COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 27.06.2025 N= 15954

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

OcenbTaMuBHUp, 75 MT, KarcyJbl.

2.  KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

JleficTBy1o1II€€ BELIECTBO: OCEIBTAMUBUP.

Kaxxnas karcyna cogepxut 75 Mr ocenbramuBupa (B Buae Gocdara).

[TonHbIl nepeueHb BCIIOMOIaTeNIbHBIX BEIECTB NPUBEIEH B pa3zeie 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

Kamncysr.

TBepaplie xenmaTuHOBBIE Karcyasl Ne 1 ¢ KopiycoM M Kpblmedkoi 6enoro msera. Conepxumoe
KaIrlcyJj — MOPOIIOK 0e10ro 1y 0enoro ¢ xKeaToBaTbIM OTTEHKOM I[BETA.

4.  KIMHHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPMMEHEHUIO

OcenbTaMuBHp NOKa3aH K IPUMEHEHUIO JUISL:

® JIeueHHs TpUINa Y B3pOCIBIX U JIeTel B Bo3pacTe oT | rona,;

e Npo(UIAKTUKY I'PUIMIA Y B3POCIBIX U MOJPOCTKOB B BO3pacTte crapuie 12 jer, HaXOoAsUuXcs
B IpyNnax IMOBBIIIEHHOTO PUCKAa MH(DUIMPOBAHMS BUPYCOM (B BOMHCKHUX YaCTAX U OOJIBIINX
IPOM3BOJICTBEHHBIX KOJUIEKTHBAX, Y OCJIa0JIeHHBIX MAallUEHTOB);

e npoUIAKTUKU Ipunna y aere crapue 1 roaa.

4.2. PeuM 103UPOBAHMSA U CNIOCOO MPUMEHEHUs

PexxuM 103upOBaHus

Bspocnvie

Jleuenue

[Tpuem mpenapara HeOOXOUMO HAUMHATH HE TIO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHSI CHMIITOMOB
3a00JIeBaHUA.

PexoMennyemas no3a: mo 75 mr 2 pa3a B CYTKH BHYTPb B T€UEHHUE 5 THEW. YBEIWYECHHE HO3bI
6osee 150 MT/CyTKHM HE MPUBOUT K YCHIICHHIO Y DeKTa.

Hpodunaxmuxa

[Tpuem mpenapara HEOOXOAMMO HAaUYMHATH HE MO3JHEe 2 CYTOK IOC]e KOHTAKTa ¢ 3a00JIeBIIUM
YEJIOBEKOM.

Pexomennyemas no3a: mo 75 mMr 1 pa3 B CyTkM BHYTph B TeueHue He MeHee 10 gHel mocie
KOHTaKTa ¢ 3a00JIEBIINM YeTIOBEKOM. Bo BpeMst Ce30HHOM »muaeMuu rpurrma — o 75 mr 1 pa3 B

CyTKH B TeueHue 6 Henenb. [Ipodumnakrnyeckoe AEWCTBUE MPOIOIIKAETCS CTOIBKO, CKOJBKO
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JUTUTCS TIPUEM Ipernapara.

Oco0BbIe IPVIIILI TAIKEHTOB

THayuenmoi ¢ nopasicenuem novex

Jleuenue

[Taruentam ¢ KiIMpeHCOM KpeatnHuHa Oosiee 60 MIJI/MHH KOpPpeKIMH A03bI He Tpedyercs.
Y mamueHToB ¢ KIupeHcoM KpearnHuHa OT 30 1o 60 MII/MUH 703y OCElbTaMHUBHpa CIEIYET
ymeHbuTh 10 30 Mr gBa pasa B CyTKM B TeueHHe S5 nHel (cMm. pazgen 6.6., monpasnen

«OIKCTEMITIOPATLHOES IPUTOTOBICHUE CYCIICH3UH OCCJ'II)TaMI/IBI/IDa»).

VY manueHToB ¢ KiMpeHcoM kpeatnHuHa OT 10 mo 30 Mi/MHH 103y OCelnbTaMUBHUpA CIIEAYET
yMeHbIUTh 10 30 Mr oiMH pa3 B CyTKH B TedeHue 5 aHeil. [lanmenram, Haxomsummcs Ha
MOCTOSTHHOM T€MOJIMajinu3e, OCEeIbTaMUBHP B MEpPBOHAYAIBHOU 03¢ 30 MI' MOKHO NMPHUHATH 0
Hayajga JMain3a, €Clid CUMIITOMBI TPUIINA MOSBHIMCH B T€YeHHE 48 4acOB MEXKIYy ceaHCaMH
muanuza. Jns momnep)kaHUs IIa3MEHHOW KOHLIEHTpAallMM Ha TEpaneBTUYECKOM YPOBHE
OCEJIbTAMHUBHUD cleAyeT npuHuUMaTh 1mo 30 Mr mocie Kaxaoro ceaHca auanusa. llamumenTtam,
HaxXOJAIIMMCS HAa T[EPUTOHEATHHOM JHalM3€, OCEIbTAMUBUD CJEAYeT NpPUHUMATh B
nepBOHaYaIbHOM J103¢ 30 Mr J0 Hayajga NpoBEACHUS auain3a, 3aTeM 1o 30 Mr Kaxxaeple 5 aHEH.
dapMaKOKMHETHKA OCelbTaMUBUpA Y TMAalUEeHTOB C TEPMHUHAJIBHOW CTaaueld MOYEHHON
HEJ0CTAaTOYHOCTHU (C KIMpeHCOM KpeaTuHMHA < 10 MJI/MMH), HE HaXOAAIIMXCS Ha AMATU3E, HE
u3ydanachb. B CBSI3M C 3TUM pPEKOMEHJAlMM TIO0 JO3MPOBAHUIO y JAHHOM TPYMIBI MAIlUEHTOB
OTCYTCTBYIOT.

TIpodunaxmuxa

[Tatiuentam ¢ KIUpeHCOM KpeaTWHMHaA Oosiee 60 MII/MUH KOPPEKIMH J03bI HE TpeOyeTcs.
VYV manueHToB ¢ KiaUpeHcoM kpeatnHuHa oT 30 mo 60 Mi/MHH 103y OCelbTaMUBHUpA CIEAYET

yMeHbIMTh A0 30 Mr oaMH pa3 B CyTKU (cM. paszen 6.6., moapasnen «OKCTeMIOpalbHOEe

OPUTOTOBJICHUEC CYCIICH3UN OCCHLTaMI/IBI/IDa») .

VY marnueHToB ¢ KiaupeHcoM kpeatuHuHa oT 10 10 30 MI/MUH PEeKOMEHIYETCSI YMEHBIITUTD 03y
ocenpTamuBrpa 10 30 mr yepes aeHb. [lanenTam, HaxoAAIUMCS Ha MIOCTOSHHOM Te€MOANaIN3e,
OCelIbTAMUBUD B TNI€pBOHAUadbHOM J03¢ 30 Mr MOXHO TMPUHATH JO Hauyajga Jguain3a
(«1-# ceancy). [nst momnepkaHus MIa3MEHHOW KOHIIGHTpAIlMM Ha TEPareBTUYECKOM YpPOBHE
OCEJIbTAMHUBUD CJIEAYyEeT MPUHUMATH 110 30 MTI MOCEe KaXKI0T0 IMOCIEAYOIIEr0 HEYETHOIO Ceanca
nuanusa. [lanueHtam, HaxoASUNIMMCS Ha TEPUTOHEATBHOM [IHAIU3€, OCEIbTAMUBHUP CIEIYET
MpPUHUMATh B MEpBOHAuYaIbHON 03¢ 30 MI 10 Hayaia MpoBEACHUS auanu3a, 3areMm mo 30 mr
Kaxable 7 nHed. DapMakOKMHETHKA OCEIbTAMUBHPA y NALKMEHTOB C TEPMUHAIBHOW CTaaueu
MOYEYHON HEJOCTATOYHOCTU (C KIUpEeHCOM KpeaTMHMHa < 10 MJI/MHH), HE HaXOISAIIMXCS Ha

IUanuse, He u3ydaliach. B CBSI3W ¢ 3TUM pEeKOMEHAALMU MO JAO3MPOBAHUIO Y TAHHOM TPYIIIbI
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MAIMEHTOB OTCYTCTBYIOT.

Tayuenmui ¢ nopasicenuem nevenu

Koppekmuu 10361 U JICUSHUH U MPOPUITAKTUKE TPUNTA Y TAIMEHTOB ¢ HAapyIIeHUeM (YHKIIUN
IICUEHH JIETKOM U CpeJHeN CTeNeHH TSHKECTH He TpeOyeTcs. bezomacHocTs U (papMaKOKHMHETHKA
ocelbTaMUBUPA y NALIMEHTOB C TSDKENIBIMU HapyIIEHUSAMH (QYHKIIMM IEUYEHU HE U3y4allach.
THayuenmuwr nodicunoz2o u cmapuecko2o ozpacma

Koppexmuu 10361 U1 TpoUIaKTUKA WK JICYSHUS TPHIINA HE TPeOyeTCs.

Tayuenmoi ¢ ocnabrennviM uMMyHUmMemoMm (nocie mpancnaanmayuu,)

Jleuenue

PexoMmeHn0BaHHAsT NPOAOKUTEIBHOCTh  TEpalMM  OCENbTAMUBUPOM y MAllMEHTOB C
ociabieHHBIM UMMyHHMTETOM cocTaBisger 10 nnell. Koppekuumm no3pl He TpeOyercs
(cm. paszgen 4.8. u vactp 5.). [Ipuem mpenapara HEOOXOAUMO HAYMHATH HE MO3JHEE 2 CYTOK C
MOMEHTA Pa3BUTHsI CUMIITOMOB 3a00JI€BaHHU.

Cesonnas npoqbwzakmuka

Jist ce30HHON MPO(HIAKTHKY TPUIITIA Y MAIMEHTOB C OCIa0JIEHHBIM HMMYHHTETOM B BO3pacTe
> 1 roga — B TeueHue 12 Hezenb, KOPPEKLMH JJ03bI HE TpeOyeTcs.

eTH
Iloopocmxu 6 6o3pacme om 12 0o 18 n1em
Pexxum no3upoBaHMsl y MOJPOCTKOB B Bo3pacte oT 12 go 18 yer He oTiMyaeTcss OT pexuma
JIO3UPOBAHUs y B3POCIIBIX 10 BCEM 3asiBJICHHBIM IOKA3aHUAM K IIPUMEHEHHUIO.
Hemu 6 6o3pacme om 1 200a do 12 nem
Jleuenue
[Tpuem npenapara HeOOXOMMO HAUMHAThH HE MO37HEE 2 CYyTOK C MOMEHTa Pa3BUTHS CUMIITOMOB
3a00JIeBaHMUA.
Jetu ¢ maccoil Tena > 40 Kr, KOTOpbIE YMEIOT MPOTIaThIBaTh KaICYJIbl, TAKXKE MOTYT IOJy4aTh
JIeYeHHE, IPUHUMAs 110 OJTHOMU Karcyse 75 Mr 2 pa3a B CyTKH B T€UEHHUE 5 THEH.
Hns mereit B Bo3pacTte OT 1 roma BO3MOXKHO 3KCTEMIOPAIbHOE MPUTOTOBJICHUE CYCIIEH3UH C

UCMOJNb30BaHUEM Karcyn 75 wMr (cm. pazzgen 6.6., moapaszznen «OKCTEeMIOPAIbHOE

OPUTOTOBJICHHUE CYCIICH3UNU OCGJ’ILTE[MI/IBI/IDED)).
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HIDKETIPUBEICHHOM TabmuIle:

PexomengoBanHas 103a Ha KoanuecTBo cmecHn
Macca Tej1a
OIMH MpUeM oceJIbTAMUBHPA HA OUH MPHEM
<15«kr 30 mr 2 M
> 15-23 xr 45 Mr 3 M
> 23-40 kr 60 mr 4 M
> 40 kr 75 mr 5 M

[Ipodunaxmuxka

[Tpuem npenapara HEOOXOAUMO HAauMHATh HE MO3JHEE 2 CYTOK I10C/Ie KOHTAKTa C 3a00JIeBILIUM
YEJI0OBEKOM.

Jetu ¢ maccoii Tena > 40 Kr, KOTOpbIE MOT'YT MPOTJIaTbIBaTh KaIlCyJibl, TAKKE MOTYT IOJy4aTh
npopMIAKTHYECKYIO Tepaluio, IpUHUMas 10 OAHOM Kamcyne 75 mr 1 pa3 B CyTKH B TE€UEHUE
10 guen.

s nereit B Bo3pacte oT 1 roga BO3MOXKHO 3KCTEMIIOPAJIbHOE MPUTOTOBJIEHUE CYCHEH3UU C

UCIIOJIb30BaHWEeM Karicyln 75 wmr (oM. pazgen 6.6., moapasgen «IKCTeMIIOPaIbHOE

OPUTOTOBJICHUEC CYCIICH3UN OCCHLTaMI/IBI/IDa») .

[Tpumensats ocenbramMuBHp cienyer | pa3 B cyrku B TeueHue 10 pgHeW cormacHo

HIDKEIIPUBEICHHOM Tabmuie:

KoauuecTBOo cMecH
PexoMengoBaHHada 1032 HA
Macca Tesaa 0CeJIbTAMUBHPA HA OAMH
OIMH NpUeM
npueM

<15«kr 30 Mr 2 MII
> 15-23 kr 45 mr 3 MiI
> 2340 kr 60 M 4 M1

> 40 kr 75 Mmr 5 M

Hemu 6 6o3pacme om () 0o 1 200a
bezonacHocTh M 3 heKTHBHOCTH mpenapata OcenbTaMUBHp Y JAeTeld B Bo3pacte ot 0 1o 1 roma
Ha JJaHHBI MOMEHT He ycTaHOBIIeHBI. OcelbTaMUBHUD HE CeIyeT Ha3HaYaTh ASTSIM 70 1 roja.

Crrocob nmpruMeHeHus

BHYTpL, BO BpCM: €1bl NJIM HE3aBUCUMO OT IMPUCMaA IMUIIH.
HepeHOCI/IMOCTB npenapara MOXHO YJIYUlIUTh, CCJIIM MIPUHUMATL €ro BO BPEMA CJIbI.

B cnydasx, koraa y B3pocibIX, MOJAPOCTKOB U JETEH CYIIECTBYeT mpoljemMa ¢ MporiaTbiIBaHUEM
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(MakcumanbHO 1 uyaliHasg JI0kKKa) MOAXOMALIET0 IOJCIALIEHHOTO MPOAYKTa IUTaHUS
(LIIOKOJTATHBINA CHPOII C HOPMAaJIBHBIM COJIEp)KAaHHEM caxapa Win 0e3 coaep)kaHus caxapa, Mel,
CBETJIO-KOPUYHEBBIM caxap WJIM CTOJOBBIM caxap, pacTBOPEHHBIH B BOJE, CIaJKUM Jaecepr,
CTYILIEHHOE MOJIOKO C caxapoM, 0JI0UHOE MI0pe WK HOTypT) AJsl TOrO, YTOOBI CKPBITh TOPbKUIA
BKyc. CMech HEOOXOIMMO TIIATEIBHO MEpeMelIaTh M JaTh MaluueHTy neiaukoM. Crenyer
IPOIJIOTUTH CMECH CPa3y K€ M10CJI€ IPUTOTOBIECHMSL.

WMHCTpYKIMH 10 SKCTEMIIOPaIbHOMY IPUIOTOBJIEHHIO CYCIIEH3MM OCEIbTAMUBHpA IEpeN
MIPUMEHEHUEM CM. B pazjiene 6.6.

4.3. TIpoTHBOMOKA3aHMSA

e [ UnepuyBCTBUTEIBHOCTh K OCEIbTAMHUBUPY MJIM K JIFOOOMY M3 BCIIOMOIaTEJIbHBIX BELIECTB,
NIEPEYUCIICHHBIX B pazzene 6.1.;

® TePMHHAIbHAS CTAUs MIOYEYHON HEJOCTATOYHOCTH (KJIMpeHC kpeaTnHuHA < 10 Mi1/MHH);

® TspKelslas IeYeHOYHAsk HeI0CTaTOYHOCTb.

4.4. OcoOble yka3aHHSI M Mepbl PEJOCTOPOKHOCTH NIPH NPUMEHEHUHU

OcenpTamMuBHp YPPEKTUBEH TOJBKO B OTHOIICHUU 3a00JI€BaHMSI, BHI3BAHHOTO BHPYCOM TPHIIIIA.
Jannbpie 00 3¢ (GEeKTUBHOCTH OCeIbTaMHUBHMpa NMPH TEpanuu 3a0osieBaHUll, BbI3BAHHBIX HHBIMU
areHTaMu, OTCYTCTBYIOT (cM. pazaen 5.1.).

Ocenvmamugup He A611€mMcA 3aMeHOIl AKUUHAYUU.

Hcnonp3oBaHne ocenbTaMUBUpPAa HE JOJKHO BIIMATH HA OLIGHKY MAllMEHTOB MPU MPOBEICHUU
€XXET0IHOM BaKIMHAIMY IPOTUB PUIIIIA.

3amuTa OT TpUNIa JUIMTCS TOJIBKO J0 TEX MOp, OKA MPUMEHSETCS OCEIbTAMUBHP.

[Ipenapar cineayeT MCNONB30BaTh TOJNBKO JUISl JIEUEHUS U MPOQMIAKTUKU TPUIMINA U TOJBKO B
cllydae, e JOCTOBEpPHBIE SMHUIEMUOJIOTHYECKUE JaHHbBIE YKA3bIBAIOT HA TO, YTO BUPYC I'pUINa
HUPKYJIUPYET B OOIIEH MOMyIAIUH.

YyBCTBUTENBHOCTh LMPKYJIHUPYIOIIUX IITAMMOB BHpyca TpUINla K OCEIBTAMUBHUPY MOXKET
CHJIbHO BapbHpOBaTh (CM. pazzen S.1., myHKT « Pesucmenmuocmo).

Takum o0Opa3zom, MpU Ha3HAUEHUHU IMpernapaTa HEOOXOAMMO YUHUTHIBATh CaMylO IMOCJEIHIOI
JOCTYIHYIO HH(POPMAIIHMIO O YYBCTBUTEIBHOCTH LIUPKYIUPYIOLIETO BUPYCa K OCEIbTaMUBUPY.

Tspxemoe conyTcTBYIOIIEE 3a00ICBaHIE

Jannsle o Oe3omacHOCTH U 3((EKTUBHOCTH NPUMEHEHHUS OCelIbTaMHMBHpA Yy MAIMEHTOB C
JIOCTaTOYHO TSKEJIBIM CONYTCTBYIOIIMM 3a00JIEBaHWEM WM HECTaOWJIbHBIM COCTOSIHHEM,
IIpEII0JIaratoiMM FOCIUTAIN3ALNI0, OTCYTCTBYIOT.

HaHI/IeHTBI ¢ 0ca0JIeHHBIM UMMVYHHUTCTOM

O} PexTuBHOCTh OCeNbTAMUBHpPA MPHU JIEYCHUH WU NPO(QUIAKTHUKE TPUIINIa y MAlUEHTOB C

5
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0CJIa0JICHHBIM UMMYHHUTETOM YETKO HE YCTaHQBJICHA ('(UM D';%T%TEE%‘EIH&TKC-) e B?b'O%J‘IBIX

“MEPTHOMY OTYETY

MAIUEHTOB C OCJIA0JIEHHBIM UMMYHHUTETOM JICYCHHUE TPUIIIA CICAYET MPOBOIUTH HA MPOTSHKEHUU
10 nmHei, Tak Kak KIMHUYECKHE HCCICIOBAaHUS TpH Oojiee KOPOTKOM Kypce Tepanmuud He
MIPOBOMIIUCE.

CeDI[G‘IHaH/ AbIXaTCJIbHAsg HEAOCTATOYHOCTD

D¢ dekTuBHOCTH OCeTbTaAMUBUpPA MPU JICUYCHHHM WIM NPOQWIAKTUKE TIpUNNa Yy MalUeHTOB C
XPOHMYECKON CepACUHON /WM JbIXaTeIbHONW HEJIOCTaTOYHOCTHIO HE yCTaHOBIEHA. B maHHOM
HOMYJSALUKY MAIMEeHTOB 4YacTOTa BO3HMKHOBEHHUS OCIIOKHEHHMH Obl1a collocTaBUMa B IpyIie
JeYeHMsl U Tpynie mnianedo.

IloyeyHas HETOCTATOYHOCTD TSYKEJION CTENEHU TSYKECTU

Y B3pOCHBIX TMAlMEHTOB W TOAPOCTKOB (13-17 15er) ¢ TsHKeNOW CTENeHbIO MOYeYHOM
HEJOCTAaTOYHOCTU TpU JIEYCHUH U NPOPUIAKTHKE TPHUMNA PEKOMEHIYETCS KOPPEKIHS IO3bI.
Knunuueckue naHHble A1 KOPPEKLUMU J03bl Y MIIAJEHIIEB U JeTeil (B Bo3pacte OoT 1 roma u
cTapmie) ¢ TIOYeYHOW HEJIOCTAaTOYHOCThIO OTCYTCTBYIOT (cM. pazmen 4.2. u  5.2.).

HCI/IXOHGBDOHOFI/I‘-IGCKI/IG HapYIICHUA

VY mnanueHToB (B OCHOBHOM Yy JET€ M MOAPOCTKOB), MPUHMMABIIUX OCEIbTAMHUBHUD, OBbLIN
3apErUCTPUPOBAHBI TICHXOHEBpOJIOrHUeckue HapyuieHus. [1omo0HbIe MCHXOHEBPOIOTUYECKUE
HapyIIeHUs TaK >X€ OTMEUEHbl Yy TAIMEHTOB C TPHUIIIIOM, HE TMOJY4YaBIIUX OCEIbTaMHUBHP.
Crnenyer TmateabHO MOHUTOPHUPOBATH MAIIMEHTOB HA MPEIMET U3MEHEHUN B TIOBEICHUH, PUCK U
MOJIb3a MPOJIOJDKEHUS TePANTUU JOJKHBI ObITh OIEHEHBI IS Ka)K0TO MallMeHTa WHANBUAYAIBEHO
(cm. pazmen 4.8.).

eTH
Janubie st ompenereHuss 03bl Y HEJIOHONICHHBIX JeTei (IMOCTKOHLENTYaJIbHBIM BO3PacT
< 36 Henesb) OTCYTCTBYIOT.
4.5. B3aumopeiicTBHe ¢ APYrMMH JIeKADCTBEHHBIMH IMpenapaTaMd M [pyrue BHUAbI
B3auMoOAeHCcTBHSA
dapMaKOKMHETHYECKHE CBOMCTBA OCEIbTAMUBHPA, TAKHE KaK €r0 HU3Kasl CTETICHb CBA3BIBAHUS C
Oenkamu ¥ MeTabonu3M, He 3aBUCHMBIA OT uzodepmenta CYP450 u cucteMsl TIIOKYpOHHA3
(cm. pasgen 5.2.), He HmAIOT OCHOBAaHUM MpeNNoJjiaraTh HAJIMYUE KIMHUYECKH 3HAYUMBIX
B3aMMO/JICUCTBUI MO YKa3aHHBIM MEXaHU3MaM.
[IpoGenenma
Koppekuuu 110361 TpU OAHOBPEMEHHOM TMPUMEHEHHH C TPOOCHENUIOM Y TMAalMeHTOB C
HOpManbHOU (pyHKIMEH mouek He TpedyeTrcs. OJHOBpEeMEHHOE NMPUMEHEHHE C MPOOCHEIUI0M,
MOIIIHBIM HUHTUOUTOPOM aHUOHHOM KaHAJIBIIEBOW CEKPEIIUU B TIOYKAX, TPUBOIMT K ~ 2-KpaTHOMY

YBCIUYCHHUIO OKCIIO3UINH aKTUBHOI'O MeTaboInTa OoCClIbTaMHBHPA.
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AMOKCHIIMIUINH

Kunernyeckoe B3auMMOJEICTBUE OCEIbTaMUBHpPAa M aMOKCULMIJUIMHA (BBIBOISILEIOCS TEM K€
IyTE€M, YTO U OCENbTAMUBHP) OTCYTCTBYET. [Ipenmnonaraercs, 4yTo KOHKYpEHLUsl OCEIbTaMUBHUpa
3a BbIBEJICHHE IIOYKaMHU ciaalasi.

BriBenenue ¢ Mo4oit

MaJIOBepOSITHBI KIIMHUYCCKU 3HAYUMBIC MCIKIICKAPCTBCHHBIC BSaI/IMOI[efICTBPISI, CBA3aHHBIC C
KOHKYPEHIIMEH 3a KaHAJIBLEBYIO CEKPELHI0, TPUHUMasi BO BHUMAaHUE pe3epB OE€30MaCHOCTH IS
00JBIIMHCTBA TOJJOOHBIX MPENapaToB, IIyTH BbIBEJCHUS aKTUBHOIO METab0JINTa OCEIbTaMUBUPA
(ki1yOoukoBast (GWIbTpallMs M aHUOHHAs KaHAJIbLEBAs CEKpeLus), a TakKe BbIBOISILLYIO
CHOCOOHOCTh KaxJaoro u3 myredl. OAHAKO NPUMEHSATh OCEIbTaMUBUP B KOMOMHALUU C
npernapaTtaM, HMEIOLMMHU  y3KYH0 IIMPOTY TEpareBTUYECKOro JEeWCTBUS  (Hampumep,
XJIOpPIPONaMUJ], METOTpeKcaT, peHnn0yTa3oH), HEOOXOMMO C OCTOPOKHOCTBIO.

JlonOJIHUTEIbLHAS I/IHd)ODMaI_II/IH

He oOnapyxeHno (apMakKOKHHETHYECKHX B3aUMOACUCTBUI MEXIY OCEIbTAMHUBUPOM WIIH €ro
OCHOBHBIM META0O0JUTOM IIPU OAHOBPEMEHHOM IPHUEME C MapaleTaMOJIOM, alleTHIICATUIIIOBON
KHCJIOTOW, IIMMETHIWHOM, AaHTallUJHBIMU CPEICTBAaMU (MarHWsi M AaJFOMHHUS THIPOKCHUI,
KaJbpIusl KapOoOHAT), pUMAHTAIUHOM WU BappapuHOM (y HAIlMEHTOB 0e3 IpuIlla, CTaOMIbHBIX
Ha BapdapuHe).

4.6. @epTUIbHOCTH, 0EPEMEHHOCTH U JAKTALUS

bepemeHHOCTD

HeGnaronpusiTHelii McX0x OEpEeMEHHOCTH W AHOMAJIMM PAa3BUTHS IJIOAA, a TaKXKe pPHCK
CEphE3HBIX BPOXKACHHBIX MOPOKOB PA3BUTHS, B TOM YHCJIE€ BPOXKICHHBIX ITOPOKOB Cepla,
CBsI3aHbI C 3a00JIEBAaHUEM T'PUIIIIOM.

BonbIioe KOIMYECTBO JaHHBIX O BO3/ICHCTBUU OCEIbTAMHBHPA y OEPEMEHHBIX JKEHIIUH B X0
NOCTPETUCTPALIMOHHOTO TNPUMEHEHHsT H HaOIoJaTeNbHBIX uccienoBanuii  (6oxee 1000
MAIMEeHTOB Ha TIEPBOM TpUMECTpe OEPEMEHHOCTH) HE YKA3bIBAIOT HU HA TIOPOKH PAa3BUTHS, HU Ha
(beTo/HeoHaTAIbHYIO TOKCUYHOCTh OCEJIbTaMUBHPA.

OnmHako B OJHOM HaONIONATENBHOM HCCIICAOBAHUU PE3YNbTaThl OLEHKH pHUCKA DPa3BHTHUS
TSDKENBIX BPOKACHHBIX MOPOKOB CEp/lla, AUArHOCTHPOBAHHBIX B TEYEHUE 12 MecsleB IMocie
pOXJIeHUs], He OBLTH OJJHO3HAYHBIMH, XOTSI OOIIMK PHCK TTOPOKOB Pa3BUTHS U HE OBLIT YBEIWYCH.
B nmaHHOM wWcClieZIOBaHWUM YacTOTa Pa3BUTHS TSDKEIBIX BPOXKICHHBIX TOPOKOB CEpAla ITOCIe
NPUMEHEHHS OCeIbTaMUBHpPA B TEUSHHE MEPBOTO TPHMECTpa OepeMeHHOCTH cocTaBisia 1,76 %
(7 mnanenueB u3 397 GepemenHocteil) no cpaBHeHuto ¢ 1,01 % npu GepemeHHOCTH B 00IIEi
nomyisiuy 0e3 MPUMEHEHUsI ocellbTaMuBUpa (OTHOLIeHUe puckoB 1,75, 95 % noBepuTenbHbIN

unrepsan 0,51 1o 5,98).
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Knuanueckoe 3Ha4Y€HHE JAHHOTO pe3yJsbTara Jp KOHua':gel:lﬁ:(.?;lg,‘]rg 'EJIEEL%H&'OJ&H'E I:Ilzﬁv}eno

OTrpaHUYEHHYIO MOIIHOCTb.
Kpome Toro, mccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, UYTOOBI MPOBECTU JOCTOBEPHYIO
OLIEHKY OTJEJbHBIX KaTeropuil TSKEIbIX IOPOKOB PAa3BUTHSL, IPU 3TOM JaHHBIE y >KEHUIMH,
IPUHUMABIIUX U HE NMPUHUMABLIMX OCEJIIbTAMHBHP, HE MOIJIA ObITh IOJHOCTBIO CONOCTABUMBI,
HE3aBUCHMO OT TOTO0, OOJIEIH JI OHH TPUIITIOM.

HccnenoBanus Ha )KMBOTHBIX HE YKa3bIBalOT HAa PENPOAYKTUBHYIO TOKCUYHOCTh OCEJIbTaMUBHpA
(cm. pazmen 5.3.).

[TpumMeHeHue ocenpTaMHUBHpPa IPU OEPEMEHHOCTH BO3MOKHO B Cilydae HEOOXOAMMOCTHU U MOciie
OLICHKM HWMEIoIeicss MHpOpMauuu o Oe30MacHOCTH M Toib3e (MHPOPMALMIO O TOJb3e
IIPUMEHEHHUs Ipernapara y OepeMeHHbIX KEHIIUH cM. B paszene 5.1., nonpaznen «KinHuyeckas

abdexTuBHOCTE U 0€30macHOCTbY, MNYHKT <«Hccredosanus ecmecmeenHol 2epunno3Hou

unHghexyuuy, MOANMYHKT «/leuenue epunna y OepemMeHHbIX HCeHW|UH»), a TaKKe MaTOTeHHOCTU

HUPKYJIHPYIOLIEro ITaMMa BUpyca TPUIIIIA.
JlakTaims

Bo Bpems TOKIIMHMYECKUX HCCIEAOBAaHUN OCEIbTaAMUBHD M aKTUBHBIA META0OIUT MPOHUKAIN B
MOJIOKO JAKTHUPYIOHINX KpbIC. [laHHBIE MO SKCKPELHH OCEIbTAMHBHUPA C TPYAHBIM MOJIOKOM Y
YeJIOBEeKa U MPUMEHEHHUIO OCEIbTaMUBHUPA KOPMSIITUMU KEHITMHAMHU OTPAaHUYCHBI.
OrpaHvyeHHbIE JTaHHBIE TOKA3bIBAIOT, YTO OCEIbTAMHUBUP W €r0 aKTHUBHBI METa0OJHUT B
HEOOJBIIUX KOJMUYECTBAX IMPOHHUKAIOT B TPYAHOE MOJOKO, CO3/1aBas CyOTepamneBTHYECKue
KOHIIEHTpalluu B KPOBH rpydaHoro pebdenka. [Ipm Ha3HaAueHHM OCENbTaMUBHpA KOPMSIIUM
JKEHIIIUHAM CJIeAyeT TaKKe YUYUThIBAaTh WX COMYTCTBYIOIIEE 3a00JieBaHME W TMATOT€HHOCTH
HUPKYJIMPYIONIEro IITaMMa Bupyca rpunma. Ilpm OepeMeHHOCTH W B TEPUOA TPYIHOTO
BCKapMJIMBaHUsl OCEIbTAMUBHUP MPHUMEHSIOT TOJBKO B CIIydae, €ClIu OXuaaemas siBHas I0Jib3a
JUTSL KOPMSITIIeH MaTepy MPeBBIIIaeT PUCK A peOeHKa.

DdepTUIbHOCTD

Ha ocHOBaHWM NOKJIMHHYCCKHX JAHHBIX HE OXXKHJACTCS, YTO OCEIbTAaMUBHD BIHSCT Ha
(GepTUIIBHOCTH MYKUUH HJIH JKEHIIUH (CM. pazaen 5.3.).

4.7. Bausinme Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CpPeACTBAMHM H padoTaTh €
MeXaHUu3MaMHu

[Tpemapar He BiMseT, MO0 OKa3bIBACT HE3HAYMUTEIHHOE BIMSHHE HA CIIOCOOHOCTH YIIPABIATH
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHH3MaMH.

4.8. HexeaaTe/bHbIe peaKIuu
Pesrome npodmis Oe3onacHoCTH

OO6mmit mpodmias 0€30MacHOCTH OCEJIbTAMHUBHpPA OCHOBAaH Ha MaHHBIX 6049 B3pochbIx
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MalMeHTOB/TIOAPOCTKOB U 1473 nmetelt ¢ rpunmom, HOHM&E&&L@Q&%E&H&M@&E :[&jrllé:ﬂflé%o, a

Takke Ha JAaHHBIX 3990 B3pOCHBIX MANMEHTOB/MOJAPOCTKOB M 253 gderei, MOIy4aBIIUX
OCeNbTaMUBUpP WM IJIane00/He TMOJIyYaBIIMX TEPAaNuH B KIMHUYECKUX HCCIEAOBAHMIX I10
npopUIAKTUKE TPUIIIIA.

Kpome Toro, 199 B3pociplXx DalMEHTOB € OCJIA0JCHHBIM HMMYHHUTETOM MOJYYHIIN
OCeNbTaMUBUp Ui JiedeHHs rpumnmna, W 475 NanuMeHToB ¢ OCIabJeHHBIM HMMYHUTETOM
(B Tom umcie 18 gereit, 10 U3 KOTOPHIX MOTy4YadH OCEIbTAMUBHUP M § — IUIane0o0) MOTydUIN
ocenbTaMUBUP WK IUTane0o i Npo(UIaKTUKY TPUIIIA.

VY B3pOCIIBIX NAllMEHTOB/IIOAPOCTKOB Hauboiee 4acThIMU HexkesaTelbHbIMu peakuusmu (HP) B
X0Jle¢ KJIMHHUYECKUX HCCIICJJOBAaHUM JIEYEHHUs] TpuMlna ObUIM TOLIHOTa M pPBOTA, a B XOJE
UCCIIEIOBAaHMIA IO TPOPUIIAKTUKE — TOLUTHOTA.

BonpmmucTBO ykazanHelx HP Oblm 3aperucTpupoBaHbl OJHOKPAaTHO B NEPBBIA MM BTOPOM
JIeHb TEPalUK U CIIOHTAHHO Pa3pelIaIich B TeUEHHE Mocaeayomux 1-2 qHei.

VY nereit Haubosee yacto Bcrpeyatomerics HP Ovina pBora.

VY 6osbIIKMHCTBA NAMEHTOB AaHHble HP He npuBoaMIM K OTMEHE Tepanuy OCeIbTaMUBUPOM.
Cepresnbie HP, nepeuniciieHHble HMXKE, PEJKO OTMEYAIUCh C MOMEHTA BBIXOJA IIpernapara Ha
PBIHOK: aHa(pUJIAKTUUYECKUEe W aHa(UIAKTOMJIHBbIE pPEaKIMH, HAPYIIEHUS CO CTOPOHBI MEYCHU
(pynbMUHAHTHBIN TeNaTUT, HapylleHWe (YHKIMU MEYEHU U KEJITyXa), aHTMOHEBPOTHYECKHI
otek, cuHApoM CrtuBeHca-J/[PDKOHCOHA ¥  TOKCHYECKHH  OSNHAEPMAlIbHBI  HEKPOJU3,
KEITYJOYHO-KAIIEYHOE KPOBOTEUEHUE U HAPYIIEHUS CO CTOPOHBI HEPBHOM CUCTEMBI U IICUXUKH
(cm. paznen 4.4.).

Crnucok He)XenaTeNbHbIX PEaKIUil pecTaBieH B TAOIMYHOM (popMaTe HUXKe.

TabnuuHoe PE3IOME HEXKENATCIILHBIX PEaKINH

Jlis onMcaHUsl 4acTOThl HEXeJIaTeNbHbIX PEAKIMHA HCIOJIB3YeTCs CleayroIias Kiaccu(uKamus:
ouyeHb yacto (> 1/10), gacto (> 1/100, vo < 1/10), mewacto (> 1/1 000, HO < 1/100), pemko
(> 1/10 000, vo < 1/1 000), ouens pemxo (< 1/10 000), yacrora HeusBecTHa (Ha OCHOBAHUHU
UMEIOUINXCS JIaHHBIX OLEHUTh HEBO3MOKHO). COOTBETCTBYIOIIAs KaTeropusi MpPHUCBAaWBAETCS
HEXKENAaTeNbHBIM ~ PEaKlIMsM Ha OCHOBAHWU  OOBEAMHEHHOTO  aHajgh3a  KIMHHUYECKUX
UCCIIE0BAHUMN.

Jleuenue u npogpunakmuxa spunna y 3pocivix u noOpoOCmKoO8

B tabnuue 1 npeacrasnenst HP, Bo3HuKaBiue Hanboiee 4acTo Mpu nprueMe peKoMeH0BaHHOM
JI03bl OCEeNbTAMUBHpPA B MCCIIEOBAHUAX MO MPO(UIAKTUKE U JCUSCHHUIO TPHUIMIA Y B3POCIbIX U
noapocTkoB (75 Mr 2 pas3a B CyTKM B TeueHHE 5 NIHeW and jedeHus U 75 mr 1 pa3 B cyTku
110 6 HeJeNb 1711 TPO(MITAKTHKH).

B wuccnemoBanmsax 1o mpodumiIakThKe Tpurma npodrmib  6e30macHOCTH Yy TAIMEHTOB,
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immipa (754 s BEEURE id 6 i),

ol

MOJIyYaBUINX PEKOMEHIOBAHHYIO JI03y OCENbT:

Ka4C€CTBCHHO HC OTIHNYAJICA OT TAKOBOI'O B HCC

OoJiee NIUTEIbHBIN IPHEM IIpenapaTra.

JICAOBAHUAX 110 JICUCHUIO I'pUIIIId, HCCMOTPSA Ha

Tabnuya 1. Heoicenamenvhvie peaxyuu, 6vls6leHHble 8 X00€ KIUHUYECKUX UCCIe008aHULL NO

npoqbwzakmuke U jedyernuro cpunna oceilbmamueupom y 63pocCiblx nAYUERmMoes U nodpocmme uiaiu

8 X00€ NOCMPe2UCMPAYUOHHO20 HADI0OeHUs

HexenatenbHble peaknum, pacnpeaejeHHbIE COTJIACHO YACTOTE BhISIBJICHHUSA
CucremHo-
OpPraHHbIi Kjacc
Ouensb
Yacro Heuacro Peaxo
4acTo
Bponxut, Herpes
simplex,
Ungpexyuu u Ha30(apHHTHT,
uHea3UU HHpeKIHH
BEPXHUX
JIBIXATEIBHBIX
MyTeU, CHHYCUT
Hapywenus co
CIMOPOHbL KPOSU U TpomboruTore-
qumebamuueckou HUS
cucmemvl
Hapywenus co Amnadunaktudec-
Py Peakiiun b
CMOpOHbI KHE PEAKIIHH,
. TUIEPYYBCTBUTEIb-
UMMYHHOU aHa(UIIAKTOM/I-
HOCTH
cucmemol HBIC PEaKINU
BbecmokoiicTBo,
aHOMaJbHOE
MOBEJICHUE,
TPEBOKHOCTb,
CITyTaHHOCTh
Tcuxuuecxue co3HaHus, Oper,
HapyweHus JIeJIUpUH,
TaJLTFOIUHAIIAH,
HOYHBIE KOIIMApBHI,
NpUYrHEHHE cebe
TEIECHOr 0
MOBPEXKICHUS
Hapywenus co
Py _ | TonosHas BeccoHHMUIA W3menenne co3HaHus,
CMOPOHbI HEPEHOU Goib
CyZIOpOTH
cucmemvl
Hapywenus co
Py Hapymenne
CMOPOHbBI OpeaHd
3peHUS
3penus
Hapywenus co
Py Aputmus
CMOPOHBL cepoya
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(HOCHEQOBATEREROCTE 0004
Hapywenus co
CMOpOHbI
ObiXamenbHo Kamens, 6omb B
cucmembvl, OP2aHo8 ropie, puHOpes
2PYOHOU KIemKU U
cpedocmenust
PBota, 60115 B Kemynouno-
Kenyoouro- KUBOTE (BKITHOYAs! KUILIEYHBIC
Kuuieurvle Tommora | Gomb B BepxHel KPOBOTEUYEHHS,
Hapyuienus YacTH JKUBOTA), reMopparudecKHit
TUCTICTICHS KOTHT
@yJIEMUHAHTHBII
Hapywenus co [ToBbI1ICHHE
TeTNaTuT,
CMOPOHbL NeYeHU U AKTUBHOCTH
MeYeHOTHAs
JHCENUEBBIBOOAUUX «TIEYCHOYHBIX)
y HEJI0CTaTOYHOCTH,
nymeu (bepMeHTOB
TemaTuT
AHTHOHEBPOTH-
YECKHH OTEK,
MyJbTU(GOpMHAS
Hapywenus co Y $op
3puUTEeMa, CHHIPOM
CIMOPOHbL KOXHCU U Ok3eMa, 1epMaTuT,
Crusenca-
HOOKOJICHbIX CBIITb, KpaIMBHUIIA
. J>xoHCOHa,
mKanetl .
TOKCUYECKHN
ANUAEPMATIbHBII
HEKPOJIH3
Bbois,
TOJIOBOKpYKe-
Obwue napyuienus Hue (BKIIOUAS
U peakyuu 6 mecme BEPTUTO),
seedenis YTOMJISIEMOCTb,
JUXopajka, 00Jib
B KOHEYHOCTSIX

Jleuenue u npogunaxmuxa zpunna 'y oemeii

B knuHMYEeCKMX HMCCIEAOBAHUAX OCEIbTAMHUBHpA MpPU JICUEHUH TPUINA NPUHUMAIM ydacTue
1473 pebenka (BKJIFO4as B IEJIOM 3J0POBBIX JIeTel B Bo3pacTe oT 1 0 12 jeT u aerei ¢ acTMoit
B Bo3pacte oT 6 g0 12 ner). U3 Hux 851 pebeHOK moiydan Tepanmuio OCeNbTaMHBHPOM B
JIeKapCTBeHHOH (opme «cycrnensusi». Bcero 158 pereil momydanu pekOMEHIOBAaHHYIO 03y
ocenbTaMuBUpa | pa3 B CyTKH B UCCIIEJOBAHUSX MOCTKOHTAKTHOW MPO(UIAKTUKY B JOMAIIHUX
yenoBusix (N = 99), B 6-HenelabHBIX HUCCIEIOBAHUSX Ce30HHOW mpoduiuaktuku (N = 49) u
12-HenenbHBIX UCCIENOBAaHMUAX CE30HHOW NPO(PUIAKTHKU Y TMAlMEHTOB C OCJIa0JIeHHBIM

ummyHnuterom (N = 10).

B Tabmume 2 mnpencraBinensl HP, nHambonee dvacto cooOmraempie B XO0A€ KIMHUYECKHX

11
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(MOCNEODBATENBEHOCTE 0004)

Ta@zuua 2. Heocenamenvuvle PeAKyuUlU, 6bliA6lIEHHbLE 6 X00€ KIUHUYECKUX UCCIe008AHUN NO

npouiakmuke u 1e4enuio epunna ocerbmamueupom y oemeil (0oza om 30 me 0o 75 me 8

3aeucumocmu om 8o3pacma/seca)

CucTeMHO-OpraHHBIA

HesxenaTtenbHble peakiuu, pacnpenejieHHbIe COTJIACHO YaCTOTe

BbISIBJICHUSA

KJ1acc
OueHb YacTo

Yacro Heuacto Peako

Hugpexyuu u uneazuu

Cpennuit oTUT

Hapywenus co cmoponut

H€p6H01/7 cucmembl

I'omoBHas 00116

Hapywenus co cmoponwi

opeana 3penus

KOHBIOHKTHUBUT
(BKITROUAS
MTOKpacHEHHE TJIa3,

BBIZICIICHHS B OOJTB)

Hapyenus co

Hapywenus co cmoponut CTOPOHBI
bonsb B yxe
opeana cayxa u 1aoupurHma OapabaHHOM
MIEPETIOHKHU
Hapywenus co cmoponwl
Kamens,
ObIXAMENbHOU CUCTEMDL,
3aJI0’)KEHHOCTh Punopes
0p2aro8 2pYOHOU KIemKU U
HOCa
cpedocmenus
Bons B xuBOTE
(BxTIO9as 60Jb B
Kemyoouno-kuweunole BEPXHEH YacTH
PBota

HapyuweHus

KHUBOTA),
JIACTICTICHS,

TOIIHOTA

12
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T o B W S o B ol O O e ol ol o O O O P W Ca o N B 1
A NTEAWER TENERAW TD UPUE)
Hepwarnt
Hapywenus co cmoponul (BKIMIOUAs
KOICU U NOOKOJICHBIX aNJIeprudeckuii u
mKauetl ATONMMYECKUH
JIEPMaTHT)

OmnmcaHue OTACIBHBIX HEXKEIATSABHBIX PECaKITAM

Hapywenus co cmoponbl HepeéHoll cucmembsl U NCUXUYECKUe HapyueHus

['punmo3Has WHQPEKIUS MOXET AacCOIMHUPOBATHCS C  PA3NUYHBIMH  HEBPOJIOTHYECKUMHU
CUMIOTOMaMU U W3MEHEHUSMHU IOBEJEHHUS, BKIIOYAs TAKUE CHUMIITOMBI, KaK TaUIIOLIMHALINY,
JEIAPUN U aHOPMAJIBHOE IOBEACHHE. B HEKOTOpBIX CilydasgX OHUM MOIYT IIPUBECTH K
CMEPTEIBbHOMY HCXONY.

JlaHHBIE SIBIIEHUS MOTYT BO3HUKATh KaK Ha (OHE Pa3BUTHA SHIE(PAIONATHU WIX dHIE]aTuTa,
TaK ¥ OT/AEIBHO, 03 IBHOTO TSKEIOTO 3a00JIeBaHMSL.

B mocrperucTpalioHHBIX COOOLICHUAX Yy HAllMEHTOB, KOTOpPbIE MOJIyYaJId OCEIbTaMUBHUD IS
JeYeHHs] TpUIIa, OTMEYAIUCh CYIAOPOI'M U JeJupui (BK/IIOYash TakKUe CHMIITOMBI, Kak
HapyIlIeHWEe CO3HAHUs, CIIyTaHHOCTb CO3HAHUs, aHOPMaJIbHOE MTOBEACHUE, Opell, FaJUTIOLUHALINH,
0OECIOKONCTBO, TPEBOXKHOCTh, HOYHBIE KOIIMAapbl). OTHU CIIy4al PEIKO COIMPOBOXKIAIUCH
OMACHBIMU JUIsl JKU3HU AKTHBHOCTSMU WM JIETAJbHBIM HCXOXOM. JlaHHBbIE sBIEHUS ObLIU
3aperucTpUpOBaHbl B OCHOBHOM CPEU JETEU U MOAPOCTKOB U YaCTO UMEJIM BHE3AIHOE HAYaJIo U
OBICTpOE pa3pelieHue.

Ponp  ocenpTammBHpa B pa3sBUTHM  JIAHHBIX  SIBJICHHWA  HEW3BECTHA.  YKa3aHHbBIC
IICUXOHEBPOJIOIMUYECKHE HApYILIEHHs TaKkKe OBbLIM 3aperucTpUpPOBaHbl y MAlMEHTOB C TPUIIIIOM,
HE MOJIYyYaBIINX OCEIbTAMUBHP.

Hapywienus co cmopoHbl neuenu u s#ceniesbl8o0auux nymeti

Hapymienust co CTOpOHBI MEUEHU M JKETUYEBBIBOSIINX MyTeH, BKIIOYAsi TeNaTUT U MOBBIIIEHUE
AKTUBHOCTH «II€YEHOYHBIX» (EpMEHTOB, OTMEYAJIUCh Yy TMAlMEHTOB C TPUINONOJO0OHBIM
3a0o0eBaHNEM. YKa3aHHbIE SBJICHHUS TAKKE BKIIOYAIW (DyIbMUHAHTHBIA renaTuT/IeueHOYHYIO
HEJ0CTAaTOYHOCTh C (paTabHBIM HUCXOJIOM.

[Tpoune ocoObIe MOMYJISAIINNA

THoorcunvie nayuenmsvt U nayuenmvl ¢ XPOHUYUECKOU CEPOeUHOU UW/UlU  OblXamenbHOU
He0oCmMamoyHOCmMbio

[Tomynsitusi, BKIIOYEHHAS B UCCIIEIOBAHUS 110 JICUEHUIO IPUIIA, COCTOSIIA U3 B LIEJIOM 3JI0POBBIX
B3POCJIBIX/TIOAPOCTKOB W TAIMEHTOB TPYIIbl pUCKAa (PUCK Pa3BUTHSA OCJIOKHEHUUN TpHIIA,

HanpuMep, MOMYJSIUs MOKUJIBIX MAllMeHTOB M TMAallMeHTOB C XPOHUYECKOW CepAeyHOM WU
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JIBIXaTeIIbHON HEIOCTAaTOYHOCTHIO). B memom nipoduin '&5&3&%‘5&{@%&5}533 %Q&ﬁ'&ﬁTOB

IPYMIIBI pHUCKa OBLI COMIOCTABUM C TAKOBBIM Yy B IIEJIOM 3JI0POBBIX B3POCIBIX/TIOJPOCTKOB.
Tayuenmoi ¢ ocrabreHHbIM UMMYHUMEMOM
Jleuenue rpunma y NAlUEHTOB C OCJIA0JIEHHBIM HMMYHHMTETOM OIIEHMBAJIOCH B JBYX
KIIMHUYECKHUX MCCIIEIOBAHUX: MAallMEHTHI MMOJIyYaal CTAaHJAPTHYIO 103y WM MOBBIIIEHHYIO 103y
(mBoliHYO WM TpOWHYI0O) ocenbramuBupa (cMm. pasgen 5.1.). Ilpoduns 6GezomacHOCTH
npernapara, HaOJrOJaeMbli B JaHHBIX MCCJIEIOBAHUAX, OBUI COMOCTAaBUM C TaKOBBIM B
IOPEIbIIYIINX KIMHUYECKUX MCCIEA0BAHUAX, B KOTOPBIX OCEIbTAMUBUD MPUMEHSIICS JUIs
JICYEHUs MAlUEeHTOB C HOPMaJbHbIM MMMYHUTETOM CPEAM BCEX BO3PACTHBIX IpyHn (370pOBBIE
NAIMEeHThl WIM TAlWeHTHl W3 TPYNIbl PUCKa, HAlpuUMep, C ABIXaTEJIbHOW W/WIN CepAeYHON
HEIOCTaTOYHOCTHI0). Hanbosnee yacThiM HEXENaTeIbHBIM SIBICHHEM y JETeH C OCIa0IeHHBIM
UMMYHUTETOM ObLa pBoTa (28 %).
B xome 12-HenmenbHOro wuccienoBaHus 1o mpodunaktuke rpunma y 475 MNalueHTOB ¢
ocia0IeHHBIM UMMYHUTETOM (BKIIO4as 18 mereit B Bozpacrte ot 1 10 12 niet u crapuie) npoduiis
Oe3omacHOCTH B Tpynmne ocenbTamuBupa (238 mamueHToB) OBUI COMOCTAaBUM C paHee
Ha0II01aeMbIM TTpoduiieM ocenbTaMUBHPA B KIIMHUYECKUX UCCIIEOBAHUSIX MO MPO(UIaKTHKE.
eTH
Jemu (0o 1 200a)
B nByx wuccnenoBaHusix (papMakOKMHETUKH, (papMakoJIMHAMUKU W Tpoduis Oe30macHOCTU
ocelbTaMUBHUPA, B KOTOPBIX MpUHUMAIM ydacTue 135 nmeteill B Bo3pacTe 10 1 rojpa ¢ rpuImnom,
npodpmiib 0E30MacCHOCTH Ipenapara ObUT COMOCTaBUM B Pa3IMYHBIX BO3PACTHBIX TIpyImax.
Hauboiee gacTo cooOmaeMpIMI HE)KEATEIIbHBIMA SIBICHUSMH TIPHA STOM OBUIH PBOTA, AUApEs U
ornpenocts (cM. pasaen 5.2.).
JlaHHBIE 0 IETAX B MOCTKOHIENTYaJIbHOM Bo3pacTe 0 36 HeJellb Hel0CTaTOYHBbI.
JlaHHble O G€30MacHOCTH NPUMEHEHHs OCelbTaMMBHMpa IpHU JICUEHUH Yy JIeTei B BO3pacTe 10
1 roma moNydeHbl M3 MPOCTEKTHBHBIX W PETPOCHEKTHUBHBIX HAOIIONATEIHHBIX HCCIECTOBAHUIN
(Bxurouanu Oosiee 2400 geTeil maHHOTO BO3pacTa), MCCICAOBAHWUN SMHIEMHOJOTUUYECKHX 0a3
JAHHBIX M MOCTPEeruCcTpalMoHHoro HadmwoaeHus. Ilpodguns 6e3omacHoctu y neteit 10 1 roxaa
COITOCTAaBUM C U3BECTHBIM MpoduiieM 6e30MacHOCTH y JIeTel B Bo3pacTe 1 roja u crapiie.
Jlemu ¢ bporxuaneHoU acmmou 8 aHamHese
B nenom npoduns HexenaTeNnbHbIX peaklid y 1eTell ¢ OpOHXHaIbHOM acTMON B aHaMHe3€ ObLT
COITOCTABUM C TAKOBBIM B 11€JIOM Y 37I0POBBIX JETEH.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

Baxno coo0marh 0 MOJ03peBaeMbIX HEXKeNaTeNbHBIX pEeaKIUsiX I[OClie pPETUCTpaluu

JIEKapCTBEHHOT'0 Tpernapara ¢ 1ebi0 00ecrnedeHrs HeMPEephIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 27.06.2025 N= 15954

«IOJIb3a — PHUCK» JICKAPCTBEHHOTO IIperapara. Menﬂﬂ};&%ﬂga%ﬁg}whlu I:DIEIIO_'I'VIéHH%IéTCH

cooOmare 0 JHOOBIX  MOJO3PEBAEMBIX  HEXENATEeNbHBIX  PEaKIUsIX  JICKapCTBEHHOTO
npenapara qyepes HallMOHAJIbHbIE CHUCTEMBI COOO0IIeHUS 0 HEXeJATeNbHBIX

pEaKIMIX TOCyIapCTB — WICHOB EBpa3uiickoro ’3KOHOMHUYECKOTO CO03a.

Poccuiickas @enepanus

DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXPAHECHUS.

109012, MockBa, CnaBsHcKas 1iomajb, 1.4, ctp.l.

Tenedon: +7 800 550 99-03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBkKa

B OonbmmHCTBE ciyyaeB MEpeJO3MpPOBKAa B XOJI€ KIMHUYECKUX WCCIEAOBAaHUM U THpu
NOCTPETHCTPAIMOHHOM TPUMEHEHUN OCEIbTaMHBHpAa HE CONPOBOXKAATACh KAKUMH-THOO
HE)KENaTeIbHBIMU  SIBJICHUSIMH. B OCTajnbHBIX  CiIydasX CHMIITOMBI  I€PEI03UPOBKHU
COOTBETCTBOBAIIN HEXEIIATEIbHBIM SIBICHUSM (CM. B paszene 4.8.).

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoauHaAMH4YeCKHe CBOICTBA

®apMakoTepaneBTUYeCKass TpyIa: MNPOTUBOBUPYCHBIE CpPEJICTBA CHCTEMHOTO JEHCTBUS;
IIPOTUBOBUPYCHBIE CPEJCTBA MPSIMOT0 AEUCTBUS; HHTUOUTOPHI HEHPAMUHUIA3bl.

Kon ATX: JOSAHO2.

MexaHHN3M e CTBUS

[TpotuBoBUpyCHBIIT npenapaT. OceabTaMUBUD SBISIETCS IPOJIEKAPCTBOM, €ro aKTUBHBIN
MeTtabonut (ocenpramuBupa kapookcunaT, OK) — 3Q¢peKkTuBHbIIN U CENEKTUBHBIH WHTHOUTOP
HellpaMHHMIa3bl BUPYCOB Tpumma Tuna A u B — ¢epMeHTa, KaTaqu3upyrolIero Mpolecc
BBICBOOOXK/ICHHSI BHOBb OOpA30BAHHBIX BUPYCHBIX YacCTHIl M3 MH(QHUIMPOBAHHBIX KIETOK, MX
NPOHUKHOBEHUS B HEMH(UITUPOBAHHBIE KIJICTKH AIUTENNS JbIXaTEIbHBIX MTyTeH U JTalbHEUIIETO
pacnpocTpaHeHus1 BUpyca B opranu3Me. TOpMO3UT pocT BHpyca rpumma in Vitro u momasisiet
PETUTMKAIIMIO BUPYCa U €r0 MaTOTeHHOCTH IN VIVO, YMEHBIIAET BBIJICICHUE BUPYCOB TpHIa A U
B u3 opranmusma. Konnentpamus OK, HeoOxoaumas 1asi HHIHOMpPOBaHUS HEHpaMHUHMIA3bl Ha
50 % (ICsp), coctaBnsier 0,1-1,3 HM mnst Bupyca rpunmna A u 2,6 HM s Bupyca rpumma B.

Menunana 3nauennii [Cso a1 Bupyca rpunmna B HeckobKo BbllIe U cocTaBiseT 8,5 HM.

15



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 27.06.2025 N= 15954

(NMOCNENOBATENEHOCTL 0004)

Kinuanueckas 2¢dekTUBHOCTE U 0€301aCHOCTh

Knunuyeckas s¢hpghexmusnocmo

B mpoBeeHHBIX HCCIENOBAaHHMAX OCENbTAMUBUDP HE OKa3bIBAI BIHMSHHUA Ha OOpa3oBaHHE
MPOTUBOTPUINIIO3HBIX AHTUTEN, B TOM 4HCJIE Ha BBIPAOOTKY aHTUTEI B OTBET Ha BBEJCHUE
WHAKTUBUPOBAHHOMN BaKLMHBI IPOTUB IPHUIIIIA.

Hccnedosanusi ecmecmeenHoU epunno3Hoi uHgexyuu

B KIMHMYECKMX HCCIIEIOBAaHUAX, NPOBEICHHBIX BO BpEMsS CE30HHOW HWHQEKIMH TpuUIIa,
NAIMEHThl HAUMHAIM TOJTy4aTh OceIbTaMUBUP He mo3jaHee 40 yacoB Mocie MOSIBICHUS MEPBBIX
CUMITOMOB IpuMno3Hoi nHdekuuu. 97 % nauneHToB ObUTM HHOUIMPOBAHBI BUPYCOM IpuIina A
u 3 % mnauueHtoB — BupycoMm rpumnna B. OcenbTaMuBUp 3HAUUTENBHO COKpAIlajdl IMEPUOJ
KJIMHUYECKUX MpOsABIEHUN Tpunmno3Hod wuHpekuun (Ha 32 wyaca). Y NaUMEHTOB C
MOJATBEPXKJICHHBIM JHMAarHO30M TPHIINA, MPUHUMABIINX OCEIbTAMUBHD, TSKECTh 3a00JEBaHUS,
BBIp@XCHHAs] KaK IUIOMIAb MO KPUBOM Al CyMMapHOTO MHJIEKCa CUMIITOMOB, Oblia Ha 38 %
MEHBIIIE 110 CPAaBHEHHUIO C NAlMEHTaMHM, MOJy4aBIIMMU Iuianedo. bojee Toro, y Monoabix
NAIMEeHTOB 0€3 COIYTCTBYIOIIMX 3a00JE€BaHUN OCENbTAMHUBHD CHWXal mpumepHo Ha 50 %
YacTOTY Pa3BUTHS OCIOXKHEHHH TrpuIlna, TPeOYIOIUX MPUMEHEHUsS aHTHOUOTHKOB (OpOHXHTA,
MHEBMOHHM, CHHYCUTA, CPEAHEr0 OTHUTa). bbUIM TONy4YyeHbl YETKHE JI0Ka3aTelIbCTBa
3¢(EeKTUBHOCTH Tpernapara B OTHOIIEHWHM BTOPUYHBIX KpUTepueB 3(hPekTUBHOCTH,
OTHOCSIIIMXCSL K @aHTUBUPYCHOW aKTUBHOCTU: OCEIbTAMHUBHP BBI3bIBAJ KAK YKOPOUEHUE BPEMEHU
BBIICJICHUS] BHpYyCca W3 OPraHuM3Ma, TaK W YMEHBUICHHME IUIOIIAAM IOJ KPUBOM «BHPYCHBIE
TUTPBI-BPEMSI».

JlanHble, OTyYyeHHbIE B UCCIIEI0BAaHUU IO TEPANH OCEIbTAMUBUPOM Y MALMEHTOB MOXKUIIOTO U
CTapyeCcKOro BO3pacTa, MOKa3bIBAIOT, UTO MIPUEM OCEIbTaAMUBHpA B 103€ 75 Mr 2 pa3a B CyTKU B
TE€YeHHE 5 JTHEH CONMpPOBOXKIAICS KIMHUYECKH 3HAYMMbBIM YMEHBIICHHMEM MEIHMaHbl IEepuoa
KIMHUYECKUX TNPOSBICHUM TPUIIO3HON WH(GEKINH, aHATIOTUYHBIM TaKOBOMY Y B3POCIBIX
nanueHToB 0ojiee MOJIOAOTO BO3pAcTa, OJHAKO pa3iMyusi HE JOCTUIJIM CTAaTUCTHYECKON
3HAYMMOCTU. B Jpyrom wucclieoBaHMM MNAlUEHThl C TPUINOM cTapuie 13 jer, uMmeBIne
COITYTCTBYIOIIME XPOHUYECKHE 3a00JIeBaHUSl CEpACYHO-COCYIUCTONM W/WIN AbIXaTeIbHOU
CHCTEM, IMOJy4alld OCEebTAMHBHP B TOM JK€ PEXHMME NO3MPOBAaHUS MM Iutanedo. OTinumii B
MeJMaHe NepuoAa A0 YMEHBIIEHHMS] KIMHUYECKHX HPOSBICHUM TpUNNO3HOW HH(EKIHH B
rpynmnax oceJbTaMHBHpa U IIanedo He ObLIO0, OJHAKO MEPHOJ] MOBBILIECHHUS TeMIepaTypsl Mpu
IIpUEME OCEIbTaMUBHMpA COKpalaics nNpuMepHo Ha 1 neHb. Jlons NManueHTOB, BBIACISIOMIMX
BUpYC Ha 2-0i W 4-blif JE€Hb, CTAHOBMJIACh 3HAYMTENbHO MeHblIe. IIpoduns Ge3omacHocTu
OCeIbTaMUBHUpPA y MALMEHTOB I'PYMNIbl PUCKA HE OTIMYAJICS OT TAKOBOTO B OOIIEH MOMYJISIUU

B3pPOCJIBIX TAaIUCHTOB.

16



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 27.06.2025 N= 15954

(NMOCNENOBATENEHOCTL 0004)

Jleuenue epunna y 66D€M€HHbZX HCEHUUH

KoHTponupyeMbpIx ucCCleoBaHUA Yy OEpEeMEHHBIX JKEHIIMH He NpoBoAMiIock. OmHako
PE3yIbTaTbl IMOCTPETUCTPAIMOHHBIX W PETPOCICKTHBHBIX Ha6HIOI[aTCHBHBIX I/ICCJIC[[OBaHI/Iﬁ
POJIEMOHCTPUPOBAIIM TMOJIb3Y MPEIIaraeMoro pekuMa J03UPOBAHUS UIs TAaHHOW TOMYJISIIUH
NAallMEHTOB B OTHONICHWU  CHIDKCHHS  3a00JIeBAGMOCTH/CMEPTHOCTH.  Pe3ysbTarhl
(dapMaKOKMHETHYECKOTO aHanu3a ToKa3anu OoJiee HHU3KYI0 OKCIO3UIIMIO aKTUBHOTO
METa0OJIMTa, TEM HE MEHEe, M3MCHCHHUE PEKHMa IO03MPOBAaHUS y OCPEMEHHBIX JKCHIIUH MPHU
NPOBEJCHUU TEPaluk WIM TPO(YUIAKTHKU HE peKoMeHayercs (cM. pasgen 5.2., mojpaszern

«Oco0bbIe TPYIILI NAKMCHTOB», ITYHKT «BepeMeHHble cheHu/;qul»).

Jleuenue cpunna y oemeu

VY nereit B Bo3pacte 1-12 ner (cpennuii Bo3pact 5,3 roga), uMeBIUX Juxopaaky (> 37.8 °C) u
OJIMH M3 CUMITOMOB CO CTOPOHBI [JbIXaTEIbHOM cHCTEMBbl (Kalleidb WJIM PUHUT) B HEPUOJ
LIUPKYJIALMK BUpyca TIpuUINa Cpeld HaceleHus, ObUI0O IPOBEICHO JBOMHOE clernoe
1anebo-KOHTpoIMpyeMoe uccienoBanue. 67 % mNanueHToB ObUTM HH(DUIMPOBAHBI BUPYCOM
rpunmna A u 33 % nanueHToB — Bupycom rpunna B. OcenbramuBup (pu npueme He MO3/HEE
48 yacoB 1ocie NOSABICHUS NEPBbIX CUMITOMOB IPUIIO3HON MH(MEKIUH) 3HAUUTEIbHO CHHUKAJI
IPOJOJDKUTENBHOCTh  3a0oneBanuss (Ha 35,8 waca) 1O CpaBHEHHIO ¢ Iutanedo.
[TpomomKUTETFHOCTh  3a00JIEBaHUSI OMpEAEsUIach KaK BpeMs JO KyIHPOBAHUS KAl
3aJI0)KEHHOCTH HOCa, HWCUYE3HOBEHUS JIMXOPAIKH, BO3BPALICHHS K OOBIYHOW aKTUBHOCTH.
B rpynne nereit, monyyaBmIMX OCEIbTAMUBUP, YaCTOTA OCTPOrO CPEAHEr0 OTUTA CHHKAJIACh Ha
40 % mo cpaBHEHHIO ¢ TIpynnoi miuarnedo. Bri3gopoBineHne M Bo3BpalleHME K OOBIYHOM
AKTUBHOCTH HACTYNaJ0 TOYTH Ha 2 JHS paHBIIEC y JETei, MOJy4YaBIIUX OCEIHTaAMUBHUD, II0
CpPaBHEHUIO C TPYIIION Tu1aneoo.

B npyrom uccrnenoBaHum yuyacTBOBaIM JETH B Bo3pacTe 6—12 jer, cTpajaromue OpoHXHUAIbHOM
acTMoif; 53,6 % manueHToB UMENIH T'PUMIO3HYI0 HHPEKIUIO, TOATBEPKICHHYIO CEPOIOrHUECKU
W/WIM B KylibType. MeawaHa TpPOIOJDKUTENBHOCTH 3a00JIeBaHUSI B TpYIIE TalHUeHTOB,
MOJTy9aBIIUX OCEIbTAMUBUD, 3HAYUTEIHHO HE CHIDKaNAck. Ho k mocineqHeMy 6-My THIO Teparun
ocenpTaMUBUPOM 00BeM opcupoBaHHOTO BhioXa 32 1 cex (OPB1) mosbimancs Ha 10,8 % mo
cpaBHeHuto ¢ 4,7 % y manueHToB, nmony4yaBmux mianedo (p = 0,0148).

Hpod)uﬂakmuka zcpunna y 63pociblx u I’lOdDOCi’}’lKOG

[Tpodunaktuyeckas 3p¢HeKTUBHOCTH OCEIbTAMUBHPA IPU €CTECTBEHHOMN TPUMNO3HON HH(EKINN
A u B Obina nokazana B 3 oTJenbHbIX KIMHUYecKux uccienoBanusax Il ¢assl. Ha gpone npuema
ocelbTaMUBHUpA TpUIioM 3abosenn okono 1 % maruentoB. OceabTaMUBUD TaKKe 3HAUUTENHEHO
YMEHBIIAJ 4acTOTY BBIJCNIEHHUS BUpYyca M IPENOTBpallal Mepeaady BUpyca OT OJHOIO 4YJIeHa

CEMbBH K APYTroMmy.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 27.06.2025 N= 15954

B3pocinbie 1 moIpocTku, KOTOpble ObUIM B KOHTAKTE C 'Q&ﬁe%ﬁ“;eg%%gﬁﬁﬂ Hatidann

IpUeM OcellbTaMHBHpa B TEUYEHHE IBYX THEH IMOCIE BO3HUKHOBEHHMS CHMIITOMOB TPHIIIA Y
YJICHOB CEMbH M TNPOJODKAIM €ro B TEUYeHUE 7 IHEW, YTO JOCTOBEPHO YMEHBILIAIO YaCTOTY
CJIy4aeB PUIINA Y KOHTAaKTUPOBABIIMX JinIl Ha 92 %.

Y HENpUBUTHIX U B LIEJIOM 3J0POBBIX B3pOCIBIX B Bo3pacte 18—65 ser npuem oceinbTaMUBUPa BO
BpeMsl DMHJIEMHHM TPHUIIA CYINIECTBEHHO CHIDKal 3abojieBaeMOCTh rpumnmnoM (Ha 76 %).
[TarueHTH! IPUHUMAIH NIpenapar B TeueHue 42 1Hen.

VY 7M1 TOKUIIOTO M CTapYecKOro BO3pacTa, HaXOJUBILINXCA B JOMax Uil pectapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPEJ] CE30HOM, KOTAa MPOBOJIUIOCH HCCIIENOBaHHUE, OCEIbTaAMUBUP
JIOCTOBEPHO CHIDKan 3aboneBaeMocTh rpunmnoM Ha 92 %. B ToM ke wuccienoBaHuun
OCEIbTAaMUBHUP JOCTOBEpHO (Ha 86 %) yMEHBbIIAN YacTOTy OCIIO)KHCHHUW TpHIIA: OpOHXHTA,
MTHEBMOHHH, CUHYcUTa. [laliMeHThl npuHUMaIY pernapar B TedeHue 42 qHei.

[Ipodunaxmuxa 2punna y demetul

[Tpodunaktudeckas 3pHEeKTUBHOCTh OCEIHTAMHUBHPA ITPH €CTECTBEHHOW TPUITTIO3ZHON MHPEKIINN
OblTa TPOJEMOHCTpUpPOBaHa y AeTed orT 1 roma o 12 neT mocie KOHTakTa ¢ 3a00JeBIIUM
YJIEHOM CEMbU MIU C KEM-TO U3 I[OCTOSHHOTO OKpykeHHs. (OCHOBHBIM MapaMeTpoM
3 dexTuBHOCTH ObLIAa YaCTOTA JAOOPATOPHO MOATBEPKACHHON IPUIIIIO3HON MH(PEKIIUH.

Hpoqbwzakmuka spunnay iuy ¢ ocnabeHHbIM UMMYHUMENIOM

VY nun ¢ ocnabieHHBIM IMMYHHTETOM IPH CE30HHOW TPUNIIIO3HOW HH(EKINN U TP OTCYTCTBUU
BUPYCOBBIJICIEHUSI UCXOAHO NPOPHIAKTHYECKOE NMPUMEHEHUE OCeIbTaMUBUpPA IMPHUBOIUIO K
CHIDKEHMIO  YacTOThl  JIaDOpaTOpHO  MOATBEPXKIEHHOW  TPHUMIO3HOW  UHQEKIuH,
COMpPOBOXKAAIOIIEHCA KIMHUYECKOW cumnrToMatukoi, no 0,4 % (1/232) mo cpaBHEHUIO
¢ 3% (7/231) B rpynmne miane6o. JlabopaTtopHO TOATBEPKIECHHAS TPUIINO3HAS WHOEKIHs,
COIIPOBOKIAIOMIASCS KJIMHUYECKOM CHUMITOMATUKOM, JMAarHOCTHpOBajach NpHU HaJTUYUU
Temreparypbl B mojoctd pra Bbime 37,2°C, kauuid W/WIM  OCTpPOrO  PHUHUTA
(Bce 3aperucTpupoBaHHBIE B OJWH M TOT XK€ J€Hb BO BpeMs MpueMa Mpernapara/miamne6o),
a TaKXkKe TMOJOXKHUTEIBHOTO pe3yibTara OOpaTHO-TPAHCKPUIITA3HON MOJIMMEpa3sHOM IEenHOU
peakuuu Ha PHK Bupyca rpunna.

Jleyenue epunna _y nayueHmos (0emeﬁ, l’lO()DOCWlKOG U__83pOCHbIX) C ocaabIeHHbIM

UMMYHUmMeniom

B panmoMu3supoBaHHOM JBOWHOM CJIETIOM HCCIIEIOBAaHUM OICHKHA TMpoduis 0e30MacHOCTH
OCellbTAMUBUpA M €ro BIUSHUS Ha pa3BUTHE PE3UCTEHTHOCTH BHpyca Tpulna (MIepBUYHBIN
aHAIM3) y TAIMeHTOB C OCIA0JIEeHHBIM WMMYHHTETOM U TPHUMNINO3HOW HH(EKIUEH MpUHUMAI
yaactue 151 mamument, 7 mogpoctkoB (> 12 ner) m 9 nereld. ITH MAIMEHTHI OBUTHA TPUTOTHBI

TaKKe " JJIs OIICHKU A(()EKTUBHOCTH OCENIbTaMUBUPA (BTOPUYHBIM HEOYCTEPHBIN aHAIH3).
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B wuccnemoBanme OBUIM TaKX€ BKIIIOYEHDI 'IaI_[I/IeHTI:ll-l '110&]17_6‘1 ;&HIEQIEIIELJ—IHII CIBJII/I'}[HLIX

“MEPTHOMY OTYETY

OpPTraHOB, FeMATOMOITUYECKUX CTBOJOBBIX KieTok, BUU+ (Bupyc mmmyHOmeduinTa 4enoBeka)
marpeHtsl ¢ udcioM  CD4+  xierok <500  KIeTOK/MMS,  MALMEHTHI, MOJTy4YaBILIHE
MMMYHOCYTIPECCUBHYIO TE€PAIHIO, a TAK)KE MAIlMEHTHI CO 3JI0KaUeCTBEHHBIM reM0O0JIaCTO30M.
[TaruenTsl ObUIM pPaHAOMHU3ZHPOBAHBI B TPYIIY JIEUYECHHUS OCEIbTAMHUBHPOM Ha MPOTSKEHUU
10 gue#t (rpymnma craHmapTHOM 1103kl 75 Mr 2 pa3a B CyTKH — 73 B3pOCHbBIX MallMEHTA,
4 moxmpoctka U 4 pebeHka; rpymnma IBOHHONW m03b1 150 Mr 2 pa3a B CyTKH — 78 B3pOCIBIX
MAIMEHTOB, 3 MOJAPOCTKAa U 5 Jereil) B TeueHHe 96 4acoB ¢ MOMEHTa Pa3BUTHS CUMITOMOB
rpurnra. J{ns gereit 103a ObljIa CKOPPEKTHPOBaHA B 3aBUCUMOCTH OT MAcCChl TeJa.

Cpennee BpeMsl pa3pelieHUs] CHMIITOMOB TPHIINA Y B3POCHBIX MAIMEHTOB U MOJPOCTKOB OBLIO
cornoctaBuMo B rpynne cranpaptHod ao3bl (103,4 uaca, 95 % noBepuUTENbHBIM HHTEpBal
75,4-122,7) u B rpynme aouHoil mo3bl (107,2 waca, 95 % noBepUTENbHBI WHTEpBAI
63,9-140,0). Bpems pa3zpelieHuss CUMITOMOB TpHUINA Yy AETeH CHUIBHO pPa3lnyaloch, UTO
BBI3BIBACT CIIO)KHOCTH B HWHTEPIIPETAMM PE3YJIbTATOB M3-32 MAJICHBKOTO pa3Mepa BBIOOPKH
MalUEeHTOB.

CooTHoOIIIEHHE B3pPOCIBIX MAIMEHTOB C BTOPUYHBIMU HH(EKIUSMHU OBUIO TaKXKe COMOCTAaBUMO
(8,2% B rpynme cranmaptHoW m03bl U 5,1 % B rpymme aBoiHOW n03b1). Cpenu getei u
MOJAPOCTKOB TOJBKO y | maruenTta (MOAPOCTKA) B TPYIIE CTAaHAAPTHOW 03Bl Pa3BHIIACH
BTOpUYHast UHPeKus (OakTepHalbHbIN CUHYCHT).

Hccnenoanne papMakogMHAMHUKN U (apMaKOKMHETUKH OBLIO MPOBEIEHO C yYacTUEM JIeTel C
CHJIBHO OCIIa0JIeHHBIM UMMYHUTETOM (< 12 ;et, N = 30), KoTopble MOTy4Yald OCEIbTaAMUBHD B
CTaH/JapTHOM J103€, CKOPPEKTUPOBaHHOM 1o macce Tena (75 Mr 2 pasza B CyTKM), U B TpOIHOMN
mo3e (225 wmr 2 paza B CyTKM) IO aJanTUBHOM cxeme mipuemMa 5-20 nHei
(cpenHsist MPOJOIKUTENBHOCTD JICUeHHs 9 qHe). Y MaiueHToB B TPYIIe CTaHIapTHON JO3bI HE
OTMEUAIUCh BTOPUYHBIE OakTepuanbHble MHPEKIUU (OpOHXUT M CHHYCHT), O 2 CIydasx HX
pa3BUTHA COOOIATIOCH Y MALMEHTOB B IPYIIE TPOMHOMN J03bI.

JlanHble W3 JBYX UCCENOBaHWM (DAPMAKOKMHETUKH W (PapMaKOJAMHAMHUKHA TOATBEPKIAIOT
SKCTpanoysiuio 3G (HEKTUBHOCTH TpernapaTta y B3pPOCHBIX IMAIMEHTOB C  OCJIA0JICHHBIM
MMMYHHUTETOM Ha TAIMEHTOB JETCKOro Bo3pacta (< 18 mer) ¢ ocinabieHHBIM HUMMYHHTETOM

(cm. pazmen 4.2., moapazaen «OcoOble TpYNIbl MAMEHTOBY» W paszaen S5.2., moapasaen

«[larmeHTsl ¢ 0CTabIEHHBIM UMMYHUTETOM)).
Pezucmenmnocmu

Knunuueckue uccnedosanus

Puck mosBieHuss BHUPYCOB TpHUIINIa CO CHUKEHHOM YYBCTBUTEIBHOCTBIO WM SIBHOU

PE3UCTCHTHOCTBIO K IIpCIapaTy u3ydaliCa B KIMHUYCCKUX UCCICIOBAaHUAX.
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[TosisBneHrne pPEe3NCTEHTHOCTH BUpPYCa K OCCHBTaMHBHDMEIgEF&é%JgTB&HQ [-Il f'elgl;: ';'1%{\4 \

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B3POCJIBIX MAIMEHTOB M MoApocTKoB (18 % y mumanenneB B Bo3pacte < 1 roma u < 1% y
B3pPOCJIbIX MTAIUEHTOB).

VY nerelt ¢ pe3UCTEHTHBIM K OCEIbTAMUBHPY BUPYCOM HOCUTEIBCTBO, KaK MPaBHIIO, UMEJIO OoJiee
MPOJODKUTENBHBIA XapakTep MO CPaBHEHHIO C CYObEKTaMH C BHPYCOM, OOJaJaI0UIM
qyBCTBUTEIbHOCTBIO.

Opnako, BbI3BaHHAs Tepalnueld PpPE3UCTEHTHOCTh K OCENbTAMMBUPY HE BIMsJIA Ha
TEpaneBTUYECKUN OTBET U HE BbI3bIBAJIA MPOJJICHHUS] CUMIITOMOB I'PUIIIIA.

Y B3pOoCBIX MAlHUEHTOB U TOJPOCTKOB C OCJIA0JICHHBIM HMMMYHUTETOM, IOJTY4aBIINX
ocenpTaMUBHUD B cTanmapTHou nose (14,5 %, 10 manuentoB u3 69) wiu aBoitHOH no3e (2,7 %,
2/74) na mporspkeHuu 10 1HEN, YacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMHUBHPY, B
cpenHeM, Oblla BBIIIE, YEM Y B3pOCHBIX TMAIMEHTOB M MOAPOCTKOB C HOPMAJIbHBIM
MMMYHHUTETOM, TAaK)K€ TOJTyYaBIINX OCEIbTAMUBHUD.

BonbIIMHCTBO B3pOCIBIX NAMEHTOB C PE3UCTEHTHOCTHbIO IEPEHECIH TPaHCILIAHTAIUIO
(8/10 marueHTOB B IPyIIe CTAHAAPTHOW 03Bl U 2/2 MAIIMEHTa B TPYIINE JBOWHOMN JO36I).
bonbmiass yacTh  MalMEHTOB-HOCHTENEH  OCENbTaMUBUP-PE3UCTEHTHOrO  BUpyca  Oblia
MH(UIIPOBAaHA BUPYCOM TpHIIA TUMA A; HOCHUTEIHCTBO HUMENO MPOJODKUTEIBHBIA XapakTep.
YactoTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMHUBHUPY Y AETEH, MOIyUYarOUIMX OCEIbTaMUBUD, B
JBYX MCCJENIOBAaHUAX MO M3YUEHUIO pe3ucTteHTHocTu coctaBmia 20,7 % (6 manueHToB M3 29).

N3 6 nereit ¢ 0OHapYKEHHOM PE3UCTEHTHOCTBIO K OCENbTaMUBHUPY, BO3HHUKILIEH MOcCie Hadajia
JeyeHus, 3 MalueHTa MoJydyald CTaHIapTHYIO 03y M 3 — BBICOKYIO (IBOMHYIO WJIM TPOHHYIO

7103y). Y GOJBIIMHCTBA MAUEHTOB ObLT OCTPBIN TUM(OUIHBIN JIEHKO03 U Bo3pacT < 5 JieT.

Yacrora Pa3sBUTHUA PE3UCTCHTHOCTH K OCCIIbTAMUBHUPY B KIIMHUYCCKUX UCCICOOBAHUAX.

IMauueHTHI ¢ MyTANMSIMH, IPUBOASIIIUMH K Pe3HCTEHTHOCTH
Monyasiuus nanueHToB . TeHo- u
DeHOTUIIMPOBaHUE *
(eHoTHIIMPOBaHUE
B3spocnble u mogpocTku 21/2382 (0,88 %) 27/2396 (1,13 %)
Heru (1-12 ner) 71/1726 (4,11 %) 78/1727 (4,52 %)
Munanenusi (< 1 rona) 13/71 (18,31 %) 13/71 (18,31 %)

* IToJHOE T€HOTHITMPOBAHUE HE OBLIO MPOBEAEHO HU B OJHOM U3 UCCIICIOBAHMIA.
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Hpod)wzakmuka cpunna

[lpu mpueme ocenbTaMHBHpa C II€NBI0 IOCTKOHTAaKTHOM mpodwmnaktuku (7  nHeil),
npoMIaKTUKNA KOHTAaKTUPOBaBIIUX B ceMbe (10 nmHeil) u ce3oHHOi mpodunaktuku (42 nHs) y
JMLL ¢ HOPMalbHOM (yHKIMEH MMMYHHON CHUCTEMBI Clly4yaeB PE3HMCTEHTHOCTH K Ipenapary He
OTMEYEHO.

B 12-HenenbHOM WCCIIEIOBAaHUHM TIO CE30HHOW MPOQPWIAKTHKE Yy JHUI[ C OCIa0JICHHBIM
UMMYHHUTETOM CITy4aeB BOSHUKHOBEHUS PE3UCTEHTHOCTH TAK)KE HE HAOJII0/1a10Ch.

Jlannvie omoenbHblx KIUHUYECKUX Cy4aes U Habao0ameibHbiX UCCAe008AHUL

Y ManuMeHToB, HE MOJYYaBIIUX OCEIbTAMUBHP, OOHAPYKEHbl BO3HUKAIOIIME B MPUPOTHBIX
YCIOBHSIX ~MyTallMd BHpycoB rpunna A u B, xoropble o0Onananu CHUKEHHOU
YYBCTBUTEJIBHOCTBIO K ocenbramuBupy. B 2008 romy myranus mo tunmy 3amenbl H275Y,
NPUBOJAIIAS K PE3UCTEHTHOCTH, ObUla oOHapyxkeHa Oojee yem y 99 % mTamMMmoB BuUpyca
2008 HINI1, mupkynupyromux B EBpome. Bupyc rpunna 2009 HIN1 («cBuHO# rpunm») B
OOJIBIIMHCTBE CIIy4aeB ObLI YYBCTBUTENIEH K OCEIbTaMUBUDPY. YCTONYMBBIE K OCEIbTAMHUBHUPY
ITAMMBI OOHAPYXKEHBI y JIMIl C HOPMaJIbHOW (yHKIMEH HMMYHHOW CHCTEMBI W JIUI[ C
OoclablieHHBIM ~ MMMYHUTETOM, TMPUHUMABIIMX  ocenbTamuBHp. CTENeHb  CHUKEHUS
YYBCTBUTEIBHOCTU K OCEIbTAMHUBHPY U YacTOTa BCTPEUYAEMOCTH IMOJOOHBIX BHPYCOB MOKET
OTJINYAThCS B 3aBUCUMOCTH OT CE€30HA M PErHoHa. Y CTOMYMBOCTh K OCEIbTAMUBUPY OOHApYKeHa
y marueHToB ¢ nanaemMudeckuM rpurnmnoMm HI1N1, monyyaBmmx npemnapar Kax i JIeUeHUs, TaK U
TUTS PO UITAKTUKH.

YacToTa BCTpEUaEMOCTH PE3UCTEHTHOCTU MOXET OBITh BBIIIE y 00J€e MOJOMBIX MAIIMEHTOB U
NAlMEHTOB C OCIa0JeHHBIM HMMYHUTETOM. YCTOHYMBBIE K OCEIbTAaMHUBHUDPY JabOpaTOpHbIE
MTaMMbl BUPYCOB TpUIMIA ¥ BUPYCHl TPHUIINIa OT TMAI[MEHTOB, TOJYYaBIIUX TEPATHIO
OCEIIbTAMUBUPOM, HECyT MyTaluu HeWpamuHunassl N1 m N2. Myrauuu, npuBojdiiue K
YCTOMYMBOCTH, YACTO SIBIISIOTCS CIIEU(UISCKUMU JIJIs TIOTHITA HEeHPaMUHUIA3bI.

[Ipu npuHATHU pelmIeHUs O NPUMEHEHWH OCEIIbTAMHBHpA CIEAyeT YYUTHIBATh CE30HHYIO
YYBCTBUTEJIHLHOCTh BUpPYCa TpUIINa K Ipenapary (MOCIeAHIO HHPOPMAIMI0 MOKHO HAalWTH Ha
caiite BO3).

5.2. dapmakoKMHeTHYeCKHe CBOIiCTBa

AOGcopOnus

OcenbTaMUBHp JIETKO BCAChIBa€TCA B JKEIYJOYHO-KUIIEYHOM TpakTe€ U 3KCTEHCHBHO
mpeBpaliaeTcs B aKTUBHBIA METa0OJIUT MO ACMCTBUEM MIEYSHOYHBIX U KUIIIEYHBIX ICTEepas.
KonneHTpanuu akTHBHOTO MeTa0OIUTa B IIa3Me OMpeAesatoTes B npeaenax 30 MUHYT, Bpemst
JIOCTMDKCHHUST MAaKCUMaJIBbHOW KOHIICHTpauu — 2-3 4Yaca, u Oonee yem B 20 pa3 MpeBBIIIAIOT

KOHIIEHTpauuu nposiekapcrsa. He menee 75 % npuHATON BHYTPh J03bI IONAJAET B CUCTEMHBIN
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KPOBOTOK B BHJE AKTHUBHOTO METa0OJIMTa, MEHEE 5! D: :'—llli_"js E‘“M&I{_}I{Bm it é-:r';'ziB'aTa.

_NNEPTHOMY OTYETY

[ma3MeHHBIE  KOHIEHTpPALlMM KaK  NPOJIEKapcTBAa, TaK W aKTHUBHOTO  MeTadojHTa
IIPONOPLMOHAIIBHBI 103€ U HE 3aBUCAT OT IIpUEMa MUILIH.

Pacopenenenue

O06nem pacnpenencHus (Vss) akTHBHOTO MeTabonuTa — 23 JI.

[To naHHBIM KcCIE10BaHUH, IPOBEIEHHBIX HA )KUBOTHBIX, I10CJIE IPUEMA BHYTPb OCEJIbTaMUBHpA
€ro aKTHBHBIA METa0OJIUT OOHApY)KMBAJCS BO BCEX OCHOBHBIX oOdYarax HHQEKIHH (JIETKuX,
MIPOMBIBHBIX BOJIaXx OpPOHXOB, CIM3UCTONH OOOJIOUKE MOJOCTH HOCA, CPETHEM yXe U Tpaxee) B
KOHIEHTPALUAX, 00eCTIeYNBAIOIINX TPOTUBOBUPYCHBIN AP HEKT.

CBsi3b aKkTUBHOrO MeTabonuta ¢ Oenkamu 1iasmbl — 3 %. CBsA3b IposeKkapcTBa ¢ OekaMu
m1a3mMel — 42 %, 94TO HEJOCTaTOYHO, YTOOBI CIIYKUTh IPUYMHOMN CYHIECTBEHHBIX JIEKAPCTBEHHBIX
B3aUMOJICHUCTBUIA.

BI/IOTDaHCd)ODMaHI/IH

OcenpTaMUBHP SKCTEHCHBHO IPEBPAIIACTCS B aKTHBHBI METaOOIUT IMOJ JIEHCTBHEM 3CTepas,
HAXOJALINXCS MPEUMYIECTBEHHO B nedeHH. Hu ocenbTramMuBHp, HU aKTUBHBIA METAaOOJNUT HE
ABJISIIOTCS cyOCTpaTaMM WIM UHTHOUTOpaMH H30(EpMEHTOB crcTeMbl IiuToxpoma P450.
OIUMUHAIMSA

BoiBogutcesa (> 90 %) B Buae akTUBHOTO MeTa0O0JIMTa MPEUMYIIECTBEHHO MOYKAMU. AKTHBHBIN
MeTabOJIUT HE TOABEpracTcs JaibHeHmend TpaHchopMalMu ¥ BBIBOAMTCS moukamu (> 99 %)
nyTeM KIyOO4KOBOHM (MIbTpaluu M KaHaibleBol cexpeunu. Iloueunsiit kiaupenc (18,8 n/u)
IPEBBIIIAET CKOPOCTh KIyOOuKoBOH (unbTpauuu (7,5 1/4), 4TO yKa3blBaeT Ha TO, YTO IMpernapar
BBIBOJMTCS €Ille M IyTeM KaHAJIbLEBOW cexpennu. Uepe3 kumiedHWk BbIBogUTCS MeHee 20 %
IpUHSTOrO npemnapara. [lepuos nonyBeiBeieHNHs aKTUBHOTO MeTabonuTta 6—10 vacos.

Oco0bIe I'pynnbl HJaMCHTOB

Tlayuenmui ¢ nopasicenuem nouex

[Tpu npumenenun ocensramuBupa (100 Mr gBa pa3za B CyTKH B TeUeHUE 5 JTHEHN) y NAI[MEHTOB C
Pa3IMYHON CTENEHBIO MOPAXKEHUS IMOYEK IUIOIMIAJb I0J KPHUBOW «KOHLEHTpalus AKTUBHOIO
merabomuta B miasMe — BpeMsa» (AUC ocemramusmpa xapGoxcmmara) OOpPATHO MPOHNOPLUOHANIBHA
CHIDKEHHIO (DYHKITH MTOYEK.

®apMakOKMHETHKA OCEJIbTaMHUBHpPA Y TANHMEHTOB € TEPMHHAIBHOM CTaJuell MOYEHHOU
HEJO0CTAaTOYHOCTHU (C KIUpEeHCOM KpeaTMHHHA < 10 MJI/MHH), HE HaXOJSIIIMUXCS Ha JUAlU3e, HE
U3y4anach.

Ilayuenmui ¢ nopasicenuem neveHu

[MonyueHHbIe iN VItro U B UCCIIEIOBAHUAX HA )KUBOTHBIX JTAHHBIC 00 OTCYTCTBHU 3HAYUTEIHLHOTO

noseimieHust AUC ocenbTaMuBHpa WM €ro akTUBHOTO MeTaOoJMTa MpU HapylleHuu (QyHKIUU
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IICYECHN JIETKOU W CPEOHEU CTEIECHU TSIKEOIU 6BIJ'II/[| 'HO?}I%QIT}IE['{G EHF{HB’ 'IIJ'H/IIHI/I‘IéCKI/IX

uccieoBaHusIX (cM. paszzen 4.2., noapaszaen «OcoOble rpynnbl NaMEHTOBY, NYHKT «Jlayuenmuol

¢ nopasiceHuem neuenuy). be3onacHOCTh U (papMaKOKMHETHKA OCEIbTAMUBUPA Y TMAIUEHTOB C
TSDKEJIBIM HapylIeHHeM (YHKLUU IEeYeHH He U3ydasach.

Tayuenmui nodicunozo u cmapuecko2o o3pacma

VY mnamueHToB MOXHUJIONO W CTapyecKoro Bo3pacta (65-78 1eT) SKCHO3UIUs aKTUBHOIO
MeTa0oINTa B PABHOBECHOM COCTOSTHUM Ha 25-35 % BbIlIe, 4eM y 0ojee MOJIOJIBIX MallueHTOB
IPY Ha3HAUYEHUM AaHAJIOIMYHBIX 103 ocelbTamuBupa. [lepuoa mnosyBbIBeAeHUs mIpenapara y
NAlMEHTOB IOXWJIOTO U CTap4yeCKOro BO3pacTa CYIIECTBEHHO HE OTJIMYAICS OT TaKOBOIO Y
Oonee Mojonplx mnanueHToB. C  y4eToM JaHHBIX IO OKCIIO3ULMU I[IpernapaTta M €ro
NEPEHOCUMOCTH NAI[MEHTaMHU [TOKUJIOTO U CTAPYECKOT0 BO3pacTa KOPPEKLUHU J03bl IPU JIEUEHUU
U npoduIakTUKe rpumnmna He Tpedyercs.

bepemennvie orcenuyunol

B xozme o0benuHEHHOro aHanu3a MOMYJIALUOHHOW (PAapMaKOKMHETUKU OBLIO BBISBIEHO, YTO
NpUMEHEHHE OCelIbTaMHBHpa B J103€, yKa3aHHOW B pasnene 4.2, MpUBOAMT K Oojiee HHU3KOU
9KCHO3MIMU AaKTUBHOro Metabonuta (B cpenHeM Ha 30 % B TedyeHHE BceX TPUMECTPOB
OepeMEeHHOCTH) Y OEpeMEHHBIX JKEHIIMH IO CPaBHEHUI0 C HEOEPEMEHHBIMM >KEHIIUHAMHU.
Haumensbinast pacueTrHas »SKCIIO3ULMS, TEM HE MEHEE, OCTaeTcs BbIlIE HHTHOMPYIOLINX
koHneHTpanuii (3HadeHuss 1Cgs), OJHOBPEMEHHO HaXOAsICh Ha YPOBHE TEpareBTUYECKOTO
BO3ACUCTBUS Ui psijia IITaMMOB BHpyca rpunmna. Kpome Toro, pe3ynbTaTsl HaOIIOAATEIbHBIX
WCCJIEOBAHUM BBIABISAIOT II0JIB3Y CYLIECTBYIOIIETO pEXHMa [JO3UPOBAaHUSA B YKa3aHHOHN
NOMYJSIIMM MalMeHToB. Takum oOpa3oM, M3MEHEHHME peXHMa JI03UpOBaHUSA Yy OepeMEeHHBIX
JKEHIIMH NP MPOBEICHUHU TE€pauy WIK NPOPHIAKTUKY I'PUIIIA HE peKOMEHAyeTcsl (CM. pa3zen

5.1., noapaznen «Knunuyeckas 3(G(dEeKTUBHOCT, U 0€30HACHOCTbY», MYHKT «Hccredosanus

€CMeCcmeeHHOU 2pUNnO3HOU UHDeKyuwy, TOINYHKT «/leyenue epunna y 6epemeHHbIX JHCeHUURY).

Tayuenmol ¢ ocnadreHHbIM UMMYHUMENMOM

AHanu3pl MONYISIUOHHOM (apMaKOKMHETHKM YKa3blBalOT Ha YBEJIWYEHHE OSKCIO3UIINUU
(1o 50 %) akTuBHOrO MeTaboJIUTa OCENIbTaAMUBHPA Y B3POCIHBIX MAMEHTOB U jaeteil (< 18 ner) ¢
ocia0JeHHBIM MMMYHHUTETOM IO CPaBHEHMIO C TMAallMEHTaAMHU C HOPMAIbHBIM HMMMYHHUTETOM
(kak ykazaHo B pasgene 4.2). Ilpm 3TOM KIMpEHC KpeaTWHWHA B ATHX TPYIIAX OCTAETCs
COTIOCTaBUMBIM.

Hanuyne cHHKEHHOro IMMYHHUTETA y MAlMEeHTOB He TPeOyeT KOPPEKIMU 03Bl OCETbTAMUBHUPA,
Onmaromapst  BBICOKOMY  Ipefeny  O€30MacHOCTM  aKTUBHOIO  MeraboiuTa.  AHamu3
(apMaKkOKUHETUKH U (apMaKOJMHAMHMKH B JIByX HCCIEIOBaHMSIX C Y4YacTUEM MAaLMEHTOB C

0CJ1a0JIEHHBIM HUMMYHUTETOM HE BBIABUII JOIIOJHUTCIBHOI'O 3HAYMMOI'O IPCUMYHICCTBA IIPU
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JOCTH>KCHHUH DKCITO3UIINN BBIIIIE TAKOBOM TIPH T I/IMeHeH'I/I;LIIZIC:[‘aMGg E&li,ﬁ t%"elvl_ ﬁ'el:ll\;gﬁiée, A\

B3pOCJIBIX MAIIEHTOB C MOPAKEHHEM MOYEK J03bI HEOOXOAUMO KOPPEKTUPOBATH B COOTBETCTBUU
¢ uHpopMaIue, mpeacTaBIeHHON B pa3aene 4.2.

eTH
Jlemu 6 so3pacme om 1 200a 0o 8 iem u noopocmiu
DapMaKOKHHETUKY OCEIbTaMUBHpA M3ydanu y aereil oT 1 1o 16 netr B papMakOKMHETUYECKOM
UCCJIEJOBAaHUM C OJHOKpPAaTHBIM IPUEMOM IIpenapaTa U B KIMHMYECKOM MHCCIEIOBAHUU I10
M3YYEHHI0O MHOTOKpPATHOIO MpUeMa Mpenapara y HeOOoJIbIIOro Yyucia aetei B Bo3pacte 3—12 ner.
CxopocTb BBIBEJICHHUSI aKTUBHOTO MeTa0O0JIMTa ¢ MOMPABKOM Ha Maccy Teja y JeTed Miaaliero
BO3pacTa BBILLE, YEM Yy B3pPOCIbIX, 4TO NpUBOIUT K Oosnee HU3KkUM AUC mo OTHOLIEHUIO K
KOHKpeTHOU no3e. IlpueM mpenapara B 03¢ 2 MI/KT U OAHOKpATHBIX 103 30 Mr wim 45 mr B
COOTBETCTBUU C PEKOMEHIAIMSAMU [0 JO3UPOBAHUIO [UISI JETed M OSKCTEeMIIOPATbHOMY
MPUTOTOBIICHUIO CYCIICH3WH, MPUBEIACHHBIMU B pasfene 4.2, obecrneunBaeT Takyo xe AUC
ocelbTaMUBUpPa KapOOKcHilaTa, Kakas JOCTUIAETCS y B3POCIBIX IOCIE OJHOKPATHOTO Ipuema
Karncyiasl ¢ 75 Mr mpenapaTta (4TO SKBHBAJIEHTHO MpuMepHO | wMr/kr). PapMakOKHHETHKA
ocenpTaMHUBHUpA y JeTel crapiie 12 et Takas ke, Kak y B3pOCIbIX.
5.3. /laHHbBIEe JOKJIHHHUYECKOH 0€30MaCHOCTH
JlokMHHYecKue JaHHbIE, IIOJIy4€HHbIE HA OCHOBAHMM CTAHJIAPTHBIX MCCIEAOBAHUN IO
U3y4eHUI0  (PapMaKOJIOTHYECKOM  0€30MacHOCTH, T'€HOTOKCMYHOCTH W XPOHUUYECKOU
TOKCHUYHOCTH, HE BBIIBUIIM 0COO0M OMAacHOCTHU JJIs YeJIOBeKa.

KaHI1eporeHHOCTh

PesynbTarsl 3-X ucciieZoOBaHUN MO BBISIBICHHUIO KaHLIEPOT€HHOI'O MOTEHIHala (IBYyX 2-JE€THUX
MCCJIEJOBAaHUM Ha KpbICaxX M MBIIIAX I OCEIbTAMUBHPA U OJTHOTO 6-MECSYHOIO MCCIIEI0BaHUs
Ha TpaHCTeHHBIX Mblax Tg:AC /i akTUBHOTO MeTa00I1Ta) ObIIIM OTPULIATEIbHBIMH.

MyTareHHoCThb

CTaHlIapTHBIe TFCHOTOKCUYECKHUE TCECTBI MJId OCCIbTaMHUBHPA W AKTUBHOI'O MeTabonauTa OBLIH
OTpULATCIIBHBIMHU.

Biusgaue Ha d)eDTI/IJIBHOCTB

OcenpTamuBup B J103¢ 1500 MI/KI/cyT HEe BIUSII HA TEHEPATHUBHYIO (YHKIMIO CAMIIOB U CaMOK
KpBIC.

TepaToreHHOCTH

B nccienoBaHusax mo U3y4EeHHUIO TEPATOTEHHOCTH OcelbTaMUBHpa B j103¢ A0 1500 Mr/kr/cyT (Ha
Kpbicax) U 10 500 mr/kr/cyt (Ha KpoiuKax) BIMSHUS Ha SMOpHO-(eTanbHOEe pa3BUTHE HE
oOHapyXeHO. B nccrnenoBaHusIX MO M3YYEHHIO aHTEHATAJIbHOTO W IOCTHATAIBHOTO TEPHOIOB

pPa3BUTHSL y KpBIC TIPU BBEIEGHUM oOceiabTamMuBupa B go3¢ 1500 wmr/kr/cyt HaOmOanoch
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yYBEIWYCHHUE TEeproAa POJIOB: Tpeaes 0e30mafHOCTH 'NEQ;{'(IW %?JL@QE i "ﬂTtr_éJlllo}'x'e%ch )51

MaKCHUMaJbHON He OoKasbiBaromieil s dexra 10301 y kpbic (500 MI/Kr/cyT) ajis ocenbTaMUBUpPA
Beime B 480 pa3, a Ui ero akTHUBHOrO MerabonuTta — B 44 pasza. DKCIO3UIUA Y IUIOJA
cocraisiia 15-20 % oT TakoBOU y MaTepH.

IIpouee

OcenbTaMUBHUP M aKTUBHBIA META0OJIUT MPOHUKAIOT B MOJIOKO JAKTHPYHOUHMX Kpbic. CoriiacHO
OTPaHUYEHHBIM JIAaHHBIM OCEJIbTAMUBUD W €r0 AKTUBHBIA METAa0OJIHUT NMPOHUKAIOT B TPYIHOE
MOJIOKO 4YesioBeka. [1o pe3ynbraTaM SKCTPANOJSIMH JaHHBIX, TOJIYYCHHBIX B UCCICIOBAHHSIX Y
KUBOTHBIX, 174 KOJINYECTBO B IpyIHOM MOJIOKE MOXET COCTaBIISAITh
0,01 mr/cyrku u 0,3 MI/CyTKH, COOTBETCTBEHHO.

[Tpumepro y 50 % TPOTECTHPOBAHHBIX MOPCKHX CBHHOK TPH BBEICHUUM MAaKCHMAJBHBIX 103
AKTUBHOMW CYOCTaHIIMH OCEIbTaMUBUPA HAOJFO/1a1aCh CCHCUOMITU3AIS KOXKH B BUJIC IPUTEMBI.
Taxoke BBISBICHO 00paTUMOE pa3pa)KeHUE Ii1a3 Y KPOIHUKOB.

B TO Bpems Kak OYeHb BBICOKHE NEpOpPAIBHBIE OAHOKPATHBIE 03Bl (657 MI/Kr M BBIIIE)
OCelbTaMUBUpPA HE OKa3bIBAJM BIMAHUS HA B3POCIBIX KpbIC, TaHHBIE 03Bl OKa3bIBAJIN
TOKCHYECKOE JICHCTBHE HA HE3PENbIX 7-THEBHBIX JICTCHBIIICH KPBIC, B TOM YMCIIC TIPUBOJIMIH K
rubenu KUBOTHBIX. HexenarenbHbIX 3¢ (eKToB He HAOII0AaI0Ch IPU XPOHUYECKOM BBEICHUU B
no3e 500 mr/kr/cyt ¢ 7 mo 21 eHb MOCTHATAIBLHOTO TEPUO/IA.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcIOMOraTe/bHbIX BellleCTB

CozepKUMoe Karcyiabl

KpaxmaJl KyKypy3HbIU MpeKeTaTUHU3UPOBAHHBIN;
TaJbK;

Kpockapmesuiosa HaTpus (E468);

nosugoH K30;

KaJIBIUS CTeapar.

Kopryc kancyisl

tutana auokcus (E171);
JKEJIaTHH.

Kprlmeuka Kancyisl

tutana auokcua (E171);
JKEJIaTHH.
6.2. HecoBmecTUMOCTH

He npumenumo.
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6.3. Cpok roaHocTH (CpOK XpaHeHHs)

CMEPTHOMY OTUETY

3 rona.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NPH XPaHEHUH

XpaHUTh B KOHTYPHOU SIMEMKOBOM YIIakoBKe B Mmauke npu temmneparype ke 30 °C.

6.5. XapaxTep u coJep:KaHue MEPBUYHONH YIIAKOBKH

ITo 10, 15 xamcyn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUIEHKM NOJMBHUHWIXJIOPUIHON U
(donbry aFOMUHUEBOHN MTEYaTHOM JTAKUPOBAHHOM.

1, 2, 3, 4 KOHTypHBIE sSYEHKOBBIC yMaKOBKH 1Mo 10 Kamcyna wiv mo 3 KOHTYpPHBIE SYCHKOBBIC
VIaKOBKW MO 15 Kamcyn ¢ JHMCTKOM-BKIAZBIIIEM IIOMEIIAl0T B MAuykKy U3 KapTOHA s
OTPEOUTEIBCKOM Taphl.

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH  YHUUYTOKEHHHM  HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus!
JIEKAPCTBEHHOI'0 Mpenapara u JApyrue MaHUIyJISIUM C PenapaToM

I/IHCTDVKIII/II/I 10 IPUMCHCHMUIO, O6DaIII€HI/IIO N YHUYTOXCHHIO

[Toraganue JEKapCTBEHHBIX IPEMapaToB B OKPYXKAMOIIYIO CPeAy MTODKHO OBITh CBEICHO K
MuHuUMyMy. He crienyer yTunu3upoBarh mpemnapaT ¢ MOMOIIBI0 CTOYHBIX BOJI WM BMECTE C
ObITOBBIMU OTXOJaMH. [10 BO3MOKHOCTM HEOOXOMMO HCIONb30BaTh CHEIHATbHBIE CHCTEMbI
JUTSL yTUJTU3AIMH JIEKAPCTBEHHBIX TIPETapaToB.

3KCT€MHOD3J'II)HO€ OPUTOTOBJICHHUE CYCIICH3WH OCCIIbTaAMHUBHUPA

B cnydasx, koraa y B3pocibIX, MOJAPOCTKOB U JETEH CYIIECTBYET mpobiemMa ¢ MporiaTbiBaHuEM
Karcyll, He0OXOJAUMO OTKPBITh KAlCylly U BBICHIIATh €€ COAECPKUMOE B HEOOJBIIOE KOTMYECTBO
(MakcumanbHO 1 uyaliHas JI0KKa) NOAXOJAIIET0 TMOJCHALIEHHOTO MPOJAYKTa IUTaHUS
(cm. pasnmen 4.2.) st TOro, 4ToObl CKPBITH TOpbKui BKyc. CMech HEOOXOJIMMO TIIATEIHHO
nepeMeniaTh 1 1aTh MalUEHTY EITUKOM.

Crnenyet nporaoTUTh CMECH CPA3y K€ MOCIE IPUTOTOBIICHHUS.

Ecnu marmmenTam tpeGyeTcst 103a 75 MT, TO HEOOXOIUMO CJI€I0OBATH CIASAYIOIINM HHCTPYKIIHSIM:
1. Jlepxa oHy Kamncyay 75 Mr ocelbTaMUBHpPa HaJl MATICHBKONW €MKOCThIO, aKKyPaTHO PACKPHITh
KarcyJjay U BbICHIIATh MTOPOIIOK B EMKOCTb.

2. lobaBuTh HEOOIBIIOE KOJMUECTBO (He Oosee 1 YallHOM JIOXKKH) TOAXOASIIETO
MOJICTIANIIEHHOTO TTPOYKTA MUTAHUS (YTOOBI CKPBITh TOPHKUI BKYC) M XOPOIIIO MePEeMEIIaTh.

3. TmrareapbHO TepeMenIaTh CMeCh M BBIMHTH €€ Cpady JKe Ioclie NMPUTOTOBICHHS. Eciau B
€MKOCTH OCTalloOCh HEOOINBIIOEe KOJIHMYECTBO CMECH, TO CIIEyeT OIMOJOCHYTh EMKOCTh
HEOOJIBIIUM KOJTMYECTBOM BOJIBI U BBIMMUTH OCTABIIYIOCS CMECH.

Ecnu nmanmentam tpebyrotcst 10361 30—60 Mr, TO I MPaBWIBHOTO JO3UPOBAaHUS HEOOXOIMMO

CJIEIOBAThH CIEAYIOIINM UHCTPYKITUSIM:
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1. Jlepxa oaHy Kancyny 75 Mr ocelbTaMuBUpa Ha Maﬂégf';_['(c-)f;l %@ﬁ&?%ﬁ/ﬁéﬁa Qé&%&nb

KaIlCyJly ¥ BBICBIIIATh MTOPOIIOK B EMKOCTb.
2. JIo6aBUTh B TOPOIIOK S5 MJI BOJABI C TMOMONIBIO INIPHUIIA C METKAMH, MOKA3bIBAIOIIIMHU
KOJINYECTBO HAOpaHHOH KUAKOCTH. TIIaTebHO IepeMeniaTh B TCUYCHUE 2 MUHYT.

3. HabOpare B mmpui; HEOOXOJMMOE KOJMYECTBO CMECH W3 €MKOCTH COIJIACHO TalOiuIaMm,
MIPUBEICHHBIM BBIIIIE.

Her neoOxomumoctu B 3a00pe HEPACTBOPEHHOTO OENOr0 IMOPOINKA, MOCKOJIBKY OH SIBISETCS
HEaKTHBHBIM HaroJiHuTeleM. HaxxaB Ha MOpIICHH INMPHIIA, BBECTH BCE €0 COACPKUMOE BO
BTOPYIO eMKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAHHYIO CMECh HEOOXOIIMO BBIOPOCHTH.

4. Bo BTOpPYI0 €MKOCTh J00aBUTh HEOOJbIIOE KOJIMYeCTBO (He Ooinee | dYalHON JIOXKKH)
MOJXOJISANICTO TOJCJIAICHHOTO MPOIYKTa MUTAHUS, YTOOBI CKPHITh TOPHKHH BKYC, H XOPOIIIO
nepeMeIaTh.

5. TmartenpHO mepeMeniath CMECh M BBIUTH €€ cpa3y JKe IOocje MPUroToBiIeHUs. Ecou B
€MKOCTH OCTaJIOCh HEOOJBIIOE KOJWYECTBO CMECH, TO CJEIYET OIOJOCHYTh EMKOCTh
HEOOJIBIIIUM KOJHYECTBOM BOIBI U BBIITUTH OCTABIIYIOCS CMECh.

[ToBTOpSsiiTE NaHHYIO MPOLIEAYPY MEPe KaKIbIM IPUEMOM IIpernapara.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccniickas @enepanns

AKIroHepHOe 0011ecTBO «MeTaMeanKa

630091, HoBocubupckas o0:1., r.0. ropoa HoBocubupck, r. HoBocubupck, yin. CoBerckas, 1. 36,
yacTh omert. 202.

Ten./daxc: 8 (383) 304-79-98.

7.1. TlpencraBuTe)ib JAep:KaTessi PperucTPAllMOHHOIO YI0CTOBEPEHH s

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy.

Poccuiickas @enepanus
AK1moHepHoe o01ecTBo «MeTtamennka
630096, r. HoBocubupck, yn. CtanmnuonHnas, 31. 80/8.

e-mail: pretenzii@metamedika.ru

8.  HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHMS
JITT-Ne(002705)-(PT-RU)
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9. JATA NEPBUYHOI PECMCTPAIIMY (MONTBEPKAERIG PEFHCTPAITIN,

NEPEPEI'MCTPALIUN)

JlaTa nepBUYHON PEruCTpaLMU:
07.07.2023

10. JATA IEPECMOTPA TEKCTA

OOmiass  XxapakTepuCTHUKa JIeKapCcTBeHHOro nmnpemnapata OcenbTaMMBHp, JIOCTYIIHA Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHUKAIMOHHOM ceTn «HTepHe™» https://eec.eaeunion.org/
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