MHH3 1 PAB POCCHH

5T Vol 099/0/4 00971

MUHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUNCKON ®EJTEPAIIUU

COTNIACOBAHO
HHCTPYKIIUA
MO MEJUIIMHCKOMY INTPUMEHEHUIO IEKAPCTBEHHOTI'O ITPEITIAPATA
TAMHU®JIIO®

PerucrpannoHHblii HOMep
ITN012090/01

TOpFOBOC HAaUMCHOBaHHE

Tamudpmo®

Memynapozmoe HENMATCHTOBAHHOEC HJIH IPYNNIHPOBOYHOC HAHMEHOBaAHHE

OcenbTaMuBHUp

JlexapcTBennas gpopma

Kancybl

CocraB

OpnHa Kancyia CoaepKHUT:

Oeticmegyloujee eeuyecmeo. ocebTaMuBUp — 75 Mr (B Bue ocesbTamuBupa pocdara — 98.5 mr);
6CcnoMo2amenbHble eujecmea: Kpaxmall pexelaTHHU3UpoBaHHbIi — 46.4 mr, noBuaoH K30 — 6.7
MT, KpocKapMeJuio3a Hatpus — 3.4 Mr, Tajibk — 8.3 Mr, HaTpus creapuidymapar — 1.7 mr;
obonoyka kancynvl — 63 Mr (KOpIyc — jKeJlaTHH, KpacuTelb xese3a okcu] yepHsli (E172), Tutana
auokeua (E171); kpbllneuka — jxenaTvH, KpacuTesb keneza okcua KpacHblit (E172), kpacutensb
xenesa okeun xentoiil (E172), turana nuokeua (E171));

yepHuna Ol HaHeCeHUs. HAONUCY HA KAncye: YTaHoJ, iesuiak, Oytanou, Tutana quokeua (E171),
JJaK aJIIOMMHUEBBIA Ha OocHOBe MHAurokapmuua (E132), staHon aeHaTypupoBaHHbIM [cnHMpT
METWJIMPOBAHHBIN|; MOTYT MCHOJNB30BATBCS KOMMEPYECKH JIOCTYINHbIE YEpHWIIA, Harpumep,

Opacode S-1-4118 Blu.

Onucanune
TBepapie )xenaTUHOBBIE KarncyJibl, pazmep 2. Kopryc - cepblif, Hepo3payHblii; KpbIIIEYKa -
CBETJIO-KenTas, Herpo3pauHas. CoepKUMOe KarcyJ - MOPOLIOK WM CKOMKOBABILHUHCS

TMOPOLIOK, BOBMOXXHO B BUJIE «CTOJIOUKOB) IO (bopMe KaricyJi, pacChInarouxcs npu



HaJlaBJIMBAHUH, OT Oeioro 10 xenaToBaro-6enoro gera. Ha KarcyJji€ UMECTCA HaAIIMCh

«ROCHE» (Ha xopmnyce) u «75 mg» (Ha KpbllI€4Ke) CBETIO-CUHETO LIBETA.

[IpyMeyaHue: 0 HCTEUEHHH S JIeT XpaHeHUs Npenapara MOryT HabJl0AaThCsl IPU3HAKK «CTApEHHs » KalCyJl, 4TO
MOJET IIPUBECTH K X MOBBILICHHOH XPYNKOCTH WK APYTMM HapyLIEHUsM (PU3HUECKOr0 COCTOSHHUS, KOTOPBIE HE

OKa3bIBAIOT BJIMSHHUS HA 2P HEeKTHBHOCTH H 6E30MacHOCTh Npenapara.

(I)apmaKOTepaneBanecKaﬂ rpymnmna

[IpoTHBOBHpPYCHOE CPECTBO

Koag ATX
JOSAHO02

PapmMaKo./IorH4ecKHe CBOHCTBA
DapmakoOuHamuxa

Mexanusm oeticmeus

[IporuBoBHpyCHBIH npenapar. OcenbTaMUBUD SBISETCS NPOJIEKAPCTBOM, €r0 aKTUBHBIN
metabonut (ocenpTamuBupa kapbokcunar, OK) - 3 heKkTuBHbIN U CENeKTUBHbII HHTHOUTOP
HeWpaMHMHU1a3bl BUpYCOB rpunmna tuna A u B - pepmenTa, katanusupyomero npouece
BbICBOOOKICHUSI BHOBb 00pa30BaHHbIX BUPYCHBIX YaCTULL M3 MHQUIMPOBAHHBIX KJIETOK, UX
MPOHUKHOBEHHUS B HEMH(PHULIMPOBAHHbBIE KJIETKH SMUTENNS JIbIXaTeJIbHbIX MyTeH U JaIbHEHILEero
pacnpocTpaHeHHs BUpyca B opraHu3Me. TOpMO3MT pocT BUpyca IpUINa in Vitro ¥ NOAaBiseT
peruIMKaLIMIO BUPYCA U €ro MaTOreHHOCTh in Vivo, YMEHbILAET BbIZEJIEHUE BUPYCOB IpUrnna A u
B u3 opranuzma. Konuenrpauus OK, HeoOxoaumas /171si ”UHTUOMPOBaHHs HEMpaMUHUA3bl HA
50% (ICso), coctaBnsier 0.1-1.3 HM 11 Bupyca rpunna A u 2.6 HM i Bupyca rpunna B.
Menuana 3navyenunii ICso 11 BUpyca rpunmna B HeckosibKo Bbilie U coctapisieT 8.5 HM.

Knunuyecras s¢phexmusnocmo

B MPOBEACHHBIX UCCJICAOBAHUAX TaMH(I)IIIO® HE€ OKa3bIBaJl BJIUTHHS HA o6pa303aHue
MPOTUBOIPHUIIIIO3HBIX AHTHUTEJI, B TOM YHCJIC Ha Bblpa6OTKy AHTHUTECJI B OTBET HA BBCJICHUC
HHaKTMBHPOBaHHOﬁ BaKIUUHBbI [IPOTUB I'pHUIIIIA.

Hcenedosanus ecmecmeenHOU 2DUNRNO3HOU UHDeK YUY

B KJIMHMYECKHX UCCIIeOBaHUAX, TPOBEICHHBIX BO BPEMsl CE30HHON MH(EKIMU rpUMNa,
NaluMeHThl HaurHau nonyyath Tamuduo® He nosaHee 40 4 nociie MOSBICHUS TEPBbIX
CHMITTOMOB IPUNITNO3HOM HHEKIUH. 97% nanueHToB ObUTM HHGULIMPOBAaHBI BUPYCOM rpummna A
1 3% nauueHToB — BUpycom rpunmna B. Tamudo® 3Ha4uTeIbHO COKpaniall nepuo
KJIMHUYECKMX MPOSIBJICHUHN IPUINTIO3HOM HHPEKIMH (Ha 32 4). Y MauueHTOB ¢ NOATBEPIKIACHHBIM

JWArHo30oM rpuriina, npuHUuMaBIIUX TaMl/l(bJ]}O®, TSDKECTh 3a00/€BaHus, BbIpa)KCHHas KaK



IUIOLIA/Ab MO KPUBOH 111 CyMMapHOro WHJIEKCa CUMNTOMOB, Ob1a Ha 38% MeHbILe 1Mo
CPaBHEHMIO C MalMeHTaMH, NoJy4yaBLIMMHU Mu1anebo. boaee Toro, y MosopIX nauueHToB 6€3
conmyTcTByromuUX 3a6onesanuii Tamudro® cHrxkan npumepHo Ha 50% yacToTy pasBUTHS
OCJI0)KHEHH# rpumnmna, TpeOylouux NpUMEeHEeHUs: aHTHOMOTHKOB (OpOHXHMTA, THEBMOHUH,
CHHYCHUTa, CpPeTHEro OTUTa). bbUTH MoyueHb! YeTKHe 10Ka3aTeabcTBa SPPEKTUBHOCTH
npenapara B OTHOIUEHUH BTOPHUYHBIX KpUTEpHEB 3P (HEKTUBHOCTH, OTHOCSIIUXCS K
AHTUBUPYCHO#M akTUBHOCTH: TaMuiro® BbI3BIBAN KaK YKOPOYEHHE BPEMEHH Bbi/IC/IEHHS BUPYCa
U3 OpraHu3Ma, TaKk U yMEHbILEHHE TUIOIAAX N0/ KPUBOW «BUPYCHBIE TUTPbI-BPEMSI.

JlaHHble, NOJTy4YeHHbIE B UCCIIEI0BAHUHM MO Tepanuu TaMuduiio® y nauueHToB MoKMUIOro 1
CTapyecKoro BO3pacta, MoKasbiBaroT, uto npuem Tamudmo® B 103e 75 Mr 2 pasa B CyTKH B
TeYeHHUE 5 JHEW COMPOBOKAAICS KIMHUYECKU 3HAYUMbIM YMEHBILIEHUEM ME/IMaHbl epuosa
KJIMHUYECKUX MPOSABACHUH NPpUNNO3HON MH(PEKIMHU, aHAJIOTMYHBIM TaKOBOMY Y B3pPOCIIBIX
MauMeHToB 60J1ee MOJIOAOI0 BO3PACTa, OJJHAKO Pa3IM4Us HE JOCTUIIIM CTATUCTUYECKON
3HAYUMOCTH. B Ipyrom uccrie0BaHuM NaLMEeHTHI ¢ TPUNIOM crapiie 13 siet, umeBiuue
COMYTCTBYIOLIME XPOHUYECKHUE 3a00JIeBaHUs CEPJICUHO-COCYTUCTON U/ UK IbIXaTeNIbHOM
cucreM, nomydand Tamuduio® B TOM ke pexuMe 103MpoBaHus Wik 1iaue6o. OTanuuii B
MEeJIMaHe NMEPUOA A0 YMEHbLICHUS KIMHUYECKUX MPOSBICHUH IPUNTO3HON HH(EKLUH B
rpynnax Tamudpmo® u nmaue6o He GbUI0, OHAKO NEPHOJ MOBBILLEHUS TEMIIEPATYPbI IPH
npueme Tamudimo® cokparaics npumMepHo Ha 1 eHb. J{0/1s NalHEHTOB, BbIIEAIOMX BUPYC
Ha 2-0ii U 4-blii IeHb, CTAHOBUJIACH 3HAYMTEJILHO MeHbIe. [Tpoduis GezonacHoctu Tamudmo®
y MAlMEHTOB IPYIIbl PUCKA HE OTJIMYAJICSA OT TAKOBOIO B OOILEH MOMYJISLUHU B3POCIBIX
MalK{EeHTOB.

Jleuenue epunna y GepemeHHbIX JCeHUUH

KoHTponupyembIx ucciieoBanuii y 6epeMeHHBIX KEHILUH He MPOBOAMIOCk. OJHAKO
pe3yJIbTaThl MOCTMAPKETUHIOBBIX U PETPOCIIEKTUBHBIX HAOMIOAATEbHBIX UCCIIE0OBAHUN
NPOJIEMOHCTPUPOBAJIM MOJIb3Y NPEATAraéMoro pexuMa JA03MpoBaHus Ul JaHHOH NOmysuuu
NaLMEHTOB B OTHOLUEHUH CHHXKEHUS 3a00/1€Ba€MOCTH/CMEPTHOCTH. Pe3ybraThl
(hapMaKOKMHETHUYECKOr0 aHajIk3a MoKa3aiu 0osiee HU3KYIO SKCTIO3ULIMIO aKTUBHOTO MeTabouTa,
TEM HE MEHEE, U3MEHEHUE PeXUMaA J103UPOBAHUs Y OEPEMEHHBIX KEHLMH NPU MPOBECHUN
TEepanuu WiK NpopUIaKTUKU He peKOMeHIyeTcs (M. paszen «PapMaKkoIornueckue CBOMCTBay,
nozpasen «PapMakOKMHETHKA B OCOOBIX MPYMNMax MalUeHTOBY, MyHKT «bepeMeHHbIe
YKEHILMHbIY).

Jlevenue epunna y oemeii

V nereii B Bo3pacte 1-12 net (cpeanuit Bo3pact 5.3 roaa), MMeBIIMX JuXopajaky (=37.8°C) u

OUH U3 CUMIITOMOB CO CTOPOHBI IbIXaTEJIbHOM CUCTEMBI (Kamem, HJIH pI/IHPIT) B MEpHOL



LMPKYJIALMK BUpYca rpuUMia cpey HaceneHus, Oblio MpoBeIeHO IBOMHOE ciienoe mniauebo-
KOHTPOJIUpYEMOe Hcciie/loBaHue. 67% nauueHToB ObUTH HHQULIHPOBAHBI BUPYCOM rpunna A u
33% nauueHToB - Bupycom rpunna B. [Npenapar Tamudo® (npu npueme He nosaHee 48 4
TocCJie MOSABJIEHUS NEPBBIX CUMITOMOB IPUMTNO3HON HH(EKLIMH) 3HAYMTENILHO CHUKAJT
MpOJO/LKUTENIBHOCTD 3a00neBanus (Ha 35.8 1) no cpaBHeHuIo ¢ ruiauebo. [poaomkuTenbHOCTh
3a00JsIeBaHuUs Onpeesslach Kak BpemMs 10 KyNUpOBaHUs Kallis, 3aJ10)KEHHOCTH HOCa,
MCUYE3HOBEHUS IMXOPAKH, BO3BpALlEHHs K OObIYHON aKTUBHOCTHU. B rpynmne netei,
nonyyaBiuux Tamuuo®, yacTora OCTPOro CpeHero OTuTa CHIKaach Ha 40% 1o CpaBHEHHIO ¢
rpynnoii niaue6o. Bei3iopoBieHue 1 Bo3BpallieHue K OObIYHOM aKTUBHOCTH HACTYMANO MOYTH
Ha 2 [IHs paHblue y jaeTeid, noayyaBmux Tamudio®, no cpaBHEHHUIO ¢ IPYMIOH miane6o.

B npyrom uccienoBaHuM yyacTBOBAJIM JIETH B Bo3pacTe 6-12 siet, cTpajaionie 6poHXHanbHON
acTMOif; 53.6% nauueHTOB UMEH MPUNTMO3HYI0 HHPEKIHIO, MOATBEPHKIACHHYIO CEPOIOrHYeCKU
W/WIM B KyJIbType. MeinaHna npoJo/KUTeIbHOCTH 3a001eBaHUs B TPYIINE MalMEHTOB,
nonyyasumx Tamudimo®, 3HaunTesbHO He cHuKanack. Ho k nmocieaneMy 6-My JHIO Tepanuu
Tamudpmo® o6bem (opcupoBanHoro Beiioxa 3a 1 cex (O@B)) nosbiuascs Ha 10.8% no
cpaBHEHHMIO ¢ 4.7% y nanueHToB, nonyyasiux miauebo (p=0.0148).

IIpoghunaxmuxa spunna y 63pocivix u noOpocmkoe

I[Tpodunakruyeckas 3¢pdexrnBHOCTs Tamudo® npu eCTECTBEHHON MPUITIIO3HON HHPEKLIMU A 1
B Obina noka3zana B 3 oTaenbHBIX KIMHHYeCKHX uccnenoanusx 11 ¢asel. Ha ¢pone npuema
Tamudmo® rpunmom 3a6osenu okosno 1% nauuento. Tamudmo® Taxoke 3HAYUTENHHO
YMEHbLIAJ YaCTOTY BBIZIEJIEHUs BUpYCa U MpeJoTBpallal nepejady BUpyca oT OJJHOrO 4jieHa
CEMbH K JIpyromy.

B3pociele ¥ noapocTku, KOTOpbie ObLIH B KOHTAKTE C 3a00JIEBLIMM YIEHOM CEMbH, HAUMHAIH
npueM Tamudmo® B TeueHne ABYX [HE#H MOC/IE BOSHUKHOBEHHS CHMITTOMOB I'PHIINA Y 4JICHOB
CEMbM U MPOJOJIKAIU €T0 B TEUEHHUE 7 JHEH, YTO IOCTOBEPHO YMEHbILAJIO YacTOTY CTy4yaeB
IPUIINA y KOHTAaKTUPOBABILUX JIHL HAa 92%.

V HeNMpHUBHTBIX U B LIEJIOM 3[0POBBIX B3pOCIbIX B Bo3pacte 18-65 et npuem Tamudo® Bo
BPEMs SIIUJIEMUH TPHUIINA CYLECTBEHHO CHUXKaJT 3a00s1eBaeMOCTb rpunnom (Ha 76%). [lauuenTs
NPUHUMAIIH Npenapar B TeueHue 42 aHeil.

VY M1l OKUIIOTO M CTapuecKoro Bo3pacTta, HaXOJMBLIMXCS B IoMax Juis npecrapesnsix, 80% u3
KOTOPBIX OBLTH MPUBUTBI MIEPE]] CE30HOM, KOT/Ia IPOBOAMIIOCH MccieaoBanue, Tamudio®
JI0OCTOBEPHO CHUKaJ 3a00J1€BaEMOCTh IpUnnoM Ha 92%. B oM xe uccneaosanuu Tamuduo®
JI0CTOBEPHO (Ha 86%) yMeHbILIal 4YacTOTY OCJIOXKHEHHUH rpunna: 6poHXUTa, THEBMOHHUH,

cunycurta. [TauuenTel mpuHUManu npenapar B TeueHue 42 JHei.



IIpoghunaxmuxa cpunna y demeii

[Ipodunaktuyeckas 3¢pdexruHocTs Tamudmo® npu ecTeCTBEHHON IPUITIIO3HON MHPEKLUK
ObL1a MPOIEMOHCTPUPOBaHa y eTeit oT 1 roxa 1o 12 niet nocse KOHTaKTa ¢ 3a00/1eBIIMM
YJIEHOM CEMbH WJIU C KEM-TO M3 OCTOSHHOIO OKpYKeHHsl. OCHOBHBIM MapaMeTpoM

s} dexTuBHOCTH OblITa YacTOTA 1AGOPATOPHO MOATBEPKICHHOM TPUNIIO3HON HHDEKIHH.
IIpoghunaxmuxa epunna y auy ¢ oc1adIeHHBIM UMMYHUMEMOM

V nun ¢ ocnabieHHBIM UMMYHHUTETOM NIPU C€30HHOM MPUMIO3HOM WH(EKLMH U NPU OTCYTCTBUU
BUPYCOBBIJEJICHUS] HCXOAHO MpopuiakTuyeckoe npumeHenne Tamudio® npuBoauio K
CHMKEHMIO 4acTOThI JJa00PaTOPHO MOATBEPHACHHOH rPUNMO3HOM HHPEKIHH,
COMPOBOXKAAIOLIEHCA KIIMHUYECKO# cumnromatukoid, 10 0.4% (1/232) no cpaBuenuto ¢ 3%
(7/231) B rpynne nuaue6o. JlaGoparopHo noaTBepiKIeHHAs IpUNno3Has uHGeKuus,
CONPOBOXKAOIIAACHA KIMHUYECKON CUMIITOMATUKOM, IMarHOCTUPOBAJIACh MPU HATUYUH
TEMIIEpaTypsl B MOJOCTH pTa Bbile 37.2°C, Kauuisi W/WiM OCTpOro puHuTa (Bce
3aperuCTPUPOBAHHBIE B OJIMH U TOT K€ I€Hb BO BpeMs IIpUeMa npenapara/ruiaie6o), a Takke
NOJIOXKMUTEJILHOTO pe3ysibTaTta 00paTHO-TPAHCKPUNTA3HOM MOJMMEpa3HOM LIEMHON peakiiy Ha
PHK Bupyca rpumnna.

Jlevenue epunna y nayuenmog (Oemeii, NOOPOCMKO8 U 83POCIbIX) C OCIAONCHHHIM
UMMYHUMEMOM

B panoMH3MpOBaHHOM /IBOMHOM CJIETIOM HMCCJIE0BAHUHU OLIEHKH MPOoduIis 6€30MacHOCTH
OCeJIbTAMUBMPA W €0 BJIMSAHUS Ha Pa3BUTHE PE3UCTEHTHOCTH BUPYyCa rpunmna (nepBUYHbIM
aHa/u3) y NaluyueHToB ¢ 0c1abJeHHbIM HMMYHHTETOM M IPUIINO3HON HH(EKIMEH NPHHUMAITH
yuactue 151 B3pocublii nauueHt, 7 noapocTtkoB (>12 nert) u 9 nereit. ITH naiueHTsl ObLIU
NPUTOHBI TAKIKE M /I OLEHKH 3P PEeKTUBHOCTH OcebTaMUBUpa (BTOPUYHBIN HEOYCTEpHbIM
aHaJIu3).

B uccnenoBanmne OblM Takke BKIIOYEHbBI MALIMEHTHI MOCIIE TPAHCTIAHTALMH COTUIHBIX
OpraHoB, reMaTOINO3TUYECKHX CTBOJOBBIX Ki1eToK, BUU+ nauuentsl ¢ unciom CD4+ kiieTok
<500 k1eTOK/MM>, MALMEHTBI, MOJTyYaBLUIME HMMYHOCYTIPECCHBHYIO TEPAIHIO, a TAKIKE
MALMEHTBI CO 3JI0KAYE€CTBEHHBIM reM0o0JIacTO30M.

[TaumenTel ObLIM PaHIOMU3UPOBAHbI B IPYIITY JICUSHHS! OCEIbTAMHUBUPOM Ha MpOTsHkeHuH 10
JHeH (rpynmna cTaHAapTHOM 103bl 75 Mr 2 pa3a B CyTKH — 73 B3pOCIIbIX NalHeHTa, 4 MOAPOCTKA U
4 pebGeHka; rpynna aABoiHOM 1036l 150 Mr 2 pa3a B cyTkH — 78 B3pOCIIbIX MALKEHTOB, 3
NOAPOCTKA U 5 JieTei) B TeueHue 96 4acoB ¢ MOMEHTA pa3BUTHs CUMIITOMOB rpunmna. [lyis nereit
703a Oblj1a CKOPPEKTUPOBaHA B 3aBUCUMOCTH OT Macchl Tela.

Cpennee Bpems pa3pelieHnusi CHMITOMOB T'PUIINA Y B3POCIbIX NMALMEHTOB U MOJPOCTKOB ObLIO

COMOCTAaBUMO B rpynre cranaaptHoi 103bl (103.4 yaca, 95% noBepurenbHblii HHTEpBAT 75.4-



122.7) u B rpynne aBoiiHoi# 103l (107.2 yaca, 95% noepurtenbHblii uHTEpBaN 63.9-140.0).
Bpems pasperenusi CHMIITOMOB FpUIINa y JA€Tei CUIIbHO Pa3/inyanoch, YTO BbI3bIBAET
CJI0)KHOCTH B MHTEPNPETALIUU pe3ybTaTOB U3-32 MAJIEHBKOrO pa3Mepa BbIOOPKH MalMEHTOB.
CooTHOWIEHNE B3pOC/bIX MALMEHTOB C BTOPUUHBIMU MH(EKLHUAMU OBbLIO TAK)KE CONOCTABUMO
(8.2% B rpynne cranapTHoi 103bl ¥ 5.1% B rpynne aBoiHO#M 103b1). Cpeau aetei u
NOAPOCTKOB TOJILKO y | manueHTa (MopocTka) B rpynine cTaHJapTHON 03bl pa3BHIach
BTOpUYHas uHGpekuus (6akTepuanbHblii CHHYCHT).

Hccnenosanue papmakogMHaMUKU U (apMaKOKUHETHKH ObUIO MPOBEIECHO C YYaCTHEM JIEeTel ¢
CWJIBHO 0C/1a0JIeHHBIM UMMYHUTETOM (<12 5ieT, n=30), KOTOpbIE MOJyYallu OCeIbTAMUBHUP B
CTaHJapTHOM J103€, CKOPPEKTUPOBAHHOM MO Macce Tena (75 mr 2 pa3a B CyTKH), U B TPOHHOMN
no3e (225 Mr 2 pasa B CyTKH) N0 alanTUBHOM cxeMme npueMa 5-20 aHeii (cpeaHss
NPOJOJIKUTENIBHOCTD JIeYeHUs 9 1HeH). Y nalueHTOB B rpyIne CTaHIapTHOM J03bl HE
OTMEYaJiuCh BTOPUYHbIE OaKTepuaibHble MHQEKUUH (OPOHXUT M CUHYCHT), O 2 CllydasX X
pa3BUTHUS COOOIIATOCH Y NALMEHTOB B IPYIINE TPOHHOMN J03bl.

JlaHHble U3 ABYX MCClIEIOBaHUI (PapMaKOKUHETHKH U (papMakoJMHAMHKHU MOITBEPIKAAIOT
3KCTPanoALMIO 3PGEKTUBHOCTH MpenapaTa y B3pOoC/biX NALUEHTOB C OCIa0IeHHBIM
MMMYHUTETOM Ha NALMEHTOB JIETCKOro Bo3pacta (<18 nert) ¢ ocnabieHHBIM UMMYHHUTETOM (CM.
paszaensl «Crniocob npuMeHeHus U 103bl», noapaszaen «Jlo3upoBanue B 0COObIX Clydasxy, U
pazaen «Papmakooruyeckie CBoicTBay, nojpasnen «PapMakoKMHETHKA B OCOOBIX Irpymnmnax
MaLMeHToBY, MyHKT «[lauueHTsl ¢ ocnabieHHBIM HMMYHHUTETOM»).

Pezucmenmuocme

Knunuyeckue uccreoosanus

Puck nosiBiieHus BUPYCOB I'pHIINA CO CHUKEHHOM 4yBCTBUTEIBHOCTBIO WM IBHOM
PE3UCTEHTHOCTBIO K Mpenapary u3ydaics B KIMHUYECKUX MCCIIEA0BAHUIX, CIOHCUPOBAHHBIX
Komrmanuei Pom.

[TosiBieHHEe pe3UCTEHTHOCTH BUpYCa K OCEIbTAMUBHPY Yallle HabIIAAIOCh Y IETel YeM y
B3pOCJIbIX MALMEHTOB ¥ 1MoaApocTKOB (18% y Mnanenues B Bo3pacte <1 roaa u <1% y B3pocibixX
MalLMEHTOR).

V nereii ¢ pe3UCTEHTHBIM K OCEIbTAMUBUPY BUPYCOM HOCHUTENILCTBO, KaK MPaBUIIO, UMENO Goliee
NPOOJDKUTENBHBIN XapakTep N0 CPaBHEHHUIO € CyOBEKTaMH ¢ BUPYCOM, 00J1a1al01UM
YYBCTBUTEIBHOCTBIO.

OpnHako, BbI3BaHHAs Tepanuei pe3suCTEeHTHOCTb K OCENbTaMUBHPY HE BIMsIA HA
TepaneBTUYECKHH OTBET M HE BbI3bIBaJia NMPOJICHUS CUMITTOMOB I'pHIIIIA.

VY B3pOCIBIX MALMEHTOB U MOJIPOCTKOB C OCIA0JICHHBIM UMMYHHUTETOM, MOJTY4aBIINX

ocelbTaMUBUP B cTanaapTHOM 03¢ (14.5%, 10 nauueHToB 13 69) wiu aBoitHON 103€e (2.7%,



2/74) na npotskenuu 10 qHeE, yacToTa pasBUTUS PE3UCTEHTHOCTH K OCEJIbTAMUBUDY, B
cpeaHeM, Obla Bbille, YeM Y B3pOCIIbIX MALIMEHTOB U MOJPOCTKOB ¢ HOPMaJIbHBIM
UMMYHUTETOM, TAKXKe MOJYYaBLIMX OCEJIbTaAMUBHP.

BOJIBLIMHCTBO B3POCIIBIX MALMEHTOB C PE3UCTEHTHOCTBIO NEPeHeC M TpaHcruanTauuio (8/10
MalMEeHTOB B IPyIIe CTaHAAPTHOM 036l ¥ 2/2 nalyeHTa B rpynine ABOHHOMN 1103bl).

Bosbiias 4acTh naUeHTOB-HOCUTENeH OCeIbTaAMUBUP-PE3UCTEHTHOIO BUpYca ObLia
MHOULKMPOBaHA BUPYCOM I'PUIIINA TUMA A; HOCUTEIBLCTBO UMEJIO MPOJOJDKMTENILHBIM XapakTep.
YacToTa pa3BUTUSL PE3UCTEHTHOCTH K OCEJIbTAMUBUPY Y JETEH, NOJy4arOIUX npenapar
Tamudmo®, B ABYX HCClIEJOBAHUSX 110 M3YYEHHIO Pe3MCTEHTHOCTH cocTaBmia 20.7% (6
nauueHToB u3 29). U3 6 neteii ¢ oOHapyKE€HHON PE3UCTEHTHOCTBIO K OCEIbTAMUBHPY,
BO3HUKILIEH MOC/Ie Havyasa Jie4eHus], 3 MalueHTa nojyyaiu CTaHAapTHYIO 103y U 3 — BBICOKYIO
(ABOMHYIO MJTH TPOMHYIO 103y). Y GOJIBIIMHCTBA MALMEHTOB ObLT OCTPbIH TMM(OUAHBIN EHK03

W BO3pacT <5 JeT.

Yacrtora Pa3BUTHA PE3UCTEHTHOCTHU K OCEJIBTAMUBUPY B KIIMHUYECKUX HCCIICTOBAHUAX.

[Nonynsuys nauueHToB [TaumeHTsl ¢ MyTaLUsAMHU, TPUBOJALLUMHU K PE3UCTEHTHOCTH
®eHoTUNUpPOBaHUE™ I'eHo- u
¢enorunupoBanue™*
B3pociibie U noapocTku 21/2382 (0.88%) 27/2396 (1.13%)
Heru (1-12 ner) 71/1726 (4.11%) 78/1727 (4.52%)
Munanenus! (<1 roga) 13/71 (18.31%) 13/71 (18.31%)

* [losTHOE TEeHOTUITUPOBAHUE HE OBUTO MPOBEIEHO HU B OJTHOM M3 UCCIIEIOBAHUI.

IIpogpunaxmuxa epunna

[Tpu npueme Tamupo® ¢ UENBIO NOCTKOHTAKTHON NpodunakTuky (7 JHei), NpopUuIakTHKK
KOHTaKTUpOBaBIIKX B ceMbe (10 aHeil) U ce3oHHOM npodunakTuku (42 qHS) Yy UL C
HOpMasTbHOM (pyHKIMEH UMMYHHOM CUCTEMBI CITy4aeB Pe3UCTEHTHOCTH K Npenapary He
OTMEYEHO.

B 12-HenenbHOM HCCIIEJOBAaHUM MO CE30HHOM NMPOdUIIaKTHKE Y JIULL ¢ 0CIa0IeHHbIM
MMMYHHUTETOM CJTy4aeB BOBHMKHOBEHHS PE3UCTEHTHOCTH TaK)ke He HabJIIoaloch.
Jlanuvie omoenbHbIX KIUHUYECKUX CIyYaes U Habnro0amenbHblX Uccie008aHull

VY nauueHToB, HE MOJIyYaBIIUX OCEIbTAMUBHP, OOHAPYKEHbl BO3HUKAIOLLME B IPUPOIAHBIX
YCIIOBUSIX MyTallii BUPYCOB rpunmna A u B, kotopeie o61agany CHUKEHHOH
4yBCTBUTEIBHOCTBIO K OocesibTamuBupy. B 2008 romy myrauus no tuny 3amensl H275Y,

MPHUBOAILAS K PE3UCTEHTHOCTH, Oblla 0OHapyxeHa 6osee ueM y 99% mrammoB Bupyca 2008



HINI, uupkyaupytowmux B EBpone. Bupyc rpunna 2009 HIN1 («cBuHO# rpumnmn») B
OOJIbIUMHCTBE CTy4aeB OblL1 HyBCTBUTEJIEH K OCEIbTAMUBHPY. Y CTOHYMBBIE K OCETbTAMUBHUPY
IITAaMMBbl OOHapPYIKEHBI y JIML ¢ HOPMaJIbHOM (PyHKLMEH HIMMYHHOMH CUCTEMBI U JIULL C
0c1a6IEeHHBIM UMMYHHMTETOM, NPUHUMABLIMX OCeIbTaMUBUP. CTENEHb CHUKEHUS
4yBCTBUTEIBHOCTH K OCE/IbTAMUBHUPY U 4aCTOTA BCTPEYAEMOCTH MOAOOHBIX BUPYCOB MOXKET
OTJIMYATHCS B 3aBUCUMOCTH OT CE30HA U PErHoHa. ¥ CTOMUMBOCTD K OCEJIbTAMUBUPY OOHApYKeHa
y NALMEHTOB ¢ naHjaeMuyeckum rpunnom HINI, nonyuaBiuux npenapat Kak /s J€4eHus, TaK U
1151 TPOGUIAKTUKY.

YacTtoTa BCTpeYaeMOCTH PE3UCTEHTHOCTH MOXKET ObITh BbIllE Y 00Jiee MOJIOJIbIX MALMEHTOB U
MALKEHTOB C 0CIa0/IEHHBIM UIMMYHHUTETOM. Y CTOHUMBBIE K OCENbTaMUBHUPY 1ab0paTOpHbIE
IITAMMBbI BUPYCOB I'PUIINA U BUPYChI IPUMIIA OT MALIUEHTOB, MOJIy4YaBUIMX TEPANUIO
OCebTaMUBHPOM, HECYT MyTalMu Helipamunuaassl N1 u N2. Mytauuu, npusoasiuue K
YCTOHYMBOCTH, YacTO ABJIAIOTCS crieluuYecKuMH A7t MOATUIA HEHPAMHUHU/IA3bl.

[pu npuHATHH peenns o npuMeHenrn Tamudmo® crenyer yuuThiBaTh CE30HHYHO
4yBCTBUTEJILHOCTbH BUPYCa rpUNMa K rnpenaparty (Mocjie/ I HHPOPMALIMIO MOKHO HAlTH Ha
caiite BO3).

Moknunuueckue oanmsie

JIOK/IMHWYECKHE JaHHbIE, MTOJY4YEHHbIE HA OCHOBAHUHU CTAHJAPTHBIX UCCIIEIOBAHUH 110
M3yUYEeHHIO (hapMaKoJIOruuecKoi 6e30MacHOCTH, TeHOTOKCUYHOCTH U XPOHUYECKO#M
TOKCHYHOCTH, HE BbISIBUJIM 0COOOI ONMAcCHOCTH /JIS YeJIOBEKa.

Kanyepocennocms: pe3ynbTaThl 3-X UCCIIEJOBaHHH 110 BBISBICHUIO KaHIIEPOT€HHOTO
NnoTeHIMaa (AByX 2-X JIETHUX MCCIIE0BAHUIA HAa KpbICaX U MbILIAX JUIs OCeIbTaMUBUpA U
OJIHOTO 6-TH MECAYHOTO MUCCIIEIOBAHUS Ha TpaHCTeHHbIX Mbilax Tg:AC Uit akTHBHOrO
mMeTabouTa) OblIM OTPULIATEILHBIMH.

Mymazennocme: cTaHaapTHbIE TEHOTOKCHUYECKUE TECThI ISl OCEIbTAMUBHPA M aKTUBHOTO
metabosuTa ObLIIM OTPULIATENILHBIMH.

Bnusinue na gpepmunvrnocms.: ocenbtaMuBup B 03¢ 1500 MI/Kr/CyT HE BJIUSUT Ha TeHEPATHBHYIO
(YHKLMIO CaMIIOB M CaAMOK KPBbIC.

Tepamozennocmu: B NCCIIEIOBAHUSX 110 U3YUEHUIO TEPATOT€HHOCTH OCEJIbTAMUBHpA B 7103€ 10
1500 mr/kr/cyT (Ha kpbicax) u 10 500 Mr/kr/cyT (Ha KpOJIHMKaXx) BIUSHUS Ha SMOpPHO-(peTabHOE
pa3BuTHE He OOHapYKeHO. B rccne10BaHUAX MO H3YYEHUIO AaHTEHATATILHOTO M MOCTHATAIBHOTO
NIEPUOJIOB PAa3BUTHUSA Y KPbIC MPH BBECHUU OcesibTaMUBUPa B 03¢ 1500 Mr/kr/cyT Habmoaanoch
YBEJIMYEHHUE NIEPUO/IAa POJOB: Npejiel 6€30MaCHOCTH MEXIY SKCIIO3ULIMEH 11 yenoBeKa U

MaKCHMMaJIbHO# He okasbiBatoleit 3¢ dexra 1030ii y kpbic (500 Mr/kr/cyT) uis ocenbTaMUBHpPa



Boilie B 480 pas, a 111 ero akTUBHOro MetabosuTa - B 44 paza. DKCMO3UIHUSA Y TUI0a COCTaBIIsAIA
15-20% ot TakoBO#i y MaTepu.

IIpoyee: ocenbTaMMBUP W aKTUBHbIA METAOOIUT MPOHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KPBbIC.
CornacHO OrpaHM4YEHHbIM JaHHBIM OCEJTbTAMUBHUP M €r0 aKTUBHBIH METa0OIUT MPOHUKAIOT B
rpyZIHOE MOJIOKO yesioBeka. [1o pesynabraTam 3KCTpanosisuuy J1aHHbIX, TOJTYyYEHHbIX B
MCCJIEIOBAHUAX Y IKUBOTHBIX, UX KOJIMUECTBO B IPYAHOM MOJIOKE MOXKET cocTanisaTh (.01
Mr/cyTku U 0.3 Mr/cCyTKH, COOTBETCTBEHHO.

IIpumepHO y 50% npoTecTUpPOBaHHBIX MOPCKMX CBUHOK MPY BBEACHUH MaKCUMAJIbHBIX /103
aKTMBHOM CyOCTaHUMHU OCEIbTaMUBHPA HA0JII0Aanach CEHCUOMITU3ALIMS KOXKH B BU/IE SIPUTEMBI.
Taxoke BbISIBIEHO 00paTUMOE pa3ipakeHue riia3 y KpOoJIMKOB.

B 10 BpeMs kak 0u€Hb BbICOKHE MEpOpaibHbIE OJJHOKPATHBIE 103bI (657 MI/KT U BbILIIE)
OceIbTaMUBHMpa HE OKa3bIBAJIM BJIMSHHS Ha B3POCIIBIX KPBIC, JaHHbIE 03bl OKA3bIBAJIN
TOKCHUYECKOE JICACTBHE HA HE3PEIIbIX 7-7HEBHBIX JETEHBIILIEH KPBIC, B TOM YUCJIE IPUBOUIH K
rubesv XuBOTHBIX. HexenarenbHbIX 3¢ PexToB He HabI01aJIOCh PU XPOHUYECKOM BBEJCHHH B
no3e 500 mr/kr/cyt ¢ 7 no 21 neHb NOCTHATAILHOTO MEPHO/A.

Dapmakokunemuxa

Bcacvieanue

OcenbTaMUBHUP JIETKO BCAChIBAETCS B KEITYI0YHO-KUILIEYHOM TPAKTE H IKCTEHCHBHO
MpEeBpAIIAETCs B AKTUBHBIA METa0OIUT MO/ ICHCTBUEM MEYEHOUHBIX U KMLIEYHBIX 3CTEpa3.
KoHueHTpaumu akTuBHOro MetabouTa B ruia3me onpeensiores B npeaenax 30 MuH, Bpemst
JOCTHIKEHHMs MAKCUMaJIbHOM KOHLEHTpaLuu 2-3 4, u 6onee yeM B 20 pa3 npeBbILalOT
KOHLEHTpaLuu npojekapctsa. He Menee 75% npuHaTO# BHYTpb 103bl IONAa€T B CHCTEMHBIM
KPOBOTOK B BH/IE aKTUBHOIO MeTabosMTa, MeHee 5% - B BUJI€ HCXOIHOTO Mpernapara.
[1na3mMeHHbIE KOHLEHTPALMK KaK MPOJIEKapCTBa, TaK M aKTUBHOTO MeTaboJIMTa
NPONOPLIMOHAJIBHBI 103€ U HE 3aBUCAT OT MpHUEMa MHIIH.

Pacnpeoenenue

O6wem pacnipenenenus (Vss) akTHBHOro Metabonura - 23 J1.

I[To naHHBIM HMcCllEI0BaHM, MPOBEEHHBIX HA KUBOTHBIX, 110C/IE MPUEMa BHYTPb OCeJIbTAMUBHPA
€ro aKTMBHBIA METabO0IUT OOHAPYKUBAJICS BO BCEX OCHOBHBIX O4arax HH(peKuuu (JIerkux,
NPOMBIBHBIX BOJaX OPOHXOB, CIIM3UCTON 000IOUKE MOJIOCTH HOCA, CPEIHEM YXE U Tpaxee) B
KOHLEHTpaLMAX, 00eCeYrBalOIUX TPOTUBOBUPYCHBIH 3P (EKT.

Cs3pb akTHBHOTrO MeTabonuTa ¢ Genkamu miasmel - 3%. CBs3b npoJjiekapcTsa ¢ GelikaMu
1a3mbl - 42%, 4TO HEAOCTATOUYHO, YTOOBI CJIYXKUTh IPUYMHOMN CYILIECTBEHHBIX JIEKaPCTBEHHBIX
B3aUMOJICHCTBUM.

Memabonuzm



OcenbraMMBUP SKCTEHCUBHO MPEBPALIAETCS B AKTUBHbBIM METabOJIUT MO AeHCTBUEM HCTEpas,
HaXOJAIIMXCA NTPEUMYIIECTBEHHO B NeueHu. Hu ocenbTaMMBUp, HU aKTUBHBIA METabOIUT HE
ABJISAIOTCS CyOCTpaTaMu WM UHTMOMTOpaMu U30(epMEHTOB CUCTEMBI LIuTOXpoma P450.
Buigeoenue

BeiBoaurcs (>90%) B Buie aKTUBHOrO MeTab0JIMTa MPEUMYILIECTBEHHO NOYKaMH. AKTHBHBIN
MeTaboJINT He NoJBepraeTcs JajbHeiei TpaHc(opMalMi | BBIBOJUTCS MoYkamu (>99%)
nyTeM Ki1yOoukoBo# (UIbTpaLUM U KaHaJIbLeBOM cekperuu. [Toyeunsiii kimpenc (18.8 /1)
MPEBBILIAET CKOPOCTh KIIyOOUKOBO# (unbTpauuu (7.5 1/4), 4TO yKa3bIBaeT Ha TO, YTO Mpenapar
BBIBOJIMTCS €LIE U IYTEM KaHAJIbLIEBOH ceKpelnu. Uepes KMILeuHUK BbIBOAUTCS MeHee 20%
npuHATOro npenapara. [lepuoa nonyssiBeieHUs: akTUBHOTrO Metabosiuta 6-10 u.
Dapmakokunemuka 6 0co0bIx 2pynnax nayueHmos

Ilayuenmul ¢ nopaxcenuem novex

ITpu npumenennn Tamudpmo® (100 Mr 1Ba pasa B CyTKH B TEUEHHE 5 IHEN) Y NAlIMEHTOB C
Pa3IMYHOM CTENEHBIO MOPaXKEHUs MOYEK IUIOIA/b MO KPUBOH «KOHLEHTpPALMs aKTUBHOTO
meTtabonuta B riazme — BpeMsi» (AUC ocensravmsipa kapokcnnara) OOPATHO MPOMOPLIMOHAIbHA
CHIKEHHIO (PYHKLIUM MOYEK.

DapMaKOKMHETHKA OCEIbTAMUBUPA Y MALIMEHTOB C TEPMUHAIIBHOM CTaueil MOYEUHOM
HEJJOCTaTOYHOCTH (C KJIMPEHCOM KpeaTuHUHA <10 MJI/MHUH), HE HaXOALMXCS HA UAJIU3E, HE
u3yyasnach.

Ilayuenmul ¢ nopasXsceHuem nevyeru

[TosyueHHsl€ in vitro v B UCCIEI0BAaHUSAX HA )KMBOTHBIX JJaHHbIE 00 OTCYTCTBUH 3HAYUTETBHOTO
nosbiieHus AUC ocenbTaMUBMpa WIK €ro aKTUBHOTO METab0JIMTa NIPH HapyIIeHHH YHKIUH
TNIEYEHH JIETKOH U CPE/IHEH CTENEHHU THKECTH ObUTH MOATBEPHKIEHbBI U B KIIMHUUECKHX
uccienoBanusx (cM. «JlosupoBanue B ocoObIx ciydasx»). bezonacHocTb 1 hapMaKOKHHETHKA
OCeJIbTAMUBMPA Y MALMEHTOB C TSKEIBbIM HapylleHHeM (QyHKLHMHU MEYEHU He U3ydanach.

Hlayuenmul noxcuio2o u cmapyecko2o eo3pacma

VY nauueHTOB MOXKHUIIOTrO U CTapyecKoro Bo3pacta (65-78 jieT) SKCMO3ULUS aKTHBHOTO
MeTabosIuTa B paBHOBECHOM COCTOSIHMHU Ha 25-35% Bbillie, 4eM y 6oJiee MOJIOIBIX Mal[MeHTOB
MpH Ha3HAYeHHH aHAOrM4HbIX 103 Tamuduo®. [lepruon nonyBbIBeA€HUS TIpenapaTa y
NALMEHTOB MOXKKIJIOTO ¥ CTAPYECKOro BO3pacTa CyLIECTBEHHO HE OTIMYAJICS OT TAaKOBOTO Y
6osiee MONOABIX MareHToB. C y4eTOM JIaHHBIX MO HKCMO3ULMK Npenapara u ero
NEPEHOCUMOCTH MaMEHTaMH MOXKUJIOTO U CTApPUYECKOrO BO3pacTa KOPPEKIMHU 103bI MPH JICUCHUH

1 Npo(HUIaKTHKE TPUIIa He TpeOyeTcs.
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Llemu 6 so3pacme om 1 200a 00 8 r1em u noopocmru

dapmakokuneTky Tamudmo® usyuanu y nereii ot 1 10 16 neT B papMakOKMHETHUECKOM
MCCJICZIOBAHUH C OZIHOKPATHBIM IIPUEMOM Mpenapara U B KIIMHUYECKOM MCCIIEIOBAHUHM T10
M3Y4YEHHIO MHOTOKPATHOIO MpMeMa Ipenapara y HeOoJIbIIoro yicia aereii B Bozpacte 3-12 nier.
CKOpOCTh BbIBE/IEHUSI aKTUBHOTO METabOJIMTA C MONPABKOi Ha MacCy Tejia 'y JeTel Miaaiero
BO3pacTa BBILLE, YEM Yy B3pOCJIbIX, YTO NPUBOAUT K Gosiee Hu3kuM AUC 1o OTHOLIEHHUIO K
KOHKpeTHO#M J103¢. [Ipuem npenapara B 03¢ 2 MI/Kr ¥ OJJHOKpATHBIX 103 30 Mr wiu 45 Mr B
COOTBETCTBHH C PEKOMEHIALHMAMHU T10 JO3UPOBAHUIO IS IETEi U SKCTEMIIOPATbHOMY
MPUTOTOBJICHUIO CYCIIEH3MH, NIPUBEIEHHBIMU B pasjese «Crnocod MpUMEHEHUs U 0351,
obecneunBaeT TaKyto xe AUC ocenbramuBHpa KapOOKCHIaTa, Kakasi JOCTUTaeTcsl y B3POCIIbIX
NOCJIe OTHOKPATHOrO MpUEMa KarcyJibl ¢ 75 Mr npenapara (4To 5KBUBaJICHTHO MPHMEPHO |
mr/kr). dapMaKkOKMHETHKA Oce/IbTAMUBHpa Y JieTeil crapiue 12 et Takas ke, KaK y B3pocibiX.

bepemennvie HCEHULUHDBL

B xone 06beAMHEHHOro aHaan3a NomyJISUOHHON (hapMaKOKMHETHKH ObLIO BBISIBJIEHO, UTO
npuMeHeHue npenapata Tamuduo® B 103e, ykazaHHo# B pasaene «Crioco6 NpUMEHeHHs |
J03bI», NPUBOIMUT K O0JI€€ HU3KOM SKCMO3UIIMKM aKTUBHOrO MeTabouTa (B cpeaneM Ha 30% B
TEYCHHE BCEX TPUMECTPOB OEPEMEHHOCTH) y OEPEMEHHBIX JKEHIIUH 10 CPABHEHHUIO C
HeOepeMEHHbIMH JKeHIMHaMU. HaumeHbIas pacyeTHas SKCIO3MIKs, TEM HE MEHEE, OCTAETCS
BbILIE HHIHOMPYIOWMX KOHLEHTpaLuii (3HaueHus [C95), oiHOBpEMEHHO HAXOASCh HA YPOBHE
TEPANeBTHYECKOr0 BO3/ICHCTBUSA [UIs psiJia INTAaMMOB BUpyca rpumnmna. KpoMe Toro, pesyibTarhl
HaOJIIOIaTe IbHBIX HCCIEI0BAHHIT BBISBIIAIOT MOJIb3Y CYIECTBYIOLIETO PEXMMA J03UPOBAHUS B
yKa3aHHOM MOMyJISALMK NAauMeHTOB. Takum 00pa3oM, H3MEHEHHE PeXUMa T03UPOBAHUS Y
GepeMEHHBIX JKEHLIMH TP MPOBEACHUH TePanuy WK NPOPUIAKTHKM IPUIIA HE PEeKOMEHIyeTCs
(cMm. paszen «@apmakooruueckue cBoicTBay, nojapaszes «PapMakoInHAMUKay, TyHKT
«Jleuenue rpunna y 6epeMeHHbIX KEHILUHY).

llayuenmul ¢ ocrabnennvim UMMYHUMEMOM

AHaJM3bl MOMYJIALMOHHOH (hapMAKOKMHETHKH YKa3bIBAIOT HA yBETMYEHHE SKCIIO3ULMH (10
50%) akTBHOro MeTaboMTa OCEbTAMUBHpA Y B3POCIIBIX MALMEHTOB M JeTeii (<18 ner) ¢
0CJ1a0JIEHHBIM UIMMYHHUTETOM MO CPABHEHHIO C MALMEHTAMHU C HOPMAJbHBIM KMMYHHTETOM (KaK
yKazaHo B paszienie «Crnocob npuMeHeHUs U 103b1»). [Ipy 5TOM KIIMpEHC KpeaTHHHHA B 9THX
rpynnax ocTaeTcsi CONOCTABUMBIM.

Hajnume CHHIKEHHOrO MMMYHMTETA Y NALMEHTOB He TpeOyeT KOPPEKLMH J03bl OCEIbTAMUBHPA,
Gaarojaps BBICOKOMY Npejiety 6e30MacHOCTH aKTHBHOIO MeTaboIMTa. AHAIU3
(apmMaKOKMHETUKH U hapMaKOINHAMKKH B JIByX MCCJIEJOBAHUAX C yYaCTUEM MALIUEHTOB C

oc1abJIeHHBIM UMMYHHUTCTOM HE BbISABUII JONOJHUTEIbHOIO 3HAYUMOTI0O NPEUMYLIECTBA IIPHU
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JIOCTUHKEHHMU 3KCITO3ULIUM BbILLIE TAKOBOM Ipyu NMPpUMEHCHUH CTaH,LlapTHOﬁ 0361, TeM He MCHEC, Yy
B3pOCJIbIX MALUECHTOB C MOPAXKECHHUEM MOYECK N03bI HEOOXO0UMO KOPPEKTUPOBATH B COOTBETCTBUU

¢ uHpopmaluei, npeacTaBieHHoM B pasaene «Crnocod NpUMEHEHUs U 03bI».

IToka3aHus K IPHMEHEHHIO

JleueHue rpumnmna y B3pocibiX U eTel B BozpacTte cTapuie 1 roza.

ITpodunakTrka rpunmna y B3pocibiX U MOAPOCTKOB B Bo3pacTe cTapiue 12 jeT, HaxoAsluxcs B
rpynmax MoBbIIEHHOTO pUCKa MHOULIUPOBAHUS BUPYCOM (B BOMHCKMX YacTAX U OOJbIINX
MPOM3BO/ICTBEHHBIX KOJJIEKTHBAX, Y OC/Ia0I€HHBIX MALIHEHTOB).

[Ipodunaktuka rpunna y aetei crapue 1 roza.

IIporuBonoka3zanus

[ToBbilIeHHAs UyBCTBUTEIBHOCTD K OCEIbTAMUBUPY WM JIIOOOMY KOMIIOHEHTY Ipenapara.
TepmuHanbHas cTagus MOYEYHOH HEOCTATOYHOCTH (KIMPEHC KpeaTHHUHA <10 MJI/MUH).
Jlerckuit Bo3pact a0 1 rona.

Tsoxenas ne4yeHoUYHas: HEJOCTATOYHOCTb.

C 0cTOPOXKHOCTBHIO
bepeMeHHOCTb, NEpUO/ rpyIHOrO BCKapMJIMBAHUS.
IIpuMeHenne B KOMOMHALIMK ¢ NpenapaTaMy, UMEIOIIMMH Y3KYIO IIUPOTY TepPareBTHYECKOrO

JIEHCTBUSA (Hanpumep, XJIOpIponaMui, MeToTpeKcar, OyTauoH).

Ilpumenenne npu 6epeMEHHOCTH H B NIEPHO/] I'PYIHOT0 BCKaPMJIHBAHHS

bepemennocms

HeGnaronpusaThblii ncxon 6EpEMEHHOCTH M aHOMAJTMK Pa3BUTHS TUI0/A, @ TAKIKE PUCK
CEPBLE3HBIX BPOXKIEHHBIX NOPOKOB Pa3BUTHS, B TOM YKMCJI€ BPOXKAECHHBIX MIOPOKOB CEpALA,
CBsA3aHbI ¢ 3a00JI€BAHUEM TPUTITIOM.

BoJ1b1110€ KONMYECTBO IaHHBIX O BO3/IEHCTBUM OCEbTaMUBUpa y O€PEeMEHHBIX JKEHIIMH B X0O/1€
MOCTMAPKETHHIOBOIO MMPUMEHEHH M HaOmoaaTeNbHbIX uccienoBanuii (6onee 1000 nanuenToB
Ha NEPBOM TPUMECTPE OEPEMEHHOCTH) HE YKa3bIBalOT HU HA MOPOKH Pa3BUTHS, HU Ha
(eTo/HeoHaTaNbHYIO TOKCHYHOCTb OCEIbTAMUBHPA.

OxHako B 01HOM HaOJIHOIATEIbHOM MCCIIEIOBAHUH PE3yJIbTaThl OLIEHKH PUCKA pa3BUTUA
TSOKEJIBIX BPOXK/IEHHBIX TOPOKOB CEP/ILIA, AMarHOCTUPOBAHHBIX B TEYEHHE 12 MecsLeB nocie

POXKIEHHS, HE OBUIM OJJTHO3HAUHBIMH, XOTsl OOILMI PUCK MOPOKOB Pa3BUTHUS U HE ObLT yBETMUYEH.
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B 1aHHOM HCClIEI0BAaHMM YacTOTA Pa3BUTHUS TAKENBIX BPOXKIACHHBIX MOPOKOB cepLia nociie
MIPUMEHEHHUS OCeIbTaMMBHpA B TEUEHHE NMEPBOro TpUMecTpa GepeMeHHOCTH cocTaBisia 1.76%
(7 mnanenues u3 397 6epemennocreit) no cpaBHenuto ¢ 1.01% npu GepemeHHOCTH B 00LIEH
nonyssuuu 6e3 NpUMEeHeHuUs ocelbTaMUBUpa (OTHOLIEHUE pUCKOB 1.75, 95% noBeputeibHbIi
unrepsain 0.51 go 5.98).

Knnnuueckoe 3HaueHHe 1JaHHOTO pe3yJibTaTa 70 KOHLA He SICHO, TaK KaK MCCJIEIOBaHUE UMEIO
OrpaHUYEHHYIO MOLHOCTb.

Kpome Toro, uccnenoBanne 6bU10 HEJOCTATOYHO OOBEMHBIM, YTOObI MPOBECTH JOCTOBEPHYIO
OLIEHKY OT/IE/IbHBIX KaTErOpHii TSXKEJIbIX MOPOKOB PAa3BUTHS; MIPH ITOM JAHHbIE Y HKEHILHUH,
NPUHUMABLIMX U HE MPUHUMABLIMX OCEJIbTAMUBHUP, HE MOIJIM OBITh MOJHOCTBIO COMOCTABUMBI,
HE3aBUCHMO OT TOro, 60U JIU OHU I'PHUIIIIOM.

HcenenoBanus Ha )KMBOTHBIX HE YKa3bIBAIOT Ha PENPOIYKTUBHYIO TOKCHYHOCTh OCEbTaMUBHpA
(cM. paszen «DapMakoIOrM4ecKue CBOUCTBay, MoApasael «J{OKIMHUYECKHEe TaHHbIeY).
[IpumeHenue npenapara Tamudio® npu GepeMEHHOCTH BO3MOXKHO B ClTy4ae HEOOXOIMMOCTH U
nocJie OLEHKH umetoleiics nHdopmanuu o 6e30MacHOCTH U Mojib3e (MHGOPMAIHIO O MOJb3e
NPUMEHEHU npenapaTa y 6€peMEeHHbIX )KEHIUH CM. B nojpaszzene «PapMakoJuHaMHUKay,
nyHKT «Jleyenune rpunmna y 6epeMeHHbIX JKEHLIMHY), @ TAKXKe MaTOr€HHOCTH LUPKYJIUPYIOLIEro
1ITaMMa BUpYyca IpuImna.

I'pyonoe eckapmnusarue

Bo Bpems JOKIMHMYECKHUX UCCIIEIOBAaHUH OCENIbTAMUBHP U AKTHBHBIM METabOIUT MPOHUKAIH B
MOJIOKO JIAKTHPYIOILMX KpbIC. JIaHHBIE 10 SKCKPELIMU OCEIbTaMUBUPA C IPYAHBIM MOJIOKOM Y
4eJI0BEKa ¥ MPUMEHEHUIO OCEIbTaMUBHpPa KOPMSILIMMHU HKEHILIMHAMH OTPaHUYEHBI.
OrpannyeHHbl€ JaHHbIE MOKA3bIBAIOT, YTO OCEIbTAMUBHP U €r0 aKTHBHbIH METabOJNUT B
HeOOJIbIIMX KOJMUECTBAX MPOHUKAIOT B IPYJHOE MOJIOKO, CO3/iaBasi CyOTepaneBTHYECKUE
KOHLIEHTpALMK B KPOBU rpyAHOro pedenka. [Ipu Ha3HaueHuu ocesibTaMUBUPa KOPMSILUM
KEHIIMHAM CJIEYET TAKXKE YUUTBIBATh UX COMYTCTBYIOILEE 3a00JieBaHUE M MATOT€HHOCTh
LIMPKYJUPYIOLLEro IiTaMMa Bupyca rpunmna. [Ipy 6epeMeHHOCTH U B IEPUOJ IPYIHOTO
BCKapMJIMBaHMUs OCEJIbTaMHUBUP MPUMEHSIOT TOJIBKO B CIIy4ae, €C/I OXKuJiaeMasi siBHast 1oJjib3a
JUIsl KOpMsLLEH MaTepy MPEBbILIAET PUCK I peOeHKa.

DepmunvHocmy

Ha ocHOBaHMH JOKJIMHUYECKUX J@HHBIX HE OXKHMIaeTcs, 4To npenapar Tamudmo® Biuser Ha
(bepTUIBHOCTL MYXKUUH WIIH JKEHIIMH (CM. pa3aen «PapmMaKoIoruueckie CBOMCTBaY, noapaszen

«JIoKJIMHUYECKHUE aHHBIEY).
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Cnoco6 npuMeHeHHs H 103bl

BHyTpp, BO BpeMs €/1bl MM HE3aBUCHMO OT NpHeMa nuiy. [lepeHocumocTs npenapaTa MOXHO
YJIY4LIHUTb, €CJIM TPUHUMATDb €ro BO BPEMS €/Ibl.

B cnyuasix, korzaa y B3pocibiX, HOAPOCTKOB M I€TeH CylecTBYeT npobiemMa ¢ nMporiaTbiBaHUEM
KaricyJ1, Wiv Mpy HaJTMYUK IPU3HAKOB «CTApEHUs» KarcyJ1 (Harpumep, MOBbIILIEHHAsS XPYIIKOCTh
WM IpyTHE HapyLIeHHUs: GU3HUECKOrO COCTOSHHUS ), HEOOXOAUMO OTKPBITh KarcCyTy U BbICHITIAThH
€€ COJIEPKUMOE B HEOOJIbLIOE KOJIMYECTBO (MaKCUMaIbHO | YaitHas JloxKKa) MOAXOASAIIEro
MOJIC/IAIIEHHOr0 NPOAYKTa MUTaHUs (LIOKOJIaJHBIA CUPOI C HOPMAJIbHBIM COJIEP)KAHUEM caxapa
wim 6e3 coJepikaHus caxapa, MeJl, CBETI0-KOPUYHEBbIH caxap WK CTOJIOBBIN caxap,
PacTBOPEHHBIN B BOJE, CIIaIKHIA AECEPT, CTYIIEHHOE MOJIOKO C caXxapoM, si0JI0YHOE MIOpe WK
Horypr) ajs Toro, 4toObl CKpPbITh FOPbKHIi BKYC. CMech HEOOXOMMO TIIATEILHO NepeMeLiaTh 1
JaTh NauUeHTy LeauKoM. CrielyeT NporjioTUTh CMECh Cpasy JKe MOCIie MPUrOTOBICHHUS.
ITonpo6Hbie peKoMeHJalMK IaHbl B 1opas/ienie « IKCTEMIOPATIbHOE MPUTOTOBJICHUE CYCIIEH3UH
Tamudpmo®».

Cmanoapmmublii pexcum 003upoeanus

Jleuenue

ITpuem npenapaTta HEOGXOAMMO HAYMHATH HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHSI CHMIITOMOB
3abosieBaHus.

B3pocavie u noopocmxu 6 eo3pacme >12 nem

[To 75 mr 2 pa3a B cyTKHM BHYTpb B TeueHHe 5 He. YBenuuenue 103bl 6onee 150 Mr/cyTku He
TIPUBOJIUT K YCUJIEHHIO Y deKTa.

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

Jletu ¢ maccoit Tena >40 Kr, KOTOpble YMEIOT MPOrJIaThiBaTh KAICyJibl, TAKXKE MOTYT MOTy4YaTh
JIEUeHHe, PUHKUMAs 110 OJJHOH KarcyJie 75 Mr 2 pa3a B CYTKU B TE€YEHHE 5 JTHEH.

Jlna neteit B Bo3pacTe OT | rojja BO3MOXKHO SKCTEMIIOPATIbHOE MPUTOTOBJICHHE CYCTIEH3UH C
UCIIOJIb30BAHUEM Karicysl 75 Mr (cM. noapaszen « DKCTeMIopalbHOE NPUrOTOBIEHUE CYCTIEH3UH
Tamudmo®y).

I[TpumensTs npenapat Tamuduo® criexyer 2 pasa B CyTKM B TEYEHHE 5 JHEH COTIACHO

HWKETIPUBEICHHOW Tabmuie:

Macca tena PexomenioBanHas no3a | Konmuectso cvecu Tamudumo® na
Ha OJIUH MPHEM OJIUH TIpUEM
<15 kr 30 mr 2 M
>15-23 kr 45 mr 3 mn
>23-40 xr 60 mMr 4 mn
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>40 Kr 75 mr S5 M

[Ipodunakrrka

[Tpuem npenapara HEOOXOAMMO HAUMHATD HE MO3/IHEE 2 CYTOK MOC/e KOHTaKTa ¢ 3a001€BLIMM
4eJI0BEKOM.

B3spocavie u noopocmku 6 eospacme >12 nem

ITo 75 mr 1 pa3 B cyTku BHYTpb B TeueHHe He MeHee 10 1Hell mocie KOHTaKTa ¢ 3a00/IeBILUM
4eJi0BeKOM. Bo Bpems ce30HHOM anuaeMuu rpunmna — no 75 mr 1 pa3 B cyTku B TeueHue 6
Hezaenb. [Ipodunakruueckoe AeicTBUE NPOJOIDKAETCS CTOIBKO, CKOJIBKO JUTUTCS TPUEM
npenapara.

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

Jlet ¢ maccoit Tena >40 Kr, KOTOpbI€ MOTYT MPOIJIAThIBATh KAICYJIbl, TAKXKE MOTYT MOJy4aTh
NpopHUIAKTHYECKYIO Teparuio, NpUHUMas Mo O/IHO# Kancyne 75 mr 1 pa3 B cyTku B Teuenue 10
JIHEM.

Jlns nereit B Bo3pacte OT 1 roaa BO3MOXKHO 9KCTEMMOPAILHOE PUTOTOBJICHUE CYCIEH3UH C
MCII0JIb30BaHUEM Karicyil 75 Mr (M. pas3zen « DKCTeMNopaibHOe PUrOTOBJIEHHE CYCIIEH3UH
Tamudo®y).

[Tpumensats npenapat Tamudo® cieayer 1 pas B cyTku B Teuenue 10 aneii cornacHo

HUXKETIPUBEICHHOM TabnuLe:

Macca tena PexomenzioBanHas j03a | Konuuectso cmecu Tamudo® Ha
Ha OJ/IUH MPHEM OJIMH TMPHEM
<15 kr 30 mr 2 M
>15-23 kr 45 mr 3 mn
>23-40 xr 60 mr 4 mn
>40 kr 75 Mr 5 M

Jo3uposanue 6 ocodbix cayuasx

Ilayuenmul ¢ nopadicenuem novex

Jleyenue

[TaimenTaMm ¢ kMpeHcoM KpeaTuHuHa 6ojiee 60 MJI/MUH KOPPeKIMU 103bl He TpedyeTcs. Y
TMALKEHTOB C KIMPEHCOM KpeaTrHuHa oT 30 10 60 miu/mun 103y Tamuduo® ciemayer yMEHbIIUTD
A0 30 mr zBa pa3a B CyTKH B Te4eHHe 5 JHe# (cM. noapaszzaen « DKCTeMnopaibHOe
npurotosyienue cycnensun Tamupo®»).

V nauueHToB ¢ KIMpeHcoM kpearuHuna ot 10 10 30 mu/mun 103y Tamudmo® cienyer

yMEHbLIUTH 10 30 Mr OJIMH pa3 B CyTKH B TeueHue 5 nHeil. [lanuenram, Haxoasmumcest Ha

15



NOCTOSIHHOM remouanuse, Tamudo® B nepBoHayasbHO# 103e 30 MI MOXKHO MPUHSATH 10
Hauajla IMananu3a, €CiiM CUMITTOMBI FPUINA MOSBUIMCH B TeUeHHE 48 4 MEX/ly ceaHCaMU ualiu3a.
JUnst ojiAepIKaHus TUIa3MEHHOM KOHIIEHTpaLMK Ha TepaneBTHieckoM yposHe Tamudio®
cienyet npuHumarh no 30 Mr nociie Kaxaoro ceanca auanusa. [lauuenram, HaxoasmuMes Ha
nepuToHeabHOM ananuse, Tamudmo® cieyeT npuHUMAaTh B EPBOHAYaIbLHOM 103€ 30 Mr /10
Hayajia MpoBEICHUs Auain3a, 3ateM 1o 30 Mr kax/eie 5 qHed. DapMaKoKMHETHKA
OceJIbTaMMBHpA Y MAaLMEHTOB C TEPMHUHAIBHOM CTaIMEH MOYEYHOH HEIOCTATOYHOCTH (C
KJIMPEHCOM KpeaTuHUHA <10 MJI/MUH), HE HAXOJALMXCS HAa JUAU3e, HE u3y4aiack. B cBsi3u ¢
9TUM PEKOMEH/ALMH 10 JI03UPOBAHUIO Y JAHHOMN rPYNIbl NALUEHTOB OTCYTCTBYIOT.
[Ipodunakrrka

[TauuenTam ¢ KaMpeHcoMm kpeaTuHuHa 6osee 60 M/MUH KOpPpEKLMH 103kl He TpeOyeTes. Y
NaUKEHTOB C KIMpEeHCOM KpeaTuHuHa oT 30 10 60 mi/muH 103y Tamuduo® cieayer yMEHbIIUTS
10 30 Mr oauH pa3 B CyTKH (CM. nojpasaen « IKCTeMIOpaIbHOE MPUTOTOBIICHUE CYCTIEH3UH
Tamudmo®y).

VY nauueHToB ¢ KIMpeHcoM KpeaTuHHHA OT 10 10 30 MI/MHUH PEeKOMEHIyeTCsi YMEHBLIUTD 103y
Tamudmo® 10 30 mr yepes nenpb. [NauuenTam, HAXOAAIMMCS Ha IOCTOSIHHOM TeMOJIMAIH3E,
Tamudmo® B nepBoHayabHOM 103e 30 MI MOXKHO NPUHATH 10 Havana auanusa («1-if ceaney).
JUist mojuiepIKaHust Mia3MeHHON KOHLIEHTPALIMK Ha TepaneBTudeckoM ypoHe Tamudimo®
cieayeT NpuHUMaTh 1o 30 Mr nociie KaX/oro nociaeIyomero HeYeTHOro CeaHca Aualin3a.
[TanmeHTam, HaXOAIIMUMCS Ha IEpUTOHEAIbHOM auanuse, Tamudao® crieayer npuHUMaTh B
nepBoHavaabHOM 103€ 30 Mr 10 Havaa NpoBeACHUS Juain3a, 3ateM 1o 30 Mr Kaxbie 7 IHeH.
DapMaKOKMHETHKA OCEIbTAMUBUPA Y MALIMEHTOB C TEPMUHAIILHOM CTaUel MOYEYHOM
HEJ0CTATOYHOCTH (C KJIMPEHCOM KpeaTHUHA <10 MJI/MMH), He HAXOAAIIMXCS HA AUAJIU3€E, HEe
u3y4ajlacb. B CBA3M ¢ 3TUM pEKOMEHJAaLMU 1O A03UPOBAHUIO Y JAHHOM IPYNIbl MALMEHTOB
OTCYTCTBYIOT.

Iayuenmol ¢ nopasicenuem nevenu

Koppekuuu 10361 npy j1le4e€HUU U NpO(UIAKTHKE 'PUIITIA Y NMALMEHTOB C HApYLIEHHEM QYHKIIUU
TNIEYECHH JIETKOM Y CPE/IHEH CTeneHu TskecTu He TpebyeTcs. besonacHocTh M papMakOKUHETHKA
Tamupimo® y NalMEHTOB ¢ TSHKENBIMM HApyIIEHUAMH (YHKLIMH TIEYEHH HE W3yyaach.
Ilayuenmol nodtcuno2o u cmapiecko2o 6o3pacma

Koppekuuu 10361 U1 NpodHIAKTUKK HITH JIEYEHHs IpUrna He Tpebyercs.

Iayuenmol ¢ ocrabneHHbIM UMMYHUMEMOM (NOCIe MPAHCHIAHMAYUL)

JleueHue

PexoMeH10BaHHas MPOI0IKHUTEILHOCTh TEPANUHU OCEIbTAMUBUPOM Y MALHEHTOB €

ocnabieHHbIM UMMYHHUTETOM cocTaBisieT 10 aneit. Koppekuuu 10361 HE TpebyeTces (cM. pa3aenbl
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«[To6ounoe neiictBue» u «@apmakosoruyeckue cBoicTay). [Ipuem npenapara HEOOXOAUMO
HAa4YMHATh HE MO3/IHEeE 2 CYyTOK C MOMEHTA Pa3BUTHs CUMIITOMOB 3a00JIeBaHMUsI.

CezonHas mpoduiakTHka

JLisi ce30HHO#M NMPOPUIAKTUKM I'PUMIA Y MALMEHTOB ¢ 0CIabJeHHBIM UMMYHHTETOM B BO3pacTe
>1 ropa — B TeueHue 12 Heaenb, KOPPEKLMH J103bl HE TpedyeTcs.

Jlemu

Tamudmo® He crienyer HazHauath geTsaMm 10 | roa.

IKcmemnopanvhoe npuzomoenenue cycnensuu Tamupaio®

B cayyasix, korga y B3pocibIX, MOAPOCTKOB U IETEH CyLIECTBYET MpobiiemMa ¢ NporjaTbiBaHUEM
KarcyJi Wiy Mpy HaJUYMKU NPU3HAKOB «CTAPEHUS» KarcCyJl, HE0OX0IMMO OTKpPbITh Karcyiy U
BBICHINIATh €€ COIEP)KUMOE B HEDOJIBILIOE KOJIMYECTBO (MaKCUMabHO | yaiiHast J10)KKa)

c NOAXOAILEro MOACAALEHHOTO MPOAYKTA MUTAHUS (CM. BbILIE) LIS TOTO, YTOObI CKPBITh
ropbkuii BKyc. CMecb HE0OX0IMMO TIIATEIbHO NEepeMeLIaTh U JaTh NalMEHTY LETUKOM.
Cnenyer nporjioTUTh CMECh Cpa3y ke Mocje MPUrOTOBICHHUS.

Ecnu naumenTam tpebyetcs 103a 75 m2, TO HEOOXOIMMO CJIEZIOBATh CIIEAYIOIIMM HHCTPYKIHSAM:

1. Jlepxa oany Karncyny 75 Mr Tamugo® Hax MaJeHbKOM EMKOCTBIO, aKKYpaTHO
PACKPBITh KarcyJly U BbICHINATh MOPOLIOK B EMKOCTb.

L 2. JloGaButh HeOObIIOE KOTMUECTBO (He Oosiee | YyaiHOM JIOXKKH) MOJAXOSIIEr0
MOACTAILEHHOrO NMPOAYKTa MUTaHUA (UTOOBI CKPbITh TOPbKHMIA BKYC) H XOPOILIO
nepemeraTh.

3. TwmwarenpHO nepemelaTh CMECh U BBIIIUTH €€ Cpasy e rnociie npuroroBieHus. Eciau B
€MKOCTH OCTaJIOCh HEOOJIBILIOE KOJIMYECTBO CMECH, TO CIIEIYET ONOJOCHYTh EMKOCTh
HEOOJIBLIMM KOJIMYECTBOM BO/IbI M BBIMUTH OCTABLUYIOCS CMECh.

‘ Ecnun nanuentam tpebyrores 103b1 30-60 me, TO 115 IPaBUIBHOTO JO3UPOBAHHS HEOOXOIUMO
CJIEI0BATh CAEIYIOLMM UHCTPYKIIUAM:

1. Jlepxka oany kancyny 75 mr Tamudmo® Ha MaeHbKOM EMKOCTBIO, aKKYPAaTHO
PaCKpBITh KarcyJly U BbICHINATh MOPOLIOK B EMKOCTb.

2. J1o6aBHUTBH B MOPOILOK 5 MJT BOJIbI C MOMOILBIO IITNPULIA ¢ METKAMH, MOKa3bIBAIOLIMMHU
KOJIM4eCTBO HaOpaHHOM KUAKOCTH. TIaTeIbHO NepemMeLaTh B TEYEHUE 2 MUHYT.

3. Halpatb B mimpui HEO6X0JUMOE KOJMYECTBO CMECH U3 EMKOCTH COIJIacHO Talbnuuam,
NPUBEICHHBIM BBILIE.

HeTt Heo6xoaumocTH B 3a00pe HEPaCTBOPEHHOTO O€JI0r0 MOpPOLIKa, MOCKOIbKY OH
ABJIIETCSl HEAKTUBHBIM HanojgHuTeeM. Haxxas Ha nopiueHs npuia, BBECTH BCE €ro
COJIEPIKMMOE BO BTOPYIO €MKOCTh. OCTaBLIYIOCS HEUCTIOIb30BaHHYIO CMECh HEOOXOUMO

BbIOPOCHUT.
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4. Bo BTOpYIO €MKOCTh J0OaBHThH HEOOJIBIIOE KOIUUECTBO (He Goee | yaitHOM JI0XKKH)
NOAXOASLIErO MOCIAIIEHHOTO MPOAYKTa MUTaHKs, YTOObI CKPbITh FTOPbKUI BKYC, U
XOpOILIO MepeMeIaTh.

5. TmarenbHO MepemMelIaTh CMECh M BHIITUTB €€ Cpa3y JKe Mocjie npurotosieHus. Eciu B
€MKOCTH OCTaJIOCh HEGOJIbLIOE KOJIMYECTBO CMECH, TO CJIELYET OMOJIOCHYTh eMKOCTh
HEOOJIBIIUM KOJHUYECTBOM BOIbI M BBIMUTH OCTABLIYIOCSH CMECh.

[ToBTOpSIiiTE TAHHYIO MPOLEAYPY Mepe Kak/IbIM MPUEMOM TMpenapara.

IToGouHoe aeiicTBHe

O630p npoduis 6€301MacHOCTH

OGuwit npoduns Ge3onacHocty npenapara Tamudo® ocHoBaH Ha 1aHHBIX 6049 B3pOCIBIX
NaLMEHTOB/MOAPOCTKOB U 1473 neteid ¢ rpumnmnom, nojy4asiuux npenapar Tamudmo® win
nnaue6o, a Takxke Ha AaHHbIX 3990 B3pOCIIbIX NALMEHTOB/MOPOCTKOB U 253 neTeid,
nosnyyarowux npenapat Tamuduio® wid miane6o/He nojy4aBImuX TEpanui B KIMHAYECKHX
MCCIIEI0BAHUSAX 10 NPOGUIAKTUKE IPUTITIA.

Kpome Toro, 199 B3pocibix nauueHToB ¢ ociabieHHbIM UMMYHHTETOM MOJIyYMIIM NpenapaT
Tamudmo® nis neyenus rpunna, u 475 NAUKEHTOB ¢ OCNAGIEHHBIM HMMYHHUTETOM (B TOM YHCIIE
18 nereit, 10 u3 koropbix nonyyanu npenapat Tamudmo® u 8 - nnaue6o) noay4uan npenapar
Tamudo® nim niaue6o A1 NpopUIaKTUKK UM,

V B3pocCIIbIX MalMEHTOB/MOJPOCTKOB Haubosiee YacThIMK HexenaTenbHbiMU peakiusmu (HP) B
X0/l KJIMHUYECKUX UCCIIEI0BAaHUH JIeYeHusl rpunna OblIM TOILIHOTA U PBOTA, @ B X0/I€
UCCJIEIOBAHUH 10 NMPO(UIAKTUKE - TOLLHOTA.

bonbmmMHCTBO yKazanHbix HP Gbuin 3apeructpupoBaHbl OJHOKPATHO B MEPBbIi WM BTOPO#
JIEHb TEPanMy U CIIOHTAHHO pa3pellaiich B TEUEHHUE MOCAEYIOMUX 1-2 THEH.

V nereii Haubonee yacto BeTpeyarouieiics HP Gbuta poTa.

V 6onbIIMHCTBA MALMEHTOB JaHHble HP He npuBoAMIN K OTMEHE Tepanuu npenapaTom
Tamudmo®.

Cepbesnbie HP, nepeuncnennbie HUxe, peko OTMEYaIMCh C MOMEHTA BbIX0/1a Mpernapara Ha
PBIHOK: aHa(UIAKTUYECKHE M aHA(UIAKTOU/IHBIE PEAKLIMM, HAPYILEHUSI CO CTOPOHBI NIEYEHU
(ynpMHUHAHTHBIN renaTuT, HapyuieHHe QYHKIMU MEYEHH U JKEJITYXa), aHTMOHEBPOTUYECKHA
oTek, cuHapoM CtHBeHca-/[KOHCOHA U TOKCUYECKUI STTHIepMalIbHbIA HEKPOJIU3, JKEIyA0UHO-
KHUILIEYHOE KPOBOTEYEHHE M HApYLIEHHUs CO CTOPOHBI HEPBHOM CUCTEMBI U IICUXUKHU (CM. pazen
«Oco0ble ykazaHus»).

CnmcoK HexenaTeNbHbIX peakinii NpeiCTaBlIeH B TaOIMYHOM (hopMaTe HIKE.
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Jlns onMcaHus 4aCTOThI HEXKENATEeNIbHbIX peakLUil HCTOb3yeTCs cleaytoas Kiaccuuxauus:
oueHb yacteie (>1/10), yacteie (>1/100 u <1/10), HeyacTbie (>1/1000 u <1/100), peakue
(=1/10000 u <1/1000) u ouens peakue (<1/10000). CooTBeTCTBYIOIIAS KATErOpHs
MPUCBAaNBAETCS HEXeENIATEIbHBIM PeaKlusIM Ha OCHOBaHUM OObEIMHEHHOr 0 aHalk3a
KJIMHUYECKHUX UCCIIeIOBAaHMM.

Jleuenue u npod)wzaxmuxa 2pUnnNa y 83poCiblX U NOOPOCHIKOS

B tabnuue 1 npencrasnenst HP, Bo3HuKkaBIKMe Hanbosiee 4acTo NpH NpreMe peKOMEH/10BaHHOM

no3bl npenapata Tamupimo® B Uccie1oBaHUAX 110 NPOPUIAKTHKE M JIEYEHUIO TPUIITIA Y
B3pOCJIBIX ¥ NOJPOCTKOB (75 Mr 2 pa3a B CyTKM B T€4Y€HHE 5 JHE 11 neyeHus u 75 mr 1 pa3 B
CYTKHM 110 6 Helenb s TPODUIAKTUKH).

B uccnenoBanusx no npoguiakTuke rpumnmna npopuib 6€30macHOCTH y NalMeHTOB,
MOJTy4aBLUIMX PEKOMEHIOBaHHYIO 103y npenapara Tamudmo® (75 mr 1 pa3s B cyTKH 10 6
HE/I€JIb), KAYECTBEHHO HE OTJIMYAJICS OT TAKOBOTO B MCCIIEI0OBAHUSX IO JICYEHHIO I'PHIINA,

HECMOTps Ha GoJiee JTMTENbHBIN MPUEM Mpenapara.

Tabauua 1. HexenatenpHble peakiuu, BbISIBICHHBIE B X0/ KIIMHUYECKUX MCCIIEI0OBAHMIA 110
NpoUIAKTHKE U JIeYeHHIO rpunmna npenapatoM Tamudio® y B3pocibiX NalKEHTOB 1

NOAPOCTKOB MJIK B XOZI€ MOCTMAPKETUHIOBOI'O HaOJIIO1eHHMS.

Knacc cucrem HexenaTtebHble peakiiu, pacnpeie/ieHHbIE COTJIACHO YacToTe
OpraHoB BbIsIBJICHHS
Ouensb yacro Yacro Heuacrto Peaxo

Hudghexyuonnvie u bponxut, Herpes
napasumapHuvle simplex,
3abonesanus Ha30(apUHIHUT,

uHpeKun

BEPXHHUX

AbIXaTCJIbHbBIX

IyTE€H, CHHYCUT

Hapywenus co TpombouuToneH

CMOPOHbL KPOBU U s

numpamuvecko

cucmemvl

Hapywenus co Peakuuu AHadunakTuyeck

CMOPOHbL TUNIEPYYBCTBUTE | M€ PEaKLIUH,
JILHOCTH
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UMMYHHOTU aHa(UIaKTOUTHBI
cucmemvl € peaKku1u
Hapywenus BecnokoiicTBo,
NCUXUKU aHOpMaJIbHOE
MOBE/ICHHE,
TPEBOXKHOCTb,
CIyTaHHOCTH

co3HaHus, 6pen,
JEJIUPHH,
raJTIOLMHALIUY,
HOYHbIE
KOIIMAaphl,
npuuMHeHue cebe
TEJIECHOTO

MOBPEIKACHUSA

Hapywenus co
CMOpPOHbI
HepBHO

cucmemoul

I'onoBHas 6016

becconnuna

HUsmenenue
CO3HaHMA,

Cy/1I0pOru

Hapywenus co
CMOpoHbL Op2ana

3peHus

Hapywmenue

3peHus

Hapywenus co

CMOopoHbl cepoya

Apurmus

Hapywenus co
CMOpPOHbI
ObIXamebHO
cucmembi,
0p2ano8 epyoHol
KIemKu u

cpedocmeHus

Kariuens, 606 B

ropie, puHopes

Hapywenus co
CMopoHbL

J4cey00UyHo-

TowmHoTa

PBoTa, 60516 B
KHUBOTE
(Bxitovas 60Jib B

BEPXHEW 4acTu

Kenynouno-
KHUILIEYHBIE

KPOBOTCHYCHHUA,
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nuxopajka, 60b

B KOHCYHOCTAX

KUUEYHO20 KHUBOTA), reMOpparuyecKu

mpaxkma JUCTIETICHS i xonuT

Hapywenus co [ToBbiieHue OyIbMUHAHTHBIH

CMOPOHbI NeveHu AKTHBHOCTH renaTwr,

u «MEYEHOYHDBIX» MeYEHOYHasl

JHCENYeBbIBOOSUJUX (bepMeHTOB HEIOCTaTOYHOCTh

nymeii , TenaTur

Hapywenus co DK3ema, AHTHOHEBPOTHYE

CMOPOHbBL KOJICU U JIEPMaTHT, Chillb, | CKUH OTEK,

NOOKOJICHBIX KpanuBHULIA MyJbTU(OPMHAS

mKaueu JpUTEMa,
CUHIPOM
CruBeHca-
JKOHCOHa,
TOKCHUYECKU
SMUICpMaJIbHbIN
HEKpOJIU3

Obwue bosb,

paccmpoiicmea u rOJIOBOKPYKEHHE

Hapyuwienus 6 (BKuTIOYas

mecme 68e0enUs. BEPTUIO),

YTOMJIIEMOCT,

Jleyenue u npounakmuxa cpunna y oemeu

B KJIMHMYECKUX MCCIIeOBaHUAX OCeJIbTAMUBUPA TNTPH JICYCHUH T'PHUIITIA TPUHUMAJIK Y4aCTHUE

1473 pebenka (BKJIrouas B 11€JIOM 3J0POBBIX JieTeil B Bo3pacte OT | 1o 12 et u aereii ¢ actMoid

B Bo3pacTe oT 6 10 12 net). U3 Hux 851 peGeHok mosmyyan Tepanuio oceJbTaMUBUPOM B

JIeKapcTBEHHOH (opme «cycneHsus». Beero 158 nereii momyuanu pekOMEeHI0BaHHYIO 103y

npenapata Tamudo® 1 pas B CyTKH B MCCIIEI0BAHMAX TIOCTKOHTAKTHOM NPOMUIAKTHKY B

JOMALIHUX YCI0BHAX (N=99), B 6-He/IC/IbHBIX UCCIICAOBAHUAX CE30HHON NpoduIakTuku (n=49)

1 12-HeaenbHBIX UCCNIEJOBAHUIX CE30HHON MPOQUIAKTHKH Y NALMEHTOB C 0CIabIeHHBIM

UMMyHUTETOM (n=10).
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B tabauue 2 npeacrasinens HP, HauGonee yacto coobiaeMbie B X0/1€ KIMHUYECKUX

UCCJIEIOBAHUN Y JICTEH.

Tabnuna 2. HexxenatenbHbie p€aKiuH, BbIABJICHHBIE B XO1€ KIIMHHYCCKUX HUCCJIEJOBAHUH 110

npoQuIaKTHKE U JieueHHIo rpunna npenapatoM Tamupmo® y nereit (103a ot 30 mr 10 75 Mr B

3aBHMCHUMOCTH OT BO3pacTa/Beca).

Kiacc cucrem

OpraHos

HesxenareabHble Pe€aKuHu, pacnpeae/JieHHbIC COrJIaCHO 4acToTe

BbISIBJICHHSA

OueHpb 4acTo

Yacrto

Heuacrto

Peaxo

Hudghexyuonnvie u
napasumapmuie

3ab01e6anUs

Cpennwmii otut

Hapywenus co

["onoBHas 601k

CMopoHbvl
HepeHOU

cucmembl

Hapywenus co KOHBIOHKTUBUT
CMOPOHBL OpeaHa (BKJTIOYAs
3peHus MOKpacHeHHe

rijias, BbIICJICHUS

1 6071b)

Hapywenus co
CMOpoHbL Opeana
cayxa u

nabupunmHle

HapyuweHus

boib B yxe

Hapywenus co
CTOPOHBI
GapabGaHHoM

MEepPENOHKU

Hapywenus co
CMOpPOHbL
ObIxamenbHOU
cucmembl,
0p2ano6 epyoHol
KAeMKU U

cpeoocmenust

Kamens,
3aJI0’KEHHOCTh

HOCa

Punopes
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Hapywenus co PBora Bosnb B sxuBOTE
CMOPOHbI (Butoyast 601b B
JHcey0oUHO- BEpPXHEH 4acTu
KUMEYH020 JKHUBOTA),
mpaxkma JMCTIETICHS,

TOLIHOTA
Hapywenus co Jepmarur
CIMOPOHbBL KONCU U (BKIOUas
NOOKOJICHBIX aJuIepruyYecKuit
mkaneu Y aTONUYECKH

J€PMATUT)

Onucanue omoelbHbiX HeHCeAAMeNbHbIX PeaKyuil

Hapywenusi co cmoponvt HepeHOU cucmembl U NCUXUKU

I"'punnosHas HHGEKLMA MOXKET aCCOLMUPOBATHCS C Pa3IMUHBIMK HEBPOJIOTHYECKUMH
CUMIITOMaMH M U3MEHEHUAMHU TOBE/ICHUS, BKJIIOYAsi TAKUE CUMITTOMBI, KaK raJUTIOLMHALNH,
JEMpHIA, ¥ aHOPMAJIbHOE NOBE/IeHHE. B HEKOTOPBIX CiTyyasiX OHM MOTYT MPUBECTH K
CMEpTETbHOMY UCXOJTY.

JlanHbie sBIE€HUA MOTYT BO3HUKATh KaK Ha (poHE pa3BUTUSA SHLEdaTonaTHy WK dHIedanuTa,
TaK U OT/EJIbHO, 6€3 IBHOTO TXKeJ0ro 3aboseBaHus.

B nocTMapKeTHHIrOBBIX COOOIIEHHSX Y MALMEHTOB, KOTOPBIE nojydanu npenapat Tamudmo®
JUISl JICYEHHMs TPUIINA, OTMEYAJIUCh CYJ0POTH U ICIUPHi (BKJIKOYAsi TAKHE CUMITTOMBI, KaK
HapyUIEHWE CO3HAHMS, CITYTAHHOCTb CO3HAHMS, aHOPMaJIbHOE NOBEICHUE, Ope 1, rajuTIOLMHALIMH,
0€eCroKOWCTBO, TPEBOKHOCTL, HOYHBIE KOLIMAphI). DTH CIIyYa PEaKO COMPOBOXKAAIUCH
ONacCHBIMU JUIs )KM3HU AaKTUBHOCTSIMU WJIH JIETAJIbHBIM UCXOZI0M. J[aHHBIE sIBICHUS ObLIN
3aperuCTPUPOBaHbl B OCHOBHOM CPEM AETEH M MOAPOCTKOB M YaCTO MMEJIM BHE3AITHOE Ha4yaslo U
ObICTpOE pa3pelLIeHHeE.

Posnb npenapata Tamuduiio® B pa3BUTHM JaHHBIX ABJIEHUI HEU3BECTHA. YKa3aHHbIE
TICUXOHEBPOJIOrMYECKHUE HAPYLLEHUS TaKxkKe ObLIIM 3aperuCTPUPOBAHbI Y NMALIMEHTOB C TPUIIIIOM,
He nostyyasiuux npemnapar Tamudmo®.

Hapywenus co cmoponvl nevenu u sceniesvi8o0suyux nymei

Hapyiienus co cTOpoHbI NEYEHH U XKETYEBBIBOASLIMX MyTeH, BKIIFOYAs FEMATUT U MOBBILICHHE
AKTMBHOCTH «II€YEHOUYHBIX» (PEPMEHTOB, OTMEUAIHCH Y MALMEHTOB C IPUMTIONOA00HBIM
3a00sieBaHUEM. YKa3aHHbIE SIBJICHUS TAK)Ke BKIIIOUJIU (pyJIbMUHAHTHBIN renaTuT/Ie4eHOUHYIO

HEAOCTATOYHOCTH C Q)aTaHbeIM HCXOJI0M.
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IIpouue ocobvie nonyisyuu nayuemos

Jlemu (0o 1 200a)

B nByx uccnenoBaHusx papMakOKMHETUKH, (hapMaKOAUHAMUKH U TIPOduIIs 6€30NacHOCTH
oceJbTaMUBHpA, B KOTOPbIX NpUHUMAaK yyactue 135 neteii B Bo3pacte 10 1 roja ¢ rpummom,
npo¢usib 6e30macHOCTH npenapara Obl1 COMOCTABUM B PAa3IMYHBIX BO3PACTHBIX IpyNmnax.
HauGosnee 4acto coob1iaeMbIMU HEXKeNAaTeIbHBIMU SBICHUAMH NIPU 3TOM ObUIN PBOTA, AMApes U
omnpesiocTs (cM. pazjen «Papmakonoruueckue CBoMCTBay, noapaszaen «PapMakOKMHETHKAY).
JlaHHbIE O JETAX B MOCTKOHLENTYAJIbHOM BO3pacTe A0 36 He/le/b HEJOCTATOYHBI.

JlanHble 1o 6€30MacHOCTH NPUMEHEHHS OCeIbTAMUBUPA NPH JICUEHUH y JIeTel B Bo3pacTe 10 |
rofia NOJy4€eHbl U3 MPOCNEKTUBHBIX U PETPOCMEKTUBHBIX HAOIIOJATEIbHbIX UCCIIEIOBAHUM
(Bunrouanu 6onee 2400 neteit JaHHOTO BO3pacTa), UCCIIEIOBaHUNA SMUIEMHUOIOrHYECKUX 6a3
JAHHBIX ¥ MOCTMapKeTUHroBoro HabmoaeHus. [Ipopuns 6e3onacHocTu y aeteit 1o 1 rona
COIOCTABUM C U3BECTHBIM Npoduiiem Ge30nacHOCTH y AeTei B BozpacTe 1 roja u crapiue.
Iloxcunvie nayuenmol u nayueHmyvl ¢ XPOHUYECKOU CePOeYHOU U/ Unu ObIXAMenbHOU
HEO0CmamoyHoCmoio

[Monynsauus, BKIIOYEHHAs B UCCJIEA0BAHUS 10 JICYEHHUIO IPUIINA, COCTOSIIA U3 B LIEJIOM 3/I0POBBIX
B3pOCJIBIX/TIOJPOCTKOB U MALUEHTOB IPYNIbl PUCKa (PUCK Pa3BUTHS OCJIOKHEHHH rpUIna,
HanpuMep, MOIMYJIALMS MOKUIbIX MALMEHTOB U MALIUEHTOB C XPOHUYECKOHN CepICUHON WK
JbIXaTEIbHON HE0CTaTOUYHOCTBIO). B 1ienom npoduib 6e30macHOCTH npenapata y naiueHToB
IPyINIbl PUCKa ObLI COMOCTaBUM € TAKOBBIM Y B LIEJIOM 3JOPOBBIX B3POCIIBIX/TIOPOCTKOB.
llayuenmul ¢ ocnabnreHHbIM UMMYHUMEMOM

Jleyenue rpumnna y nalMeHToB ¢ 0CIa0ICHHBIM KIMMYHHTETOM OLIEHMBAJIOCH B IBYX
KJIMHUYECKUX UCCIIEIOBAaHUAX: MALMEHTHI MOTyYaly CTaHIAPTHYIO 103y WM MOBBILIECHHYIO 103y
(nBoiiHy0 WM TpoiiHyto) npenaparta Tamudpmo® (cM. pasaen «PapmakoIorHuecKue
cBoiicTBay). [Ipodunb GezonacHocT npenapara, HabMOIAEMbIi B TaHHBIX KCCIIEIOBAHUSX, ObLIT
COINOCTAaBUM C TAKOBBIM B MPEbIAYLIUX KIMHHYECKUX UCCIIEA0BAHUAX, B KOTOPBIX Npenapat
Tamudmo® npumeHsiIcs 1S IEYEHUs ALIMEHTOB C HOPMAJILHBIM MMMYHHTETOM CPE/IA BCEX
BO3PACTHBIX I'PYII (310POBbIE MALMEHThI WM NALMEHThI U3 TPYIIblI PUCKA, HATIpUMeEp, ¢
JbIXaTEIbHOW /MM Cep/IevHOM He10CTaTOUHOCThIO). Haubonee yacTeiM HexeNnaTebHbIM
SBJICHUEM Yy JIETEH ¢ 0CabJEeHHbIM UMMYHHUTETOM Obu1a pBOTa (28%).

B xone 12-HeznenbHOro ucceioBaHus no npoguiakTike rpunma y 475 nauueHToB ¢
ocableHHbIM IMMYHHUTETOM (BKJIHOYas 18 eteii B Bo3pacte ot 1 10 12 ner u crapuie) npodusib
6e30MmacHOCTH B rpynne oceabTaMuBHpa (238 naieHToB) ObUT CONOCTaBUM C paHee
HabmogaeMbiM nipodusiem npenapara Tamuduiro® B KIMHUYECKUX UCCIIEN0BAHUSAX IO

npodunaxkTuke.
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Hemu ¢ bponxuanvroi acmmoi 8 aHamuese
B uenom npoduib HexenaTenbHbIX peakiuil y aeteit ¢ GpoHXHaabHOM acTMO# B aHaMHe3e Obll

COINOCTaBUM C TaKOBBIM B LIE€JIOM Yy 310POBBIX JIETEH.

Ilepeno3npoBka

B GonbliMHCTBE CilyyaeB nepeio3MpoBKa B X01€ KJIMHUYECKUX UCCIIE0OBAHUI U TIPH
MOCTMAPKETHHIOBOM NpuMeHeHur Tamudimo® He conpoBoXkaaiach KaKUMU-THG0
HE)XeNaTesIbHbIMU SIBJIEHUSAMHU. B OCTaNbHBIX Cllyyasix CUMIITOMBI [1€PEJ03UPOBKU
COOTBETCTBOBAJIM HEXKEJATEIbHBIM ABJICHUSIM, NIPE/ICTaBICHHbIM B pazjaene «[lo6ounoe

JICUCTBUEY.

B3aumopneiicTBHe ¢ IPYrHMH JIEKAPCTBEHHbIMH CpeICTBAMH

DapMaKOKMHETUYECKHE CBONCTBA OCEIbTaAMUBUPA, TAKUE KAaK €ro HU3Kas CTENEHb CBA3bIBAHUSA C
6enkaMu ¥ MeTaboIM3M, He 3aBUCUMBIIA 0T u3odepmenTa CYP450 u cucTeMbl MIIOKypOHHIa3
(cM. paszen «DapMakoIOrM4ecKue CBOWCTBay, nojapasaen «PapMakOKUHETHKAY), HE AAIOT
OCHOBaHMH MpeanoiaraTh HATMYME KIMHUYECKH 3HAUYMMBbIX B3aUMOZIEHCTBHUI M0 YKa3aHHbIM
MeXaHU3MaM.

IIpobeneyuo

Koppekiuu 10361 pH 0JJHOBPEMEHHOM MPUMEHEHUH C MPOOCHELUIOM Y MALUEHTOB C
HOpMasIbHOH (yHKUMEH nouek He TpeGyeTcs. OTHOBpEMEHHOE MPUMEHEHHE C NPOOEHELHIOM,
MOLLHBIM MHTMOMTOPOM aHUOHHOMN KaHaNIbLIEBOH CEKPELMHU B MOYKaX, IPUBOJAMUT K ~ 2-KpaTHOMY
YBEJIMYEHHIO SKCMO3ULIMK aKTUBHOTO MeTaboJIuTa OcebTaMUBHpa.

Amoxcuyunnun

Kunetnyeckoe B3auMo/IeiCTBUE OCEIbTAMUBHPA U AMOKCHULIMJTMHA (BBIBOJSILETOCS TEM XKe
MyTEM, 4TO U OCEIbTaAMUBHP) OTCYTCTBYET. [Ipeanonaraercs, 4To KOHKYPEHLMs OcebTaMUBHpa
3a BbIBEJICHUE MOYKaMH ciabasi.

Buwigeoenue ¢ mouot

MaJioBepOATHBI KIIMHUYECKH 3HAYMMbIE MEXJIEKaPCTBEHHbBIE B3aUMO/ICHCTBHUS, CBA3aHHBIE C
KOHKYPEHLIMEH 3a KaHAJIbLIEBYIO CEKPELMIO, TIPUHUMAasi BO BHUMaHHUE pe3epB 0€30MacHOCTH Ui
GoJIbIIMHCTBA MOJOOHBIX MPENapaToB, MyTH BbIBEICHHS aKTUBHOTO METa00JIUTa OCEIbTAMUBHPA
(xsry6oukoBast puiibTpalMs ¥ aHHOHHAs KaHAJIbLIEBAs CEKPELHs), a TAKXKE BBIBOSLILYIO
cnocoOHOCTh Kaxa0ro u3 nyteid. OqHaKo, NPUMEHATH OCEJIbTAMMBUDP B KOMOHWHALIMH C
npenapaTamMy, MMEIOLIMMH Y3KYIO IIMPOTY TepaneBTUUYECKOro AeHCTBUs (HanpuMep,
XJIOpIponamul, METoTpekcar, OyTaJuoH), HEOOXOAMMO C OCTOPOIKHOCTBIO.

Hononnumenvuas ungpopmayus
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He obHapyxeHo (papMakOKMHETHUYECKUX B3aUMOJCHCTBUI MEXK/Y OCEIbTAMMUBUPOM HIIH €r0
OCHOBHBIM META0OJIMTOM MPU OJJHOBPEMEHHOM MPHEME C NMapaLeTaMoJIOM, aLeTHIICATULUIOBON
KUCJIOTOM, UMMETUAMHOM, aHTaLlUIHBIMU CPEICTBAMHU (MAarHUs U aJIOMMHUS TUAPOKCHUT,
Kasblys KapOoHAaT), pUMaHTaJMHOM MK BapdapuHoM (y maiueHToB 6e3 rpumnmna, CTabuiIbHbIX

Ha BapdapuHe).

Oco0ble ykazaHusi

OcenbraMuBUp 3P PEKTUBEH TOJIILKO B OTHOLICHUH 3a00J1€BaHUs], BLI3BAHHOT'O BUPYCOM I'pHIINA.
JlanHbie 06 3¢ dexTHBHOCTH OceibTaMUBHMpPA MPU Tepanuu 3a001€BaHui, BbI3BAHHBIX HHBIMU
areHTam, OTCYTCTBYIOT (CM. pa3zien «PapMakoloruueckue CBOHCTBay, Noapasaes
«DapMakoIMHAMHKAY).

ITpenapam Tamupnio® ne sensemcs 3ameHol 6aKYUHAYUU.

Hcnonb3oBanue npenapara Tamudio® He JOJDKHO BIMATH HA OLEHKY MAlEHTOB MPH
MPOBEJICHUHU €KErOAHOM BaKLIMHALIMY MPOTUB TPUIIIIA.

3aimTa OT IPUIMNa ATMTCS TOJIBKO 0 TEX Mop, MoKa npumeHsercs npenapar Tamudmo®.
Ipenapar caeayeT ucrnonb30BaTh TOJIBKO JUIsl JIEYEHUs M MPO(UIAKTUKH MPUIIIA U TOJIBKO B
cily4ae, €CJiM J1I0CTOBEPHBIE MHIEMUOIOTHYECKUE JaHHbIE YKa3bIBAlOT HA TO, YTO BUPYC rpUMMNa
LUMPKYJIUpPYET B OOLIEH MOy IsALuu.

YyBCTBUTENBLHOCTD LIMPKYJIUPYIOLIMX LITAMMOB BUPYCa I'PUINA K OCEIbTAMUBUPY MOXKET
CHJIBHO BapbUpoOBaTh (CM. paszzen «PapMakoorHueckue CBOMHCTBay, nopasael
«DapMaKoIMHAMUKA», MYyHKT « PE3UCTEHTHOCTHY).

Takum o6pa3om, npu Ha3HAYEHUH Npenapara HeoOXOIMMO YYUTHIBATh CAMYIO MOCJIEAHIOK
JOCTYNHYIO HHYOPMALIMIO O YYBCTBUTEILHOCTH LIMPKYJIMPYIOIIETO BUPYCa K OCEIbTAMUBHUDY.
Taocenoe conymemeyrowee 3abonesanue

JlanHble 0 6e30macHOCTH U 3)HEKTUBHOCTH PUMEHEHHUS OCEIbTAMUBUPA y TIALMEHTOB C
JIOCTaTOYHO TSXKEJIBIM COMYTCTBYIOLIMM 3a00JIEBAHUEM WJIM HECTAOUIIBHBIM COCTOSIHUEM,
NpeAnoaaraM roCIUTaIN3aLHI0, OTCYTCTBYIOT.

lHayuenmol ¢ ocrabnreHHbIM UMMYHUMEMOM

D¢ PexTUBHOCT OCENbTAMUBUPA NP JICYEHUH WK NPOQUIIAKTUKE MPUIIA Y NALUEHTOB ¢
oc1ablIeHHbIM UMMYHHMTETOM YETKO HE YCTaHOBJIEHA (CM. pazaen «DapMakoJOrHyecKue
CBOWCTBay, nozapasen «@apMakoaiHamMuKa). OIHAKO y B3pOCIIBIX MALMEHTOB € OCIA0JIEHHBIM
MMMYHHUTETOM JIEYEHHUE IPUNINA CIeyeT NMPOBOAUTH Ha npoTskeHuu 10 qHel, Tak kak
KJIMHUYECKHE UCCIIeI0OBaHuUs Mpu 6oJiee KOPOTKOM KypCe Tepaniu HE MPOBO/IUIIUCH.

Cepoeunasi/OvixamenoHas HeOOCMAMOYHOCHIb
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DddexTUBHOCTL OCceNbTaMUBUPA MPH J€YEHUU WU NMPO(UIIAKTUKE IPHUINA Y NALUEHTOB C
XPOHMYECKOH CepAeUHON W/UIM /IbIXaTeJIbHOM HEI0OCTATOYHOCTBHIO HE YCTaHOBJIEHA. B 1aHHOMN
NOMYJISILIMY NALMEHTOB YaCTOTa BOBHUKHOBEHUS OCJIOKHEHUH Oblla CONOCTaBMMA B TPYIIIe
JieYeHus U rpymnmne mianedo.

Jlemu

JlaHHbIE U151 ONpeiesieHnst 103bl Y HEIOHOLIEHHBIX AeTeH (MOCTKOHLENTYallbHbIH Bo3pacT <36
HeJleNlb) OTCYTCTBYIOT.

Ioyeunasn neoocmamoynocms maAdNCeN0U CmeneHu maxicecmu

Y B3poCIIbIX NALMEHTOB U NMOAPOCTKOB (13-17 n1eT) ¢ TAKEION CTENEHbBIO TOYEYHON
HEJJOCTATOYHOCTH TMPH JICUEHUH U NMPOPUIAKTUKE TPUIITIA PEKOMEHIYETCSI KOPPEKLHS A03bl.
KnuHuueckue 1aHHble 1151 KOPPEKLIMH 103bl y MIIaJIEHLIEB U JieTel (B Bo3pacTe oT 1 roga u
CTapilie) ¢ NOYEYHON HEJOCTATOYHOCTBIO OTCYTCTBYIOT (CM. paszeibl «Crnocol npuMeHeHus U
J103bI» U «DPapMaKoIorHiecKue CBOWCTBay, nojapaszaes «PapMakOKMHETUKAY).
Ilcuxonesponozuyveckue HapyueHus

V nauueHToB (B OCHOBHOM Y JIeTel U MOJPOCTKOB), MPpUHMUMaBLIKX Tipenapat Tamudo®, Gbuin
3aperucTpUPOBAHbI ICUXOHEBPOJIOrHuecKkue HapyuieHus. [10100HbIe NCUXOHEBPOJIOrHUYECKHE
HapYIICHHS TaK )K€ OTMEYEHbI Y NALMEHTOB C MPUITIOM, HE Moy4aBux npenapar Tamupmo®.
Crnenyer TiaTebHO MOHUTOPUPOBATH MALMEHTOB Ha MPEIMET U3MEHEHUI B MOBE/ICHUH, PUCK U
10J1b3a NPOAOJKEHHS TEPAMU JA0JKHbBI ObITh OLEHEHBI VI KaXK/I0ro NalyMeHTa WHUBHYaIbHO
(cm. pasnen «ITobouHoe nelcTBUEY).

Hucempyxyuu no npumenenuio, 00pawjeHuI0 u YHU4mMoiCeHuo

[Tonananue eKapCTBEHHBIX MPENAPATOB B OKPYKAIOLLYIO CPEAy JOKHO ObITh CBEIEHO K
MuHMMYMY. He cienyer yrunusupoBaTh npenapar ¢ NOMOLIbIO CTOYHBIX BOJ HJIM BMECTE C
ObITOBBIMU OTX0JaMH. [10 BO3MOXKHOCTH HEOOXOAMMO UCIONB30BaTh ClEUaIbHbIE CHCTEMBI

JUIS YTHJIA3aluHU JICKAPCTBEHHBIX MPETapaToB.

Bausinue Ha cOCOOHOCTH YupaBJjsaTb TPAHCHOPTHBIMH CPEACTBAMH, MEXaHU3MaAMHU
HpenapaT HE BJIMACT, 1100 OKa3bIBaET HE3HAUYMTEILHOE BIMSHKUE HA CIIOCOOHOCTD yhpaBJisiTb

TPaHCMIOPTHBIMU CPEACTBAMU U MEXAHHU3MAMU.

®opMma BbINyCKa

Kancynbt 75 mMr

ITo 10 kancyn B KOHTYpHYIO TYEHKOBYIO YNAaKOBKY (O1McTep), U3rOTOBJIEHHYIO U3 TPUILIEKCa

(TMBX/AI2MIBJAX) 1 donbru antoMUHUEBON. | 6McTep BMECTE C MHCTPYKLMEH 10 TPUMEHEHHUIO
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TMOMEIAKT B KAPTOHHYIO MAa4Ky. C 1enbo KOHTPOJIs IIEPBOro BCKPBITHA HA MaYKy HAHOCUTCH

3allMTHas rojorpaduueckas HakjehKa.

Cpok roaHocTu

7 net. He MPUMEHATD 110 UCTCUYCHHUHU CPOKA rOIHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YeaoBusi XxpaHeHHust
[Tpu Temnepatype He Bbite 25°C.

XpaHl/lTb B HEAOCTYIMHOM Ui JIeTel MecTe.

YcaoBusi oTnycka

OTITyCKaIOT MO peLenTy.

Buaagenen PerucrpannoHHOro y10croBepeHus
@. Xoddmanu-Jls Pow JIta., lseiinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoguTe/ b
®. Xopdmann-JIs Pou JiTa., liBelinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

Cenexcu CAC, Opanuus

Cenexi SAS, 52 rue Marcel et Jacques Gaucher, 94120 Fontenay-sous-Bois, France

Hendapm Munano C.p.J1., Utanus
Delpharm Milano S.r.1., Via Carnevale 1, 20090 Segrate, Milano, Italy

®acoBmHK (MePBHYHAS YIIAKOBKA)
®. Xopdpmann-Jlsa Pow Jlta., IIBeiinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

Jendpapm Munano C.p.J1., Utanus
Delpharm Milano S.r.1., Via Carnevale 1, 20090 Segrate, Milano, Italy
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YnakoBmuk (BTOpHYHAsI/MOTPeOHTEILCKAS YIAKOBKA)
@. Xopdmann-JIsa Pouw Jitn., Hseiinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

Jenpapm Munano C.p.J1., Utanus
Delpharm Milano S.r.l., Via Carnevale 1, 20090 Segrate, Milano, Italy

OAO «Dapmcranaapt-JlekcpencTay, Poccus

305022, Poccus, r. Kypck, yi. 2-1 ArperartHas, 1.1a/18

Brinmyckaiomuii KOHTPOJIb Ka4ecTBa
@. Xopdpmann-JIs Pour JiTa., LiBeiinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

O. Xopdmann-JIs Pou Jlta., Lseiinapus
F. Hoffmann-La Roche Ltd, Viaduktstrasse 33, 4051 Basel, Switzerland

OAO «®apmcranaapt-Jlekcpencta», Poccus

305022, Poccus, r. Kypck, yi. 2-1 ArperartHas, a.1a/18

IIpemen3suu nompebumene nanpaeisimo 6 komnanuio AO « Pow-Mockea» no aopecy:
107045, Poccus, r. Mocksa, TpyOHas miowmae, 1. 2, noMmeuienue 1, stax 1, komHara 42
Ted. (495) 229 29 99, dakc (495) 229 79 99

unu yepe3s popmy o6pammoil ces3u Ha caime:

www.roche.ru

B cnyuae ynaxoexu na OAO «@apmcmanoapm-Jlekcpeocmea» npemenzuu nompeoumeneii
Hanpaesams no aopecy.

305022, Poccus, r. Kypcek, yi. 2-1 ArperatHas, 1.1a/18

Ten./dake: (4712) 34 03 13

Henust kayecrsa JIC
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