HMHCTPVYKLHWA
10 MEJIMLIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA

Homupec®

MHH3IPAB POCCHE

04 10 201

COTIACOBAHO
MexayHapoaHoe HeNaTeHTOBAHHOE HJIH I'PYNNHPOBOYHOE HAHMEHOBAHME: OCE

Perncrpaunonnsiii Homep:

Toprosoe nanmenobaune: Homunec®

JlexapcTBennas ¢opma: noporoK AJs IPUrOTOBIEHHS CYCIEH3UH Ul pUeMa BHYTPb
Cocras:

OauH rpaMMm MopollKa Ui NPUTOTOBJIEHMS CYCMEH3MM s TMpPHEMa BHYTPb COJCPIKHT:
Heticmeyiowee sewjecmeo: ocenbramusupa ¢ocdar (B nepecuere Ha ocelbTaMUBHp) - 39,4 Mr
(30,0 mr);

Bcnomozamenvuvie seuwgecmea: manbtuton - 841,0 mr, kanbuus rugpodocdar - 15,0 mr, HaTpus
6ensoar - 2,5 mr, noBuon K17 - 15,1 mr, kamenb kcaHTaHoBas - 15,0 Mr, HaTpus uurpar - 55,0 mr,
HaTpus caxapuHar - 2,0 Mr, apoMatu3aTop 3eMJIsHUYHBINA - 12,0 Mr, apoMaTU3aTOp LUHUTPYCOBBIM
- 3,0 mr.

Onucanwue:

Ilopowox: MeNKWii TpaHylTMPOBAHHbIH TMOPOLWIOK OT 6Genoro 10 CBETJIO-XKENTOro I(BETa, C
(bpyxTOBBIM 3anaxoMm. JlomyckaeTcs KOMKOBaHHME.

Cycnensus: Henpo3payHas cycrneH3us oT Genoro A0 CBETJIO-KEITOro LBeTa, ¢ (pyKTOBBIM
3anaxom.

dapmakoTepaneBTHYeCKasi rpynna: MpPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JEHCTBHS;
NPOTHBOBUPYCHBIE CPEICTBA NPSIMOro AEHCTBUA; MUHTMOMTOPHI HEHpaMUHHUIA3bI.

Koa ATX: JOSAHO02

DapMaKoJIOrH4ecKHe CBOiCTBA

Dapmaxkoounamuxa

Mexanuzm oeticmeus

[TpotuBoBUpYyCHBIA mpenapatr. OcejlbTaMHBHD SABJIAETCS MPOJEKAPCTBOM, €ro aKTHBHbBIN
metabonut (ocenpTamusupa kapbokcunar, OK) — 3ddexTHBHBIA U CENEKTHBHBIH MHIHOMTOP
HelipaMMHMa3bl BUPYCOB rpunma Ttina A W B — depmeHTa, KaTaqM3MpyloLIero mnpouece
BBICBOOOJMK/IEHHS BHOBb OOpa30BaHHBIX BHPYCHBIX 4acTHLl W3 MHQHIMPOBAHHBIX KIJIETOK, HX
NPOHUKHOBEHHS B HEMH(HLIMPOBAHHBIE KIETKM SMUTE/HS AbIXaTENbHbIX MyTeH U AalbHEHIIero
pacnpocTpaHeHus BUpyca B opranuzMe. TOPMO3MT pOCT BMpyca IpUMNa in vifro W NOAABJAET

PETUIMKALIMIO BUPYCA M €r0 MAaTOreHHOCTh 71 Vivo, yMEHBIIAET BbiE/ICHHe BUPYCOB rpunna A u B
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u3 opraiuzMa. Konuenrtpaunu OK, HeoGxoaumas ans uHrubupoBanus Heilpamunuaassl Ha 50 %
(ICs0), coctasnser 0,1-1,3 HM nns Bupyca rpunna A u 2,6 HM ans Bupyca rpunna B. Meauana
3nauenuit ICso ans Bupyca rpunna B Heckoabko Beilue U cocTabiser 8,5 HM.

Knunuyecrxas s¢hcpexmugrnocms

B 1npoBeieHHBIX HCCIENOBaHHAX OCENbTaMMBHP HE OKa3biBal BIMAHUS Ha oOpa3oBaHHE
MPOTHBOTPHUIIMO3HBIX AHTUTEN, B TOM YMCJIe HAa BbIpaOOTKY aHTHTEN B OTBET Ha BBEICHHE
MHAKTHBHUPOBAHHOM BaKLMHbI MPOTHB IPUIIMNA.

Hcenedosanus ecmecmgeHHOU 2DUNNO3HOU UHdexyuu

B KIMHMYECKMX MCCIEI0BaHHUAX, MPOBEACHHBIX BO BpEMs CE30HHOW HH(EKUMM TpHIa,
MalUeHThl HAYMHAIM TOJyyaTh OcenbTaMUBUp He mno3jaHee 40 4 mocie MOSBJICHHS MEPBLIX
CHMIITOMOB IpUNNO3HO#K HHpekunu. 97 % nauneHToB 6bUTM HHOULMPOBAHBI BUPYCOM IpHIna A
U 3 % nauueHTOB - BHpycoB rpunna B. OcensTaMUBHp 3HAYMTENBHO COKpailan MepHO
KJIMHUYECKHUX MPOSIBJICHUH rpunno3Hoit uHdexuuu (Ha 32 4). Y nauMeHToB ¢ NOATBEPKACHHBIM
JIMarHo30M TpHIINa, MPHHUMABLIMX OCEJIbTAMUBHMP, THKECTh 3a00/ieBaHMs, BBIPaXKECHHas Kak
Iol@as MOJA KPHBOM JUIi CyMMapHOro WHJAEKca CUMNTOMOB, Obuta Ha 38 % MeHbIIE 10
CPaBHEHHMIO C MAlMeHTaMH, Moy4yaBlMMHU MUiaue6o. Bonee Toro, y Monoisix mauueHToB 6e3
COMyTCTBYIOLIMX 3a00/IeBaHUii OcebTAMUBHDP CHHXKal npuMmepHo Ha 50 % yacToTy pa3BUTHs
OCJIOXKHEHMI rpunmna, TpeOyIOWNX TNPUMEHEHUs aHTHOMOTHKOB (OpOHXMTa, MHEBMOHMH,
CHHYCHTa, CpelHero otuta). BbulM mosyueHbl J0Ka3aTeabcTBa 3(G(GEKTUBHOCTH Npenapara B
OTHOIIEHWH BTOPHYHBIX KpUTEpUEB IPPEKTUBHOCTH, OTHOCALIMXCA K aHTHBHPYCHOM
AKTUBHOCTH: OCEJIbTAMHBHP BBI3bIBAJl KaK YKODOYEHME BPEMEHHM BBIIE/ICHHS BHpycCa W3
OpraHu3ma, Tak ¥ yMEHbIICHHE TIOLIA/M O] KPHBOK «BUPYCHBIE THTPBI — BPEMS».

JlaHHbI€, MOJTy4YEHHBIE B HCCIIEIOBAHUH 110 TEPAIMHK OCEIETAMUBHPOM Y MALHEHTOB MOXHUIIOrO U
CTapuecKoro BO3pacTa, MOKa3bIBaloT, YTO MPHEM OCENbTAMMBHPA B 1103€ 75 MT 2 pa3a B CYTKH B
TEYEHHE 5 JIHEW COMPOBOXKAAICS KIMHMYECKH 3HaYMMbIM YMECHBIICHHEM MEJIHaHbl nepuoja
KIMHMYECKMX TMPOSIBICHUM TPUMMO3HOH WHQEKLMH, aHAJOTHYHBIM TaKOBOMY Y B3pOCIbIX
MauMeHToB 6ojee MONONOro BO3pacTa, OJHAKO pasjiMuus HE JOCTUrajl¥ CTaTUCTHYECKOM
3HAYMMOCTH. B JpyroM WCC/I€IOBaHMH MAlMEHThl C TPUNNOM cTapiwe 13 siet, WMEBLINE
COMYTCTBYIOIIHE XPOHHYECKHE 3a00/IEBaHUS CEP/ICYHO-COCY IUCTON H/HITH ABIXaTeIbHON CHCTEM,
MOTy4aId OCeNbTAMUBHD B TOM )K€ PeXHMe A03MpoBaHus wiM niauebo. Orinynii B Meanane
nepuoja 0 YMEHBLUEHHS KIMHMYECKMX TNPOABJEHWH TPUINO3HON MH(EKUMH B rpynmnax
MALMEHTOB, MOAy4YaBIIMX OCENbTAMUBUP M ruiauebo He ObUIO, OAHAKO MEPHOJ MOBBIICHHS
TeMMepaTyphl IPH NPUEME OCEIbTAMHBHUPA COKpallaics NpuMepHO Ha 1 aeHb. Jlois MalkueHToB,

BBIAENSIOMMNX BUPYC Ha 2-Oif M 4-blif [eHb, CTAHOBWJACh 3HAUYMTENbHO MeHbue. [Tpodumb



6e30MacHOCTH OCEebTaMHBHPA Y MALIMEHTOB rPYMNIbl pUCKa HE OTIMYAJICA OT TAKOBOro B oOwmien
MOMYJISLIUK B3POCIIBIX MALIUEHTOB.

Jleuenue spunna y GepemeHHbIX JCeHUJUH

KoHTponpyeMbiX HcceIoBaHK it y 6epeMEHHBIX KEHIHH He MPOBOAKIOCH. OIHAKO pe3yIbTaThl
MOCTMApPKETHHIOBBIX H PEeTPOCIEKTHBHBIX Habro1aTeIbHBIX HccleJ0BaHU I
MPOJEMOHCTPUPOBAIH O3y MPELIaraéMoro pexuma J03WpOBaHUs s JaHHOH NOMyJIsLUMU
MalMeHTOB B OTHOIIGHWM  CHWKeHMs  3aboneBaeMOCTH/CMEPTHOCTH.  PedynbraThl
(apMakOKHHETHYECKOro aHalk3a MokKa3aau 6osee HU3KYHO IKCIO3HLMIO aKTUBHOTO MeTaboIuTa,
TEM HE MeHee, U3MEHEHHE peXHUMa J03UpOBaHUS Y OEPEMEHHBIX KEHLIMH MPH MPOBEAECHHH
Tepanuy Wi NpopUIaKTHKH HE peKoMeHAyeTcs (CM. paszaen «PapMaKoJIorH4ecK1e CBOHCTBaY,
noapazaen «®PapMaKOKMHETHKa B OCOOBIX Trpynnax MalHeHTOBY», MYHKT «bepeMeHHbIe
WEHILMHBI).

Jleuenue epunnay demeii

V nereii B Bo3pacte 1-12 ner (cpeauuii Bospact 5,3 rozaa), iMeBIHMX nuxopaiaky (> 37,8 °C) u
OJMH W3 CHMIITOMOB CO CTOPOHBI JIBIXaTEIbHOH CHUCTEMBbl (Kallelb M PHHHUT) B MEPHOI
LUMPKY/ISLMA BHpyca TpHMNNA CpeaM HaceleHHus, ObUIO MPOBEAEHO JBOWHOE Clienoe
n1aneboKOHTpOIMpyeMoe HccienoBaHue. 67 % mnauueHToB ObUIM MHOMUMPOBAHBI BUPYCOM
rpunna A u 33 % nauuentos — Bupycom rpunmna B. OcensramuBup (npu npueme He nosaHee 48 u
Moc/ie TOSBJIEHMS TEPBBIX CHMITOMOB TPHUMNNO3HON WMH(EKUMH) 3HAYMTENBHO CHHXKAN
MPOIOKUTENBHOCTE 3a60neBanus (Ha 35,8 1) no cpaBHeHHIO ¢ miauebo. IIpoAoIKUTEIBHOCTE
3abosieBaHMs OMpeaensnach Kak BpeMs [0 KYyNWPOBaHWsS Kalllsd, 3al0XeHHOCTH HOCa,
MCUE3HOBEHHS JIMXOPAIKH, BO3BPAILEHUS K 0OBIYHOM aKTUBHOCTH. B rpynne seTei, nosy4aBLinx
OCeNbTAMHMBHP, 4aCTOTa OCTPOTO CPEIHEr0 OTUTa CHMXKaack Ha 40 % Mo CpaBHEHHIO C PO
nnane6o. Be310poBiieHHe W BO3BpPAILCHHE K OOBIYHOM aKTHBHOCTH HACTYMNAJIO MOYTH Ha 2 JHS
paHbllle y J€Tel, MoJTyyaBlIkX 0CeIbTaMHBUP, MO CPABHEHHIO € TPy ruiane6o.

B pyrom McciieloBAHHM y4acTBOBAJIM JETH B Bo3pacte 6-12 net, cTpajaromme 6poHXHaTbHOMI
acTMOit; 53,6 % MalMEeHTOB UMEJH TPUMNO3HYI0 HHPEKLHIO, TOATBEPKACHHYIO CEPOJIOTHYECKH
Wuid B KyJbType. MeauaHa TMpPOJOJDKHTENBHOCTH 3a00NeBaHus B TpyIne MalHeHTOB,
MOJTy4YaBIIMX OCETAMUBHP, 3HAYUTENIBHO HE CHIDKasack. Ho k nocienHeMy 6-My JHIO Tepanuu
ocebTAMHBHPOM 06beM (opcupoBaHHOro Beixoaa 3a 1 cex (O®B1) nosbimancs va 10,8 % mo
cpaBHenHIo ¢ 4,7 % y maiueHToB, nomyyasmmx niauebo (p = 0,0148).

IIpoghunakmuxa zpunna y 63pocivix u NOOPOCMKO8

[IpodunakTrueckas 3G HEKTUBHOCTb OCEIbTAMHBUPA NP ECTECTBEHHOM IPUNTIO3HON HHEKLUK

A u B 6bina q0Ka3aHa B 3 OTAeAbHBIX KnuHH4Yeckux uccienoBanusx I1I ¢as3el. Ha dpone npuema



ocenbTaMuBHpa rpunnom 3abonenn okono 1 % mnaumentoB. OcenbTaMMBHpP 3HAYHTEIBHO
yMEHbLIAJ YacTOTY BBIJENIEHHS BHpYca W NMpPEAOTBpalliai nepeaayy BHpyca OT OJHOIO 4jeHa
CEMBH K Ipyromy.

B3pocibie ¥ MOAPOCTKH, KOTOPbIE ObIIM B KOHTAKTE ¢ 3a00JICBIIMM 4JIEHOM CEMbH, HaUHHAIH
MpHEM OcebTaMHBUpA B TEYEHHUE BYX JHEH 10c/e BOSHUKHOBEHHS CHMITTOMOB TPHIINA Y 4JIEHOB
CeMbH M TMPOAO/DKAIK €ro B TeueHue 7 JHEH, 4TO AOCTOBEPHO YMEHBLIANIO YaCTOTY CIy4aeB
rpUnmna y KOHTaKTHpOBaBLIMX UL Ha 92 %.

V HeNnpHBHUTBIX H B LIEJIOM 3JI0POBBIX B3pOC/bIX B Bo3pacTe 18-65 ner npuem ocensTaMuBUpa BO
BpeMs SMUAEMHHU MPUINA CYLIECTBEHHO CHUXKaN 3a0601eBaeMOCTh rpunmnom (Ha 76 %). [lauueHTsl
MPUHUMAJIH OCENbTAMUBHUP B TeUeHHE 42 qHEH.

V M1l MOXKIIOro ¥ CTapyecKoro Bo3pacTta, HaXOJMBLIMXCS B Jomax mnpecrapenbix, 80 % wu3
KOTOpBIX OBUIM MPUBHUTHI MEPE] CE30HOM, KOrja MpOBOAMIIOCH MCCIIEN0BAHUE, OCEILTAMUBHP
JOCTOBEPHO CHIKaJ 3abosieBaeMocTh rpunnom Ha 92 %. B ToM ke uccineJoBaHuH OCEIbTaMUBHD
noctoBepHo (Ha 86 %) yMeHbILad 4YacTOTY OCJOXKHEHWH rpumnma: OpOHXWTa, MHEBMOHWH,
cuHycuTa. [TalMeHThl MPUHUMAITH OCEIbTAMUBUP B TEYEHHE 42 THEH.

IIpoghunaxmuxa zpunna y oemei

[Tpodunaktrueckas 3¢ GeKTHBHOCTH OCENbTAMHBHPA NPHU €CTECTBEHHOMN IPUINNO3HON HHbEKIH
Gblia MpoAEMOHCTpUpOBaHa y Aeteit ot 1 roga 10 12 et nocsie KOHTaKTa ¢ 3a00E€BIIUM YICHOM
CEMBH WJIH C KEM-TO U3 MOCTOSHHOIO OKpYKeHus. OCHOBHBIM napameTpoM 3¢ GpexkTuBHOCTH OblIa
yacToTa J1abopaTopPHO MOATBEPIKACHHOM MPUNNO3HOH HHPEKLIMH.

IIpogunaxmuxa epunna y nuy ¢ 0CI1aONEHHLIM UMMYHUMEMOM

V nui ¢ ocnabieHHBIM HMMYHHUTETOM MIPH CE30HHON TPUNMO3HOH HHPEKUUH U MPH OTCYTCTBUH
BUPYCOBBIJIE/IEHUSI HCXOJHO, NMPOMHUIAKTHIECKOE NMPUMEHEHHE OCENbTaMHBHPA MPHBOAMIO K
CHWKEHHIO  4acToTel  J1aBopaTopHO MOJATBEPIKIACHHOH  TPUIMNO3HOM UHpeKuuH,
COMpOBOKIAIOLIEHCS KIMHHYeCKOH cumnTomaTukoi, 1o 0,4 % (1/232) no cpaBuenuto ¢ 3 %
(7/231) B rpynne muaue6o. JlaGopaTopHO TOATBEPXKAEHHAs TIPUMNMNO3HAs HH EKLHs,
COMPOBOXIAIOWIAACS KJIWHHYECKOH CHMITOMATHKOW, JMarHOCTUpOBalachk MpH HAJIHYHH
TemmepaTypsl B TnojocTd pra Beiwe 37,2 °C, Kauuis WuIM OCTpOro puHuTa (BCe
3aperHCTPUPOBAHHBIE B OJMH M TOT e JeHb BO BpeMs NpUeMa oce/lbTaMiBUpa/ane6o), a Taioke
MOJIOYKHUTETBHOrO pe3yjibTata 06paTHO-TPAHCKPUIITa3HON MOJMMEPa3sHON LEMHONW peaKkuuu Ha
PHK Bupyca rpumnmna.

Jleuenue 2punna y nayuenmos (Oemeti, NOOPOCMKOE U 63POCbIX) € OCIABNEHHIM UMMYHUMEMOM
B paHIOMHM3WPOBAHHOM [BOWHOM CIIENIOM HCCIIEJIOBAHMM OUEHKH Mpoduis Ge30nacHoCTH

oceJiTaMHBHpa W €ro BJIMSAHHSA Ha Pa3sBHUTHC PE3UCTEHTHOCTH BHpYyCa TpHIIIA (neanqHuﬁ
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aHa/lu3) y MAalKWEeHTOB ¢ OCMableHHBIM WUMMYHMTETOM M TPUIMNO3HON MH(QEKIMEH NpUHUMAIH
yuyactie 151 B3pocnblif mauneHt, 7 noapocTkoB (> 12 net) W 9 aereil. 3T nauMeHTH ObLIA
TMPUTO/IHBI TAKXKe M s OLEHKH 3(P(PEeKTUBHOCTH OcelbTaMUBHpa (BTOPUUHbIH HEOYyCTEpHBIH
aHaus).

B uccnenoBanue ObITH TAKOKE BKJIIOYEHDI MALMEHTHI MOC/E TPAHCIIAHTAlMK COJTUIHBIX OPraHoB,
reMaTono3THYECKMX CTBOJOBBIX KieTok, BWY+ mnaumentsl ¢ uucnom CD4+  knerok
<500 KJIETOK/MM?, IALMEHTHI, MOTYYaBIIME MMMYHOCYTIPECCUBHYIO TEPAIIHIO, @ TAKKE TNALUEHTHI
CO 3JI0KaUY€CTBEHHBIM reMo6/1acTo30M.

[MTauuenTsl ObUIM paHAOMM3MPOBAHBl B TPYINITY JIEYEHHA OCEIbTAMUBHPOM Ha MPOTHKEHHH
10 gueit (rpynna cTaHAapTHOM 103bl 75 M 2 pa3a B CyTKH — 73 B3pOCIIBIX MALMEHTA, 4 MOAPOCTKA
u 4 pebenka; rpynna ABoiHO# J03bl 150 mMr 2 pasa B CyTkM — 78 B3pOC/BIX MAlHEHTOB, 3
MOPOCTKA U 5 JeTeil) B TeyeHHe 96 4acoB ¢ MOMEHTA Pa3BUTUS CUMNTOMOB rpumnmna. Jlns nerei
n03a Oblj1a CKOPPEKTHPOBaHa B 3aBUCHMOCTH OT MaccChl TeJa.

CpenHee BpeMs paspellieHHss CHMIITOMOB TPHUINA y B3POC/bIX MAlMEHTOB U MOAPOCTKOB GBLIO
COMOCTABMMO B Ipyrnie ctaHaapTHo# a03bl (103.4 uaca, 95 % nosepuresnbHbIA WHTEpBaN 75.4-
122.7) u B rpynmne aBoitHO# 10361 (107.2 uaca, 95% noseputeneHbli uHTEpBan 63.9-140.0).
Bpewms pa3pelueHns CHMIITOMOB I'PUIINA Y J€TeH CHIIbHO Pa3jin4ajioch, YTO BbI3bIBAET CIIOKHOCTH
B MHTEPIIPETALIMH PE3yIbTAaTOB U3-3a MAJIEHBKOTO pa3Mepa BIOOPKH NMalMEHTOB.

COOTHOLIEHHE B3POCIBIX MALMEHTOB C BTOPUYHBIMM MHGOEKUMAMH ObLIO TaKkkKe COMNOCTAaBUMO
(8.2% B rpynne cranaapTHOM 10361 U 5.1 % B rpynne ABoiHO# 103b1). Cpeau neTeii U NoAPOCTKOB
TobKO y | mauueHTa (MOAPOCTKA) B IPYIIIE CTAHAAPTHOH J103bl pa3BuUIach BTOPHYHAS HHOEKLMS
(bakTepuanbHbI# CUHYCHT).

HUccnenosanue hapMakouHaAMUKH U (HapMaKOKWHETHKH OBLIO MPOBEJIEHO C y4acTHEM JeTeH C
CUIBHO ociabneHHbiM UMMYyHHTETOM (<12 net, n=30), KOTOpBIE MOJIYyYa/ld OCEIBTAMHUBUD B
CTaHJapTHOI 1103€, CKOPPEKTHPOBAHHO# 1Mo Macce Tena (75 Mr 2 pasa B CyTKH), U B TPOHHOI 03€
(225 mr 2 pasa B CyTKH) N0 afanTHBHOM cxeme npuema 5-20 aueii (cpeanss NpoaoKHTETbHOCTD
nedeHus 9 gaHed). Y mauMeHTOB B IpyNne CTaHJapTHOW [03bl HE OTMEYAlMCh BTOPHYHBIC
GakTepuanbHble MHpeKUMH (OPOHXHT W CHHYCHT), 0 2 ClydYasX WX pasBUTHs COOOLIANIOCH Y
MalKeHTOB B rpynmne TPOHHOM 103bl.

JlaHHble M3 ABYX HcCienoBaHUil (hapMakOKMHETHKHM W (apMaKoJMHAMHKH MOATBEPXKAAIOT
3KCTpanosauuio 3PGEKTHBHOCTH Mpenapara y B3pOCIBIX MAUMEHTOB C OCHAGICHHBIM
MMMYHHTETOM Ha MAaLMEHTOB JETCKOro Bo3pacta (< 18 siet) ¢ ocnabneHHbIM HMMYHHTETOM (c™m.
pasaen «Crocob npuMeHeH!s U 103b1», nojpasaen «Jlo3upopanue B 0CcOoOBIX Cly4asx» U paszien

«DapMaKoNoOruueckue CBOHcTBay, moapasaen «®apMakOKMHETHKA B OCOOBIX rpymmax



NMAalHECHTOBY, ITYHKT «[TauueHTsl ¢ 0cnabIeHHbBIM HMM)’HMTCTOM))).

Pesucmenmuocmo

Knunuuecxue uccnedosanus

PUCK TNOfBIEHHS BHUPYCOB TpHUINA CO CHWXKEHHOW YYBCTBHUTEJIBHOCTBIO WM SBHOM
PE3UCTEHTHOCTBIO K OCENIbTAMUBHPY H3yyalics B KJIMHUYECKUX HCCIIEI0BAHUSAX.

[TosiBIeHKHE PE3UCTEHTHOCTH BHpYca K OCEIbTAMMBHPY ualle Habmozanock y JeTed yem y
B3POCJIBIX MALMEHTOB U MoApocTKOB (18 % y mnanenues B Bozpacte <1 rozga u <1 % y B3pocibix
MalKUEHTOB).

V neTeii ¢ pe3UCTEHTHBIM K OCEIbTAMUBUPY BUPYCOM HOCHTENIBCTBO, KaK MpaBmio, HMeNo bonee
MPOIO/DKUTENBHBIM XapakTep MO CpaBHEHHMIO ¢ CyObeKTaMH C BHpYcOM, 00Jajaroium
4yBCTBHTEJILHOCTBIO.

OnHako, BbI3BaHHAS Teparnyei pe3uCTEeHTHOCTb K OCEIbTAMMBHPY HE BJIMAJIA HA TEPANEBTHYECKU N
OTBET W HE BbI3bIBAJIa POIJIEHUS CUMIITOMOB IPHIINA.

YV B3poCHBIX MALMEHTOB M TOAPOCTKOB C OCHAa0JICHHBIM HMMYHHMTETOM, MOJy4aBIINX
OceTbTAMMBHD B cTaHaapTHO# go3e (14.5 %, 10 naunentoB u3 69) unu nBoiino# nose (2.7 %,
2/74) na npotskeHuu 10 gHEH, yacTOTa pa3BUTHA PE3UCTEHTHOCTH K OCE/IbTAMUBHUPY, B CPE/IHEM,
Obla BBHILIE YEM Y B3POCIBIX MALMEHTOB M MOAPOCTKOB C HOPMAIBHBIM UMMYHHMTETOM, TaKOKe
MOJIy4YaBLIMX OCENTbTAMHUBHD.

BO/MBIIMHCTBO B3POC/BIX MALMEHTOB C PE3MCTEHTHOCTBIO TEpeHecnu TpaHcmiaHTtauuio (8/10
MALMEHTOB B IPYIINEe CTAHAAPTHOMN 036l U 2/2 MalMEHTa B FPyNIe ABOHHOM 103bI).

Bonbmas 4YacTh  MALMEHTOB-HOCHTENIEW  OCEJbTAMHBUP-PE3UCTEHTHOrO  BHpyca Oblia
vHULIMPOBaHAa BUPYCOM TPUMMA THMa A; HOCHTENBCTBO MMEJIO MPOAOJDKMTEIBHBIA XapaKTep.
YacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMMBHMDY Y JETEH, MOMyYalOIIUX OCENIbTaMUBHUD, B
JBYX MCCIEJIOBAHUAX MO H3YYEHHIO PE3UCTEHTHOCTH cocTaBuna 20.7% (6 mauuenTos u3 29). U3
6 neteil ¢ OGHapy)XEHHOM PE3UCTEHTHOCTBIO K OCENbTAMHUBHPY, BO3HHMKIICH TOC/IE Havana
JIeYEeHHs, 3 MAlMEHTa MOoJTy4aly CTaHAApTHYIO 103y M 3 — BBICOKYIO (ABOMHYIO HIIM TPOHHYIO

103y). Y 60/bIIMHCTBA MALHEHTOB Obll OCTPBIH TMMGOUIHBIA JIEHKO3 ¥ BO3pAcT <5 JIeT.

Yactorta pa3BUTHUA PE3UCTEHTHOCTH K OCCJIbTAMHUBHUDY B KIIMHHYECKHX HUCCJIEAOBAHUAX.

IMaumMeHThl ¢ MyTALMSMH, IPHBOASIMMH K PE3HCTEHTHOCTH
IMonyasiuus NaNHEHTOB
®eHoTHNHPOBaHHE® I'eno-u peHoTHNHpPOBaHHE™
B3pocibie U MOJPOCTKH 21/2382 (0,88 %) 27/2396 (1,13 %)
Hdetu (1-12 ner) 71/1726 (4,11 %) 78/1727 (4,52 %)
Mnanenus! (<1 rozaa) 13/71 (18,31 %) 13/71 (18,31 %)

*TTonHoe MEHOTUITUPOBAHHUE HE Ob1110 MpOBEJACHO HHA B OJHOM M3 HCCIIeIOBaHUIA.




IIpogpunaxmuxa epunna

TTpu npueme ocebTaMUBHPA C LEJBIO TIOCTKOHTAKTHOM npodunaktuky (7 anek), npoduaakTHKu
KOHTaKTHpoBaBLIMX B ceMbe (10 aHeit) u ce30HHON MpodunakTHKY (42 IHA) y KL C HOPMAJIBHOM
(GyHKLHEH HMMYHHOW CHCTEMBI CJTy4a€B PE3UCTEHTHOCTH HE OTMEYEHO.

B 12-HemenbHOM HMCCNEJOBAHMM [0 CE30HHOM mpodunakTuke y auin ¢ ocnabieHHbIM
MMMYHHUTETOM CJIy4aeB BO3HUKHOBEHHS PE3UCTEHTHOCTH TaKXkKe HE HabII01aI0Ch.

Jannvie omoebHbIX KIUHUYECKUX CTYYaes u HabaooamenbHblx Uccie006anuil

V nauMeHToB, HE MOJyYaBHIMX OCETbTaMHUBUp, OOHapyXKEHbl BO3ZHMKAIOLIME B MPHUPOJIHBIX
YCJIOBHSIX MYTAllMK BUPYCOB rpunma A u B, koTopeie 061aaaii CHUKEHHON 4yBCTBUTEIbBHOCTBIO
Kk ocenpramuBupy. B 2008 romy wmyrtauus no tumy 3amensl H275Y, mnpuBoasmias K
PE3UCTEHTHOCTH, Obla obOHapyxena Gonee uem y 99 % wmrammoB Bupyca 2008 HINI,
uupkyaupyromux B Espone. Bupyc rpunma 2009 HINI («cBuHO# rpunmn») B GONbIIMHCTBE
ciiydaeB ObLT YyBCTBUTENEH K OCEIbTAMUBHPY. Y CTONYMBBIE K OCEIbTAMUBUPY IITAMMBI BUpyca
rpurmna oGHapyKeHbl y JIUI C HOPMAJIbHOM QYHKLIMEH HMMYHHOH CUCTEMBI M JIHIL € OC/Ia0IEHHBIM
MMMYHHUTETOM, NPHHUMABIIMX oOceNbTaMUBHUP. CTENneHb CHMXKEHHS YYBCTBUTEIBHOCTH K
OCeJbTAMHBHPY M 4acTOTa BCTPEYaEMOCTH MOJOOHBIX BHPYCOB MOXET OTIMYaThCid B
3aBHCHMOCTH OT C€30Ha M peroHa. YCTOHYHBOCTh K OCEIbTAMUBUPY OOHapy KeHa y NalMeHTOB
¢ nangemuyeckuM rpunnoM HINI, noayuaBmiMx ocenbTaMUBHpP KakK JUIs JICUCHHUS, TaK W Ul
npodUIaKTHKH.

YacToTa BCTPEYAEMOCTH PE3UCTEHTHOCTH MOXET OBITH Bbille y Gojiee MOJIOABIX MALMEHTOB
MALMEHTOB C OCNA6JIECHHBIM MMMYHHMTETOM. YCTOWYHMBBIE K OCEIBTAMMBHMpPY J1abOpaTOpHBIE
IWITaMMBl BHPYCOB TpHMINA M BHUPYChl TpHUNNAa OT MalMEHTOB, TOJy4YaBLIMX TEparnuio
OCENbTAMUBHPOM, HECyT MyTauuu Hedpamunupasel N1 u N2. Myrauuu, npuBoisimue K
YCTOWYHBOCTH, YacTO ABNAIOTCA CrieMPUUECKUMHU ISl MIOATHIIA HEf paMMHH a3l

[lpy NpPUHSTHH pELICHHs O NPUMEHEHHWH OCENbTAMHUBHPA CIEAYeT YUYMTBIBATh CE30HHYIO
YyBCTBHTE/BLHOCTh BHpYCa PUMIa K mpenapary (MOCieAHIO HHYOPMALKMIO MOXHO HalTH Ha
caiite BO3).

Hoknunuyeckue 0Oanuvie

JIOK/IMHHYECKHUE JAHHBIE, OJTyYEHHBIC HA OCHOBAHMH CTAHAAPTHBIX HCCIIEIOBAHUH MO H3YHEHHIO
dapmakonoruyeckoil 6e30MacHOCTH, TE€HOTOKCHMHOCTH M XPOHHYECKOH TOKCHYHOCTH, HE
BBISBHIM 0COOOM OMAacHOCTH JUIS YeJIOBeKa.

Kanyepozennocmbp: pe3ynbTaThbl 3-X UCCIIEI0BAHUHA 110 BbIsBJICHHIO KaHLIEPOr€HHOrO MOTEHIHANA
(aByX 2-X JIETHMX MCCIEOBaHWH Ha KpbiCax M MBIIIAX /Ui OCEJbTaMMBHPA W OJHOTIO 6-T1

MECSUYHOrO MCC/eNOBaHUs Ha TpaHcreHHbX mbimax Tg:AC s akTMBHOTO MeTaboINTa) ObuUTH



OTpPHULATENIBHBIMH.

Mymazennocmy: cTaHIapTHbIE TeHOTOKCHYECKHE TECTBI JUISl OCEJIbTAMHBHPA H €r0 aKTHBHOIO
MeTabosuTa ObUTH OTPHLIATEBHBIMH.

Bnusnue na gpepmunsrocms. ocenbTaMuBUp B 03¢ 1500 MI/KI/CyT He BIMSA/ HAa NEHEPATHBHYIO
(YHKLMIO CaMLIOB ¥ CaMOK KpBIC.

Tepamozennocms. B UCCIEOBAHUAX 110 M3YYEHHIO TEPATONEHHOCTH OCEJbTaMHBHpa B 03¢ 10
1500 mr/kr/cyT (Ha Kpbicax) u 10 S00 Mr/Kr/cyT (Ha KpoJMKax) BAMSAHHA Ha SMOpHopeTanbHOE
pa3BuTHe He 0GHapYXKeHO. B Hccne0BaHUAX MO U3YyUYEHHIO aHTEHATAIBHOTO M MOCTHATAILHOTO
NMEPHOJIOB Pa3BUTHS Y KPbIC MPU BBEACHHH ocebTaMuBHpa B 103e 1500 mr/kr/cyT Habmoaanocs
yBEJIMYEHHE MepHoJa POJOB: mpejen 0€30MacHOCTH MEXIY SKCMO3MLMEH Ui 4enoBeKa |
MaKCHMaJbHOM He okasbiBaiolleit addexra 1030it y kpeic (500 Mr/kr/cyT) ans ocenbTaMUBHpa
Beime B 480 pas, a it ero akTHBHOro MeTabonuTa - B 44 pasa. DKCNO3MLHKS Y [UI0/1a COCTaBIIs/IA
15-20 % oT TakoBOii y MaTepH.

IIpoyee: ocenbTaMUBHP M aKTHBHBIH METabOJIMT MPOHUKAIOT B MOJIOKO JIAKTHPYIOUIMX KPBIC.
CornacHo OrpaHM4Y€HHBIM JAHHBIM OCENBTAMHMBHMD M €r0 aKTHBHBIH METabOJUT MPOHMKAIOT B
rpyAiHOe MOJOKO 4enoBeka. [lo pe3ynbTaTaM SKCTpamnojislMM JaHHbBIX, MONYYEHHBIX B
MCCIIEIOBAHUAX Y JKMBOTHBIX, HX KOJIMYECTBO B TIPYJHOM MOJIOKE MOXET COCTaBJIATh
0,01 mr/cytku u 0,3 Mr/CyTKH, COOTBETCTBEHHO.

[TpumepHo y 50 % npOTECTHPOBAHHBIX MOPCKHX CBHHOK TNpPU BBEJICHUM MAaKCUMAJIBHBIX 103
aKTHUBHOM cyOCTaHIIMM OcebTaMMBHpa Habmoaanach CeHCHOMIU3aLMs KOXH B BHJIE SPUTEMBI.
Taxoke BbISBIEHO 00paTHMOE pa3pakeHHe r1a3 y KpOJIHKOB.

B To BpeMms KaK O4YeHb BBICOKHE MEPOPAIbHbIE OJHOKPATHBIE 103kl (657 MI/KT M BBbILIE)
oceJIbTAMHUBHPA HE OKAa3aJi BIMAHHUSA Ha B3POCIBIX KPBIC, JAHHBIC JI03bI OKa3bIBAJIH TOKCHYECKOE
JeHCTBYE HA HE3PENbIX 7-IHEBHBIX [ETCHBIIEH KphIC, B TOM HYHCIE NPUBOAMIM K rubesnn
®MBOTHBIX. HexenarenpHbix 3¢GekToB He HabMOoaanoch NP XPOHHUYECKOM BBEICHHH B [103€
500 mr/kr/cyT ¢ 7 o 21 neHb NMOCTHATAJILHOIO NMEPHOJA.

DapmakoKkunemuKka

Bcacwisarue

OcenbTaMHBUP JIETKO BCAChIBAETCA B IKENYJOYHO-KHILIEYHOM TPAKTe W IKCTEHCHBHO
npeBpaiaeTcs B aKTHBHBIH MeTaboNUT MO AEHCTBUEM MEYCHOYHBIX M KHMIUEYHBIX 3CTEpas.
KoHueHTpalus aKTHBHOrO MeTabo/IMTa B MJa3Me OnpejensioTes B npepenax 30 MHH, Bpems
JNOCTHXKEHHS MaKCHMaabHOW KOHUeHTpauuu 2-3 4, ¥ Oonee uyem B 20 pa3 mpeBbILIAIOT
KOHIIEHTpaluy nposekapcrsa. He menee 75 % npuHATON BHYTPh 103bl MOMNAJaeT B CHCTEMHBbIH

KPOBOTOK B BHMJE aKTHBHOrO MerafonuTa, MeHee 5 % - B BHIE MCXOJHOro rnpenapara.



[lna3sMeHHbIE KOHIEHTpAaUMH Kak [MpoJiekapcTBa, TaKk M  aKTMBHOro  MeraboniuTa
NPONOPLHOHATBHBI 103€ H HE 3aBUCAT OT NPHEMa MHUILLH.

Pacnpeoenenue

O6mnem pacnpeaenenns (Vss) akTUBHOro Metabosura - 23 J1.

[To JaHHBIM HCCIIEJOBAHHNA, MPOBEICHHBIX HA )KUBOTHBIX, M0CIIE MPHEMa BHYTPb OCENbTaMUBHpa
ero aKTHBHBIH MeTabonuT 0OHapyXHMBAJICS BO BCEX OCHOBHBIX odarax MH(EKuMH (JIerkux,
MPOMBIBHBIX BOJaX GPOHXOB, CIIM3MCTON OGOJIOYKE MOJNOCTH HOCA, CPEJHEM yXe W Tpaxee) B
KOHIEHTpaLKAX, 06eCIeYHBAIOIMX MPOTHBOBUPYCHBIN 3 PeKT.

CBsi3b aKTHBHOTO MeTabonuTa ¢ GenkaMu mia3Mbl KpoBH - 3 %. CBs3b mposiekapcTsa ¢ GenkamMu
mnasMbel KpoBH - 42 %, 4YTO HENOCTAaTOYHO, 4YTOOBI CIYXHTh MPUYMHOM CYIIECTBEHHBIX
JIEKapCTBEHHBIX B3aMMOJIECHCTBHIA.

Memabonusm

OcenbTaMHBHP SKCTEHCHBHO MPEBPAIIAETCS B aKTHBHbIA METAGONMT MOA [CHCTBHEM 3CTepas,
HAXOJSIMXCA TIPEUMYIIECTBEHHO B TeueHH. HU ocenbTaMMBHp, HH aKTMBHBIH METabOIHUT He
ABAAIOTCH CyOCTpaTaMM WM MHTMGMTOpamMu W30(epMEeHTOB cHcTeMbl uuToxpoma P450.
Buwigeoenue

BeiBoautes (> 90 %) B BHA€ aKTMBHOrO MeTabO/IMTa MPEUMYIIECTBEHHO MOYKaMH. AKTHBHbIH
MeTaBoNUT He MOjBEpraeTcs NaibHelwed TpaHcopMalii ¥ BHIBOAMTCA moykamu (> 99 %)
myTeM KTyGO4KOBOM (UIBTPALMK M KaHAIbLEBOH CeKpelnH. IToueyHbIli KIMpeHe (18,8 n/u)
NMpeBBIIAET CKOPOCTh KiyG0uKoBO# (unbTpauuu (7,5 1/4), 4T0 yKa3bIBaeT Ha TO, 4TO Mpernapar
BHIBOJMTCS €IIE W MyTeM KaHalbUeBOH cekpeunu. Uepes KumedyHuK BbIBOAMTCS MeHee 20 %
NPUHATOrO ocebTaMuBUpa. [1epro/l NosTyBbIBEACHHS aKTHBHOrO MeTabouTa 6-10 .
DapMaKoKuUHEmuKa 6 0cobbIX 2Pynnax nayuenmos

Iayuenmul ¢ nopasiceHuem noYex

[Tpu npumerenuu ocensramusupa (100 Mr 1Ba pa3a B CyTKH B T€HEHHE 5 nHeii) y nauueHToB ¢
pa3IMuHON CTErNeHbIO MOPaXEHHs MOYEK MIIOW@lb MOJ KPHBOH «KOHUEHTPALUMsd aKTHBHOIO
meraGonuta B miasme — Bpema» (AUC ocenbramuBupa kapGokcuiara) —0OpaTHO
NPONOPUMOHATIBHA CHIKEHHIO (yHKLMH MOYEK.

@dapMakOKHHETHKA OCe/bTaMHBHpa y TALMEHTOB C TEPMHHAJIBHON CTaaued MO4e4HOM
HEJ0CTATOYHOCTHIO (C KIMpeHCcOM KpeaTHHHHa < 10 MyI/MUH), HE HAXOJAIIMXCS Ha AMaNn3e, He
M3y4asnach.

Ilayuenmul ¢ nopadicenuem neveHu

HOJIylleHHblC in vitro U B UCCJIEIOBAHUAX HA XXHBOTHBIX JNaHHBIC 06 OTCYTCTBUM 3HAYUTEIIBHOTO

nossimenus AUC oceIbTAMHBHpPA HIIM €70 aKTMBHOTO MeTaGoNMTa NpH HapyleHHH (yHKUUH



MEYeHH JIErKOM W CpefiHel CTeneHW TANEeCTH ObIM MOATBEPXKICHBI W B KIHHHYECKHUX
uccnenopanuax (cM. «JlosupoBanne B 0coObIX ciayuasx»). besonacHocTh ¥ (hapMakOKHHETHKA
OCeNbTaMMBHpa y TALMEHTOB C TSDKENbIM HapylleHHeM (QYHKUMM TMEYEHH HE H3y4anack.

Iayuenmul noXCUN020 U cmapyecko20 eo3pacma

VYV nauueHToB TMOXHWJIOrO M crapyeckoro Bo3pacta (65-78 JieT) 3KCIMO3HLMA aKTMBHOTO
MeTabonHuTa B pABHOBECHOM COCTOSTHUM Ha 25-35 % Bbile, 4eM y 60j1€e MOJIO/IBIX MALMEHTOB MPH
HA3HAYEHWMM AaHaJOrMYHBIX JI03 ocenbTamuBupa. llepuoa monyBbiBeleHMs Mpenapara y
MaLMEHTOB MOXKHIIONO U CTAPYECKOr0 BO3PACTa CYIIECTBEHHO HE OTIMYAJICA OT TaKOBOro y 6onee
MOJIOABIX TaiueHToB. C y4eToM JaHHbIX MO 3KCMO3WLMU Mpernapara ¥ ero nepeHOCHMOCTH
MAaLMEHTaMHU TI0XKHJION0 ¥ CTapYECcKOro BO3pacTa KOPPEKLMH 03kl IPH JIEYCHUHU U NPODHIaKTHKE
rpunmna He Tpebyercs.

Jlemu 6 6o3pacme om 1 200a 00 8 nem u noOpocmku

dapMaKOKMHETHKY OCEIBTaMUBHPA U3y4aln y jaeTedt ot 1 10 16 et B papMaKOKMHETHYECKOM
MCCIEI0BAHMM C OJHOKPAaTHBIM MPUEMOM Mpenapata ¥ B KIMHHYECKOM HCC/IEIOBAHHM MO
W3Y4EHHIO MHOrOKPATHOTO MpHeMa npemnapara y HeGoIbIIoro Yncia aete B Bospacre 3—12 ser.
CKOpOCTh BbIBEJEHHMS aKTHBHOrO MeTabo/IMTa ¢ MONpPaBKO# Ha Maccy Tena y AeTel Miiaaiero
BO3pacTa BbILIE, YEM Y B3POCIBIX, YTO MpUBOAMT K Gonee Hu3kuM AUC MO OTHOLICHHIO K
KOHKpeTHo# fo3e. [Ipuem mpenapata B 03¢ 2 MI/KI M OJHOKpATHBIX 103 30 Mr umu 45 Mr B
COOTBETCTBHMM C PEKOMEHIAUMSIMHU 10 [03MPOBAHUIO Ui JETeH W OKCTEMIOPATBHOMY
NMPUTOTOBJIEHHIO CYCIIEH3MH, MPUBEACHHBIMM B pasaene «Croco® MPUMEHEHHs W 03bI»,
obecnieunBaet Takyio xe AUC ocenbTaMuBHpa KapOOKCHJIaTa, Kakas JOCTHIAETCs y B3POCIbIX
MOCJIE OAHOKPATHOTO NPHEMa KarCyJibl 75 MT Ipenapara (4To SKBUBAIEHTHO PUMEPHO 1 MI/KT).
dapMakoKMHETHKA OCENbTaMHBHpA Y ieTel cTapiue 12 sieT Takas xke, Kak y B3pOCIIbIX.

Bepemennvie JceHUUHbL

B xone OOBEIMHEHHOrO aHAAM3a TOMYJSLUMOHHON (apMaKOKMHETHKH ObLIO BBIABJIEHO, YTO
MpHMEHEHHE TIpenapara B 103, yKa3anHo# B paszene «Crnocob npuMEHEHHUs U J103b1», IPUBOAHT
K Gosiee HM3KOM DKCMO3WIMH aKTHBHOro Mmerabonuta (B cpeanem Ha 30 % B TeyeHHe BCeX
TPHUMECTPOB GEpeMEHHOCTH) y GEpeMEHHBIX JKEHIMH MO CPaBHEHHIO C HeOepeMEHHBIMH
KeHmMHaMu. HauMeHblas pacyeTHas OJKCMO3MLMA, TEM HE MEHee, OCTaeTCs BBILIC
MHrHOUpytomMx KoHueHTpauui (3Hauenus ICogs), OINHOBPEMEHHO HAXOIiCh Ha YPOBHE
TepaneBTHYECKOro BO3AEHCTBHs VIS PAja WTaMMOB Bupyca rpunna. Kpome Toro, pesysibTaTsl
Ha6TI0IaTEIbHBIX MCCIEIOBAHHIH BBISBIIAIOT MOJb3Y CYLIECTBYIOLIEro pexuma 103UpOBaHHs B
yKa3aHHOM MOMy/JsUMH nauueHToB. Takum 00pasoM, W3MEHEHME PeXMMa JO3HPOBAHUA Y

GepeMeHHBIX XKEHILMH NPH NPOBEICHUH TEPANUU WK POYUIAKTHKH IPUIINA HE PEKOMEH Ly eTCA
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(cM. pasmen «®apmakonoruyeckue CBOHCTBa», nojpasjgen «QPapMakoAMHAMHUKA», [yHKT
«Jleuenue rpunmna y 6epeMeHHBIX KEHILHHY).

ITayuenmyi ¢ ociabneHHbIM UMMYHUMEMOM

AHanu3bI NOMYJISIHOHHOH apMAKOKMHETHKH YKa3bIBAIOT HA YBEIHYCHHE SKCIIO3HLIHH (mo 50 %)
aKTHBHOTO MeTaGonuMTa OCenbTAMMBHMpA Yy B3pOC/BIX MAlMeHTOB M gerei (<18 ner) ¢
ocabIeHHBIM HMMYHHTETOM 110 CPABHEHHIO C MALMEHTAMH ¢ HOPMaJbHBIM HMMYHHTETOM (KaK
ykazaHo B pasjeie «Crioco6 mpuMeHeHus M J103b1»). IIpi 3TOM KIMpEHC KpeaTHHMHA B 3THX
rpymnnax ocTaeTcs CONOCTaBUMBIM.

Hajinuue CHWKEHHOr0 MMMYHHTETA Yy TIALIMEHTOB He TpeOyeT KOPPEKLIMH J103bl OCeIbTAMHUBHPA,
Gnaromaps  BHICOKOMY  mpejely — 030MacHOCTH — aKTMBHOTO — Mertafonuta.  AHanm3
(apmakokuHeTHKH W (DapMaKOJMHAMMKH B JBYX HCCIEJOBAHHAX C y4acTHEM MALMCHTOB C
ocnabNeHHBIM MMMYHHMTETOM HE BBISBUJI JOTOJHMTEBHOTO 3HAYUMOr0 MPEUMYLIECTBA TPH
JIOCTHIKEHUH SKCTIO3ULIMH BBILIIE TAKOBOW MPH MPUMEHEHHUH CTaHIapTHO#H 103bl. Tem He MeHee, y
B3pOCIbIX MALKEHTOB C MOPAXKEHHEM TTOUEK 1036l HEOOXOAHMO KOPPEKTHPOBATh B COOTBETCTBHH
¢ uHopMauKel, npeacTaBneHHoH B pasaene «Cnocod MpUMEHEHHUs U 103bI).

IMoka3zaHus K NPHMEHEHHIO

e JleueHue rpunma y B3pocibiX u AeTeil B Bo3pacTe crapiie 1 roza.

e [IpodunakTvKa rpunna y B3pocibiX U MOJPOCTKOB B BO3pacTe cTapiue 12 e, HaxoaAIuXcs B
rpynnax MOBBILIEHHOrO PHCKa WH(UIMPOBaHWS BAPYCOM (B BOMHCKMX 4acTAX H Honbumux
NMPOM3BOJICTBEHHBIX KOJIEKTHBAX, Y OC/ab/IeHHBIX MALHEHTOB).

e [IpodunakTuka rpunna y aetei crapue 1 roaa.

IIpoTHBONOKA3AHHUS

[ToBeIlIEHHAsA YYBCTBHUTEJILHOCTD K OCEJIbTAMUBHUDY HITH ﬂlOGOMy KOMIIOHEHTY Npernapara.

o TepMUHANbHAS CTAJMs MOYEHHOH HEOCTATOYHOCTH (KIMPEHC KpeaTHHUHA < 10 Ma/mMuH).

Jletckuii Bo3pact 10 1 roaa.

e Tskenas neyeHOYHas HEJAOCTATOYHOCTb.

e HenepeHocumocTb GpyKTO3BI.

C 0CTOPOKHOCTHIO

e bepeMeHHOCTb.

e [lepuoa rpyAHOr0 BCKapMJIMBaHHs.

e [IpumeHenne B KOMGMHALIMH C NpenapaTaMu, HMEIOIMMH Y3KYIO IIMPOTY TEPANEBTHHIECKOro
NeicTBHS (HanpuMep, XJIOpNponamMus, METoTpeKcat, GeHnIGyTa3on).

Ipumenenne npu GepeMeHHOCTH M B NEPHO/I TPYHOT0 BCKAPM/IHBAHHS

bepemennocmo
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He6aronpusTHBINA KXo 6epEMEHHOCTH M aHOMAJIMM Pa3BUTHA /1012, a TAKKE PHCK CEPhE3HbIX
BPOXKIEHHBIX MOPOKOB Pa3BUTHA, B TOM YHC/e BPOXK/IEHHBIX MOPOKOB CepAua, CBA3aHbl C
3a60JIeBAHUEM TPUIIIIOM.

BoMbIIoe KOMMYECTBO NaHHBIX O BO3IAEHCTBHM OCEIbTAMUBHpPA y GEPEMEHHBIX KEHIMH B XO/€
TMOCTPErMCTPALMOHHOTO NpUMEHeHus W HabmoxarenbHbiX Hccnenosanuid  (Gonee 1000
NalMEHTOB Ha NMEPBOM TpUMecTpe 6EpEMEHHOCTH) HE YKa3biBalOT HH Ha MOPOKHU Pa3BUTHs, HU Ha
(ero/HeoHaTaIbHYIO TOKCHYHOCTh OCE/IbTAMHUBHPA.

O1HaKo B OZIHOM HaOJ0IaTEIbHOM UCCIIEIOBAaHUH PE3YJIbTAaThl OLIEHKH PUCKA Pa3BUTHS TXKEIIBIX
BPOK/IEHHBIX OPOKOB CEp/Ila, IMarHOCTHPOBAHHBIX B TeUeHHE 12 MeCsLeB noce poXAeHHs, He
ObUTH OJJHO3HAYHBIMH, XOTs OO PUCK MOPOKOB Pa3BUTHA U HE ObLT YBEIHYEH.

B 1aHHOM HCCIIEOBAHMM 4acTOTa Pa3BMTHS TSKENBIX BPOXIEHHBIX TMOPOKOB Cepiua Mocie
MPUMEHEHHUS OCENIETAMUBHPA B T€YEHHE MEPBOro TpUMecTpa GepeMeHHOCTH coctasnsna 1,76 %
(7 mnanenues u3 397 GepemenHocreii) no cpapHeHHio ¢ 1,01 % npu GepemeHHOCTH B OOLIeH
nonynsuuu Ge3 MpUMEHeHHs ocelbTaMuBHpa (OTHOLIEHHWe pUCKOB 1,75, 95 % HoBEpHTENbHBIH
untepsan 0,51 1o 5,98).

KnuHuuecKkoe 3HaueHHe JaHHOro pe3yJsibTaTa A0 KOHLA HE ICHO, TaK KaK MCCIIe0BaHHE UMEN0
OrpaHUYEHHYH MOLIHOCTb.

Kpome Toro, uccienoBanue GbUIO HEAOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTH JOCTOBEPHYIO
OLEHKY OTJEIbHBIX KAaTEropHil TSXKEIBIX MOPOKOB PA3BUTHS; NMPH 3TOM [AaHHBIC Yy JKEHIIHH,
NMPUHHMABLIMX ¥ HE NPUHAMABLIKX OCENbTAMUBHD, HE MOTJIA OBITH MOJHOCTBIO COMOCTABHME,
HE3aBHUCHMO OT TOT0, 6OJIENTH JIH OHH TPHUIITIOM.

WccnenoBaHus Ha )KHMBOTHBIX HE YKa3bIBAlOT Ha PENMPOAYKTHBHYIO TOKCHYHOCTh OCEIbTAMUBHPA
(cM. pasaen «DapMaKoIOrHYecKue CBOHCTBAY, Noapaszel «loKIHH1YecKne JIaHHBIEY).
TTpuMeHeHHe OceIbTaMUBHPA NIPU GEPEMEHHOCTH BO3MOXKHO B ClTy4ae HEOOXOXMMOCTH H T0CIe
oLeHKH wuMeroleiics uHdopmauuu O Ge3omacHOCTH M nonb3e (MHGoOpMmauuio O MoJb3e
NPUMEHEHHS OCEbTaAMUBHPA Yy GEPEMEHHBIX XKEHIIMH CM. B noapasjene «PapMaKoIHHaMHuKay,
nmyHKT «JledeHue rpunmna y GepeMEeHHBIX KEHIIMHY), @ TAlOKe MaTOreHHOCTH LMPKYJIMPYOWero

[ITAMMa BUpyCa FpHUIIa.

I'pyonoe éckapmnusanue

Bo Bpems JOKIMHUUECKMX MCCIEOBAHMIT OCENbTAMUBUP M AKTUBHBIA METaGONMT MPOHKKAIIA B
MOJIOKO JTAKTUPYIOIMX KpbiC. JlaHHbIE MO 3KCKPELUHH OCEeIbTAMUBHPA C PYIAHBIM MOJIOKOM Y
yejoBeKA W TNPUMEHEHHIO OCENbTAMMBHMpA  KOPMSAIIMMH  JKCHIIMHAMH  OrpaHHYCHBI.
OrpaHMyYeHHbIC JaHHBIE MOKa3bIBAIOT, HYTO OCEJBTAMUBMP H €ro aKTHBHBIA MeTaboauT B

HEOOJIBIIUX KOJIMYECTBAX IMPOHUKAIOT B TIPYAHOC MOJIOKO, coO31aBas cy6TepaneBTmecxue
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KOHLIEHTpallMi B KPOBH rpyaHoro peGenka. [IpW HasHa4Ye€HWH OCENbTaMMBHPA KOPMSALIAM
JKCHIIMHAM CNEAYeT TaKkKe YYMTHIBATh MX COIYTCTBYolMe 3a00j€BaHHMs W TMATOICHHOCTh
LMpKy/Mpyiolero wraMma Bupyca rpunma. [Ipy GepemeHHOCTH M B TNEPHOA TIPYAHOro
BCKapMJIMBaHHs OCEbTAMUBUP MPUMEHSIOT TOJILKO B ClTy4ae, €Ciii 0XKuaeMas sBHas nojb3a 1us
KOpMsilliel MaTepH MPEBBIIAET PUCK 1Sl pebeHKa.

Depmunvrocno

Ha OCHOBAaHMH JOKTHHHYECKHX JaHHbBIX HE 0XKMIAETCS, YTO MPEenapar BAMAET Ha (GepTHILHOCTH
MYXYMH WIH OKeHmMH (cM. pasgen «@Dapmakosjoruveckne CBOWCTBa», MOApasien
«JIOKJIMHWYECKHE TaHHBIE).

Cnoco6 npuMeHEeHUs H 103bI

BHyTpb, BO BpeMsi €/Ibl HJIM He3aBUCHMO OT npuema muuy. [lepeHoCMMOCTb OcelbTaMMBHpA
MO3KHO YJIY4IINTh, €CJIH IPUHMMATh €ro BO BpeMs e/Ibl.

YXenartenbHo, 4TOOBI IPUTOTOBIEHHEM CYCIIEH3UH 3aHMMaCs (hapMaLEeBT UIIK POBHU30P.
[IpUroToBAEHHE CYCIIEH3UH

1. OCTOpPOXKHO HECKONBKO pa3 MOCTY4aTh MANbLEM MO 3aKPLITOMY (JAKOHY € TeM, 4TOOHI
TMOPOILIOK pacrpeieIniIcs Ha AHe (JaKoHa.

2.1 10 r: otmeputs 18,0 Mt Bozsl. Mcnonb3ys MepHbIH cTaKaHYHK. 3aMOJHSAA €ro 10 yKa3aHHOro
yposHs. Jlo6aButs 18,0 M1 BobI BO (h1akoH, 3aKpbITh KOJNMAYKOM H XOPOIIO BCTPAXHBAThH B
TeyeHHue 15 cexyHu.

2.2 15 r: oT™MepuThb 27,5 M1 Boabl. Vicnonb3ys MepHBI CTakaHYMK. 3arojHss ero 10 yKa3aHHOro
ypoBHs. Jlo6aButh 27,5 My BOAbI BO (JIaKOH, 3aKPBITh KOJIMAYKOM M XOpOIIO BCTPSXMBATh B
TeyeHHue 15 cexyHI.

2.3 30 r: otmeputh 55,0 M Boabl. Micmonb3ys MepHbIi cTakaHYMK. 3armofiHsis ero 10 yKasaHHOro
ypoBHs. Jlo6aBute 55,0 Ma Bo/bl BO (hIaKOH, 3aKPBITh KOJMNA4YKOM M XOPOWIO BCTPSAXHWBATEL B
TeyeHue 15 cekyH.

3. CHATH KOJIMAYOK ¥ BCTABUTH B FOPJIBILIKO (hjlaKoHa afantep.

4. TINOTHO 3aBMHTUTH (JIAKOH KONMaykoM s obecreveHHs NMpPaBHIBHONO PacloNOKEHUs
ajianTepa.

Ha strkeTke dakoHa cleIyeT yKasaTb AaTy NpPUTOTOBIEHHs cycniensuu. Ilepen mpumeHeHueM
()1aKOH ¢ MPUrOTOBNEHHOH Cycrnensnelt Heo6Xxoaumo B3GanThBaTh. [lis 103UPOBKH CYCNEH3HHA
npunaraeTcsi JO3UPYIOIIHH WINpPHL ¢ METKaMH, YKa3blBalOWIMMH YPOBHH 1103 30 mr (2,50 mn
cycriensun), 45 mr (3,75 ma cycnensun), 60 mr (5,00 mn cycnensun) u 75 Mr (6,25 M1 CycneH3um)
(cm. pazzen «DopMa BBIITyCKa M yNaKOBKa»).

Cmanoapmmbsiil pejcum 003Uposanun
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JleueHue

ITpuem npenapata HeOOXOAUMO HAYMHATB HE MO3/(HEE 2 CYTOK C MOMEHTa Pa3BUTHA CHMIITOMOB
3abosieBaHus.

Bspocavie u noopocmku 6 6ospacme 2 12 nem

Tlo 75 mr (6,25 M cycrieH3uH) 2 pasa B CyTKH BHYTPb B TeUeHHE 5 iHel. YBenudeHune 10361 Oosiee
150 Mr/cyTKM He IPUBOIMUT K YCHIEHHIO dddekTa.

Jlemu 6 6o3pacme om 1 200a oo 12 nem

[TpumensaTs npenapar Homuzmec® cnenyer 2 pasa B CyTKH B TEYEHHWE 5 JHEH COIJacHo

HWOKETNPUBEICHHOM Tabauue:

KonuuecTBo cycneH3uu
PekomeH0BaHHas 103a Ha ®
Macca tena npenapara Homuzaec
OJIVIH TpHEM
Ha OJIUH MPHEM
<IS kr 30 Mr JBa pa3a B CyTKH 2,50 mn
>15-23 kr 45 mr Ba pasa B CyTKH 3,75 mn
>23-40 kr 60 mr nBa pasa B CyTKH 5,00 mn
>4(0 kr 75 Mr z1Ba pasa B CyTKH 6,25 mn

Jlis  J03MpOBaHMS CYCTEH3WH WHCIIOJB30BaTh Mpuiaraiommiics wnpul. HeoGxommmoe
KOJIMYECTBO CYCTEH3MH 0To6parh W3 (IakoHa JI03MPYIOIMM IINPULEM, NEPEHECTH B MEpHBIH
CTaKaHYMK ¥ NPUHUMATh BHYTPb.

[IpodunakTuka

INpuem npenapata HEOOXOAMMO HAYMHATH HE MO3/HEE 2 CYTOK MOC/IE KOHTAaKTa ¢ 3a00NeBIIMM
4EJI0BEKOM.

B3pocnvie u noopocmku 6 éozpacme 2 12 nem

ITo 75 mr (6,25 M cycriensun) 1 pa3 B CyTKH BHYTpb B TedeHHe He MeHee 10 Heii nocne KOHTaKTa
¢ 3a60/1eBIIMM YeIOBEKOM. BO BpeMs ce30HHOM snuaemMun rpunna - 75 mr (6,25 M1 CycrieH3uH)
1 pa3 B cyTku B TeueHue 6 Henenb. [Ipodunaktruyeckoe NEHCTBHE MPOIOKACTCS CTOJEBKO,
CKOJIBKO JUTMTCS MIPUEM Ipernapara.

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

[TpumensaTs npenapar Homunec® cnenyer 1 pas B cytku B Teuenue 10 aHei coriacHo

HWKENpHUBEICHHON Tabmue:

Konu4ecTBo CycrneH3uu
PekomeH0BaHHas 1032 Ha ®
Macca Tena npenapata Homunec
OJIMH MTPHEM
Ha OJJMH MPHEM
<15 kr 30 Mr oJIMH pa3 B CyTKH 2,50 mn
>15-23 kr 45 Mr oaMH pa3 B CYyTKH 3,75 mn
>23-40 xr 60 Mr oIMH pa3 B CyTKH 5,00 mn
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[ >4( kr l 75 Mr oJMH pa3 B CYyTKH 6,25 mn J

JI1si 103MpOBaHKs CYCTIEH3UU MCTIOJB30BaTh NPHIAralOUHCs IINPHUIL C METKAMH. Heo6xoaumoe
KOJIMYECTBO CYCTEH3MM 0TOOpaTh M3 (1akoHa J03MPYIOIIMM IUNPULIEM, NEPEHECTH B MEPHBIH
CTaKaH4YMK ¥ IPUHUMATH BHYTPb.

Jo3uposanue ¢ ocobbix cayuasx

ITayuenmwi ¢ nopadiceHuem no4ex

Jleuenue

[MaumeHTam ¢ KIMpEHCOM KpeaTHHMHa Gosee 60 MJI/MHH KOppeKUMH J03bl He Tpefyercs. ¥
MALUMEHTOB ¢ KIMpeHcoM KpeaTMHuHa oT 30 10 60 MI/MHH 103y OCelbTaMHBHpA CiEAyeT
yMeHbIIHTH 710 30 Mr (2,50 M1 cycrieH3uu) 1Ba pa3a B CyTKH B TEYEHHE 5 JHEH.

Y mauMeHToB ¢ KIMpeHcoM KpeatuHuHa oT 10 10 30 Mi/MHMH 103y OCelbTaMHBHpA CIEIYeT
ymenbuth 20 30 Mr (2,50 Ma cycrieH3nn) OfMH pa3 B CYTKH B TEYCHHE 5 nueit. ITauuenram,
HAXOANIMMCS Ha MOCTOSHHOM reMOJIMaH3€, OceNbTaMMBHp B epBOHavanbHo# no3e 30 mr (2,50
MJI CyCMEH3HMM) MOXHO MpPHUHATH J0 Hayaia AWaiu3a, eCii CHMNTOMBI TpUIlNa MOSBHIHCE B
Teyenue 48 u MexIy ceaHcamu auanusa. J[ns nmoanepaHus MIa3MEHHOH KOHUEHTpalMH Ha
TEpaneBTHYCCKOM YPOBHE OCENbTaMUBHUP CNIEAYET MPUHUMATE 1O 30 mr (2,50 mMn cycneH3uH)
Mocjae KaxkaIoro ceaHca jauanu3a. [lanueHTaM, HaXOJAIMMCSA Ha NMEPHTOHEAJbHOM IHAHU3C,
OCeIBTAMHBUD CJIEIyET NMPUHMMATh B TepBOHadanbHON po3e 30 mr (2,50 mMn cycneH3uu) 10
Hayajza TpoBeleHMs auanusa, 3areM no 30 wmr (2,50 mn CYCTEH3MH) KaXIble 5 JHEM.
DapMaKOKHHETHKA OCEJIbTAMHBHAPA Y TMAUMEHTOB C TEPMHUHATbHOH CTajueil Mo4YeyHOM
HEJIOCTATOYHOCTH (C KAMpeHcoM KpeaTHHMHA < 10 MJI/MHH), He HaXOIAUIMXCA HA JAMAIH3C HE
W3ydanach. B CBA3M ¢ THM PEKOMEH/AUMU MO J03MPOBAHHIO Yy JIAHHOW TpYIIMbl MALHEHTOB
OTCYTCTBYIOT.

[Mpodunakrrka

TMauuenTaM ¢ KIMPEeHCOM KpeaTWHWHa Gonee 60 MJI/MUH KOPPEKUMH J03bl HE Tpebyercs. Y
MAUMEHTOB ¢ KIMpeHcoM KpearuHuHa oT 30 mo 60 MJ/MHMH 03y OCENbTAMHUBHMpPA CICAYCT
yMeHbIIUTE 10 30 Mr (2,50 MJ1 CyCrieH31H) OIMH pa3 B CYTKH.

V nauMeHToB ¢ KIMpeHcoM KpeartuHuHa oT 10 10 30 MiI/MHH PEKOMEHIYETCsl yMEHBLINTD 103y
ocenstamuBupa 10 30 Mmr (2,50 Mn cycrieH3WH) 4epes JCHb. [TauuMeHTaM, HaXOAALIMMCS Ha
[IOCTOSIHHOM FeéMOJIMAJIM3€e, OCEbTAMUBHMD B NEpBOHaYanbHO# p03e 30 Mr (2,50 mn cycneH3uH)
MOX@KHO TIPHHATH [0 Hawajla Juanu3a («1-it ceancy). [Jlng mnoaaepiuaHus M1a3MEHHOMN
KOHLIGHTPALIMHK Ha TepaneBTHYECKOM YPOBHE OCE/IBTAMMBHP CICAYET NPUHAMATS MO 30 mr (2,50
MJI CYCTIEH3HH) MOCJIE KaX/IOTO MOC/EAYIOIUIEro HEYETHOro Ceanca IHanusa.

ITanuenTaM, HaXOAALIMMCS Ha MTEPUTOHEAIEHOM JManu3e, ocebTaMUBHUP CeAyeT NpUHUMATh B
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nepBoHauaIbHOM 03¢ 30 Mr (2,50 MJI cycrieH3un) 10 Hayala NpoBe/IeH s Anaiu3a, 3ateMm 1o 30
mr (2,50 ma cycnensun) Kaxaeie 7 aHed. PapMakOKMHETHKa OCEJIbTAMUBHPA Yy MAaLHEHTOB €
TEpPMHHA/ILHOM CTajiHell OYeUHOM HEeJOCTATOUHOCTH (C KITMPEHCOM KpeaTHHuHA < 10 Mi/MuH),
HE HaXOAALIMXCA Ha JHAlIu3e, He W3yyasiachk. B CBA3M € 3TUM PEKOMEHIALMH 10 JO3UPOBAHHUIO Y
JIAHHO# IPyYTINBI MALUEHTOB OTCYTCTBYIOT.

ITayuenmwl ¢ nopasicenuem neveHu

Koppekuuu /1036l OCENbTAMHBHpA TPH JIEYEHHH M NPOQHUIAKTHKE TPHUINA y MALHEHTOB C
HapylleHHsMM (YHKUMHM TEYeHH JIerkod M CpefHel cTemeHed TsxecTH He Tpedyercs.
Be3onacHOCTh M (hapMakOKHHETHKA OCEIbTAMMBUPA Y TALMEHTOB C THKENBIMH HapyIICHUAMH
(GYHKLMHU MeYeHH HE U3y4aach.

ITayuenmobi nOJNCUNO20 U CMAPYECKO20 603pacma

Koppekuuu 10361 115 NPpOQHIaKTHKH WK JIEYEHHUs TPUINa He TpebyeTcs.

Iayuenmui ¢ ocrabAeHHbBIM UMMYHUMEMOM (ROCe MPAHCRAAHMAYUY)

Jleuenue

PekoMeHI0BaHHAs NPOJIOKUTEILHOCTD TEPAITHH OCEbTAMHUBHPOM Y NALMEHTOB C OC/Ia0IeHHBIM
uMMyHuTeTOM coctasasiet 10 aueil. Koppekunn 103bl He TpeGyercs (cM. pazpenst «IloGounoe
neiictere» ¥ «DapMaKoJIOrHYECKHE CBOWCTBAY).

IIpuem npenaparta HeOOXOAMMO HAYMHATH HE MO3/HEe 2 CYTOK C MOMEHTA Pa3BUTHS CHMIITOMOB
3aboseBaHus.

Ce3oHHas npohHIaKTHKA

JIns ce30HHOM NPOQMIAKTHKH TPUIIA Y MALMEHTOB C OC/IA0NEHHBIM HMMYHHTETOM B BO3pacTe
> 1 roaa - B TeyeHue 12 Heziesb, KOppeKLus 103kl He TpebyeTcs.

Jlemu

OcenbTaMMBHP He CJIeAyeT Ha3HauaTh A€TAM 10 1 roaa.

IToGouHoe aelicTBHE

0630p npoduis 6e30nacHOCTH

OGwmit mpoduas 6e30MacHOCTH OceNbTAMMBHpAa OCHOBaH Ha JaHHbIX 6049  B3poCHBIX
NaLMEeHTOB/MOAPOCTKOB U 1473 neTeli ¢ rPUMIIOM, MOMyYaBIINX OCENbTAMUBUP WK Muiauebo, a
TaKKe Ha JaHHBIX 3990 B3pOC/IBIX MALHWEHTOB/MOAPOCTKOB W 253 JjeTel, MOIydarolux
OCeNbTAMHUBHp MIM TUiaue6bo/He MOTy4aBIIMX TEpanHd B KIHHHYECKMX HCCIENIOBAHUAX MO
npodHIaKTUKE MPUIIIA.

Kpome Toro, 199 B3pocibiX MalMEHTOB ¢ OCNabIeHHBIM HMMYHHTETOM MOJY4HIIH OCEIbTAMHBHP
JUIS JIeYeHus TpUMma, U 475 NauuMeHToB ¢ 0ciabNeHHbIM UMMYHHTETOM (B TOM YHCIE 18 nerei,

10 ¥3 KOTOPBIX MOJYYaH OCEIBTAMUBHP U 8 - Manedo) MoayuHIu OCeNbTaMUBUP HIH manebo
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Ui TpOGUIAKTHKH TPUIINA.

Y B3pOC/BIX MALUEHTOB/MOAPOCTKOB HauboIee YaCTBIMU HEXeaTe/IbHbIMA peaKUMiIMH (HP) B
XOJle KJIMHWYECKHUX MCCIEJOBAHUM JieueHHs rpunna ObuUlM TOIIHOTa W pBOTA, a B XO.€
MCCNIEIOBaHMM TI0 MPOdHIAKTHKE - TOIIHOTA.

BoBWHHCTBO yKa3auHbIX HP GbU1M 3aperncTpHpPOBaHBI OIHOKPATHO B MEPBBIi HIIH BTOPO# €HB
Tepamuy ¥ CTIOHTAHHO Pa3pelaATHCh B TCYEHHE MOCTEAYIOWKX 1-2 HEH.

V nereii Haubosee yacto Berpevatoueiics HP Gpia pora.

VY 60/1bIIMHCTBA MaMeHTOB AaHHble HP He NMpUBOAMIM K OTMEHE T€paNuH OCeJIbTAMHBHPOM.
Cepbesnbie HP, nepevnciieHHbIE HIXKE, PEIKO OTMEYAINCh C MOMEHTA BBIXOa OCEIbTaMHUBHDA
Ha PBIHOK: aHa(UIaKTHYECKHE W aHAa(UIAKTOMAHBIE PEaKLMH, HApYIIEHUs CO CTOPOHBI MEYCHH
(hyNbMHHAHTHBIH remaThT, HapyuleHue QYHKUMHM NEYeHH H KKENTyXa), AHTHOHEBPOTHYECKUM
otek, cuuapoM CTueHca-J[DKOHCOHAa M TOKCHYECKHil 3MUepMalbHbI HEKPOIIU3, XKETyA04HO-
KMIIEYHOe KPOBOTEUEHHE M HApyLIEHHs CO CTOPOHbBI HEPBHOM CHCTEMBI M MICHXUKH (CM. pasjien
«Oco0bie yKazaHUA»).

CNMCOK HeKelaTe bHBIX PeaKiuii MpeAcTaBieH B TabnuyHOM Gopmate HIKe.

JUnsi omMcaHMs 4acTOTHI HEXKENaTeNbHbIX PEaKUMi MCTOJB3YeTCs Cleayomas Kiaccuukanus:
oueHb uacteie (>1/10), wacteie (>1/100 u <1/10), Hewactsie (=1/1000 u <1/100), peaxue
(>1/10000 1 <1/1000) 1 ouenb peakue (<1/10000). CooTeTcTBYIOLIAdA KATErOpUs NPUCBaHBACTCA
HEXenaTenbHbIM  pEAKUMsM Ha OCHOBAaHMM  OOBEAMHEHHOTO  aHaIW3a  KIMHHYECKHX
MCCIIEIOBaHHiA.

Jleuenue u npodnmaxmuxa 2punna y 63pociblX U noOpPOCMmKO8

B ta6nuue 1 npeacrasnensl HP, Bo3HuKaBiiMe Haubosee 4acTo Mpu npueme pPEeKOMEHI0BaHHOM
710361 OCETbTAMHBHPA B MCCIEJOBAHUAX MO MPODHIAKTUKE W JICYEHHIO IpUMna y B3pOCIbIX H
noapocTkoB (75 Mr 2 pa3a B CyTKM B TeYEHHE 5 AHEH V1A JIEYCHHS U 75 mr 1 pa3 B cyTKH 10 6
HeJIeb JUTs TPOGHIAKTHKH).

B McciieJ0BaHUSX M0 NpoduIaKTHKe rpurna npoduiib 6€30macHOCTH y MAlMEHTOB, MOTy4aBLIMX
PEKOMEH/I0BaHHYIO [103y ocebTamuBupa (75 mr 1 pa3 B CyTKH 10 6 Helenb), KAUECTBEHHO HE
OTIMHUAJICS OT TAKOBOTO B MCC/IEA0BAHMAX T10 JIEYEHHIO PHIINA, HECMOTPA Ha Gosiee THTENbHBIH
MpHeM npernapara.

Ta6nuua 1. HexenatenbHbie PeakiuH, BbISBICHHbIE B XOJ€ KIMHMYECKHX MCCIIENOBAHHUHA MO
NpouNaKTHKE M JIEYEHHIO IPHUIIA OCENTBTAMHBHPOM Y B3POC/IBIX MALHEHTOB H TIOAPOCTKOB WIH

B X0/1€ NMOCTMAPKETUHIOBOI'O HaOOACHUS.
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Knace cucrem opraHoB

HexenatenbHble peaKIHH, pacnpeaejeHHbIe COrIACHO HacToTe BbIsiBJICHHSA

OueHb 4acTO Yacto Heuacro Penxo
Hughexyuonnvie u Bpouxwur, Herpes
napazumapHoie simplex,
3abonesanus Ha30(apUHTHT,
WHPEKLHH BEPXHHUX
JIbIXaTeNbHbIX MyTeH,
CHHYCHT
Hapywenus co cmopoHbt TpomGouuTOneHHs
Kposu u numgamuyeckoi
cucmembl
Hapywerus co cmopoHbt Peakumu AHadunakTHUECKHE
UMMYHHOU CUCmeMbl rUnepyYyBCTBUTEIBHOC peakLmH,
TH aHa(HIIAKTOUIHBIE
peakumu
Hapywenus BecriokoiicTBo,
NCUXUKU aHOpMaJlbHOE
MIOBE/ICHHE,
TPEBOXHOCTD,
CIMyTaHHOCTb CO3HAHMS,
opex,
JIeTTUPHH,
raJuTIOLIMHALIHH,
HOYHbIE KOIIMAapBhI,
npuuMHeHHe cebe
TEJIECHOTO
MOBPEKACHUA
Hapywenus co cmopoHbl ["onoBHas becconnuua W3meHeHHe CO3HaHMS,
HepeHOU cucmembl 601 CyI0poru
Hapywenus co cmopoHrbl Hapymenue 3peHus
opzana 3peHus
Hapywenus co cmopoHbt ApuTMHS
cepoya
Hapywenus co cmoponbl Kawens, 60116 B
OblxamenbHOU CUCMEMbl, ropJie, puHopes
0p2ano8 2pyoOHOU KIemKu
u cpedocmeHus
Hapywenus co cmoponbl TowmHoTa PBoTa, 601k B )KMBOTE Xeny nouHo-
HCeNYOOUHO- KUWEYHO20 (Bkmtoyas 6osb B KHLLIEYHbIE
mpakma BEpPXHEH 4acTH KPOBOTEYEHHS,
JKHBOTA), IUCIIETICHS reMopparudeckui
KOJIHT
Hapywenus co cmoponbi [MToBbimeHHE @Dy IbMUHAHTHBIA
neveHu u aKTHBHOCTH renaTuT, MeYeHouHas
JHCenyesbIgo0AWUX nymetl «MEYEHOUHBIX» HENOCTAaTOYHOCTh,
¢depmeHTOB renaTuT
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HexenarejbHble peaKlHH, pacnpe/iejeHHbIe COrIacHO YacTOTe BhIfBJIeHHS
Knacc cicrem opraHos
OueHb HacTo Yacro Heuacro Peaxo
Hapywenus co cmoponbl Dk3ema, AepMaTHT, | AHTHOHEBPOTHYECKUH
KOMCU U NOOKOMHCHBIX Chilb, KPANIMBHHULA | OTEK, MyJIbTHHOpMHas
mxaneu IpHTEMA, CHHIPOM
CruBeHca-J[>KOHCOHa,
TOKCHYECKHH
INMHAEPMaIbHbIH
HEeKpOJIu3
Ob6wue paccmpoiicmea u bonb,
HapyweHus 6 rOJIOBOKPY2KEHHE
Mecme 66e0eHUA (BKJTHOHAs BEPTHTO),
yTOMJISEMOCTb,
nuxopajka, 6onb B
KOHEYHOCTSAX

JleueHue ¥ npodMIAKTUKA TPUINA Y ACTEH

B KJIMHHYECKMX HMCCIIEJOBAHMAX OCEJIbTAMUBUpA MpPHU JIEYEHHH TpHMINA MPUHUMATH Yy4acThe
1473 pebenka (BK/Ir0Yas B LEJIOM 310POBBIX JeTel B Bospacte oT 1 10 12 sieT u AeTel ¢ acTMOH B
Bospacte or 6 o 12 ner). M3 nux 851 pebeHok mnosmydan Tepamuio OCEIbTAMHBHPOM B
nekapcTBeHHOM (opme «cycnensus». Beero 158 pereit momyyanu peKOMEHIOBaHHYIO 03y
ocenbTaMHBHpa | pa3 B CyTKM B HCCIIEIOBAHUAX MOCTKOHTAKTHOM MPO(QHIAKTHKA B JOMAIIHAX
ycnoBusX (n=99), B 6-HeAeNbHBIX HCCIENOBAHUAX CE30HHOH MPOQPHIAKTHKH (n=49) n 12-
HeeJbHBIX  MCCIIEJOBAHMAX CE30HHOM NpPOQMIAKTHKM Yy TAlMEHTOB C  OC/NabiIeHHBIM
ummyHuteTom (n=10).

B Tabnuue 2 npeactasiensl HP, HanGonee wacTo coobliaembie B XOJ€ KIHHHYECKHMX
WcCleI0BaHui y neTei.

Ta6nuua 2. HexenarenpHble peaKidd, BBISBICHHBIE B XOJ€ KIHHUYECKUX MCCIENOBaHMH MO
npoMIaKTHKe M JIEYEHHIO TPHINNA OCENbTaAMHBUPOM Y JeTeii (103a ot 30 mr go 75 Mr B

3aBUCMMOCTH OT BO3pacTa/Beca).

Knacc cucrem HexenaTejbHbie PeaKiHH, pacnpee/eHHbIe COrJIACHO YaCcTOTe BhISIBJICHHS
pratow OueHb 4acTo Yacro Heuacro Peaxo
Hugpexyuonnvie u Cpennuii OTHT
napasumapHvie
3abonesanus
Hapywenus co [onosxas Gonb
CMOopoHbI HEPEHOU
cucmembi
Hapywenus co KOHBIOHKTHBHT
CmopoHbl 0p2ana (Bxmouas
3penus MOKpacHEeHHs r/1as,

BBIIENIEHHS U 00JIB)
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Hapywenus co Bonb B yxe Hapyuenus co
CMOpOHbBL Op2aHa cryxa cropoHsl 6apabaHHOH
u nabupunmusie TMIEPENnoOHKH
HapyueHus

Hapywenus co Kamens, PuHopes
CMopoHbL 3aJI0)KEHHOCTh HOCa
ObixamenbHOU
cucmemsl, Op2aHos
2PYOHOU KNemKu u

cpedocmeHus
Hapywenus co PeoTa Bonb B )KHBOTE
CMOPOHbI HCENYOOUHO- (Bkurouas 6o B
KUWEYHo20 mpakma BEpXHeil YacTH
JKMBOTA), AUCTIENCHA,
TOLIHOTA
Hapywenus co JlepmatuT (BKIIOYas
CMOPOHbBI KOXNCU U aJIepru4ecKuii u
NOOKOXCHBIX mKaHeu aTONMHYECKHUH
JEPMaTHT)

Onucanue omoeIbHblX HeHCeNameNbHblX PeaKyui

Hapywenus co cmopoHbi HepeHOU CUCMeMbl U NCUXUKU

[punno3Has MHPEKUHS MOXET acCOLUMMPOBATBCA C  PAa3NMYHBIMH  HEBPOJIOTHICCKUMH
CUMIITOMAMH M M3MEHEHMSIMM TMOBEICHHUS, BKJIIOYAs TaKHE€ CHMITOMBI, KaK TraJIrolHHALWH,
NenvpHil, ¥ aHOpMalbHOE TOBEJAEHHE. B HEKOTOPBIX ClyyadX OHM MOrYT MPHBECTH K
CMEPTETBHOMY MCXOY.

JlaHHbie ABJIEHHA MOTYT BO3HMKATh KaK Ha (hoHe pa3BUTHA dHUEdATIONaTHH WK sHUe(anuTa, TaK
¥ OTJEJIBbHO, 6€3 IBHOTO TSKENOoro 3abo/ieBaHus.

B nmocTMapKETHHrOBbIX COOOUIEHMAX Yy MAaLWEHTOB, KOTOPhIC MOTyYain OCEIbTAMHBHDP AJA
JNIeYeHHs TPUIINA, OTMEYAIHCh CYI0POTH U IENIMPHiA (BKITIOYAs TAKHE CUMIITOMBI, Kak HapylICHHE
CO3HAHHWS, CIYTaHHOCTh CO3HAHMS, AHOPMAJBHOEC TIOBEACHHME, 6pen, raunOLMHALINH,
GECrOKOMCTBO, TPEBOXKHOCTh, HOYHBIE KOWIMaphl). OTH CIy4aH PeaKO COMPOBOKIAIMCH
ONACHBIMH U151 JKM3HM AKTMBHOCTAMM HIM JIETAIBHBIM HMCXOZOM. JlaHHbIE SIBIECHHS ObUIA
3aperucTPUPOBAHbI B OCHOBHOM CPE/IH JIeTeil U MOJPOCTKOB U YaCTO MMENIH BHE3AMHOE HA4alo 1
ObIcTpOE pa3pelieHue.

Ponb  OcelbTAMHBHpa B pasBUTHM  JaHHBIX  SBJICHWH  HEM3BECTHA. VkazaHHbIE
TCHXOHEBPOJIOrHYECKHE HApYLIEHHs TakKe ObUTH 3apErMCTPUPOBAHbI Y MALHEHTOB C FPHUIIIOM,
HE TIOJIy4YaBLIMX OCEIILTAMUBHP.

Hapywenus co cmopoHbl nevenu u JICENYeBbIBOOSUUX NYymeTl

HapyuieH#s CO CTOPOHbI MEYEHH M IKETUEBBIBOAAIIMX MmyTeil, BKOYas renaTUT M MOBbILICHHE

AKTUBHOCTHU «IMECYECHOYHBIX» q)CpMCHTOB, OTMEYAJIUCh Y MNAaUuUCHTOB C l"le'll'lOHOll06HblM
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3a60/IeBaHHeM. YKa3aHHbIE SBICHHS TAKOKe BKIIOYATH (yTbMHHAHTHBIA renaTHT/IeYeHOYHYIO
HEJOCTATOYHOCTD C JIETAJIbHBIM HCXO/IOM.

IIpouue ocobvie nonynayuu hayueHmos

Jemu (0o 1 200a)

B ByX HccienoBaHHAX (apMaKOKMHETHKH, (papMakoJIMHAMHKH M npoduns 6e30macHOCTH
oceIbTAMMBHPA, B KOTOPBIX MPUHMMAIK yuacThe 135 neteit B Bo3pacTe 10 1 roaa ¢ rpummom,
npoduIb 6e30MacHOCTH npenapara Obll COMOCTABUM B Pa3/IMYHbBIX BO3PACTHBIX IPyTIax.
Hau6onee 4acTo coobIaeMbIMH HEXKeENaTeNbHBIMU SBJICHUSIMHU NPU 3TOM ObLIM PBOTA, AHApes U
ompenocts (cM. paszen «PapMaKoJOrHyeckie CBOMCTBAY, MOApasaen «DapMaKOKHHETHKAY).
JlaHHBIE O JIETAX B MOCTKOHLENTYaJbHOM BO3pacTe 10 36 Hellelb HeI0CTaTO Y HbI.

Jlannbie M0 6E30MACHOCTH NPUMEHEHHs OCEeIbTaMHUBMPA TPH JICYEHHH Y JeTeH B BO3pacTe 10
| roga MoMyYeHsl M3 TPOCTIEKTMBHBIX W PETPOCTIEKTHBHBIX HAOMIOAATENbHBIX HCCeI0BaHu M
(Bkmouanu Gonee 2400 xeteil JaHHOTO BO3pacTa), UCCIICAOBAHHH SMHAEMHUONOTHYCCKHX 6a3
JAHHBIX M MOCTMapKeTuHroporo Habmogenus. IIpoduns GesomacHoctu y getei 1o 1 rona
COTIOCTABHM C W3BECTHBIM Npoduiem Ge30MmacHOCTH y ieTel B Bo3pacte 1 roza u crapue.
Ioscunsie nayuenmvr U NAYUeHmMwl € XPOHUYECKOU cepOeyHol  u/unu ObixamenvHoU
HeooCmamo4HoOCmoio

TMonynsiuus, BKIFOYEHHAs B HCCIE0BAHHS 10 JICYEHHIO IPUIINA, COCTOSNA U3 B LIETIOM 310pOBbIX
B3POCIBIX/MOAPOCTKOB M MAlMEHTOB IPYMNbl PHCKa (PUCK pa3BUTHS OCJIO)KHEHHUH TpHIINa,
HaNpUMep, MOMJALMS MOXKWIBIX MALMEHTOB W MAalMEHTOB C XPOHHYECKOH cepaeyHO WK
JIbIXaTe/IbHOM HEeJOCTAaTOYHOCTBIO). B 1enoM mpoduips Ge30macHOCTH mpenapara y NaiuueHToB
rpyniibl pucka Obil COMOCTABMM C TAKOBBIM Y B LIEJIOM 3[10POBBIX B3pPOCIIBIX/TIOPOCTKOB.
ITayuenmol ¢ 0cn1aONEHHHIM UMMYHUMEMOM

JledeHue rpunna y NaLUMeHToB ¢ ocnabIeHHbBIM MMMYHHTETOM OLEHHBAIOCH B IBYX KIIHHHYECKUX
HCCITeI0BAHMAX: MALMEHTHI MOMYYaIt CTAHAApPTHYIO 103y W/ NOBBILICHHYIO /103y (IBOHHYIO MIIH
TpoiiHyi0) ocenbTamuBHpa (cM. pasjen  «DapMaKoIOrHyecKue cBoiictBa»). [lpoduisb
Ge30macHOCTH mpenapara, HabJo1aeMbli B JaHHBIX HCCIIEI0BAHUAX, OBLT COMOCTABMM C TAKOBBIM
B MpEIbUIYIMX KIMHAYECKHX HCCIIEJOBAHUSAX, B KOTOPBIX OCEIBTAMHBHP MPUMEHAICH A
JleYEeHHs MALMEHTOB C HOPMAIbHBIM WMMYHHTETOM CPEIM BCEX BO3PACTHBIX Ipymm (3mopoBbIe
[ALMeHTHl WM MALMEeHTHl W3 TPYMIbl PUCKA, HANpUMep, C AbIXaTeNbHOH W/unu cepaevyHON
HeZOCTATOUHOCTHI0). Hanbonee yacTbiM He)XenaTeNbHbIM SBICHHEM Y JETEH ¢ ocabeHHBIM
MUMMyHHUTETOM OBl1a pBOTa (28%).

B xoje 12-HeAENBHOro HMCCIEAOBaHMS NO MpPO(HUIaKTAKE rpummna y 475 mnauueHToB C

oc/abeHHbBIM MMMYHHTETOM (BKTIOUas 18 aeteit B Bospacte ot 1 10 12 net u crapiue) npoduns

21



Ge30macHOCTH B rpynmne oceisramuBupa (238 nauuentoB) ObUT COMOCTaBHM C paHee
Ha6moaaeMbIM MPO(UIEM OCENTbTAMHUBHMPA B KITMHHYECKHUX UCCIIEI0BAHMSAX 110 MPOQHIAKTHKE.
Jemu ¢ 6ponxuanvHoii acmmou 8 aHamHese

B wesnom npouib HeXeNaTeIbHbIX peakiuii y 1eTed ¢ OpoHXHaibHON acTMOH B aHaMHE3e ()30}
COMOCTABMM C TAKOBBIM B LIEJIOM y 3/I0POBBIX JICTEH.

IlepenosupoBka

B GoJBIIMHCTBE CIy4aeB MEPEJO3UPOBKA B XOJNE KIMHHYECKUX MCCIICJOBAHUH W TIpH
MOCTPErMCTPALMOHHOM TNPUMEHEHWHM OCENbTAMHBHpPAa HE CONpPOBOX/JAnack KaKMM U-THO0
HeXenaTeJbHBIMM  SBJIEHHAMHM. B OCTanbHBIX  CllydasX  CHMMIITOMBI  MEpEIO3HPOBKH
COOTBETCTBOBAIM HEXKENAaTeNbHBIM SBJIEHHMSM, TpEAOCTaBIeHHBIM B pasjene «[lobouHoe
JIEHCTBHEY.

B3aumoseiicTBue ¢ JPYrHMH JIeKapCTBEHHBIMH CPEACTBAMH

DapMaKOKMHETHYECKHE CBOMCTBA OCEIbTAMMBHPA, TAKHE KaK €ro HU3Kas CTEMNEHb CBA3BIBAHHS C
GenkaMu ¥ Metabonu3Mm, He 3aBucHMBIHA OT u3odepmenta CYP450 u cuctemsl riOKypoHUIa3
(cM. pazaen «®DapMaKoJOTHYECKHE CBOWCTBAY, MOApasae «®DapMaKOKMHETHKA»), HE JaloT
OCHOBAHHil TPENOiaraTh HalIMYHE KIMHMYECKH 3HAYMMBIX B3aUMOJICHCTBMH MO yKa3aHHBIM
MeXaHU3MaM. '

IIpo6eneyuo

Koppekums /03bl TpPH OJHOBPEMEHHOM TNPHMEHEHHH C MPOOEHELMAOM ) MAaLMEHTOB C
HOpMaiIbHOW (yHKuKel moyek He TpeGyercs. OQHOBPEMEHHOE MPUMEHEHHE C npobeHenIoM,
MOIIHBIM HHIHGHTOPOM aHHOHHO# KaHAIbLEBOH CEKPELIMH B MOYKAX, PUBOAKT K ~ 2-KpaTHOMY
YBETMUYEHHUIO SKCTIO3HIIMH aKTHBHOTO METab0JINTa OCEIbTAMUBHPA.

Amoxcuyunnun

KHHETHYECKOE B3aMMOJEHCTBHE OCENbTAMMBHPA M AMOKCHLMJIMHA (BBIBOJSILEroCs TEM JKe
MyTeM, YTO M OCEIBTAMHBHP) OTCYTCTBYET. [Ipeanonaraercs, 4TO KOHKYPEHLHs OCeIbTaMUBMPA
3a BBIAEJIEHKE MIOYKaMH criabas.

Buigeoenue ¢ mo4oii

ManoBeposTHB KIMHHYECKH 3HAYUMBIC MEXICKAapCTBEHHBIC B3aUMOJICHCTBUSA, CBA3aHHBIE C
KOHKypEHIMEN 32 KaHAIbLEBYIO CEKPELHIO, TPHHHMAas BO BHUMaHHE pe3epB 6e30MmacHOCTH JUIs
GONBIIMHCTBA MOAOOHBIX MPENapaToB, MyTH BBIBEACHHSA aKTHBHOTrO MeTab0/IMTa OCEIbTaMUBAPA
(kmy6oukoBasi (UIBTpaUMs W aHWOHHAs KaHAIbLEBAS CeKpelus), a TaKkKe BBIBOAALLYIO
crnocobHoCTh KaXioro w3 myteil. OnHako, NPUMEHATh OCEIbTAMHUBMP B KoMOMHauuM ¢
mpenapaTtami, HMMEIOIIMMH  Y3KyIO WIMPOTYy TEpaneBTHHECKOro neficTBus  (HampuMmep,

XJIOpIIponamMu, MeToTpekcar, henunbyTasoH), HEOOXOAMUMO € OCTOPOXKHOCTBIO.
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JononnumenvHas uHgopmayus

He o6HapyxeHO (apMaKOKHHETHYECKHX B3aUMONEWCTBMA MEX1Y OCEJIbTAMUBHPOM HIH €ro
OCHOBHBIM METaGOIMTOM TPH OJHOBPEMEHHOM MPHUEME C NapalleTaMOoJIOM, alleTHIICAIULIHIOBOH
KMCJIOTOM, IMMETHAMHOM, aHTALlMAHBIMU CPECTBAMH (MAarHus U ATFOMUHHUA TMPOKCH]L, KaJIbLIHA
kap6oHaT), pUMaHTaAMHOM MM BappapvHOM (y NalMEHTOB Ge3 rpunna, cTabWIbHBIX Ha
BapdapuHe).

Oco0bie yKkazaHHus

OcenbraMuBHp 3Q(HEKTHBEH TOJIBKO B OTHOIIEHHHU 3a00/IeBaH|s, BEI3BAHHOTO BUPYCOM IpHIINA.
JlanHbie 06 3)(GEKTHBHOCTH OCEJIBTAMUBHPA MPH TEpPanuu 3a00JeBaHUHA, BHI3BAHHBIX MHBIMH
areHTamu, OTCYTCTBYIOT (cM. passen «@PapMakolIOrMyeckue CBOWCTBa», MOApasjien
«DapMaKoIHHAMHUKa»).

Ocenbmamueup He A6IAEMCA 3AMEHOU 6AKYUHAYUU.

Wcnonb30BaHUe OCENbTAMMBHpA HE JOJDKHO BIMATH HAa OLEHKY MAllMEHTOB NMPH MPOBEACHHH
€)KEroHOM BaKIMHALMHU MPOTUB rPUIIa.

3amMTa OT rPHIINA JJIUTCS TOJIBKO 10 TeX MOp, MOKa MPUMEHSAETCS OCEIbTaMUBHP.

INpenapar cieiyeT MCMOIB30BATh TOJBKO [UIA JieYeHHs W MPOQHIAKTHKM IpUMNa U TOJIBKO B
ciyuae, eciii JJOCTOBEPHBIE SMHIEMHOJIOTHYECKHME JaHHbIE YKA3bIBAIOT Ha TO, YTO BUPYC rpHINa
LMPKYJUpYeET B 00LIEH NOMyIsLHH.

YyBCTBHTE/BHOCTD LMPKYJIHPYIOIIMX IITAMMOB BUPYCa IPHIINA K OCEIBTAMHBUPY MOXET CHIIBHO
BapbHpPOBaTh (CM. pasfen «DapMaKoJOrHueckne CBOHCTBay, nojpasaen «PapmMakoaMHaMHUKaY,
MyHKT «PE3UCTEHTHOCTBY).

TakuM 00pa3oM, NMpM HAa3HAYEHWH Mpenapata HeOOXOAMMO YYHMTBIBATh CaMylo MOC/IEAHIOO
JOCTYIHYI0 MH(OPMALMIO O HyBCTBUTENLHOCTH LMPKYJIMPYIOIIEro BUpYca K OCENbTAMHBHPY.
Tasicenoe conymemesylowee 3abonesarue

Jlauusie o Ge3omacHOCTH W 3((EKTMBHOCTH TPMMEHEHHs OCEIbTAMMBHpA y MALMEHTOB C
JOCTATOYHO TSKEJIBIM COMYTCTBYIOLMM 3a00NEBAHHEM WIH HECTaOMIIBHBIM COCTOSHHEM,
TpeanoNaraloluM roCMHUTAIM3aLUIO, OTCYTCTBYIOT.

Ilayuenmol ¢ 0OC1AONEHHBIM UMMYHUMEMOM

D} PEeKTHBHOCTb OCEIBTAMUBHPA TNPH JICHCHHH WITH npodunakTHKE rpumnna y MauueHToB ¢
ocnabNeHHBIM WMMYHHTETOM YeTKO He yCTaHOBNeHbl (cM. pasgen «PapMakojorMueckue
cBoiicTBay), moapasaen «PapMakoguHamMuKa»). OJIHAaKO y B3pOCIIBIX NALMEHTOB C ocnabneHHbIM
MMMYHHTETOM JIeYeHHe TPHUMNa CJeAyeT MPOBOAUTE HAa MPOTHKEHHH 10 ngHe#t, Tak Kak
KIMHHYECKME WCCIIeOBaHMs npu Oojiee KOPOTKOM Kypce Tepanmuu HE MpPOBOJAMIIHCE.

Cepoeunasi/OvixamenbHas HeOOCMAmMoO4HOCMb
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D peKTUBHOCTh OCETBTAMHBHPA NpPH JIEYEHHH WM NPOGUIAKTHKE IPUMNa y MALUMEHTOB C
XPOHHMYECKOH Cep/IeYHOH H/MJIM JbIXaTeIbHONH HE0CTaTOYHOCTBIO HE yCTAHOBJICHA. B nannon
MOMy/ISLMK NALMEHTOB 4acTOTa BOSHWKHOBEHMs OCJIOKHEHWii Oblla COMOCTaBMMa B TIpynre
niedeHus u rpymnme mianeto.

Jlemu

JlaHHble UIS OMNpE/ENeHus J03bl Y HEJOHOWIEHHBIX JAeTed (MOCTKOHLENTYalbHBIH BO3pacT
<36 Henenb) OTCYTCTBYIOT.

Ioueynas HedOCMAMOYHOCMb MAUCENOU CIMENEHU MAAHCECMU

Y B3poC/IBIX MAaUMEHTOB W NOAPOCTKOB (13-17 neT) ¢ THXKENOH CTENEeHbIO MOYEYHOMH
HEJIOCTATOYHOCTH MPH JICYEHHH U MPO(HIAKTHKE TPUIINA PEKOMEHIYETCA KOPPEKIHSA 03B,
K/IMHHYeCKHe JaHHBIE I8 KOPPEKLMHM 103l Y MIIaieHLEeB W jeTei (B Bo3pacte oT 1 rojaa u
cTapie) ¢ MoYeYHOH HEJIOCTATOYHOCTBIO OTCYTCTBYIOT (cM. pasjensl «Crocob npuMEHeHHs
10361» 1 «DapMaKoIOrHYECKHe CBOMCTBAY, Topasen «DapMaKOKMHETHKAY).
IIcuxonesponocuyeckue HapyuieHus

Y nauueHToB (B OCHOBHOM Yy JeTell W TOAPOCTKOB), MPHHUMABLIMX OCEILTAMHUBHP, ObUIH
3aperncTPUPOBaHbl TICHXOHEBpOJIOrHyecknue HapyueHus. [loapo6Hbie NMCHXOHEBPOIOrHYECKHe
HapyIIEHHs TaK JKe OTMEYEHbI Y MalMEHTOB C FPHIINOM, HE MOJy4aBIIHX OCENIbTaMHUBHD.
Crie/lyeT TIIaTeIbHO MOHHTOPHPOBAThH NMALMEHTOB Ha NPEAMET U3MEHEHMUH B NOBEJICHUH, PUCK H
1101632 NMPOJIOJKEHUS TepPaNuM J10JKHBI ObITh OLIEHEHBI IS KaXKI0r0 NalKeHTa HHAWBUAYaIbHO
(cm. paszen «ITo6o4Hoe aelicTBHEY).

Manemumon

TMauueHTaM C PEAKO BCTPEHaloOWlelicss HAC/IEICTBEHHOH HENEepeHOCHMOCTEIO (pPYKTO3bI He
clielyeT MPUHUMATh 3TOT Mpenapar.

Hucmpykyuu no npumenenuio, 06pawenuio u yHusmolceHuio

TMonaganue JeKapcTBEHHBIX MPENapaToB B OKPYKAIONIYIO Cpefy HOKHO ObiTh CBENEHO K
MHHMMYMY. He cliefyeT yTHIM3MpOBaTh Mpenapar ¢ TMOMOUIbIO CTOYHBIX BOA HWIH BMECTE C
6BITOBBIMH 0TX0AaMH. [10 BO3MOXKHOCTH HEOOXOAMMO HCTIONIb30BATh CTIELUAIBHBIE CUCTEMBI U1
yTHJIM3aLAH JIEKApCTBEHHBIX Mpenaparos.

Biausinue Ha cnoco0HOCTH YNPaBAsTh TPAHCNOPTHLIMH CPEACTBAMH, MEXaHH3MAMH
IIpenapar He Biuser, MO0 OKa3biBACT HE3HAYHUTENIBLHOE BIHSAHHE Ha CnocoOHOCTh YNpaBJIiTh
TPaHCIIOPTHBIMU CPEICTBAMH U MEXAHU3MAMH.

®opma BbINyCKa

[TopOLIOK /Ulsl PUTOTOBJIEHHS CYCMIEH3UH JUIsl IPHEMa BHYTpb 12 Mr/mn

ITepeuunasn ynakoeKa 1eKapcmeenHozo npenapama.
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10 r, 15 r wm 30 r npenapata BO (hlakoH CBETO3AIMTHOTO CTEKIA THIA I (USP/Ph.Eur),
BMeCTHMOCTBIO 100 M1, YKYNMOPEHHBIH MOJMIPONUIICHOBON HIIH MOJMATHIICHOBOH KpPBILIKO#H
BUHTOBO#, OOecre4ynBaolieli KOHTPOIb MEPBOr0 BCKPHITHA M 3alIMTY OT BCKPBHITHA ¢nakoHa
netbMu. Cnoco6 oTKpbITHA (h1aKOHA MPUBEJIEH B BUIE CXEMBI.

Ha kaxbiii (1akoH HaKIE€HUBAIOT STUKETKH.

Bmopuunas ynakosxka 1ekapcmeeHH020 npenapama.

ITo 1 akoHy BMECTE ¢ alanTepoM Uis LITNPHIA U3 TIOMITHIICHA HU3KOM TJIOTHOCTH, LITIPULIEM-
103aTOPOM, COCTOSILIMM M3 MOIMIPOIMIEHOBOTO KOPIyca  MOPUIHA U3 MOTUITHICHA HU3KOM
WIOTHOCTH (MOMEIEHHBIE B T€PMETHUYHYIO YMAaKOBKY M3 MOJIM3THIIEHA), TIOJIUMPONUICHOBBIM
MEpHBIM CTAKAHYMKOM H HHCTPYKLMEH 1O MPUMEHEHUIO MOMEILAIOT B MA4Ky W3 KapToHa. [Tauku
MOMEILAIOT B IPYNIMOBYIO YMaKOBKY.

YcaoBusi XpaHeHHsI

I1pu Temneparype He Boiuie 25 °C. Tlocsie MpUroToBIEHUS CYCNIEH3NIO XPaHHTD IPH TEMIeparype
2-8 °C B Teuenue 17 aueil wiu npu Temnepatype He Bbime 25 °C B Teyerne 10 qHeiH.

XpaHHUTb B HEJOCTYHOM /ISt 1€TeH MECTe.

CpoK roHOCTH

2 roaa. He npuMeHATh MO MCTEYEHHH CPOKA OHOCTH.

YceaoBusi oTnyckKa

OTnycKaroT 1o peuenty.

IIpousBoaHTEb

AO «®apmacunTes», Poccus

IOpunuueckuit anpec: 664007, MpkyTckas 0611., r. UpkyTck, yi1. KpacHorsapaeiickas, 4. 23, opuc
3;

’ AJpec npOU3BOACTBEHHON MIOMA/IKH: T. WpxkyTck, yi. P. Jliokcembypr, a. 184.

Ten.: +7 (3952) 55-03-55

Azpec aneKTpoHHO# nouTsl: info@pharmasyntez.com

Bnaje/iell perucTpalMOHHOro y1octosepennsi/ Opranusauus, NpHHAMAaloMmasn npeTeH3n
norpedurenei

AO «®apmacunTes», Poccus

IOpumuueckuii anpec: 664007, MpkyTckas 061, r. UpkyTck, yn. KpacHorsapzenckas, 1. 23, ouc
3

Ten: 8-800-100-1550.

AJpec 3NeKTPOHHON MOUTBI: info@pharmasyntez.com

«[opsiyas TMHUAY: nomides-hotline@pharmasyntez.com
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