COOTBETCTBYET 2K
ot 09.08.2024 N= 16485

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

CMEPTHOMY OTYETY

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITIAPATA

OcmuBup Meaucop0, 75 Mr, KarcyIsl.

2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB
JleiicTByomee BEmeCTBO: OCEIbTAMHUBHP.
Kaxxnas kancyna compepxuT 75 Mr ocenbramMuBupa (B Buae pocdara).

[TonHbIi TepevyeHb BCIOMOTATEIbHBIX BEILIECTB NMPUBEJIECH B pasnaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamncysr.
TBEpable jxenaTuHOBbIe Karcyibl Ne 2 ¢ KOpIycoM 0€J10ro IIBETa U KPbIIEYKON 3eJEHOT0 1IBETa.

COI[ep)KI/IMOG KarcCyJi: opouoK 0e0ro MM 6€JI0r0 C JKEITOBATEIM OTTEHKOM OBECTAa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxkazanusl K NpUMEHEHUI0

OcmuBup Meancop6 mokaszaH K IPUMEHEHUIO JIJIS:

e JIeyeHMs TpUIIa y B3pOCIbIX U JIeTell B Bo3pacTe crapiie 1 rona;

e 1po(UIAKTUKU TPUIIA Y B3POCIBIX U MOJPOCTKOB B BO3pacTe crapiie 12 jgeT, HaXoAsmuXcs
B TPYIIax MOBBIIMIEHHOTO PUCKa MH(UIIMPOBAHHUS BUPYCOM (B BOMHCKHX YacTAX M OOJBIINX
IPOM3BOJICTBEHHBIX KOJUIEKTUBAX, Y OCIA0JCHHBIX NAllUEHTOB);

e npo¢UIaKTUKU I'punna y aerei crapuie 1 roaa.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUS

PexxuM 103upOBaHUs

Bspocnvie

Jleuenue

[Tpuem npenapata HEOOXOJMMO HAUMHATh HE MO3/IHEE 2 CYTOK C MOMEHTA pPa3BUTHUS CUMIITOMOB
3a00JIeBaHMUA.

[To 75 mr 2 pa3a B CyTKH BHYTpb B TeueHue 5 nHeil. YBenuueHue 103bl 6onee 150 mr/cytku He
MPUBOJUT K YCUJIEHUIO 3P PeKTa.

Hpodunaxmuxa

[Tpuem mpemapata HEOOXOAMMO HAUWHATH HE MO3JHEE 2 CYTOK MOCJe KOHTAKTa ¢ 3a00JIeBIIUM
YEJIOBEKOM.
ITo 75 Mr 1 pa3 B CyTku BHYTph B TedeHHE He MeHee 10 mHel mocie KOHTakTa ¢ 3a00JeBITUM

yelloBeKoM. Bo BpeMA CE30HHOM SIHUAESMHUU T'pulllia — 1o 75 mr 1 pa3 B CYTKH B TCUCHHUC
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npernapara.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

Jleuenue

[TaruenTaM ¢ KIMpEeHCOM KpeaTwmHHHA Ooniee 60 MII/MUH KOPpPEKIMH 103kl HEe Tpedyercs. Y
MAIUEHTOB ¢ KJIUpeHCOM KpeaTtuHUHa oT 30 mo 60 MuI/MHH 103y OCeIbTAaMHBHpPA CIEHYET
yMeHbIUTh 70 30 Mr J1Ba pa3a B CYTKU B TeueHue 5 THe (cM. paszaen 6.6.).

VY manueHToB ¢ KiMpeHcoM KpeatnHuHa OT 10 mo 30 Mi/MHH 103y OCelbTaMHUBHUpA CIIEIYET
yMeHbIUTh 10 30 Mr oIMH pa3 B CYyTKM B TeueHue S5 aHeil. Ilanumenrtam, Haxopsmmmcs Ha
MOCTOSIHHOM T€MOJIMajinu3e, OCEeIbTaMUBHUP B MEepBOHAYAIbHOU 103€ 30 MI' MOKHO NMPUHSATH A0
Hayajga JMain3a, €Clid CUMIITOMBI TPUIA MOSBHIMCH B T€UeHHE 48 4acOB MEXIYy CeaHCaMH
muanusa. Jns momnepikaHus TIa3MEHHOW KOHLIGHTpAallMM Ha TepaneBTHYECKOM YpOBHE
OCEJIbTAMHUBHUD cleAyeT npuHuMaTh mo 30 Mr mociie Kaxaoro ceaHca auanusa. [lanuenram,
HaxXOJAIIMMCS HAa T[EPUTOHEATHHOM JHaliu3€, OCEIbTAMUBUP CJEAYyeT NpPUHUMATh B
NepBOHaYaIbHOM J103¢ 30 Mr 10 Hayajga MpOBEACHUS auain3a, 3aTeM 1o 30 Mr Kaxkable 5 THEH.
dapMaKOKMHETHKA OCelbTaMUBUpa Y TMAalKUEHTOB C TEPMUHAIBHOW CTaJAHel MOYEeYHOU
HEIOCTaTOYHOCTH (C KIMpeHCOM KpearnHUHA < 10 MJI/MUH), HE HaXOIAIIUXCS HA THaN3e, HE
u3ydyanachb. B CBSI3M ¢ 3TUM pPEKOMEHJAlMM TI0 JO3MPOBAHMUIO y JAHHOM TPYMIbI MAIlUEHTOB
OTCYTCTBYIOT.

TIpodunaxmuxa

[TaniuenTam ¢ KJIMpeHCOM KpeaThuHuHa Oonee 60 MII/MUH KOppeKIHH J03bl He TpeOyercs. Y
MalMeHTOB C KiaupeHcoM KpeaTuHuHa OT 30 mo 60 Mu/MUH 103y OCElIbTaMHBHpa CIEIyeT
yMeHbIINTB 10 30 MI 0AMH pa3 B CyTKHU (cM. pazjen 6.6.).

VY nanueHToB ¢ kiupeHcoM kKpeatuHuHa oT 10 10 30 MiI/MUH peKOMEHAYEeTCS YMEHBIIUTh 03y
ocenpTamuBupa 110 30 mr yepes neHb. [lanmenTam, HaxoaAIMMCS Ha TOCTOSSHHOM T'eMOINajIu3e,
OCENIbTaMUBUD B IEpBOHAa4YalbHOM a03¢ 30 MI MOXXHO HpPHUHATH 10 Havana auanusa («l-i
ceaHcy). [lig moanepkaHus TUIA3MEHHOM KOHIIEHTpAallMM Ha TEpaneBTHUYECKOM YPOBHE
OCEJIbTaMHUBUD CIEAyeT NPUHUMATH 110 30 MI Iocie Ka)XA0ro MOCIEAYIOIIEro HEYETHOIO CeaHca
nuanusa. [lanveHtam, HaXOASIIMMCS Ha IMEPUTOHEAIbHOM JHAlln3€, OCEbTaMUBUD CIIEIYyeT
MPUHUMATh B MEPBOHAYANIbHOU 03¢ 30 Mr A0 Hayajna MpOBEIACHHS nHaIn3a, 3atemM no 30 mr
Kaxaple 7 aHed. dapMakOKMHETHKAa OCEeIbTaMUBHpA y MAIMEHTOB C TEPMMHAIBHOM cTaauen
MOYEYHOW HEJAOCTATOYHOCTH (C KIUpeHCOM KpearnHuHa < 10 MIJI/MUH), HE HaXOJIAIIMXCS Ha
IUanuse, He u3ydajiach. B CBSI3UM C 3TUM pEeKOMEHAALMU MO JO3MPOBAHUIO Y JTAHHOM TpyIIbI

MaIMEeHTOB OTCYTCTBYIOT.
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Ilayuenmul ¢ Hapywenuem ynKyuu neveru

Koppekiuu 10361 1pu JIEYEHUH M NpO(UIAKTHKE TpUMNa y MALUEHTOB C HAPYUICHUSIMHU
(GyHKIMU TI€YEHH JIETKOM M CpeAHeH CTeNeHM TsDKeCTH He TpeOyercs. bezomacHocTs u
(apMaKOKMHETHKA OCEJIbTAMUBHUPA Y MALUEHTOB C TSHKEIBIMU HApYIICHUSAMH (DYHKIMM NIEYEHU
HE U3y4asach.

Tayuenmuwr nodwcunozo eospacma

Koppexkuuu 10361 U1t TpoHIAKTUKY WK JICYEHUS TPUIIA HE TPEOYETCH.

Tayuenmoi ¢ ocnabrennviM UMMYHUMeEmMoM (nocie mpancnaanmayuu,)

Jleuenue

PexomeHnoBaHHas TPOAOIDKUTEIBHOCTh  TEPAlMU  OCENbTAMUBHPOM Y  TAlMEHTOB C
ocnaleHHBIM UMMYHUTETOM cocTaBisieT 10 nueit. Koppekiuu 10361 He TpeOyeTcs (CM. pa3ienbl
4.8. u vactp 5.). [Ipuem npemnapara HeoOXOJMMO HAYMHATH HE IMO3JHEE 2 CYTOK C MOMEHTA
Pa3BUTHSI CUMIITOMOB 3200JI€BaHUS.

Cesonnas npoqbwzakmuka

Jist ce30HHON MPOQHUIAKTHKY TPUIIIA Y MAMEHTOB C OCIA0JIEHHBIM HIMMYHUTETOM B BO3pacTe
> 1 roga — B TedueHue 12 Henenb, KOPPEKIMHU 03I HE TpeOyeTcs.

eTH
Jlemu 6 6o3pacme cmapuie 12 nem
Pexxum nosupoBanus s gerel B Bospacte oT 12 no 18 ner He oTinyaeTrcss OT pexuMma
JIO3UPOBAHUs JJIs B3POCIIBIX 110 BCEM 3asIBJICHHBIM I0KAa3aHMM K IIPUMEHEHHUIO.
Hemu 6 6o3pacme om 1 200a do 12 nem
Jleuenue
Hetu ¢ maccoil Tena > 40 Kr, KOTOpbIe YMEIOT NPOIAThIBATh KaICyJIbl, TAKXKE MOTYT MOJIy4aTh
JIeYeHue, IPUHUMAs 110 OJHOM Karcyse 75 Mr 2 pa3a B CyTKU B TEYEHHE 5 JHEH.
Jna nereit B Bo3pacTte OT 1 roga BO3MOYKHO DKCTEMIIOPAJIIBHOE NPUTOTOBIIEHUE CYCIIEH3HH C
WCIIOJIb30BaHUEM Karcys 75 mr (cm. pazzaen 6.6.).
[Tpumensts npenapat OcMmuBup Meancop0O cieayeT 2 pa3a B CyTKH B T€UEHHE 5 JHEH cOryiacHo

HIDKEIIPUBEJICHHOM Tabmuiie:

Macca tena PexomennoBanHas 103a Ha KonmuaectBo cMmecu mpemnapata
OJIVH TIpUEM OcmuBup Meaucop6 Ha oJIMH TpUeM
<15 «r 30 mr 2 M
> 15-23 kr 45 mr 3 M
> 23-40 xr 60 mMr 4 mn
> 40 kr 75 mr 5 M
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Ipoduraxmura

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jetu ¢ maccoii Tena > 40 Kr, KOTOpbIE MOT'YT IPOIJIaThIBATh KAIICYJIbl, TAK)KE MOTYT I0JIy4aTh
npopHIAKTHIECKYIO Tepanuio, IpUHUMAs TI0 OJHOM Kamcyne 75 mr 1 pa3 B CYyTKH B TE€UYEHHUE
10 guemn.

Jns nereit B Bo3pacte OoT | roga BO3MOXKHO 3KCTEMIOPAJIbHOE MPUTOTOBJIECHUE CYCIEH3HH C
MCIIOJIb30BaHUEM Karncyi 75 mr (cm. pazzaen 6.6.).

[Tpumensts npenapar OcmuBup Meancop6 cinenyer 1 pa3 B cyTku B Teuenue 10 gueit cormacHo

HIDKETIPUBEICHHOM TabuIe:

Macca Tena PexomennoBanHas 103a Ha OJUH KonunyecTBo cmecu npenapara
IpUeM OcmuBup Menncop6 Ha OJIMH IPHEM
<15«kr 30 mr 2 mi
> 15-23 kr 45 mr 3 M
> 23-40 xr 60 mr 4 mn
> 40 kr 75 mMr 5 mn

Jlemu 6 so3pacme 0o 1 cooa
bezonacnocth u 3¢ dexruBHOCT Mpenapara OcmuBup Meancop6 y nereii B Bo3pacte ot 0 10 1
roja Ha JaHHBII MOMEHT HE YycTaHoBJeHbl. [Ipemapar OcmuBup Memucopd He ciemyer
Ha3Hay4aTh JETAM 110 1 roja.

Cnoco6 IIPUMCHCHUA

BHyTpb, BO BpeMms ebl MM HE3aBUCUMO OT mpuema numy. [lepeHocuMOoCTh ocenbTaMUBUpA
MOYKHO YJTyYIIUTh, €CIIM IPUHIUMATh €T0 BO BPEMS €IIbL.

B cmyuasix, korzia y B3pOCibIX, TOAPOCTKOB U JIETEH CYIIECTBYET MpodiieMa ¢ MporiaThIBAaHHEM
KaricyJ1, UK MpU HAJIMYUU IPU3HAKOB «CTApEeHUs» Karcyll (Harnmpumep, MOBBIIIEHHAs XPYNKOCTh
WIN JIpyTHe HapylleHus: (PU3NYecKoro cOCTOSIHUS), HEOOXO0AUMO OTKPBITh KAICyJy M BBICHINIATh
€e COAEpP)KUMOE B HEOOJBIIOE KOJIMYECTBO (MAaKCHMalbHO | 4YaifHas JIOXKa) IMOJXOJSIIEro
MOJICJIAIIIEHHOTO MPOYKTA MATAaHUA (IIOKOJIAHBIA CHPOIT ¢ HOPMAJIBHBIM CO/ICpP)KaHHEM caxapa
win 0e3 cojaep)kaHUs caxapa, MeJ, CBETJIO-KOPMYHEBBIM caxap WJIH CTOJIOBBIA caxap,
pacTBOpEHHBIN B BOJE, CIAJKUN JecepT, CrYIIEHHOE MOJIOKO C caxapoM, s0JI0YHOE MIope WU
HOTypT) ISt TOTO, YTOOBI CKPBITh TOPHKHH BKyc. CMeCh HEOOXOIMMO TIIATEIHFHO MEepeMeNIaTh 1
JaTh TanueHTy nenukoMm. Cremyer MpOTJIOTHTh CMECh Cpa3y K€ IOCTe MPUTOTOBIICHHS.
[ToapoOHbIe pekoMeHIaK JaHbl B paszene 6.6.

4.3. IlpoTuBONOKA3aHNUS

® TUNEPYYBCTBUTEIBHOCTh K OCEIbTAMUBUPY WM K JIFOOOMY M3 BCIIOMOTaTEIbHbBIX BEIIECTB,

MepEeYrCIICHHbIX B pazzaene 6.1.;
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e JeTcKuii Bo3pact 10 1 roaa;

® TsKCIad NICYCHOYHasd HEJOCTAaTOYHOCTBIO

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

e bepeMeHHOCTD, TEpUO IPYAHOI0 BCKAPMIIMBAHHUS.
e [IpumeHneHnue B KOMOMHAIMH C TperiapaTaMy, UMEIOIUMH Y3KYIO IIUPOTY TEPANEBTHUECKOTO

neicTBrs (HampuMep, XJIOPIponaMul, MeToTpekcaT, QeHUI0yTa30H).

OcenbramuBup 3(h(PEeKTUBEH TOJBKO B OTHOIICHUU 3a00JI€BaHMsl, BEI3BAHHOTO BUPYCOM TpUIITIA.
Jannbie 00 3¢ (GEeKTUBHOCTH OCeNbTAMHUBHpA NMPH TEpanuu 3a00JIeBaHUN, BBI3BAHHBIX HMHBIMH
areHTaMu, OTCYTCTBYIOT (cM. pasnen 5.1.).

[Tpenapat OcmuBup Meancop0 He sIBiIsIeTCS 3aMEHON BaKLIMHAIUY.

Hcnonws3oBanue npenapata OcmuBup Meaucop0 HE TODKHO BIUATH HA OIICHKY MAIlMEHTOB MPU
MPOBEICHUH €KETOTHOW BaKIIMHAIIMY TIPOTUB TPUIIIIA.

3ammrTa OT TpUNNa JIUTCA TOJBKO 0 TE€X IOp, MOKa IMpuUMeHsieTcs ocenbTamuBup. [lpenapat
ClelyeT UCIOIb30BaTh TOJIBKO JJISl IEYCHUS U MPO(PUIAKTUKH TPUIITA U TOJIBKO B Cllydae, eciu
JIOCTOBEPHBIE MHIEMUOIOTUYECKUE TaHHbBIE YKA3bIBAIOT HA TO, YTO BUPYC IPUIINA HIUPKYIUPYET
B 00I1IEH MOMYJIAIHNH.

UyBCTBUTEIBHOCTh IUPKYJIUPYIOMIMX I[NTAMMOB BHpyCa TpHUINA K OCEIbTAMHBHPY MOXKET
CHJIbHO BapbHpoOBaTh (cM. paszmaen 5.1.).

Takum 00pa3zoM, NpH Ha3HAYEHUU NpenapaTa HEOOXOJUMMO YUYHMTHIBATh CaMyl0 IOCIEIHIOK
JOCTYITHYIO0 HH(POPMAIIHIO O YYBCTBUTEIFHOCTH IUPKYIHPYIOLIETO BHPYCa K OCEIbTaAMUBUPY.

Tspxenoe conyTCeTBYIONIEe 3a00I¢BaHNE

I[aHHBIe 0 0€30ITacHOCTH U 3(1)(1)CKTI/IBHOCTI/I NPUMCHCHUA OCCJIbTaMUBUpPA Yy IAIIUCHTOB C
AO0CTATOYHO TAXKCEIIBIM COITYTCTBYROIIUM 3a00JICBAHUEM WM HECTaOUIBHBIM COCTOSHHEM,
npeamnojgararomuM roCruTan3annio, OTCYyTCTBYIOT.

[TarmenTsl ¢ 0ca0JIeHHBIM HMMYHATETOM

O} PexTuBHOCTh OCeNbTaMUBHpA NPHU JIEYEHUH WU NPOQUIAKTHUKE TpUIIIa y MAlUEeHTOB C
ocia0JeHHBIM UMMYHUTETOM 4YETKO HE ycTaHoBieHa (cM. pasznen 5.1.). OgHako y B3poOCibIX
MAIMEeHTOB € 0CIa0JIeHHBIM UMMYHHUTETOM JICUSCHHE IPUIITA CIeTyeT MPOBOIUThH HAa MPOTSHKEHUH
10 ngHel, Tak Kak KIMHUYECKHE HCCIEAOBAHHUS TpH OoJiee KOPOTKOM Kypce Tepaluh He
MIPOBOAMIIUCK.

CCDZ[C‘{HaSI/ AbIXAaTCJIbHAAd HCAOCTATOYHOCTD
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XPOHUYECKOW CEepACYHON W/WIM NbIXaTeIbHONW HEJOCTATOYHOCTHIO HE YCTaHOBJICHA. B maHHOM
MOMYJISIIIAKA TTAIIMEHTOB YacTOTa BO3HUKHOBEHHS OCJIOKHEHHH ObLIa COMOCTaBHMMAa B TPYIIINE
JICUYEHUs U TpyIIe mianedo.

IloyeyHass HEIOCTATOYHOCTD TSHKEJION CTEESHH TSHKECTH

Y B3poCHBIX TAMEHTOB U TOApPOCTKOB (13—17 ner) ¢ Tsxenol CTENEeHbI IOYEeYHOU
HEJOCTATOYHOCTH TIPU JICYCHUH U TPOPUIAKTHKE TPUIIA PEKOMEHIYETCS KOPPEKIHS O3BL
Knunuueckue naHHble A KOPpPEKLUMU J03bl Y MIIAJEHIIEB U JieTeil (B Bo3pacte oT 1 roma u
cTapiie) ¢ MOYCUYHOU HEIOCTATOYHOCTHIO OTCYTCTBYIOT (CM. paszaenst 4.2. u 5.2.).

HCI/IXOHCBDOJIOI‘I/I‘ICCKI/IG HapymcHusA

VY nauueHToB (B OCHOBHOM Yy JE€T€M M IOAPOCTKOB), NPUHMMABIIUX OCEIbTAMHUBUD, ObLIN
3apEerUCTPUPOBAHBI TICUXOHEBpOJIOTHUecKkue HapyiieHus. [1omo0HbIe MCHXOHEBPOIOTUYECKUE
HApyIICHUS TaK K€ OTMEYEHbl Yy MAIMeHTOB C TPUIINOM, HE MOJY4YaBIIMX OCEIbTAMHUBUD.
Crnenyert TIiaTenbHO MOHUTOPUPOBATh MAllMEHTOB HAa IPEIMET U3MEHEHUI B IOBEIEHUHU, PUCK U
0JTh32 TPOJIOJKEHHUS TEPATHH JJOJDKHBI OBITH OLIEHEHBI TSl KJKJ0T0 MAIllMeHTa HHINBHIYaIbHO
(cMm. pasgen 4.8.).

eTH
JlanHble ns omnpenenaeHUs 103bl Y HEJOHOIICHHBIX JAeTed (MOCTKOHLENTYyalbHbIH BO3pacT
< 36 Henenb) OTCYTCTBYIOT.
4.5. B3aummopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBLIMHM MpenapaTaMd H Jpyrue BH/bI
B3aMMO/JEHCTBHUA
®apMaKOKMHETUYECKHE CBOMCTBA OCEIbTAaMUBHPA, TAKHE KAaK €r0 HU3Kasl CTENEeHb CBS3bIBAHUS C
OenkamMu ¥ MeTabonu3M, He 3aBUCHUMBIA OT n3opepmenta CYP450 u cucremsl IIOKypoHUIa3
(cM. pasgen 5.2.), He JalOT OCHOBAHUN TpEAINONiaraTh HaNUYMEe KIMHUYECKH 3HAYMMBIX
B3aMMO/ICHCTBUI MO YKa3aHHBIM MEXaHU3MaM.
[TpoGenenua
Koppexkuuu 110361 mpu OAHOBPEMEHHOM MPUMEHEHHM C NPOOEHEUHMJOM Y IMalUeHTOB C
HOpMalibHOU (hyHKIMEH mouek He Tpedyercs. OHOBpeMEHHOE MPUMEHEHHE ¢ MPOOEHEeIHIOM,
MOIIHBIM MHTUOUTOPOM aHMOHHOHM KaHaJIbIIEBOM CEKpPEIMH B ITOYKAX, IPUBOAUT K ~ 2-KpPATHOMY
YBEJIMUYEHHUIO HKCIO3UIMHN AKTUBHOTO METAa00IMTa OCETbTaMUBHUPA.

AMOKCUIIWIIINH

Kunerndeckoe B3aMMOJICHCTBHE OCENbTAMUBHpPA M aMOKCHIIMIIMHA (BBIBOJASIIETOCS TEM IKe
MyTeM, YTO U OCEIbTAMHUBHP) OTCYTCTBYeT. [Ipenmnonaraercs, 4To KOHKYPEHIIUs OCEIbTaMUBHPA
3a BRIBEJCHHE MOYKAMH cJiadas.

BriBenenue ¢ Moyoit
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KOHKYPCHIIMEH 3a KaHAJIBIIEBYIO CEKPELUIO, IPHHUMAsi BO BHUMaHUE pe3epB 0€30MacCHOCTH JIJIs
OOJILIIMHCTBA HOI[06HBIX npemnaparosB, IIYTH BbIBCACHUS aKTUBHOI'O MeTa6OHI/ITa OoCClibTaMUBHpa
(kyOoukoBast (GUIbTpALMS W AHUOHHAS KaHAIbICBAas CEKpPEIHsi), a TaKXKe BbIBOISIILYIO
CMOCOOHOCTh Kakaoro u3 myred. OJHAKO, MPUMEHSATh OCEIbTAMHBUD B KOMOHMHAIIMH C
npernapaTtaM, HMEIOLMMHU  y3KYH0 IIMPOTY TEpareBTUYECKOro JEWCTBUA  (HampuMmep,
XJIOPIPOTIAMH/T, METOTpeKcar, (heHUI0yTa30H), HEOOXOAMMO C OCTOPOKHOCTHIO.

JlononHHUTEIbHAS I/IHd)O]I)MaLII/Iﬂ

He oOHapyxeHO (papMaKOKMHETHYECKHX B3aMMOJICHCTBHHA MEXIY OCEIbTAMHBHPOM HIH €ro
OCHOBHBIM META0O0JIUTOM IPU OJHOBPEMEHHOM MPHUEME C MaparieTaMoIoM, alleTHIICATUIIIIOBON
KHCIIOTOM, IMMETUIUHOM, aHTAIMJHBIMH CpPEJACTBAMH (MarHUsT W QTIOMHUHHUS THIPOKCHU],
KapIusl KapOoHAT), pUMaHTaAMHOM WK BaphaprHOM (y MallMEeHTOB 6€3 rpurma, CTabUIbHBIX
Ha BapdapuHe).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepeMeHHOCTh

HeOnaronpusiTHbI HCX07 OEPEeMEHHOCTH W AHOMAIMU DPAa3BHTHS IUIOAA, & TaKXKE PHUCK
CEPbE3HBIX BPOXKICHHBIX MOPOKOB Pa3BUTHS, B TOM YHCIIC BPOXKICHHBIX IOPOKOB Cep/lia,
CBsI3aHbI C 3a00JIEBAHUEM I'PUIIIIOM.

Boinbiioe KOJMYECTBO JAHHBIX O BO3JCHCTBHM OCEIbTaAMUBUpPA y OEPEMEHHBIX JKEHIIWH B XOJIe
MIOCTMApKETUHTOBOI'O TIPUMEHEHUSI U HAaOIr0IaTeNbHBIX uccienoBanuii (6onee 1000 manueHTOB
Ha TEPBOM TpHUMeECTpe OEpPEeMEHHOCTH) HE YKa3blBalOT HU Ha MOPOKU pa3BUTHs, HU Ha
(deTo/HeoHaTAIbHYIO TOKCUYHOCTD OCEJIbTaMUBHUPA.

OpHako B OXHOM HAONIONATEIFHOM HCCIEIOBAHUN PE3YJIbTaThl OIEHKH pHUCKA Ppa3BUTHUS
TSDKENBIX BPOXKJIEHHBIX MOPOKOB CEp/lla, AMATHOCTUPOBAHHBIX B TeueHUe 12 MecsieB mocle
POXKIeHMsI, He ObUIM OJHO3HAYHBIMH, XOTSI OOIIMI PUCK TIOPOKOB Pa3BUTHS M HE ObLIT YBEITUYEH.
B nmanHOM mcCieTOBaHWM YacTOTa pPa3BUTHS TSDKEIBIX BPOXKICHHBIX TOPOKOB CEpAla ITOCIe
PUMEHEHHUs OCebTaMUBUpPA B TEUEHHE MEPBOro TpUMecTpa OepeMeHHOCTH cocTaBisuia 1.76%
(7 mnagennes u3 397 6epemenHocteil) mo cpaBHeHHto ¢ 1.01% mpu OGepeMeHHOCTH B 00IIEi
nomynsiiuu 6e3 MPUMEHEHUs ocelbTaMHuBHpa (OTHOLIeHHE puckoB 1.75, 95% noBepuTENbHBIN
unatepsai 0.51 mo 5.98).

Knuanyeckoe 3HaUeHWE JAaHHOTO pe3ysbTara JI0 KOHIA HE SICHO, TaK KaK MCCIIeJOBAHUE MMEIO
OTPaHUYEHHYIO MOIIHOCTb.

Kpome Toro, muccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTU JOCTOBEPHYIO

OLCHKY OTACIBbHBIX KaTel"OpI/Iﬁ TSAKCIIBIX ITOPOKOB pa3BUTHUA, IMPU 3TOM AJAHHBIC Yy JKCHIIWH,
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MNPUHHUMABIINX WU HEC MPHUHHUMABIIHUX OCCIIbTaMHUBHP, HC |1\|/;B;IJ]:I/I-|EE;1L; IBEE&EFHQ Ié(l_l'lt(l)gT'c’ll:lIS_}/IllV[BI,

HE3aBUCHMO OT TOTO, OOJIEH JIM OHH I'PUIITIOM.

HccnenoBanus Ha )KMBOTHBIX HE YKa3bIBalOT HAa PENPOAYKTUBHYIO TOKCUYHOCTh OCEJIbTaMUBHpPA
(cMm. pasgen 5.3.).

[TpuMeHeHue ocenbTaMUBHpPA MPU OEPEMEHHOCTH BO3MOKHO B Cilydae HEOOXOAUMOCTHU U MOCie
OLICHKM HUMeIomeicss uHpopMauuu o 0e30macHOCTH W Toib3e (MHPOpMAIMIO O TIOJb3e
NpUMEHEHHS Mpernapara y 0epeMEeHHBIX JKEHIIMH CM. B mojpaszaeie 5.1.), a Takxke maToreHHOCTH
LUPKYJINPYIOLIEro IITaMMa BUpyca IPUIIIIA.

Jlakranus

Bo Bpemst JOKITMHHUYECKUX HCCIIEIOBAHUN OCEbTAMUBHUP U aKTUBHBIM METa0OJIUT MPOHUKAIH B
MOJIOKO JAKTUPYIOLIMX KpbIC. /laHHBIE 110 3KCKPELHMU OCEIbTAMMBHPA C TPYIHBIM MOJIOKOM Yy
4eJoBEeKa M IPUMEHEHHIO  OCEeJIbTaMHBHpAa KOPMALIMMM  JKEHIIMHAMH  OTPaHUYEHBI.
OrpaHuyeHHbIE JaHHbIE MOKa3bIBAIOT, YTO OCEIbTAMHUBUP U €ro AKTUBHBIH MeTaOOIUT B
HEOOJIBIINX KOJUYECTBAX IPOHMKAIOT B IPYAHOE MOJOKO, CO3/aBas CyOTeparneBTHYECKue
KOHIIGHTPAallMM B KpPOBH TpynHoro peOeHka. [Ipy Ha3HAa4eHWH OcCelbTaMHBHpA KOPMSIIUM
KEHIMHAM ClIeJyeT TaKKe YYMThIBaTh HX COIYTCTBYOIee 3a00JieBaHHME M IATOI€HHOCTh
LUPKYJIUPYIOIIEro IITaMMa BHpyca rpunma. Ilpu OepeMEeHHOCTM M B HEpUOJ TPYAHOIO
BCKApMJIMBAHUS OCEJIbTAMUBUD MPUMEHSIIOT TOJIBKO B Ciydae, €Clid OXHJaeMas siBHas I10J1b3a
JUISL KOpMSIIIEH MaTepy MpeBbILIAeT PUCK AJIs peOeHKa.

DepTUabHOCTD

Ha ocHOBaHMM NOKIMHMYECKHMX [JAHHBIX HE OXKHUJAETCS, YTO OCEIbTaMUBUD BIMSIET Ha
(GepTHIBHOCTh MY>KYMH MJIH KEHIIUH (cM. pasaen 5.3.).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeICTBAMU H pPadoTaTh €
MeXaHU3MaMH

[TpumeHeHue mpenapara He BIUSET, MO0 OKa3bIBAaCT HE3HAUUTEIBHOE BIUSHHE HAa CIOCOOHOCTh
YIPaBJIATh TPAHCHOPTHBIMU CPEJICTBAMHU M MEXaHU3MaMHU.

4.8. Hexkes1aTelbHbIe peaKkIUH

Pesrome mpoduis 6e3onacHoOCTH

O6umit npoduns 0Oe30macHOCTH oOceNnbTaMUBUpPAa OCHOBaH Ha JaHHBIX 6049 B3pocCibIxX
MAIMEHTOB/MIOAPOCTKOB U 1473 nereil ¢ rpunmnom, MoJy4yaBIIMX OCEIbTAMUBHUP WIH IUTanedo, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAlMEHTOB/TIOAPOCTKOB M 253 nereil, MOJydarouux
OcelbTaMUBUP MJIM TUIANe00/HE TMONYyYaBIIMX TEpanHuio B KIMHHUYECKUX MCCIEJOBAHUAX I10
npo¢UIaKTUKE TPUIIIIA.

Kpome Toro, 199 B3pocnbix NalMeHTOB ¢ OCHA0JIEHHBIM HMMYHHUTETOM MOJYYWIH

OCEJIbTaMUBUD JJISl JICUEHHUs Tpummna, u 475 mauueHToB ¢ ocaabieHHbIM UMMYHHUTETOM (B TOM

8
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yucne 18 pgereir, 10 W3 KOTOpBIX MOIydas ocem%ﬁ%: E@“IEJHEH.{;%S‘OKZ'HBJ'TWHHH

OcelbTaMUBUP WIH TUTane0o it MpoUIaKTUKY TPHUIIIIA.

Y B3pOCIBIX MalMEHTOB/TIOPOCTKOB HanboIee YacThIMU HeXenaTelnbHbIME peakinusvu (HP) B
XO0Jle KJIMHUYECKUX HCCIICJIOBAaHUN JIeYEHHs] Tpulna ObUIM TOIIHOTa M pPBOTA, a B XOJe
UCCJICIOBAaHUM 110 MPOPUIAKTUKE — TOLTHOTA.

BonbmmacTBO ykasanHbix HP Obutu 3aperucTpupoBaHbl OJHOKPATHO B TEPBBIA HIM BTOPOU
JIEHb TEPAIIUU U CIIOHTAHHO Pa3pelIaJiCh B TEUEHUE MOCIENyIOmUX 1-2 nHel.

VY nereit Hanbosee yacto Berpeyaromieiicss HP 6wu1a pBora.

VY OonbLIMHCTBA MAUEeHTOB AaHHble HP He mpuBoamiIM K OTMEHE Tepamuu OCeIbTaMHUBUPOM.
Cepresnbie HP, nepeunciennble HUXKE, peKO OTMEYAINCh C MOMEHTA BbIXOJa OCEIbTaMHUBHpPA
Ha PBHIHOK: aHA(pWIAKTUYECKUE U aHA(DHUIAKTOUHbIE PEAKIIUU, HAPYIIEHUS CO CTOPOHBI EYECHU
(pynbMUHAHTHBIN TeMAaTUT, HapylIeHWe (PYHKIMU TEYEHU U KENTyXa), aHTMOHEBPOTHUUECKHIA
oTek, cuHapoMm CrtuBeHca-/[>KOHCOHA M TOKCHUYECKHH 3MMIEPMAIBHBIM HEKPOJIMU3, JKEIYA0YHO-
KHILIEYHOE KPOBOTEUEHUE U HAPYILIEHUSI CO CTOPOHBI HEPBHOW CHCTEMBI U IICUXUKHU (CM. pa3zel
4.4.)).

TabanuHoe pE3I0OME HEKENATEILHBIX PEAKIUH

Crnucox HP npezncrasien B TabnuyHoOM opmare HUXKE.

Jns onucanus yactotel HP ncnone3yercst cinenyromas knaccudukanys: oueHs yacteie (>1/10),
gacteie (>1/100 u <1/10), mewacteie (>1/1000 u <1/100), peaxue (>1/10000 u <1/1000), oueHsb
penkue (<1/10000). CootBercTBylOIIasi Kareropus mnpucBauBaercas HP Ha ocHoOBaHUU
00BETMHEHHOT0 aHAJIN3a KJIMHUYECKUX HCCIIEeI0OBaHUH.

Jleuenue u npopunakmuxa spunna y 3pocivix u noOpoOCmMKo8

B tabnune 1 npeacrasnensl HP, Bo3HuKaBIIne Hanbosee 4acTo npu npuemMe peKoMeH0BaHHOU
JI03bl OCEJIbTAMUBHpPA B HUCCIEOBAHUAX MO MPO(UIAKTUKE M JIEYEHUIO TPUIIA Y B3POCIBIX U
noJApoCTKOB (75 Mr 2 pa3a B CyTKHM B T€deHUE 5 THeH amns jgeueHust U 75 mr 1 pa3 B cyTku a0 6
HEJIeNb 7151 TPO(PHIIAKTHKH).

B wuccnepgoBanmsx mno mnpoduiakTuke rpunmna npoguib 0e30MacHOCTH Yy MAalUEeHTOB,
NOJy4YaBIIUX PEKOMEHIOBAaHHYIO 103y ocenbTamuBupa (75 Mr 1 pa3 B cyTku 110 6 Hezaenb),
KAaueCTBEHHO HE OTVIMYAJICA OT TAKOBOI'O B MCCIIEJOBAHMSX IO JICUEHUIO I'PHUIINIA, HECMOTPS Ha
Oosee IIUTENBHBIN TPHEM Mpenapara.

Ta6muma 1. HP, BeIsiBIEeHHBIE B X0/1€ KITMHUYECKUX UCCIIETOBAHMN MO TPO(IIIAKTUKE U JICYCHHUIO
TPUIIIa  OCEJIBTAMUBHPOM Yy B3pOCIBIX IMAllMEHTOB W  IOAPOCTKOB MM B  XOJ€

MOCTMAPKETUHT'OBOT'O Ha6J'IIOI[CHI/ISI.
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(NMOCNEOOBATENEHOCTE 0004)

Knacc cucrem HP, pacnipenenenHbie cOriacHO 4acTOTE BBISIBICHHUS
OpTraHoB
Ouensb yacTo Yacro Heuacto Penxo
Nuadexnnn u bpouxur, Herpes
WHBA3UU simplex,
Ha30(apuHTHUT,

HHPEKIINA BEPXHUX
JIBIXATEIbHBIX
MyTeil, CHHYCUT

Hapymenus co TpomOoruTOnIEeHUS

CTOpPOHBI KPOBH U

nuMpaTaaecKon

CHCTEMBI

Hapymenus co Peaxnus AHadunakTHYecKue

CTOPOHBI TUIIEPUYBCTBU- | PEAKLIMH,

UMMYHHOU TEIHLHOCTH aHa(UITaKTOUTHbIE

CHCTEMBI peakiuu

Tlcumxmgeckue BbecmokoiicTBo,

HapyLICHUS aHOpMaJibHOE
MOBEICHHUE,
TPEBOXKHOCTb,
CITyTAHHOCTh
CO3HaHMI, open,
JIEIUPHH,
raJuIIoIHAIINH,
HOYHBIC KOIIIMAapFI,
MPUYUHEHHE cebe
TEJIECHOI'O
TTOBPEKICHUS

Hapymenus co | N'onmoBHas 60JIb becconnuma H3menenue

CTOpPOHBI HEPBHOM CO3HaHWUA,

CHCTEMBbI CyZ0poru

Hapymenus co Hapyenune 3penus

CTOPOHBI ~ Oprasa

3peHus

Hapymienus co Aputmus

CTOPOHBI Cep/Iiia

Hapymienus co Kamenp, Oomp B
CTOPOHBI ropJje, puHopes
JIBIXaTeJIbHOH

CUCTCMBbI, OpPraHOB

10
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-~ (MoOCAEQCEATENEROC T 000
TPYAHOHN KJIETKU U
CPEeIOCTEHUs
Kenynouno- TomHoTa PBora, ©Oomp B Kenynouno-
KHIIECYHbIE XKHUBOTE (BKJIIOYAs KHIIEYHbIE
HapyILIeHUs Oonb B BepxHeH KpOBOTEYEHHS,
4acTU XKHUBOTA), reMopparuyecKui
JUCTIETICUS KOJIUT
Hapyumenus co [ToBbI1ICHME @yIbMUHAHTHBII
CTOpOHBI IEUEHH U AKTUBHOCTH renaTut, TMeYeHOYHas
JKETYEBBIBOSAIINX «IEYEHOYHBIX» | HEJOCTaTOYHOCTH,
myTel dhepMeHTOB TeraTUT
Hapymenuns co OKk3ema, AHTHOHEBPOTUYECKUM
CTOPOHBI KOXHU H JEpMaTHT, OTeK, MyJIbTU(OPMHAS
IIOAKOXHBIX CHIIIb, opUuTeMa, CUHAPOM
TKaHeil KpaInuBHULIA CrueHca-/[xoHcoHa,
TOKCUYECKHI
3MUIEPMATIbHBIN
HEKPOJIN3
Oo6ue Boun,
HapyLIeHNs u TOJIOBOKPY>KCHHE
peakuuu B MECTE (BKITIOUAs
BBEJICHUS BEPTHTO),
YTOMIJISIEMOCTb,
JUXopanaka, 00jab B
KOHEYHOCTSIX

Jleuenue u npoghunakmuxa epunna y oemeti

B kinHHYecKuX HCCIEeNOBaHMSIX OCEIbTAMHUBHUpPA MpPU JICUEHUH TPUINA NPUHUMAIM ydacTue
1473 pebenka (BKJIOYas B 11€JIOM 3J0POBBIX JieTeil B Bo3pacTe oT 1 1o 12 net u aereii ¢ actMoit
B Bo3pacte oT 6 g0 12 ner). U3 Hux 851 pebeHOK moiydan Tepanmuio OCeIbTaMUBUPOM B
JeKapcTBeHHON (opme «cycrneHsusi». Bceero 158 nereil mosnydanum peKOMEHIOBAaHHYIO 103y
ocenpTamMuBUpa | pa3 B CyTKH B MCCIIEJOBAHUSX MOCTKOHTAKTHOW MPO(UIAKTUKN B JOMAIIHUX
ycnoBusix (n=99), B O6-HemenbHBIX MCCIEIOBAHUSX CE30HHOW mpodunaktuku (n=49) wu
12-HenenbHBIX HCCIENOBAaHUAX CE30HHONW MNPO(UIAKTHKM Yy TMAIUEHTOB ¢ OciIa0JIeHHBIM
uMMyHUTETOM (n=10).

B Tabmume 2 mnpencraBinensl HP, nambonee dwacto cooOmaemple B X0/€ KIMHUYECKHUX
WCCIIEIOBAHUH Y JIETEM.

Tabnuna 2. HP, BIsIBIEHHBIC B X0/ KIMHUYECKUX HCCIEA0BaHUN 110 MPODUTIAKTUKE U JICYCHHUIO

IpUIa oceabTaMUBUPOM Y JieTeit (103a ot 30 Mr 10 75 Mr B 3aBUCMMOCTH OT BO3pacTa/Beca).

11
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o AE O Ea e Te 00t
Krnacc cucrem HP, pacnipenejieHHbIe corimacird watTote BemBhenms | - <=
OpTaHoB
OueHb 4acTo Yacto Heuacto Penxo
Nuadexnnn u Cpenuuit OTHT
WHBAa3UU
Hapymenns co I'onoBHas 6016

CTOPOHBI HEPBHOU

CHCTEMBI
Hapymenus co KoHbloHKTUBHUT
CTOPOHBI ~ OpraHa (BKITFOUAS
3peHUs [IOKpacHEHHUe IJIa3,

BBIJIENICHUS 1 60JIB)
Hapyumenus co bons B yxe Hapywenuss co
CTOPOHBI ~ Oprasa CTOPOHBI
ciyxa " OapabanHOI
nabupuHTa MEePenoHKU
Hapymenus co | Kamens, Punopes
CTOPOHBI 3aJI0’)KEHHOCTh
JBIXaTEbHON HOCa

CUCTEMBI, OPTaHOB
TPYJHOU KIIETKH U

CpeIoCTeHUS
Kemynouno- PBota bonms B JKuBOTE
KHIIICYHBIC (Bxirouass 00ib B
HApYILLICHUS BEpXHEU YacTH

JKUBOTA),

JTUCTIETICHS,

TOIIIHOTA
Hapymenus co Hepmatut
CTOPOHBI KOXHU U (BKITIOUAs
MTOJIKOKHBIX aJITePTUIEeCKHMA
TKaHeu U aTONUYECKHUM

JIEPMATHT)

Onucanne ornensHeIx HP

Hapywenus co cmopoHvl HepéHOU cucmembl U NCUXUKU

I'punmosnas wuHGpEKIUS MOMXKET aCCOLMHPOBATHCA C PA3IMYHBIMU  HEBPOJIOTHYECKUMU
CUMIITOMaMH WM HM3MEHEHHSMH IMOBEJCHMS, BKIIOYas TAKUE CUMIITOMBI, KaK TaJUIFOLMHALNH,
JEUpHU, W aHOPMAIbHOE NOBEACHHE. B HEKOTOpBIX ciaydasx OHH MOTYT IPUBECTH K

CMEPTEIBHOMY HCXOY.

12
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AQHHBIC SIBJICHHUSA MOI'YT BO3HHMKATh KakK Ha (& pa33ﬁ%:am%6gﬁ‘gﬁ@fﬂr gﬁﬁ%&)‘%%{:hm,
I yT ¢

TakK M OTAEILHO, O0€3 IBHOTO TSDKEJIOro 3a00JIEBAHUA.

B mocTMapKeTHHrOBBIX COOOIICHHSX y MAIMEHTOB, KOTOPBIC MOJydYald OCEIbTaMUBHD IS
JICYCHHUS TPUIINA, OTMEYAIUCHh CYJIOPOTH M JACIUpUi (BKJIIOYAs TaKWe CHMIITOMBI, Kak
HapyIlIeHWe CO3HAHMS, CIYTAHHOCTh CO3HAHUS, aHOPMAJIbHOE MOBEICHHUE, Ope/I, rajuTFoIMHAIINH,
OECIOKOMCTBO, TPEBOXKHOCTb, HOYHBIE KOIIMAphl). DTU CIydyad PEAKO COIMPOBOXKIAIUCH
ONAaCHBIMM IS JKW3HU AKTHBHOCTSMH WM JICTAJbHBIM HCXO0JOM. JlaHHBIC SBICHUS ObUIM
3apEeruCTPUPOBaHbl B OCHOBHOM CPE/IM JIETEH U MOJPOCTKOB M YaCTO UMEIM BHE3AIMHOE HAYaAJIO U
OBICTpOE pa3pelieHue.

Posp  ocenpramuBHpa B pa3sBUTUM  JIAHHBIX  SIBJICHUM  HEU3BECTHA. Y Ka3aHHbIE
MICUXOHEBPOJIOTUYECKIE HAPYIICHUS TaKXKe OBUTH 3apPETUCTPUPOBAHBI Y MAIIUECHTOB C TPHUIIIIOM
HE MOJIYYaBIINX OCEIbTAMUBUP.

Hapywenus co cmopoHul neuenu u sicenuesvi800auux nymet

Hapymennst co CTOpOHBI MEYEHU U KETYEBBIBOISIIMX MYTEH, BKIKOYAs MEMATUT U MOBBIILICHUE
AKTUBHOCTH «IICUYCHOYHBIX» (DEPMEHTOB, OTMEUAIMCh Yy TAIMCHTOB C TPHIIIONOI00HBIM
3a0onieBaHMEM. YKa3aHHbIC SBJICHUS TaKKe BKIOYAIU (yIbMUHAHTHBIA MeNaTHT/TIEYCHOYHYIO
HEJOCTATOYHOCTH C JE€TaJILHBIM MCXOJIOM.

HDO‘II/IG 0co0bIe NOMYJIAIIMH ITAITMCHTOB

IHoowcunvle  nayuenmevl U nayueHmvl ¢ XPOHUHECKOU CePOeyHOU U/unu  OblXamenbHOU
HeO0O0CMamoyHOCMbIO

[Tomynsinus, BKJIIOYEHHAs B UCCIIE0BAHMS 10 JICUEHHUIO TPUIIIA, COCTOSUIA U3 B IIEJIOM 3/J0OPOBBIX
B3POCJIBIX/TIOIPOCTKOB W TIALIMEHTOB TPYMIBI pUCKa (PUCK DPAa3BUTHS OCIOKHEHUH TpuIIa,
HarpuMep, MOMYJISANUs TOXHMIBIX TaMEHTOB M TMAIUEHTOB C XPOHHYECKOW CEepACYHON WU
JIbIXaTeNbHOM HEe0CTaTOYHOCTHI0). B 1enoM mpoduias 6e3omacHOCTH IMpenapara y MaldeHTOB
IPYMIIBI pHCKa ObLIT COMOCTABUM C TAKOBBIM Yy B IIEJIOM 3/I0POBBIX B3POCIBIX/TIOAPOCTKOB.
Ilayuenmoi ¢ 0c1abIeHHbIM UMMYHUMEMOM

Jleyenne rpuIa y TAIMEHTOB C OCIA0JICHHBIM HMMMYHHTETOM OIICHMBAJIOCh B JIBYX
KJIMHUYECKUX MCCIIeIOBaHMIX: NAllMEeHThl OIy4aal CTaHAAPTHYIO 103y WM MOBBIIIEHHYIO 103y
(1BOIHYIO MM TPOMHYIO) OcesbTaMUBHpa (M. pazaen 5.1.).

[Tpoduns 6e30macHOCTH NIpenapara, HaOII01aeMbIi B JaHHBIX UCCIEAOBAHUIX, OBLT COMTOCTAaBUM
C TakOBBIM B TPEABLAYIINX KIMHHYECKHX HWCCIEIOBAaHUSX, B KOTOPBIX OCEIBTaMUBHUP
OPUMEHSUICS JUIS JICYeHHUs NAlMEeHTOB C HOPMaJbHBIM MMMYHHUTETOM CPEIU BCEX BO3PACTHBIX
rpyni (3A0pOBbIe MAIMEHTH! WK NAllMEHTHl U3 TPYIIBI PUCKA, HAPUMED, C ABIXaTEIbHONW W/UIn
cepliedHoN HenocTaTroyHocThIo). Hanbonee vactoit HP y neteit ¢ ocnabieHHBIM HMMYHUTETOM

Onu1a pBoTa (28%).
13
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B xonme 12-HeneapbHOro HCCIEHOBAaHUA IIO npodmnﬁgil'_r/'ﬁ;e_lEr%g "ﬁT%J_”ﬁHS-F'HEﬂﬂrE}H'})h C

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ocialIeHHBIM UMMYHUTETOM (BKI0o4as 18 mereit B Bozpacrte ot 1 10 12 niet u crapiie) npoduiib

0e30macHOCTH B Trpynmne ocenbTamuBupa (238 mamueHToB) OBUT COMOCTaBUM C paHee

Ha0II01aeMbIM ITpoduiieM ocelbTaMUBHPA B KIIMHUYECKUX UCCIIEOBAHUSIX MO MPO(UTAKTHKE.
eTH

Hemu 6 6o3pacme 0o 1 2o0a

B 1Byx wuccnenoBanusix (hapMakOKMHETHKH, (apMaKOAWHAMHKH M Tpoduiis 0e30macHOCTH

ocelIbTaMHBHpPA, B KOTOPBIX MpUHUMAIM ydyactue 135 nmereil B Bo3pacTe 10 1 roma ¢ rpummnom,

npoduns 06e30MacHOCTH Mpemnapara ObUI COMOCTaBUM B PAa3IMYHBIX BO3PACTHBIX IpyIMMax.

Haubonee wacro coobmaembimu HP mpu 3TomM ObutH pBOTA, AMApes U ONPENOCTh (CM. pasziel

5.2.).

JlaHHbIe O AETSIX B MOCTKOHLENITYaJIbHOM BO3pacTe 10 36 Heellb HeAOCTATOUHBI.

Jannbie Mo 0e30MacHOCTH MPUMEHEHHsI OceIbTaMUBUpPA NPU JICYCHUH y JeTed B BO3pacTe IO

1 roma momy4eHbl M3 MPOCHEKTHBHBIX W PETPOCHEKTHUBHBIX HAOIIONATEIBHBIX HCCIIEOBAHUI

(Bxurouanu Oosiee 2400 geTeil maHHOTO BO3pacTa), MCCICAOBAHUN SMHAEMHOJIOTHUYECKUX 0a3

JaHHBIX M IMOCTMapKeTUHroBoro HabmoneHus. [Ipoduip Ge3zomacHocTH y ngeredt a0 1 roma

COIIOCTaBUM C U3BECTHBIM IpoduiieM 0€30MacHOCTH y AeTel B Bo3pacte 1 rojia u crapiie.

Jlemu ¢ 6ponxuanbHoU acmmou 6 aHamHese

B nenom mpoduns HP y nereit ¢ OpoHxmanbHOW acTMOil B aHamHe3e OBLI COIMOCTAaBUM C

TaKOBBIM B 1I€JIOM Y 3JI0POBBIX JIETEH.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEXKENATENbHBIX PEAKIMAX [OCIE PErucTpaluu
JIEKapCTBEHHOTI'0 Mpernapara ¢ 1eablo 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIUMHCKUM pabOTHUKAM pPEKOMEHyeTCs
cooluiate O JIOOBIX MOJO3PEBACMbIX HEXKENIATENbHBIX PEaKIMIX JIEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBl COOOIIEHUS O HEKEIATEeNIbHBIX PEAKIUAX TOCy1apCTB — YJICHOB

EBpazuiickoro 3KOHOMHUYECKOT0 COX3a.

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEeHHUs
Anpec: 109012, r. MockBa, CinaBsiHCKas TUIomanb, 1.4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3npoBka

B OonbmmHCTBE CilydaeB MEpelO3MpPOBKa B XOJ€ KIMHUYECKUX MCCICAOBAHUNH W TIpH
IOCTMapKETUHIOBOM TIPHMEHEHUH OCEIbTAMUBHpA HE CONMPOBOXJIAnach Kakumu-muno6o HP. B
OCTAJIBHBIX CJIydadX CHUMIITOMBI HNCPECAOZUPOBKHU COOTBECTCTBOBAIN HP, npeACTaBJICHHBIM B

pasnene 4.8.

5. ®APMAKOJIOTMYECKHWE CBOWCTBA

5.1. @apmakoaHaMUYecKHe CBOICTBA

dapMakoTepaneBTUYECKass TPYIa: TPOTHBOBHPYCHBIE CPEICTBA CHCTEMHOTO JCHCTBUS;
MIPOTUBOBUPYCHBIC CPEJICTBA MPSIMOTO JCHCTBUS, NHTUOUTOPHI HEWPaMUHUIA3HI.

Kox ATX: JOSAHO02

MexaHu3M ASHCTBUS

[IpotuBoBUpycHBII npenapaT. OceabTaMUBUDP SBISIETCS MPOJIEKAPCTBOM, €ro aKTHBHBIN
metabonut (ocenpramuBupa kapookcmnar, OK) — 3((eKkTuBHBIA 1 CENEKTUBHBIA WHTHOUTOP
HellpaMMHMa3bl BUPYCOB rpummna Tuna A u B — ¢epMeHTa, KaTaqu3upyloIIero mporecc
BBICBOOOXKJICHUsSI BHOBb OOpA30BaHHBIX BUPYCHBIX YacTHIl M3 MH(QUUUPOBAHHBIX KIETOK, MX
NPOHUKHOBEHUS B HEMH(UIIMPOBAHHBIC KJICTKH IIUTENUS JbIXaTeIbHBIX MyTeH U JalbHEHIIero
pacrpocTpaHeHHs BUpyca B opraHu3me. TOpMO3HMT poCT BHpyca rpuima in Vitro u mogasiser
PEILTUKALIUIO BUPYCA U €ro MaTOreHHOCTh IN ViVO, yMEHBIAET BbIACICHHE BUPYCOB Ipumma A u
B u3 opranmusma. Konnenrpauus OK, HeoOxonumast Ay MHTMOMpPOBaHUS HEMPOMUHUAA3BI Ha
50% (ICsp), cocraBusier 0.1-1.3 HM ans Bupyca rpunma A u 2.6 HM jans Bupyca rpumnma B.
Menaunana 3nauenuit ICsp a5 Bupyca rpunna B Heckonbko Bbilie U cocTaBisieT 8.5 HM.

Kinuanueckas 3¢ dekTUBHOCTE U 0€30aCHOCTh

B mpoBeneHHBIX HCCIEIOBAHUSAX OCENbTAMMBHP HE OKa3blBaJl BIMSHUSA Ha o0Opa3oBaHUE
MPOTUBOTPUINIIO3HBIX AHTUTEN, B TOM YHCJIE Ha BBIPAOOTKY aHTUTEN B OTBET HAa BBEACHHUE
MHAKTUBUPOBAHHOM BaKLMHBI IPOTHUB IPHUIIIIA.

Hccneoosanus ecmecmeentoti epunno3noti uHgexyuu

B KiIuMHMUYECKUX HCCIIEOBAaHUX, NPOBEICHHBIX BO BpeMs CE30HHOW HWH(EKIMH TpuIMa,
MAlMEHThl HAUMHAIM TOJIy4yaTh OceIbTaMUBUP He mo3aHee 40 yacoB mocie MOsIBICHUS MEePBbIX
CUMITOMOB I'pUIIO3HON MHpeKunu. 97% nanueHToB ObUIHM UHOUIUPOBAHBI BUPYCOM IpHmmna A
u 3% mnauueHTOB — BHpycoM rpunna B. OcenpTaMuUBUp 3HAUUTENBHO COKpAILAI IMEPHOJ
KJIMHUYECKHX TNPOSIBIEHUH rpunmo3Hoil wuHbpeknun (Ha 32 wyaca). Y TalMEeHTOB C

MNOATBCPKACHHBIM AUArHO30M TI'pUIIIIA, MPUHUMABIINX OCCIbTAMUBHP, TAXKCCTH 3360J'I€BaHI/I$[,
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MEHbBIIIE IO CPABHEHHUIO C MallMEeHTaMH, NOJy4aBIIUMH Iuianebo. bonee Toro, y momomsix
MAIMEHTOB 0€3 COMYTCTBYIOIIUX 3a00JIeBaHUN OCETbTAMHUBUDP CHIDKAI mnpumepHo Ha 50%
YaCTOTY Pa3BUTHS OCIIOKHEHUH TpHIIA, TPEOYIOUMX NMPUMEHEHUS aHTUOMOTHKOB (OpOHXUTA,
HEBMOHUM, CHHYCHTA, CpPEIHEr0 OTUTA). bBUIM TOJNydeHBl YETKHE JI0Ka3aTelbCTBa
3pPEKTUBHOCTH TIpernapara B OTHOLIGHWHM BTOPHUYHBIX KpUTEpueB  A(PQPEKTUBHOCTH,
OTHOCSIIMXCS K aHTUBUPYCHON aKTUBHOCTH: OCEIbTAMUBHUP BBI3bIBAJ KAK YKOPOUEHUE BPEMEHHU
BBIJICTICHUS BUPYCa U3 OPraHU3Ma, TaK U YMEHBIICHHUE TUIOMIAIH 1101 KPUBOW «BUPYCHBIE THTPHI-
BpEMSI».

JlaHHbIe, IOJTY4YEHHBIE B UCCIIEOBAHUH 110 TEPAMH OCETbTAMUBHAPOM Yy MAIIMEHTOB MOXKUIIOTO
CTap4ecKOTo BO3PACTa, MOKA3hIBAIOT, YTO MPHEM OCEIbTAMHUBHpA B J103€ 75 MT 2 pa3a B CYTKH B
TEUCHHE 5 JHEH CONPOBOXKAAICS KIMHMYECKH 3HAYMMBIM YMEHBIIEHHEM MEAHMaHbl Mepuoja
KJIMHUYECKUX TMPOSBICHUN TPUNIO3HOW WH(EKINH, AHAJIOTUYHBIM TaKOBOMY Yy B3POCIBIX
NAIMEeHTOB 0oJiee MOJIOIOTO BO3pPAcTa, OJHAKO pa3iIMudsi HE JOCTUTIU CTaTUCTHYECKON
3HaYUMOCTH. B Jpyrom wuccienoBaHUM TAalMEHTHl C TPUIIIOM crapuie 13 jer, umeBmmne
CONYTCTBYIOIIE XPOHUYECKHE 3a00JIEBaHHS CEPACYHO-COCYJUCTOW W/WIM  JBIXaTeIbHOM
CHCTEM, IOJy4alld OCEeIbTAMMBHUP B TOM JK€ peXHUME J03UpOBaHMs WM Iu1anebo. Oinuuii B
MeIuMaHe NepuoJia 1O YMEHBIICHHS KIMHUYECKHX MPOSBICHUN TPUINIO3HONH HWHQEKINH B
TpynIax NalueHTOB, IMOJMy4YaBIIMX OCEIbTaMUBUpP M Tuiane0o, He ObUIO, OJHAKO MEPUOJ
HOBBILICHUS TEMIIEPATYPHI IPH IPUEMe OCeTbTAMUBUPA COKpaIaics MpuMepHo Ha 1 neHb. J{oms
NAlMEeHTOB, BBLACSAIOIINX BUPYC Ha 2- W 4-i J1eHb, CTaHOBMJIACh 3HAUYUTEILHO MEHBIIIE.
[Tpodwe 6e30macHOCTH OCeNbTAMUBUPA Y MAIIMEHTOB TPYIIIBI PUCKA HE OTIMYAIICS OT TAKOBOTO
B OOIIIEH MOMYJISIIIMA B3POCIBIX MAIIMEHTOB.

Jleuenue epunna y 6epemMeHHbIX HCeHUUH

KoHTponupyeMbIx ucciefoBaHuii y OEpeMEHHbIX JKEHIIMH He MNpoBoAMiock. OpHako
pe3yabTaThl TOCTMAPKETHHTOBBIX W PETPOCHEKTHBHBIX HAOIIOJATEIbHBIX HCCIICAOBAHUMA
IIPOIEMOHCTPUPOBAIH TOJIB3Y MPEUIaraeMoro pekuMa JJO3MPOBAHUS ISl JTAaHHOH IMOMYIISIUN
NallMeHTOB B OTHOLICHMM  CHIDKEHHMs  3a00JeBaeMOCTH/CMEPTHOCTH.  Pe3ynbTaThl
(apMaKkOKMHETHYECKOr0 aHalM3a TOoKa3aau 0Oojee HHU3KYI0 OKCHO3MLHI0 aKTHBHOTO
MeTa0oJNTa, TEM HE MEHee, M3MEHEHHE peXHMa JO03MPOBaHUS y OCPEMEHHBIX JKCHIIUH TPU
MPOBEJICHUY TEPAIMU WK MPOPHUIAKTUKY HE peKoMeHIyeTcst (CM. paszaen 5.2.).

Jleuenue epunna y demeii

V nereii B Bospacte 1-12 yer (cpemnuii Bo3pacT 5.3 roja), uMeBmmMx auxopaaky (> 37.8 °C) u
OIMH M3 CHUMIITOMOB CO CTOPOHBI JBIXAaTEIbHOW CHCTEMBI (Kalledb WM PHHUT) B TIEPUOT

LUPKYJIALUU BUPyCa TPUIINIA CPEAM HaceJeHUs,, ObUIO MPOBEIEHO IBOMHOE cienoe Iuanedo-
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KOHTPOIMUpPYEMOe HccienoBanue. 67% MalueHToB 6blnﬁmﬁ$Mbﬁﬁl%v®hTrBﬁerﬁ§ A u

33% namuenToB — BupycoM rpunna B. OcenpramuBup (mpu npueme He mnosaHee 48 4acoB mocie
NOSBICHHUST  TMEPBBIX  CHMITOMOB  TPUNNO3HOM  MH(MEKUWH)  3HAYUTEIBHO  CHIDKAI
MPOJIOJDKUTENILHOCTh  3a0oneBanus (Ha 35.8 dwaca) 1o CcpaBHEHHIO C  IUIareoo.
[TponomxutensHOCTh 3a00J€BaHUS ONpENeslach Kak BpeMs [0 KyNHpPOBAaHUS Kalllis,
3aJI0)KEHHOCTH HOCA, MCUE3HOBEHUS JIMXOPAJKH, BO3BPALICHUS K OOBIYHOM akTUBHOCTU. B
rpynne Jaerei, Moay4aBIIUX OCEIbTaMHUBHUP, 4acTOTa OCTPOIrO CPEJHEr0 OTUTA CHMJKalach Ha
40% mno cpaBHeHHMIO ¢ Tpynmnod rmianebo. Bei3gopoBneHue u Bo3BpalleHHE K OOBIYHON
AKTUBHOCTH HACTYIajO MOYTH Ha 2 JHS paHblIe y JeTeil, MOJIydyaBIIUX OCEIbTaMUBUD, IO
CPaBHEHHIO C TPYMION TU1ane6o.

B npyrom mccienoBaHnM yd9acTBOBAJIM AETH B Bo3pacTe 6—12 jer, crpanaronire OpoHXHaIbHOM
acTMoi; 53.6% manueHToB UMENH TPUMINO3HYI0 HH(EKINIO, MOATBEPKICHHYIO CEPOJIOTHUYECKH
u/un B KyiabType. MenuaHa MpOJOIDKUTENBHOCTH 3a00JieBaHUS B TPYNIE MalUeHTOB,
MI0JIyYaBLINX OCEJIbTAMUBUP, 3HAUUTEIBHO HE CHIKanack. Ho k mocieqnemy 6-my JHIO Tepanuu
OcenbTaMUBUPOM 00beM (popcupoBaHHOTO BbIIOXa 32 1 cexkyHay (ODB1) nmoBbimacs Ha 10.8%
1o cpaBHEHUIO € 4.7% y HMalMeHToB, noay4yaBmux mianedo (p = 0.0148).

Ipogpunaxmuxa epunna y 63pocivlx u HOOPOCMKO8

[Mpodumnaktuueckas 3(pHEeKTUBHOCTH OCEIbTAMUBHpPA IPH €CTECTBEHHOW IPUIITIO3HON HH(DEKINN
A u B Obna 1okazana B 3 oTneabHBIX KuHHYeckux uccienoBanusx Il ¢aszer. Ha pone mpuema
ocenpTaMHUBHUpPA TPUIIIOM 3abosenu okono 1% marnueHtoB. OcenbTaMUBUD TAK)KE 3HAYUTEILHO
YMEHbIIAN 4YacTOTYy BBIAEICHUSI BUpyca M MPEJOTBpalllaj Nepenadyy BUPYyca OT OJHOTO WIeHA
CEMBH K JAPYromy.

B3pocnbie u mogpocTku, KOTOphIE OBLIM B KOHTaKTe ¢ 3a00JIEBIIMM YJIEHOM CEMbU, HAUMHAIU
IIPUEM OCEJIbTaMUBHpA B TE€YEHHE JBYX AHEW I10CIIE BO3HUKHOBEHHUS CHUMITOMOB TpuINa Yy
YJIEHOB CEMbM U IPOJOJDKAIU €ro B TEUEHHE 7 JHEH, 4TO JOCTOBEPHO YMEHBIIAJIO 4YacTOTY
CJIy4aeB IPUIIA y KOHTAaKTUPOBABIIMX JIUL Ha 92%.

Y HenpuBHTHIX U B IIEJIOM 370POBBIX B3pOCIBIX B Bo3pacte 18—65 neT npueM ocenbTaMUBUpPa BO
BpeMs SIHJIEMHUH TPUIINA CYIIECTBEHHO CHMXaJl 3a001eBaeMoCcTh IpunmoM (Ha 76%). IlanuenTs
MPUHUMAJIN OCEIIbTAMUBUD B TeUeHUE 42 THEN.

VY 511 MOXKHUIJIOTO U CTApYECKOro BO3pacTa, HaXOAMBIIMXCS B JOMax JJs npectapenbix, 80% u3
KOTOpBIX OBUIM MPUBUTHI MEPE CE30HOM, KOTAa MPOBOJIUIOCH HCCIIENOBaHHUE, OCEIbTaMUBUP
JIOCTOBEPHO CHIDKan 3abosneBaeMocTh TrpunmoM Ha 92%. B ToM e wuccienoBaHUU
OcelbTaMUBUD JIOCTOBEpHO (Ha 86%) yMeHbIIan YacTOTy OCJIOKHEHHM TrpuIma: OpoHXUTa,
MMHEBMOHUH, CHHYCHTA. [lalineHThl NpUHUMAIA OCEIbTaMUBUP B T€UCHHE 42 THEM.

IIpogunaxmuka epunna y demeii
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OblTa MPOJEMOHCTpPHpPOBaHa y neTel oT 1 roma mo 12 jer mocie KOHTakTa ¢ 3a00JIEBIIUM
YJIEHOM CEMbU MM C KEM-TO U3 IIOCTOSHHOTO OKpyXeHMs. (OCHOBHBIM MapaMETPOM
s dexTruBHOCTH OBLIa YaCTOTA JAOOPATOPHO MOATBEPKACHHON TPUTITIO3HON MHDEKITHH.
Ilpogpunaxmuxa epunna y 1y ¢ 0c1adIeHHBIM UMMYHUINEMOM

VY aun ¢ ocnabaeHHBIM UMMYHHTETOM IPH CE30HHON IPUIINO3HOM MH(EKINU U IPU OTCYTCTBUU
BUPYCOBBIJICIICHUSI MCXOAHO NPOPHIAKTHYECKOE NMPUMEHEHHE OCEIbTaMUBUpPA IMPHUBOIMIO K
CHIKEHUIO Y4aCTOThI n1abopaTopHO MOATBEPKACHHON TPUIIIO3HOU nH(pEKINH,
COTPOBOXKAAIOIIEHCA KIMHUYEeCKOW cumnToMaTukoil, no 0.4% (1/232) no cpaBHenuto ¢ 3%
(7/231) B rpynme 1utanie6o. JlaGopaTopHO TOATBEpXKACHHAS TPHIIO3HAS HHQPEKIHS,
COINPOBOXKAAIOIIAACA KJIMHUYECKOM CHMIITOMATUKOW, JMArHOCTUPOBAJACh NPU  HAJIUYUU
TEMIIEpaTypbl B MOJOCTH pra Beime 37.2 °C, Kaumuid W/WIM OCTPOro puHHUTa (BCE
3aperucTpUpOBaHHbIC B OAMH M TOT K€ JIeHb BO BpeMs IpHeMa OcellbTaMUBUpa/Iuianebo), a
TaKXKe TIOJOKHUTEIBHOTO pe3ylibTaTa OOpaTHO-TPAHCKPHUIITA3HOW TOJMMEPAa3HON IETHOM
peakuuu Ha PHK Bupyca rpunmna.

Jleuenue cpunna y nayuenmog (Oemetl, NOOPOCMKO8 U 63DOCIbIX) C OCIAOIEHHbIM
UMMYHUMEMOM

B panmoMu3MpoBaHHOM [IBOMHOM CIIENIOM HCCIICIOBAaHUHM OIEHKH Tmpoduis Oe30macHOCTH
OCEJIbTaMUBUPA U €r0 BIMSHHUS Ha pPa3BUTHE PE3UCTEHTHOCTU BHUpyca rpumna (IepBUYHBIN
aHaJIM3) y MAlKUEHTOB C OCJIA0JICHHBIM MMMYHUTETOM U TPUNNO3HOW MH(EKUHUed MPUHUMAIU
yuactue 151 B3pocnblii manmueHT, 7 moApocTkoB (> 12 ner) m 9 nmereil. DTu manueHTh ObLTH
INPUTO/IHBI TaKXe W JJi1 OUEHKHU 3(PPEKTUBHOCTU OCEIbTaMUBHUpa (BTOPUYHBIN HEOYCTEpPHBIH
aHajmu3).

B wuccrnemoBanne ObLIM TakKe BKJIIOYEHBI MAIMEHTHl MOCTE TPAHCIUIAHTAlMM COJHMIHBIX
OpPraHoOB, I'€éMaTOMO3TUYECKUX CTBOJIOBBIX KieTok, BUY+ manmentsl ¢ uuciom CD4+ knetok
< 500 KIeToK/MM®, MaIHeHTHI, MOJIy4aBUIME HMMMYHOCYIPECCUBHYIO TEpAIHMIO, a TaKKe
MAIUEHTHI CO 3JI0KAY€CTBEHHBIM IeéM00JIaCTO30M.

[TarueHTsl OBUTM pPaHAOMU3ZHPOBAHBI B TPYIIY JIEUYECHUS OCEIBTAMHUBUPOM Ha MPOTSIKEHUU
10 gHeil (rpynma cTaHgapTHOW 103kl 75 Mr 2 pa3a B CyTKM — 73 B3pOCHBIX MallUEHTAa,
4 moxapocTtka u 4 pebeHka; rpynma ABOWHOW m03b6I 150 Mr 2 pa3a B CyTKH — 78 B3pPOCIBIX
MalUeHTOB, 3 MOAPOCTKA M 5 JeTei) B TedeHHe 96 4acoB ¢ MOMEHTa Pa3BUTHS CHMIITOMOB
rpunma. s fnereit 1o3a 6bu1a CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT MACChI Tela.

Cpennee BpeMsi pa3pelleHusi CUMIITOMOB I'pUMIA Y B3pOCIBIX MAalMEHTOB U MOJPOCTKOB OBLIO
COTIOCTaBUMO B TpyIme crangapTHoi 1036l (103.4 gaca, 95% moBepuTenbHbIN HHTEpBAT 75.4 —

122.7) u B rpymnne aBoiiHoi m03s! (107.2 waca, 95% moBepurtenbHbIii nHTEpBan 63.9 — 140.0).
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CIIO)KHOCTH B HMHTEPIPETAIlNN PE3yIbTaTOB M3-3a MAJIEHBKOTO pa3Mepa BHIOOPKHU MAI[MEHTOB.
CoOTHOIIICHHE B3POCIBIX MAIMEHTOB C BTOPUYHBIMU HH(EKIUSIMHU OBUIO TAKXKE COMOCTABUMO
(8.2% B rpymnme craHgapTHoM n03bl U 5.1% B rpymnme aBoitHoW n03b1). Cpemu nereit u
MOJIPOCTKOB TOJIbKO y 1 mamueHTa (MOApPOCTKA) B TPYIIE CTaHAApTHOM J03bI pa3BHIIACH
BTOpHYHas HH(peKuus (0aKTepruanbHbI CHHYCHT).

HccnenoBanue hapMakogMHAMUKU U (papMaKOKMHETHKH OBLIO MPOBEACHO C y4acTHUEM JIeTeH ¢
CHWJIbHO OcllabiieHHBIM UMMYyHHTETOM (< 12 net, N=30), KOTOphIe MOJIy4yaald OCEIbTAMUBHD B
CTaHJAPTHOU J103€, CKOPPEKTHUPOBAHHOW Mo Macce Tena (75 Mr 2 pa3a B CyTKH), U B TPOWHOU
no3e (225 mr 2 paza B CYTKM) IO aJanTHUBHOM cxeme mnpuemMa 5-20 pgHeit (cpenHsis
MPOJIOJDKUTENIBHOCTh JieueHust 9 nHel). Y NanueHTOB B TPYIIE CTaHIAPTHOM J103bI HE
OTMEUAIUCh BTOPUYHBIC OakTepuanbHble MHPEKIUU (OPOHXUT M CHHYCHT), O 2 clydasx HX
pa3BUTHA COOOIATIOCH Y MALMEHTOB B IPYIIIE TPOWMHOMN J03bI.

JlanHple W3 JBYX HCCICIOBaHHA (HapMAKOKWHETHKH H (DapMaKOJAWHAMUKH TIOJTBEPIKIAIOT
sKcTpanoysiuio  3QPEeKTUBHOCTH Tpernapara y B3pPOCIBIX MAIMEHTOB C  OCJIA0JICHHBIM
MMMYHHUTETOM Ha MAlMEHTOB JIETCKOro Bo3pacTa (< 18 meT) ¢ ocnabieHHBIM HUMMYHHTETOM
(cMm. pasgensr 4.2. u 5.2.).

Pezucmenmnocmu

Knunuueckue uccneoosanus

Puck mnosBieHHs BHMpPYCOB TIpHIIIIAa CO CHIJKEHHONM YyBCTBUTEIBHOCTBIO MWJIM  SIBHOM
PE3UCTEHTHOCTBIO K OCEIbTAMUBUPY M3y4aJICs B KIIMHUYECKUX HCCIIEIOBAHUSAX.

[TosiBNieHHE PE3UCTEHTHOCTH BUpYCa K OCEIbTAMHUBHPY 4alle HaOII0Jaloch y JeTeil, 4em y
B3POCJIBIX MAIMEHTOB U ToAPocTKOB (18% y muaneniieB B Bozpacte < 1 roga u < 1% y B3pocibix
MaIUEeHTOB).

VY nereil ¢ pe3UCTEHTHBIM K OCEJIbTAMUBHPY BUPYCOM HOCUTENIBCTBO, KaK MPaBUIIO, UMENO OoJiee
NPOJODKUTENbHBIA XapakTep MO CPaBHEHMIO C CYObEKTaMH C BHUPYCOM, OOJIaJaroUIM
YYBCTBUTEIHHOCTHIO.

OpHako BbI3BaHHAs Tepamuedl pPe3UCTEHTHOCTh K  OCENbTaMMBHpPY HE BiIMsJIa Ha
TepaneBTHUECKUI1 OTBET U HE BbI3bIBaJIa MPOJICHHUS] CHMITOMOB I'pUIITIA.

Y B3poCHBIX MAallMEeHTOB M IMOAPOCTKOB C OCHA0JIEHHBIM HMMYHUTETOM, TMOJy4YaBIIMX
ocenbTaMuBUpP B cTranmapTHou no3e (14.5%, 10 manuentoB u3 69) wnm nBoitHo#M moze (2.7%,
2/74) na mporspkeHuu 10 1HeW, YacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTaMHUBHPY, B
cpeaHeM, Obla BBIIIE, YeM Yy B3pOCIBIX MAalMEHTOB M MOAPOCTKOB C HOPMAaJbHBIM

HMMYHHUTCTOM, TAKXKE IIOTy4YaBIINX OCCIbTAMUBUDP.
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NAIMEeHTOB B TPYIINE CTAaHAAPTHOM 0361 U 2/2 MalueHTa B TPYIe TBOMHOM 1035I).

Bonpmast 4YacTh MAalMEHTOB-HOCUTENEH  OCENbTaMHBHP-PE3UCTEHTHOTO  BHpyca  Obuia
MH(UIIPOBaHA BUPYCOM I'PUIINA TUIIA A; HOCUTEIHLCTBO UMEJIO MPOJOJKUTENbHBIN XapakTep.
YacroTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHUPY Y JI€TEH, MOITYy4alOIIUX OCEIbTaMHUBUD, B
JBYX HUCCJIEIOBAHUAX 10 U3YYEHHUIO PE3UCTEHTHOCTH cocTaBuia 20.7% (6 nanuenTos u3 29). 13
6 nmereil ¢ OOHapYKEHHOW PE3MCTEHTHOCTHIO K OCENbTaMUBUPY, BO3HHKIICH IIOCIIEC Hayaia
JiedeHus1, 3 MmanueHTa MOoJy4yald CTaHJApTHYIO 103y M 3 — BBICOKYIO (JIBOMHYIO WJIM TPOHHYIO
7103y). Y OOJIBITMHCTBA MAIIMEHTOB ObLT OCTPBIN TUMGOUIHBINA JEHKO3 U BO3pacT < 5 JeT.

Yacrora Pa3BUTHA PC3UCTCHTHOCTU K OCCIIbTAMUBUPY B KIIMHUYCCKUX HUCCICIOBAHUAX.

[TaneHTHI ¢ MyTaMSMU, TPUBOASIIUMHU K PE3UCTEHTHOCTH
[Tomynsiust manueHToB

denotunupoBaHue™®

I'eno- u hbenotunupoBanue™

B3pocibie u nogpocTku

21/2382 (0.88%)

272396 (1.13%)

Hetu (1-12 ner)

71/1726 (4.11%)

7811727 (4.52%)

Munanennsl (< 1 roma)

13/71 (18.31%)

13/71 (18.31%)

* [lomHOE reHOTUIIMPOBAaHKE HE ObLIO MPOBEAECHO HU B OHOM M3 UCCIIEJOBAHUM.

HDOC[)I/UZCZKWIMKCZ cpunna

[lpy mnpueme ocenbTaMHBHpPA C IENBIO TOCTKOHTAaKTHOHW mpodwiaktuku (7  aHEH),
npo(UIAKTUKA KOHTAKTUPOBABIIUX B cembe (10 mHel) u ce3oHHON mpodunaktuku (42 aHs) y
JUI] ¢ HOpMaJIbHOUW (PYHKIIMEH WMMYHHOW CHCTEMBI CIIy9aeB PE3UCTCHTHOCTH K Tpernapary He
OTMEYEHO.

B 12-HegenbHOM WUCCIEIOBaHMM 1O CE30HHOW MPOQPHUIAKTUKE Yy JHUI] C OCIabJIeHHBIM
MMMYHHUTETOM CITy4aeB BO3ZHUKHOBEHUS PE3UCTEHTHOCTH TaK)Ke HE HaOJII01aJI0Ch.

IanHble OMOENbHBLIX KIUHUYECKUX cayuaes u HAOMI00AMENbHBIX UCCIC008AHUL

VYV mnanuveHToB, HE NOMY4YaBIIMX OCEIbTAMHUBHP, OOHApYKEHbI BO3HMKAIOUIME B IPUPOJHBIX

yCIOBHMAX MyTallud BUpycoB rpunmma A u B, Kxoropble oOnamanu  CHU)KEHHOU

qyBCTBUTEIBHOCTbIO K ocenbTamuBupy. B 2008 rogy myramms mo Tumy 3ameHsl H275Y,
MPUBOSAIIAS K PE3UCTEHTHOCTH, OblTa oOHapykeHa Oosee yem y 99% mrammoB Bupyca 2008
HIN1, wmupkymupyrommx B EBpome. Bupyc rpunma 2009 HINI («cBuHOM rpumm») B
OOJIBIIMHCTBE CIyyaeB ObII YYBCTBUTENEH K OCEIbTAMUBUDPY. Y CTOWYMBBIE K OCEIbTAMUBUDPY
MITaMMBbl OOHApPYXEHbl y JHII C HOPMAJIbHOM (yHKIMEH HMMMYHHOM CHCTEMBI W JIMI[ C
Oocina0JeHHBIM  WMMYHUTETOM, TNPUHUMAaBIOIMX  ocenbTaMuBUp. CTeneHb  CHWKEHUS
YYBCTBUTEIHLHOCTH K OCEIHTAMHUBUPY W YACTOTa BCTPEYAEMOCTH TIOAOOHBIX BHUPYCOB MOXKET

OTJIMYATbHCA B 3aBUCUMOCTHU OT CC30HA U PErruoOHa. Y CTOMYHBOCTB K OCCIIbTAMUBHUPY 06Hapy>1<eHa
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TaK ¥ JUIs TPOQUITAKTUKH.

Yacrora BCTPEYaEMOCTH PE3UCTEHTHOCTU MOJKET OBITh BBIIIE y 00Jie€ MOJOJBIX HAIMEHTOB H
NAlMEHTOB C OCJIA0JCHHBIM HMMMYHHUTETOM. YCTOMUYUBBIE K OCEIbTaMHUBHUPY J1aOOpaTOpHBIE
LITAMMBl BUPYCOB TIpHIINIA W BHUPYCHl TIpUIIa OT [ALMEHTOB, IIOJIy4aBIIUX TEPAIHIO
OCEIbTaMUBUPOM, HecyT Myrauuu HedpamuHugazsl N1 u N2. Myranuu, npuBojsimue K
YCTOMYUBOCTH, YaCTO SBIISIOTCS CTICHU(PUIESCKUMU JUTSI TOATUIIA HEHpaMUHNA3bI.

[Ipy mpuHATMM peElIeHUS O NPUMEHEHHU OCEIbTAMMBHUPA CIELYET YUYUTBIBATH CE30HHYIO
YyBCTBUTEIBHOCTh BUpYCa IpUIIa K IpenapaTy (IOCIeIHIO HH()OpMaIUo MOKHO HAaWTH Ha
caiite BO3).

5.2. dapMaKoOKHHEeTHYeCKHUe CBOHCTBA

Abcopbrus

OcenbTaMuUBHp JIETKO BCAchlBAETCA B JKEIYJOYHO-KUIIEYHOM TpaKTE MU IKCTCHCHBHO
IpeBpalaeTcs B aKTUBHBIA META0OJMUT IMOJA JCHCTBHEM IEYEHOYHBIX M KHUIIEYHBIX 3CTEpas.
KoHuenTpanum akTHBHOrO MeTa0ouTa B IJIa3ME KPOBU OIpEAeNsatoTcs B npenaenax 30 MUHYT,
BpeMs IOCTH)KEHUSI MAaKCUMaJIbHOW KOHIIeHTpauuu 2-3 yaca, 1 6osiee yeM B 20 pa3 NpeBbIIAI0T
KOHLEHTpauuu nposiekapcrsa. He menee 75% npuHATON BHYTpPb J03BI NONAJAET B CUCTEMHBIM
KPOBOTOK B BHJE aKTUBHOrO Merabosnurta, MeHee 5% — B BUAE MCXOJHOIO OCEIbTAMHUBHPA.
[InasmMeHHBIE  KOHILIEHTpallMM KaK IpoJieKapcTBa, TaK M  aKTUBHOIO  MeTabojuTa
IIPONIOPLMOHAIIBHBI JO3€ U HE 3aBUCAT OT IIpUEMa MHLIH.

Pacnpenenenue

O6bem pacnipeaenenus (Vss) akTHUBHOTO MeTabonuTa — 23 J1.

[To maHHBIM KCCIIEIOBAaHUI, TPOBEICHHBIX HA KUBOTHBIX, TIOCJIEC IPUEMa BHYTPh OCEIIbTaAMHBHPA
€ro akTUBHBIA MeTabOJUT OOHAPYKHMBAJCS BO BCEX OCHOBHBIX oyarax WHGEKIHU (JEeTKHX,
IPOMBIBHBIX BOJax OpPOHXOB, CIM3UCTON 00O0JOYKE IMOJIOCTH HOCA, CPETHEM yXe€ M Tpaxee) B
KOHIICHTPAIUAX, 00€CTIEYNBAIOIINX TPOTUBOBUPYCHBIHN 2P DEKT.

CBs13b aKTHBHOTO MeTa00JIUTA C OeskaMu I1a3Mbl KpoBH — 3%. CBs3b MpoJieKapcTBa ¢ OeKaMu
miasMbl KpoBU — 42%, 4YTO HEAOCTATOYHO, YTOOBI CIHYKUTh TNPUYMHON CYIIECTBEHHBIX
JIEKapCTBEHHBIX B3aUMOJICHCTBUH.

buorpancdopmarms

OcenbTaMUBHp 3KCTEHCUBHO MPEBpAIIAETCS B aKTUBHBIM METaOONMUT MOJ JIEeHCTBUEM 3CTepas,
HaXOJALIMXCS NMPEUMYILECTBEHHO B neueHH. Hu ocenbTaMMBHp, HU aKTHBHBIM MeTaOOIUT He

SBJISIIOTCS CyOCTpaTaMM WM MHTHOUTOpaMU U30(epPMEHTOB CUCTeMBI ITuTOoXpoma P450.

DIMMHHAINS
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BeiBogutcst (> 90%) B BHIe aKTHBHOTO MeTa0oaHTa H%QMME'EJ@HM'M :'AI:Ilé:i“ll—%%th/’I

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MeTa0OoJIUT HE MOABEpraercs AajbHeWed TpaHchopmaruu M BBIBOAUTCSA Modkamu (> 99%)
nyTeM KIyOO4KOBOH (MIBTpaluu M KaHaubleBOW cexpeuuu. lloyeunsiit kiaupenc (18.8 n/a)
MIPEBBINIAET CKOPOCTh KIIyOOukoBOW (rubrpanuu (7.5 11/4), YTO yKas3bplBa€T HAa TO, 4YTO
OCelNbTaMUBUP BBIBOAMTCS €IE U ITyTeM KaHAJIbLEBON CeKpeluu. Yepe3 KUILIEYHUK BBIBOJUTCS
meree 20% mpuHATOrO oceiabTaMuBUpa. [leproa mMoyBBIBECHUS AKTHMBHOTO METa0OJHTa
6—10 gacos.

IloyeyHas HEIOCTATOYHOCTh

[Tpu nmpumenenun ocenbramuBupa (100 Mr 2 paza B CyTKH B T€UCHHE 5 JHEH) y MAIMEHTOB C
pa3IMYHON CTENEHbIO MOPAKEHUsS IOYEK IUIOIA[b I0J KPUBOM «KOHLEHTpAlus aKTHUBHOIO
merabonuta B maasMe — BpeMs» (AUCcemrammsupa xapSoxcurara) OOPATHO IPONOPLHOHANIBHA
CHI)KCHUIO (DYHKIIUU MTOYEK.

dapMaKOKMHETHKA OCElbTaMUBUpA Yy TMAlKUEHTOB C TEPMUHAJIBHOW CTaaued TOYeqHOMN
HEIOCTaTOYHOCTH (C KIMpeHCOM KpeatnHUHA < 10 MJI/MUH), HE HaXOIAIIUXCS HA THAN3e, HE
U3y4ajach.

IleyeHOUHAs HEIOCTATOYHOCTh

[MoyuenHnbie iN VItro U B UCCIIEIOBAHUSX HA )KUBOTHBIX JaHHbIE 00 OTCYTCTBHU 3HAYUTEIHLHOTO
nosbimeHnst AUC ocenbTaMUBHpa WIM €ro akTUBHOTO METAa0OJHTa MPH HAPYIIEHUH (YHKIUU
IIEYEHU JIETKOM M CpelHEed CTelneHel TsHKECTH ObUIM IMOATBEPXKIEHBl U B KIMHMYECKUX
uccienoBanusix (cm. pazgen 4.2.). besomacHocTh U (dapMakOKMHETHKAa OCElbTaMUBHUpa Y
HAIMEeHTOB € TSDKEIBIMHM HapyIIEeHUSIMUA (QYHKIIMU NIEUEHH He U3y4aach.

[TanmeHThl OYKWJIOTO BO3pacTa

VY mnanuMeHToB MOXWJIOIO M CTapueckoro Bo3pacta (65—78 15er) 5KCrmo3ulus aKTHUBHOIO
MeTaboJIMTa B paBHOBECHOM COCTOSIHUM Ha 25-35% Bblle, 4eM y Oosiee MOJIOJBIX MallieHTOB
IpY HAa3HAYEHUH aHAJIOTHYHBIX 103 oceabTaMuBHpa. [lepron nosnyBsiBeieHNS OCeTbTaMUBHpPA Y
HAlMEHTOB MOXMJIOT0 M CTAPUYECKOr0 BO3PAcTa CYIIECTBEHHO HE OTIMYAJICS OT TaKOBOTO Y
Oonee Momoapix mamueHToB. C y4eToOM MaHHBIX IO OJKCIO3UIMH OCEIbTaMHUBUpPAa H €ro
NEPEHOCUMOCTH MaLMEHTaMH TOXKHUIIOTO U CTApUECKOro BO3pacTa KOPPEKLUH 103kl IPU JICUSCHUN
U npoduIakTUKe rpumnmna He Tpedyercs.

bepeMeHHble )KEHIITUHEBI

B xone oObeauHEHHOro aHalM3a MOMYJISIUOHHON (PapMaKOKUHETHKH ObUIO BBISIBICHO, UYTO
IpUMEHEHHE OCeIbTaAMUBHpA B J103€, yYKa3aHHOH B pasnene 4.2., IpUBOAUT K Ooyiee HU3KOM
HKCMO3ULIMU AaKTHBHOTO MeTabonuta (B cpeaHeM Ha 30% B TeueHHE BceX TPHUMECTPOB
OepeMeHHOCTH) y O€peMEeHHBIX >KEHIIMH MO0 CpPaBHEHHIO C HEOEpEeMEHHBIMU >KEHIIMHAMHU.

Hanmensimas pacuc€THasA OSKCIO3uIHA, TEM HE MCHEC, OCTACTCA BBILIC I/IHFI/I6I/IpyIOHH/IX
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KoHIeHTpanuid (3Hauenus [C95), omHOBpeMEHHO Hak%}ihé;] Elfr—zli'::%io-ll_a%g tﬂgiﬁ%ﬁ%ﬁ%@éﬁoro

BO3JCUCTBUS JJIS psijia IITaMMOB BUpyca rpunma. Kpome Toro, pe3ynpTarbl HaOIIOAaTEIbHBIX
UCCJIEOBAHUM BBIABISIOT II0Jb3y CYLIECTBYIOLIEIO peXUMa JO3UPOBAaHUSA B YKa3aHHOMU
HOMYJSAUUKY MauueHToB. TakuM o0pa3oM, M3MEHEHHE DPEXHMa JO3MpPOBaHUS y OepeMEHHbIX
KEHILUH IPU [IPOBEACHUH TepaluK WIM NPOGUIAKTUKU IPUIIIAa HE peKOMEHyeTcs (CM. pa3zaen
5.1).

HaL[I/IeHTBI C 0CJIa0JICHHBIM UMMVYHHUTCTOM

AHanu3pl MOMYJIALUOHHONW (hapMAaKOKMHETHKH YKAa3bIBAIOT HA yBEJIWYEHHE HKCIO3UIUHU (IO
50%) akTuBHOrO MeTaboJIMTa OCENbTAMHUBUpPA Y B3pPOCIHBIX MalueHToB U nereil (< 18 ner) c
0CJ1a0JIEHHBIM UMMYHUTETOM 110 CPAaBHEHHUIO C MAaLMEHTaMHU ¢ HOPMaJIbHBIM UMMYHHUTETOM (KakK
ykazaHo B pasnene 4.2.). Ilpm 3TOM KIUpEHC KpeaTWHWHA B OITHX TPYIMIax OCTaeTCs
COTOCTaBUMBIM.

Hanuuue CHM)KEHHOTO MMMYHHUTETA Y B3POCIBIX MAlMEHTOB HE TpeOyeT KOPPeKIHH H03bI
OcelbTaMUBHUpA, OJ1arogapsi BEICOKOMY IpeJiery 0e30MacHOCTH aKTUBHOTO MeTabonuTa. AHaIn3
(dapMakOKUHETUKH W (apMaKOJIWHAMHUKH B JIBYX HCCIEIOBAHHUSX C YYacCTHEM IAllUCHTOB C
OcNabIeHHBIM MMMYHUTETOM HE BBISBHJI JIOMOJHUTEIBHOTO 3HAYMMOIO MPEUMYyIIeCTBa MpU
JTOCTHKEHUH SKCIIO3UIIMU BBIIIE TAKOBOW MPH MPUMEHEHUH CTaHIAapTHOM J03bl. Tem He MeHee, y
B3pOCJIbIX MMAIMEHTOB C MOPAKEHUEM ITOYEK J103bl HEOOXO0IUMO KOPPEKTUPOBATH B COOTBETCTBUH
¢ uH(popMaIue, mpeacTaBIeHHON B pa3zaene 4.2.

eTH

@®apMakOKMHETHKY OcCelbTaMMBHpa M3ydasn y Jered or | roma po 16 ser B
(apMaKOKMHETUYECKOM HCCJIEIOBaHUU C OJHOKPAaTHBIM IIPUEMOM OCEJIbTaMHUBHpAa U B
KJIMHUYECKOM MCCIEAOBAaHUU 10 M3YyYEHUI0 MHOTOKPAaTHOTO TIpUe€Ma OcCeJlbTaMUBHpaA Y
HeOoJbIIoro yncia erei B Bo3pacte 3—12 net. CKopocTh BbIBEICHHSI aKTUBHOTO METa00JIMTa C
MIONPABKOM Ha Maccy Teljla y JeTel MIIaIIEro BO3pacTa BbILIE, YEM Y B3POCIBIX, YTO IPUBOJUT K
6onee Hu3kuM AUC 1o OTHOILIEHUIO K KOHKpeTHOU J1o3e. [IpueM ocenbramuBrpa B 103€ 2 MI/KT
Y OJTHOKpaTHbIX /103 30 Mr mwin 45 Mr B COOTBETCTBUU C PEKOMEHIALIUSMU 110 JIO3UPOBAHUIO JIJIS
JETEW M DKCTEMIIOPAIBHOMY INPUTOTOBJICHUIO CYCIIEH3MH, NPUBEICHHBIMU B pasnenax 4.2. u
6.6., obecneunBaer Takyro xke AUC ocenbramuBupa KapOOKcHiaTa, Kakas JOCTUTaeTcs y
B3pOCJIBIX I1OCJI€ OJHOKPATHOrO MpHeMa Kallcyibl ¢ 75 Mr oceiabTaMHBHpa (UTO HKBUBAJIEHTHO
npumepHo 1 Mr/kr). @apMakoKHHETHKA OCETbTaMUBHUpA y AeTel crapiie 12 jeT Takas ke, Kak y

B3POCJIBIX.
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(MOCNEODBATENBEHOCTE 0004)

5.3. JlaHHbIe JOKJIUHHYECKOH 0e30IacHOCTH

JloknuHuYeckue JaHHble, TOJYYEHHbIE Ha OCHOBAaHMU CTAaHAAPTHBIX HWCCIEAOBAHUHN 10
U3y4eHHIO  (papmakosormueckoil  0e30macHOCTH, T'E€HOTOKCHMYHOCTH W XPOHHYECKOH
TOKCUYHOCTH, HE BBISIBUJIM 0CO0OI OMAaCHOCTH JIJISl YeIOBEeKa.

KaHI11eporeHHOCTh

PesynbTarsl 3-X MccnenoBaHUi 10 BBISBJIECHUIO KAHIIEPOT€HHOTO MOTEHIMANA (ABYX 2-X JIETHUX
UCCIIEOBAaHMM Ha Kpbicax M MblIIaxX JJIg OCEIbTaMUBUpPAa M OAHOIO 6-TH MECSYHOIO
UCClIeIoBaHMsT Ha TpaHcreHHelx Mblmax Tg:AC g akTuBHOro Merabosurta) ObuM
OTPULIATEIIbHBIMU.

MyTareHHocTb

CTaHZ[apTHBIe IFCHOTOKCUYCCKUEC TCCThI IJId OCCIIbTaMHUBUPA U €TI0 AKTHUBHOT'O MeTaboIuTa OBLIH
OTPHULATCIIbHBIMU.

Bnusanue Ha d)CDTI/IJ'IBHOCTB

OcenpramuBup B 03¢ 1500 MI/KT/CyT HEe BIMSUI HA TEHEPATHBHYIO (YHKIIMIO CaMIIOB U CAMOK
KpBIC.

TepaToreHHOCTh

B uccnenoBanusx o n3yuyeHUIo TEPaTON€HHOCTU ocelbTaMuBHpa B fo03e 10 1500 mr/kr/cyt (Ha
Kpbicax) U 10 500 mr/kr/cyr (Ha KpoJMKax) BIMSHUS Ha SMOpHO-(eTanbHOEe pa3BUTHE HE
oOHapyxeHo. B uccnenoBaHusX M0 M3yYEHUIO aHTEHATAJIbHOIO M IOCTHATAJIbHOTO INEPHOJOB
pasBUTHsL y KpbIC IPU BBEJCHMM ocenbTamuBupa B Jo3e 1500 mr/kr/cyr HaOaromanoch
yBEJIMYEHUE MEpUoJia POJOB: TMpeaena Oe30MacHOCTH MEXAY SKCIO3MIMEH [UIs YeloBeKa U
MaKCUMaJIbHOW HE okazbIBaroien dddexra n1030# y kpbic (500 Mr/Kr/cyT) mjisi ocenbTaMUBUpPa
Boilie B 480 pa3, a Juisl €ro akTMUBHOTO MeTtaboimta — B 44 pasza. DKCMoO3ulus y TUIoa
cocraBisna 15-20% oT TakoBOH y MaTepH.

IIpouee

OcenbTaMUBHpP W €TI0 aKTHBHBIA METAa0OJIUT MPOHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KpBIC.
CornacHO OrpaHMYEHHBIM JaHHBIM OCEJIbTAMHUBUDP U €r0 aKTUBHBIM METaOOIUT MPUHMUKAIOT B
IpyJlHOE MOJIOKO desjoBeka. Ilo pesynapTaraM 5SKCTpamoOSLMU JAaHHBIX, IOJYYEHHBIX B
UCCIICIOBAaHUSX Yy JKMBOTHBIX, HX KOJHWYECTBO B TPYIHOM MOJIOKE MOXXET COCTaBIIAThH
0.01 mr/cytku u 0.3 MI/cyTKH, COOTBETCTBEHHO.

[Mpumepro y 50% mNpOTECTHPOBAaHHBIX MOPCKHUX CBHHOK TPH BBEJCHHH MaKCHMAJIBHBIX 103
AaKTUBHOW CYOCTaHIIMM OCeJIbTaMHUBHpa HaOI0Jalach CEHCUOMIM3AaNs KOXKU B BUJIE SPUTEMBI.
Taxoke BBIABICHO 00paTUMOE pa3paXKeHue Iia3 y KPOJIHKOB.

B TO BpeMs kak OudeHb BBICOKHE MepopajbHble OJHOKpPATHBIE A03bI (657 MI/KI U BBIIIE)

OoCClIbTaMHMBHUpAa HE OKa3blBaJll BJIIMAHHA Ha B3POCIbLIX KPBIC, MAAaHHBIC [JO3bl OKa3bIiBaJln
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. (N0E OB HOCTE Q004
TOKCHUYECKOE JIEUCTBUE HA HE3PEIbIX 7-THEBHBIX ,I[CTCHI‘)HJIEPI'-IUBEILC',% TWJTG'J]J‘I‘/IBO,HI;}JIH/I K

rubenu KUBOTHBIX. HexenarenbHbIX 3¢ (ekToB He HAOII0AAI0Ch IPU XPOHUYECKOM BBEICHUU B

no3e 500 mr/kr/cyt ¢ 7 o 21 AeHb MOCTHATAILHOTO MTEPHOIA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Kpaxman npexenaTuHu3upoBaHHbIN
[ToBumon K-30

Kpockapmemnnosa HaTpust

Tanbk

Hatpus creapundymapar

CocraB Karcyisl TBEPION XKETATUHOBOU Ne 2

Kenatun

Turana quoxcuy (E171)

Kpacurenb xenes3a okcu xentoiii (E172)

Wumurokapmun (E132)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 roga.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpanuTs npu Temrneparype He Boie 25 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

ITo 7, 10, 14 xamncyn B KOHTYpHYIO SYEMKOBYIO YHNAKOBKY W3 TUIEHKH MOJIUBUHWIXJIOPUIHOW U
(bonbru atOMUHUEBOH MEYaTHOM JTaKUPOBAHHOI.

Ilo1,2,3,4,5,6,7, 8,9 unu 10 KOHTYpHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKIMEHN MO
MEAMIIMHCKOMY MPUMEHEHHUIO TOMELIAIOT B Na4YKy KAPTOHHYIO.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  TNPH  YHUYTOKEHUHM  HMCHOJH30BAHHOTO
JICKAPCTBEHHOI0  Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCJA¢ NPHMEHEHHUs!
JICKapPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIyJsiiiM C penapaToM

DKCTEMIIOPATBLHOE IPUTOTOBJIEHHE cycrieH3un OcMuBup Meancop0d

B cnydasx, koraa y B3pocibIX, OJPOCTKOB U JETEH CYIIECTBYET MmpoliemMa ¢ MporiaTbiIBAaHUEM
KaricyJl WM NMPH HAIWYMM MPU3HAKOB «CTapeHHs» Karcysl, HEOOXOAMMO OTKPHITH Karcyiay U
BBICHINIATh €€ COJEP)KUMOE B HEOOJNbIIOE KOJMYECTBO (MakcUMajabHO | daifHas JOXKa)

MOAXOSIIETO MOCIANIEHHOTO MPOAYyKTa MUTaHus (cM. pasnen 4.2.) s TOTOo, YTOOBI CKPBITh
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roppkuii BKyc. CMech HEOOXOAMMO TIIATEIHHO nepéplle_{f;é—llg%: %iﬁ%;,EJ;l[l&Eﬁ:éhl]_y:' 11|EJIIII7}II<OM

CrnenyeT nporjaoTUTh CMECH Cpa3y K€ MOCIE MPUTOTOBICHHUS.

Ecnu manmentam tpedyetcs 103a 75 Mr, To HEOOXOIMMO CIIEI0BATh CIEAYIOIIUM HHCTPYKIIHSIM:
1. llepxa oxgny karcyny 75 mr mpemnapata OcmuBup Meaucop0 Haj MalleHBKOW €MKOCTBIO,
aKKypaTHO PAaCKpPBITh KarCyJly U BbICHINIATh HOPOLIOK B EMKOCTb.

2. JloGaBuTh HeOONbIIOE KOMWYECTBO (HEe Oonee | dYaillHOW JIOKKH) TOJXOJSIIETO
[OJICJAILEHHOT0 MPOYKTa MUTAHUA (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOILIO IIEpEMENIaTh.

3. TmwarenpbHO nepememiaTb CMECh M BBIIUTH €€ cpa3y ke Iocie npurotosieHus. Eciu B
€MKOCTH OCTaJIOCh HEOOJbIIOE KOJIMYECTBO CMECH, TO CJEIYEeT OIOJOCHYTh EMKOCTh
HEOOJIbIIUM KOJIMYECTBOM BOJbI U BBIIIUTH OCTABILYIOCS CMECH.

Ecnu nmaumentam tpebyroress 10361 30—60 Mr, TO Ui MPaBUIBHOTO JO3UPOBAHUS HEOOXOIUMO
CJIEZIOBATh CIENYIOIIUM UHCTPYKLUAM:

1. Jlepxa oany xamncyiny 75 mr mpenapata OcmuBup Meaucop0 HaJ MalleHbKOM €MKOCTbIO,
AKKypaTHO PACKPBITh KaICYIy U BBICHIIATh IOPOLIOK B EMKOCTb.

2. JIoGaBuTH B MOPOMIOK 5 MJI BOABI C IMOMOIIBIO INMPHIA C METKaMH, IOKa3bIBAIOIINMHU
KOJINYECTBO HAOpaHHOM KUAKOCTH. TIIaTeNbHO epeMeliaTh B TeUEHUE 2 MUHYT.

3. HaOparp B mmpuil HEOOXOIUMOE KOJMYECTBO CMECH M3 EMKOCTH COIJIaCHO Tabiaulam,
IIPUBE/ICHHBIM BBILIE.

Her neoOxomumoctu B 3a00pe HEPACTBOPEHHOTO OEJOr0 IOPOIIKA, MOCKOIBKY OH SIBISETCS
HEaKTHBHBIM HamosiHuTeneM. HakaB Ha mopiueHb INNpHIA, BBECTH BCE €0 COAEPKUMOE BO
BTOPYIO eMKOCTh. OCTaBUIYIOCS HEUCIIOIb30BAHHYIO CMECh HEOOXOJUMO BBIOPOCHTH.

4. Bo BTOpyl0 €MKOCThb J100aBUTh HEOOJBIIOE KOJIUYECTBO (HE Oosiee 1 dalHOW JIOXKKH)
MOJIXOJSAIIET0 MOJCJIAIEHHOIO MPOAYKTa MUTAHUSA, YTOOBI CKPBITh FOPbKHI BKYC, U XOPOILIO
nepeMeniarh.

5. TmatenpbHO mepememaTh CMECh W BBIMUTH €€ cpa3y ke Mmocie npurorosieHus. Eciu B
€MKOCTH OCTaJIoCh HEOOJIbLIOE KOJIMYECTBO CMECH, TO CIEAYeT OINOJOCHYTh €MKOCTh
HEOOJIBIINM KOJIMYECTBOM BOJbI U BBITUTH OCTABILIYIOCS CMECH.

[ToBTOpsiiTE NaHHYIO NPOLIEYPY NEPEN KaKIbIM IIPUEMOM IIperapara.

HWHCTPYKIIUK 10 IPUMEHEHHUIO, O6DaH_IeHI/IIO U YHUYTOXKCHUTIO

[Tonmananue neKapCTBEHHBIX MPENapaToB B OKPYXKAIOUIYIO Cpely IOHKHO OBbITh CBEAEHO K
MUHHUMYMYy. He cienyer yrwimsupoBarh npemnapar ¢ NOMOIIBIO CTOYHBIX BOJ MJIM BMECTE C
OBITOBBIMU OTXOAaMHU. 10 BO3MOXXHOCTH HEOOXOAMMO HCIIONB30BaTh CHEHMATbHBIE CHUCTEMBI

AJId YTUIIN3all U JICKAPCTBCHHLIX ITPCIIapaToB.
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7. TIEPJKATEJb PETUCTPALIMOHHOTO[Y1I0CTOBEPEHMS | =/ 1EHOCTS 0004)

Poccniickas @enepanvs

AxuunonepHoe obmiectBo «Menucopo»

614101, ITepmckuii kpai, 1.0. [lepmckuid, r. [Tepmsb, yi. [lpuvansnas, 1. 1B, k. 1.
Tenedon/dakc: (342) 259-41-41

E-mail: info@medisorb.ru

7.1. Hpe)lCTaBI/ITe.TIL AepiraTeist pErMCTPaAalMOHHOI0 Yy1oCTOBEPECHUS

[Iperen3un HOTDC6I/ITGJI€I71 HaIpaBJIATH I10 aAPECY.

Poccuiickas @enepanus

Ak1moHepHoe obmectBo «Menucopo»

614101, Ilepmckmii kpai, r.0. [lepmckui, r. [lepms, yiu. [Ipuuanshas, a. 1b, k. 1.
Tenedon/dakc: (342) 259-41-41

E-mail: info@medisorb.ru

8. HOMEP PETUCTPALHMUOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMM (ITIOJATBEPXKJIEHHS PETMCTPAIIUMN,
NEPEPEI'MCTPALIUN)

Jlata nepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JeKapcTBeHHOro mnpenapara OcmuBup MenucopO aocTynmHa Ha
UHPOPMALIMOHHOM TmopTaie EBpasuilckoro 5KOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

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