NMHCTPYKLMA
I[10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Homunec®

PerncrpaunoHHblii HOMep:

Toprosoe nanmenoBanue: Homumec®

MexayHapoaHoe HeMATEeHTOBAHHOE WM IPYNIIHPOBOYHOE HAUMEHOBAHME: OCEIIbTAMUBUD
JlekapcTBeHHas (popMa: MOPOIIOK ISl MPUTOTOBJIEHUS CYCIIEH3UH JJIsl IpHeMa BHYTPb
Cocras:

OauH rpaMM MOpOIIKA MAJis TPUTOTOBIICHUSI CYCIIEH3UHU ISl MpPUEMa BHYTPb COJCPXKUT:
Heticmsytowee gewgecmso: ocenbTamuBupa gocdar (B mepecuere Ha ocenbTaMuBUp) - 39,4 mr
(30,0 mr);

Bcnomocamenvhvie sewyecmsa: manbtutod - 841,0 mr, kanbsius ruapodocedar - 15,0 mr, Hatpus
Oen3oar - 2,5 mr, moBunon K17 - 15,1 mr, kamens kcantanoBas - 15,0 mMr, HaTpus nutpar - 55,0 wmr,
HaTpus caxapuHar - 2,0 Mr, apoMaTu3aTop 3eMJISTHUYHBIHN - 12,0 Mr, apoMaTu3aTop LUTPYCOBBII
- 3,0 mr.

Onucanue:

Iopowox: MeNKWid TPaHYJIUPOBAHHBIA IMOPOIIOK OT OEJNOro 10 CBETIO-XKEITOTrO0 I[BETa, C
bpykTOBBIM 3anaxoM. [lomyckaercss KOMKOBaHUE.

Cycnensusi: Hepo3payHasi CYCIIEH3US OT O€JlOoro J0 CBETJIO-KEJITOTO I[BETa, C (PPYKTOBBIM
3amaxoMm.

dapmakoTepaneBTHYeCKAs] TPYINIA: NPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOTO JICWCTBHUS;
MIPOTUBOBUPYCHBIEC CPEJICTBA MPSIMOTO JACHCTBUS, HHTUOUTOPH HEHPAMUHUIA3HI.

Kox ATX: JOSAHO2

dapmMakoJIornyecKne CBoiicTBa

Dapmakoounamuka

Mexanusm deticmeus

[IpoTtuBoBUpyCHBIM mnpenapaT. OcenbTaMUBUP SBISIETCA MPOJIEKAPCTBOM, €ro aKTHUBHBIN
MeTabonut (ocenbTamuBupa kapoOokcwmiar, OK) — ahexkTuBHBI U CEIEKTUBHBIH MHTHOUTOP
HelipaMHHMIa3bl BUPYCOB Tpumma Tuma A u B — ¢epMeHTa, KaTamu3upyromero mporecc
BBICBOOOXKJICHHSI BHOBH OOpA30BAHHBIX BUPYCHBIX YacCTHIl M3 HMHQHUIMPOBAHHBIX KIETOK, MX
MIPOHUKHOBEHUS B HEMH(ULIMPOBAHHBIE KJIETKU SMUTENHUS JIbIXaTeNbHbIX MyTeH U JalbHEUIIETro
pacnpocTpaHeHusl BUpyca B opraHu3me. TOpMO3UT pOCT BUpYyCa IPUIINA in Vitro W TOAABISET

PEIUIMKALMIO BUPYCa U €r0 MaTOr€HHOCTH i1 Vivo, yMEHbILAET BbIJEIEHNE BUPYCcOB rpunmna A u B



u3 opranusMma. Konnenrpauuu OK, HeoOxoaumas nis M”HruOupoBanus Heiipamunuaassl Ha 50 %
(ICs0), cocraBnser 0,1-1,3 HM s Bupyca rpunna A u 2,6 HM ans Bupyca rpunmna B. Menunana
3HaueHudt ICso a5 Bupyca rpunna B HeCKoJIbKO BbIIIE U cocTaBisgeT 8,5 HM.

Knunuueckas achchexmuenocmo

B nmpoBeneHHBIX HCCIEIOBAHUAX OCEIbTAMHUBHD HE OKa3blBaJl BIMSHUS Ha 0Opa3oBaHUeE
IPOTHBOTPUIMIIO3HBIX AHTUTEN, B TOM 4YHCIE Ha BBIPAOOTKY aHTHTEI B OTBET Ha BBEACHUE
WHAaKTUBUPOBAHHOW BaKLIMHBI IIPOTUB IPUIIIIA.

HUccredosanus ecmecmeeHHoOU 2punno3nol uHgexyuu

B kiMHUYecKuX HCCIEIOBaHUAX, IMPOBEACHHBIX BO BpeMs CE30HHOM HWHGEKIHUU TpUIIIa,
NalMEeHThl HAaYMHAJIM TOJy4YaTh OCEIbTaMUBUP He mo3aHee 40 4 mocie MOSBICHHUS HEPBBIX
CUMITOMOB TpUMIO3HON nHpekuu. 97 % mannueHToB ObUTH WHOUIMPOBAHBI BUPYCOM IpUIia A
u 3 % mnauMeHTOB - BUpycoB rpunna B. OcenbTamMuBHp 3HAYMTENBHO COKpaIlal NEPHOJ
KIIMHWUYECKHUX MPOSBICHUN rpunno3Hoi nadeknuu (Ha 32 9). Y marueHToB ¢ MOATBEPKICHHBIM
JUArHO30M TPUIINA, MPUHUMABIIUX OCEIHTAMHUBHD, TSDKECTh 3a00JIEBaHUs, BBIPAKCHHAS Kak
IUIONIA/Ib TOJA KPHUBOW IS CYMMapHOTO HWHJAEKCa CHMNTOMOB, Obuta Ha 38 % MeHbIIe Mo
CPaBHEHMIO C MAaIlMEHTaMM, MOJyYaBIIUMH Iuiane6o. boiee Toro, y mMojonabix mamueHToB 0e3
COIYTCTBYIOIIMX 3a00JI€BaHUM OCEeNbTaMUBUD CHUXaJl mpuMepHo Ha 50 % dvacTtoTy pa3BUTHS
OCIIO)KHEHUH TpuIina, TPeOyIIMHUX MNPUMEHEHUS AaHTHOMOTHKOB (OpOHXWTA, ITHEBMOHUH,
CUHYCHTA, CPEIHEr0 OTUTA). bbUIM MOIy4deHbl NoKazarenbcTBa A(()EKTHBHOCTH Mpemapara B
OTHOIIEHUH BTOPUYHBIX KpuUTepHeB OS(PPEKTUBHOCTH, OTHOCSIIUXCS K aHTUBHPYCHOMN
AKTUBHOCTH: OCEJIbTaMUBUD BBI3bIBA KaK YKOPOUEHHE BPEMEHM BBIIEICHHS BHpyca U3
OpraHu3Ma, TaKk U YMEHbBIICHHUE IUIOIAAH 1O0J] KPUBON «BUPYCHBIE TUTPHI — BPEMSD.

JlanHbIe, MOMyYEHHBIE B UCCIIEIOBAHUH 110 TEPANIUU OCEIbTAMUBUPOM y MAIIUEHTOB MOXKHWIOTO U
CTapYEeCKOro BO3pacTa, MOKa3bIBAIOT, YTO MPUEM OCEIbTaMUBHUPA B 103€ 75 MT 2 pa3a B CyTKH B
T€YeHHe 5 JTHEHl CONMpOBOXKIANCS KIMHUYECKH 3HAUUMBIM YMEHBIICHHEM MEAHaHbl Mepuoja
KIIMHUYECKUX TPOSBICHUA TPUIIO3HOW WH(GEKINH, AHAIOTUYHBIM TAaKOBOMY Y B3POCIBIX
MAIMeHToB 0o0Jiee MOJIOJOTO BO3pPAcTa, OJHAKO PA3W4YUs HE JOCTUTAIM CTATUCTHYECKOMN
3HaYUMOCTU. B npyrom wuccinenoBaHuu MalUMeHThl € TPUIIOM cTapuie 13 jer, uMeBLINe
COITYTCTBYIOIIIME XPOHUYECKHUE 3a00I€BaHUs CEPIEYHO-COCYAUCTOM U/UITH IBIXaTEIbHON CUCTEM,
MOJTydaal OCEeIbTAMHBHUDP B TOM K€ PEXHME JO3UPOBaHMs Wid rane6o. OTinuuii B MeauaHe
nepuofa 10 YMCHbBINCHUS KIMHUYECKHX TPOSBICHUNA TPUMIMO3HOW HWH(GEKIMH B TPyMIIax
MAIMEHTOB, MOJyYaBIIUX OCEIbTaMUBHUP M IUIaleb0 He ObUIO, OJHAKO MEepPUOJ IMOBBIILIECHUSI
TEMIEPaTyphl PU MPUEME OCeTbTaMUBHUpPaA COKpalaics npuMepHo Ha 1 aeHb. Jloas manueHToB,

BBIJICJIAIONINX BUPYC Ha 2-0if M 4-blif JIeHb, CTAHOBWJIACH 3HAYMUTENBbHO MeHbIIe. [Ipoduns



0€30MacHOCTH OCeIbTaMUBHUPA Y MallMEHTOB TPYIIBI PUCKA HE OTINYAJICA OT TAKOBOTO B 001Iei
HOITYJISILIMM B3POCIIBIX MTALIUEHTOB.

Jleuenue epunna y 6epemeHHbIX HCeHUJUH

KonTponupyembix uccieioBanuii y 6epeMeHHBIX KEHIIUH He TPOBOAMIOCH. OTHAKO pe3ysIbTaThl
MOCTMapPKETUHTOBBIX U PETPOCTIEKTUBHBIX Ha0JI01aTebHbBIX UCCJIEIOBaHUM
IPOJEMOHCTPUPOBAINA TOJIB3Y MPEUIaraéMoro pekuMa J03MpOBaHUS ISl JaHHOW MOMYJISLUU
NAllMeHTOB B OTHOLICHMM  CHIDKEHHs  3a00JeBaeMOCTH/CMEPTHOCTH.  PesynbraThl
(hapMaKOKMHETHIECKOTO aHAIM3a TTOKa3aId 00Jiee HU3KYIO SKCIIO3HUITUIO0 aKTHBHOTO META00JIUTA,
TEM HE MEHee, U3MEHEHHE peXuMa JO3UPOBaHUS y OEpEeMEHHBIX KEHIIUH NpHU MPOBEACHUU
Tepanuy WK Npo(UIakTUKH He peKOMeHyeTcs (CM. pasaen «DapMaKoJIOrHIecKue CBOMCTBaY,
nogpaznen «®PapMakOKMHETHKAa B OCOOBIX TIpymmax NalMeHTOB», NYHKT «bepemeHHbIe
JKEHIITUHBD ).

Jleuenue epunna y demeti

VY nereii B Bo3pacte 1-12 ner (cpennuit Bozpact 5,3 roaa), umeBmux jguxopanky (> 37,8 °C) u
OMH W3 CUMITOMOB CO CTOPOHBI JbIXaTEIbHOM CHCTEMBI (Kalledb ¥ PUHUT) B IEPUON
HUPKYJSLUU BHUpyca TpUIINIa Cpeld HaceleHus, ObUI0 TPOBEACHO JBOMHOE Clenoe
1ane00KOHTpONIUpyeMoe HccieaoBanue. 67 % mnanueHToB ObUIM MH(DUIMPOBAHBI BUPYCOM
rpunmna A u 33 % nauuentoB — BupycoM rpunna B. OcenpramuBup (pu npueme He no3aHee 48 u
[OCJ€ TOSIBIICHUS TEPBBIX CHUMITOMOB TPUMNINO3HOM WH(MEKUWH) 3HAYUTEIHHO CHUXKAI
MIPOJIOJDKUTENBHOCTE 3a0osieBanus (Ha 35,8 4) 1o cpaBHEHHIO C miane6o. [Ipo1omkuTenbHOCTh
3a0o0yieBaHUsl OMpeNeNsaiach KaKk BpeMs [0 KyNUpOBaHUS KalUls, 3aJI0)KEHHOCTH HOCa,
MCUC3HOBEHHUS JINXOPAIKHU, BO3BpAILICHHsI K OOBIYHOM aKTUBHOCTHU. B rpymiie netei, noryyaBimx
OCEIbTaMUBUD, YACTOTA OCTPOTO CPEAHETO OTUTA CHUKanach Ha 40 % 1Mo CpaBHEHMIO C TPYMIION
iane6o. BerznmopoBieHre 1 Bo3BpaleHe K OObIYHON aKTUBHOCTH HACTYIAJI0 MOYTH HA 2 JTHS
paHblIe y JIeTel, MOoTyYaBIIuX OCeIbTaMUBHP, IO CPABHEHUIO C TPYIIOH I1aiedo.

B npyrom uccnenoBaHuM y4acTBOBAJIM JIETH B Bo3pacTe 6-12 neT, cTpaaarole OpoHXHaTIbHON
acTMoi; 53,6 % MalnueHTOB UMENH TPUIO3HYI0 HH(EKIINIO, TOATBEPKACHHYIO CEPOIOTHICCKU
/Ui B KyJabType. MenuaHa mNpOJOJDKUTENBHOCTH 3a00JieBaHMsl B TpyIIE MalleHTOB,
MOJTyYaBIIUX OCEIbTAMUBUP, 3HAUUTEIHHO HE CHIDKanIachk. Ho k mocneqHemMy 6-My JHIO Tepanuu
ocenbTaMUBUPOM 00beM (hopcrupoBaHHOTO Bbixoaa 3a 1 cex (OPB1) mosermancs va 10,8 % mo
cpaBHeHHIO ¢ 4,7 % y ManueHToB, noxyyasmux mianedo (p = 0,0148).

Ipogunaxmuka epunna y 63pocivlx u HOOPOCMKO8

[Tpodunaktrueckast 3¢(heKTUBHOCTH OCEIIbTAMUBUPA MIPHU €CTECTBEHHOM TPUTITIO3HON WH(DEKITNN

A u B Obna nokazana B 3 oTnenbHBIX KiuHHYeckux uccnenoBanusax 111 ¢aser. Ha done mpuema



ocenpTaMUBUpa TpunmnoM 3abonenu okosno 1 % mnanueHToB. OcenbTaMUBHUP 3HAYUTEIBHO
YMEHBILIAJ YacTOTy BBIAECJIEHUS BHpYyca M NPENOTBpallal MepeAady BHpyca OT OJHOTO 4iEeHa
CEMBH K APYTrOMy.

B3pocnbie 1 moapocTKH, KOTOpble ObUIM B KOHTAKTE C 3a00JIEBIIMM YJICHOM CEMbH, HAUMHAIU
IIPUEM OCeIbTAMHUBHPA B TEUEHHUE IBYX JIHEH MTOCIIe BOSHUKHOBEHHSI CAMIITOMOB I'PUIIIA Y YICHOB
CEMBbU U INPOJOJDKAINA €r0 B TeUEHUe 7 AHEH, 4TO JOCTOBEPHO YMEHBINAJIO YACTOTY CIIy4acB
TPHUIINA y KOHTAaKTUPOBABIIKX JIUL Ha 92 %.

YV HenpuBHUTHIX U B IIEJIOM 3I0POBBIX B3POCIBIX B Bo3pacte 18-65 neT npuem ocenbTaMUBHPA BO
BpeMsl SIIUEMHH IPUIINA CYIIECTBEHHO CHIKaJ 3a0051eBaeMOCTh rpunioM (Ha 76 %). IlanrenTtsr
IIPUHUMAJIHU OCENbTAMUBHP B Te€UeHUE 42 THEN.

VY n1Mi noXuioro M CTapueckoro BO3pacTa, HaXOJUBLIMXCS B JOMax mpecrapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPEJ] CE30HOM, KOTJa MPOBOJIUIOCH HCCIEIOBAaHHUE, OCEIbTaMUBUP
JIOCTOBEPHO CHMYKaN 3a00JIeBaeMOCTh IpuIliioM Ha 92 %. B ToM ke rccneaoBaHuu oceabTaMUBHUP
noctoBepHO (Ha 86 %) yMeHbLIAN YacTOTy OCJOXHEHUH rpurma: OpoHXWTa, MHEBMOHHH,
cuHycuta. [lanienTsl NpuHUMaNIM OCEIbTaMUBUD B TeUeHUE 42 THEH.

Ipoghunaxmuxa epunna y demeii

[Tpodunaktrueckast 3¢heKTUBHOCTH OCEIIbTAMUBUPA MIPHU €CTECTBEHHOM TPUTITIO3HON MH(]EKITNN
ObL1a MPOJIEMOHCTPUPOBaHa y aereit oT 1 roga 1o 12 jet mocie KOHTaKTa ¢ 3a00JIEBIINM YWICHOM
CeMbHU HJIU C KEM-TO U3 ITOCTOSIHHOTO OKpY>keHUs. OCHOBHBIM MapaMeTpoM 3P PEeKTUBHOCTH ObLIa
4acTOTa JaOOPaTOPHO MOATBEPKICHHON TPUIIIIO3HON WH(EKITUH.

IIpogunaxmuka epunna y auy ¢ ociabieHHbIM UMMYHUMEMoM

VY nun ¢ ocnabaeHHBIM UMMYHHUTETOM NPH CE30HHOW TPUMIIO3HON MH(EKINU U IIPU OTCYTCTBUU
BUPYCOBBIJICIICHUSI MCXOTHO, MPO(PHUIAKTHUECKOE MPUMEHEHHE OCEIbTaMUBUpPA MPUBOAWIO K
CHU)KEHHIO 4acTOThI 1abopaTopHO MOJITBEPKICHHOM TPHUIIITIO3HOM UH(pEKINH,
COTIPOBOXKAAOIIEHCA KIMHUYeCKorH cumnroMaTukoit, 10 0,4 % (1/232) no cpaBuenuto ¢ 3 %
(7/231) B rpymnme tuiane6o. JlabopaTopHO TOATBEpXkKIEHHAs TpUIIO3Hass HHEKuus,
COINPOBOXKAAIOIIAACA KJIMHUYECKOM CHMIITOMAaTHKOW, JAMArHOCTUPOBAIach MpPU HAIUYUU
TeMIlepaTypbl B Tmojoctd pra Bbime 37,2 °C, kauwis W/WiIM OCTporo puHHUTa (BCe
3aperucTPUPOBAHHBIE B OJIMH U TOT K€ JIEHb BO BpeMsI IpHeMa OceIbTaMUBUPa/TIIaneo0), a TakKe
MOJIOKHUTEIBHOTO Pe3ysibTaTa OOpaTHO-TPAHCKPUNTA3HON MOJIMMEpa3HOM IEMHOM peakiuu Ha
PHK Bupyca rpunna.

Jleuenue epunna y nayuenmog (Oemetl, NLOOpOCMKO8 U 83POCIbIX) C OCIAONEHHbIM UMMYHUMEMOM
B pangoMu3upoBaHHOM [IBOTHOM CIE€NOM MCCIEAOBAHUU OLEHKH Mpoduiis 0e30macHOCTH

OCEIbTaMUBUPA M €r0 BIMSIHHMS Ha pPa3BUTHE PE3UCTEHTHOCTH BHpyca Ipulna (IEepBUYHBIN



aHaJIM3) y MAlMEeHTOB C OCJIa0JIEHHBIM MMMYHUTETOM W TPUINNO3HOW MH(pEKIHed MpUHUMAIU
yaactue 151 B3pocnblii manueHnt, 7 moapocTkoB (> 12 met) u 9 mereil. DTu manueHTsl ObUTH
IPUTOJHBI TaKKe U JUId OLEeHKH 3(P(EeKTUBHOCTH OCeIbTaAMUBUpPA (BTOPUYHBIA HEOYCTEpHBIN
aHajm3).

B uccnenoBanue ObLIH Tak)kKe BKIIFOUEHBI MAIUEHTHI TIOCTIE TPAHCIIAHTAIIMHN COJIMIHBIX OPTaHOB,
reMaTOIIOTHYCCKUX CTBOJIOBEIX KieTok, BUWY+ mamuenter ¢ uwmciom CD4+  kieTok
<500 Ky1eTOK/MM’, ALMEHTHI, TIOyYaBIIMe UMMYHOCYTIPECCHBHYIO TEPAITHIO, A TAKKE MALlMEHThI
CO 3JIOKa4Y€CTBEHHBIM IeéMOOJIaCTO30M.

[TaruenTsl ObUTM paHIOMHU3UPOBAHBI B TPYIITY JIEUYEHHUS OCEIbTAMHUBUPOM Ha MPOTSKEHUU
10 nHeli (rpynna cTaHAapTHON 103b1 75 MI 2 pa3a B CyTKH — 73 B3pOCIbIX NALUEHTA, 4 TOAPOCTKA
u 4 peOenka; rpymnmna ABOHHON m03bI 150 Mr 2 pasza B cyTkH — 78 B3pOCIBIX MAIMEHTOB, 3
MOAPOCTKA U 5 JIeTei) B TeUeHHEe 96 4acOB ¢ MOMEHTA Pa3BUTHS CUMIITOMOB Tpurma. J{is nerei
n03a Obl1a CKOPPEKTUPOBAaHA B 3aBUCUMOCTH OT Macchl Tela.

Cpennee BpeMs pa3pelieHusi CUMIITOMOB I'pUIIA Y B3POCIBIX MAIUEHTOB U MOJPOCTKOB OBLIO
COIIOCTaBUMO B TpyIme cranaapTHoil 1036l (103.4 waca, 95 % noBeputenbHbIN HHTEpBaN 75.4-
122.7) u B rpynmne nBoitHo# 1036l (107.2 yaca, 95% nosepurenbHblil HHTEpBai 63.9-140.0).
Bpewms paspenienrs CHMOTOMOB IPUIINA y A€TeH CUIIbHO Pa3inyaioch, YTO BbI3BIBAET CIIOKHOCTH
B MHTEPIIPETALIUHU PE3yJIbTATOB M3-3a MAJIEHBKOTO pa3Mepa BEIOOPKHU MallEHTOB.

CooTHolIIeHHE B3pOCIHBIX MAlMEHTOB C BTOPUYHBIMH HHQEKIUSMH OBLIO TaK)KE COMOCTaBHMO
(8.2% B rpynme ctannapTHOM 10361 ¥ 5.1 % B rpymnne ABoiHOM 103b1). Cpeau neTeit U moApOoCTKOB
TOJIbKO Yy | manueHnTa (moJIpocTKa) B IpyIiNe CTaHIapPTHOM 103kl pa3BUIIaCh BTOPUYHAs HHPEKLINS
(GaxTepuaNbHBIA CHHYCHT).

UccnenoBanue papmMakoguHAMUKU U (PapMaKOKHHETUKU OBLIO MPOBEACHO C YYacTUEM JIeTel ¢
CHUJILHO OcCiabiaeHHbIM UMMYHHTETOM (<12 ser, n=30), KOTOpBIE MOJy4adud OCETLTAMUBHUDP B
CTaHJApPTHOMU J103€, CKOPPEKTUPOBAHHOM 10 Macce Tena (75 mr 2 pa3a B CyTKH), U B TPOHHOM J103€
(225 mr 2 paza B CyTKH) 110 aJanTUBHOM cxeme npuemMa 5-20 nHel (cpeaHsis MPOoI0JKUTEIIEHOCTD
jaedyeHus 9 AHel). Y NanueHToB B TPYMNIE CTAaHAAPTHOM /103l HE OTMEYAJIUCh BTOPUYHBIE
OakTepuanbHblie WHMEKIMU (OPOHXUT U CHHYCHT), O 2 CIydasX MX Pa3BUTHUA COOOIIAIOCH Y
MAIMEHTOB B IPyIIe TPOMHOMN JO3BI.

JlanHble W3 JABYX HCCIEIOBaHWN (hapMaKOKUHETHKU W (papMaKOAMHAMUKH TOATBEPKIAIOT
SKCTpAnoysiiuio  3(QeKTuBHOCTH Tmpemapara y B3pOCIHBIX MAIMEHTOB C  OCJIAOJCHHBIM
MMMYHHTETOM Ha MaIMeHTOB AETCKOTO Bo3pacTta (< 18 yeT) ¢ ocinabieHHBIM UMMYHHUTETOM (CM.
paznen «Crnoco0 mpuMeHEeHus U A03bI», ojpaszeln «Jlo3upoBaHue B 0COOBIX CIIydasx» U pa3zel

«®DapMakoJIOTHYEeCKUE CBOMCTBa», monapazaen «DdapMakoKMHETHKa B OCOOBIX Tpymmax



MManucHTOB», ITYHKT «HaHI/IeHTH ¢ 0CJ1a0JEHHBIM I/IMMYHI/ITGTOM»).

Pezucmenmnocmo

Krunuueckue uccneoosanus

Puck mosBieHus BHUPYCOB TpHUIIIa CO CHI)KEHHONM YYyBCTBUTEIBHOCTHIO WM  SIBHOUN
PE3UCTEHTHOCTHIO K OCENbTaMUBUPY U3YHalICs B KIIMHUYECKUX UCCIIEJOBAHUSIX.

[TosiBieHHEe PE3UCTEHTHOCTH BUpPyCa K OCEIbTAMUBUPY dalle HAOMIOJANOCh Y AETed 4eM Yy
B3pOCJIBIX MAIIMEHTOB U MOAPOCTKOB (18 % y mmanenues B Bo3pacte <l roga u <1 % y B3pOCIbIX
MaIUCHTOB).

VY nereii ¢ pe3UCTEHTHBIM K OCEIbTAMUBUPY BUPYCOM HOCUTENIBCTBO, KaK MPaBUIIo, UMeIo Oolee
MPOJODKUTENBHBIA XapakTep IO CPaBHEHHIO C CYObEKTaMH C BHPYCOM, OO0JIaTaroninM
YYBCTBUTEIBHOCTBIO.

Opnnaxo, BbI3BaHHAsI Tepanueil pe3uCTEHTHOCTh K OCEIbTAMUBUPY HE BIIMAJIA HA TeparieBTUYECKUI
OTBET U HE BBI3bIBAJIA MPOAJICHUSI CUMIITOMOB TPHIIIA.

Y B3pOCHBIX TMAIMEHTOB H TOAPOCTKOB C OCIA0JICHHBIM HMMMYHUTETOM, TIOTYYaBIIMX
ocenbTaMUBUP B cTaHmapTHOH no3e (14.5 %, 10 nmamuentoB u3 69) wim aBoitHON no3e (2.7 %,
2/74) na mpotspkennu 10 gHEH, yacTOTa Pa3BUTHS PE3UCTCHTHOCTH K OCEIIbTAMUBUPY, B CPEITHEM,
ObL1a BBILLIE YEM Y B3POCIBIX MAIMEHTOB M MOJPOCTKOB C HOPMaJbHbIM MMMYHHUTETOM, TaK¥Ke
MOJIy4YaBIINX OCEIbTAMUBHUP.

BonbmMHCTBO B3pOCTBIX MAIMEHTOB C PE3UCTEHTHOCTBIO IMEpeHecin TpaHciuiantanuio (8/10
MAIMEHTOB B TPYIINE CTAHIAPTHOM 03I M 2/2 TaIleHTa B TPYIIE ABOMHOM JT036I).

bonbmiass yacTh  MalMEHTOB-HOCHTENEH  OCEbTaMUBUP-PE3UCTEHTHOrO  BUpyca  Oblia
WH(QUIIIPOBAaHA BHPYCOM TpHIIA THMA A; HOCHTEIHCTBO MMENO MPOAOIKUTEIBHBIA XapakTep.
YacToTa pa3BUTHUSI PE3UCTEHTHOCTH K OCEIbTAMUBUPY Y AETEH, MOTYUYaIOMIUX OCEIbTAMUBUD, B
JBYX UCCJEIOBAaHUSAX MO U3YYEHUIO PE3UCTEHTHOCTH coctaBuia 20.7% (6 manuenTos u3 29). 13
6 nereil ¢ OOHAPYKEHHOH PE3UCTEHTHOCTHIO K OCEJIbTaMHBHUDPY, BO3HHUKIICH TOCIE Hadaja

JI€YEHUs, 3 ManUeHTa MOJydYald CTaHJApTHYIO 103y U 3 — BBICOKYIO (IBOMHYIO WJINM TPOWHYIO

7103y). Y OOJBIIMHCTBA MAIIUEHTOB OBbLII OCTPBINA TUM(OHIHBIHN JIEHKO3 M BO3pacT <5 JeT.

Yacrora Pa3BUTHUA PE3UCTCHTHOCTH K OCCIIbTAMHUBHUPY B KIIMHUYCCKHUX UCCIICAOBAHUAX.

IManueHTHI ¢ MyTAUMSIMEU, IPUBOASIIMMHU K Pe3UCTEHTHOCTH
IMonyasinmusi ManueHTOB

®eHoTuNMpoBaHue™

I'eno-n penoTunupoBanue*

B3pocibie 1 moapocTku

21/2382 (0,88 %)

27/2396 (1,13 %)

Hetu (1-12 ner)

71/1726 (4,11 %)

78/1727 (4,52 %)

Munazaenisr (<1 roga)

13/71 (18,31 %)

13/71 (18,31 %)

*[TomHOE TEHOTUIIMPOBAHKE HE OBLTO MTPOBEJICHO HU B OJHOM U3 MCCIICIOBAHUM.




IIpoghunaxmuka epunna

[Ipu npueme oceabTaMUBHpA C LENbIO MOCTKOHTAKTHOM NpodmiakTuku (7 JHEH), TpopUIaKTUKA
KOHTaKTHUPOBaBIIUX B ceMmbe (10 nHeit) u ce30HHON npodunakTuku (42 [Hs) y JTUI ¢ HOPMAIBHON
(yHKIMEH MMMYHHOH CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH HE OTMEUEHO.

B 12-HepgenbHOM WCCIIEIOBAHUU 1O CE30HHOM NPO(HWIAKTHKE y JHUI[ € OciIabJeHHBIM
UMMYHHUTETOM CIy4aeB BOSHUKHOBEHUS PE3UCTEHTHOCTHU TaK)Ke He HAOII0AaI0Ch.

Hannvie omoenbHblx KIUHUYECKUX CYYaes u Habai00amenbHblX UCCIe008aAHUL

VY nanueHToB, HE MOJYYaBIIMX OCEJIbTaMHUBHUP, OOHApyKEHbl BO3HHMKAIOIINME B IPUPOIHBIX
YCIOBHSX MyTallUu BUPYCOB Ipunna A u B, kotopsle 001a1an1 CHUKEHHON YyBCTBUTEIIBHOCTBIO
Kk ocenpramuBupy. B 2008 rogy wmyraumsa mno tumy 3amensl H275Y, npuBoxdmas k
PE3UCTEHTHOCTH, OblIa OOHapyxeHa Ooinee yem y 99 % mrammoB Bupyca 2008 HINI,
nupkyupytomux B EBpome. Bupyc rpunma 2009 HIN1 («cBuHOM Tpurim») B OOJBIIUHCTBE
cilydaeB ObUI UyBCTBUTEINIEH K OCEIbTAMUBUPY. Y CTOMUYMBBIE K OCEIbTAMUBUPY LITAMMBbI BUpYyca
rpunmna oOHapy>KeHbI y JIML ¢ HOPMaIbHOH (DyHKIIMEH HIMMYHHOM CHCTEMBI U JIUI] C OCTIa0ICHHBIM
UMMYHHMTETOM, NPUHUMABIIMX oOcelpTaMuBup. CTeneHb CHW)XXEHHUS UYBCTBUTEIBHOCTH K
OCelNbTaMUBUPY M YACTOTa BCTPEYAEMOCTH NOJOOHBIX BHUPYCOB MOXET OTJIMYaThCcid B
3aBUCUMOCTH OT CE30HA U PETHOHA. Y CTOMYMBOCTh K OCEIbTAMUBHUPY OOHApy>KeHa y MalueHTOB
¢ nangemuueckum rpunmnom HINI, nmomydyaBmmux ocenbTaMuUBHp Kak ISl JICUEHUS, TaK U IS
npOopUIAKTUKY.

YacToTa BCTPEYaEMOCTH PE3UCTEHTHOCTH MOXKET OBbITh BbIIIE y 00j€e MOJOABIX MAalUEHTOB U
NAllMEHTOB C OCJIA0JCHHBIM HMMMYHHUTETOM. YCTOMUYMBBIE K OCEIbTAMHUBHUPY JIaOOPATOpPHBIE
LITAaMMbl BHPYCOB TIpHUIINIa M BHUPYChl TIpUINa OT MALMEHTOB, IIOJIYYaBIIUX TEPAIHIO
OCEIbTaMUBUPOM, HECyT MyTauuu HedpamuHugassl N1 u N2. Myranuu, npuBojsdmue K
YCTOMUYMBOCTH, YacTO SIBJIIOTCS CIIEHU(UIECKUMU JUIsl TOATUIA HEHpaMUHHU A3

[Ipy mpUHATMM pEIIEHUS O IPUMEHEHHHM OCEIbTAMHUBUDPA CIELYET YYHUTBHIBATh CE30HHYIO
YyBCTBUTEIBHOCTh BHpYyCa TPHIIA K IpenapaTy (IMOCIeIHIO WH(OPMAIMIO MOXHO HAalTH Ha
carite BO3).

oknunuueckue oannvle

JloKIIMHNYECKUE JaHHBIE, TOJIyYEHHBIC HA OCHOBAHUH CTAHIAPTHBIX UCCIICIOBAHUN T10 U3yYEHUIO
(dapMakosOru4eckoil 0e30MacHOCTH, TEHOTOKCMYHOCTH W XPOHMYECKOW TOKCHYHOCTH, HE
BBISIBHJTM OCOOOM OMACHOCTH IS YEJIOBEKA.

Kanyepocennocmu: pe3ynbrarhl 3-X HCCIEIOBAaHUH IO BBIBICHHUIO KAHIIEPOTEHHOT'O IOTEHIIUAIA
(IByX 2-X JIETHUX MCCIEJOBAaHUN Ha KpbICaX M MbIILIAX JJIs OCEIbTaAMUBUPA M OJHOIO 6-TH

MECSIYHOTO MCCIICOBAaHMS HAa TpaHCTeHHBIX MbImax Tg:AC ansg akTUBHOTO MeTaboiuTa) ObLTH



OTpULIATENIbHBIMH.

Mymacennocmy: cTaHAAPTHBIE TEHOTOKCUYECKHE TECThI JUIsl OCEIbTaMUBHUPA M €r0 aKTUBHOTO
MeTaboHuTa OBUTH OTPUILIATETHHBIMHU.

Brusanue na pepmunvrocms. ocenbramuBup B Ao3e 1500 MI/Kr/cyT HE BIUSI Ha TEHEPATUBHYIO
(YHKIUIO CaMIIOB U CAMOK KPBbIC.

Tepamozennocmsb: B UCCIENOBAHUSIX 10 M3YUYEHUIO TEPATOTEHHOCTU OCEIbTaMUBUpPA B J103€ 10
1500 mr/kr/cyT (Ha kpbicax) u 70 500 Mr/Kr/cyT (Ha KpoJIMKax) BIUSHUS Ha SMOpHUOQETaAITbHOE
pa3BuTHe He OOHapyx eHo. B nccinenoBaHusaX MO U3yUYEHUIO aHTEHATaIbHOIO M MOCTHATAIBHOIO
MIEPUOJIOB PA3BUTHS Y KPBIC MIPU BBEJCHUHN OCeNbTaMuBHpa B 03¢ 1500 Mr/Kr/cyT Habm0qa10Ch
yYBEJIMUEHUE TMEpHoJa POJOB: Mpeaen Oe30MacHOCTH MEXKIY JKCHO3UIMEH i 4YeloBeKa u
MaKCHUMaJIbHON He okasbiBarolei 3ddexra n030it y kpoic (500 Mr/kr/cyT) s ocenbTaMUBUpA
BhImie B 480 pas, a Jy1si ero akTUBHOTO MeTabouTa - B 44 paza. DKCIO3UIUS Y IUTI01a COCTaBIsIa
15-20 % ot TakoBOM y MarTepu.

Ilpouee: ocenbTaMUBHp U AKTUBHBIM META0OIUT MPOHHUKAIOT B MOJIOKO JAKTUPYIOIIUX KPBIC.
CornacHo OrpaHWUYEHHBIM JAHHBIM OCENFTAMUBUD M €r0 aKTUBHBI METa0OIUT MPOHHUKAIOT B
TpyAHOE MOJIOKO uesioBeka. [lo pe3ynbraTaM OHKCTPANONSIMHU JIAHHBIX, MOJYYEHHBIX B
UCCIIEIOBAHMUSIX y JKMBOTHBIX, HMX KOJHYECTBO B TPYIHOM MOJIOKE MOXET COCTaBISThH
0,01 mr/cytku u 0,3 MI/CyTKH, COOTBETCTBEHHO.

[Ipumepno y 50 % mnpoTeCTUPOBAHHBIX MOPCKUX CBHHOK MPU BBEACHUU MAKCUMAIbHBIX 103
AaKTUBHOM CyOCTaHIIMM OCellbTaMUBHpa HaOII0Jalach CEHCUOUIN3alus KOXHU B BUIE dPUTEMBI.
Taxxe BBISIBIEHO 00paTUMOE pa3Apa)xeHue ri1a3 y KpOJIUKOB.

B TO Bpems kak O4YeHb BBICOKHE NEpOpalIbHbIE OAHOKpAaTHbIE 103kl (657 MI/Kr U BBIIIE)
OCeJIbTAMUBHUpPA HE OKA3aJId BIUSIHUS HA B3POCIBIX KPBIC, IaHHBIE JJ03bI OKA3bIBAJIU TOKCUYECKOE
JeiicTBHE Ha HE3pesbIX 7-THEBHBIX NETEHBIINIeH KpbIC, B TOM YHWCJIEe MPUBOAMIM K THUOenn
KUBOTHBIX. HexxenarenbHbIX 3(h(QekToB HE HAOII0ANOCh MPU XPOHUYECKOM BBEICHHH B J103€
500 mr/kr/cyT ¢ 7 mo 21 neHb TOCTHATAIBHOTO TIEPHO/IA.

Dapmakokunemuka

Bcacvisanue

OcenbTaMUBHp JIETKO BCAChIBACTCA B JKEIYJOYHO-KHMIIEYHOM TpPaKTe€ M SKCTEHCHUBHO
mpeBpaliaeTcs B aKTUBHBI METa0OJIUT MO/ ACHCTBHEM MEYCHOYHBIX W KHUIIEUHBIX 3CTepas.
KoHnenTpanust akTHBHOTO MeTabONHTa B IJIa3Me OMPENeNsioTcsl B mpeaenax 30 MuH, Bpems
JOCTMDKCHHUSI MaKCHMAaJbHOW KOHIEHTpammu 2-3 4, u Oosee dyem B 20 pa3 MpEeBHIIAIOT
KOHILIEHTpauuu nposiekapersa. He menee 75 % npuHATON BHYTph J03bI IONAJAET B CHCTEMHBIN

KPOBOTOK B BHJI€ aKTHBHOTO MeTabonurta, MeHee 5 % - B BHUAE HCXOAHOrO Ipernapara.



[InasmMeHHBIE  KOHIIEHTpallMM KaK  MpoJieKapcTBa, TaK M  aKTUBHOTO  MeTaboiuTa
IPOTIOPLMOHATIBHBI 103€ U HE 3aBUCST OT IpUeMa MUIIIH.

Pacnpeoenenue

O06nem pacnpenencHus (Vss) akTHBHOTO MeTabouTa - 23 JI.

[To maHHBIM KCCIETOBaHUI, TPOBEIEHHBIX HA JKUBOTHBIX, I1OCJIE TPHEMa BHYTPb OCEIbTaMUBHpPA
€ro aKkTHBHBIH METa0ONHT OOHApPYXKHMBAJICS BO BCEX OCHOBHBIX odYarax WH(EKIHUU (JEeTKHX,
MPOMBIBHBIX BOJIaX OpPOHXOB, CIM3UCTOW OOOJIOUKE MOJOCTH HOCA, CPEIHEM YXE M Tpaxee) B
KOHIICHTpAIUsX, 00€CIIEYNBAIOIINX TPOTHBOBUPYCHBIN 3 (DEKT.

CBs13b aKTUBHOT'O MeTaboauTa ¢ 6eIKaMu maa3Mel KpoBH - 3 %. CBsi3b mposiekapcTBa ¢ OenKaMu
w1a3Mel KpoBu - 42 %, YTO HEQOCTATOYHO, YTOOBI CIIY)KHTh MPUYMHON CYyIIECTBEHHBIX
JIEKapCTBEHHBIX B3aUMOJICUCTBUML.

Memabonusm

OcenbTaMUBHp 3KCTEHCUBHO MPEBPAIIAETCs B aKTUBHBIM MeTabOIMT MOJ JEHCTBHEM 3CTepas,
HAXOSIIUXCS TPEUMYIIECTBEHHO B TedeHn. Hu ocenbTaMHUBHp, HU aKTHUBHBIA METaOONHT HE
ABIIIOTCS cyOcTpaTaMM WJIM MHTHOMTOpaMu HM30()EepMEHTOB CHCTEMBI ITOXpoMa P450.
Buigeoenue

BeiBonutes (> 90 %) B Bulie aKTHUBHOTO MeTabONINUTa MPEUMYIIIECTBEHHO MOYKAaMHU. AKTHBHBIN
MeTa0OoJIUT HE TMOJABEpraeTcs nanbHeimei TpancdopManuu U BeIBoAUTCS modykamu (> 99 %)
nyTeM KIyOO4YKOBOH (MIBTpalMu M KaHableBoW cexpeunu. Iloyeunsiit kaupenc (18,8 n/ua)
MIPEBBINIAET CKOPOCTh KITyO0ouKoBO# (prutbTpanuu (7,5 1/9), 4TO yKa3bIBaeT Ha TO, YTO Mperapar
BBIBOJIUTCS €€ M MyTEM KaHaJIbLEBOW cekpeuuu. Yepes KuiledyHUK BbIBOAUTCS meHee 20 %
IPUHATOTO ocenbTaMuBupa. [leprosa momyBbIBeIeHUS aKTUBHOTO MeTabonuTa 6-10 4.
DapmakoKuHemuKa ¢ 0CoObIX ZPynnax NAYUEeHmoe

Hayuenmul ¢ nopasicenuem no4ex

[Tpu mpumenennn ocenbTamuBupa (100 Mr 1Ba pasa B CyTKH B T€UCHHE 5 THEH) y MAIIMEHTOB C
pa3IMYHON CTENEHbIO MOpPAXEHUs IMOYEK IUIONIA/lb MOJ KPUBOM «KOHIIEHTpPALUs aKTUBHOTO
metabomura B 1wiazmMe — Bpems» (AUC ocenbramuBhHpa KapOOKcHiaTa) OOpaTHO
POMOPLUOHANIbHA CHIKEHUIO (PYHKIINU TTOYEK.

®apMakOKMHETHKA OCEJIbTAMHUBUPA y TALMEHTOB C TEPMHUHAIBHOM CTaauel MOYEHHOU
HEIOCTaTOYHOCTHIO (C KIMpPEeHCOM KpeaTuHuHa < 10 MJI/MUH), HE HaXOSAIIUXCS HA TUAIN3e, HEe
U3y4aach.

Hayuenmul ¢ nopaosicenuem neyenu

HOJ'Iy‘IeHHBIe in vitro ¥ B UCCJICOBAHUAX HA )KUBOTHBIX JTAHHBIC 00 OTCYTCTBHU 3HAUUTCIIBHOT'O

nosbimeHust AUC ocenbTaMHBHpa WIM €ro aKTUBHOTO METAa0OJMTa MPHU HapyIIEHUH (YHKLIUU



IICUYEHU JIETKOW M CpeAHed CTEeNeHU TSHKECTH ObUIM TOATBEPXKICHBI M B KIMHUYECKHX
uccnenoBausx (cMm. «JlozupoBaHue B 0COOBIX ciy4asx»). besomacHOCTh U (apMaKOKMHETHKA
OcelbTaMUBUpPA y TALMEHTOB C TSDKEIBIM HapylmieHHeM (YyHKIUHM TEYeHH HE H3ydanach.

Hayuenmul noswcu102o U cmapyecko2o 803pacma

Y mnamueHTOB MOXHWJIOTO M CTAp4yecKoro Bo3pacta (65—78 meT) SKCIO3WIMS aKTUBHOTO
MeTaboIHnTa B pABHOBECHOM COCTOSIHUM Ha 25-35 % BbIIIIe, 4eM y 00Jiee MOJIOABIX TAIIIEHTOB IPU
HAa3HAUYCHUM aHAJOTUYHBIX 103 ocenbTamuBupa. llepuoa monyBbIBeIEHHs Ipenapara y
MAIMEHTOB MOKUJIOTO U CTAPUYECKOr0 BO3pacTa CYIIECTBEHHO HE OTINYAJCS OT TAaKOBOro y OoJee
MOJIObIX TaeHToB. C y4eToM JaHHBIX IO 3KCIO3ULUK Tpernapara U ero HepeHOCUMOCTH
MAIMEHTaMH TIOKUJIOTO M CTAPUYECKOT0 BO3pacTa KOPPEKIIUH 036! IIPH JICUSHUU U TIPOPUITAKTUKE
rpurina He Tpedyercs.

Jlemu 6 sozpacme om 1 200a 0o 8 r1em u noopocmku

dapMaKOKMHETHKY OCEIbTaMUBHpA M3ydaldH y Aetei oT 1 10 16 jmeT B hapMaKOKHHETHIECKOM
UCCIIEJOBAaHUM C OJHOKPAaTHBIM IPUEMOM IIpernapaTa U B KJIMHMYECKOM HCCJIEIOBAHUU I10
U3yYEHHUIO MHOTOKPATHOTO IIpUeMa Mpenapara y HeOOIbIIoro yrcia eTei B Bozpacte 3—12 jer.
CxopocTh BBIBEJICHUSI aKTUBHOTO MeTa0O0JIMTa C MOMPABKOM Ha Maccy Tena y AeTed MIaaliero
BO3pacTa BBINIE, YeM Yy B3POCIBIX, YTO MPUBOAUT K Oonee HU3KMM AUC 10 OTHOIICHHIO K
KOHKpeTHOU no3e. [lpuem mpemnapara B j103€¢ 2 MI/KT U OJHOKpATHBIX 103 30 Mr wmm 45 mr B
COOTBETCTBUM C PEKOMEHJIALMUSAMU 10 JO3MPOBAHUIO [UIsl JE€Ted U OJKCTEMIIOPAJbHOMY
INPUTOTOBJICHUIO CYCIEH3UH, MPUBEACHHBIMU B paszgene «Crnoco0 NpUMEHEHUs U J03bD»,
obecrieunBaet Takyio ke AUC ocenpTamMuBHUpa KapOOKcHiIaTa, Kakasi JOCTUTAETCsS Y B3POCIBIX
10CJIe OJTHOKPATHOTO MpHeMa Karcybl 75 MI Ipernapara (4To SKBUBAJICHTHO IPUMEPHO 1 MI/KT).
dapMaKOKMHETHKA OCeJIbTaMUBHpa y JeTel cTapiie 12 et Takas *e, Kak y B3pOCIbIX.

bepemennvie orcenuunot

B xoxe oObeaMHEHHOTrO aHajw3a MONMYJSIMOHHON (apMaKOKMHETHKH OBUIO BBISBICHO, YTO
npUMEHEeHHe TpenapaTa B 103€, ykazaHHoi B pazaene «Crocod npruMeHEeHHs U 103b1», TPUBOJAUT
K OoJjiee HM3KOM 3KCIO3UIIMM aKTUBHOro Mmerabonura (B cpeaneMm Ha 30 % B TeueHHE Bcex
TPUMECTPOB OEPEMEHHOCTH) Yy OEpEeMEHHBIX KEHIIMH TI0 CPaBHEHHIO C HeOepeMEHHBIMU
KCHIMMHaMU. HauMmeHbInas pacdeTHas OKCHO3WIMSA, TEM HE MeEHee, OCTAaeTCs BBIIIe
UHTUOMpyommx KoHueHTpauuid (3HadeHuss [Cos), OMHOBPEMEHHO HAXOAsAChb Ha YPOBHE
TEpaneBTHUECKOTO BO3JCHCTBUS IS psijia IITaMMOB Bupyca rpumnmna. Kpome Toro, pe3ynbraTsl
HaOJTFOIaTEIbHBIX MCCIICAOBAHUH BBIABISIOT MOJB3Yy CYIIECTBYIOIIETO PEKUMA JO3UPOBAHUS B
yKa3aHHOW TMOIMYJISIUN TalMeHTOB. TakuMm 00pa3oM, HM3MEHEHHE pEeXHMa JIO3UPOBAHUS Y

OepeMEeHHBIX JKEHILWH MPH MPOBEJCHUN Tepaiy WK TPOPHUIAKTUKHI TPUIIIIA HE PEKOMEH Ty eTCs
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(eMm. pazgen «@DapMakoJOrHUecKHe CBOWCTBa», moapazaen «dapmakoaMHAMUKa», MTYHKT
«Jleuenme rpunmna y 0epeMeHHBIX KESHIIHTH ).

Hayuenmui ¢ 0CnaOIeHHbIM UMMYHUMENIoOM

AHaIM3bl NOMYJSIIMOHHON (hapMaKOKMHETUKH YKa3bIBAIOT Ha YBeTUUeHUE 3Kkcro3uuuu (10 50 %)
aKTHBHOTO MeTaboIuTa OCENIbTAMUBHPA Y B3POCHBIX MMAMEHTOB W jerei (<18 mer) c
ocNabJIeHHBIM UMMYHHTETOM IO CPABHEHHIO C MAIIMEHTAMU ¢ HOPMAIBHBIM UMMYHUTETOM (KaK
yKkazaHo B paszaene «Crocod mpuMeHEeHHs W 103b1»). [Ipu 3TOM KIMpeHC KpeaTHHHHA B ITHX
rpynmnax OCTaeTcsi COMOCTaBUMBIM.

Hanuuue cHUKEHHOTO MMMYHUTETA Y MAlIUEHTOB HE TpeOyeT KOPPEKLUUHU 03bl OCEIbTAMUBHPA,
Omaromapss ~ BBICOKOMY  Tpefielly  O€30MacHOCTH  aKTUBHOTO  MeTabonurta.  AHamm3
dbapMakOKMHETHKU ¥ (apMaKOJUHAMUKUA B JIBYX HCCICIOBAHUSX C Y4acTHEM IMAlUEHTOB C
oclabJieHHBIM MMMYHUTETOM HE€ BBISBMJI JIOMOJHUTEIBHOTO 3HAYMMOIO MPEUMYIIECTBAa IMPHU
JOCTHKEHUH 3KCIIO3UIINH BbIIIE TAKOBOW MPU MPUMEHEHUH CTaHIapTHOU 03bl. Tem He MeHee, y
B3POCIIBIX MAIMEHTOB C TOPAKEHUEM TTOYEK 1036l HEOOXOIUMO KOPPEKTUPOBATH B COOTBETCTBUU
¢ uHdpopMaIuei, npeacraBaeHHON B pazaene «Crnocod MpUMEHEHUS U 103b1».

Ioka3anusi K NpUMEHEHUI0

e JleueHue rpumnmna y B3pOCibIX U JIET€ B BO3pacTe crapiie 1 roaa.

¢ [IpodunakTuka rpumnma y B3pociblX U MOJAPOCTKOB B BO3pacTe crapiue 12 jiet, HaXoAsIuXcs B
rpynmnax MOBBIIIEHHOTO pUCKa MHOUIMPOBAHUS BUPYCOM (B BOMHCKHUX YacTAX U OOJBIIMX
IIPOU3BOJICTBEHHBIX KOJIJIEKTUBAX, Y OCJIa0JICHHBIX MAIlUEHTOB).

e [Ipodunakruka rpunmna y aereit crapuie 1 roaa.

IIpoTruBonokazanusi

o [loBbIlIeHHAs 9yBCTBUTEIBHOCT K OCETbTAMUBUPY WX JTI0OOMY KOMIIOHEHTY Tperapara.

e TepMuHanmbHas cTaaUs MOYEUYHON HEAOCTATOYHOCTH (KIMpEHC KpeaTuHuHa < 10 MJI/MUH).

e Jlerckuii Bo3pact 10 1 roxa.

e Tsokenasi ne4eHOYHAs HEJJOCTaTOUYHOCTbD.

e HenepenocumocTs GpYyKTO3HIL.

C 0CTOPOKHOCTHIO

e bepeMeHHOCTb.

e [lepuon rpyTHOTO BCKapMIIMBAHHUS.

o [IpuMeHeHUE B KOMOMHAIIMH C MpenaparaMi, UMEIOIIUMHU Y3KYIO MIUPOTY TEPareBTUYECKOTO
NEeHCTBUS (HalpuMep, XJIOPIPONaMuI, METOTpeKcaT, PeHMIOYTa30H).

I[IpumeHeHne Npu 6epeMEHHOCTH U B MEPUO/I I'PYAHOT0 BCKAPMJIUBAHUSA

bepemennocmo

11



Hebnaronpustabslit ©cxo1 6€pEMEHHOCTH U aHOMAJIMHU Pa3BUTHS IUI0AA, @ TAK)KE PUCK CEPbE3HBIX
BPOXKJICHHBIX TIOPOKOB DPAa3BUTHs, B TOM 4YHCIE BPOXIEHHBIX IMOPOKOB CEp/Ila, CBS3aHBI C
3a00JIeBaHUEM TPHIIIIOM.

Bonbiioe KOIM4eCTBO TaHHBIX O BO3JECUCTBUU OCEIbTAMHUBHUpPA y OEPEMEHHBIX KEHIIUH B XOJ€
MOCTPETUCTPAITMOHHOTO TMPUMEHEHHS | HaOmomaTrenbHbIX ucciaenaoBanuii  (6omee 1000
NAIMEHTOB Ha MIEPBOM TpUMeECTpe OEPEMEHHOCTH) HEe YKA3bIBAIOT HU Ha MMOPOKH Pa3BUTHsI, HU Ha
(deTo/HeoHaTaTbHYIO0 TOKCUYHOCTh OCEIbTaMUBHPA.

OpnHako B 0THOM Ha0JII01aTEIbHOM UCCIIeI0BAaHUU PE3YJIbTAThl OLIEHKH PUCKA PA3BUTHS TSHKEITBIX
BPOKJACHHBIX TIOPOKOB Cep/lla, JUarHOCTUPOBAHHBIX B TeUeHUE 12 MecsIeB MOCiIe POXKACHUS, HE
ObUIM OJTHO3HAYHBIMH, XOTS OOLIUIl PUCK IIOPOKOB Pa3BUTHS U HE ObLIT YBEJINYECH.

B nanHOM HCClEOBaHMM YacTOTa Pa3BUTHUS TSHKEIBIX BPOXKICHHBIX TOPOKOB CEp/lla IOcie
NPUMEHEHHUS OcelbTaMHUBHpA B TEUEHUE IEPBOT0 TpUMecTpa OepeMeHHOCTH cocTaBisuia 1,76 %
(7 mnanenneB u3 397 6epemenHocteit) mo cpasHenuto ¢ 1,01 % mnpu O6epemeHHOCTH B 0O0IIEi
HOMYJISAUN 0€3 MPUMEHEHHUsI OceNbTaMUBUpa (OTHOIIeHUe puckoB 1,75, 95 % noBepuTenbHBIN
untepsain 0,51 no 5,98).

Knununueckoe 3HadeHne JaHHOTO pe3yJibTaTa 0 KOHIA HE SCHO, TaK KaK MCCIEI0BaHUE UMEIO
OTPaHUYEHHYIO MOUTHOCTb.

Kpome Toro, uccrnenoBanue ObUIO HEIOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTU JOCTOBEPHYIO
OIICHKY OTJENbHBIX KAaTETOPHH TSKENBIX MOPOKOB Pa3BUTHS; MPH ITOM JAaHHBIE y KCHIIHUH,
NPUHUMABIINX W HE MPUHUMABIIUX OCEIbTAMHUBHP, HE MOIJIA OBITH MOJHOCTHIO COMOCTABUMBI,
HE3aBUCHUMO OT TOTr0, OOJIENU JIU OHU TPUIIIIOM.

HccnenoBanus Ha )KUBOTHBIX HE YKa3bIBAIOT Ha PENPOAYKTUBHYIO TOKCHUYHOCTh OCEIbTaAMUBUPA
(cM. paznen «PapMaKoIOTHYeCKUe CBOHCTBAY, MoApa3aes «loKIMHUYeCKHE JaHHbBIEY ).
[IpumeHeHne ocenbTaMUBHpa MPU OEPEMEHHOCTH BO3MOKHO B ClTyyae HEOOXOJIMMOCTH U TOCIie
OIICHKM wuMeromelics uHdopMmanuu o 0e30MacHOCTH W Toyb3e (MHpOpMaIMio O TOJb3e
IPUMEHEHHS OCeIbTaMHUBHpa y OEPEMEHHBIX JKEHILUH CM. B nojpaszene «DapMakoanHAMUKaY,
NyHKT «JleueHne rpunma y 6epeMeHHBIX KEHIMH»), @ TaKXKe MaTOreHHOCTH LUPKYJIUPYIOIIEro

HITaMMa BHUpYyca IpuIma.

I'pyonoe sckapmausanue

Bo BpeMs JOKIMHUYECKUX MCCIEAOBAHUN OCEIbTAMUBHUP M aKTHUBHBIA METa0OIUT MPOHUKAIIN B
MOJIOKO JaKTHUPYIOUMX KpbIC. /laHHBIE MO 3KCKPELHUH OCEIbTAMHUBHUPA C TPYAHBIM MOJIOKOM Y
YeJIOBeKa W NPUMEHEHUIO  OCEIbTaMUBHpPAa KOPMSIIMMU  HKEHUIIMHAMU  OTPAHUYECHBI.
OrpaHudeHHbIC JaHHBIC IMOKA3bIBAIOT, YTO OCEIbTAMHUBHDP M €ro aKTUBHBIH MeTabonuT B

HEOOJBIINX KOJUYECTBAX IPOHUKAIOT B TPYyAHOE MOJIOKO, CO3[aBasi CyOTepaneBTUYECKHE
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KOHIEHTpAalluu B KPOBH TrpyaHoro pebdenka. [Ipm HazHayeHMM OCelbTaMUBHpa KOPMSLIUM
JKEHIIIMHAM CJIeyeT Tak)Ke YUYUTBIBATh WX COMYTCTBYIOUIME 3a00JCBaHHS M MAaTOTEHHOCTh
MUPKYJTUPYIOIIET0 INTaMMa Bupyca rpumma. llpu OepeMeHHOCTM W B MEPHOJ TPYIHOTO
BCKapMJIMBAaHUs OCEIbTAMUBUP IPUMEHSIOT TOJIBKO B ClTydae, €CiIH OKuaeMast sBHas Mojb3a IS
KOpMsIILiel MaTepyu MPEBBIIIAET PUCK 7S peOeHKa.

DepmunbHocmyo

Ha ocHOBaHMM TOKIMHUYECKHUX TAHHBIX HE 0KHUJACTCSI, UTO Mperapar BiIuseT Ha GepTUILHOCTh
MYKYMH WJIM  KeHIMH (cM. pasgen «DapMakolOTHYECKHME CBOMCTBa», MOJpa3aes
«JloxnuHMYEcKre JaHHBIEY).

Cnoco6 npuMeHeHus1 U 103b1

BuayTpb, BO BpeMs enbl WIM HE3aBHUCHUMO OT Ipuema nuu. [lepeHocuMocTh ocenbTaMUBHpa
MO’KHO YJIYYIIUTb, €CJIM IPUHUMATh €r0 BO BpEMS €Ibl.

KenarenbHo, YTOOBI IPUTOTOBJICHUEM CYCIIEH3UU 3aHUMAIICA (DapMalleBT WU IPOBU3OP.

IIpuroToBiieHUE CYCIIEH3UN

1. OCTOpO’XHO HECKOJIBKO pa3 MOCTy4yaTh MalbLiEM IO 3aKPHITOMY (JIAKOHY C TEM, YTOOBI
MOPOILIOK pacrpeaenuics Ha AHe (IaKkoHa.

2.1 10 r: otmepuTth 18,0 Mt Boabl. icosib3ys MEpHBINM CTaKaHYMK. 3aIMOIHSS €ro 10 YKa3aHHOIO
ypoBHs. Jlo6aButh 18,0 Mi1 BOABI BO (pJIaKOH, 3aKPBITh KOJMAYKOM M XOPOIIO BCTPAXHUBATH B
TeueHue 15 cexyH.

2.2 15 r: otmeputh 27,5 mut Bojbl. MIcosib3ys MEPHBINM CTaKaHYMK. 3aIMOIHSS €ro 10 YKa3aHHOIO
ypoBHs. [[0o6aBuTh 27,5 Ma BoabI BO (DJIAKOH, 3aKPHITh KOJIAYKOM M XOPOIIO BCTPSXUBATH B
TeueHue 15 cexyH.

2.3 30 r: otmeputh 55,0 M1 Boabl. Mcrionb3ys MEpHBIN CTaKaHYMK. 3aI0JIHSAS €ro 0 YKa3aHHOTO
ypoBHs. [[o6aBuTh 55,0 Ma Bombl BO (DJIaKOH, 3aKPBITH KOJIAYKOM M XOPOIIO BCTPSXUBATH B
TeueHue 15 cexyHs.

3. CHATH KOJIMAaYOK U BCTABUTH B TOPJIBIIIKO (pIIaKOHA aJarTep.

4. TInoTHO 3aBUHTHUTH (PIAKOH KOJMAYKOM Uil 0OecneueHHs] MPaBUIBHOTO PACIIONOKEHHS
ajanrepa.

Ha stukerke nakoHa cienyer ykaszaTh JaTy MPUTOTOBIEHUS cycneH3uu. [lepen npuMenenuem
(J1akOH ¢ MPUTOTOBJICHHOW CyCHeH3Mel HeoOX0IUMO B30anThIBaTh. s TO3UPOBKHU CyCIIEH3UU
npusaraeTcs J03UPYIOUIMNA IIMPHIl ¢ METKaMH, yKa3bIBalOIMMHU ypoBHH 103 30 mr (2,50 ma
cycnensun), 45 mr (3,75 ma cycnienzun), 60 mr (5,00 mut cycnier3un) u 75 mr (6,25 M CycrieH3Un )
(cm. paznmen «Dopma BBIMTYCKa U YITAKOBKAY ).

Cmanoapmmuulii pexcum 003upoeanus
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Jleuenue

[Ipuem npenapara HEOOXOAUMO HAYMHATH HE MO37HEE 2 CYTOK C MOMEHTA Pa3BUTHUSI CHMIITOMOB
3a00JIeBaHMUA.

B3pocnvie u noopocmxu 6 eospacme > 12 nem

ITo 75 mr (6,25 M cycnieH3un) 2 pa3a B CyTKUA BHYTPb B TEUCHHE 5 AHEH. Y BeTUUYCHUE 0361 OoJiee
150 mr/cyTKHM HEe IPUBOIUT K yCHIIeHHIO 3 dekTa.

Hemu 6 6o3pacme om 1 200a do 12 nem

[Mpumenats npenmapar Hommpmec® crmemyer 2 pasa B CyTKM B TeueHHe 5 JHEH COIIacHO

HIDKETIPUBEIEHHOH TabmuIie:

KonnuecTtBo cycnensun

PexomennoBanHas n103a Ha ®
Macca rena npemnapara Homuaec

OJIUH TpUEM

Ha OJIVH NpUEM

<15 xr 30 mr nBa pasza B CyTKH 2,50 M
>15-23 kr 45 mr n1Ba pa3a B CyTKHU 3,75 mn
>23-40 xr 60 mr 1Ba pasa B CyTKH 5,00 mn

>40 kr 75 Mr n1Ba pa3a B CyTKH 6,25 mn

Jnst  mo3upoBaHWs CYCIICH3UM WCIOJIB30BaTh Mpuiararomuiics mmpui. Heobxoammoe
KOJINYECTBO CYCHEH3UHM O0TOOpaTh M3 (IakoHA JO3UPYIOUIMM INIMPULIEM, TIEPEHECTH B MEPHBIN
CTaKaHYUK U IPUHUMATh BHYTPb.

IIpodunakruka

[Tpuem mpenapata HEOOXOAMMO HAUMHATH HE MO3JIHEE 2 CYTOK IOciie KOHTaKTa ¢ 3a00JIeBIIUM
YEJIOBEKOM.

B3pocnvie u noopocmku 6 6ospacme > 12 nem

ITo 75 mr (6,25 M cycnien3un) 1 pa3 B CyTKU BHYTpb B TeueHHe He MeHee 10 aHei mociie koHTakTa
¢ 3a001€eBIITUM 4YeIoBeKOM. Bo BpeMst ce30HHOM snuaeMun rpunmna - 75 mr (6,25 M CyCrieH3UH)
1 pa3 B cytku B TeueHue 6 Hemenb. [Ipodunakruueckoe AEHCTBUE MPOAOIKACTCS CTONBKO,
CKOJIBKO JUTMTCS TIPUEM Tpernapara.

Hemu 6 6o3pacme om 1 200a do 12 nem

[Mpumenarts npenapar Hommpmec® ciemyer 1 pas B cyTkm B Teuenwe 10 jgHe#l cormacHo

HIDKETIPUBEICHHOH TabmuIie:

KonnuecTBo cycnensun

PexoMennoBanHas 103a Ha ®
Macca rena npemnapara Homuaec

OJIMH MpUEM

Ha OJIUH MPUEM

<15 xr 30 Mr oguH pa3 B CyTKH 2,50 M
>15-23 kr 45 Mr OJIMH pa3 B CyTKH 3,75 mn
>23-40 xr 60 Mr oiMH pa3 B CyTKH 5,00 mn
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| >40 Kr ‘ 75 Mr OIMH pa3 B CyTKH 6,25 M1

Jls no3upoBaHus CyCIIEeH3MH UCTIONIb30BaTh NMpUIIaratonuiics mmnpui ¢ MetkamMu. Heo6xoaumoe
KOJIMYECTBO CYCIIEH3MM O0TOOpaTh M3 (hjakoHa JO3UPYIOUIMM IINPUIEM, IEPEHECTH B MEPHbII
CTaKaHYMK ¥ PUHUMATH BHYTPb.

Jlo3upoeanue 6 ocodvix cyuasax

Tlayuenmul ¢ nopadicenuem nouex

Jleuenue

[TaniueHTaM ¢ KIMPEHCOM KpeaTWHHUHA Oojiee 60 MJI/MUH KOppEeKIHMH 103kl HE Tpedyercs. Y
MAIMEHTOB C KIWpeHcoM kpeatuHuHa OT 30 mo 60 MuI/MHH 103y OCENbTaMHUBHpA CIEAYET
yMeHbIUTh 710 30 mr (2,50 mi1 cycrnieH3un) 1Ba pa3a B CyTKH B TEUCHHUE 5 THEH.

VYV manmeHToB ¢ KiaupeHcoM kpeatnmHuHa oT 10 mo 30 mu/MHH 103y OcCenbTaMUBHpA CIEAyET
yMmeHbmuTh 10 30 Mr (2,50 mu1 cycrieH3uu) OJIMH pa3 B CyTKW B TeueHue S5 maHei. [lanmenTtam,
HAXOSIIUMCS Ha MTOCTOSSHHOM FeMOIUAIN3€E, OCETbTAMUBHUP B TIepBOHAYaIbHOU g03¢e 30 mr (2,50
MJI CyCHEH3MHM) MOKHO IMPHUHATH J0 Hayaja Juain3a, €Cld CUMITOMBI TPUIIA MOSBWINCH B
TeueHne 48 4 MexAy ceaHcamH Auanusa. s mopaep:kaHus IUIa3MEHHOW KOHIIEHTpaluy Ha
TEepaneBTUYECKOM YPOBHE OCEIbTaMHUBHUD cieayeT npuHumarh 1mo 30 mr (2,50 mur cycrnieH3um)
MocJie KaXJ0ro ceaHca avanusa. llarmueHTaM, HaxoIdIIMMCS Ha TNEPUTOHEATHLHOM JIUANH3E,
OCEIbTAaMUBUD CIEAyeT NPUHUMATh B NepBoHaudanbHOU no3e 30 mr (2,50 mu cycneH3um) 1o
Havyayia TpoBeAcHUs auanusa, 3ateM mo 30 mr (2,50 Mi cycneH3uu) Kaxzable S5 THEH.
®apMakOKMHETHKA OCEJIbTaMHUBUpPA y TALMEHTOB C€ TEPMHUHAIBHOM CTaauel MOYEHYHOU
HEIOCTaTOYHOCTH (C KIUpEeHCOM KpeaTHHHHA < 10 MJI/MHH), HE HaXOASLIUXCS HA JAUAIH3E HE
u3yyanach. B CBSI3M ¢ 3TUM pPEKOMEHJALMH MO JO3UPOBAHHUIO Yy JAHHOM TPyNIbl MAlMEHTOB
OTCYTCTBYIOT.

[IpodriakTuka

[ManuenTam ¢ kiIMpeHCOM KpeaTwuHHHA Oosiee 60 MI/MUH KOPPEKIMU J03bI HE Tpedyercs. Y
MAIMEHTOB C KIUpeHcoM kpeatuHuHa OT 30 mo 60 MuI/MHH 103y OCENbTaMHUBHpA CIEAYET
yMeHbIuUTh 710 30 mr (2,50 M1 cycrieH3un ) OAWH pa3 B CYTKH.

VY marnueHToB ¢ KiupeHcoM kpeatuHuHa ot 10 10 30 MiI/MUH pEeKOMEHAYETCS YMEHBIITUTD 03y
ocenbramuBupa 10 30 mr (2,50 mu cycnensum) yepe3 naeHb. IlammenTtam, HaxoIsMIIUMCS Ha
MOCTOSTHHOM T'€MOJIMalIn3e, OCeNbTaMUBHD B TIepBOHavYanbHOU 103e 30 mr (2,50 mi cycrnien3un)
MOXXHO TPHHATH 10 Hadama auanm3a («l-ii ceancy). [lns moaaepkaHusi TIa3MEHHOU
KOHIICHTpAIlUX Ha TEPAIeBTUYECKOM YPOBHE OCEIbTaMUBHD clieayeT mpuHUMaTh 1mo 30 mr (2,50
MJI CyCIIEH3UH) N1OCIIE KaXKA0I0 MOCIEAYIOIIEr0 HEUETHOTO CeaHca ANAIN3a.

HaL[I/IeHTaM, Haxo4AMUMCA Ha ICPUTOHCAILHOM JUAIN3C, OCCIIbTAMUBUD CICAYCT IPUHUMATL B
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nepBoHavanbHOU 03¢ 30 Mr (2,50 mut cycrieH3un) 10 Havyaia MpoBeIeHUs Tuain3a, 3aTeM mo 30
Mr (2,50 mu cycnieH3um) Kaxnible 7 aHeill. dapMaKOKMHETHKA OCEIbTaMUBHUpA Y MALUEHTOB C
TEPMHHAILHOW CTaJAMEH MOYEYHONH HETOCTATOYHOCTH (C KIMpeHCOM KpeaTuHUHa < 10 Mi/MUH),
HE HaXOJSIIMXCS Ha AUajan3e, He u3ydanach. B CBSA3M ¢ 3TUM peKOMEHIalluu MO0 JI03UPOBAHUIO Y
JAHHOMW TPyMIbl HAIlHEHTOB OTCYTCTBYIOT.

Tlayuenmui ¢ nopadicenuem neveru

Koppekmuu 10361 ocenbTaMUBHpa TMPU JIEYCHUH M MPO(HIAKTHKE TPUMINA Y MAlUEHTOB C
HapylmIeHUIMH (QYHKIIUU TICYCHH JIETKOM W CpeIHEW CTenmeHed TSHKECTH He TpeOyercs.
bezonacHocTh U (papMaKkOKWHETHKA OCENbTAMHUBHPA Y MALUEHTOB C TSDKEIBIMU HAPYIICHUSMU
(GYHKIIUY TIEYEHU HE U3YyJaliach.

Tlayuenmul nodxcuno2o u cmapuecko2o 6o3pacma

Koppekuuu 10361 471 npodUIaKTUKY WIN JICUEHUS TPUIINa He TpeOyeTcs.

Iayuenmul ¢ ocnabaeHubiM UMMYHUMEmMOM (Rocie MPaHCNIanmayuu)

Jleuenue

PexoMeHoBaHHASI IPOAOKUTETHHOCTE TEPAITHH OCETHTAMUBHPOM Yy TIAIIEHTOB C OCITa0ICHHBIM
uMMyHUTeTOM coctaBisieT 10 gueit. Koppekiuu 1o3er He Tpedyercs (cM. paszaensl «[lobounoe
nerctBre» U «DapMaKoIOrHIeCKUE CBOMCTBAY ).

[Ipuem npenapara HEOOXOAUMO HAYMHATH HE MO3HEE 2 CYyTOK C MOMEHTA Pa3BUTHUSI CHMIITOMOB
3a00JIeBaHUSI.

Ce3onHas npodmakTuka

st ce30HHONM MPOGUIAKTUKHN TPHUIITIA Y TTAIIMEHTOB C OCJIA0JICHHBIM UMMYHHTETOM B BO3pPacTe
> 1 rona - B TeueHue 12 Henelb, KOPPEKIUS JO3BI HE TpeOyeTCs.

Jlemu

OcenbTaMUBHUP HE CJIEAYET HaA3HA4aTh ACTAM 10 | roza.

ITodouyHOE nelcTBHE

0030p npoduiisa 6e30MaCHOCTH

OO6umwmii npodunap 0Oe30MacHOCTH OCeNbTaMHBHpPAa OCHOBaH Ha JaHHBIX 6049 B3pocCibIx
MaIMEeHTOB/TIOAPOCTKOB U 1473 nmeTeit ¢ rpumnmoMm, MoTy4yaBIIuX OCEIbTaMUBHP WIIH ILIaIedo, a
Takke Ha AaHHBIX 3990 B3pOCHBIX MAMEHTOB/TMOAPOCTKOB M 253 ndeTei, MOoTydarommx
OCEeTbTAaMUBUP WM IIae00/He MOIYyYaBIIMX TEPaNmud B KIMHHYECKUX HCCICIOBAHUSX IIO0
npoUIaKTUKE TPHIIIIA.

Kpome Toro, 199 B3pocibiX MaliMeHTOB ¢ 0CJIa0JICHHBIM HMMYHHUTETOM IMOTYYHIH OCEIbTAMUBHP
JUTSL IeYeHUs Tputia, u 475 manueHToB ¢ 0CcIa0JICHHBIM UMMYHHUTETOM (B TOM 4ucie 18 aerei,

10 ¥3 KOTOPBIX MOJTyYaJId OCEIBTAMUBHUD U § - MJ1a1e00) MOTYYHIN OCEIIbTAMUBHP WK TUIale60
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JUTs PO MIIAKTUKY TPUTIIIA.

VY B3pOCIBIX NAlMEHTOB/TIOAPOCTKOB Hanbojee YacThIMU HexenatenbHbiMU peakuusmu (HP) B
XO0Jle KIMHUYECKUX HCCIICOBAHHUMA JICUCHUs TpHMMa OBUIM TOIIHOTa W PBOTA, a B XOJIE
UCCJIEIOBAHUM 110 MPOPUIAKTHKE - TOIIHOTA.

BonwsmuHcTBO YKazanHbIX HP OputH 3aperucTpupoBaHbl OAHOKPATHO B MIEPBBI I BTOPOU JIEHB
TEpaNuy U CIOHTAHHO pa3pelliaIich B TEUEHHUE MOCIEAYIOMNX 1-2 THE.

V nereit Haubosee yacto Bcrpeuatoreiics HP Opina pBora.

VY 6onbIIMHCTBA NAIMEHTOB AaHHble HP He mpuBOIMIN K OTMEHE Tepanuy OCEIbTaMUBUPOM.
Cepresnbie HP, nepeuncnennble HIKE, peIKO OTMEYAINCh C MOMEHTA BBIXOJa OCEIIbTaMUBHpA
Ha PHIHOK: aHA(UIAKTUYECKHE U aHA(PUIAKTOUIHBIC PEaKIIMK, HAPYIICHUS CO CTOPOHBI TICUCHU
(pynpMUHAHTHBIN TeMAaTUT, HApyHICHHE (YHKIMHU TIEUYCHU U KENTyXa), aHTHOHEBPOTUUCCKHIA
oTeK, cuHapoM CTuBeHCa-/[?)KOHCOHA M TOKCHYECKUM SMUIEPMAIbHBIN HEKPOJIH3, JKEITYI0YHO-
KHILIEYHOE KPOBOTEUEHUE U HAPYILIEHUSI CO CTOPOHBI HEPBHOW CHCTEMBI U TICUXUKH (CM. pa3zen
«Oco0ble yKazaHHs»).

Crincok HexXemnaTeIbHbIX PeaklUid MPEeICTaBIeH B TAOIUYHOM (opMaTe HUXKE.

Jlis onucaHusl 4acTOTHl HEXeNaTeNbHBIX PEeaKIMid MCIONb3yeTcs cleayrouas KiacCupuKaus:
oueHb vacTteie (>1/10), gwacteie (>1/100 u <1/10), meuacteie (>1/1000 u <1/100), penxue
(=1/10000 1 <1/1000) u ouens peaxue (<1/10000). CooTBETCTBYIOIIAs KATETOPHSI IPUCBAUBAETCS
HEKENATeNIbHBIM ~ peaklIHsM Ha OCHOBaHWM OOBEIMHEHHOTO aHajun3a KIMHUYECKHX
HUCCIIENOBAHUMN.

Jleuenue u npod)wzakmuka zspunna y 63pociblx u I’lOODOCWlKO@

B Tabmune 1 npeacrasnens HP, Bo3HUKaBIIME Hanbomee 4acTo Ipy MprueMe PeKOMEHJ0OBaHHON
03Bl OCEIbTAMHUBHUPA B HCCICAOBAHUSAX MO MPO(HUIAKTUKE U JICYCHUIO TPUIINA Y B3POCIBIX U
noaApocTKoB (75 Mr 2 pa3a B CyTKH B T€UCHHUE 5 JTHEH it JedeHus u 75 mr 1 pa3 B CyTku 110 6
HEJIeNb 7151 TPO(IITAKTHKH).

B uccnenoBanusax mo npodunaktuke rpummna npoduiib 6€30MacHOCTH y MAIUEHTOB, TOTYYaBIIHX
PEKOMEHI0BaHHYIO 103y ocenbTamuBupa (75 Mr 1 pa3 B cyTku 10 6 Henenb), KAUECTBEHHO HE
OTJIMYAJICS OT TAKOBOT'O B MCCJIEIOBAHUSX T10 JICUCHUIO TPHUIITA, HECMOTpPs Ha OoJiee ATUTENbHbBIN
IIpUEM Ipenapara.

Tabnmumna 1. HexenarenbHble peakiuy, BBISBICHHBIE B XOJE KIMHUYECKUX HCCIEAOBAHUN IO
npoQUIAKTUKE U JICYCHUIO TPHUIIA OCETHTAMUBHPOM Y B3POCIBIX MAIIMEHTOB U MOJAPOCTKOB HITU

B XOJ€ MOCTMApKETHUHI'OBOT'O Ha6J'IIOI[eHI/ISI.
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Kuacce cucrem oprasos

HexenareabHble peakuuu, pacnpeaecJIeHHbIE€ COTJIACHO YaCTOTE BbISIBJICHUSA

OueHb YacTo Yacro Heuacro Peako
Hngpexyuonnvie u Bpouxut, Herpes
napasumapmoie simplex,
3abon1e6anus Ha30(hapuHTHUT,
UHQEKIMHA BEPXHUX
JIBIXATEIbHBIX MyTCH,
CHUHYCHUT
Hapywenus co cmoponul TpomOouuTOICHHS
KpOSU U IUMpPamuieckoll
cucmembl
Hapywenus co cmoponul Peakuun AHapuIaKTHYCCKUE
UMMYHHOU CUCHEMbl TUTNIEPYYBCTBUTEIBHOC peaxuu,
™ aHA(HIIAKTOUTHEIC
peaxmn
Hapywenusa BecnokoiicTso,
NCUXUKU aHopMaJbHOE
[OBEICHUE,
TPEBOXKHOCTb,
CITyTAaHHOCTb CO3HAHUS,
Open,
Jepuii,
TAJUTIOIIMHAIIHH,
HOYHBIE KOIITMAapPHI,
npuYrnHeHue cebe
TENEeCHOTr0
TIOBPEXKICHUS
Hapywenus co cmoponbl TonoBuas Bbecconnunia 3Menenne co3HaHus,
HEPBHOU cucmembl 60116 CyIlOpoTH
Hapywenus co cmoponul Hapyienue 3penus
op2ama 3peHusl
Hapywenus co cmoponul Aputmus
cepoya
Hapywenus co cmoponul Kamens, 6016 B
ObIXAMENLHOU CUCMEMb, ropJie, puHopest
0p2an08 epyOHOIL KIemKu
u cpedocmenus
Hapywenus co cmoponbl TomHoTa PBorta, 606 B )KUBOTE Kenynouno-
2HCENYOOUHO- KUMUEUHO2O (BKITIOYast 60JTb B KUIIIETHBIE
mpakma BEpXHEH 4acTH KpOBOTEUCHHS,
JKUBOTA), AUCTICTICUS reMopparu4eckuit
KOJIAT
Hapywenus co cmoponbl TloBbiieHue DynbMUHAHTHBIN
neveHu u AKTHUBHOCTHU TeMaTUT, ICYCHOYHAS
JHCENYEBLIBOOAWUX NYyMeEl «IIEYEHOYHBIX)» HEI0CTaTOYHOCTb,
(hepmeHTOB TermaTuT
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He:xenaTeabHble peakiii, pacnpenaeieHHbIe COTJIACHO YACTOTe BHISIBJICHHUSA
Kuacce cucrem oprasos
OueHb YacTo Yacro Heuacro Peako
Hapywenus co cmoponbl DKk3eMa, IepMaThuT, | AHTHOHEBPOTHIECCKHUI
KOXHCU U NOOKOHNCHBIX CBIITb, KPAaIMBHALIA | OTEK, MYJIbTH(QOPMHAS
mxaneu apuTEeMa, CHHIPOM
Cruenca-/I>koHCOHa,
TOKCHUUECKHUI
SMUICPMATBHBIH
HEKpOJIn3
Obwue paccmpoiicméa u Bbons,
HapyuteHus 8 TOJIOBOKPY>KEHHUE
Mecme 88edeHUs (BKITIOYAs BEPTHUTO),
YTOMIIIEMOCTS,
JUXopanka, 00ib B
KOHEYHOCTSIX

Jleuenne u npodWIAKTUKA TPUIIIA V IETEN

B knmuHUYeCKHX HCCIEAOBAHUAX OCENbTAMUBHpA MPHU JICUCHUM TPUIINAa MPUHUMAIH y4dacTHE
1473 peOenka (BKIIOYasi B IEJIOM 3/IOPOBBIX JieTeil B Bo3pacte oT 1 1o 12 et u gereit ¢ acTMOii B
Bo3pacte or 6 nmo 12 mer). U3 Hux 851 peOeHok momyyasn Tepanuio OCEIbTaMHUBHPOM B
JIEKapCTBEHHOU (opMe «cycneH3us». Bcero 158 mereil momydand peKOMEHIIOBAaHHYIO 03y
ocenpTaMuBUpa | pa3 B CyTKH B UCCIIEJOBAHUSIX MOCTKOHTAKTHOM MPO(UIAKTUKY B JOMAIIHUX
ycnoBusx (n=99), B 6-HEACNbHBIX HCCICIOBAHUAX CE30HHOW mpodwmimaktuku (n=49) u 12-
HEJCNbHBIX HCCICIOBAHUSAX CE30HHOW MPOPHUIAKTHKH Yy TMalMEeHTOB C OCJIA0JICHHBIM
umMmyHuTeToM (n=10).

B Tabmume 2 mnpexncraBienst HP, nambonee dacto cooOmaeMble B X0/€ KIMHUYECKHUX
WCCIICIOBAHUH y IETEH.

Tabnumna 2. HexenarenbHble peakiuy, BBISBICHHBIC B XOJE KIMHUYECKUX HCCIEAOBAHUN IO

npopMIAKTUKE M JICYCHUIO TPUIIA OCeIbTaMUBHpOM y aeredl (mo3za ot 30 mr mo 75 mr B

3aBHCUMOCTH OT BO3pacTa/Beca).

Kaacc cucrem HexenarenbHble pe€aKnuu, pacnpeaejieHHbie COTJIACHO YaCTOTE BbIABJICHUSA

OpraHos

OueHb YacTo Yacrto Heuacro Peako

HUngpexyuonnvle u
napasumapmule
3abo0n1e6anus

Cpennuii oTuT

Hapywenus co T'onoBuas 60ib

CMOPOHbL HEPBHOU

cucmemsi
Hapywenus co KOHBIOHKTUBUT
CMOPOHbL Opeana (BrITROUAs

3penus

MOKPACHEHUS TJ1a3,
BBIJICJICHUS M 00JIB)
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Hapywenus co Bons B yxe Hapymenus co

CIMOPOHbBL OpeaHa Cyxa CTOpPOHBI OapabaHHOH
u 1abupuHmHbLe MEePENOHKN
Hapywenus
Hapywenus co Kamtens, Punopes
CMopoHbl 3aJI0)KEHHOCTh HOCa

ObIXAMeNbHOU
cucmembl, Op2aHos
2PYOHOU KNemKu U

cpedocmenust
Hapywenus co PBora Bons B xxuBOTE
COPOHbL JHCETYOOUHO- (BriROUas 0OITH B
KUeuHo20 mpakma BEpXHE 4yacTu
KHBOTA), TUCIICTICHS,
TOIITHOTA
Hapywenus co Jepmarur (BKIrO9ast
CIMOPOHBL KOXCU U AITIePTUYECKIHA 1
NOOKONCHBIX MKAHell ATOMTMYECKUH
JIEPMATHUT)

Onucanue omoeibHbIX HeNCelamenbHblX peaxyuil

Hapywenus co cmoponul HepHoti cucmemvl U NCUXUKU

['punmo3nass WHQEKIUS MOXKET acCOLMHUPOBATHCS C  Pa3IUYHBIMH  HEBPOJIOTHUYECKUMU
CUMITOMaMHM M W3MEHEHHMSMHU IOBEJACHUS, BKJIOYAs TaKHE€ CUMITOMBI, KaK TaJUTIOIMHAIIUU,
JNETMpUA, W aHOpPMaJIbHOE TMOBeAcHHWE. B HEKOTOphIX cllydasXx OHHM MOTYT MPHUBECTH K
CMEpPTEIIbHOMY HCXOY.

JlaHHBIE SIBJICHUS MOTYT BO3HUKATh KaK Ha ()OHE Pa3BUTHS dHIIe(ATONaTHH WK SHIIe(aTuTa, TaK
U OTAC/IBHO, 0€3 SBHOT'O TSHKEIIOr0 3a00JICBAHMS.

B mocTMapKeTHHTOBBIX COOOIIEHUSX Yy MAIlMEHTOB, KOTOPHIC TMOJydYadd OCEIbTAMUBHD JIs
JICYCHUS TPUIITA, OTMEUYATIUCH CYIOPOTH U IETUPHH (BKJIIOYAs TAKUE CUMITTOMBI, KaK HapyIICHUE
CO3HAHMS, CIYTAaHHOCTh CO3HAaHUS, AaHOPMAaJIbHOE TMOBEAEHUE, Opea, TaUTIONUHALNY,
OECIIOKONCTBO, TPEBOXKHOCTh, HOYHBIC KOIIMAphl). ODTH CIy4aW PEAKO COMPOBOXKIAIUCH
ONACHBIMH ISl KU3HU AKTUBHOCTSIMH WIIM JICTalIbHBIM HCXOJOM. JlaHHBIC SIBJICHHS OBLIH
3apEerUCTPUPOBAHBI B OCHOBHOM CPE/IM JETEH U MOAPOCTKOB M YaCTO UMEIU BHE3AMMHOE HAYAJIO U
OBICTpOE pa3pelieHue.

Posp  ocenpramuBHpa B pa3sBUTHUM  JAHHBIX  SIBJICHUM  HEU3BECTHA. Y Ka3aHHbIE
TICHXOHEBPOJOTUUECKUE HAPYIICHHS TaK)Ke OBLIN 3apErMCTPUPOBAHBI Y MAIUEHTOB C TPUIIIIOM,
HE MOJYyYaBIIUX OCEIbTAMUBUD.

Hapywenus co cmopoHbvl newenu u scenuesvi800aWux nymei

Hapymienust co cTOpOHBI MEYEHU U KEITUEBBIBOSIIUX MYTEW, BKIIOYAs TeNaTUT U MOBBILICHUE

AKTHUBHOCTH «IICYCHOYHBIX» (bepMeHTOB, OTMCYAINCh Yy IMAlMCHTOB C l"pI/Il'IHOHOI[O6HI)IM
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3a0oyieBaHNEM. YKa3aHHbBIC SBIICHUS TAKKE BKIIOYAIW (YJIbMUHAHTHBIA MenaTUT/TIEUEHOUYHYIO
HEJIOCTATOYHOCTH C JIETATBHBIM UCXO/IOM.

IIpouue ocobvie nonynsayuu nayueHmos

Jlemu (0o 1 co0a)

B nByx wuccnemoBaHmsx (papMakOKWHETHKH, (apMaKOIWHAMUKH W Tpodmis O6e30macHOCTH
OCEIbTaMUBUPA, B KOTOPBIX IPUHMMaNU yuyactue 135 merei B Bo3pacte 10 1 roga c rpummom,
npoduis 6€30MacHOCTH TpenapaTa OblT COITOCTABUM B PA3TUYHBIX BO3PACTHBIX TPYIIIAX.
Haubonee yacto cooOuiaeMbpIMU HexellaTeNbHBIMU SBJICHUSMU MIPH 3TOM OBLIM PBOTA, AUApES U
ompenocts (cM. pasnen «dapmakonornyeckue CBOWCTBa», mojapaszfen «DapMakOKHHETHKA»).
JlaHHBIE O JETSIX B MOCTKOHIICTITYaIbHOM BO3pacTe 10 36 Helleb HeJOCTaTOYHBI.

JlanHble M0 0€30MacCHOCTH MPUMEHEHHsI OCeTbTaMUBUPA TIPU JICYCHUH Yy JE€Ted B BO3pacTe JIO
|l roga mony4eHbl M3 MPOCHEKTUBHBIX M PETPOCIIEKTHBHBIX HAOIIOAATENbHBIX HCCIEIOBAaHUMN
(Bxurouanu Oosiee 2400 meteil maHHOTO BO3pAcTa), MCCICAOBAHUN SMHIEMHOJIOTHYECKUX 0a3
JAHHBIX M TMOCTMapKeTHHTroBoro Habmiozenus. IIpoduns OGezomacHocTH y nereit 10 1 roxa
COTIOCTaBUM C U3BECTHBIM IpoduiieM 0€30MacHOCTH y JeTel B Bo3pacTe 1 roaa u crapiie.
Toocunvie nayuenmvl U nayueHmvl ¢ XPOHUYECKOU CEPOeUHOU U/uiu  OblXameibHOU
HeodoCmamoyHOCmoio

[Momynsitust, BKIIOYSHHAS] B UCCIIEIOBAHUS IO JICYCHUIO TPHIINA, COCTOSIIA U3 B LIEJIOM 3I0POBBIX
B3POCIIBIX/TIOAPOCTKOB W TAIMEHTOB TPYMIBI PUCKA (PUCK PA3BUTHUS OCIOXKHEHHH TpHIIIIA,
HanpuMep, MOMYJALXS MOXKUIBIX MAlMEHTOB U TAIleHTOB C XPOHUYECKOH CcepAeuHON Hiu
JBIXaTeIbHON HEIOCTAaTOYHOCTHIO). B 1emom mpoduinbs 6€30macHOCTH Mpenapara y HalieHTOB
TPYIIBI PHUCKA OBUT COTIOCTABUM C TAKOBBIM Y B I[EJIOM 3JJOPOBBIX B3POCIBIX/TIOIPOCTKOB.
Tayuenmoi ¢ ocrabaeHHbIM UMMYHUINEMOM

Jledenue rpumnmna y naileHToB ¢ 0caabJIeHHBIM UMMYHUTETOM OLICHUBAJIOCH B IBYX KIIMHUYECKHUX
MCCJIEIOBAHMSIX: MAIIUEHTHI MOJTyYald CTaHAAPTHYIO 103y WU MOBBILICHHYIO 103y (ABOMHYIO MU
TpOWHYI0) ocenbramuBupa (cM. pasgen «Dapmakonorunueckue cBoicTBay). [Ipoduns
0e30MMacHOCTH Iperapara, HaJI1aeMbIi B TAHHBIX UCCIICOBAHUSIX, OBLIT COTIOCTABUM C TAKOBBIM
B MPEAbIAYUINX KIMHUYECKUX HCCIEAOBAHUAX, B KOTOPBIX OCEIbTAMUBHUD MPUMEHSUICA IS
JIeYEHUs MAlUEeHTOB ¢ HOPMaJbHbIM MMMYHUTETOM CPEIM BCEX BO3PACTHBIX TPy (310pOBBIE
NAIUEHTHl WIA TAIUEHThl U3 TPYNNbl PHUCKA, HAPUMEP, C IOBIXATEIILHON W/WIN CepIAeYHON
HEJOCTAaTOYHOCTHI0). Hambonee yacThiM HEXeNaTeNbHBIM SIBICHHEM Yy JIeTeH C OCIabJIeHHBIM
UMMYHHUTETOM Obli1a pBoTa (28%).

B xome 12-HemenmpHOrO wuCCienoBaHus MO TpoduiIakTUKe Tpunma y 475 manueHToB ¢

ocialIeHHBIM UMMYHUTETOM (BKIIo4as 18 mereil B Bo3pacte ot 1 1o 12 siet u crapiie) npopuib
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0e30macHOCTH B Tpymme oceiabTamuBHpa (238 mamueHToB) OBUT COMOCTaBUM C paHee
HaOM01aeMbIM TIpoduiieM OcelbTaMUBHPA B KIIMHUYECKUX HCCIIEIOBAHUSX 110 MPOPUITAKTHKE.
Hemu ¢ bponxuanbHou acmmoii 8 aHamuese

B 1niesom mpodrute HekeNnaTenbHBIX PEaKuid y AeTeld ¢ OPOHXUATBLHOM acTMOM B aHaMHe3e ObLT
COTIOCTaBUM C TaKOBBIM B II€JIOM Y 3[IOPOBBIX JI€TEH.

Ilepeno3upoBka

B OosibmmHCTBE cllydaeB MEpPeNo3WpOBKAa B XOAC KIMHUYECKUX HCCICNOBAaHUN U TIpU
MOCTPETUCTPALIMOHHOM TMPUMEHEHUU OCEIbTaMHBUpPA HE CONPOBOXKJIadach KaKMMH-THOO
HE)KENaTeNIbHBIMU  SIBJICHUSIMH. B OCTambHBIX  ClIy4asXx CHUMIITOMBI  IE€pPel03UPOBKHU
COOTBETCTBOBAJIM HEXKEIIATEIbHBIM SIBICHUSAM, TPEIOCTaBICHHBIM B paszaene «lloGounoe
JIEUCTBUEY.

B3aumopneiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeACTBAMH

dapMaKOKMHETUYECKUE CBOMCTBA OCEIbTAMUBHPA, TAKUE KaK €ro HU3Kasl CTENEeHb CBS3bIBAHUS C
OenkamMu ¥ MeTaboIu3M, He 3aBHUCUMBIA OT u3odepmernta CYP450 u cucteMsl IimOKypoHHIa3
(cM. pazmpen «DapMakoIOTHUECKHE CBOWCTBa», moapazaen «DapMakOKMHETHKa»), HE MNal0T
OCHOBaHUM MpeArnojaraTh Halu4yhe KIMHUYECKH 3HAYUMBIX B3aUMOJICHCTBUHN IO yKa3aHHBIM
MEXaHHU3MaM.

Ilpobeneyuo

Koppekiust 70361 Hpu  OJHOBPEMEHHOM TNPUMEHEHUH C MPOOCHEIUIOM ) TAalUueHTOB C
HOpMaJIbHOU (PyHKIMEH 1modek He TpelyeTcs. OqHOBpEeMEHHOE TPUMEHEHUE C MPOOCHEINIOM,
MOIIIHBIM UHTUOUTOPOM aHMOHHOI KaHAJIbLIEBON CEKPELMH B MOYKaX, IPUBOJIUT K ~ 2-KpaTHOMY
YBEJIIMUEHUIO YKCITO3UIIUN AKTUBHOTO METAa00INTa OCEIbTaAMUBHPA.

Amoxcuyunium

Kunernyeckoe B3anMozeicTBHE OCelbTaMUBHpA U AMOKCHUIWJIJIMHA (BBIBOISLIETOCS TEM XKe
MyTeM, YTO U OCeIbTaMHUBHP) OTCYTCTBYET. [Ipenmonaraercs, 4To KOHKYpEHIUsI OCeIbTaMUBHpPa
3a BBIICNICHUE TIOYKaMU ciiadasl.

Bvigedenue ¢ mouou

MasioBeposATHBI KJIMHUYECKH 3HAaYMMble MEXJIEKapCTBEHHbIE B3aUMOJCHMCTBUS, CBSI3aHHBIE C
KOHKYpPEHLIMEH 3a KaHAJIbLIEBYIO CEKPEIHI0, IPUHIUMAasi BO BHUMaHUeE pe3epB 0€30MacHOCTH IS
OOJBIIMHCTBA MOAOOHBIX MPENapaToB, MyTH BHIBEICHUS aKTUBHOTO META00INTa OCEIbTaMUBHpPA
(kryOoukoBast (GWIbTpalds W aHUOHHAS KaHAIbLEBAs CEKpeLus), a TakKe BBIBOISIILYIO
CIOCOOHOCTh Kaxkaoro u3 myrteil. OnHako, MPUMEHSATh OCEIbTaMUBUP B KOMOWHAIMU C
npernapaTamM, HMEIOIIMMHU  y3KYI0 I[IMPOTY TEparneBTUYECKOTro JAeWCTBUS  (HampuMmep,

XJIOpIPONaMHUJ], METOTpeKcaT, peHnn0yTa3oH), HEOOXOIUMO C OCTOPOKHOCTHIO.
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Jlononnumenvnasn ungopmayus

He o0HapyxeHO (papMakKOKHHETUYECKUX B3aMMOJCHCTBHI MEXTYy OCEIhbTAMUBHPOM HIIH €rO
OCHOBHBIM METa0O0JIUTOM TP OJTHOBPEMEHHOM MPHEME C TapaleTaMoJIOM, alleTUIICATUIIUIOBON
KHUCJIOTOM, IUMETHIMHOM, aHTALIUTHBIMU CPEACTBAMH (MAarHus U allFOMUHUS TUIPOKCUT, KaJIbIUs
KapOOHAT), pUMaHTAIWHOM WM BaphapuHoM (y MAIMEHTOB O€3 Tpummna, CTAaOMIbHBIX Ha
Bapdapusue).

Oco0ble ykazanus

OcenbramuBup 3 PEKTUBEH TOJIBKO B OTHOIIEHUH 3a00JI€BaHUS, BEI3BAHHOTO BUPYCOM T'PUIIIIA.
Jannbie 00 3(ppekTUBHOCTH OCeIbTaMUBHpA MPU Tepanuu 3a00JeBaHWN, BBI3BAHHBIX MHBIMHU
areHTaMu, OTCYTCTBYIOT (cM. pazgen «DapMakoJIOTHYEeCKHE CBOWCTBa», TMOIPA3aei
«DapMakoIUHAMUKA ).

Ocenvmamueup ne A6131emMcA 3aMEHOU 6AKUUHAWUU.

Hcnonp3oBaHre ocenbTaMUBUpPa HE JIOJDKHO BIIMATH HA OIEHKY MAllMEHTOB MPU IMPOBEIECHUU
€XKEroIHOM BaKIMHAIIUYU MPOTHUB TPUIIIIA.

3amuTa OT TpUMINa JUTUTCS TOJBKO JI0 TEX MOp, TIOKa MPUMEHSIETCS OCEIbTAMUBHD.

[Ipenapar cinemyeT HCMONB30BaTh TOJNBKO JUIS JieUeHUS U MPOGMIAKTUKU TPUMNA U TOJIBKO B
cllydae, eciH JOCTOBEpPHBIE SMUIEMUOIOTHYECKUE JaHHbIe YKa3bIBAIOT HA TO, YTO BUPYC TpUIIa
MUPKYJTUPYET B OOIICH MOMYJISITHH.

UyBCTBUTEIHHOCTD IIUPKYIUPYIONIMX IITAMMOB BUPYyCa TPUTITIA K OCETETAMUBUPY MOXKET CHITHHO
BapbUpoBaTh (cM. paznen «PapMakoJOorHyeckre CBOWCTBa», moapazaen «DapmakolInHaMUKay,
NYHKT «Pe3lCTEeHTHOCTDY).

Takum o0pa3zom, TpU Ha3HAUEHUHW IMpermapaTa HEOOXOAMMO YYHUTHIBATH CaMYIO TIOCIEIHIOI0
JTOCTYIHYI0 MH()OPMAIMIO O YYBCTBUTEIBHOCTH HUPKYJIHUPYIOIIETO BUPYca K OCEIbTAMUBHUDY.
Taocenoe conymemsyroujee 3ao01esanue

Jlannbie o0 Oe3omacHOCTH M 3(P(HEKTUBHOCTH TPUMEHEHHUS OCEIbTAMHBUPA Y TAIMEHTOB C
JIOCTaTOYHO TSDKEIIBIM COMYTCTBYIONIMM 3a00JIeBaHWEM WM HECTaOWIBHBIM COCTOSIHHEM,
MPEIOJIarafoIINM TOCITUTAIU3AINIO, OTCYTCTBYIOT.

Tayuenmul ¢ ocnabaeHubiM UMMYHUMEMOM

O} PexTuBHOCTh OCENbTAMUBHpPA MpPHU JICYCHUH WU NPO(PUIAKTHKE TPUIINa y MAlHUEeHTOB C
OcNabJIeHHBIM HMMMYHUTETOM 4YETKO HE YCTaHOBIEHBI (cM. paznen «DapMakoIOTHYecKue
CBOICTBaY), moapasnen «PapMakoguHamuKay). OTHAKO y B3POCIBIX IMAIIUEHTOB C OCIA0JICHHBIM
UMMYHHUTETOM JICUEHHE TpHUIMNa CcjleayeT MPOBOAWTh Ha MNpoTsbkeHuu 10 1aHel, Tak Kak
KJIMHUYECKHE HCCIeoBaHus IMpu Oosiee KOPOTKOM Kypce Tepanud He MPOBOIMINCE.

Cepoeunas/ovixamenbHas HeOOCMAmo4HOCHb
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O} PexTUBHOCTh OCENbTAMUBHpA MPHU JICYCHUH WU NPO(QUIAKTHKE TPUIINAa y MAlUEHTOB C
XPOHUYECKOW CEepACYHON /WK JIbIXaTeIbHONH HEAOCTATOYHOCTHIO HE yCTaHOBJICHA. B naHHOMU
MOMYJISIIMK MAllMEHTOB YacTOTa BO3HUKHOBEHUS OCJOXHEHHWI Oblla COMOCTaBHMMa B TPYIIIE
JIeYeHUs U TpymIie miamnedo.

Hemu

Januble nnsi ompeneraeHusi J03bl Y HEJAOHOIIEHHBIX JeTed (IMOCTKOHUENTYalIbHBIA BO3pPACT
<36 Hezelb) OTCYTCTBYIOT.

Iloueunas nedocmamouHocms MANHCENOU CMENeHU MANCECTU

Y B3pocnbIX MaMEHTOB W MOApPocTKoB (13-17 mer) ¢ TsOKEIOW CTEMEeHBI0 IMOYEHHOU
HEJOCTATOYHOCTH IIPU JICUCHUU U MPO(PIIAKTUKE TPUIIITA PEKOMEHTyEeTCS KOPPEKIIHS T03bI.
Knunuueckue nanHbie Uisi KOPPEKLUHMH J103bl Y MJIAACHIEB U JAeTei (B Bo3pacte OT 1 rojma u
CTapiie) ¢ MOYEYHOW HEJO0CTaTOYHOCTHIO OTCYTCTBYIOT (CM. pasnmenbl «Croco0d MpUMEHEHHS U
03b1» U «DPapMaKoJIOTHIECKHUEe CBONCTBay, mojipasnen « DapMakOKHHETHKAY ).
Ilcuxonesponocuueckue HapyueHus

VY manueHToB (B OCHOBHOM y JeT€ M MOAPOCTKOB), MPHUHUMABIIUX OCEIbTAMHUBHUD, ObLIN
3aperuCTPUPOBAHBI MICHXOHEBpoJorndeckue HapyuieHus. [onpoOHble MCHXOHEBPOIOTUYECKUE
HapyILIECHHUs TAK )K€ OTMEUYEHBI Y TALIMEHTOB C TPUIIIIOM, HE TOJY4aBIINX OCEIbTAMUBUD.
Crnenyer TIIaTeTbHO MOHUTOPUPOBATH MALIMEHTOB HA MPEIMET U3MEHEHUN B TOBEACHUH, PUCK U
M0JIb3a MPOIOJDKEHUS TEPAITUU JIOJKHBI OBITh OIEHEHBI JJIs KKJ0TO MAlUeHTa WHANBUIYAIBHO
(cm. paznen «IloGouHoe AeicTBHEY).

Manomumon

[TaruenTamM ¢ peaKo BCTpEUalOUIEHCsS HACIEICTBEHHON HEMEPeHOCUMOCThIO (DPYKTO3BI HE
cienyeT NpUHUMATh TOT Mpenapar.

Huempykyuu no npumenenuro, o06pawjeHuro u YHU4moNceHuo

[Tomamanue JeKapCTBEHHBIX MPENapaToB B OKPYKAIOUIYIO Cpely AOHKHO OBITh CBEACHO K
MuHumMymy. He cienyer yTunmusupoBaTh mpenapar ¢ MOMOIIbI0 CTOYHBIX BOJI MJIM BMECTE C
OBITOBBIMU O0TX0JIaMU. [10 BO3MOKHOCTH HEOOXOMMO UCTIOIB30BaTh CIICIIUATbHBIC CHCTEMBI IS
YTHUIN3ALNN JEKAPCTBEHHBIX MPENAapaToOB.

Biiusinue Ha CIOCOOHOCTH YNIPABJISTH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU
[Ipenapat He BhusieT, TMOO0 OKa3bIBACT HE3HAYUTEIHHOE BIUSHUE HAa CIOCOOHOCTH YIPABIATH
TPAHCIOPTHBIMU CPEACTBAMU U MEXaHU3MaMH.

®opMma BBIILYCKA

[Toporok AJ1st MPUTOTOBIIEHUS CYCIIEH3UH IS TpeMa BHYTPh 12 mr/mut

Hepeulmaﬂ YRaKkoeKa jiekapCmeeHHo20 npenapama.
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10 r, 15 r wim 30 r npemapara Bo (uakon cero3amuTHoro crekia tuma [II (USP/Ph.Eur),
BMecTUMOCTbI0 100 MJI, YKYNOpPEHHBIM MOJIMIPONMIEHOBOW WM MOJUAITUIECHOBON KPBIIIKON
BUHTOBOM, 00€CMEYHBAIONICH KOHTPOJb TMEPBOTO BCKPBHITUS U 3AIIUTy OT BCKPBITUSA (DrakoHa
netbMu. Criocod OTKpBITHS (IaKOHA MIPUBENIEH B BUJE CXEMBI.

Ha xaxxp1ii ¢prakoH HaKJIEUBAIOT STHKETKH.

Bmopuunas ynakoexka nexapcmeennozo npenapama.

ITo 1 ¢akony BMecTe C amanTepoM JUIs IIMPHUIIA U3 TTOTUITUIICHA HU3KOW TUIOTHOCTH, IITTPHIIEM-
J103aTOPOM, COCTOSIIIMM M3 MOJUIIPOIMUIEHOBOTO KOPITyCa M MOPIIHSA U3 MOJIMATUIICHA HU3KOU
IUIOTHOCTU (ITOMEIIEHHBIE B T€PMETHUHYIO YHNAKOBKY W3 MOJUATUIICHA), MOJUIIPONUICHOBBIM
MEpHBIM CTaKaHYUKOM M MHCTPYKIIMEH MO0 MPUMEHEHHIO TOMENIAI0T B MauKy U3 KaproHa. [Tauku
MOMEIIAIOT B TPYIIIOBYIO YIAKOBKY.

YcaoBusi XxpaHeHust

ITpu Temneparype He Bbimie 25 °C. [lociie mpuroToBiIeHUS CYCIIEH3UI0 XPAaHUTh MPU TEMIIEpaType
2-8 °C B Teuenue 17 gueil unm npu temneparype He Boie 25 °C B reuenue 10 gueit.

XpaHUTb B HEIOCTYITHOM JIJIs1 IETeH MecTe.

Cpok rognoctu

2 roga. He npuMeHsATHh MO HCTEYEHUHU CPOKA TOJHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

IIpousBoauTenn

AO «Dapmacunte’», Poccus

KOpuanueckwnii anpec: 664007, Upkytckas 00:1., 1. UpkyTck, yn. KpacHorBapaeiickas, a. 23, oduc
3;

Anpec Tpor3BOICTBEHHOM Miomaaku: T. Upkyrck, yi. P. JlrokcemOypr, 1. 184.

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

Anpec anekTpoHHOM mouThl: info@pharmasyntez.com

Baanesen perucTpanmoHHOro yanocropepenusi/ Opranmsanusi, NpUMHAMAKOIIAS NPeTEeH3UN
norpeouTesiei

AO «DapmacunTes», Poccus

KOpuanueckwnii anpec: 664007, Upkytckas 06:1., 1. UpkyTck, yin. KpacHorBapaeiickas, a. 23, oduc
3

Ten: 8-800-100-1550.

AJipec 351eKTpoHHOM nouThl: info@pharmasyntez.com

«T"opstuas muaMs»: nomides-hotline@pharmasyntez.com

25


mailto:info@pharmasyntez.com
mailto:nomides-hotline@pharmasyntez.com

	Регистрационный номер:
	Торговое наименование: Номидес®
	Международное непатентованное или группировочное наименование: осельтамивир
	Лекарственная форма: порошок для приготовления суспензии для приема внутрь
	Состав:
	Фармакотерапевтическая группа: противовирусные средства системного действия; противовирусные средства прямого действия; ингибиторы нейраминидазы.
	Код ATX: J05AH02
	Фармакологические свойства
	Показания к применению
	Противопоказания
	С осторожностью
	Применение при беременности и в период грудного вскармливания
	Способ применения и дозы
	Побочное действие
	Передозировка
	Взаимодействие с другими лекарственными средствами
	Не обнаружено фармакокинетических взаимодействий между осельтамивиром или его основным метаболитом при одновременном приеме с парацетамолом, ацетилсалициловой кислотой, циметидином, антацидными средствами (магния и алюминия гидроксид, кальция карбонат...
	Особые указания
	Влияние на способность управлять транспортными средствами, механизмами
	Форма выпуска
	Условия хранения
	Срок годности
	Условия отпуска
	Производитель
	Владелец регистрационного удостоверения/ Организация, принимающая претензии потребителей

