COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.07.2022 N2 17146

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1003

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

['punitepa, 75 Mr, KamncyJsl.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB
JleficTBy1o1II€€ BELIECTBO: OCEIBTAMUBHUD.
Kaxxmas karcymna cogeput 75 Mr ocenbramuBupa (B Buae docdara).

[ToHBIN NTepevYeHbh BCIIOMOTATEIbHBIX BEIIECTB IMPUBENICH B pasnaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsl.

TBepable jxenaTHHOBbIE Karcyibl Ne 2 ¢ KOPIYCOM CBETIIO-CEPOro IBETA U KPBIIIEUKON XKEITOro
nBera. CozepkuMoe Karcya — CMeCh IMOPOIIKAa W TpaHyd Oenoro Wi MOYTH Oenoro IBera.
JomnyckaeTcss Hanuyue CTOJOMKAa WJIM KOHIJIOMEpPATOB, KOTOpBIE pacChIIalOTCs MpuU

HaJgaBJIMBaHUH CTEKJITHHOM NaJIOYKOH.

4. KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

o JleueHue rpummna y B3pociblX U AeTeil B Bozpacre crapiue 1 rona.

. [Ipodunaktuka rpumnmna y B3poCiAbIX M MOJIPOCTKOB B BO3pacTe crapiie 12 e,
HAXOJSAINXCS B TPYIIAX MOBBIIEHHOTO pUCKa MHPHUIMPOBAHHS BUPYCOM (B BOMHCKHX YaCTsIX U
00JIBIINX MPOU3BOJCTBEHHBIX KOJUIEKTUBAX, Y OCIa0JICHHBIX MALUEHTOB).

. [Tpodunaktuka rpunmna y aerei crapue 1 rona.

4.2. Peskum 103MPOBaHNS M CI0CO0 TPUMeEHEHHUs

PexxuM 103upOBaHUs

Bspocnvie

Jleuenue

[Tpuem npenapata HEOOXOJUMO HAUMHATH HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHUSI CUMIITOMOB
3a00JIeBaHMUA.

[To 75 mr 2 pa3a B CyTKH BHYTpb B TeueHue 5 nHel. YBenuueHue 10361 6osee 150 mr/cytku He
MPUBOJUT K YCUIICHUIO 3 dexTa.

Hpodunaxmuxa

HpI/ICM Ipemnapara HCOGXO,Z[I/IMO Ha4YMWHAThb HEC IIO3THEC 2 CYTOK IIOCJIC KOHTAaKTa C 3a00JICBIIIMM

yenoBekoM. 1o 75 mr 1 pa3 B cyTku BHYTph B TeueHHe He MeHee 10 IHel mocie KOHTakTa ¢
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TeueHue 6 HEIENb.
[TpodunakTuyeckoe AEMCTBHE MPOIOIIKACTCS CTOJIBKO, CKOJIBKO JUTUTCS TIPUEM TIperapara.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tlayuenmsi ¢ nopasicenuem nouex

Jleuenue

[TaruenTam ¢ KIMpeHCOM KpeatwmHHHA Ooniee 60 MII/MWUH KOpPpPEKIMH J103bI HEe Tpedyercs. Y
NAIMEHTOB C KJIUpeHcoM KpeaTuHuHa oT 30 mo 60 Mu/MHH 103y OcCeIbTaMHBHpA CIEAYeT
ymeHbmuTh 10 30 Mr mBa pa3a B CyTKM B TeueHHME S5 nHel (cMm. pasgen 6.6., mompasmen
«QKCTEMIIOpAIbHOE IIPUTOTOBJIEHHUE CYCIIEH3UNY).

VY mamueHToB ¢ KiIupeHcoM kpeatmHuHa OT 10 mo 30 mu/MHH 103y OCelIbTaMUBHpa CIEAYyeT
yMeHbIIUTh 0 30 Mr OoauH pa3 B CyTKU B TeueHue 5 anel. [lanumenTtam, Haxoasmumcs Ha
MOCTOSIHHOM TeMO/IMan3e, OCeNbTaMUBUD B MEepBOHAYAIBbHOU /103¢ 30 MI MOXHO MPHUHATH 10
HayaJia iajan3a, €CiIu CUMIITOMBI TPUIITIA MOSBUIMCH B TEUEHUE 48 4 MEXK]ly CeaHCaMU JUaIN3a.
Jns moanepskaHus MJIA3MEHHOM KOHIIGHTPAllMM Ha TEPAreBTHYECKOM YPOBHE OCEIbTaMUBHP
cienyer npuHUMaTh o 30 Mr mocie KaxkJIoro ceanca muanusa. [lanuentam, HaXoAsSIIUMCS Ha
MEPUTOHEAILHOM JTUANIN3€, OCETbTAMUBUD CJIEIYET MPUHUMAThH B TIepBOHAYaIbHOM g03€ 30 Mr 10
Hayaja IpoBEJCHU AUanu3a, 3ateM 1o 30 Mr kaxble 5 1Hel. DapMakOKMHETHKA OCeIbTaMUBHpa
y MalMEHTOB C TEPMUHAJIBLHOMN CTauel MOYEYHOU HEJIOCTATOYHOCTHU (C KIMPEHCOM KpeaTHUHHHA
< 10 mi/MUH), HE HAXOAALIUXCS HA TUANH3€, HE HU3ydyanach. B CBSI3U C 3TUM pEeKOMEHAALNU TI0
JIO3UPOBAHUIO Y TAHHOW TPYMIBI NAIIIEHTOB OTCYTCTBYIOT.

Ipoduraxmuxa

[Tatiuentam ¢ KIUpeHCOM KpeaTWHMHaA Oosiee 60 MII/MUH KOpPPEKIMH J03bI HE TpeOyeTcs.
VY mauueHTOB ¢ KiIMpeHcoM KpeaTMHuHa oT 30 mo 60 mu/MUH 7103y OcelbTaMHBHpa CIEIyeT
yMeHpIMTh A0 30 Mr oaMH pa3 B CyTku (cM. pazzmen 6.6., moapasnen «IKCTEeMIIOpalbHOE
NPUTOTOBJICHUE CYCIICH3HM).

VY narnueHToB ¢ kiupeHcoM kpeatuHuHa ot 10 10 30 MiI/MUH PEeKOMEHAYETCS YMEHBIIUTD 03y
ocenpTamuBupa 10 30 mr yepes neHsb. [lanuenTam, HaxoaAIMMCS Ha TOCTOSSHHOM I'€MOJINAJIN3E,
OCenbTaMUBUD B MIEpBOHAYATIBHOM 03¢ 30 MI MOKHO MPUHSATH 10 Havana nquanusa («1-it ceanc).
Jns nmonnepkaHus IJIa3MEHHOM KOHIEHTPAllMKd Ha TEPareBTUYECKOM YpPOBHE OCEIbTaAMHBHP
cienyeT npuHUMaTh 1o 30 Mr mocjie KakJoro nocjieayrollero He4eTHOro ceaHca Juainsa.
[TanenTam, HaXOAAUIUMCSI HA IEPUTOHEAIBHOM JIUAIN3€, OCEIbTAMUBUD CJIEIYET IPUHUMATDH B
nepBoHavdaabHOM 103¢ 30 Mr 10 Havasa MpoBEACHUS qualn3a, 3aTeM 1o 30 Mr KakJiple 7 THEH.
®apMakOKMHETHKA OCEJIbTaMHBHpPA Y TNANMEHTOB € TEPMHHAIBHOM CTaJuel MOYEHHOU

HEJIOCTAaTOYHOCTH (C KIUpeHcoM KpeaTuHWHA < 10 MJI/MHUH), HE HaXOAIINXCS HA TUATH3E, HE
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U3ydanach. B CBS3M C OTMM PEKOMEHAALMH TIO nomﬂ@%ﬁﬂ?%'%ﬁ&%j%fgﬁ:hgﬁl';l'éﬁTOB

OTCYTCTBYIOT.
Tlayuenmui ¢ nopasicenuem neyenu

Koppekuuu m03b1 ocenbTaMuBHUpa MPH JICYEHWHM U NPO(UIAKTHKE TPHUMNA y MAlUEHTOB C
HapyleHusMH (GYHKIUM T[€YeHH JIETKOM W CpeAHel CTemneHel TsKeCTH He Tpedyercs.
be3onacHocTh M (hapMaKOKMHETHKA OCENbTaMUBHUpA Yy MAIMEHTOB C TSDKEIBIMH HAPYIICHUSMH
(GyHKIMY IEYeHH HE U3Yy4anach.

Tayuenmsi nodxcunozo u cmapuecko2o 8o3pacma

Koppekuuu 10361 171 npoUIaKTUKY WIK JICUEHUs TPUIINa He TpeOyeTcs.

THayuenmoi ¢ ocrabreHHbIM UMMYHUMEMOM (noclie MpaHCHaAaHmMayui)

Jleuenue

PexoMeHn0BaHHas MPOAOKUTEIBHOCTH TEPAUU OCEIbTAMUBHPOM y MAIIMEHTOB € OCIa0JICHHBIM
uMMyHUTETOM coctanisieT 10 queii. Koppekiuu 10361 He Tpebyercs (cm. pa3aensi 4.8., 5.1 u 5.2).
[Ipuem npenapara He0OX0IMMO HAUMHATH HE MO3JHEE 2 CYTOK C MOMEHTA Pa3BUTHUSI CUMIITOMOB
3a00J1€BaHUA.

Cesonnas npod)wlaKmuKa

Jns ce3oHHONW MNPOPUIAKTUKH TpUNNA Yy TNAIHEHTOB ¢ OclIabJeHHbIM HMMMYHUTETOM
B Bo3pacte > 1 roga — B TeueHue 12 Henenb, KOPPEKIHs 1036l HE TpeOyeTcsl.
eTn
[Ipenapart ['puntepa He cienyer Ha3HA4YaTh JeTAM A0 | roa.
Jleuenue

Toopocmxku 6 so3pacme > 12 nem

[To 75 mr 2 pa3a B CyTKH BHYTpb B T€UE€HHUE 5 THEH.

Jlemu 6 6o3pacme om 1 200a 0o 12 n1em

Jetu ¢ maccoit Tena > 40 Kr, KOTOpbIE YMEIOT IPOIJIAThIBATh KaIICYyJIbl, TAKXKE MOTYT IIOJIy4aTh
JiedyeHue, MpUHUMas 10 OJIHOM Karcyse 75 Mr 2 pa3a B CyTKU B T€UEHUE 5 THEH.

Jna nereil B Bo3pacte oT 1 roga BO3MOXKHO 3KCTEMIIOPAJIbHOE MPUTOTOBIEHUE CYCHEH3UU C
UCIIOJIb30BaHUEM Karicyln 75 mMr (M. paszen 6.6., moapasien « DKCTeMIIopaabHOE IPUTOTOBICHUE
CYCITIEH3UNY).

[IpuMeHsTh OcenbTaMUBHp CleAyeT 2 pa3a B CYTKM B Te4YeHHEe S5 JHEH COIJIacCHO

HUKETPUBEICHHON TabuIe:
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Macca tena PexomeHnoBanHay f03a | W 19— KommcTro crtaer- | & Jo)3)
Ha OJIMH IIPUEM
ocebTaMUBHUPA Ha OJIUH MPUEM
<15«kr 30 mr 2 M1
>15-23 xr 45 mr 3 M1
> 2340 xr 60 mr 4 M
> 40 kr 75 mr 5 M
Ipogunaxmuxa

Tloopocmxku 6 6o3pacme > 12 1em

[Tpuem mpenapata HEOOXOAMMO HAUYMHATH HE MO3JHEE 2 CYTOK IMOCTEe KOHTAKTa ¢ 3a00JIEBUINM
yenoBekoM. [lo 75 mr 1 pa3 B cyTku BHYTph B TeueHHe He MeHee 10 gHel mociie KOHTaKTa C
3a00J1eBIIMM 4esloBEKOM. Bo Bpemsi c€30HHOMN 3mujaeMuu rpunmna — no 75 mr 1 pa3 B cyTku B
Te4eHHue 6 HeJelb.

Jlemu 6 so3pacme om 1 2o0a 0o 12 n1em

Hetn ¢ maccoit Tena > 40 Kr, KOTOpble MOT'YT IPOIJIAThIBATh KAICYJbl, TAKXKE MOTYT IOJIYy4aTh
npOoPMIAKTUIECKYIO TepaNio, IPUHUMA 110 OHOU Karcyne 75 mr 1 pa3 B cyTku B TeueHue 10
THEH.

Jns nereit B Bo3pacte oT | roga BO3MOXKHO 9KCTEMIIOPAJIbHOE MPUTOTOBJICHHE CYCIICH3HH C
WCIIOJIb30BAaHUEM Karcys 75 mr (cM. pazaen 6.6., moapasaen «IKCTeMIIopaibHOE MPUTOTOBIICHUE
CYCIICH3UMNY).

[TpumensaTs ocenbTamuBuUp ciexyer 1 pa3 B cyrku B TedeHue 10 gHel coriacHo

HIDKEIIPUBEJICHHOM Tabmuiie:

Macca tena PexoMeHn1oBaHHAs 1034 KoanuectBo cmecu

Ha OAWH IIPpUEM
OoCClIibTaMMBHpPa HAa OJHUH ITPUCM

<15«kr 30 mr 2 mn
> 15-23 kr 45 mMr 3 M
> 2340 kxr 60 mr 4 mn
> 40 kr 75 mr S M

Crooco0 rmpuMeHeHus

BHyTpb, BO BpeMs el MJIM HE3aBUCHMO OT mpuema numniu. [lepeHocMMOCTh ocenbTaMuBHpa
MO’KHO YJIYYIIUTh, €CIIM IPUHUMATh €r0 BO BPEMS €/Ibl.

B cnyuasx, xorzia y B3pocibIX, MOAPOCTKOB U JIeTeH CYIIECTBYET MpobiiemMa ¢ MporjaTbiBaHUEM
Karcys, He0OX0IUMO OTKPBITh KaIlCylly U BBICHIIIATh €€ COAEPKUMOE B HEOOJIBIIIOE KOJIMYECTBO

(MakcuMmanbHO 1 waliHasg JIOXKKA) TMOIXOJNAIIETO TIOJCTANICHHOTO TMPOMYKTa IHTaHUS
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CBETJIO-KOPUYHEBBIN Caxap WM CTOJIOBBIM caxap, PAacTBOPEHHBIM B BOJAE, CIAAKWUI Aecepr,
CTYIIEHHOE MOJIOKO C caxapoM, I0JIOUHOE MIOpEe WK HOTYPT) JUIS TOTO, YTOOBI CKPBITh TOPHKUI
BKyc. CMech HEOOXOAMMO TINATEJIBHO IepeMellaTh M JaTh MaluueHTy ueiaukoM. Crenyer
IIPOIJIOTUTH CMECH CPa3y K€ MOCJIe IPUTOTOBJICHMUS.

WMHCTpyKIIMU 110 3KCTEMIIOPAIBHOMY MPUTOTOBJIEHHIO CYCIEH3UHU JIEKAPCTBEHHOI'O Ipernapara
nepe] IpUMEHEHUEM CM. B paszzeie 6.6.

4.3. IlpoTHUBONOKA3AHHS

o I'unepuyBCTBUTENBHOCT K OCEIbTAMUBUPY WJIH JIFOOOMY M3 BCIIOMOTaTeIbHbBIX BELIECTB,

MEepEUYUCIICHHBIX B pazjene 6.1.

. TepmuHanbHAs CTaUS TOYEYHON HEAOCTATOUHOCTH (KIMpeHC KpeatnnuHa < 10 mu/mMuH).
) JHerckuii Bo3pact a0 1 roaa.
o Tspkenas neueHouHass HEAOCTATOYHOCTb.

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTEIO

. bepemeHHOCTS.
° [Iepuon rpyaiHOTO BCKapMIIMBaHUS.
. [IpumeneHne B KOMOWHAIMM C  [penapaTaMd, HMCIOIIUMUA  y3KYIO  IIHPOTY

TEpPareBTUUECKOTO ICHCTBUS (HapUMeEp, XJIOPIPONIAMHK], METOTPEKCaT, (PeHMUITOYyTa30H).

Oco0ble yKa3aHus

OcenbramMuBHp 3PPEKTUBEH TOJIBKO B OTHOILIEHUH 3a00JI€BaHUS, BBI3BAHHOI'O BUPYCOM T'pHIIIIA.
Jannbpie 00 3¢ (EeKTUBHOCTH OCeNbTaMHUBHMpa NMPH Tepanuu 3a00sieBaHUl, BBI3BAHHBIX MHBIMU
areHTaMu, OTCYTCTBYIOT (cM. paszaen 5.1.).

[Ipenapar I'punitepa He SABASETCS 3aMEHON BaKIIMHALIMY.

Hcnonp3oBaHue ocenbTaMUBUpPa HE JIOJDKHO BIIMATH Ha OLIEHKY IMAlMEHTOB IPU MPOBEIECHUU
€XXET0IHOM BaKIMHAIIMY IPOTUB TPUIIIIA.

3amuTa OT TpulIa JUIMTCs TOJIBKO J0 TEX MOp, MOKa MpUMEHsEeTcs npenapar I 'punrepa.
[Ipenapat cineayeT MCMONb30BaTh TOJIBKO IS JI€UEHUS M MPOPHIAKTUKHM TPUINA U TOJIBKO B
cllydae, eciH JOCTOBEpPHBIE SMUIEMHUOOTHYECKHE JAHHbIE YKa3bIBAIOT HA TO, YTO BUPYC IPHUIINA
HUPKYJIUPYET B OOIIEH MOMyIAIUH.

YyBCTBUTENBHOCTD HUPKYJINPYIOMUX IITAMMOB BUPYCa IPUIIA K OCEIbTAMUBUDPY MOXKET CUIIBHO
BapbUpoOBaTh (cM. pazaen 5.1.).

Takum o0Opa3zom, MpU Ha3HAUEHUU IMpernapaTa HEOOXOAMMO YUHUTHIBATh CaMylO IMOCJEIHIOI0

JOCTYIHYIO HH(POPMAIIHMIO O YyBCTBUTEILHOCTH LIUPKYIUPYIOLIET0 BUPYCa K OCEIbTaMUBUPY.
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Tsaoicenoe conymemsyrowee 3abonesanue (NOCNEOCQBA

Jannpie o Oe3omacHOCTH W 3((PEeKTUBHOCTH NPUMEHEHUS OCeNbTaMHUBHpA y MAIMEHTOB C
JIOCTAaTOYHO TSDKEJIBIM COIYTCTBYIOIIMM 3a00JIEBAaHHEM WM HECTaOWJIBHBIM COCTOSHHEM,
MPEIOoJIaratoiuM FOCIUTAIU3AINI0, OTCYTCTBYIOT.
Tayuenmsi ¢ ocrabreHHbIM UMMYHUINEMOM
O} PeKTUBHOCTh OCENbTAMUBHPA TPH JICYCHHH WM NPO(UIAKTUKE TPUIIA Yy TAIHCHTOB C
0CJIa0JICHHBIM UMMYHHUTETOM YE€TKO HE yCTaHOBJEHBI (cM. pazzen 5.1.). OmHako y B3pOCIBIX
MAIMEHTOB C OCIA0JIEHHBIM UMMYHHUTETOM JICYCHHE TPUIIIA CIeAYeT MPOBOJUTH Ha MPOTSHKEHUU
10 pgueii, Tak Kak KIMHUYECKHE HCCIEIOBaHUS NIpu Oojiee KOPOTKOM Kypce Tepamuu He
MPOBOJIUIINCH.
Cepoeunas/ovixamenbHas HeOOCMAMOYHOCHb
O} PexTUBHOCTh OCENbTAMUBHpA MPH JICYCHUH WU TPOPUIAKTHKE TPUIINA y MAlMEHTOB C
XPOHUYECKOW CEepACYHON W/WIIM NbIXaTeIbHONH HEJOCTATOYHOCTHIO HE yCTaHOBJIEHA. B nmaHHOMU
MOMYJISIUK TAIIMEHTOB YacTOTa BO3SHHUKHOBEHHUS OCIIOKHEHHH ObLIa COMOCTaBUMa B TPYIIE
JIeYEHUs U TpyIIe mianedo.
Iloueunasn HedocmamouHocmsb MANHCENOU CIENneHU MANCecmu
Y B3poCHBIX MAalMEHTOB M TMOAPOCTKOB (13—17 7eT) ¢ TsaKenod CTENeHbl0 MMOYeYHOU
HEIOCTaTOYHOCTH IIPH JICUYCHUH U MPO(PHUIAKTHKE TPUTITIA PEKOMEHIYETCS KOPPEKITUS JTO3BI.
Knuanyeckrne maHHBIC A KOPPEKLIMHU J103Bl Y MIIAJICHIEB M JeTell (B Bo3pacTe OoT | rojga m
CTapiIe) ¢ MOYSYHOM HETOCTATOUHOCTHIO OTCYTCTBYIOT (CM. paszaensl 4.2, u 5.2.).
Ilcuxonesponocuuecxue HapyueHus
VY manueHToB (B OCHOBHOM Y JI€TeH W MOJPOCTKOB), NMPHUHHMABIIUX OCEIbTAMHUBHUD, OBLIH
3apEeTUCTPUPOBAHBI TICHXOHEBPOJIOTHUYECKHE HapylieHus. [1oapoOHbIe TICHXOHEBPOIOTHYECKHE
HapYIICHUS TaK)Ke€ OTMEUYEHBI y MAIUEHTOB C TPUIITIOM, HE TIOTYYaBIINX OCEIbTaMHUBHP.
CrnenyeT TIaTeIbHO MOHUTOPHPOBATH MAIIEHTOB Ha MpeIMeT U3MEHEHUN B MOBEICHUH, PUCK U
MI0JTh32 TIPOJIOJKEHHUS TEPATHH JJOJKHBI OBITH OLIEHEHBI JIJTsl KJKJI0T0 MAaIlMeHTa HHINBUIYaIbHO
(cM. pazgen 4.8.).

eTH
JlanHble 175 onpenesieHus 103kl Y HEJJOHOIICHHBIX JeTel (OCTKOHIENTyalbHbIN Bo3pacT < 36
HEJIENTb) OTCYTCTBYIOT.
4.5. B3auMmopeiicTBHe ¢ JIPYrHMH JIEKAPCTBEHHBIMH TpenapaTamMM H JApyrue BHWABI
B3aMMO/EHCTBHUA
DapMaKOKHHETUYECKHE CBOMCTBA OCEIbTAMUBUPA, TAKHE KaK €r0 HU3Kasl CTETICHb CBSI3BIBAHUS C

OenmkamMu M MeTa0oIM3M, He 3aBUCHMEIN oT n3odpepmenta CYP450 u cucremsl TIIIOKYpOHHIA3
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(cMm. pazmen 5.2.), HE JAIOT OCHOBAaHUU I ennonaﬁgjﬂs':-ﬁg%&@;;%é@k O3t HMBIX

B3aMMOJICUCTBUM M0 YKA3aHHBIM MEXAHU3MaM.

[IpoGenenna

Koppeknuss 7036l TIpy  OJTHOBPEMEHHOM NIPUMEHEHUH C TMPOOCHEIHIOM Y IalMeHTOB C
HOpMaJIbHOW (pyHKIMEH Movek He TpeOyercs. OqHOBpEeMEHHOE MTPUMEHEHHE ¢ MPOOCHEIUIOM,
MOIIIHBIM HHTUOUTOPOM aHMOHHOM KaHAIBIIEBON CEKPEIUH B IMOYKaX, TPUBOJUT K ~ 2-KPATHOMY
YBEJIMUEHUIO YKCIIO3UINHM AKTHBHOTO META00IMTa OCEbTaMUBHUPA.

AMOKCHUIIMJINH

Kunernueckoe B3aUMOJCHCTBHE OCECIbTAMHBHpPA W AMOKCHIMIIIMHA (BBIBOISIIEIOCS TEM K€
IyTE€M, YTO U OCENbTAMUBHP) OTCYTCTBYET. [Ipenmnonaraercs, 4yTo KOHKYpEHLUsl OCEIbTaMUBUpa
3a BbIJEJICHUE IOYKAMHU cliadast.

BriBeieHHE ¢ MOYO

MaoBeposTHbl KIIMHUYECKH 3HAYMMBIC MEKJICKApCTBCHHBIC B3aMMOJCHUCTBUS, CBSI3aHHBIC C
KOHKYPCHIIMEH 3a KaHAIBIEBYIO CEKPEIHIO, MPHHUMAs BO BHUMaHUE pe3epB 0€30MacHOCTH IS
OOJIBLIIMHCTBA HOI[O6HI)IX ImpernaparoB, IMYTH BbIBCACHUA aKTUBHOI'O MeTa6OJ'II/ITa oCClibTaMHBHpa
(kmyOoukoBasi (GWIBTpallMs W aHUOHHAS KaHAIbLEBAs CEKPElUs), a TakKe BbIBOISILYIO
CIIOCOOHOCTh Kaxaoro u3 myTel. OJHAKO NPUMEHSTh OCEeNbTaMUBHpP B KOMOMHALIMU C
npernapaTtamM, HMEIOLMMHU  y3KYH0 HIMPOTY TEpareBTUYECKOro JEeWCTBUS  (HampuMmep,
XJIOPIPOIIAMH/T, METOTpeKcat, (PeHUI0yTa30H), HEOOXOIMMO C OCTOPOKHOCTHIO.

JlonOJIHUTEILHAS I/IHd)ODMaI_II/IH

He oOHapyxeHO (apMaKOKMHETHYECKMX B3aMMOJEHCTBHM MEXIY OCEIbTaMMBHPOM WU €ro
OCHOBHBIM META0OJMTOM IIPHU OJHOBPEMEHHOM IPHUEME C MapareTaMOoJIOM, alleTHIICATUITIIOBON
KHACJIOTOH, IUMETHUAMHOM, aHTAI[MIHBIMU CPECTBAMHU (MAarHUs U aTFOMUHHS TUAPOKCH]T, KBNS
KapOOHAaT), PUMAHTaJAMHOM WIM BapdpapuHOM (y HalMEHTOB Oe3 TpuIIa, CTa0MIbHBIX Ha
Bapdapuue).

4.6. ®epTUIBLHOCTDH, 0€PEMEHHOCTD H JIAKTALMSA

bepemeHHOCTD

HeOnaronpustHblif ucxo1 0epeMEHHOCTH U aHOMAJIMM PAa3BUTHUS IJI0]1, @ TAKXKE PUCK CEPbE3HBIX
BPOXKJIEHHBIX TOPOKOB DPa3BUTHs, B TOM 4YHCIE BPOXKJIEHHBIX IOPOKOB CEp/lla, CBS3aHbI C
3a00JIeBaHUEM TPHUIIIIOM.

BoibIioe KOJIMUecTBO TaHHBIX O BO3JEHCTBHM OCEThTaAMUBUpPA y OEPEMEHHBIX JKEHIIUH B XOJIE
MOCTPErHCTPALIMOHHOTO MPUMEHEHUs U HaOIro1aTeNnbHbIX HccaenoBanuit (6onee 1000 manneHTOB
Ha TEPBOM TpPUMECTpe OEpEeMEHHOCTH) HE€ YKa3bIBalOT HU Ha IOPOKH pPAa3BUTHUSA, HU Ha

(beTo/HeOHATAIbHYIO TOKCUYHOCTD OCEJIbTaMUBHpA.
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OmaHako B 0JHOM HaOJIIOIaTENILHOM UCCIIEI0BaHNHT pe3yﬂprla%ﬁi %ﬁ%%&ﬁh¥ﬁ%ﬁﬁéﬁlx

BPOXKJICHHBIX TOPOKOB CEP/LIA, TUArHOCTUPOBAHHBIX B T€UCHHE 12 MECSIIEB MOCIE POXKACHUS, HE
ObUIM OJTHO3HAYHBIMH, XOTS OOIINI PHCK MOPOKOB Pa3BUTHS U HE OB YBEJIUYCH.

B naHHOM wHccienoBaHUM 4YacTOTa Pa3BUTHSA TSDKEJIBIX BPOXKIEHHBIX MOPOKOB cepilla Mocie
MPUMEHEHHUS OCelbTAMHUBHpA B TEUCHUE MEPBOT0 TpUMecTpa OepeMeHHOCTH cocTaBisuia 1,76 %
(7 mnagenueB u3 397 Gepemennocreit) nmo cpaBaenuto ¢ 1,01 % mpu 6epemenHocTH B 0OmIei
nomyJisiiuy 0e3 MPUMEHEHHSI OCelIbTaMUBHpa (OTHOIIEHUEe puckoB 1.75, 95 % noBepuTenbHBIN
unrepsai 0,51 mo 5,98).

Knununueckoe 3HadeHne JaHHOTO pe3yibTaTa MO KOHIA HE SCHO, TaK KaK MCCIEI0BAaHUE HMEIO
OTPaHUYEHHYIO MOIITHOCTb.

Kpome Toro, mccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTU IOCTOBEPHYIO
OIICHKY OTJENIbHBIX KaTeropuil TSHKENbIX MOPOKOB Pa3BUTHS; MPH ATOM JaHHBIE y JKCHILUH,
MPUHUMABIINX U HE MPUHUMABILIUX OCEIbTAMUBHP, HE MOTJIM OBITH MOJHOCTHIO COMOCTABUMBI,
HE3aBUCUMO OT TOTO, OOJICJIN JTU OHU TPUIITIOM.

HccnenoBanust Ha )KUBOTHBIX HE YKa3bIBAIOT HAa PEMPOIYKTHBHYIO TOKCHYHOCTH OCEIbTaMHUBHPA
(cMm. pasgen 5.3.).

[IpumeneHue mpemapaTa mpu OEpEeMEHHOCTH BO3MOXKHO B Cllydae HEOOXOJIUMOCTH U TOCTE
OLICHKM HWMEIoIeicss MHpOpMauuu o Oe30MacHOCTH M Toib3e (MHGOPMALMIO O TOJb3e
IPUMEHEHHUs IpernapaTta y OepeMEeHHBIX >KEHIIMH CM. B pasfjene 5.1.), a Takke MaToreHHOCTH
HUPKYTUPYIOLIETO IITaMMa BUpyca TPUIIIIA.

JlakTanus

Bo Bpemst JOKITMHHYECKUX MCCIIEIOBAHUN OCEIbTAMUBHP W aKTHBHBIM METa0OJIUT TPOHUKAIH B
MOJIOKO JIAKTHPYIOIIUX KpbIC. JJaHHBIE MO SKCKPEIUH OCEIbTAMUBUPA C TPYIHBIM MOJIOKOM Y
4eJoBeKa M IPUMEHEHHIO  OCelbTaMHBHpAa KOPMALIMMM  SKEHIIMHAMH  OTPaHUYEHBI.
OrpaHuyeHHbIE JaHHBbIE MOKa3bIBAIOT, YTO OCENbTAMUBUP M €ro aKTUBHBIA MeTabOIUT B
HEOOJIPIIINX KOJIMYECTBAX MPOHHKAIOT B TPYAHOE MOJIOKO, CO3/aBasi CyOTepareBTHYECKHe
KOHIIGHTPAallMd B KPOBH TpyaHOro pebOenka. [Ipm Ha3HaYeHHWH OCENbTaMHUBHpPA KOPMSIIAM
KEHIIMHAM CIIeyeT TakXe YUYUTBIBaTh MX COMYTCTBYIOIIME 3a00JI€BaHUS M IMATOI€HHOCTb
UPKYJIUPYIOIIEro IITaMMma BHpyca rpunma. Ilpu OepeMeHHOCTH M B NEpUOJ TPYIAHOTO
BCKapMJTMBaHHS OCEIbTAMUBHP IMPUMEHSIOT TOJIBKO B CIIydae, CIH OXKH1aeMast IBHast TI0J1h3a JIs
KOpMSIIIIEH MaTepH MPEBBIIIAET PUCK TSl peOeHKa.

DepTUabHOCTD

Ha ocHOBaHUM NOKIMHUYECKUX JAHHBIX HE OKHUIACTCA, UTO Mperapar BJIUACT HaA (I)epTI/IJ'ILHOCTB

MY)KYHH WK JKeHIMH (cM. pasznen 5.3.).
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4.7. BausiHde HA CHOCOOHOCTH YNPABJIATH Tpchnﬂagﬁﬁmgﬁ%ﬁEgM:ﬁTﬁh'&é%ﬁ c

CMEPTHOMY OTYETY

MeXaHu3MaMH
HpeHapaT HC BJIMUACT, JII/I60 OKa3bIBACT HC3HAUUTCIIBHOC BJIIMSHUC HaA CHOCO6HOCTB YHpaBJ'DITB
TPAHCIIOPTHBIMU CPEACTBAMH M MEXaHH3MaMH.

4.8. HexxesaTesIbHbIE peaKIUU

Pesrome npoduiist 6e3onacHocT

O6umit nmpoduns Oe30macHOCTH OceNbTaMHUBUpPAa OCHOBaH Ha JaHHBIX 6049 B3pocibIx
MalMEeHTOB/TIOAPOCTKOB U 1473 neTelt ¢ rpumnmnom, moydaBIIuX OCEIbTAMUBHP WIH ILIaIedo, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAIMEHTOB/MOAPOCTKOB M 253 jdeTei, MOoydaromux
OCeNbTaMUBUpP WIM IuTanebo/ He MONy4YaBIIMX TEPamud B KIMHUYECKUX HCCIEIOBAHUSAX IO
npoUIaKTUKE TPHIIIIA.

Kpome toro, 199 B3pocibix NaueHToB ¢ 0caabIeHHBIM HMMYHUTETOM MOJYYHIIN OCEIbTaAMUBHP
JUIs JIe4eHus rpunna, u 475 nanueHToB ¢ 0clabJeHHBIM UMMYHHUTETOM (B TOM uucie 18 nerei,
10 13 KOTOPBIX MOTYYaTH OCETBTAMHUBHD H § — IUI1a1e00) MOIYYMIA OCEIBTAMUBUD WJIH I1J1a1e00
JUIS PO HMIIAKTUKY TPUIIIIA.

VY B3poCibIX MAIMEHTOB/MIOAPOCTKOB Hanbojee YyacThIMU HexenarenbHbMU peakuusmu (HP) B
X0Jle KIMHUYECKMX WCCIIEOBAaHUM JiedeHus rpunmna ObUIM TOIIHOTA W PBOTA, a B XOJ€
UCCIIEIOBAaHMIA TTO0 TPOPUIIAKTUKE — TOLTHOTA.

BonpmmacTBO yKazaHHbIX HP ObuTH 3aperucTprupoBaHbl OJHOKPATHO B IEPBEIA WM BTOPOH JI€HB
Tepanuy U CIOHTAaHHO pa3pellaiuch B TEUEHUE MOCIeAYoIUX 1-2 nHel.

V nereit Haubosee yacto Berpeuatomeiicss HP Gblna pBora.

VY 6obIIKMHCTBA NAIMEHTOB AaHHble HP He npuBOaMIN K OTMEHE Tepanuy OCeIbTaMUBHPOM.
Cepresnbie HP, nepeunciennbie HUXe, peJKko 0TMEYaINCh C MOMEHTA BBIX0/Ia OCeJIbTaMUBHpa Ha
PBIHOK: aHa(UIAKTHUECKUE W aHa(WIAKTOMJIHBIE PEAKIMH, HApYIIEHUS CO CTOPOHBI NEYEHU
(ynbMUHAHTHBIM renaTtut, HapyuieHne (YHKIMM MEYEHU U KeNTyxa), aHTMOHEBPOTUYECKUH
oTek, cuHapoM CtuBeHca — J[>KOHCOHA U TOKCUYECKUI AIUIEPMaJIbHBIN HEKPOJIU3, KEITYA0UHO-
KHILIEYHOE KPOBOTEUEHUE U HAPYIIEHUSI CO CTOPOHBI HEPBHOW CUCTEMBI U IICUXUKH (CM. pa3zien
4.4).

Criucok HexxemnaTeabHbIX PeaKlUil MpeICTaBIeH B TAOIMYHOM (popMaTe HUXKeE.

TabnuuHoe pE3IOME HEXKENATCIILHBIX PEaKINH

JIist onMcaHusl 9acTOTHI HEXeJIaTeIbHBIX PEaKIMA HCIIONB3yeTCs CAeayIomas KiIacCHpUKaIns:
oueHb yacTeie (> 1/10), wacteie (> 1/100 u < 1/10), newacteie (> 1/1000 u < 1/100), penkue
(>1/10000 u < 1/1000) u ouenp pemkue (< 1/10000). CooTBeTCTBYyIOINAs KaTErOpPHUs
MPUCBAMBACTCS HEKEIATCIIBHBIM ~ PEakUsM Ha OCHOBAaHWM OOBCIWHEHHOTO aHaIH3a

KIIMHUYECKHUX UCCIIEIOBAHUMN.
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TENEHOCTE 0003)

Jleuenue u npoghunaxmuxa epunna y 3pocivix noapoc"r%i;-lE-']-': BA

B Tabnune 1 npencrasnens HP, Bo3HMKaBIIME Hanbosee 9acTo Ipu MprueMe PeKOMEHI0OBaHHON
JI03bI OCETbTAMHUBUPA B HCCICAOBAHUSAX MO MPO(HUIAKTUKE U JICYCHUIO TPUIITA Y B3POCIBIX U
noApocTKOB (75 Mr 2 pas3a B CYTKH B TEUCHHE 5 qHEH It JiedeHUus u 75 mr 1 pa3 B CyTKH 110
6 Henmeb A1 MPOPUITAKTHKH ).

B uccrnenoBanusax mo npodunakTuke rpumnma npoduiis 6€30MacHOCTH y NAlUeHTOB, MOTYYaBIINX
PEKOMEHIOBaHHYIO 7103y oceiibTamuBupa (75 mr 1 pa3 B cyTku 10 6 Helesb), KaYECTBEHHO HE
OTJIMYAJICS OT TAKOBOT'O B MCCJIEIOBAHUSX T10 JICUCHHUIO TPUIIIA, HECMOTPS Ha OoJiee JIIUTEIbHBIN

IpHUeM IpernapaTa.

Ta6Jmua 1. HexenarenbHble pCaKkiur, BBIABJICHHBIC B XOAC KIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ oo
HpO(bI/IJ]aKTI/IKe 1 JICUCHUIO I'pUIllla OCCJIIbTAMUBHUPOM Yy B3POCJIBLIX MAIUCHTOB U MOAPOCTKOB HUJIM B XOJIC

MOCTPETUCTPAITMOHHOTO HAOIIOICHHSL.

Kiaacc cucrem He:xenarejabHble pe€aKkumu, pacnpeacjieHHbIe COIVIACHO YaCTOTE BbISABJICHUA

OpPraHoB Ouennb Yacro Heuacro Peaxo
4acro

Hugpexyuonnvie u Bpounxur, Herpes

napazumapHule simplex,

3abo1e6anus Ha30(apUHTHT,
WHEKIAN
BEPXHHUX
JIbIXaTEITbHBIX

IyTeU, CHHYCUT

Hapywenus co TpomMOomuTOTIEHUS

CMOPOHbL KpoBU U

aumebamuueckou

cucmemul

Hapywenus  co Peakuun AHadunakTrueckre

CMOPOHDL THIIEPYYBCTBUTENBHOC- | PEAKLIUH,

UMMYHHOU TH aHa(uIaKTONIHBIE

cucmemul peakuuu

Hapywenus BbecnokoilicTso,

NCUXUKU aHOpMAaJIbHOE
MOBEICHUE,
TPEBOXKHOCTH,
CIIyTaHHOCTh
CO3HaAHMUS, open,

10
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(MOCTENOBATERGHGR TS 0003)

raJUTIOLIMHALINY,
HOYHBIE  KOIIMapHl,
NpUYUHEHHE cebe
TEJIECHOr0
TOBPEKICHUS

Hapywenuss  co | 'onoBHas | becconnuna W3meHeHue co3HaHus,

CMOpOoHbL HepEHotl | OONb CyIOpOTH

cucmembl

Hapywenus co Hapyuenune 3penus

CMOPOHLL  Op2aHa

3peHust

Hapywenus co AputMmus

cmoponwl cepoya

Hapywenus  co Kamens, 6onp B

CHOPOHDYI ropiie, puHopest

OvIXamenvHoll

cucmembl,

0p2aHos8 2pyoHOU

KAEemKU u

cpedocmenus

Hapywenuss  co | Tomrnora | PBota, ©Oonb B Kenynouno-

CMOPOHDL JKUBOTE KHUIIEYHbIE

JHCeNYOOUHO- (BKiTFOUAst 6ONb B KPOBOTEYEHUS,

KUWEUHO20 BEpXHEH vacTu reMopparuyecKui

mpaxma JKUBOTA), KOJIUT

JUCTICTICHS

Hapywenus co [ToBbllieHNE DyIbMUHAHTHBIN

CIOPOHLL  heveHu aKTHBHOCTHU reraTur, TMeYeHOYHast

u «IIEYEHOYHBIX)» HEJO0CTaTOYHOCTb,

AHCENUEBBIBOOAUUX (bepMeHTOB rermaTuT

nymeti

Hapywenuss  co DK3ema, JIEpPMaTUT, | AHTHOHEBPOTHYECKUN

CMOPOHbL KOJICU U CBIITb, KpalIMBHULIA OTeK,

HOOKOJICHbIX MyJIbTH()OpMHAs

mKanetl 3pUTEMa,

CUHAPOM CruBeHca —

JxoHCcOHa,

11
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MOCHEODEA TE RNk T03)

AMUICPMATLHBIH
HEKPOJIH3

Obwue Bonb,

paccmpoticmea  u TOJIOBOKPYKEHHE

HapyuleHus. 8 (BKITFOUAS

Mecme 88e0eHUsl BEPTHUTO),

YTOMIISIEMOCTb,

Tuxopaaka, 00Jb

B KOHCYHOCTAX

Jleuenue u npoghunaxmuxa epunna y oemeti

B xnnHMYecKuX nccaeaoBaHusAX OCceIbTaMUBHUPA MPU JICUCHUH TPUIIIA IPUHUMAU yyactue 1473
pebeHKka (BKJIIOYasl B LIEJIOM 3JI0POBBIX JeTel B Bo3pacTe OT 1 g0 12 jeT m merei ¢ acTMOM B
Bo3pacte oT 6 g0 12 mer). M3 Hux 851 pebeHok moiydan Tepamuio OcCeIbTaMHBHPOM B
JIEKapCTBEHHOH (opme «cycrnensusi». Bcero 158 nereit moiydany peKOMEHIOBAaHHYIO 03y
ocelnbTamMuBUpa 1 pa3 B CyTKH B MCCIIEIOBAHUIX MMOCTKOHTAKTHONW MPO(HIAKTUKA B JOMAIITHUX
ycnoBusx (N = 99), B 6-HeneabHBIX UCCIENOBAaHUSAX CE30HHOW mpodumaktuku (N = 49) u 12-
HEJCNbHBIX HCCIENOBAHUSAX CE30HHOM MPOPMIAKTHKH Yy TMalUEHTOB C OCIa0JIeHHBIM
ummynuterom (n = 10).

B Tabmume 2 mpeacraBienst HP, nHambonee wacto cooOmaembie B XOJ€ KIMHHYECKHX

WCCIIEIOBAHUN Y JIETEM.

Tabmuua 2. HexenarenbHble pPeakUUH, BbISIBICHHbIE B XOJA€ KIMHUYECKUX MCCIECIOBAHUNA 10
NpoQIIAKTHKE U JICYCHUIO TPHIIIA OCEIILTAMUBUPOM Y jeTeit (103a ot 30 Mr 10 75 MT' B 3aBUCUMOCTH OT

BO3pacra/Beca).

Knacc cucrem HexenareabHble PC€aKIuu, pacpeacJi€cHHbIC COTVIACHO YaCTOTE BLIABJICHUSA

OpPraHoB Ouenb yacTo Yacro Heuacto Peaxo

Hugpexyuonnvie u Cpennuii oTUT
napasumapHule

3ab0.1e6aHus

Hapywenus  co I'onoBHas 60mb
CMOPOHUL
HepeHOU

cucniemysl

12
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Hapywenus  co Kompiofxrusur | 1D = IELUEATENEHOCTE U003
CIMOpOHbl OP2aHa (BKITFOUAS
3penus MMOKPACHEHUS

TJ1a3, BBIICTICHUS U

001b)
Hapywenuss  co boib B yxe Hapymenus co
CMOPOHbL Op2aHa CTOPOHBI
cnyxa u OapabanHOI
J1abupunmuole TIEPETIOHKU
HapyuweHus
Hapywenuss  co | Kamens, Punopes
CMOpOHbI 3aJI0’KEHHOCTh
OblxamenbHoll HOCa
cucmembl,
0p2aHo8 2pyoHoll
KAemKu u
cpedocmerust
Hapywenuss  co | PBora bons B xuUBOTE
COPOHDBI (Bximoyast 60 B
HCENYOOUHO- BEpXHEH YacTH
KUeuHo20 ’KHMBOTA),
mpaxkma JTUCTICTICHSA,

TOIITHOTA
Hapywenuss  co Hepmatut
CMOPOHbL KONCU U (BKITFOUAS
HOOKONCHBIX JNIEPTUIECKUNA |
mKauet aTONMUYECKUHI

JIEPMATHT)

Onucanue OTACIBHBIX HCXKCITATCIbHBIX DeaKIII/Iﬁ

Hapywenus co cmoponvl HepeHOll cucmembvl U NCUXUKU

I'punmosnas wuHGpEKIUsS MOXKET aCCOLMHPOBATHCA C PA3IMYHBIMHU  HEBPOJIOTHYECKHMU
CUMIITOMaMH WM WM3MEHEHHSMH TMOBEJCHMS, BKIIIOYAs TAKWE CHMITOMBI, KAaK TaJUTIOLMHALIVM,
JENUpU W aHOPMAJIBHOE TNOBEACHHE. B HEKOTOpBIX Cily4yasx OHH MOTYT IHPHUBECTH K
CMEPTEILHOMY UCXO.Y.

JlaHHBI€ SIBJIEHUS MOTYT BO3HUKATh KaK Ha (poHe pa3BUTHA SHLE(DATONATUN WK SHIIe(aTnTa, Tak

U OTJIENIbHO, 0€3 IBHOTO TKEJIOr0 3a00JICBaHMS.

13
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B mocTpeructpanimoHHbIX COOOIICHUSX y MalHEHTOB, '@%o}aﬂﬁ%ﬁ‘yrﬂ_aﬁﬁ L'dilgﬂ'r,ira-_MﬂBHﬁ | s

JICUCHUS I'pHUIllld, OTMCHAINCH CYJOPOr 1 [[eJ'II/IpI/Iﬁ (BK.HIO‘IEISI TAaKNC CUMIITOMBI, KaK HAPYIICHUC
CO3HAHMA, CIYTAaHHOCTb CO3HAHMSA, AaHOPMAJIbHOE IOBEJACHUE, Open, TaIIOLMHALNY,
0eCrOKOMCTBO, TPEBOKHOCTh, HOYHBIC KOWIMAphl). ODTH CIIydaH PEAKO COMPOBOKIAINCH
OMACHBIMU U JKM3HM AKTUBHOCTSIMHA HJIM JIETAIBHBIM HCXOXOM. JlaHHBIE sIBICHHS OBLIH
3aperuCTPUPOBAHBI B OCHOBHOM CpENU JETEH M MOJPOCTKOB U YaCTO MMENIM BHE3AITHOE HAYAJIO U
OBICTpOE pa3pelIeHUE.

Ponp  ocempTamMmBupa B pa3sBUTHM  JaHHBIX  SIBJICHUH  HEW3BECTHA.  YKa3aHHbIC
IICUXOHEBPOJIOTNYECKUE HAPYIICHUS TaKXKe ObUTH 3apErHCTPUPOBAHBI y MAMEHTOB C TPUIIIOM,
HC IIOJTy4YaBIIUX OCCIIbTaMHUBHUD.

Hapywenus co cmoponul nevenu u jceniesvleo0aumux nymei

HapyrmieHust co CTOPOHBI NEYEHH U JKEITYECBBIBOASIIMX ITyTeH, BKIIIOYAs TeNaTUT U MOBBIIICHUE
AKTHBHOCTH «IICYCHOYHBIX» (DEPMEHTOB, OTMEYAJINCh Y MAalWEHTOB C TPHUIIIONOI00HBIM
3a0oneBaHreM. YKazaHHBIC SBJICHHUS TAKKE BKIIOYAIN (DyIbMUHAHTHBIA TeNaTUT/IICYCHOYHYIO
HEIOCTaTOYHOCTb C JICTATBHBIM UCXOJIOM.

IIpoune 0CO0BIE NOoNVyJIANKHU

Lloowcunvie nayuernnivl U nayuernvl ¢ XpOHuLleC’KOlZ cepdelmoﬁ M/MJZM ovlxamenbHoU
He0oCmMamoyHOCmMbio

[Momynsimusi, BKIIIOYSHHASI B MCCIIEIOBAHUS 10 JICUSHHUIO TPUIITA, COCTOSIIA M3 B IIETIOM 37I0POBBIX
B3POCJIBIX/TIOIPOCTKOB M TALMEHTOB TPYIIBI PUCKA (PUCK Pa3BUTHUS OCJIOXHEHUH TpuUIIa,
HalpuMep MOMYJSALUS MOXKHWIBIX NAllMEHTOB M MAIMeHTOB C XPOHUYECKOM cepaedyHoil wim
JIBIXaTeIbHON HEIOCTAaTOYHOCTHI0). B 1emom npoduias 6€301macHOCTH Mpenapara y MaldeHTOB
IpyNIbl prcka OblI COMIOCTaBUM C TAKOBBIM Y B IIEJIOM 37J0POBBIX B3POCIBIX/TIOJIPOCTKOB.
HCZI/;MEHmbl ¢ ocnabnennvim UMMYHUMEMOM

JleueHue rpumnmna y NaieHToB ¢ 0CIa0JeHHBIM UMMYHUTETOM OLIEHUBAJIOCH B IBYX KIIMHUUECKUX
UCCIIEIOBAaHMSX : MAIMEHTHI MOTy4ald CTAaHAAPTHYIO JJ03Y WM MOBBIICHHYIO 103y (ABOHHYIO MU
TpoliHy10) ocenbTamuBupa (cM. pasgen 5.1.). Ilpopuns OGe3omacHOCTH OcelbTaMUBHUPA,
Ha6HIOI[aCMBIﬁ B JAaHHBIX HMCCICAOBAHUAX, ObIJI CONOCTaBUM C TAaKOBBIM B NpeaAbIAYIIUX
KIIMHUYCCKUX UCCICIOBAHUAX, B KOTOPBIX OCCIIbTAMUBUP NPUMCHAJICA AJId JICYHCHHA MAIUCHTOB C
HOPMAJIbHBIM UMMYHUTETOM CPEAN BCCX BO3PACTHBIX I'PYIIIT (SHOpOBBIe AU EHTHI UJIN ITallMCHThI
U3 IPYIIIBI PUCKA, HATPUMED, C IbIXaTeIbHON M/HIN CepAeYHON HeI0CTaTOYHOCThI0). Hanbonee
Y4aCThIM HEXKeJaTeJIbHBIM SIBJICHUEM Y JieTell ¢ ocaabiaeHHBIM HMMYHUTETOM Obliia pBoTa (28 %).
B xone 12-HenenpHOro wHcCleOBaHUS MO TpoduiIakTHKe rpunmna y 475 mnauueHToB ¢

ocnabieHHBIM UIMMYHHUTETOM (BKJIt04asi 18 nereit B Bozpacte ot 1 10 12 et u crapiie) npoduiib

14
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0e30macHOCTH B Tpynme ocenbTamuBupa (238 naﬁﬂé%%&h%ﬂ'éﬁf

Ha0II0TaeMBIM TTPO(UIIEM OCETHTAMUBHPA B KIIMHUYECKUX UCCIEAOBAHUSIX 10 TPODUITAKTHKE.
eTH

Jemu (0o 1 200a)

B nByx wuccinenoBanusx (apmMakoKuHETUKH, (apMakoIuHAMUKA W Tpoduias Oe30macHOCTH

OCeJIbTAMUBHUpPA, B KOTOPBIX MpUHUMANIA ydyacTthe 135 nereld B Bo3pacTe A0 | roja ¢ rpuIimom,

npodus 6€30MacHOCTH Tpenapara OblI COMTOCTABUM B PA3JTUYHBIX BO3PACTHBIX IPYyIIMAX.

Haubonee yacto cooOuiaeMbIMU HeXeNaTeIbHbIMU SBJICHUSMU IIPH 3TOM OBLIM PBOTA, AHapes U

ompesocTh (cM. pasnen 5.2.).

JanHble 0 AETSX B MOCTKOHIIENTYaJIbHOM BO3pacTe 10 36 Helelnb HEA0CTaTOUHBI.

JlanHbpie Mo 0€30MmacHOCTH MPUMEHEHHSI OCeIbTaMUBUPA TIPH JICYCHUH y JETeH B BO3pacTe 0

1 roga mosydeHbl U3 MPOCIEKTHBHBIX U PETPOCIEKTUBHBIX HAOIIOJATENbHBIX HCCIIEOBAHUIMA

(Bxurouanmu Oostee 2400 aeTeil maHHOTO BO3pacTa), MCCICIOBAHUN SMHICMHOJOTHYECKHX 0a3

JAHHBIX M MOCTPETHCTpaIMOHHOTO HaOmoaeHus. [Ipoduns 6e3omacHocTn y aererd 10 1 roma

COITOCTaBUM C M3BECTHBIM IpoduiieM 0e30MmacHOCTH y AeTel B Bo3pacTe | roaa u crapiie.

Lemu ¢ 6poHxuanvbHOU acmmotl 6 aHamHese

B nenom npoduns HexenaTeNnbHbIX peakiuii y 1eTeil ¢ OpoHXHalbHOM acTMON B aHaMHe3e ObLI

COTIOCTABUM C TAKOBBIM B IIEJIOM Y 3JJOPOBBIX JIETEH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«T0JTb3a — PHUCK» JIEKAPCTBEHHOTO TMperapara. MeIuIMHCKIM paOOTHHKAM pPEKOMEHIyeTCs
co00IIaTh O JIIOOBIX MOJIO3PEBAEMBIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIIEHUS O HEKEIaTeNbHBIX PEaKIIHsIX TOCyIapCTB — YJICHOB
EBpa3uiickoro 53K0OHOMHYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

®denepanbHas cnyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
B OonpmMHCTBE CilyuaeB Mepelo3UpoBKa B XO0J€ KIMHUYECKMX MCCIEOBaHUN M MpU

MNOCTPETUCTPAIUOHHOM TPUMCHCHHUU OCCIbTaMHUBHUpPa HE COIPOBOKIAAIACH KaKuMU-1100

15



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 21 ':I._::_.__-' M2 ;IT'ILE- o
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COOTBCTCTBOBAJIN HCIKCJIIATCIbHBIM SABJICHUAM, ITPEAOCTABJIICHHBIM B pa3acCiIic 4.8.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

®dapMakoTepaneBTUYECKas TPYIa: TPOTHBOBUPYCHBIE CPEICTBA CHCTEMHOTO JEHCTBUS;
IIPOTUBOBUPYCHBIE CPEJCTBA IPSIMOI0 AEUCTBUSI; MHTUOUTOPHI HEMPAMUHUAA3HI.

Kox ATX: JOSAH02

MexaHu3M IeHCTBUS

[IpotuBoBupycHbIii mnpenapar. OcelbTaMUBUD SIBISICTCS MPOJEKAPCTBOM, €r0 aKTHUBHBIN
metabonut (ocenbramuBupa kapookcmnar, OK) — 3¢eKkTuBHBIA U CENEeKTUBHBIA WHTHOUTOP
HelipaMUHUJa3bl BUpycoB rpumma A u B — QepMenTa, KaTalM3HPYIOIIETO MpoOIECe
BBICBOOOJKJICHUSI BHOBb OOpPa30BAHHBIX BHUPYCHBIX YacTUIl W3 HMH(UIMPOBAHHBIX KIETOK, HUX
NPOHUKHOBEHUS B HEMH()UIIMPOBAHHBIC KJICTKH MIUTENHUS JbIXaTeIbHBIX MyTeH U JalbHEHIIero
pacrpocTpaHeHHs BUpyca B opraHu3me. TOpMO3HMT poCT BHpyca rpuiima in Vitro u mojasiser
PETUTHKAIIMIO BUPYCA U €T0 MATOTCHHOCTH IN VIVO, yMEHbIIAeT BbIICICHHE BUPYCOB rpumia A u B
u3 opraam3ma. Konnenrparus OK, HeoOxoaumas i1 MHruOupoBaHus HelpamuHuaasel Ha 50 %
(ICso0), coctapnsier 0,1-1,3 HM s Bupyca rpumnma A u 2,6 HM i Bupyca rpunmna B. Mennana
3nayennit |Cso amist BUpyca rpumma B HeCKOIbKO BhIIIE U COCTaBIsACT 8,5 HM.

Kinuanueckas 3¢ dekTUBHOCTE

B mpoBeneHHBIX HCCIEIOBAHUSAX OCENbTAMMBHP HE OKa3blBaJl BIMSHUSA Ha o0Opa3zoBaHUE
IPOTUBOTPUINIO3HBIX AHTUTEN, B TOM 4HKCJIE Ha BBIPAOOTKY AHTHUTEN B OTBET Ha BBEJICHUE
MHAKTUBUPOBAHHOM BaKLMHBI IPOTHUB IPHUIIIIA.

Hccneoosanus ecmecmeentoti epunno3noti uHgexyuu

B kIMHMYECKMX UCCIEI0BaHMSIX, NPOBEJCHHBIX BO BpeMsl CE30HHOW HMH(EKIMM TIpuIMa,
NAlUEHThl HauMHAIM T0JIy4aTh OCEIbTaMUBUP He mno3aHee 40 9 mocie MOSIBICHUS MEPBBIX
CUMITOMOB I'pUNNO3HON HHPEKIUHU. 97 Y% naiueHToB ObuIM HHOUIMPOBAHBl BUPYCOM I'pUMIa A,
u 3 % mnauueHTOB — BHUpycoMm rpumnmna B. OcenpTaMuBHp 3HAYUTENIBHO COKpalayl IEPUOJ
KJIMHUYECKHUX MPOSBICHUH TpUNIo3HON nHpeKmu (Ha 32 4). Y ManueHToB ¢ MOATBEPKACHHBIM
JTUArHo30M TpHIINa, MPUHUMABIIUX OCEIbTAMHUBHP, TSDKECTh 3a00JIeBaHUs, BBIpAXKEHHAs Kak
IIoHalb MOJA KPHUBOW Ui CyMMapHOIO HHJEKCa CUMITOMOB, Obuta Ha 38 % MeHbIIe Mo
CpPaBHEHMIO C MalMEHTaMH, MOJydyaBIIMMHU Tuianebo. bonee Toro, y MoJoIbIX MAaIMEeHTOB 0e3
COITYTCTBYIOIIUX 3a00JI€BaHUN OCENbTAaMHUBHp CHUXKAJ MpuMepHO Ha 50 % yacToTy pa3BUTHSA
OCJIO)KHEHUN TrpuIina, TpeOyromMuX MNpPUMEHEHUs aHTHOMOTHKOB (OpOHXHUTa, MHEBMOHUH,

CHUHYCHTa, CpPEeIHEro oTuTa). bbuin moiydeHsl noKazarenbcTBa 3((EeKTUBHOCTH Mpenapara B
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CMEPTHOMY OTYETY

AKTUBHOCTH: OCEIbTAaMHUBHUP BBI3bIBAJl KaK YKOPOUYEHHWE BPEMEHHU BBIICJICHUS BUpyca U3
OpraHu3Ma, TaKk ¥ YMEHbBIICHHE TUIOIIAH 10T KPHBON «BUPYCHBIE TUTPHI — BPEMS».

JlaHHbIe, OJYYEHHBIE B UCCIIEOBAHUH 110 TEPAMM OCEIbTAMUBUPOM Yy MALMEHTOB MOXHIOTO U
CTapyeCKOro BO3pacTa, MOKa3bIBAOT, UTO NMPHEM OCEJIbTaMHBHpA B J103€ 75 M 2 pa3a B CYTKH B
T€YeHHE 5 JHEHl CONpPOBOXKIAICA KIMHUYECKH 3HAUMMbBIM YMEHBIICHHEM MEAMAHbI NEpHOJa
KJIMHUYECKUX TPOSBICHUNA TPHUIMIO3HOW HH(EKINH, aHAIOTUYHBIM TAaKOBOMY Y B3POCIBIX
NAalMEeHTOB 0OoJiee MOJIOZOTO BO3pAacTa, OJHAKO PA3IMuYUs HE JIOCTUTAIM CTaTUCTHYECKOU
3HaYMMOCTU. B JpyroM wuccieoBaHUM MaLMEHThl C TPUIINIOM cTapuie 13 jer, umeBline
COITYTCTBYIOIIME XPOHUUYECKHE 3a00JI€BaHUS CEPIICUHO-COCYANCTON U/WIIN IBIXaTEIbHON CUCTEM,
[OJIyYaIl OCEIbTAMMBHUD B TOM K€ PEXHUME JA03UPOBaHUS WM Iulanedo. OTiuuuil B MeaUaHe
epuojia 10 YMEHBIIEHUS KIMHUYECKUX HPOSBICHUH TIpUNNO3HOM HH(PEKIMH B TIpymmax
NAlMEeHTOB, MOJIYyYaBUIMX OCEIbTAMMBHp U IUIanebo, He ObLIO, OJHAKO MEPUO] MOBBILICHUS
TEMIIEpATypbl IPU NIPUEME OCEIbTAMUBHPA COKpallaics npuMepHo Ha 1 aensb. J{ond nmanueHTos,
BBIJICJIIIONINX BUPYC Ha 2-W W 4-ii J1eHb, CTAHOBMJIACh 3HAYMTENHHO MeHbIne. [Ipoduis
0€30I1aCHOCTH OCeJIbTaMMBHpa y MAlMEHTOB I'PYIIIbl PUCKA HE OTJIMYAJICS OT TAKOBOI'O B 001
HOIYJISLUH B3POCIIBIX MAIUCHTOB.

Jleuenue epunna y bepemenHbIX HCeHUUH

KonTponupyeMbIx ucciieJoBaHuil y 0epeMEHHBIX KEHIIKUH He TPOBOAMIOCH. OHAKO pe3ybTaThl
HOCTPErUCTPALIMOHHBIX u PETPOCHEKTUBHBIX HaOJI0AaTeNbHBIX UCCIIeI0BaHUN
IPOIEMOHCTPUPOBAIM MOJb3Y MPEUIaraeMoro pekuma JO3MpPOBAHUS ISl JaHHON MOMYNSALUU
NAlUMEHTOB B  OTHOLIEHWM  CHIDKEHHS  3a00JIeBa€MOCTH/CMEPTHOCTH.  Pe3ynbTarhl
(hapMaKOKMHETHYECKOTO aHAIM3a TTOKa3aid 00Jiee HU3KYIO DKCIIO3HUIINI0 aKTUBHOTO METa00IuUTa,
TEM HE MeHee, U3MEHEHHE peKuMa J03UPOBaHUS y OEpeMEHHBIX KEHIIWH IpHU MPOBEACHUU
Teparnuy Wik Npo)UIaKTUKU He peKoMeHayeTcst (cM. pazaen 5.2.).

Jleuenue epunna y demeti

VY nereit B Bo3pacte 1-12 net (cpennuii Bo3pacT — 5,3 roga), uMeBIINX Juxopaaky (> 37,8 °C) u
OJIMH U3 CUMITOMOB CO CTOPOHBI JbIXaTe€IbHOM CHCTEMBl (Kalledb W PHHUT) B MEPUOJ
LUPKYJIALUU BUpyca TPUIINIA CPEAM HaceseHus, ObUIO MPOBEICHO JBOMHOE ciernoe Iuianedo-
KOHTpOJIMpyeMoe uccienoBanue. 67 % nanneHToB ObUTM MHPUIIMPOBAHBI BUPYCOM rpumnmna A, u
33 % mnamuenToB — BupycoM rpunma B. OcenpTamuBup (mpu mnpueme He mo3gaHee 48 9 mocie
NOSABICHUST ~ MEPBBIX  CHUMITOMOB  TPHUNMNO3HOM  MHQEKIUH) 3HAYUTEIbHO  CHHXKAJ
IPOIOJDKUTEIBHOCTh 3a00seBanus (Ha 35,8 1) mo cpaBHeHHIO ¢ miane6o. [IpogomkuTensHOCTh
3a0oyieBaHUsl ONpeneNsjach Kak BpeMs 0 KyNHpOBaHHUS Kalulsd, 3aJI0)KEHHOCTH HOCa,

MCUYE3HOBEHHUS JIMXOPAIKU, BO3BPALLEHUS K OOBIYHON aKTUBHOCTH. B rpyre nerei, mony4yaBmunx
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nbepneiinte dpyiinoi

[0 o
OCelbTaMHUBHUP, YACTOTA OCTPOrO CPEIHEro OTUTa cHmKANHeE HE4Y %

iane6o. Be3goposienne U Bo3BpalieHne K OOBIYHOM aKTUBHOCTH HACTYMAJO MOYTH Ha 2 THS
paHblIe y JeTeH, MOIy9aBIINX OCEIbTaMUBHP, 10 CPABHEHHUIO C TPYIIION MIamneoo.

B npyrom mccinenoBaHuM y4acTBOBAJIM JIETH B Bo3pacTe 6—12 ner, cTpajgaromue OpoHXHaIbHON
acTMoi; 53,6 % MalMeHTOB UMEH TPUIIIO3HYI0 UH(EKIUIO, TOATBEPKACHHYIO CEPOIOTHYECKI
W/Wim B KyldbType. MeamaHa NpOJOJDKUTENBHOCTH 3a00JIeBaHUSl B TpYIIE MalKUeHTOB,
II0JIyYaBLIMX OCEJIbTAMUBUP, 3HAUUTEIBHO HE CHUXKaack. Ho k nmocnennemy 6-my JHIO Tepanuu
ocenbTaMUBUPOM 00BbeM (popcrpoBaHHOro Bbixoaa 3a 1 cexk (ODB:) mossimancs Ha 10,8 % mo
cpaBHeHuio ¢ 4,7 % y manuenToB, nmory4dabmux miamnedo (p = 0,0148).

Ipogunaxmuxa epunna y 63pocivix u HOOPOCMKO8

[Tpodunaktuueckas 3(pHeKTUBHOCTH OCEIbTAMUBHpPA IPU €CTECTBEHHOM IPUIITIO3HOM MH(DEKInu
A u B Obla nokazana B 3 oTAeNbHBIX KIIMHUYecKuX uccienoBanusx |l ¢as3el. Ha dpone npuema
ocenpTaMUBUpa TpunmoMm 3abosnenu okono 1 % manuentoB. OcenbTaMUBHP 3HAUYUTEIHHO
yMEHbIlIa] YacTOTy BBIJEJIECHUS BHUpYyca U MPEOoTBpallajl Mepeaady BHpyca OT OJHOIO WieHa
CEMBH K JPyTroMyY.

B3pocinble 1 oapoCcTKH, KOTOphle ObUIM B KOHTAKTE C 3a00JIEBIIUM 4YICHOM CEMbH, HAaUMHAIU
MPUEM OCeIbTAMUBHPA B TEUECHHUE JBYX JHEH MOCIe BOSHUKHOBEHHSI CAMIITOMOB T'PUIITIA Y YWJICHOB
CEMbU U MPOJOJDKAIN €ro B TeueHue 7 AHEH, 4TO JOCTOBEPHO YMEHbILAJIO YAaCTOTY CIIy4acB
rpunmna y KOHTaKTHPOBaBIIUX Juil Ha 92 %.

Y HEenmpHUBHTHIX U B IIEJIOM 370POBBIX B3POCIBIX B Bo3pacte 18—65 neT mpueM ocenpTaMUBUpPa BO
BpeMsI SMIUIEMHUH TPUIIIIA CYIIIECTBEHHO CHIKaJ 3a00eBaeMocTh rpunmoM (Ha 76 %). [TarueHTsl
IPUHUMAJIHN OCEIbTAMUBHP B TeueHue 42 nHen.

VY M1 moXuiIoro M CTapuecKkoro BO3pacTa, HaXOJUBLIMXCSA B JOMax mpecrapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPE] CE30HOM, KOTAa MPOBOJIUIOCH HCCIENOBaHHE, OCEIbTAMUBUP
JIOCTOBEPHO CHUXkaJI 3a0071€BaeMOCTh I'punmoM Ha 92 %. B ToM ke nccrneoBaHuM OCeIbTaAMUBUD
noctoBepHo (Ha 86 %) yMeHbIaJ YacTOTY OCJIOXKHEHWUW Tpurima: OpOHXWTA, MHEBMOHHH,
cunycuta. [[anMeHTsl MPUHUMAIIA OCeTbTAMUBUD B TeUcHHE 42 THEH.

Ipogpunaxmuxa epunna y oemeti

[Tpodunaktuyeckas 3¢pGHeKTUBHOCTH OCEIbTAMHBHUPA MPH €CTECTBEHHOMN TPUMIO3HON NHPEKINN
ObLIa IPOJIEMOHCTPUPOBaHa y fieTel ot 1 roga mo 12 et mociie KOHTaKTa ¢ 3a00JIEBITUM WICHOM
CEMBH HITH C KEM-TO M3 IMIOCTOSTHHOTO OKpYykeHUs. OCHOBHBIM IapaMeTpoM 3G (HEeKTUBHOCTH ObLTa
gacToTa 1ab0paTOpHO MOATBEPKACHHON TPUTITIO3HON WH(EKIIHH.

IIpogunaxmuxa epunna y auy ¢ ociabIeHHbIM UMMYHUMEMOM

VY nun ¢ ocnabieHHBIM IMMYHHTETOM IIPH CE30HHOW TPUNIIO3HOW HH(EKIINN U TIPU OTCYTCTBUU

BUPYCOBBIACIICHHUA HCXOIHO, HpO(bI/IJ'IaKTI/I‘—IeCKOG IMPUMEHCHUE OCCIIbTaMHBHUpa IMPHUBOJUIIO K
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1Y OTUETY

COTPOBOMKAAIONICHCS KITMHUYECKOUW cummToMaTukoit, 1o 0,4 % (1/232) mo cpaBuenuto ¢ 3 %
(7/231) B rpynme 1utane6o. JlaGopaTopHO TOATBEpPXKACHHAS TPUIIO3HAS HHQPEKIHS,
COMPOBOXKAAIOMIASACS KJIMHUYECKOM CHMIITOMATHKOW, JHArHOCTHPOBANACh IMPH HAJIUYUU
TeMIlepaTypbl B ToJocTH prta Bbime 37,2 °C, kauwis W/WIM OCTporo puHUTa (BCe
3aperuCTPUPOBAHHBIC B OJIMH U TOT K€ JICHB, BO BPeMs IPHUeMa OCeIbTaMUBUPA/TIAIE00), a TAKKE
MOJIOKUTEIBHOTO pe3yNibTaTa 00paTHO-TPAHCKPUNITA3HOW MOTMMEPA3HON IEMHOW pEeakiuu Ha
PHK Bupyca rpunmna.

Jleuenue epunna y nayuenmos (Oemeii, NOOPOCMKO8 U 83POCIbIX) C OCAAOIEHHBIM UMMYHUMEMOM
B pannomMu3MpoBaHHOM [IBOITHOM CIIENIOM HCCIIEJOBAaHUM OLEHKH TpOQuis Oe30MacHOCTH
OCelIbTAMUBUpA W €ro BIUSHUS Ha pa3BUTHE PE3UCTEHTHOCTH BHUpyca Tpurmna (MepBUYHBIN
aHAJIN3) Y MANHUCHTOB C OCIIA0JICHHBIM HMMYHHUTETOM W TPUNINO3HOW WH(EKIHEH MPHHUMAIN
yuactue 151 B3pocnblii manueHt, 7 moapocTkoB (> 12 ner) m 9 nmereit. DTu manueHTs ObLIN
MPUTOJHBI TaK € U Ui OLEHKH 3()(PEeKTUBHOCTH OcelbTaMHUBHpa (BTOPHUUYHBIN HEOyCTEpHBII
aHajm3).

B uccnenoBanue OblTH TaKk)Ke BKJIIOUEHBI MAMEHTHI TOCIIE TPAHCIUIAHTAIIMHN COJIMIHBIX OPTaHOB,
reMaToMOITHYECKUX CTBOJOBBIX KieTok, BWU+ marmuentel ¢ uucaom CD4+  knertox
< 500 KJ1€TOK/MM®, AIIMEHTHI, TTOJTyYaBIIie HMMYHOCYTIPECCHBHYIO TEPAITHIO,  TAK)KE MAIIHECHTHI
CO 3JIOKaYE€CTBEHHBIM IeéMO0JIaCTO30M.

[TaniueHTH OBUTM PAHJAOMHU3UPOBAHBI B TPYIIIBI JICYCHUSI OCEITAMHUBHPOM Ha MpoTsokeHun 10
JIHeH (Tpymmna CTaHAapTHOM 10361 75 Mr 2 pasza B CyTKH — 73 B3pOCIHBIX MAIlMEHTa, 4 MOAPOCTKA U
4 peGenka; rpymnmna JBoiHoOM 10361 150 Mr 2 pa3a B CyTKH — 78 B3pOCIIbIX MALUEHTOB, 3 MOJIPOCTKA
u 5 gereii) B TeueHHe 96 yacoB ¢ MOMEHTa pa3BUTUS CUMIITOMOB Tpunma. J{ns neteit no3a Obiia
CKOPPEKTHUPOBaHa B 3aBUCUMOCTH OT MaccChl Tea.

Cpennee BpeMsl pa3pellieHUs CUMIITOMOB TPHIIMA Y B3POCHBIX MAIIMEHTOB U MOJPOCTKOB OBLIO
COIOCTaBUMO B rpymnne ctanaapTHoi a03bl (103,4 vaca, 95 % noBepuTenbHbIN MHTEpBaN 75,4—
122,7) u B rpynne aBoriHoW o036l (107,2 waca, 95 % mosepurenbHblii HTEpBan 63,9-140,0).
Bpewmst pasperiienus CHMIITOMOB TPUIITIA Y IETEH CUIIBHO Pa3Inyaioch, YTO BBI3BIBAET CIIOKHOCTH
B MHTEPIPETAINH PE3YJIbTaTOB M3-32 MAaJIEHBKOTO pa3Mepa BHIOOpKHU manueHToB. COOTHOIIEHHE
B3POCIIBIX MAIMEHTOB CO BTOPUYHBIMU UH(EKIMAMH ObLIO Takke cornoctaBumo (8,2 % B rpymrme
cTaHaapTHOU A03bI U 5,1 % B rpymme ABoWHON 103b1). Cpenu aeTel U MOAPOCTKOB TONBKO Y 1
nanueHTa (MOAPOCTKA) B TPYINIE CTAaHIAPTHOM J03bl pa3BUJIach BTOPUYHAS WHQEKIUS
(OakTepuaNbHBIA CHHYCHT).

UccnenoBanmne dapmakoguHaMUKd U (HapMaKOKHHETHKHA OBLIO TIPOBEICHO C ydacTHEM JIeTel ¢
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CHUJIBHO OCJIa0JIeHHBIM UMMYHHTETOM (< 12 Jer, N = 365',':1'&5%‘;['; %GI@QHTI Q&EE’TQIGIII;{%/IP B

CTaH/IapTHOM /103€, CKOPPEKTUPOBAHHOU 110 Macce Tena (75 Mr 2 pa3a B CyTKH), U B TPOMHOM /103€
(225 Mr 2 pa3a B CyTKH) MO aAanTUBHOM cxeMe npuema 5—20 nHei (CpeHsst MPOA0IKUTEIbHOCTh
nedeHuss 9 gHei). Y NalMEHTOB B TPyNIE CTAaHJAPTHOM 036l HE OTMEUAINCh BTOPUYHBIC
OakTepuanbHble MHPEKIHH (OPOHXUT M CHHYCHUT), O 2 CIy4asX WX Pa3BUTHA COOOINAIOCH Y
MAIMEHTOB B IPYMIE TPOMHOM HO3BI.

Jlannble u3 ABYX HCCleNOBaHUM (apMakOKMHETHUKH W (papMaKkOAMHAMUKH MOJITBEPKIAIOT
SKCTpanoysauio 3()QPeKTUBHOCTH Mpenapara y B3pOCIbIX MAalEeHTOB € OciIabJeHHBIM
MMMYHHUTETOM Ha MAIMEHTOB JETCKOro Bo3dpacrta (< 18 jer) ¢ ocnabieHHBIM HIMMYHUTETOM (CM.
paznuennst 4.2. 1 5.2.).

Pe3ucTeHTHOCTh

Knunuueckue uccneoosanus

Puck mosBieHHs BHpPYCOB TpuINa CO CHWKEHHOHM YYBCTBUTEIBHOCTHIO WM SIBHOU
PE3UCTEHTHOCTHIO K OCEIbTAMUBUPY U3YUaJICsl B KIMHUYECKUX UCCIEIOBAHUSAX.

[TosiBNieHHE PE3UCTEHTHOCTH BUPYCa K OCEIbTAMHMBHPY 4Halle HaOII0Janoch y JeTei, uem y
B3pociibix nanueHToB (18 % y mnanennes B Bo3pacte < 1 roga u < 1 % y B3poCIbIX NAIlUEHTOB).
VY netelt ¢ pe3UCTEHTHBIM K OCEIbTAMUBUPY BUPYCOM HOCUTEIHCTBO, KaK MPABUIIO, UMEJIO OoJiee
MPOJO/DKUTEIBLHBIA XapakTep IO CPaBHEHUIO C CYOBEKTaMH C BHPYCOM, OOJaJalomum
YyBCTBUTEIHHOCTHIO.

Opnaxo BbI3BaHHAs TepaNUeil pe3UCTEHTHOCTh K OCETTbTAMUBUPY HE BIIMsLIIA HA TEPaNleBTUYCCKUI
OTBET M HE BBI3bIBAJIA MPOJICHUS] CHUMIITOMOB T'PHIIIIA.

Y B3pOoCHBIX TAIMEHTOB W TOAPOCTKOB C OCIA0JICHHBIM WMMYHHUTETOM, IMOJYYaBIINX
ocelbTaMUBUpP B cTanmaptHou no3e (14,5 %, 10 mauuentoB u3z 69) wim nBovHoi noze (2,7 %,
2/74), na nporsoxenunn 10 qHEl, yacTOTa Pa3BUTHS PE3UCTCHTHOCTH K OCEIbTAMUBHUPY B CPETHEM
ObLJTa BBIIIE, YEM y B3POCIBIX MAIIMEHTOB U MOJPOCTKOB C HOPMAJIBHBIM UMMYHHUTETOM, TaKKe
MOJIy4aBIIMX OCEIbTaMUBHP.

BoNbIIMHCTBO B3POCHBIX MAIMEHTOB C PE3UCTEHTHOCTHIO TEpeHeciau TpaHcraHTanuio (8/10
MAIMEHTOB B IPYIIe CTAaHAAPTHOM 036l U 2/2 MalleHTa B TPYIINe JBOWHON J03bI).

Bonpimass d4WacTh  MAlMEHTOB-HOCUTENEH  OCEIbTAMUBHUP-PE3UCTEHTHOTO  BUpyca  Oblia
WH(OUIIIPOBaHA BUPYCOM TPHIIA THMA A; HOCHTEIHCTBO MMENO MPOJODKUTEIBHBIA XapakTep.
Yactora pa3BUTHSI PE3UCTEHTHOCTH K OCEIBTAMUBHPY Yy JI€TEH, MOJYYAIOMUX OCEIbTaMHUBHUD,
B JIBYX MCCJIEJOBAHUSAX MO M3YUYCHUIO pe3ucTeHTHOCTH cocTaBuia 20,7 % (6 manueHToB u3 29).
W3 6 nereit ¢ 0OHapyKEHHON PE3UCTEHTHOCTHIO K OCENbTAMUBUPY, BO3HHKIIEH MOCe Hadajia

JiedyeHus1, 3 MalueHTa MOoJy4Yald CTaHJApTHYIO 103y M 3 — BBICOKYIO (JIBOMHYIO WJIHM TPOMHYIO
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Yacrora Pa3BUTHUA PE3UCTCHTHOCTHU K OCCJIbTAMHUBHUPY B KIMHUYCCKUX HMCCIICAOBAHUAX.

[Tomysisiius MarueHToB [ManueHThl ¢ MyTAIMSIMH, IPUBOIAIIMME K PE3UCTEHTHOCTH
denorunupoBanue™ I'eno- u
(dhenoTunupoBanue™
B3pociibie B OAPOCTKH 21/2382 (0,88 %) 27/2396 (1,13 %)
Jeru (1-12 net) 71/1726 (4,11 %) 78/1727 (4,52 %)
Mnanenist (< 1 roga) 13/71 (18,31 %) 13/71 (18,31 %)

* [loTHOE TEHOTUITHPOBAHKE HE OBIIIO MPOBEACHO HU B OJTHOM M3 UCCIICIOBAHUN.

IIpogpunaxmuxa epunna

[Tpu mpriemMe ocenbTaMUBUPA C TIENIBIO MOCTKOHTAKTHOM MPOQIIIakTUKH (7 THEH), TPODUIaKTHKH
KOHTaKTUPOBABIIUX B ceMbe (10 nHel) u ce30HHON mpopIakTuky (42 THS) Y U ¢ HOPMaJTbHON
byHKIIMEe UMMYHHON CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH HE OTMEUECHO.

B 12-HegenbHOM WUCCIEOBAaHMM 10 CE30HHOW MPO(UIAKTUKE Y JIHI C OCJIa0JICHHBIM
UMMYHHUTETOM CITy4aeB BOSHUKHOBEHUS PE3UCTECHTHOCTH TAK)Ke HE HAOJII01aI0Ch.

Jannvie omoenvbubix KIUHUYECKUX CIy4aes u Habao0amenbHblX UCCIe008aAHUL

VY nanueHToB, HE MONY4YaBIIMX OCEIbTAMHBHUP, OOHAPYKEHbI BO3HHKAIOUIME B IPHUPOIHBIX
YCIIOBUSX MyTallMi BUPYCOB rpurnmna A u B, koTopsie 001a1an CHUKEHHONW 4yBCTBUTEIBHOCTHIO
K ocenpramuBupy. B 2008 rogy wmyramms mno Tumy 3amensl H275Y, mpuBomsdmas x
pe3ucTeHTHOCTH, Obula OOHapyxkeHa Oonee yeM y 99 9% mrammoB Bupyca 2008 HINI,
mupkynupytomux B EBpone. Bupyc rpunma 2009 HINI («cBUHOH rpunm») B OOJIBIIMHCTBE
CiIy4aeB ObUT UyBCTBUTENICH K OCEIbTAMHUBHUPY. Y CTOHYMBBIE K OCEIHTAMUBHPY IITAMMBI BUpYyCa
TPHIIITa OOHAPYKEHBI Yy JIUII C HOPMATbHOU (PYHKIIMEH MMMYHHOM CUCTEMBI | JIHII C OCTIA0JICHHBIM
UMMYHHTETOM, TPUHUMABIINX oOcelbTaMuBHp. CTEneHh CHWXKECHHUS YYBCTBHUTEIBHOCTH K
OCEeNbTAMUBUPY M YACTOTa BCTPEYAEMOCTH TOJOOHBIX BHUPYCOB MOXET OTJIMYaThCS B
3aBUCHUMOCTH OT CE30HA U PErruoHa. Y CTOWYMBOCTh K OCETbTaMUBUPY OOHapY>KeHa y MaIleHTOB
¢ mangemudeckuM rpunmoM HINI, momydaBmmx ocenbTaMUBHp Kak JJIS JICUCHUS, TaK U JUIS
pOUITAKTUKH.

YacToTa BCTPEUaEMOCTH PE3UCTEHTHOCTU MOXET OBITh BBIIIE y 00J€e MOJOJBIX MAIIMEHTOB U
MAIMEHTOB C OCHA0JCHHBIM HMMYHUTETOM. YCTOHYMBBIE K OCEIbTAMHBHPY JlaOOopaTOpHBIC
IITAMMBI BHPYCOB TpHWINIA W BHUPYCHl TPHUNIA OT TMAIMEHTOB, IOJYYaBIINX TEPaIHio
OCEIIbTAMUBUPOM, HecyT Mytanuu HeWpamuaugassl N1 w N2. Myranum, npuBonasmue K

YCTOI‘/’ILII/IBOCTI/I, 4acCToO ABJIAIOTCA CHCI_II/I(I)I/I‘{CCKI/IMI/I JJIs ITOATHUIIa HeﬁpaMHHHI{a:&LI.
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qyBCTBUTEIBHOCTh BUpPYCa TPHUIINIA K Mpenapary (IOCIeqHIO WH(POPMAIUI0O MOXKHO HAalTH Ha
caiite BO3).

5.2. ®apMakoKHHeTHYeCKHe CBOiicTBA

AOcopbuus

OcenbTaMUBHUp JIETKO BCAChIBAETCA B JKEIYJOYHO-KMILIEYHOM TPAKTE M 3KCTEHCUBHO
IpEeBpaIaeTCss B AKTUBHBIM META0OJIUT TOJ NCHCTBUEM IMEYEHOUHBIX M KHUIIEYHBIX 3CTEpas.
KonnenTpanuu akTUBHOrO MeTrafoiuTa B IUIa3Me ompenenstoTcs B mpenenax 30 mMuH, Bpems
JIOCTMDKCHHUSI MaKCUMaJbHOM KOHILEHTpanmuu — 2-3 4, u Oosnee yemM B 20 pa3 NIPEBBIIIAIOT
KOHIIEHTpaluu nposiekapcrsa. He menee 75 % npuHATON BHYTPb 03Bl NONAJAET B CUCTEMHBIN
KPOBOTOK B BHJE AKTUBHOrOo MeTabonuTa, MeHee 5 % — B BHJE HMCXOJHOIO Ipernapara.
[InasmMeHHBIE  KOHIIGHTpAIlMM KaK MpOJieKapcTBa, TaK M  aKTUBHOTO  MeTabonuTa
MIPOMOPLUOHANILHBI 103€ U HE 3aBUCAT OT NMpUEMa MHIIH.

Pacnpenenenne

O6bem pacnipenenenus (Vss) akTuBHOTo Metadonuta — 23 J1.

ITo naHHBIM KCClIe0OBAaHU, TPOBEIEHHBIX HA )KUBOTHBIX, IIOCJIE IpUEMa BHYTPb OCEJIbTaMUBHpA
€ro akTHBHBIA METa0OJIUT OOHAPY)KMUBAJCS BO BCEX OCHOBHBIX oOdarax HHQEKIUM (JIEeTKux,
IPOMBIBHBIX BOJax OpPOHXOB, CIM3UCTOH 00OJIOYKE IMOJIOCTH HOCA, CPEIHEM yXe M Tpaxee) B
KOHIICHTPALUSIX, 00ECTIEYMBAIONINX IPOTHBOBUPYCHBIH AP (DEKT.

CBsI3b aKTMBHOTO MeTabosuTa ¢ 6esikaMu 1mi1a3Mbl KpoBH — 3 %. CBs3b npoJiekapcTBa ¢ OesikaMu
wia3Mbl KpoBU — 42 %, YTO HEJOCTaTOYHO, YTOOBI CIYXHUTh NPUYUHOW CYILECTBEHHBIX
JIEKapCTBEHHBIX B3aUMOJICUCTBUM.

buorpancdopmarms

OcenbTaMUBHp 3KCTEHCHBHO IPEBpAIACTCs B aKTHUBHBIN MeTaOOMUT MOJ JIeHCTBHEM 3cTepas,
HaXOJALIMXCS NMPEUMYIECTBEHHO B neueHu. Hu ocenbTamMuBHp, HU aKTHBHBIM MeTaOOIUT He
ABIIAIOTCS cyOCcTpaTaMy WM UHTUOMTOPaMU N30(EPMEHTOB CUCTEMBI IIUTOXpoma P450.
OJIUMUHAINS

Breonutcs (> 90 %) B BHIie aKTUBHOTO MeTabONIHUTa MPEUMYIIECTBEHHO MOYKaMU. AKTUBHBIN
MeTaboIUT He MOoABEpraeTcs nanbHeiimen TpaHcopManuu U BhIBOAUTCs moukamu (> 99 %)
nyTeM KIyOO4YKOBOW (MIbTpanuu M KaHajblleBoi cekpeuuu. [lodeunsiit kiupenc (18,8 i/4)
MPEBBIIIAET CKOPOCTh KIIyOOukoBOil (umbTpauuu (7,5 1/4), 4TO yKa3bIBaeT Ha TO, YTO Mpenapar
BBIBOJIUTCS €IlI€ M IyTEM KaHalbLeBOM cekpeuuu. Uepe3 kumedHuk BeIBOAUTCS MeHee 20 %
NPUHATOTO ocenbTaMuBupa. [leprosa nmomyBbIBeIeHUs! aKTUBHOTO MeTabonnTa — 610 u.

Oco0ble TPVIIILI TAIMEHTOB

HauueHmbz C nopasicenHuem nodex
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Pa3IMYHON CTENEHBIO MOPAXKEHUS IMOYEK IUIOIAAb IMOJ KPUBOW «KOHLIEHTPAIMS AKTHBHOTO
merabomuta B miazmMe — BpeMs» (AUCocemsrammsupa xapGokemrara) OOPaTHO MPOHNOPLUOHAIBHA
CHIDKEHHIO (DYHKIMH ITOYEK.

dapMakOKMHETUKA OCelbTaMMBHpa Yy NAlMEHTOB C TEPMUHAJIBHOW cTajgueld MO4YeyHOH
HEI0CTaTOYHOCTHIO (C KIMpeHCOM KpeaTnHuHA < 10 MJI/MUH), HE HAXOJAIUXCA HA AUANN3E, HE
U3y4ajach.

Tayuenmui ¢ nopasicenuem nevenu

[Tosrydennsle in Vitro u B UCCIIEIOBaHUIX HA KUBOTHBIX JaHHbIE 00 OTCYTCTBUU 3HAYHTEIHHOIO
nosbimeHnst AUC ocenbramMUBHpa WIM €ro aKTUBHOTO META0OJUTA MPH HAPYIICHUH (YHKIUU
NICUYCHN JIETKOW W CpeJHEW CTeMeHHW TSHKECTH ObUTM TOATBEPKICHBI M B  KIMHUYECKHX
uccinenoBaHusx (cMm. pazznen 4.2.). be3onmacHocTh M (papMakOKMHETHKAa OCEIbTAMUBUDPA Y
HAIMEHTOB C TSUKEJIBIM HapyleHHeM (PyHKIMU [IeUYeHH He U3y4allach.

Tayuenmui nodxxcunozo u cmapuecko2o 8o3pacma

VY nanuMeHTOB MOXKWIOIO M CTapyeckoro Bo3pacra (65—78 iner) sKcrno3ulus aKTHUBHOIO
MeTa0oJIMTa B PaBHOBECHOM COCTOSIHMM Ha 25-35 % Bblille, yeM y 0oJiee MOJIOJIBIX MallMeHTOB
IOpY Ha3HAUYEHUM AaHAJIOIMYHBIX 103 ocelbTamuBupa. [lepuoa mosyBbIBeAEHUs Hpernapara y
MAIMEHTOB MOXKMIIOTO U CTAPUECKOT0 BO3pAcTa CYIIECTBEHHO HE OTJIMYAJICS OT TAKOBOTO y Ooiee
MOJIOIbIX HanueHToB. C y4eToM JaHHBIX 10 3KCIIO3ULMHU Mpernapara U €ro HepeHOCUMOCTH
HalMeHTaMM MOXKHWIIOT0 M CTapueCcKOro BO3pacTa KOPPEKIMHU 1035l IIPH JICUCHUH U IPOPUIIAKTHKE
rpurina He TpedyeTcs.

Jlemu 6 6o3pacme om 1 200a 0o 8 nem u noopocmxu

®apMaKOKMHETHUKY OCeIbTaMUBUpPA U3ydanu y aerel ot 1 go 16 et B papMakOKMHETHUECKOM
UCCIICIOBAHUM C OJHOKpPATHBIM HpPHUEMOM Ipemnapara M B KIMHUYECKOM HCCIEIOBaHUU IO
U3y4EHHIO MHOTOKPATHOTO ITpUeMa Mpenapara y HeOoJbIIoro yrcia etei B Bospacte 3—12 nert.
CKopocCTh BBIBEICHHSI aKTUBHOTO METa0OJUTA C MOMPABKOM HAa Maccy Teja y JIeTed MIIaJIiero
BO3pacTa BBINIE, YeM y B3POCIBIX, 4TO NpuBOAWT K Oosiee Hu3kuM AUC 10 OTHOIIEGHUIO K
KOHKpeTHO! no3e. [Ipuem mpenapara B 103 2 MI/KI' M OJHOKpaTHbIX 703 30 mMr mwnu 45 Mmr B
COOTBETCTBUM C PEKOMEHJAMSAMU [0 JIO3UPOBAHUIO JUIS JIeTe U IKCTEeMIIOPaIbHOMY
NIPUTOTOBIICHUIO CYCTICH3WH, MPHUBEICHHBIME B pasznene 4.2., obecmeumBaer Takyro xe AUC
ocenbTaMUBUpPa KapOOKcHIlaTa, Kakasi JOCTHUTAeTCsl y B3POCIHbIX IMOCIE OJHOKPATHOTO Mpuema
Karncyiasl 75 Mr mpemnapara (4To OSKBHUBJIEHTHO MpuMepHO | Mr/kr). PapMakoKHHETHKa
ocelbTaMUBHUpA y AeTel crapiie 12 jeT Takas *e, Kak y B3pOCIIbIX.

B@peM@HHble HCEHUIUHDBL
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MPUMEHEHHUE Mpernapara B 103€, yKazaHHOU B pazzene 4.2., IpUBOIUT K 00Jiee HU3KOU SKCIIO3UIIUN
akTUBHOrO Metabomnuta (B cpenHem Ha 30 % B Te4eHHE BCEX TPUMECTPOB OEPEMEHHOCTH) Y
OepeMEHHBIX KCHIIMH 0 CPAaBHEHUIO ¢ HEOEPEMEHHBIMU KCHIIMHAMHU. HarMeHbIas pacueTHas
9KCIIO3MIIMS, TEM HE MEHEE, OCTAETCS BBIIIEC MHTHOMPYIONIMX KOHIeHTpanuii (3Hadenus 1C95),
OJIHOBPEMEHHO HAXOJICh HA YPOBHE TEPANEBTUYECKOTO BO3ICUCTBUS IS Psijia ITAMMOB BUpYyca
rpunma. Kpome TOro, pe3yibTaTbl HaOJIOMATEIbHBIX HUCCICOBAHUIA BBISIBISIIOT IOJIB3Y
CYIIECTBYIOIIETO PSKUMA JIO3UPOBAHUS B YKAa3aHHOMW MOIMYJISAIHUU MallMEeHTOB. TakuM o0pasom,
W3MCHEHHE PEKHMMAa JIO3UPOBAHHS y OCPEMEHHBIX JKCHIIMH IPU IPOBEICHUU TEPAIHU MU
npoHIAKTUKHY TPHIINA He peKoMeHayeTces (cM. pasaen 5.1.).

Tayuenmoi ¢ ocrabIeHHBIM UMMYHUIMEMOM

AHanu3 nonynsuoOHHON (apMaKOKMHETUKH YKa3bIBaeT Ha yBeiauueHue skcnozunuu (10 50 %)
AKTUBHOT'O METa0oJIMTa OCeIbTAMHUBHpPA y B3pOCIBIX NAalMEHTOB W jaered (< 18 ner) ¢
0CIIabJICHHBIM UMMYHHUTETOM 110 CPABHEHHUIO C MMAIMEHTAMU ¢ HOPMAJIbHBIM UMMYHHTETOM (KakK
ykazaHo B pazgene 4.2.). Ilpm 3TOM KIMpEeHC KpeaTWHWHA B JTHUX TPYIIAX OCTACTCS
COIMOCTaBUMBIM.

Hanuune CHMKEHHOTO MMMYHHTETa y B3pOCIBIX TAIMEHTOB HE TPeOyeT KOPPEKIHMU J103bI
oceIlbTaMUBHUpA, OJlarojaps BEICOKOMY Ipeieny 0e30ImacHOCTH aKTUBHOTO MeTaboiuta. Tem He
MEHEe, y B3pOCIBIX MAIMEHTOB C TMOPaXXEHHUEM IOYEK J03bl HEOOXOJWMO KOPPEKTUPOBATH B
COOTBETCTBHUH ¢ MH(OPMaLIHEH, IPeCTaBICHHOM B pa3ene 4.2.

5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

Z[OKJ'II/IHI/I‘IGCKI/IC JaHHBIC

JlokiMHHYecKue JaHHbIE, TOJIy4€HHbIE HA OCHOBAHUM CTaHIaPTHBIX UCCIIEOBAHUN TI0 U3YYEHUIO
(bapMakosOru4eckoil 0e30MacHOCTH, TE€HOTOKCMYHOCTH M XPOHMYECKOW TOKCHYHOCTH, HeE
BBISIBUJIM OCOOON OMAaCHOCTH IS YEJIOBEKA.

Kanyepozennocmo

PesynbTarsl 3-X ucciieJoOBaHUN MO BBISIBICHHUIO KaHLEPOTEHHOIO MOTEHIUaNa (JIBYX 2-TE€THUX
MCCJIEOBAHUM Ha KpbICaX M MBIIIAX U1 OCEIbTAMUBHUPA U OJHOTO 6-MECSYHOIO MCCIIEN0BaHUS
Ha TpaHCreHHBIX Mblmax Tg: AC ans akTUBHOTO MeTabosInTa) ObUIM OTPULIATEIbHBIMU.
Mymaeennocmo

CranjapTHble TEHOTOKCHYECKHE TECTHI JJIsl OCEIbTAMUBHpPA U €r0 aKTUBHOIO MeTabonuTa ObUn
OTPULIATENIBHBIMH.

Bnusinue na ¢hepmunvrocme

OcenpramuBup B A03e 1500 MI/Kr/cyT He BIUSUI Ha T€HEPATUBHYIO (YHKIIMIO CaAMIIOB U CaMOK

KpBIC.
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Tepamozennocmo (NOCNEOQOBA

B nccienoBaHusax mo U3y4EeHHUIO TEPATOTEHHOCTH OCelbTaMUBHpa B 103¢ A0 1500 Mr/kr/cyT (Ha
Kkpbicax) U g0 500 Mr/kr/cyr (Ha KpoJMKax) BIUSHHS Ha 3MOpHUOQeTanbHOe pPa3BHUTHE HE
oOHapyxeHo. B uccnenoBaHusX Mo M3y4yeHUIO aHTEHATAIBbHOTO M MOCTHATAJIbHOTO MEPHOJOB
pa3BUTHS y KpbIC MpPH BBEACHUU oOcenbTamMuBuUpa B 1o3e 1500 mr/kr/cyt Habm0ganoch
YBEIIMYEHUE TEpUOJia POIOB: Mpenen Oe30MacHOCTH MEXAY HSKCHO3HMIMEH Ui 4elloBeKa M
MaKCHMaJIbHOW He oKa3biBaromiei dddexra 1030it y kpeic (500 Mr/Kr/cyT) Iuisi OCeNbTaMUBHPA
BhImIe B 480 pa3, a J1s €ro akTUBHOTO MeTaboJuTa — B 44 pasza. DKCIO3HIIMS Y TUI0/Ia COCTABIISLIIA
15-20 % ot TakoBoi1 y MaTepu.

IIpouee

OcenbTaMUBHUP M aKTUBHBIA META0OJIUT MPOHUKAIOT B MOJIOKO JAKTHPYHOUHMX Kpbic. CoriacHo
OTPaHUYEHHBIM JAHHBIM OCEJIbTAMUBHUP M €r0 aKTHUBHBIA METa0OJUT MPOHHUKAIOT B TPYIHOE
MOJIOKO uenoBeka. [1o pesynbrataM SKCTPANoSIUK JaHHBIX, MOJTYYEHHBIX B UCCIEIOBAaHUSIX Y
KHUBOTHBIX, UX KOJIMYECTBO B TPYAHOM MOJIOKE MOKeT cocTaBisaTh 0,01 mr/cyrku u 0,3 Mr/cyTku,
COOTBETCTBEHHO.

[Tpumepro y 50 % mpoTecTUPOBAHHBIX MOPCKHX CBHHOK IPU BBEJCHUU MaKCUMAIbHBIX /103
AKTUBHOM CyOCTaHIIMM OCelIbTaMUBHpa HaOII0aIach CEHCUOMIN3ALNA KOXKHU B BUIE IPUTEMBI.
Taxoke BBIIBICHO 00paTUMOE pa3pa)kKeHUe Ti1a3 Y KPOIHKOB.

B TO Bpems Kak OYeHb BBICOKHE IEpOpaIbHBIC OJHOKpATHBIE 103l (657 MI/KT M BBIIIE)
OcenbTaMUBHUPA HE OKa3alli BIUSHUS Ha B3POCIBIX KPBIC, JaHHBIE 103bI OKAa3bIBAIU TOKCHUECKOE
JieficTBUe Ha HE3peNbIX 7-THEBHBIX NETEHBIIIEH KpbIC, B TOM 4YHCIE MPUBOIMIA K THOEIH
AKUBOTHBIX. HexxenarenbHbIX 3¢ (pekToB HE HAOII0AaI0OCh TPU XPOHUYECKOM BBeIeHUH B 103¢ 500

MI/KT/cyT ¢ 7-#1 mo 21-# 1eHb OCTHATAIBHOTO TIEpUO/Ia.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

CoaepXuMoe Karcvyibl

Kpaxmall IpexelaTHHU3UPOBAHHbBIN
noBui0H K30

KpOCKapMeJui03a HaTpus (TPUMEIIo3a)
TaIbK

HaTpus cTreapundymapat

Kopnyc kancymbl

THUTaHa JUOKCH

KpaCUuTECJIb OKCHUJ KEJIE3a qepHmﬁ

25



COOTBETCTEY ET SKCMNEPTHOMY OTUYETY
or 21.07.2022 N2 17146
KeJTaTUH (MOCNeQ :!EI.H.TEJ_II: HOCTE 0003

Kppliieuka Kancyssl

TUTaHA TUOKCHU]T
KpacHuTellb OKCHUJ JKeJe3a >KeThIi

KpacHuTellb OKCHUJI JKeje3a KPacHBIH

JKenaThuH

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHMusl)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTh pu Temneparype He Baiie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

[To 10 kancysn B KOHTYPHYIO STYEHKOBYIO YITAKOBKY U3 IUICHKU IMOJTHBUHIIXJIOPUTHOW U (OJIBIH
AJIOMUHHUEBOM NI€YaTHOM JTAKUPOBAHHOM.

[Io 1 KOHTYpHOH SYEMKOBOI yIaKOBKE BMECTE€ C MHCTPYKIMEH MO NPUMEHEHHUIO MOMELIAIT B
MavKy U3 KapTOHA.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH NPH  YHUYTOKEHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTX0JA0B, TOJYYEHHBIX TOCJe NpPUMeHeHus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIyJISIUM C PenapaToM

[Tomamanue neKapCTBEHHBIX MPEMapaToB B OKPYXKAIOUIYIO Cpeny IOHKHO OBITh CBEACHO K
MuHUMYMYy. He cienyer yTuium3upoBaTh mpemnapar ¢ MOMOIIBID CTOYHBIX BOJ| MJIM BMECTE C
OBITOBBIMU OTXOAaMU. [10 BOBMOXKHOCTH HEOOXOIMMO MCIIOJIb30BATh CIIEITUATBHBIE CUCTEMBI JIJIsI
YTUIIU3ALUN J€KapPCTBEHHBIX MPEmapaToB.

DKCTEeMOOPaIbHOE IPUTOTOBICHUE CYCIICH3UU

B cnyuwasix, koraa y B3poCibIX, IOAPOCTKOB U JIETEH CyIIECTBYET MpodieMa ¢ MporjaTbiBaHUEM
KarcyJi, HE0OX0/UMO OTKPBITh KalCylly U BBICHIIATh €€ COAECPKUMOE B HEOOJIBIIOE KOJIMYECTBO
(MakcuManibHO 1 yaiiHas J0XKKa) MOAXO/SAIIEro NOJCIAIEHHOTo MPOAYKTa MUTaHus (CM. pa3zien
4.2.) U1 TOT0, 4TOOBI CKPBITh TOPbKUI BKyC. CMech HE0OOXOAMMO TIIATENILHO MepeMenIaTh 1 1aTh
MAaIKEeHTy HeJUKoM. ClenyeT IporJIOTUTh CMECh Cpa3y ke MOCIE IPUTOTOBIICHHUS.

Ecnu nanuentam tpeOyeTcs 103a 75 me, To HEOOXOIMMO CIIEI0BATh CIEAYIOIMIUM HHCTPYKLIHSIM:
1. Jepxa oqny Karcyny 75 mr npenapara ['punrepa Hax MaJIeHBKOM €MKOCTBIO, aKKypaTHO
PacKpBITh KaIlCyJly U BBICBHIIIATh IOPOIIOK B EMKOCTb.

2. JloGaBuTh HeOONBIIOE KOAWYECTBO (HE Ooyee 1 YalHOW JIOKKH) TOAXOISIIETO

MOJICAIIEHHOTO MPOIYKTa MUTaHUS (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOLIO MEPEMEIIaTh.
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3. TimatenbHO mepemeniaTh CMeCh U BBIMYTH €€ cb@%%@ﬂ%ﬁé‘ﬁﬁ%%hg}ﬁgﬂéﬁn B

€MKOCTH OCTaJIOCh HEOOJIBIIIOE KOJIMYECTBO CMECH, TO CIIEAYET OMOJIOCHYTh EMKOCTb HEOOJIBIIINM
KOJIMYECTBOM BOJIbl U BBIIIUTH OCTABILIYIOCS] CMECH.

Ecnn nmaumentam tpebyrores 10361 30—-60 me, TO Ui IPaBUIBHOTO JO3UPOBAHUS HEOOXOIUMO
CJIEI0BATh CIEAYIOIUM UHCTPYKIIUAM:

1. Jlepxa onny Karcyiny 75 Mmr npenapara ['punrepa Hax MaJIeHBKOM €MKOCTBIO, aKKYPaTHO
PacKpbITh KaIlCyJly U BBICBHIIIATh OPOIIOK B EMKOCTb.

2. Jl06aBUTh B MOPOLIOK 5 MJI BOABI C MOMOLIbIO LINPHUIIA ¢ METKaMH, MOKa3bIBAOLUIMMU
KOJINYECTBO HAOpaHHOM JKUAKOCTH, TIIATEJIBHO [IEpeMEIaTh B TEUEHUE 2 MUHYT.

3. HabGparp B mmpuiy HEOOXOIUMOE KOJMYECTBO CMECH M3 E€MKOCTH COTJIaCHO

HIDKETIPUBEICHHOM TabuIle.

Macca tena* PexomenoBanHas g03a KomngectBo cmecu
OCCJIbTaMHUBHpa Ha OAUNH

npueM
<15 «kr 30 mr 2 M1
>15-23 kr 45 mr 3 M
> 2340 xr 60 mr 4 Mo

* Jlnst meteit ¢ Maccoit Tena < 40 kr, B Bospacte oT 1 10 8 ner.

Her neoOxommmoctu B 3a00pe HEPACTBOPEHHOTO OEJOr0 IMOPOINKA, MOCKOJIBKY OH SIBISETCS
HEaKTUBHBIM HamojHUTeNneM. HakaB Ha MOpIIEeHb MIMPHUIA, BBECTH BCE €0 COJAEPKUMOE BO
BTOPYIO eMKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAHHYIO CMECh HEOOXOAUMO BBIOPOCHUTD.

4. Bo BTOpyto emkocTh 100aBUTH HEOONBIIOE KOJIUYECTBO (HE Oosiee 1 YaHOW JIOKKH)
MOJIXOJIAICTO TIOJICJIAINICHHOTO MPOIYKTa MHUTAHUS, YTOOBI CKPHITh TOPHKHI BKYC, H XOPOIIIO
nepeMeniaTh.

5. TmatenbHO mepemeniaTh CMeCh U BBIMUTH €€ Cpasy XKe Mmoclie npurotosneHus. Ecnu B
€MKOCTH OCTaJIOCh HEOOIBIIIOE KOJIMYECTBO CMECH, TO CIIEAYET OTOJIOCHYTh EMKOCTh HEOOIBIITIM
KOJIMYECTBOM BOJIBI U BBIMTUTH OCTABIIYIOCS CMECh.

[ToBTOpsiiTE NaHHYIO NMPOLIEYPY NEPE KaKbIM IIPUEMOM IIperapara.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA
Poccuiickas @enepanus

AO «AJINYM»

142279, MockoBckast 0011., r. CepmyxoB, . O6oneHck, Tep. Kpapran A, 1. 2.
Tenedon: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru
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7.1. TIpeacTaBuTelb iepKaTe/s PperucTpaniOHHOro VHoCrotepemmia | =/ 1EHUCTE 0003)

[Iperen3uun norpeduTeieil HaOPaBIATh 110 AIPECY:

Poccniickas @enepanus

AO «AJINYM»

MockoBckas 001., r. Cepriyxos, . O6omneHck, Tep. KBapran A, 1. 2.
Tenedon: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHUSA
JITI-Ne(001067)-(PT-RU)

9. IATA NMEPBHUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHUS PETMCTPALIMN,

INEPEPETUCTPALINN)
Jara nepBoii peructpamuu: 25.07.2022

10. JATA IEPECMOTPA TEKCTA

OO61mas xapakTepucTUKa JIKapCTBEHHOTo Ipernapara ['puntepa qoctynHa Ha WHGOPMaMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOTO COr03a B MH(GOPMAIMOHHO-KOMMYHUKAIIMOHHON CEeTH

«Hutepuet» http:/eec.eaeunion.org.
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