPBOTO
BCKpBITHS. CBOGO/IHOS TIPOCTPAHCTBO MOKET OBITH 3alOJHEHO BaTOM MequiuHCKod. Ha Ganku
HAKJICHBAIOT STUKSTKH U3 OyMar.

Bmopuunasn ynakoexa niexapcmeennozo npenapama

ITo 1 wnu 2 KOHTYPHOU AYCUKOBOMN YITAKOBKE BMECTE ¢ HHCTPYKIIMEH 1O MPUMEHEHUIO (JINCTOK-
BKJIAJIBINT ) TIOMEMIAIOT B MAYKy U3 KapToHA JUIsl MOTpeOUTeIhcKo# Taphl. Ha mauky mMoxkeT ObITh
HaKJIeeHa CaMOKJIESIIAsACS STUKSTKA ¢ MApKUPOBKOH U3 Oymaru. Ilauku moMemaroT B TPYIIOBYIO
YIIAKOBKY.

ITo 1 GaHke BMecTe ¢ HHCTPYKITUESH MO MIPUMEHSHUIO (JINCTOK-BKJIAIBIIT) TOMEIAIOT B TAYKY W3
KapTOHa JIJIs MOTpeOUTeNbCcKoM Taphl. Ha mauky MoskeT ObITh HaAKJICeHA CAMOKJISSAMIASICS STUKETKA
¢ MapkupoBko#d w3 Oymaru. J[OMOTHUTENbHO HA MAYKy MOTYT HAKJICHUBATh OJMH WJIH JIBa
MPO3payHbIX (PUKCUPYIOMHUX CTUKEepa W3 MOJUMEpPHBIX MaTepuanoB. I[lauku nomemarorT B
TPYIIOBYIO VIIAKOBKY.

¥YcroBus xpaHeHus

XpaHUTh B 3aIHIISHHOM OT CBETa MECTE MPH TeMIieparype He Boime 25 °C.

XpaHUTh B HEJTOCTYITHOM JUJIS ICTeH MecTe.

Cpoxk rogHocTH

5 Jer.

He npuMeHsITH 10 HCTEYSHUH CPOKA T'O/THOCTH.

Yoy oTIIycKa

OTnycKaroT 0 perenTy.

IIpomzBomuTeH

AQO «®apmacunTtesy», Poccus.

Opunuueckuii agpec: 664007, Upkytckas o6, 1. Upkyrck, ya. KpacHorBapaetickas, a. 23,
oduc 3.

AJpec TIpOU3BOICTBCHHOM uTomaku: T. UpkyTek, yiu. P. JlrokcemOypr, a. 184,

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

Opranmzanus, NTPUHUMAIOIIAS TIPeTeH3HU

AO «®apmacuntes», Poceus, 664040, r. Upkytek, yia. P. JlrokcemOypr, 1. 184,

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