COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHGFOTIPERAPATA 1702

1. HAHUMEHOBAHHUE JJEKAPCTBEHHOI'O ITIPEITAPATA
OcenbramuBup, 30 Mr, KancyJbl
OcenbraMuBHp, 45 MT, KarcyJsibl

OcenbTaMuBHp, /5 MT, KarCyJibl

2.  KAYECTBEHHBIV U KOJTUYECTBEHHBI COCTAB
JleiicTByOIIEE BEIIECTBO: OCEIbTAMUBUD

OcenpramuBup, 30 Mr, Karncyibl

Kaxxnas kancyna cogepxkut 30 Mr ocenpbTamuBHpa (B BUAE ocenbraMmuBupa gocdara).

OcenpTaMuBHUD, 45 MI, Karcyiabl

Kaxxnas xancyna cogepkut 45 Mr oceinbTaMuBHpa (B BUAE ocelbTaMuBupa gocdara).

OcenpraMuBUp, 75 Mr, Karcyibl

Kaxxmast karcymna cogepkuT 75 Mr ocelbTaMuBHpa (B BUAE ocellbraMuBupa gocdara).

ITomubrit MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

OcenpramuBup, 30 Mr, Karcyisl

TBepz[He KaliCyJibl, KOPITYC U KPbIIICYKa KallCyJibl HCIIPO3pavIHbIC, OT 0€JI0ro MM IOYTH OEI0r0
OBCTa 10 0eJI0ro C )KENTOBATHIM OTTEHKOM OBCTA.

OcenpraMuBup, 45 Mr, Karcyisl

TBepble Kancysbl, KOPIYC U KpPbIIIEYKa Karcyibl HEMPO3padHble, OT O€I0ro UiIu MOUYTH Oesoro
I[BETa JI0 OEJIOT0 C KEJITOBATHIM OTTEHKOM LIBETA.

OcenpTaMUBHUD, 75 MI, KariCyiabl

TBepble Kancysbl, KOPIYC U KpPbIIIEYKa Karcyibl HEMPO3payHble, OT O€I0ro WU MOUTH Oesoro
I[BETA JI0 OEJIOT0 C KEJITOBATHIM OTTEHKOM L[BETA.
CopnepxuMoe Karicys — MOPOLIOK MM YIUIOTHEHHAas MOPOIIKOBasi Macca OT OeIoro Wi MOYTH

Oenoro oBETa a0 0CJI0ro C KENTOBATHIM OTTCHKOM BCTA.

4.  KJIMWHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHUIO
[Tpenapat OcenbTaMuBUp MOKa3aH K MPUMEHEHHIO JUIS:

¢ JICUCHUS I'pUIIIIA Y B3POCIIbIX U JIeTel B BO3pacTe OT 1 roaa,
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¢ MNPOPWIAKTUKH TPUMNA Yy B3POCIBIX |U HOI[I;J)-E'I‘IK-UEEQC%?{J%FE;&DE& ':l'rig‘-'l :IJICT,

MY OTYETY

HAXOJSIIUXCS B IPyNIax MOBBIIIEHHOTO pUcKa MHPHUIIMPOBAHUS BUPYCOM (B BOMHCKHUX
YacTsAX U OOJIBIIMX MPOU3BOACTBEHHBIX KOJJICKTHBAX, Y OCIA0JICHHBIX MAI[HEHTOB);
e MpoQMIAKTUKY TpUMMNa y ieTeit crapiie 1 rona.
4.2. PesuM 103UPOBAHMA U CNIOCOO MPUMEHEHHUS

PexxuM J103upoBaHus

Bspocnvie

Jleuenue

[Tprem mpenapara HEOOXOIMMO HAYMHATH HE TO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHS CHMIITOMOB
3a00J1€BaHU.

ITo 75 mr (oana karcyna 75 mr uiu ofHa karcyia 30 mr + onHa karicyna 45 mr) 2 pa3a B CyTKH
BHYTPh B Te€ueHHE 5 JHed. YBenuueHue A03bl O6osee 150 Mr/cyT He MPUBOAUT K YCHUIICHHIO

addekra.

[podunaxmuxa

[Tpuem npenapara HEOOXOAMMO HauYMHATh HE MO3JHEe 2 CYTOK I10C/ie KOHTAKTa ¢ 3a00JIeBIIUM
4eJIOBEKOM.

ITo 75 mr (onHa kancyna 75 mr unu oaHa kancyina 30 mr + onHa karcyna 45 mr) 1 pa3 B cyTku
BHYTph B TeueHue He MeHee 10 1Hel mocie KOHTakTa ¢ 3a00ieBIIMM 4esloBeKoM. Bo Bpems
CE30HHOM anuaeMun rpumnmna — 1no 75 mr 1 pa3 B cyTku B TeueHue 6 Hezpenb. [Ipodunakruueckoe
JeicTBUE MPOJIOIHKAETCS CTOIIBKO, CKOJIBKO JUITMTCS IIPUEM Ipernapara.

Oco0ble TPVIIILI TAIMEHTOB

llayuenmul ¢ napywenuem ynkyuu novex

Jleuenue

[TaruenTam ¢ KITUPEHCOM KpeaTnuHrHa 6osee 60 MJI/MUH KOPPEKINH 03Bl HE TpeOyeTcsl.

VYV manmeHToB ¢ KiaMpeHcoM kpeatnHuHa oT 30 mo 60 Mi/MHH 103y OCelbTaMUBHUpA CIEAYET
yMeHbIINTh A0 30 MTI' 1Ba pa3a B CyTKU B T€UEHUE 5 THEH.

VYV manmeHToB ¢ kiaupeHcoM kpearnHuHa oT 10 mo 30 mu/MHH 103y OCelbTaMUBHUpA CIEAYET
YMEHbIUTH A0 30 MI OIMH pa3 B CYTKU B T€UECHUE 5 THEH.

[TaruenTam, HaXOAANIMMCS HA MOCTOSHHOM TE€MOJMANN3e, OCENbTAMUBUD B MEPBOHAYAIBHON
no3e 30 Mr MOYKHO TIPUHATH 10 Havajla JUain3a, €CIIM CHMITOMBI TPUIIIA TIOSBUJINCH B TCUCHHE
48 u wMexmy ceaHcamMu nuanmsa. Jlisg momnmep)kaHWs TUTa3MEHHOM KOHIICHTpAalWd Ha
TEparneBTUYECKOM YPOBHE OCEIbTAMUBHP CIEAyeT MpUHUMATh 1Mo 30 Mr mociie KaXkJIoro ceaHca
JUaIn3a.

[TarimenTam, HaXOIAIMUMCS Ha TIEPUTOHEATTFHOM JHATN3e, OCEIFTAMUBHUD CIIEIyeT IPHHUMATH B

MepBOHAYANIBHOM J103€ 30 Mr A0 Hayajga NpOBEACHUS auain3a, 3aTeM Mo 30 Mr Kaxkable S5 THEM.
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MIOYEYHOW HEAOCTAaTOYHOCTH (C KJIMpeHcoM KpeaTwHuHa < 10 MJI/MUH), HE HAaXOIIIIUXCS Ha
IUaln3e, He U3ydaiach. B CBSI3M ¢ 3TUM pEKOMEHAALMU O JAO3MPOBAHMIO Y JAHHOW IPYIIIbI
HalMEHTOB OTCYTCTBYIOT.

[Ipodunaxmuxka

[TarueHTaM ¢ KITMPEHCOM KpeaTnHuHa 6osiee 60 MJI/MUH KOPPEKINH T03bI HE TpeOyeTcsl.

VY mamueHToB ¢ KiIupeHcoM KpeatmHuHa OT 30 10 60 MII/MHH 103y OCElbTaMHUBHpa CIEAYyeT
yYMEHbIIUTH 10 30 MI OIMH pa3 B CYTKH.

VY marnueHToB ¢ KimMpeHcoMm kpeatuHuHa oT 10 10 30 MJI/MUH PEKOMEHIYETCS YMEHBIIUTh J103Y
ocenpTamuBupa 10 30 Mr uepes JeHb.

[TatiuenTam, HaXOJAUIMMCS HA MOCTOSHHOM T€MOJUAaIN3€, OCEIbTAaMUBHUD B IEPBOHAYAIBHOU
no3e 30 Mr MO>KHO IPUHATH 10 Havyana Auanusa. s noanep:kanus rmia3MeHHOW KOHIEHTPaluu
Ha TeparneBTHYECKOM YPOBHE OCEIbTAMHUBHUP CleAyeT MpuHUMAaTh 1mo 30 Mr mociie Ka)aoro
MOCJIEAYIOLIEr0 HEUETHOTO CeaHca AUaIn3a.

[TaninenTam, HaXOIAUIUMCS Ha TIEPUTOHEAIBHOM JIHAJIN3€, OCEIIbTAMUBUP CJIEIYET MPUHUMATH B
NepBOHaYaIbHOM J103¢ 30 Mr 10 Hayajga MpOBEACHUS auaiu3a, 3aTeM 1o 30 Mr Kaxkable 7 THEH.
dapMaKOKMHETHKA OCEIbTAMHUBUpPA Yy MAlMEHTOB C TEPMUHAIBHON CTagueil XpOHHUYECKOH
MOYEYHOW HEJAOCTATOYHOCTH (C KIMpEeHCOM KpearnHuHa < 10 MIJI/MUH), HE HAXOJISAIMIMXCS Ha
JUaln3e, He u3ydajiach. B CBs3UM ¢ 3TUM pEKOMEHJALMU O JAO3UPOBAHUIO Y JTAHHOW IPYIIIIbI
MAIUEHTOB OTCYTCTBYIOT.

Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu

Koppekiiuu 10361 pu JICUEHUH U MPOPUITAKTUKE TPUIINA Y TAIIUEHTOB C HapylIeHueM (PyHKIUu
MIEYEHH JIETKOIM U cpefHel CTemneHu TshKecTu He TpeOyercs. bezonacHoCTs U hapMaKkOKMHETHKA
OCEeNbTaMHUBHUPA Y MALUEHTOB C THKEIBIMU HAPYIICHUSIMHU (DYHKIIUU IEUYCHU HE U3YyJalach.
Tayuenmoi nodcunozo eospacma

Koppekiuu 10361 17151 Tpo)UIaKTHKA WK JICYEHUS TPUIITA HE TpeOyeTcs.

Iayuenmul ¢ ocnabaeHnbiM UMMyHUMemMoMm (nocie mpaHcnianmayuu)

Jleuenue

PekomennoBaHHas MPOAOKUTENBHOCTh TEpalmMU  OCEIbTAMUBUPOM Yy  MAIMEHTOB C
0CJIa0JIeHHBIM UMMYHUTETOM cocTaBisieT 10 mueit. Koppekiuu no3e1 He Tpedyercs (M. pasaen
4.8. u 4gactp 5.). [lpuem mpemapara HEOOXOAWMO HAYMHATHL HE TMO3JIHEE 2 CYTOK C MOMEHTa
pa3BUTHS CUMIITOMOB 3a00JIEBaHUSI.

Cesonnas npod)ujzakmuka

J1st ce30HHOM MPOQPUIAKTUKY FPUIITIA Y MAIUEHTOB € 0CIa0JIEHHBIM HMMYHUTETOM B BO3pacTte >

1 roma — B Teuenue 12 Henenb, KOPPEKIUU 036l HE TPEOyeTCs.
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Iloopocmxku 6 6o3pacme om 12 0o 18 nem

Pexxum noszupoBaHMsl y MOAPOCTKOB B Bo3pacte oT 12 g0 18 jer He oTamyaercs OoT pexuma
JIO3UPOBAHUS Y B3POCIIBIX 110 BCEM 3asiBJICHHBIM MOKa3aHUSIM K IPUMEHEHHUIO.

Ilemu 6 so3pacme om 1 200a 0o 12 nem

Jleuenue

Hetu ¢ maccoit Tena > 40 Kr, KOTOpbIE YMEIOT MPOIJIATHIBATH KAICYJbl, TAKKE MOTYT MOJy4aTh
JIeYCHHUE, TPUHUMAs 110 OAHOM Karcyne 75 mr (unu oxHa karcyna 30 mr + ogHa karcysia 45 mr)
2 pa3a B CyTKM B TeueHue 5 aHeu. [nsa nmereid ¢ maccoil tena < 40 Kr pekomeHyemMas J103a
yKazaHa B Ta0mwuie Huxke. s mereid B Bo3pacTe oT | roma BO3MOXKHO SKCTEMITOpaIbHOE
MIPUTOTOBJICHUE CYCIIEH3UU C UCIOJIb30BaHUEM Karicyn 75 mr, 45 mr u 30 mr (cMm. pazaen 6.6).
[Tpumenste mpemnapar OcenbTaMUBUpP CleAyeT 2 pa3a B CYTKH B T€UEHUE 5 JHEHl coriacHo

HIDKEIIPUBEICHHOHN TabuIie:

Macca tena PexoMenoBaHHas /103a Ha KonnuectBo cmecu
OJIMH TIpUEM OcenbTaMUBHpP Ha OJUH
pHEM

<15«kr 30 Mr 2 M1

> 15-23 xr 45 mr 3 M

> 23-40 xr 60 Mr 4 Mmn

> 40 kr 75 mr 5 M

IIpopunaxmuxa

Jletn ¢ maccoif Tena > 40 Kr, KOTOpblE YMEIOT MPOIJIAThIBATh KAICYJbl, TAK)KE€ MOTYT MOJy4YaTh
npopHIAKTHYECKYIO Tepauio, IpUHUMAas 110 OJHOM Karicyie 75 mr (unu oaHa karcyna 30 mr +
onHa karcyna 45 mr) 1 pa3 B cyrku B Teuenue 10 mueit. [{ns nmererr ¢ maccor tema < 40 kr
pexkomMeHayemas J103a ykasaHa B Tabnuue Huke. s nereit B Bozpacte oT 1 roga BO3MOXKHO
HKCTEMITOPAIbHOE MPUTOTOBJIEHHUE CYCIIEH3UU C UCIIOJIb30BaHUEM Karcyn 75 mr, 45 mr u 30 mr
(cM. pazzen 6.6).

[Tpumensts npenapar OcenpTamMuBup cieayer 1 pa3 B cyTku B TedeHue 10 aHell coriiacHo

HUKETPUBEICHHON TabIue:

Macca Tena PexomMenmoBanHas 103a Ha KommuectBO cMecn
OJIVH TpUEM OcenpTaMUBHUp HA OJAVH
npueM
<15«kr 30 Mr 2 M1
> 15-23 kr 45 mr 3 ma
> 23-40 xr 60 Mr 4 Mn
> 40 xT 75 mr 5 mn
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Jlemu ¢ 6ozpacme om 0 do 1 200a (NOCNEOOBATENBHOC

BezonacHocts 1 3¢ dexTuBHOCTH mpenapara OcensTaMuBHp y Aereil B Bo3pacte ot 0 1o 1 roxa
Ha JJAHHBII MOMEHT He ycTaHoBIIeHbI. OcelbTaMUBUP HE CIeyeT Ha3HayaTh JeTsM 10 1 roxa.

Croco0 rmpuMeHeHus

BHyTpb, BO BpeMsi elibl UM HE3aBUCUMO OT Ipuema nuiu. [lepenocumocTs mpemnapara MOKHO
YIYy4LIUTh, €CIU IPUHUMATh €70 BO BPEMSI €]IbI.

B ciyuasix, korza y B3pOcCibIX, HOJPOCTKOB U JIETEH CYIIECTBYET MpodiieMa ¢ MporjiaTbIBaHUEM
KarcyJl, Wik Ipy HaJUYUU MPU3HAKOB «CTApEHUs» KaIcys (HampuMep, MOBBIIIEHHAs XPYIKOCTb
WIH JApyrue HapyumieHus: (pU3n4eckoro COCTOSHUS), HEOOXOIUMO OTKPBITh KallCylly U BBICHIIATD
€e COAEpP)KHMOE B HEOOJBIIOE KOJMYECTBO (MAaKCHUMajbHO | wyaifHas J0XKa) MOAXOJSIIETO
MOJICJIAILEHHOr0 IPOAYKTA MUTAaHUA (IIOKOJAJAHBIN CUPOI ¢ HOPMAJIBHBIM COJEPKAaHUEM caxapa
win 0e3 coaepkaHHs caxapa, Mel, CBETIO-KOPUYHEBBIH caxap WJIM CTOJIOBBIM caxap,
pacTBOpPEHHBIN B BOJIE, CIAJIKHI JecepT, CTYIIEHHOE MOJIOKO C caxapom, siOJOYHOe MIOpe MU
HOTrypT) IJIst TOTO, YTOOBI CKPBITh TOPBKHH BKyc. CMeCh HEOOXOIMMO TIIATEFHO MepeMeIIaTh 1
JaTh MauueHTy nenukoM. Cleayer NporjoTUTh CMECh Cpa3y JKe€ IOocie INPUTOTOBIICHUS.
WHCTpyKIMS MO NPUTOTOBIEHUIO JKCTEMIIOPAIbHO CYCIIEH3MH JIEKapCTBEHHOIO Ipenapara
nepes NpUMEHEHUEM CM. B paszzene 6.6.

4.3. TIpoTHBOMOKA3aHMSA

['MnepuyBCTBUTENBHOCTh K OCEJIBTAMUBHUPY WM K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MepeUYrCICHHBIX B pazjene 6.1.

TepMuHanbHas cTaausl TOYEUHON HEJOCTATOUHOCTH (KITUpPEHC KpeaTnHuHA < 10 Mi1/MUH).
Tspkenast meyeHouHass He0CTaTOYHOCTb.

Jerckuii Bo3pact 10 1 roga.

4.4. OcoOble yka3aHUsA U MepPbI NPEAOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

® OEpEMEHHOCTH;

® [IepUOJ TPYAHOTO BCKapMJIUBAHUS;

® [IPUMCHCHHC B KOM6I/IHaHI/II/I C npemnaparaM, UMCIOIIUMHA Y3KYIO HIUPOTY TEPAICBTUUCCKOI'O
NeHCTBUS (HalIpUMep, XJIOPIPONaMuJI, METOTpeKcat, GeHIIOYTa30H).

Oco0ble yKkazaHus

OcenbramMuBHp 3()(PEKTUBEH TOJIBKO B OTHOIIEHUU 3a00JI€BaHMs, BEI3BAHHOTO BUPYCOM TpUIIIIA.
Jannsie 00 3¢ (HeKTUBHOCTH OceIbTaMHUBHUpPA MPH Tepanuu 3a00JeBaHUM, BBI3BAHHBIX HMHBIMH
areHTaMu, OTCyTCTBYIOT (cM. paszgen 5.1).

[Tpenapat OcenbTaMUBUD HE SIBIISETCS 3aMEHOM BaKLIMHALMH.

Hcmons3oBanne oCClibTaMHMBHUpa HE OOJIKHO BJIMATH HA OLCHKY IMAIlMCHTOB ITPU IMPOBCACHHUU

5
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3amuTa OT TpulIa JUIMTCA TOJIBKO J0 TEX MOp, IOKa IPUMEHSETCS OCEIbTaMUBHP.

[Ipenapat ciexyer MCIONB30BATh TOJBKO JUIS JICUCHHUS W MPO(PUIAKTHKH T'PUMIA U TOJIBKO B
ClIydae, ecii JOCTOBEpPHBIE SMUIEMUOIOTHYECKUE JaHHbBIE YKA3bIBAIOT HA TO, YTO BUPYC IpUIINa
HUPKYJIUPYET B 001IEH TOMYJIALNH.

UyBCTBUTENBHOCTh LUPKYIMPYIOIIMX IITAMMOB BHpyCa TIpHUIINIA K OCEIbTAMUBUPY MOXKET
CUJIbHO BapbUpOBAThH (CM. pazzein 5.1, myHKT «Pe3uCTeHTHOCTDY).

Takum o0Opa3zom, Mpu Ha3HAUEHUU MpernapaTa HEOOXOAMMO YUHUTHIBATh CaMyIO IMOCJEIHIOI
JOCTYIHYIO0 HH(OPMALIHUIO O UyBCTBUTEIBHOCTH LIUPKYJIUPYIOILIErO BUPYCa K OCEIbTaMUBHUDY.
Taoicenoe conymemeyrowee 3a601e8anue

Jannpie o Oe3omacHOCTH W 3((PEeKTHBHOCTH NPUMEHEHHUS OCeNbTAMHUBHPA y MAIMEHTOB C
JIOCTaTOYHO TSDKEJIBIM COMYTCTBYIOIIMM 3a00JIeBaHWEM WM HECTaOMJIbHBIM COCTOSTHHEM,
MPEIOJIararoIuM FOCIUTATU3AINI0, OTCYTCTBYIOT.

Tlayuenmsi ¢ ocradreHHbIM UMMYHUMEMOM

O¢ddekTuBHOCT OCETbTAMUBUpPA TPHU JICUYCHHH WIH NMPOQWIAKTUKE TIpUNNA Yy MalHueHTOB C
ocnabieHHBIM UMMYHUTETOM YETKO He ycTaHoBieHa (cM. paszen 5.1). OmHako y B3pOCIBIX
MAIMEHTOB € OCIA0JIEHHBIM UMMYHHUTETOM JICYCHHE TPUIIINA CIeyeT MPOBOJUThH HA MPOTSHKEHUU
10 nguel, Tak Kak KIMHUYECKHME HCCIEAOBAHHUS MpHU 0OoJiee KOPOTKOM Kypce Tepanuu He
IPOBOAMIIUCE.

Cepoeunas/ovixamenvHas HeOOCMAmMoOyHOCMb

O¢ddekTuBHOCTH OCeNbTaAMUBUpPA MPU JEUYCHUM WIM NMPO(QUIAKTUKE IpUMNa Yy MalUeHTOB C
XPOHUYECKON CEepACYHON W/WIIM JIbIXaTeIbHON HEJOCTATOYHOCTHIO HE yCTaHOBJIEHA. B maHHOM
MOMYJISIIMM MAallMEHTOB YacTOTa BO3HUKHOBEHHS OCJIOXHEHHMHM Obljla CONMOCTaBMMAa B TpYIIe
JIe4eHHsl U Tpynie mnianeodo.

Toueunas HedocmamouHocms MANHCENOU CIENneHU MANCeCmu

Y B3poChbIX MaMEHTOB H MOApPOCcTKOB (13-17 7eT) ¢ TsKemod CTENneHbI0 TMOYEeYHOM
HEJOCTAaTOYHOCTU TpU JIEYEHUH U NPOQUIAKTHKE TPHUMNA PEKOMEHIYETCS KOPPEKLHMs O3Bl
Knuanyeckue naaHHble A KOPPEKLUHU J103bl Y MIQJEHIEB M JeTell (B Bo3pacTe oT | rojga u
cTapiiie) ¢ MOYeYHO! HEJOCTATOYHOCTHIO OTCYTCTBYIOT (CM. paszersl 4.2, 5.2).
Ilcuxonesponozuueckue Hapyuienus

VY mnauueHToB (B OCHOBHOM Yy JE€Te M MOAPOCTKOB), MPUHMMABIIHUX OCEIbTaMHUBUD, ObLIN
3aperucTpUPOBAHBl MICUXOHEBpOJOrHUecKue HapymeHus. [logo0HbIe NMCUXOHEBPOIOTHYECKHE
HapyIIEHNs TaKK€ OTMEUYEHBI y NAIUEHTOB C TPUIIIOM, HE MOJIY4YaBUIIMX OCEIbTaMUBUD.
Crnenyert TaTeIbHO MOHUTOPUPOBATh MAIIMEHTOB HA IPEeIMET U3MEHEHUI B MOBEICHNUH, PUCK U

MoJib3a MPOAOJIKECHUA TCpAalIn JOJIKHBI OLITH OLCHCHBI IJIA KaXJI0T'0 ManrueHTa HHANBUAYAaJIbHO
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eTH
Janubple s ompeneraeHuss J03bl Y HEJIOHOIICHHBIX AeTei (IMOCTKOHLENTYaJIbHBIA BO3pPACT
< 36 Helleb) OTCYTCTBYIOT.
4.5. B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHbIMHU IpenapaTaMM M JApyrue BH/bI
B3auMOJelCTBUS
dapMaKOKMHETHYECKUE CBOMCTBA OCEIbTAMUBUPA, TAKUE KAK €r0 HU3Kasl CTETNICHb CBA3bIBAHUS C
OenkaMu ¥ MeTaboJiu3M, He 3aBHCHMBIA OT u3odepmenta CYP450 u cucremsl rimoKypoHUIa3
(cM. pasmen 5.2), He [JAlOT OCHOBAHMUU MpeAnoyaraTh HaIWYUE KIMHUYECKH 3HAYMMBbIX
B3aMMOJICHCTBUM M0 YKA3aHHBIM MEXAHU3MaM.
ITpoGenenns
Koppekuust 10361 TpH OJHOBPEMEHHOM MPHUMEHEHHH C NPOOCHEUUJOM Yy TMAalUEeHTOB C
HOpManbHOU (pyHKIMEH mouek He TpedyeTcs. OMHOBPEMEHHOE MPUMEHEHHE C MPOOSHEINIOM,
MOIIIHBIM UHTHOUTOPOM aHMOHHOM KaHAJIbIIEBOW CEKPELUH B MOYKaX, MPUBOAMUT K 2-KpAaTHOMY
YBEJTUYCHUIO SKCIIO3UIIUN aKTUBHOTO META00IUTa OCEIbTaAMUBHPA.

AMOKCHUIIMIUINH

Kunernueckoe B3aumojeiicTBUE OcCelbTaMMBHpa U aMOKCUIMJUIMHA (BBIBOJSILEIOCS TEM Ke
IIyTE€M, YTO U OCENbTAMUBHP) OTCYTCTBYET. [Ipenmnonaraercs, 4yTo KOHKYpEHLUsl OCEIbTaMUBUpa
3a BBIJICJICHUE [TI0YKAMU CJ1a0asl.

BriBeieHHE ¢ MOYOi

MasnoBeposATHbI KIMHUYECKH 3HAaYMMble MEXJICKapCTBEHHBIE B3aUMOJICHCTBHS, CBSI3aHHBIE C
KOHKYpPEHIIMEH 3a KaHAJIBIEBYIO CEKPEIHIO, MPHHUMAs BO BHUMAHKE Pe3epB OC30MaCHOCTH IS
OOJIBLIIMHCTBA HO)IO6HI)IX npemnapaTroB, IIYTH BbIBCACHUSA aKTUBHOI'O MeTadomTa OoCClibTaMHBHUpa
(xmyOoukoBass (uIbTpalMs W AHUOHHAS KaHANbIIEBas CEKpelus), a TaKkKe BBIBOISIIYIO
CIIOCOOHOCTh KaXaoro u3 myTed. OJHAKO NPUMEHSATh OCENbTAMUBUD B KOMOWHAIMH C
npernapaTtamM, HMEIOLIIMMHU  y3KYI0 IIMPOTY TEparneBTUYECKOro JeWcTBUS  (Hampumep,
XJIOPIPOIIAMHJI, METOTPEKCaT, PEeHUI0YTa30H ), HEOOXOIUMO C OCTOPOKHOCTHIO.

JlonoaHUTEIbHAS I/IH(bODMaHI/ISI

He oOHnapyxeHO (apMaKOKMHETHYECKMX B3aMMOJAEHCTBHM MEXIY OCEIbTaMMBHPOM MU €ro
OCHOBHBIM METa0OJINTOM IPU OJHOBPEMEHHOM IIPHEME C MaparieTaMoiIoM, alleTHIICATNIIIIOBOH
KHACJIOTOH, IMMETHIWHOM, AaHTAIlUJAHBIMHA CpPEICTBaMH (MarHUs W aJIOMHHHS THIPOKCH]I,
KaJblUg KapOoHAT), pUMAHTaAMHOM WM BapdapuHOM (y MalMEeHTOB 0€3 IpHUIMNa, CTa0MIbHBIX

Ha BapdapuHe).
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4.6. @epTHIBLHOCTD, 0EPEMEHHOCTD U JAKTAIMS (MOCNEOOQBATENBHOC

bepemeHHOCTB

HebGnaronpusTHplii Mcxoq OEPEMEHHOCTM W AHOMAIMW pPa3BUTHS IUIOJA, a TaKXKE pPHUCK
CEpbE3HBbIX BPOXKACHHBIX MOPOKOB Pa3BUTHS, B TOM YHCIE BPOXKICHHBIX IOPOKOB CepAla,
CBs13aHBbI € 3a00JIEBaHUEM I'PUIIIIOM.

Bonbioe KoIM4ecTBO JaHHBIX O BO3ACUCTBUH OCEIbTAMUBHPA Y OCPEMEHHBIX KECHIIUH B XO€
NOCTPETHCTPALIMOHHOTO  MPUMEHEHUs W HAOMIOJaTeNnbHBIX  HccienoBanuid  (Ooisee
1000 nauueHTOB Ha NEPBOM TpUMECTpe OEPEMEHHOCTH) HE YKa3bIBAIOT HU HA MOPOKHU Pa3BUTHUS,
HU Ha (PeTO/HEOHATAIbHYI0 TOKCUYHOCTh OCEIIbTAMUBHPA.

OpHako B OXHOM HAONIONATENILHOM MCCIEIOBAaHUM pPE3YJbTaThl OICHKH pPHCKAa DPa3BHTHUS
TSDKETIBIX BPOXKJCHHBIX MOPOKOB CEp/Ila, JUArHOCTHPOBAHHBIX B TeueHHE 12 MecsieB mocie
pOXJIeHUs], He ObLTM OJHO3HAUYHBIMHU, XOTs OOIIMI PUCK IOPOKOB Pa3BUTHUS U HE ObLIT YBEJIUYEH.
B naHHOM HcclieloBaHUM 4acTOTa Pa3BUTHs TSDKENBIX BPOXKICHHBIX MOPOKOB Ceplia Mocie
IIPUMEHEHHUS OCelNbTAMHUBHpA B TEUEHUE MEPBOTO TpUMecTpa OepeMeHHOCTH cocTaBisiia 1,76 %
(7 mnanenneB u3 397 GepemenHocteld) mo cpapHeruio ¢ 1,01 % mpu GepeMeHHOCTH B OOIICH
nonyasiuuu 0e3 NpUMEHEHHUs1 ocelbTaMUBUpa (OTHoLIeHHne puckoB 1,75, 95 % noBepurenbHbIMf
unrepsai 0,51 mo 5,98).

Knuanyeckoe 3HaueHHe JAHHOTO pe3yibTara JI0 KOHIA HE SICHO, TaK KaK MCCIIEJOBAHUE MMEIO
OTPaHUYECHHYIO MOIITHOCTb.

Kpome Toro, uccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, YTOOBI IMPOBECTU JOCTOBEPHYIO
OLIEHKY OTJENbHBIX KaTeropuil TsKeNbIX MOPOKOB Pa3BUTHS; MpPU 3TOM JIaHHBIE Y JKCHIIWH,
NPUHUMABIIUX U HE NMPUHUMABIINX OCEIbTAMHBHP, HE MOTJIA OBITh IOJHOCTHIO COITOCTaBUMBI,
HE3aBUCHUMO OT TOTr0, OOJIENU JIU OHU TPUIIIIOM.

HccnenoBaHust Ha )KUBOTHBIX HE YKA3bIBalOT HA PEMPOTYKTUBHYIO TOKCUYHOCTh OCEJIbTAMUBHUPA
(eM. pasmen 5.3.). Ilpumenenue mnpenapaTa npu OEPEeMEHHOCTH BO3MOXHO B cllydyae
HEOOXOJMMOCTH W TIOCJE OIIGHKH HWMEoIeicss uHpopMamuu O Oe30MacHOCTH W TOJb3e
(uHOpMalMIO 0 MOJb3e MPUMEHEHHS Ipernapara y 0€peMeHHbIX KeHIIMH (cM. B pasnene 5.1,
noanyHKT «JleueHme rpumnma y OepeMEHHBIX JKEHIIMH»), a TaKkkKe MaTOreHHOCTU
UPKYJIHNPYIOIIEro IITaMMa BUpyca IpUIIIIa.

Jlakranms

Bo BpeMst TOKIMHHYECKHX HCCIIEOBAHUI OCETbTAMUBUD U aKTUBHBIA META0OJUT MPOHUKAIH B
MOJIOKO JIAKTHPYIOIIUX KpbIC. JlaHHBIE MO 3KCKPELUUH OCEIbTAMUBUPA C TPYIAHBIM MOJIOKOM Y
YeJoBeKa M  NPUMEHEHHIO  OCEeIbTaMHBHpAa KOPMALIMMH  SKEHIIMHAMH  OTPaHUYEHBI.
OrpaHWyeHHbIE JaHHBIE MOKAa3bIBAIOT, YTO OCEIHTAMHUBUP M €r0 AaKTUBHBIA METaOOJIUT B

HEOOJIBIIMX KOJIMYECTBAX IPOHHMKAIOT B TIPYAHOE MOJIOKO, CO3/aBas CyOTepaneBTHYECKUe
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KOHIIEHTPAIMH B KPOBU TPYIHOro peberka. |[Tpn HASHATeHTH -Oeebraniiinpa. KopMaim

KCHIMHAM CIIEAYeT TaKXXe YUUTBHIBaTh MX COIYTCTBYIOIIME 3a00JI€BaHHS W MAaTOT€HHOCTD
UPKYJIUPYIOIIET0 IITaMMa BHpyca rpunma. llpm OepeMeHHOCTH W B MEpUOI TPYIHOTO
BCKapMJIMBaHUsl OCEIbTAMUBHUP IPUMEHSIOT TOJBKO B ClIy4ae, €ClIu OXuaaemas siBHas I0JIb3a
JUTSL KOPMSIIIIEH MaTepy MpeBbIIaeT PUCK AJIs peOeHKa.

DdepTUabHOCTD

Ha ocHoBanWM MJOKIMHUYECKHX JAaHHBIX HE OXHUJACTCSA, YTO OCEIbTAMHBHD BIHSCT HaA

(bepTHUIBPHOCTh MYXYHMH WM KEHITUH (CM. pasnen 5.3.).

4.7. BuusiHHe HA CMOCOOHOCTH YNPABJISITh TPAHCINOPTHLIMHM CpPeACTBAMH W padoTarh ¢
MeXaHU3MaMH

OcenbTaMuBHp HE OKa3blBaeT BIHMSHHE HAa CHOCOOHOCTh YIPAaBISATh TPAHCTIOPTHBIMHU

CpeICcTBaMU M paboTaTh C MEXaHU3MaMHU.

4.8. HexenarejJbHble peaKIul

Pesrome nipoduiist 6e3onacHocT

OO0mmii mpodunp 0Oe30macHOCTH OceNbTaMUBHpPAa OCHOBaH Ha JaHHBIX 6049 B3poCibIX
HalMEeHTOB/MOAPOCTKOB U 1473 nereil ¢ rpummoM, MojyyaBUIMX OCeIbTAMUBHUP WM Iulaledo, a
Takke Ha JaHHbIX 3990 B3pOCHBIX NAIMEHTOB/TMIOAPOCTKOB U 253 neTeil, MmoiydyaBLINX
OCeNbTaMUBUpP WM IUIane00/He TONYyYaBIIMX TEPAaNUuM B KIMHUYECKUX HCCIICAOBAHUIX TI0
npoUIaKTUKE TpUIITIA.

Kpome Toro, 199 B3pocinplx DalMEHTOB € OCHA0JCHHBIM HMMYHHUTETOM MOJYYHIIN
ocelbTaMUBUP JUIS JIeYeHUs TpuMnmna, u 475 MaueHToB ¢ 0ciaa0lIeHHbIM HMMYHUTETOM (B TOM
yucie 18 gereir, 10 M3 KOTOpBIX MOdy4alud OCEIbTaMUBHP U 8 — IuIanebo) MOIydHIIN
OCEJIbTaMUBUP WJIH IJ1a1e00 A NpoUIaKTUKY TpUIa.

VY B3poCibIX MAIMEHTOB/IOAPOCTKOB Hanbojee YyacThIMU HexenarenbHbIMU peakuusmu (HP) B
X0Jle KIMHUYECKMX WCCIIEJOBAaHUM JiedeHus rpumnna ObUIM TOIIHOTa W PBOTA, a B XOJ€
MCCIIeI0BAHUH M0 MPOPUITAKTHKE — TOITHOTA.

bonbummHcTBO ykazanHbix HP OblM 3apeructpupoBaHbl OJHOKPATHO B TEPBBIA WM BTOPOM
JIEHb TEPAIIUM U CIIOHTAHHO Pa3pEIIAIUCh B TEUEHHUE MOCIENYIOMHUX 1-2 THEN.

V nereit Haubosee yacto Berpeuatomeiicss HP Gblna pBora.

VY 6osbIKMHCTBA TAIMEHTOB AaHHble HP He npuBoaMIN K OTMEHE Tepanuy OCeIbTaMUBHPOM.
Cepresnbie HP, nepeunciennble HUXe, peKO OTMEYaIlCh ¢ MOMEHTA BBIXOJ]a OCEIbTaMUBHpa
Ha PBIHOK: aHAa(pWIAKTUYECKUE U aHA(PUIAKTOUIHbIE PEAKIIMU, HAPYIIEHUSI CO CTOPOHBI MEYEHU
(ynbMuHAHTHBIM renaTtut, HapylieHne (QYHKIMM MEYEHH U KeNTyxa), aHTMOHEBPOTHYECKUH

oTek, cuHapoM CtuBeHca-/[>KOHCOHA W TOKCHUYECKHI SMHUACPMAIbHBIA HEKPOJIH3, KETYTOYHO-
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KHILIEYHOE KPOBOTEUEHUE U HAPYILIEHUS CO CTOPOHBI Hé&';l'c;ﬁ_lgérl i1 i HEKr k. EbivJ[: 'i&%@snen

4.4, nogpaznen «OcoOble YKa3aHHsI).

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIUI

Yactora moOOYHBIX peakluidi MPUBEECHA B BUJIE CIENYIOMIEH Tpaganuu: ovens yacmo (> 1/10);
yacmo (> 1/100, vo < 1/10); reuacmo (> 1/1000, Ho < 1/100); peoxo (= 1/10000, HO < 1/1000);
ouenv peoko (< 1/10000); wacmoma wneuzéecmna (He MOXKET OBITH OIICHEHA Ha OCHOBE
MMEIOIIUXCS IAHHBIX ).

Jleuenue u npoghunaxmuxa epunna y 3pocivix u n0OpoCmMKo8

B Tabmuue 1 npencraBnenst HP, Bo3HukaBime Hanboliee 4acTo mpu npueMe peKOMEHTI0BaHHOK
JI03bI OCETbTAMHUBHUPA B HCCICAOBAHUSAX MO MPO(UIAKTUKE W JICYCHUIO TPUIINA Y B3POCIBIX U
noApOoCcTKOB (75 Mr 2 pas3a B CyTKU B T€UE€HHUE S5 qHEH it JieyeHus u 75 mr 1 pa3 B CyTkH 110
6 Heleb I MPOPUITAKTHKH ).

B wuccnenoBanuax 1o mnpoduiIakTHKe rpumnna npoduib  0e30MacHOCTH Y MAlMeHTOB,
MOJIY4aBIIMX PEKOMEHIOBaHHYIO 103y ocenbTamuBupa (75 mr 1 pa3 B cyTku 110 6 Henenb),
KaueCTBEHHO HE OTIMYAJICS OT TAKOBOTO B MCCIICIOBAHUSX I10 JICYCHHUIO TPHUIINA, HECMOTPS Ha
Oosee IIUTENBHBIN MIPHEM Mpernapara.

Tabmuna 1. HexenarenbHble peakiuy, BBIABICHHBIE B XOJE KIMHUYECKUX HCCIEIOBAHUN IO
PO UIAKTUKE U JICYCHUIO TPHIIIA OCEIHTAMUBHPOM Y B3POCIIBIX MAIIMEHTOB U MOJAPOCTKOB HITU

B XO/I€ IOCTPETUCTPALMOHHOTO HAOJIIOJCHUSI.

CucreMHoO- HexenaTtenbHble peakiuu, paclpeaeIeHHbIE COIVIACHO YaCTOTE BBIABICHUS
OpraHHBIH KJIacC OueHp yacTo Yacto Heuacto Penxo
Hnperyuu u Bpouxwur, Herpes
UHBA3UU simplex,
Ha30(apuHTHT,
WHpEKIUN
BEPXHHUX
JIBIXaTEeITbHBIX
MyTeH, CHHYCUT
Hapywenus co TpomboruToneHUs
CMOPOHBL KPOBU U
qumpamuieckou
cucmemul
Hapywenus co Peakuun Anadunakrayec-
CMOPOHDBI TUIepYyBCTBU- KM€ pPeaKIIvH,
UMMYHHOU TEJIbHOCTH aHa(uIaKTONIHBIE
cucmemul peaxkuuu
Tcuxuuecxue BbecmnokoiicTBo,
HapYuileHUs. aHOpMAaJIbHOE
MOBEJICHUE,
TPEBOXKHOCT,
CIIyTaHHOCTh
co3HaHwus, Ope,
JeTUPUN,
TJITIOIUHAIINAH,

10
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MOCTEAUEATENGRG LR KolHmaps,
pUYUHEHHE ceOe
TEJIECHOTO
TOBPEXKICHUS
Hapywenus co l'onoBHas 6016 Becconnuua N3menenue
CMOPOHbL HEPEHOTL CO3HaHUs,
cucmembl CyJlIoporu
Hapywenus co Hapymenne
CMOPOHBL Op2ana 3peHHUs
3peHust
Hapywenus co AputMmus
CMOpoHbL cepoya
Hapywenus co Kamens, 6016 B
CMOPOHUI ropiie, puHopest
ObIXamenvHoll
cucmembyl, Op2aHos
2PYOHOU KIemKU U
cpedocmenust
HKenyodouno- TommnoTa PBora, 6onb B Kemynouno-
Kuueynole JKUBOTE (BKJIFOYas KHILICYHbIE
HapyuleHusl 001b B BepxHEH KpPOBOTEUEHUS,
YaCTH JKUBOTA), reMopparuyecKui
JCTICTICHSL KOJIUT
Hapywenus co [ToBbI1ICHME @OyIbMUHAHTHBIN
CHOPOHbL NeYeHu U AKTUBHOCTH renaTur,
HCENUEBbIBOOAUJUX «TIEYCHOYHBIX» MeYeHOYHAs
nymet (bepMeHTOB HEAO0CTaTOYHOCTb,
renaTuT
Hapywenus co DK3ema, AHTHOHEBPOTHYEC
CIOPOHbL KOJICU U JEPMAaTHT, CBIllb, | KHH OTEK,
NOOKONCHbIX KpanmuBHUIIA MyIbTH(GOPMHAS
mKanetl 3puTeMa, CHHIPOM
CruseHca-
J>xoHCOHA,
TOKCHUYECKHI
3MUIEPMATIbHBIN
HEKPOJIH3
Obwue napyuenus Bons,
u peakyuu @ mecme TOJIOBOKPYXEHHE
68edenus (BKITROUAS
BEPTHIO),
YTOMJISIEMOCTb,
JIUX0pajKa, 00Jb B
KOHEYHOCTSIX

Jleuenue u npogpunakmuxa spunna y oemei

B ximHM4Yecknx HCCIICOOBAHUAX OCCIbTaMUBHPaA IPH JICUCHUHW TI'pHUIINIa IPpUHUMAIU Yy4aCTUC

1473 pebenka (BKJIFO4as B IEJIOM 3J0POBBIX JieTel B Bo3pacTe oT 1 1o 12 jeT u aereit ¢ acTMoit

B Bo3pacte oT 6 g0 12 ner). U3 Hux 851 pebeHOK moiydan Tepanmuio OCeNbTaMUBHPOM B

JIeKapCTBeHHON (opme «cycrneHsusi». Bcero 158 nereit moiydanu peKOMEHIOBAHHYIO 103y

ocenbTamMuBHpa 1 pa3 B CyTKU B MCCJIEIOBAHUSX MTOCTKOHTAKTHONW MPO(DHIAKTUKHA B JOMAITHUX

ycnoBusix (n = 99), B 6-HeleldbHBIX HCCIEIOBAHUAX Ce30HHOW mpodunaktuku (n = 49) u

11




12-HenenbHBIX HCCIIEOOBAHUAX CE30HHOU I

uMMyHHUTETOM (n = 10).
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MY OTUETY

B Tabnumne 2 mnpeacraBiensl HP, wambonee dacTto cooOmaembie B XOJ€ KIMHHUYECKHX

WCCIICIOBAHUH Y JIETEH.

Tabmuma 2. HexenaTenbHbIE PEaKIMU, BBIABICHHBIC B XOJ€ KIMHHUYECKHX HCCIICIOBAHUU I10

npoHIaKTUKE M JICYCHUIO TPHIIA OCEIbTaMUBHPOM y aereil (mo3za ot 30 mr mo 75 mr B

3aBUCHMOCTH OT BO3pacTa/Beca).

CucrtemHoO-
OpraHHBIN KJ1acc

HexenatenbHbie peakauu, pacpCACICHHBIC COIIACHO YaCTOTC BBIABJIICHHUA

OueHb yacTo

Yacto

Heuacto

Penxo

Hugpexyuu u
uH8a3UU

Cpenuuit oTut

Hapywenus co
CHOPOHbL HEPBHOT
cucmemul

I'onmoBHast 00116

Hapywenus co
CMOPOHBL Op2ana
3peHust

KoHBIOHKTHBHT
(BKITIOUAST
MMOKPaCHEHUS TJ1a3,
BBIIENEHUS U

0011b)
Hapywenus co Bons B yxe Hapymenus co
CIMOPOHYL Op2aHa CTOPOHBI
cayxa u OapabanHOM
1abupunma TIEPETIOHKH
Hapywenus co Kamens, Punopes
CHOPOHDYI 3aJI0’)KEHHOCTh
O0bIXamenbHoll HOCa
cucmembvl, Op2aHos
2PYOHOU KIemKU U
cpedocmenus
Kenyoouno- PBora Bons B xxuBoTE
Kuuieunvle (BxumrOUast 6016 B
HapYuieHUs. BEpXHEH 4acTH

JKHUBOTA),

JIUCTICTICHS,

TOIITHOTA
Hapywenus co Hepmatut
CMOPOHBL KOJCU U (BruTIOYAs
HOOKOJICHbIX aNNeprudecKuii u
mKametl aTOMHUYECKUI

JICPMATHT)

Omnucanyre OTACNbHBIX HeXKENIaTSAbHBIX PeaKIIUN

HapyweHuﬂ CO CMOPOHbL HepGHOIZ cucmembspl U NCUXu4ecCKue HapyuleHusl

I'punmosnas

nHpeKuus

MOXKET

acCOLMHUPOBATHCA

pas3siIM4HBIMHU  HEBPOJOTMYCCKUMU

CHUMIITOMaMH H H3MCHCHHIMHN ITIOBCIACHMA, BKJIIOYAas TaKHMC CHMIITOMBI, KaK TraJlJIFOIIMHAIIUH,

I[eJ'II/IpI/Iﬁ U AHOPMAJIBHOC IIOBCICHHC. B HCKOTOPBIX CJIydadX OHH MOTYT IIPUBCCTH K

CMEPTEIBLHOMY HCXOY.
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JlanHble sBIIEHUS MOTYT BO3HMKaTh Kak Ha (due pa33ﬂ¥f;%::3%ﬁggﬂﬂkr Hstr EEL{%MhTa,

MY OTYETY

TaK U OTACIbHO, 0€3 SBHOTO TSHKEIIOr0 3a00JICBAHMUS.

B mocTperucTpaiiioHHBIX COOOMICHUSIX Y MAIIMEHTOB, KOTOPHIE MOIyYaIH OCEIbTAMUBHD IS
JICYCHHUS] TPUIINA, OTMEYAIUCHh CYJIOPOTHM W JACIUpUd (BKIIOYAass TaKWE CHMIITOMBI, Kak
HapylIeHWe CO3HAHMS, CIYyTAHHOCTh CO3HAHUS, aHOPMAJIbHOE MOBEICHUE, Ope/I, rajuTFoIMHAIINH,
OECIIOKOMCTBO, TPEBOXKHOCTh, HOYHBIE KOIIMAapbl). OTHU CIIy4al PEIKO COINPOBOXKAAIUCH
ONACHBIMM ISl KU3HU AKTUBHOCTSAMH WIJIM JI€TaIbHBIM HMCXOJ0M. JlaHHBIC SIBIEHUS OBLUIH
3aperuCTpUPOBaHbl B OCHOBHOM CPE/IM JIETEH U MOJPOCTKOB M YaCTO UMEIM BHE3AIMHOE HAYaJIO U
OBICTpOE pa3pelieHue.

Posp  ocenpramuBHpa B pa3sBUTUM  JAHHBIX  SIBJICHUM  HEU3BECTHA. Y Ka3aHHbIE
MICUXOHEBPOJIOTUIECKIE HAPYIICHHSI TaKKe OBUIH 3aperuCTPUPOBAHBI Y MANIMEHTOB C TPHIIIIOM,
HE MOJIYYaBIINX OCEIbTAMUBUP.

Hapywenus co cmopoHul neuenu u sicenuesvi800auux nymet

Hapymiennst co cTOpoHBI TIEYEHU U KEITUYEBBIBOSIINX MMyTEH, BKIIOYAs TEMaTUT U TOBBIICHUE
AKTUBHOCTH «IICUYCHOYHBIX» (DEPMEHTOB, OTMEUAINCh Yy TAIMCHTOB C TPHIIIONOI00HBIM
3a0oneBaHrEeM. YKa3aHHbBIC SIBICHUS TaKKe BKIIOUYANH (yJIbMUHAHTHBIA TeNaTUT/TICUeHOUYHYIO
HEJOCTATOYHOCTD C JICTAILHBIM HCXOJIOM.

HDO‘-II/IC 0co0bIe NOMMYJIAIIMH ITAITMCHTOB

Hooicunvle nayuenmsvt U nayuenmvl ¢ XPOHUYECKOU CEPOeHHOU UW/Uiu  ObIXamenbHOU
He0oCmamoyHoOCmuio

[Tomynsitys, BKIOYEHHAS B UCCIIEI0BAaHUS 10 JIEUEHUIO TPUIIIA, COCTOSUIA U3 B LIEJIOM 310POBBIX
B3pPOCJIBIX/TIOAPOCTKOB U TAIMEHTOB TPYIIbl pUCKAa (PUCK DPA3BUTHUS OCIOXKHEHHM TIpuIa,
HanpuMep, MOMyJsAlus MOKWUJIBIX MAllMeHTOB M MAllMeHTOB C XPOHUYECKOM CepAeyHOM WU
JIbIXaTeNbHOM HEe0CTaTOYHOCTHI0). B 1enoM npoguis O0e3omacHOCTH mpenapara y HalueHTOB
IPYMIIBI pHCKa ObLIT COMOCTABUM C TAKOBBIM Yy B IIEJIOM 3/I0POBBIX B3POCIBIX/TIOAPOCTKOB.
Iayuenmul ¢ ocnabaeHnbiM UMMYHUMEMOM

JleueHne rpunma y TAUEHTOB C OCJIA0JIEHHBIM HMMYHHMTETOM OI€HMBAJIOCh B JBYX
KIIMHUYECKHUX UCCIIEOBAaHUAX: TALUEHTBI MTOJIy4aal CTAaHJAPTHYIO 103y WIH MOBBIILIEHHYIO 103y
(1BOMHYIO WIM TpoiHYIH) ocenbTamuBupa. IIpodmib OGe3omacHOCTH — OceNnbTaMUBHPA,
HaOM0IaeMblii B JIaHHBIX MCCIEAOBAHUSX, OBLT COMNOCTaBUM C TaKOBBIM B MpPEIbIAYIINX
KIIMHUYECKHUX HCCIEI0BAHUAX, B KOTOPBIX OCEIbTaAMUBUP MPUMEHSUIICS Ui JICUEHUS MallUeHTOB
C HOpPMaJbHBIM HMMYHUTETOM CpeId BCEX BO3PACTHBIX TIPYII (370pOBbIE MALMEHTH HIU
NaIMEHTHI U3 TPYIIbI PUCKA, HAIPUMED, C JbIXaTeIbHON H/WIN CepJeYHON HEAOCTATOUHOCTHIO).

Haubonee yacTbIM HexeNlaTeNbHBIM SBJICHHEM Y JAETel ¢ OClabIeHHBIM UMMYHUTETOM Oblia

pBoTta (28 %).
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MY OTYETY

ocia0lIeHHBIM UMMYHUTETOM (BKITIo4as 18 mereit B Bo3pacrte ot 1 10 12 et u crapuie) npopuib

0e30macHOCTH B Tpynmne ocenbTamuBupa (238 mnanmueHToB) OBbUI COMOCTAaBUM C paHee

Ha0II01aeMbIM ITpoduiieM ocelbTaMUBHPA B KIMHUYECKUX UCCIIEJOBAHUSIX MO MPO(UIAKTUKE.
eTH

Jlemu (0o 1 200a)

B 1Byx wuccnenoBanHusix (hapMakOKMHETHKH, (hapMakOAMHAMUKUA M MPOopuiIs Oe30MacHOCTH

ocelIbTaMHBHpPA, B KOTOPBIX NMpUHUMAIM ydyactue 135 nmereit B Bo3pacte 10 | rojga ¢ rpummom,

npoduns 06e30MacHOCTH Mpemnapara ObLI COMOCTaBHUM B PAa3IMYHBIX BO3PACTHBIX TpyMMax.

Haubosee yacTo cooOmaeMpIMI HEXKEJIATEIbHBIMU SIBICHUSAMU TIPU 3TOM OBLIM PBOTA, AHApEs U

onpenocTs (cMm. pazaen 5.2). JlaHHble O JETAX B MOCTKOHLENTYaJIbHOM BO3pacTe J0 36 Henelb

HEJOCTaTOYHBI.

Jannbsie Mo 0e30macHOCTH MPUMEHEHHsI OCeIbTaMUBUpPA NPU JICYCHUH y JETel B BO3pacTe IO

| roma momy4yeHsl U3 MPOCHEKTUBHBIX M PETPOCHEKTHBHBIX HAOJIOJATENIbHBIX HMCCIEI0BAaHUMN

(Bxurouanu Oosiee 2400 geTeil maHHOTO BO3pAcTa), MCCICAOBAHUN SMHAEMHOJOTHUUYECKHX 0a3

JMaHHBIX M MOCTperucTpanuonHoro Haodmoxaenus. [Ipoduns 6e3onacHoctn y aereit a0 1 roga

COIIOCTaBUM C U3BECTHBIM IpoduiieM 0e30MacHOCTH y AeTeil B Bo3pacTe | roja u crapiue.

Jlemu ¢ 6ponxuanbHoU acmmou 6 aHamHese

B nenom npoduinp HexkenaTeNbHBIX PEaKIUi y IeTeil ¢ OpOHXMATBLHON acTMOM B aHaMHe3€ ObLI

COIIOCTaBUM C TaKOBBIM B II€JIOM Y 37I0POBBIX JI€TEH.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0maTh 0 mo03peBaeMbIX HEeKEIATENbHBIX PEAKIUAX MMOCIEe PETUCTPALMK TTpenapara
C 1eTpl0  00ecreueHHs] HENPEPHIBHOTO MOHUTOPWUHTA COOTHOIIEHHUS  «IT0JIh3a-PUCK)
JIEKapCTBEHHOTO Tpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIaTh O JIOOBIX
MOJI03PEBAEMBIX HEXKENATEeIbHBIX PEaKIMIX JEKapCTBEHHOTO IMpernapara 4yepe3 HallMOHaJbHbIC
CHUCTEMBI COOOIIIEHUSI O HEeXENAaTebHBIX pPEaKlUsIX TroCyaapcTB - uieHoB EBpasuiickoro
HKOHOMHUYECKOTO COI03a.

Poccuiickas ®edepayus

Anpec: 109012, Mocksa, CnaBsiHCKas 1101ajib, 1. 4, ctp. 1

®denepanpHas cayx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Tem.: +7 (800) 550-99-03

D. moura; pharm@roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
B OompmuHCTBE CcilydaeB TMepeIo3MpOBKAa B XOJ€ KIWHUYECKAX WCCICAOBAaHUA W TIpU

MNOCTPETUCTPAIUOHHOM TPUMCHCHHUU OCCIbTaMHUBHUpPAa HE COIPOBOKIAAIACH KaKUMH-T100
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COOTBCTCTBOBAJIN HCIKCJIATCIIbHBIM ABJICHUAM, IPCACTABJICHHBIM B Pa3aciic 4.8.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoguHaMHYeCKHe CBOiicTBa

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

Kox ATX: JOSAH02

MexaHu3M IeHCTBUS

[IpotuBoBupycHbIil mnpenapaT. OcelbTaMUBUDP SBISIETCS MPOJEKAPCTBOM, €ro aKTUBHBIN
metabonut (ocenbramuBupa kapookcmnar, OK) — 3¢eKkTuBHBIA U CENEeKTUBHBIA WHTHOUTOP
HelipaMUHUa3bl BUPYCOB Tpummna Tuna A u B — QepMeHTa, KaTalu3upymoOIIEro MPOIecc
BBICBOOOKJICHUSI BHOBH OOpPAa30BAaHHBIX BHPYCHBIX YaCTHUIl U3 MH(PUIMPOBAHHBIX KIETOK, HX
NPOHUKHOBEHUS B HEMH()UIIMPOBAHHBIC KJICTKH MIUTENHUS JbIXaTeIbHBIX MyTeH U JalbHEHIIero
pacrpocTpaHeHHsI BUpyca B OpraHu3Me. TOPMO3HUT pOCT BHpYycCa TPHUMIA in Vitro W MOAaBIseT
PEIUIMKAIMIO BUPYCa U €ro MaTOT€HHOCTH in Vivo, YMEHBIIIAET BBIJCIIEHUE BUPYCOB rpunmna A u
B u3 opranusma. Konuenrpanus OK, HeoOxoaumas Juisi HHTUOMpPOBAaHUS HEHPaMUHUAA3bl Ha
50 % (IC50), cocraBnsier 0,1-1,3 HM mnsa Bupyca rpunmna A u 2,6 HM s Bupyca rpurmnmna B.
Menuana 3Hadenuit IC50 nns Bupyca rpumnma B HECKOJIbKO BbIIE M COCTABIISET
8,5 aM.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Knunuuecxas s¢pgpexmuenocmo

B mpoBeneHHBIX HCCIEAOBAHUSAX OCEIbTAMHBUD HE OKa3blBaJl BIHMSHUS Ha OOpa3oBaHUE
MPOTUBOTPUNIIO3HBIX AHTUTEN, B TOM 4HCJIE Ha BBIPAOOTKY aHTHUTEN B OTBET HA BBEJCHUE
WHAKTUBUPOBAHHOMN BaKIIMHBI POTUB TPHUIIIIA.

Hccneoosanus ecmecmeenHoll 2punno3Hol uHgexyuu

B ximMHHUYeCKMX WCCIIEIOBAaHUAX, MPOBEJACHHBIX BO BpeMs CE30HHOW WH(OEKIMU TpHUIIla,
MAlMEHThl HAaUWHAIKM TOJIy4aTh OCEeNbTaMUBUP He mo3fHee 40 9 mocie MOSIBICHUS TMEPBBIX
CUMITOMOB T'PUIIO3HON HHPeKuu. 97 % mnanueHToB ObUIM MH(DUIIMPOBAHBI BUPYCOM TpHUIIIA
A, u 3 % nanueHToB — BUpycoMm rpunmna B. OcenbTaMUBUpP 3HAUUTENIBHO COKpaIlall Mepuoj
KIIMHUYECKHX MPOSIBICHUH TpUMo3HONM nHPeKu (Ha 32 4). Y MaueHToB ¢ MOATBEPKICHHBIM
JIMAarHO30M TPHIINA, MPUHUMABIINX OCEIBTAMHUBHUD, TSDKECTh 3a00JIeBaHUS, BBIPAKEHHAS Kak
MJIOMIAb TIOJ] KPUBOW JJII CYMMapHOTO HWHJEKCa CHMITOMOB, Oblia Ha 38 % MEHbIIE IO
CPaBHEHMIO C TAIMEHTaMH, MOTy4YaBIIMMH IUiane6o. bomee Toro, y MonoJbix MaeHToB 0e3

COIIYTCTBYROIIUX 3a00JIeBaHUH OCCJIbTAMUBUP CHHXXAJI NPHUMCPHO Ha 50 % YaCTOTy pa3BUTUSA
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CHHYCHTa, CpeaHero otuta). bbumn mosyueHsl Joka3aTenbcTBa 3(PQPEKTHUBHOCTH TpemnapaTra B
OTHOILICHHHM BTOPHYHBIX KPUTEPHEB APPEKTUBHOCTH, OTHOCAMIMXCS K aAHTHBHPYCHOU
AKTUBHOCTH: OCEJIbTAMHUBUD BBI3BIBAI KaK YKOPOUYCHHME BPEMEHH BBIICICHHS BUPYCa U3
OpraHu3Ma, Tak 1 yMEHbIIECHHUE IUIOIAIH 110, KPUBON «BUPYCHBIE TUTPBI — BPEMSI.

JlaHHble, IOTyYEHHBIE B UCCIIEI0BAHUU 110 TEPAIIMHU OCEIbTAMUBUPOM Y MALIUEHTOB MOKUIIOTO U
CTapyeCKOro BO3pacTa, MOKa3bIBAIOT, YTO IPUEM OCEIbTAMUBHPA B J03€ 75 Mr 2 pa3a B CyTKU B
TE€YCHHE 5 JTHEH CONPOBOXKIAICA KIMHUYECKH 3HAYMMBIM YMEHBIICHHEM MEIHMaHbI IIEpHOJA
KJIMHUYECKUX MPOSBICHUNA TPUNIIO3HON MH(EKLUNH, AaHAJIOTUYHBIM TAaKOBOMY Y B3pPOCIBIX
[AllMEHTOB 0o0Jiee MOJIONOTO BO3pACTa, OJHAKO pa3IM4Ms HE JOCTUralM CTATHCTHYECKON
3HaAYUMOCTH. B npyrom wuccienoBaHuu MalUEHThl C TpUNNoM crapume 13 jer, uMmeBline
COITYTCTBYIOIIME XPOHUYECKHE 3a00JEeBaHUS CEpACYHO-COCYIUCTONM W/WIN JAbIXaTeIbHOU
CHCTEM, IOJy4yalld OCEeIbTAMMBHD B TOM JK€ PEXHUME J03UpOBaHMs Wid mianebdo. Otiuuuil B
MeJMaHEe NEepHUoAa A0 YMEHBIICHHUS KIMHUYECKUX MPOSBICHUM TI'PUNNO3HOW HHPEKIUU B
IpyNIax NalueHTOB, IOJMy4YaBIIUX OCEIbTAMUBUD M Iulane®o, He ObUI0, OHAKO IEPHOJ
MOBBILICHUS TEMIIEPATYPbI IIPU IIPUEME OCEJIbTAMUBHPA COKpaIlajcs npuMepHo Ha 1 nens. [ons
NAIUEHTOB, BBIACIIOIINUX BUpPYC Ha 2-U M 4-U JE€Hb, CTAHOBWJIACH 3HAYUTEIBLHO MEHBIIIE.
[Tpodwie 6e30macHOCTH OCENbTAMUBUPA y MAIIMEHTOB TPYIIIBI PUCKA HE OTIMYAIICS OT TAKOBOTO
B 00LIEH MONysuu B3pOCIbIX NallMEHTOB.

Jleuenue cpunnay 6€D€M€HHbZX HCEHWUUH

KonTponmupyembIx wuccrnefoBanuii 'y OepeMEHHBIX KEHIIWH He TMpoBoauiock. OIHAKO
PE3YIbTATBI MOCTPETHCTPAIMOHHBIX W PETPOCICKTHUBHBIX Ha6J'IIO}IaTeJ'II>HI)IX I/ICCJ'I@I[OB&HI/Iﬁ
MIPOJICMOHCTPHPOBAIN TIOJIB3Y TPEUIaracMoro pekuMa J03WPOBAHUS JIJIS JIAHHOUM IOIYJISIIUN
MAlMEHTOB B OTHOIIEHWU  CHIDKEHHA  3a00J1€eBaeMOCTH/CMEPTHOCTH.  Pe3ymbTaThl
dbapMaKOKMHETMUECKOTO aHalu3a ToKa3alnu OoJiee HHU3KYI0 OKCIO3UIIMIO aKTUBHOTO
MeTabonTa, TeM HE MEHEe, U3MECHEHHE PEeKHUMa JTO3UPOBAHUS Y OCPEMEHHBIX JKEHIIWH IMPHU
MPOBEJCHUHN TEpanuu WIM TPOPWIAKTUKH HE peKoMeHayercs (cMm. pasnen 5.2, moapasfien
«DapMaKOKHHETHKA B 0COOBIX TPYIIaX MalueHTOBY, MOAMYHKT «bepeMeHHbIE KEHIIIIHBDY).

Jleuernue cpunnay demell

VY nereti B Bo3pacte 1-12 net (cpemnuii Bo3pact — 5,3 roaa), IMEBIUX JTUX0paaky (> 37,8 °C) u
OJIMH W3 CUMITOMOB CO CTOPOHBI JBIXaTE€NIbHOM CHUCTeMbl (Kallelb WJIM PUHUT) B TEPUOJ
UPKYJISLUN BUpyCa TPUIINIA CPEIH HacesleHus, ObI0 MPOBEACHO IBOWHOE ciernoe Iaredo-
KOHTpOJHMpyeMoe uccienoBanue. 67 % ManueHToB ObUIM MHPUIMPOBAHBI BUPYCOM TpHINa A U
33 % nanuenToB — BupycoM rpunmna B. OcensramuBup (nmpu npueMe He nosjaHee 48 4 mocie

MOABJICHUA IMEPBLIX CHUMIITOMOB T pHHHOSHOﬁ I/IH(I)CKI_II/II/I) 3HAYUTCIIBHO CHHMIKaAJI
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[TponomKkuTenbHOCTh 3a00JCBaHUS OMpPENesIach Kak BpeMsl 10 KyNHpPOBAHUS —KaIlLis,
3aJI0)KEHHOCTH HOCA, WCYE3HOBEHUS JIMXOPAJKH, BO3BpAICHUS K OOBIYHOW aKTUBHOCTH. B
rpynmne JAeTei, Moiay4aBIIUX OCEIbTAMHBHUP, YaCTOTa OCTPOTO CPEJHEro OTUTa CHMKAlIach Ha
40 % mno cpaBHeHHIO ¢ Tpynmnod Iiane6o. BeI3nopoBieHHe U BO3BpalleHHE K OOBIYHON
AKTUBHOCTH HACTYNajJO IMOYTH HAa 2 JHS paHblle y JeTeH, MOJIy4aBIIMX OCEIbTaMHUBHUP, IO
CPaBHEHHIO C TPYMION TU1ane6o.

B npyrom mccienoBaHuy ydacTBOBaJIM JETH B Bo3pacTe 6-12 jeT, cTpagaronue OpoHXHAIbHON
acTMoi; 53,6 % malMeHTOB UMEJH TPUIIIO3HYI0 UH(EKIUIO, TOATBEPKACHHYIO CEPOTOTHYECKU
u/uam B KyJabType. MenuaHa MpOJOJDKUTENBHOCTH 3a00JI€BaHMsI B TPYIIE TAIMCHTOB,
MOJIy4aBIIMX OCEIbTaMUBHP, 3HAUUTEIHLHO HE CHIXaachk. Ho k mocneanemy 6-mMy JHIO Tepanuu
ocenpTaMUBUPOM 00BbeM (popcupoBaHHOro Bbinoxa 3a 1 cex (ODB1) mossimaincs Ha 10,8 % mo
cpaBHeHUIO ¢ 4,7 % y nanueHToB, nonyuyaBimux miamnedo (p = 0,0148).

Hpod)wzaicmuka cpunna y 63pociblx u nO()DOCl’I’lKOG

[Tpodunaktudeckas 3pGHEeKTUBHOCTh OCEIHTAMHUBHPA MTPH €CTECTBEHHOM TPUITIIO3HON HHPEKITUU
A u B Obla nokaszana B 3 oTAeNbHBIX KIIMHHYecKuX uccienoBanusx 11 ¢as3er. Ha dhone npuema
ocellbTaMHBUpa rpunmnoMm 3abonenu okoso 1 % mnamueHToB. OcenbTaMUBHP 3HAYUTEIBHO
YMEHBIIAI YacTOTy BBIJEICHUS BUpPyca M MPEJOTBpAILA Meperadyy BUPyca OT OJHOTO 4ieHa
CEMBH K JIPyrOMYy.

B3pocabie 1 oapoCTKH, KOTOpBIE OBUTM B KOHTAKTE ¢ 3a00JICBIIMM YJIECHOM CEMbH, HAUMHAIN
MpUEM OCEJIbTAaMHBUPA B TEUEHHME JIBYX JHEW MOcie BO3HMKHOBEHHS CHMIITOMOB TpuMna y
YJICHOB CEMBU M TPOJOJDKAIH €r0 B TEUYCHHE 7 JHEH, 4TO JOCTOBEPHO YMEHBIIAIO YaCTOTY
CJIy4aeB IPUIIA Yy KOHTAaKTUPOBABIIMX JIUL Ha 92 %.

YV HenpuUBHUTHIX U B LEJIOM 3J0POBBIX B3pOCIbIX B Bo3pacte 18-65 ner npueM oceabTaMUBHpPaA BO
BpeMsl DNUAEMUU TpPHIINA CYIIECTBEHHO CHUXal 3aboneBaeMocTh rpummnoM (Ha 76 %).
[TaniueHTH TPUHUMAIH OCEIbTAMUBHD B TeueHUe 42 qHEH.

V 51111 TOKUITOTO U CTapUYECKOTro BO3pacTa, HAXOIMBIIUXCS B IoMax it pectapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPE] CE30HOM, KOTJa MPOBOAUIIOCH HCCIEIOBAHUE, OCEIbTAMUBHP
JIOCTOBEPHO CHWXKanl 3abosieBaeMocTh rpummoM Ha 92 %. B ToM ke wuccrnenoBaHuu
OCEIIbTAMHUBHUDP JOCTOBEpHO (Ha 86 %) yMEHBIAd YacTOTy OCJIOXHEHWW TpHIma: OpOHXHUTA,
MMHEBMOHUH, CHHYCHTA. []allneHThl NpPUHUMAIIA OCETbTAMUBHD B T€UEHUE 42 THEM.

Hpodunraxmuka cpunna y oemeu

[Tpodunaktudeckas 3pHEeKTUBHOCTh OCETHTAMHUBHPA MPH €CTECTBEHHOW TPUIIIO3HON HH(PEKITUU
OblTa TIPOJEMOHCTpUpPOBaHa y AeTed oT |1 roma o 12 7jeT mocie KOHTakTa ¢ 3a00JeBITUM

YJICHOM CEMbH HJIIM C KEM-TO H3 TIIOCTOAHHOI'O OKpPYXCHU. OCHOBHEBIM mapaMeTpoM
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Hpod)wzakmuka cpunnay iuy ¢ ocnabIeHHbIM UMMYHUMENTOM

VY aun ¢ ocnabaeHHBIM UMMYHHTETOM MIPH CE30HHOW IPUIIO3HOM MH(EKINU U IPU OTCYTCTBUU
BUPYCOBBIJICTICHUSI UCXOJIHO, NMPOQPHIAKTUYECKOE NMPUMEHEHHE OCEIbTaMUBHpA MPUBOIMIO K
CHUKCHUIO 4acTOTHI n1abopaTopHO MOJITBEP K ICHHOM TPUIIITIO3HOM uHpEKINH,
COTMPOBOXKAAMONICHCS KIMHUYECKOW cummnToMaTukoit, 1o 0,4 % (1/232) mo cpaBHenuto ¢ 3 %
(7/231) B rpynme tutanie6o. JlabopaTopHO TOATBEpKICHHAS TPHUIIO3HAS WHQPEKIHUSA,
COMPOBOXKAAIOIIAACA KJIMHUYECKOM CHMIITOMATUKOW, JHArHOCTUPOBAJaCh MpPU HAIMYUU
TeMIlepaTypbl B TMoJocTH prta Bbime 37,2 °C, kanwigs W/WIM OCTporo puHuTa (BCe
3aperuCTPUPOBAHHBIE B OJUH M TOT K€ JIEHb, BO BpEeMs IpueMa ocelbTaMHUBHpa/mianedo), a
TaKXKe TOJOXKHUTEIBHOTO pe3ylbTaTa OOpaTHO-TPAHCKPHUIITA3HOW TONMMEPa3HOH IEMHOM
peaxkuun Ha PHK Bupyca rpumnma.

Jleuenue cpunna y nauuenmos (Oemei, NoOPOCMKO8 U 83DOCHbIX) ¢ 0ClabaeHHbIM

UMMYHUmMeniom

B panzoMu3MpoBaHHOM [IBOMHOM CIIELIOM HCCIICIOBAaHUHM OIEHKH TNpoduis Oe30macHOCTH
OCenbTaMUBUPA M €ro BIMSHHUS Ha pPa3BUTHE PE3UCTEHTHOCTH BHpyca rpumma (IepBUYHBIN
aHAJIM3) y MAlKUEHTOB C OCJIA0JICHHBIM MMMYHUTETOM U TPUNNO3HOW WMH(EKIHUed MPUHUMAIU
yuactue 151 B3pocnelii manueHT, 7 moapocTkoB (> 12 ner) m 9 nmeredt. DT manueHThl ObUIH
MPUTOHBI TaK € W I OIECHKH A()(PEKTUBHOCTH OCenbTaMHBHpA (BTOPHYHBIN HEOYCTEPHBII
aHajmu3).

B wuccnenoBanue OBUIM TakkKe BKIIOYEHBI MAIUEHTHl MOCIE TPAHCIIAHTAIIMUA COJIMIHBIX
OpraHOB, TEMATOMOATUYECKUX CTBOJOBBIX KieTok, BUU+ manments! ¢ yuciom CD4+ kieTox
< 500 xnerok/mMM3 , MalMEHTHI, MOJYyYaBIIME€ HMMYHOCYIPECCHBHYIO TEpaluio, a TaKke
MAIUEHTHI CO 3I0KAaY€CTBEHHBIM reM00IacTO30M.

[TarueHTHl OBLTHM PAHIOMHU3WPOBAHBI B TPYIIBI JIEYCHHUS] OCEIHTAMHUBHPOM Ha MPOTSIKEHUU
10 nHelt (rpymma cTaHIapTHOM 103bl 75 Mr 2 pa3a B CYTKH — 73 B3pOCIBIX NaIMEHTA,
4 moapoctka U 4 peOeHka; rpymma JABOWHOW A03bl 150 Mr 2 paza B CyTku — 78 B3pOCIHBIX
MAIMEeHTOB, 3 TOJAPOCTKAa U 5 Aerei) B TeueHHe 96 4acoB ¢ MOMEHTa Pa3BUTHS CHMIITOMOB
rpurnma. J{ns gereit 1o3a Oblj1a CKOPPEKTUPOBAHA B 3aBUCHMOCTH OT MACChI Teja.

CpenHee BpeMsl pa3pelieHus] CHMIITOMOB T'PHUINA Yy B3POCIBIX MAIIMEHTOB M MOJPOCTKOB OBLIO
COMOCTaBUMO B rpymme crangaptHoil no3el (103,4 uvaca, 95 % noBepUTENbHBIM HHTEpPBAJ
75,4-122,7) u B rpynme aBouHOM nmo3bl (107,2 waca, 95 % noBepuTeNbHBIA WHTEpPBAI
63,9-140,0). Bpemsi pa3peiieHUss CHMIITOMOB TpHUINa y JETed CHUIBHO pa3luyanoch, 4YTO
BBI3BIBACT CJIO)KHOCTH B HHTEPIPETAIIMH PE3YJIbTATOB M3-32 MAJCHBKOTO pa3Mepa BBIOOPKHU

IMaIMCHTOB. CooTHoOMICHNE B3POCJIBIX MAaOWUCHTOB CO BTOPUYHBIMU I/IH(i)eKIII/IHMI/I ObLIIO TaK¥Ke
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JETEN U OAPOCTKOB TOJBKO y | manueHTa (I0ApOCTKa) B IPYIIE CTaHAAPTHON 03Bl pa3BUIIACh
BTOpHuHas nHpekuus (OaKTepruanbHbI CHHYCHT).

HccnenoBanne GpapMakogMHAMUKU U (apMaKOKMHETUKH OBLIO MPOBEIEHO C Y4acTUEM JEeTei ¢
CHWJIBHO OcCJIa0JIeHHBIM UMMYHUTETOM (< 12 net, n = 30), KOTOpBIE MOTYyYaaud OCEIbTAMUBUD B
CTaHJApPTHOU J103€, CKOPPEKTHUPOBAHHOM 1O Macce Tena (75 Mr 2 pa3a B CyTKH), U B TPOMHOMU
no3e (225 mr 2 paza B CyTKM) [O aJanTHUBHOW cxeme mpuema 5-20 nHel (cpenHsas
MPOJODKUTEILHOCTh JieueHus: 9 nHeil). Y mnanueHToB B TpyIie CTaHAApTHOW 03I HE
OTMEYAJINCh BTOPHYHBIC OakTepuaibHbie MH(EKIMU (OpOHXHT U CHHYCHT), O 2 CIIy4dasx HX
pa3BUTHS COOOIIATIOCH Y MAIMEHTOB B TPYIITIE TPOWHON JTO3HI.

JlanHple M3 JABYX HCCIeNOBaHUN (apMAaKOKMHETHKH M (PapMaKOJUHAMUKH TIOATBEPXKAAIOT
SKCTpanosauio 3()QPeKTUBHOCTH Mpemapara y B3pOCHIbIX MAaIlEeHTOB C OciIabIeHHBIM
MMMYHHUTETOM Ha MAIlMeHTOB JETCKOro Bo3pacta (< 18 neT) ¢ ocnabieHHbIM UMMYHUTETOM (CM.
pazmen 4.2, moapasnen «Jlo3upoBaHme B O0COOBIX Cllydasx» W pasjaen 5.2, moapasaen
«DPapMaKkOKMHETHKA B OCOOBIX TpYNIax MalWeHTOB», MYHKT «llanmeHTsl ¢ ocinabiieHHBIM
UMMYHHUTETOM).

Pezucmenmnocmo

Knunuueckue uccneoosanus

Puck mosBieHHs BHpPYCOB TpuINa CO CHWKEHHOHW YYBCTBUTEIBHOCTBIO WM SIBHOM
PE3UCTEHTHOCTBIO K OCEIbTAMHBHUPY HU3YYaliCs B KIMHHUYECKUX HccienoBaHusx. [losBienue
PE3UCTEHTHOCTH BHpYyca K OCEIbTaMHUBUPY 4Yalle HaOII0Jaloch y JAETel, YeM y B3POCIBIX
nanuenToB (18 % y mnanenieB B Bo3pacte < 1 roga u < 1 % y B3pOCIHbIX TAIIUEHTOB). Y NeTel ¢
PE3UCTEHTHBIM K OCEJIbTAMHUBUPY BHUPYCOM HOCHUTEILCTBO, KaK TMPaBWJIO, HMeENo Oojee
MPOJOKUTENBHBIA XapakTep MO CPaBHEHHIO C CYObEKTaMH C BHPYCOM, OOJaJaI0UIM
YyBCTBUTEIHHOCTHI0. OJHAKO BBbI3BaHHAS TEpanueld PE3UCTEHTHOCTh K OCEIbTAMHUBHPY HE
BIIMSJIA HA TEPANIEBTUYECKUIM OTBET U HE BBI3bIBAJIA MPOJICHUS] CAMIITOMOB TPHUIINA. Y B3POCIIBIX
MalMeHTOB M TOAPOCTKOB C OCHA0JEHHBIM HMMMYHHMTETOM, TOJYyYaBIIMX OCETbTAMUBHUD B
cranpapTHor noze (14,5 %, 10 maumentoB u3 69) wnu nBoiHOU noze (2,7 %, 2/74), Ha
npotrsbkeHnn 10 qHEH, 4acToTa pa3BUTHS PE3UCTEHTHOCTH K OCENbTAMUBUPY B CpeqHEM Oblia
BBIIIIE, Y€M Yy B3POCIBIX MAIlMEHTOB M TOJIPOCTKOB C HOPMAJIbHBIM HMMMYHHUTETOM, TaKKe
MOJIYYaBIINX OCEIhTAMUBHUP. bBOJBIIMHCTBO B3POCIBIX TMAIMEHTOB C PE3UCTEHTHOCTHIO
nepeHecn TpaHcruianTanuio (8/10 manueHToB B TpyMIe CTaHIAPTHON J03bI U 2/2 MalueHTa B
rpynmne ABOWHOMN 1M03bl). bonbllas 4yacTh MalueHTOB-HOCUTENEH OCelbTaMUBUP-PE3UCTEHTHOTO
BUpyca Oblla WH(QUIMPOBaHA BHUPYCOM TpuUIla TUMA A; HOCHUTEIBCTBO  HMEJIO

IIPOJIOJKUTEIIBHBIN XapakTep. HacTtoTa pa3BUTUSA PE3UCTEHTHOCTH K OCEJIbTAMHMBUDPY y JETEH,
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MOJTYYaAIOLIUX OCEIbTaMHUBUP, B JBYX HCCIEIOBRHUIX nﬁ-yr_éy-qlgr;lfg %éS%MCIEPC&C%éHHa

20,7 % (6 matmenToB u3 29). 13 6 nereit ¢ 0OHApYEHHOI Pe3UCTEHTHOCTHIO K OCENbTAMUBHPY,
BO3HUKIIIEH TOCIIEe Havyasla JICYCHHUs], 3 TalueHTa MOJy4yald CTaHAAPTHYIO 103y U 3 — BBICOKYIO
(IBOMHYIO WM TPOWHYIO J103Y). Y OOJIBIIMHCTBA MAIIMEHTOB OBLT OCTPBIM TUMGOUIHBINA JTCHKO3
1 BO3pacT < 5 JIeT.

Yacrora Pa3sBUTHUA PE3UCTCHTHOCTH K OCCIIbTAMUBHUPY B KIIMHUYCCKUX UCCICAOBAHUAX.

[Momynsuus manueHToB [TanmeHTHl ¢ MyTaUsIMU, TPUBOIAIIUMH K PE3UCTEHTHOCTH
deHoTUNMpPOBaHKUE™ I'eno- u penotunupoBanue™

B3pociibie u moapocTKU 21/2382 (0,88 %) 2712396 (1,13 %)

Heru (1-12 ner) 71/1726 (4,11 %) 7811727 (4,52%)

Muazenisi (< 1 roza) 13/71 (18,31 %) 13/71 (18,31 %)

* — [losHOE reHOTUITUPOBAHUE HE OBUIO MPOBEICHO HU B OJHOM M3 UCCIICAOBaHUIA.

HDOC[)I/UZCZKWIMKCZ cpunna

[Ipu npumeme ocenbTaMHBUpPA C IEIBI0 IOCTKOHTAKTHOW mnpodwiaktuku (7 JHEH),
npo(UIAKTUKA KOHTAKTUPOBABIIUX B cembe (10 mHel) u ce3oHHON mpodunaktuku (42 aHs) y
JIUI] ¢ HOpMaJibHOU (DYHKITMEH HIMMYHHOM CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH HE OTMEYEHO.

B 12-HenenbHOM WCCIIEIOBAaHUM TI0 CE30HHOW MPOQPWIAKTHKE Yy JHI[ C OCIa0JICHHBIM
MMMYHUTETOM CJIy4aeB BOSHUKHOBEHHUS PE3UCTEHTHOCTH TAaK)Ke HE HAOIIOAAJIOCH.

ﬂaHHble OMOEIbHbIX KIUHUYECKUX cnydaes u HAOMI00AMENbHbIX UCCIC008AHU

VY nanueHToB, HE MOJYYaBIIMX OCEIbTaMHUBHUP, OOHApY)KEHbl BO3HHMKAIOIIME B IMPHUPOTHBIX
YCIOBHSIX ~MyTallMd BHpycoB rpunnma A u B, koropble o0nananu CHIKEHHOU
YyBCTBUTEIBHOCTBIO K ocenbTamuBupy. B 2008 romy myramus mo tumy 3amensl H275Y,
OpUBOAAIIAs K PE3UCTEHTHOCTH, Obula OOHapyxkeHa Oosiee yeM y 99 % mrammoB BHpyca
2008 HIN1, mupkymupyromux B EBpome. Bupyc rpunmma 2009 HIN1 («cBuHON Tpumm») B
OOJIBIIMHCTBE CIIy4aeB ObLT YYBCTBUTENIEH K OCEIbTaMUBUDPY. YCTONYMBBIE K OCEIbTAMHUBHUPY
HITaMMbI BUpYycCa rpUINa 0OHAPYKEHBI Y JIML ¢ HOPMAJIbHON (PYyHKIMEH HMMYHHONH CHUCTEMBI U
JUIl C OCNAa0JIEHHbIM MMMYHHUTETOM, MNPUHUMABIIUX oOcenbTaMUBUp. CTeneHb CHHKEHHS
YyBCTBUTEIBHOCTH K OCEIbTAaMHUBUPY M 4YacTOTa BCTPEYAEMOCTH IOJOOHBIX BHPYCOB MOXKET
OTJINYAThCS B 3aBUCUMOCTHU OT CE€30HA U PErHOHA. Y CTOMYMBOCTh K OCEJIbTaMUBUPY OOHapyx eHa
y HanueHToB ¢ nanaemMuueckuM rpunnom HIN1, nmonydaBmmx ocenpTaMUBUD Kak JUIsl JICUEHMUS,
TaK ¥ JUIsl PO UIAKTUKH.

YacToTa BCTPEYaeMOCTH PE3UCTEHTHOCTH MOXKET OBbITh BBbIIIE y 0ojiee MOJOABIX MAlMEHTOB U
MAlMEHTOB C OCla0JeHHBIM HMMYHUTETOM. YCTONYMBBIE K OCEIbTAMHUBHPY J1abOpaTOpHbIE

mTaMMbl BHPYCOB TIpHIllla W BHUPYCbl TIpHIIIa OT TMMAUCHTOB, IIOJYYaBHIUX TEpaIuio
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YCTOMYUBOCTH, YaCTO SABJISIOTCS CIIEHUPUUSCKUMHE [T TOITHIIA HeHpaMUHU A3l

[Ipy npuHATHM pelIeHUus O NPUMEHEHHUU OCEIbTAMHUBHUpPA CIEAYET YUUTHIBATh CE30HHYIO
YYBCTBUTEJIBHOCTh BHUpYCa TpUIINa K IpenapaTy (IOCieIHIO HH(OpMAIMI0 MOXHO HalTH Ha
caiite BO3).

5.2. dapMakOKHHeTHYeCKHE CBOWCTBA

AOGcopouus

OcenbTaMUBHp JIETKO BCAachlBACTCA B JKEIYJOYHO-KHMIIEYHOM TpAaKTE U HKCTCHCHUBHO
IPEBpalaeTcs B AKTUBHBIM METa0OJIUT MOJ ICHCTBHEM IEYEHOUHBIX M KHUILEYHBIX 3CTEepas.
KoHuenTpanuu akTUBHOro MeradojuTa B IUIa3ME OnpenessatoTcs B mnpenenax 30 MuH, Bpems
JOCTIKEHUSI MaKCHMaJIbHON KOHLEHTpanuu — 2-3 yaca, U Oosee yeM B 20 pa3 MpeBBIIIAIOT
KOHLEHTpauuu nposekapcrsa. He menee 75 % npuHATON BHYTPb JO3BI NONAJAECT B CUCTEMHBIN
KPOBOTOK B BHJIE aKTUBHOTO MeTa0oiuTa, MeHee 5 % — B BHUIC HMCXOJIHOTO TIperapara.
[Ina3MeHHblE  KOHLIEHTpAallMM Kak IpoJieKapcTBa, TaK M aKTUBHONO  MeTalboiuTa,
IIPONOPLMOHANIBHBI 103€ U HE 3aBUCAT OT IIpHUEMa MULIH.

Pacnpenenenne

O0bem pacnpenenenus (Vss) akTHBHOTO MeTabosuTa — 23 JI.

[To naHHBIM KccIe10BaHUH, IPOBEIEHHBIX HA )KUBOTHBIX, I10CJIE IPUEMa BHYTPb OCEJIbTaMUBHpPA
€ro axkTHBHBIA METa0O0JIUT OOHAPY)KMUBAJCS BO BCEX OCHOBHBIX oOdarax HH(EKIUH (JIEerKux,
IPOMBIBHBIX BOJaX OpPOHXOB, CIM3UCTOH 000JIOYKE MOJIOCTH HOCA, CPEIHEM yXe U Tpaxee) B
KOHIICHTPAIUAX, 00€CIIeYNBAIOIINX TPOTUBOBUPYCHBIN d(PdeKT.

CBs3b akTUBHOrO MerabonuTta ¢ Oenkamu miaasmbl — 3 %. CBs3bp mpoiekapcTBa ¢ Oenkamu
mwiasMel KpoBu — 42 %, 4YTO HENOCTATOYHO, 4YTOOBI CIYKUTh INPUYUHON CYIIECTBEHHBIX
JIeKapCTBEHHBIX B3aUMOJICHCTBUI.

BI/IOTDaHC(bODMaHI/IH

OcenbTaMUBHp 3KCTEHCHBHO IPEBpAINACTCs B aKTHUBHBIN MeTaOOIUT MOJ JIeHCTBHEM 3cTepas,
HaXOJSIIUXCS MPEUMYIECTBEHHO B MedeHu. Hu ocenpTaMuBUpP, HU aKTUBHBIM MeTaOOIUT HE
ABIIAIOTCA cyOCcTpaTaMy WM UHTUOUTOpaMy N30(EpPMEHTOB CUCTEMBI ITUTOXpoma P450.
OIUMUHAIMA

BeiBogutcs (> 90 %) B BUAEe aKTHBHOTO META0OJIUTA MPEUMYIIECTBEHHO MOYKAMH. AKTHBHBIN
MeTaboNUT HE MOoJBepraercs AajbHeHIIed TpaHcpopMmaluu U BBIBOAUTCA Moukamu (> 99 %)
nyTeM KIyOO4YKOBOW (pMIIbTpalMy M KaHajblleBoW cekpeuuu. [loueunsiit kiupenc (18,8 1/4)
IPEBBIIAET CKOPOCTh KIyOOuKoBO# (unbTpauuu (7,5 11/4), 94TO yKa3blBaeT Ha TO, YTO Mperapar
BBIBOJIUTCS €Ill€ M IyTEM KaHaJIbLIEBOM cekpeunu. Yepes3 kumieuyHuk BbiBoauTcs meHee 20 %

NPUHATOTO OcenbTaMuBHUpa. [lepro moyBeIBeICHUST aKTHBHOTO MeTabosmTa — 6-10 gacos.
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[MarmmeHTsl ¢ HapymeHueM GYHKITHH TOYeK (MOCNEAOBATENEHOC

ITpu npumenenun ocensramusupa (100 Mr gBa pa3za B CyTKM B T€U€HHUE 5 THEH) y NAILMEHTOB C
Pa3IMYHON CTENEHBIO TMOPAXKEHUS IMOYEK IUIOMAAb IO/ KPUBOW «KOHIEHTpAIHs AaKTUBHOTO
metabonauta B miasme — Bpems» (AUC ocenprammBHpa KapOOKcuiata) 0OpaTHO
IPONOPLHUOHATIBHA CHIDKEHUIO (PYHKIIUH [TOYEK.

dapMakOKMHETUKA OCelbTaMMBHpa Yy NAlMEHTOB C TEPMUHAJIBHOW cCTajgueld MO4YeyHOH
HEIOCTaTOYHOCTH (C KIMpeHcoM KpeaTnHUHA < 10 MJI/MHH), HE HaXOISAIIUXCSA HA JAUAIH3E, HE
M3y4ajach.

IlanmeHTHl ¢ HapyIIeHUEM d;)VHKHI/II/I IICYCHHU

[MonyueHHbIe iN VItro U B UCCIIEIOBAHUAX HA )KUBOTHBIX JJAHHBIC 00 OTCYTCTBHU 3HAYUTEIHLHOTO
nosbimeHust AUC ocenbramMUBHpa WIM €ro akTUBHOTO METa0OJUTa MPH HAPYIICHUH (YHKIUU
NIEYECHU JIETKOM M CpeJHEM CTEeNEeHHM TSKECTH ObUIM MOATBEPKIACHBI U B KIMHUYECKUX
uccienoBanusx (cM. pazzaen 4.2, noapasnen «Jlo3upoBaHue B 0coObIX ciayyasx»). besonacHocTb
U (hapMaKOKMHETHKA OCEIbTAMHBHUPA Yy MAIIMEHTOB C TSKEIbIM HapylleHueM (YHKIUU TeUYeHU
HE U3y4anach.

ITanpeHTHI MOXKUIIOr0 M CTapYECKOT0 BO3pacTa

VY DanueHToB NOXKHIONO M CcTapueckoro Bo3pacTta (65-78 1eT) 5KCHO3MLMS aKTHBHOTO
MeTa0oJIMTa B PAaBHOBECHOM COCTOSIHUM Ha 25-35 % Bbllle, 4eM y 0ojiee MOJIOJbIX HallMEeHTOB
Opyd Ha3HAUYEHUM AaHAJIOTWYHBIX 103 OcelbTamuBHpa. [lepwoa moiryBbIBEACHHUS Tpernapara y
NAlMEHTOB IMOXMJIOr0 M CTAPUYECKOr0 BO3PACTa CYIIECTBEHHO HE OTIMYAJICS OT TAaKOBOTO Yy
Oonee wmonoabplx manueHToB. C  y4eToM JaHHBIX 10 OKCIO3WIMK Tpernapara H  ero
HNEPEHOCUMOCTH MALMEHTaMH MOXKHUIIOTO U CTApUECKOro BO3pacTa KOPPEKLUH 1035l IPU JICUCHUN
U npoduIakTUKe rpunmna He Tpedyercs.

bepeMeHHbIe )KEHIITUHEBI

B xozme o0benuHEHHOro aHanM3a MOMYJISALUOHHOW (PapMaKOKWHETHUKU OBLIO BBISBIEHO, YTO
NpUMEHEHHE OcellbTaMMBHMpa B J103€, YKa3aHHOM B pasnene 4.2, MpUBOAUT K Oojee HHU3KOU
HKCMO3ULMU aKTHUBHOro Merabonuta (B cpeaHeM Ha 30 % B TedeHHe BceX TPUMECTPOB
OepeMeHHOCTH) y O€peMEHHBIX JKEHIIMH 10 CPaBHEHHIO C HEOEpEeMEHHBIMU >KEHIIMHAMHU.
Haumensbinass pacueTHas »SKCIO3ULMS, TEM HE MEHEe, OCTAeTCsl BBIIE HHTUOUPYIOIINX
KoHUeHTpauui (3HaueHuss [C95), ogHOBpEeMEHHO HaXOAsACh HAa YPOBHE TEPANIEBTUYECKOTO
BO3CUCTBUS I psijia IITaMMOB BUpyca rpunma. Kpome Toro, pe3ynbraTsl HaOIIOAATENbHBIX
WCCJIEIOBAaHUM BBISABISAIOT I0JIb3Y CYLIECTBYIOIIETO pEeXHMa JTO3UPOBAaHUS B YKa3aHHOMN
NOMYJSIIMKM MalMeHToB. TakuMm o00pa3oMm, M3MEHEHHE pexuma J03UPOBAHUS Y OepeMEeHHBIX
KEHIIMH NPHU MPOBEACHUH Tepaluy WM MPO(QUIAKTUKY IPUIIIAa HE peKOMEHIyeTcs (CM. pa3zien

5.1, noanyHKT «JleueHue rpunmna y 6epeMeHHBIX SKEHIIHUH).
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[ManueHTsl ¢ 0caabIeHHBIM HMMYHHTETOM (NOCNEOOBATENEHOCTE 0002)

AHau3 NonyJsIHMOHHON (papMaKOKMHETUKN YKa3bIBaeT Ha yBeIHueHHe 3Kcro3uiuu (10 50 %)
aKTUBHOT'O MeTabolMTa OCEeIbTaAMUBHpA Yy B3pOCIBIX NanuMeHToB u jaeredl (< 18 mer) ¢
0cNabJIeHHBIM UMMYHUTETOM IO CPaBHEHHUIO C MallMEHTAaMHU C HOPMaJIbHBIM HUMMYHHUTETOM (Kak
ykazaHo B paszene 4.2). Ilpu 3ToM KIHMpeHC KpeaTMHHWHA B OJTHUX TIpyHmax oOcTaercs
COITOCTaBUMBIM.
Hanvuve CHIKEHHOTO WMMYHHTETa Y B3POCIBIX MAlMEHTOB HE TPeOyeT KOPPEKIHH 03B
ocelbTaMUBHUpA, OJarogaps BRICOKOMY Mpefeny 0€30MacHOCTH aKTUBHOTO MeTa0onTa. AHAIU3
dapMakOoKMHETHUKU ¥ (apMaKOJUHAMHUKUA B JIBYX HCCJIEIOBAHUAX C y4YacCTHEM IallMeHTOB C
OCIabJICHHBIM MMMYHHUTETOM HE BBISIBIJI JIOTIOJHUTEIHLHOTO 3HAYMMOTO IMPEHMYIIECTBA IPHU
JOCTHIKEHUH SKCIIO3UIIUHU BBIIIIE TAKOBOW P MPUMEHEHUH CTaHIAPTHOM 036l TeM He MeHee, y
B3POCJIBIX MAIMEHTOB C MOPAKEHUEM IOYEK J103bI HEOOXOAUMO KOPPEKTUPOBATH B COOTBETCTBUU
¢ uH(dopmaiuen, npecTaBIeHHON B pa3ene 4.2.

eTH
Jlemu 6 6o3pacme om 1 200a 0o 8 1em u noopocmxu
DapMaKOKMHETHUKY OCeJIbTaMUBUpPA U3ydanu y aered ot 1 go 16 ser B ¢papMakOKMHETHUECKOM
WCCJIIOBAaHUM C OJHOKPAaTHBIM IPHUEMOM IMpenapaTta U B KIMHHUYECKOM HCCIEIOBAHUU I10
M3YYEHHI0O MHOTOKPAaTHOrO MpreMa IpenapaTa y HeOOJbIIOro yucia aeTei B Bozpacre 3-12 jer.
CKopocTh BBIBEICHHSI aKTUBHOTO META0O0JIUTa C MOMPABKOM Ha Maccy Teja y JIeTed MIIaJIIero
BO3pacTa BBIIE, YEM Yy B3POCIHbIX, 4TO NpuBoAUT K Oonee Hu3kuM AUC 1O OTHOIIEHUIO K
KOHKpeTHOU no3e. [lpuem mpenapara B 103e 2 MI/KT U OAHOKpATHBIX 703 30 mr wiu 45 mr B
COOTBETCTBUH C PEKOMEHIAIMSIMU I10 JO3UPOBAHUIO JUISL JIETEH M OKCTEMIIOPATHLHOMY
NPUTOTOBIICHUIO CYCTIEH3WH, NMPHUBEICHHBIMH B pasznene 4.2, obecneumBaer Takyr xe AUC
ocenbTaMUBUpPa KapOOKCHIIaTa, Kakas JOCTHUTAeTCs y B3POCIHBIX MOCIE OJHOKPATHOTO MpHeMa
Kafcynel 75 Mr mpemnapara (4ro SKBUBaJeHTHO mpumepHo 1 wmr/kr). dapmakoKknHETHKa
ocellbTaMHUBHUpa y AeTell ctapie 12 et Takas e, Kak Y B3pOCIbIX.
5.3. JlaHHBIe JOKJIHHHYECKOH 0e30IacHOCTH
JlokIMHUYeCKue JaHHBbIe, IOJYYeHHbIE HAa OCHOBAHMM CTAHJIAPTHBIX HCCIEAOBAHUU TIO
U3y4yeHHI0  (apMaKoJIOTMYecKoM  Oe30MacHOCTH, TE€HOTOKCMYHOCTH U XPOHHUYECKOU
TOKCUYHOCTH, HE BBISIBUJIM 0CO0O0M OMAcCHOCTH JIJISl YeIOBeKa.
Kanyepocennocms:  pe3ynbTaThl 3-X HWCCIEAOBAaHWH IO  BBIIBICHUIO KaHIIEPOTCHHOTO
MOTEHIIMaNa (IByX 2-JETHUX UCCIEIOBAHHUM Ha KPbICAX M MBIIIAX JJIsl OCEIbTAMUBUPA U OJTHOTO
6-MeCSYHOTO MCCIeIOBaHUs Ha TpaHCTeHHBIX Mblmax 1Q:AC s akTHBHOTO MeTaboNuTa) ObLITH

OTpULATCIIBHBIMHU.
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MY OTYETY

MeTabonTa ObUTH OTPUILIATETHHBIMHU.

Bauanue na ¢pepmunvrocms.: ocenbTaMuBup B 103¢ 1500 MI/Kr/cyT He BIMSI HA TEHEPATUBHYIO
(GYHKIIMIO CaMIIOB U CaMOK KPBbIC.

Tepamozcennocms: B UCCIENOBAHUIX 10 U3yYEHHUIO TEPATOT€HHOCTH OCEJIbTAMUBHpPA B J103€ 10
1500 mr/kr/cyt (Ha kpbicax) u g0 500 Mr/Kr/cyT (Ha KpoJHMKax) BIUSHUS HAa SMOpHO-(eTanbHOe
pa3BuTHEe HE OOHApYXEeHO. B mccieqoBaHusIX MO U3y4EHUIO aHTCHATATBHOTO M MTOCTHATAIBHOTO
NEPUOOB Pa3BUTHUA Y KPBIC IIPHU BBEACHUU OcesbTaMuBupa B A03e 1500 mr/kr/cyt HaOm0Aanoch
YBEJIMUEHUE MEpHOJa POJOB: Mpenena Oe30MacHOCTH MEeXAY OSKCIIO3HMIMEH aJisi 4yeloBeKa U
MaKCHMaJIbHOW He oKa3biBaromiei dddexra 1030it y kpeic (500 Mr/Kr/cyT) Iuisi OCeIbTaMUBHpA
Beimie B 480 pa3, a g €ro akTUBHOro Meraboinuta — B 44 pasza. DKCIO3HMIHA Y ILI01a
cocraisiia 15-20 % ot TakoBoll y maTepu.

Ilpouee: ocenbTaMUBHp U AKTUBHBIM META0OIUT MPOHHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KPBIC.
CornacHo OrpaHMYEHHBIM JAaHHBIM OCEIbTAMHUBUDP U €r0 aKTUBHBIM METa0OJUT MPOHMKAIOT B
rpyaHOE MOJIOKO uesoBeka. [lo pe3ynapTaTaM SKCTPANOJSLWU JIaHHBIX, TOJYYEHHBIX B
UCCJICIOBAHMSIX Y JKUBOTHBIX, HX KOJIMYECTBO B TPYIHOM MOJIOKE MOXET cocTarisith 0,01 Mr/cyT
u 0,3 Mr/cyT, COOTBETCTBEHHO.

[Tpumepro y 50 % mnpoTecTUPOBAHHBIX MOPCKMX CBMHOK IMPH BBEICHHH MAaKCHUMAIbHBIX 103
AKTUBHOHM CYOCTAaHIIMHM OCEJIbTaMHUBHpa HAOII0JAIach CEHCUOMIN3ANNS KOXHU B BUJE IPUTEMBI.
Taxoke BBISIBIIEHO 00paTUMOE pa3Apa)KEHUE TJ1a3 y KPOJIUKOB.

B TOo Bpems kak OYeHb BBICOKHE NEPOPAJbHBIE OJHOKpAaTHbIE J03bl (657 MI/KI W BBIIIE)
OcenbTaMUBUpPA HE OKAa3bIBAIM BIMSHHUS Ha B3POCIBIX KpPBIC, HaHHBIE 03Bl OKAa3bIBAIU
TOKCHYECKOe JCHCTBHE Ha HE3PENbIX 7-IHEBHBIX JETEHBIIIEH KPbIC, B TOM YHCIE MPUBOIMIN K
rudenu JKkUBOTHBIX. HesxxenarensHbIX 2 ¢deKkToB He HAOII0AAIOCh TIPU XPOHUYECKOM BBEICHUH B

no3e 500 mr/kr/cyt ¢ 7 o 21 eHb MOCTHATAIBLHOTO TIEPUO/IA.

6. ®APMAIIEBTUUECKHUE CBOWCTBA
6.1. TlepeyeHb BCIOMOraTe/IbHBIX BELECTB

OcenpramuBup, 30 Mr, Karncyisl

Cooepotcumoe kancyn:

Kpaxman KyKypy3HbIi IpeKeIaTHHU3UPOBAHHBIN
IToBumon K30

Hatpus xpockapmeiosa

Tanpk

Hatpus creapundymapar
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Cocmas Kancymol.:

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(NOCNEQCBATENEHOCTE 0002)

Turana quokcun (E171)
Kematun

OcenpTaMuBHUD, 45 MI, Kancyiabl

Cooeporcumoe kancyn:

Kpaxman KyKkypy3Hblii IpexKeTaTUHU3UPOBAHHBII
[HoBunon K30

Hartpus kpockapmenosa

Tanbk

Hatpus creapundymapar

Cocmas kancynwi:

Turtana auokcun (E171)

Kenatun

OcenpraMuBUp, 75 Mr, Karcyibl

Cooeparcumoe kancyi.

Kpaxman kykypy3Hblii IpeKeIaTUHU3UPOBAHHBIN
IMoBunmoun K30

Harpus kpockapmeriosa

Tanpk

Hatpus creapundymapat

Cocmas kancynwl:

Turana quokcun (E171)

Kenatun

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognocTu (CpoK XpaHeHuUs )
3 roxa.

6.4. OcoOble Mepbl MPeI0CTOPOKHOCTH NIPH XPAHEHUH

XpaHUTb B 3aIIMILIEHHOM OT CBETa MECTE IIPU TeMIeparype He Beiwe 25 °C.

6.5. XapakTep u coaep:kaHHe MEPBUYHON YIAKOBKH

[To 10 wnmu 15 xamcyn B KOHTYpPHYIO s4eiikoByio ymakoBKy u3 IuieHku [IBX wu ¢onbru

AJTIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

IIo 1, 3, 6 nm 9 KOHTYpHBIX SYEHKOBBIX YHNakoBoK mo 10 kamcyn wimm no 1, 2, 4 wim 6

KOHTYPHBIX SYEMKOBBIX YIIAKOBOK IO 15 Kamcysl BMECTE C MHCTPYKIMEH MO MEIUIIMHCKOMY

MPUMEHEHHUIO TIOMEIIAIOT B MAYKy U3 KapTOHA KOPOOOIHOTO.
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MY OTYETY

JEKAPCTBCHHOI'0 Impemapara HWJIM O0TX0A0B, MNOJYYCHHBIX MMOCJI€¢ MNPHUMECHCHUSA
JIEKAPCTBCHHOI'0 Ipemapara, ujim paﬁoTbI ¢ HUM

HNHCTpYKIUS 110 IPUMEHEHHIO, O6DaH_IeHI/IIO U YHUYTOXKCHUIO

[Tomamanue nEKapCTBEHHBIX MPENapaToB B OKPYKAIOUIYIO Cpely IOHKHO OBITh CBEICHO K
MuHUMyMy. He crnenyer yTunusupoBaTh IpenapaT ¢ IOMOLIbIO CTOYHBIX BOJ WJIM BMECTE C
OBITOBBIMU OTXOAaMH. 110 BO3MOXKHOCTH HEOOXOAWMO HCIIOJIb30BaTh CIELIUAIBHBIE CHCTEMBI
JUISl yTUJIM3ALMY JIEKAPCTBEHHBIX ITPENapaToB.

OKcTeMnopaabHOE IPUTOTOBICHUE CYCIIEH3UH IIpenapaTta OcelIbTaMUBHD

B cryuasix, korza y B3pocibIX, TOAPOCTKOB U JIETEH CYIIECTBYET MpobiieMa ¢ MporiaTbiBaHHEM
Karicyy1, WM MPH HAIWYMHM MPU3HAKOB «CTAPEHUs» KaICysd, HEOOXOIUMO OTKPBITH Karcynay U
BBICHINIATh €€ COJAEPKUMOE B HEOOJIbIIOE KOJUYECTBO (MakCUMajabHO | 4aifHas JI0OXKa)
HOJIXOAAIIEr0 MOJCHAIEHHOro MpoAyKTa nuTaHus (cM. paznen 4.2, noapasgen «CrnocoO
IPUMEHEHHUSA») JJIs TOT0, 4TOOBI CKpPbITh TOpbKUH BKyc. Cmech HEOOXOOUMO TILATEIbHO
nepeMeniaTb M JaTh HalMEeHTy LeaukoM. Crenyer MNporlioTUTh CMECh cpa3y K€ Iocie
IIPUTOTOBJICHUS.
Kancynot 75 me
Ecnu manmentam tpedyetcs 103a 75 Mr, To HEOOXOAMMO CIIEIOBATh CIEAYIOIUM HHCTPYKIIHSIM:
1. Jepxa ogny kancyny 75 mr npenapara OceabTaMUBHUP HaJl MaJI€HBKOW €MKOCThIO, aKKypaTHO
PaCKpBITh KaIlCyJly U BBICBHIIIATh IOPOLIOK B EMKOCTb.
2. JloGaBuTh HeOONBIIOE KOAWYECTBO (HE Oonee 1 dYalHOH JIOKKH) IOJIXOJISIIETO
MOJICIAIEHHOT0 MPOIYKTa MUTAHUS (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOILIO MEPEMEIaTh.
3. TmarenbHO INepeMenaTh CMEChb M BBIIUTH €€ Cpa3y ke mocjie mnpuroroBieHus. Eciu B
€MKOCTH OCTaJIOCh HEOOJbIIOE KOJIWYECTBO CMECH, TO CJEIYeT OIOJOCHYTh EMKOCTh
HEOOJIBIIIMM KOJIMYECTBOM BOJIbI U BBIITUTH OCTABILIYIOCS CMECH.
Ecnu manuentam tpeOyrorcss 103l 30-60 Mr, TO /Ui MPaBUIBHOTO J03UPOBAHMS HEOOXOIMMO
CJIEIOBaTh CIAEAYIOUIUM UHCTPYKIIUSM:

1. Mlepxa omny kamcyny 75 mr mpenapara OcenbTaMMBHP HaJ MaJleHBKOW €MKOCTBIO,

AKKypaTHO PACKPBITh KaICYIy U BBICHIIATh IOPOLIOK B EMKOCTb.
2. Jlo6aBHUTH B MOPOMIOK 5 MJI BOJBI C MOMOIIBIO INIPHIIA C METKAMH, ITOKA3bIBAIOIIUMHU
KOJIMYECTBO HaOpaHHOM XUJAKOCTH. TIIaTeabHO nepeMeniaTh B TeUeHHE 2 MUHYT.
3. Habpatp B mmpuil HEOOXOIMMOE KOJMYECTBO CMECH M3 €MKOCTH COTJIacHO

HIDKETIPUBEICHHOM TabnuIie:
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Macca Tena PexomenmosaHHAS 1034~ tﬁmﬁhqéﬁﬂg EIM'EICIJI rtp%na‘phTa
OcenpTaMUBHP HA OJAWH MPUEM
<15«kr 30 Mr 2 MII
> 15-23 kr 45 mr 3 M
> 23-40 xr 60 mr 4 M

Her HeoOxomumocTH B 3a00pe HEpACTBOPEHHOTO OEJI0ro IMOPOIIKa, MOCKOJBKY OH SIBIISIETCS
HEaKTUBHBIM HamojHUTeNleM. HakaB Ha MOpPIICHH IIMPHUIA, BBECTH BCE €0 COJAEPKUMOE BO
BTOPYIO eMKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAHHYIO CMECh HEOOXO MO BBIOPOCHUTB.

4. Bo BTOpPyH €MKOCTh J00aBUTh HEOOJIBIIOE KOJUYECTBO (HE Oojee | YaltHOM JIOKKH)
MOJXO/ISAIIETO TOJCITANICHHOTO MPOAYKTa MHUTaHUS, YTOOBI CKPBITh TOPHKUH BKYC, U
XOPOIIO MepeMenIaTh.

5. TmarensHO TIEpeMelIaTh CMECh U BBHIUTH €€ Cpas3y JKe IMociie nmpurotosieHus. Eciu B
€MKOCTH OCTaJIOCh HEOOJIBIIOE KOJIUYECTBO CMECH, TO CJICJAYET OMOJIOCHYTh €MKOCTb
HEOOJIBIIIMM KOJIMYECTBOM BOJIBI U BHIITUTH OCTABIIYIOCS CMECH.

Jla"HyI0 TIpoLIeaypy CIeIYeT MOBTOPSATH Mepe]] KaXKIBIM IPUEMOM IIperapara.
Kancynot 30 me u 45 me
J1J1s ipaBUIIBHOTO JTIO3MPOBAHUST HEOOXOIUMO CIICAOBATh CIICIYFOIIUM HHCTPYKITHSIM:
1. Ompenenuts HEOOXOAMMOE KOJIMYECTBO Mpemnapata OcenbTaMuBUp, TpeOyromieecs s

IMIPUT'OTOBJICHUSA CMECHU:

Macca tena*

KonuuectBo kancyn npemnapata
OcenbTaMuBUp IS
obecrievyeHns: peKOMEHT0BaHHON
JI03BI C LIETIBIO Jleuenus B
TeyeHue 5 nqHen

KonugecTBo kancyn npemapara
OcenbraMuBUp I 00ecreueHus
PEKOMEHIOBAaHHOH JTO3BI C TIEIBI0

npogunakmuxu

<15«kr 1 xaricyna 30 mr 2 paza/cyt 1 xaricyna 30 mr 1 pas/cyt
> 15-23 kr 1 xaricyna 45 mr 2 pasa/cyt 1 xarnicyna 45 mr 1 pas/cyt
> 23-40 xr 2 kancyasl 30 mr 2 paza/cyt 2 kancyasl 30 mr 1 pas/cyr

— Jletn ¢ maccoit Tena > 40 kr unu B Bo3pacTe OoT 8 10 12 jeT U B3pOCHbIE MOTYT HOJIy4YaTh
npenapat OceabTaMUBUD, UCTIONB3YS JUIS MPUTOTOBJICHUSI CMECH OJIHY Karcyny 45 Mr + oJHy
karicyny 30 mMr 2 pa3a B CyTKH JUIs JIeU€HUS WK 1 pa3 B CyTKU A5l IPO(UIaKTHKH.

2. VYbemutech, YTO MCIIONB3YeTCs MpaBWIbHAs Jo03a mpenapata (B COOTBETCTBHM C
BBILIETIpUBEICHHONW Tabnuueit). Jlepka OJHY WJIM HECKOJBKO KalCyd TIpernapara
OcenbTaMUBHp HaJI MaJCHHKOW €MKOCTBIO, aKKYPAaTHO PACKPHITh OJHY WM HECKOIBKO
KariCyJ ¥ BBICHINIATh TIOPOIIOK B eMKOCTb.
3. JloGaBuTh HEOOJBIIOE KOIUYECTBO (HE Oojee 1 4YallHOM JIOXKKH) TOIXOJSIIETO
MOJICNIAIIIEHHOTO TPOJYKTAa MUTAHUSA, YTOOBI CKpPBITh TOPHKUH BKYC, MU XOpPOILIO
nepeMenaTh.

4. TmartenbHO MepeMenaTh CMECh U BBIMUTH €€ Cpa3y ke Mmociie mpurotoBiieHus. Ecimu B
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HEOOJIBIITUM KOJINIECTBOM BOJBI U BBITIUTH OCTABUIYIOCS CMCCh.

IToBTOpSTE NaHHYIO POLEAYPY NEpel] KaXIbIM IPUEMOM IIpenapara.

7.  JEPXATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®eoepayus

000 «M3Bapuno ®apmay

108817, r. MockBa, nocenenue BHykoBckoe, BHykoBckoe miocce 5-if kM, gomoBnaneHue 1,
ctp. 1.

Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

OnekrponHas nmodra: info@izvarino-pharma.ru
7.1. TIpeacraBHUTeNIb AePsKATEIsI PErHCTPANMOHHOIO YI0CTOBEPEHHSsI

[Iperen3un norpedbuTENEH HAIPABIATE 110 aIPECY:

Poccuiickas ®@eoepayus

000 «M3Bapuno dapmar

108817, r. MockBa, nocenenue BHykoBckoe, BHykoBckoe miocce 5-if kM, nomonagenue 1,
ctp. 1.

Tenedon: +7 (495) 232-56-55;

®daxkc: +7 (495) 232-56-54.

OnexTponHas noura: info@izvarino-pharma.ru

8. HOMEP PETHCTPALIHMOHHOI'O YAOCTOBEPEHUSA

9. JATA IMEPBUYHOWM PETUCTPALIMW/TIOATBEPKJIEHUS] PETUCTPALIUU
(MEPEPETACTPALIAN)

[aTa nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

O6ma51 XapaKTCPUCTHUKA JICKApCTBCHHOT' O Iperapara OCGJ’ILTaMI/IBI/Ip AOCTYIIHA Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO OKOHOMHYCCKOTIO COI3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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