COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 28.06.2023 N2 12056

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

OBupenuc, 75 Mr, KarcyJibl.

2.  KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

JleficTBy1o1I1€€ BELIECTBO: OCEIBTAMUBUD.

Kaxxnas karcymna coaepxut 75 Mr ocenbramuBupa (B Buae pocdara).

[TonHbIl nepeueHb BCIIOMOIaTeNIbHBIX BEILECTB NIPHBEIEH B pa3zeie 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

Kamncysr.

TBepaplie xenaTuHOBbIe Karcyiasl Ne 1 ¢ KopiycoM M Kpblmedkoi 6enoro msera. Conepxumoe
KaIrlCyJj — MOPOIIOK 0e10ro 1y 0enoro ¢ xKeaToBaThIM OTTEHKOM IIBETA.

4.  KIMHHUYECKHUE JAHHBIE

41. IloxazaHus K NpUMEHEHUIO

OBupenuc noka3zaH K IpUMEHEHHUIO JUIS:

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

e Npo(UIAKTUKY I'PUIMIA Y B3POCIBIX U MOJPOCTKOB B BO3pacTe crapiie 12 jer, HaXoAsImxcs
B IpylNnax IMOBBIIIEHHOTO PUCKAa MH(DUIMPOBAHMS BUPYCOM (B BOMHCKHUX YaCTAX M OOJIBIINX
MPOU3BOJICTBEHHBIX KOJUIEKTHUBAX, Y OCIA0JCHHBIX NAllUEHTOB);

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

4.2. PeuM 103UPOBAHMSA U CIIOCOO MPHUMEHEHU s

PexxuM 103upoBaHus

Bspocnvie

Jleuenue

[Tpuem mpenapara He0OOXOIUMO HAUMHATH HE TIO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHSI CHMIITOMOB
3a00JIeBaHUA.

PexoMennyemas no3a: mo 75 mr 2 pa3a B CYTKH BHYTPb B TE€UEHHUE S5 THEW. YBEIWYEHHE HO3bI
6osee 150 MT/CyTKHM HE MPUBOUT K YCHIICHHIO Y (DeKTa.

Hpodunaxmuxa

[Tpuem mpenapara HEOOXOAMMO HAaUYMHATh HE MO3/HEE 2 CYTOK IOC]e KOHTAKTa ¢ 3a00JEeBIIUM
YEJIOBEKOM.

Pexomennyemas no3a: mo 75 Mr 1 pa3 B CyTkM BHYTph B TeueHue He meHee 10 gHel mocie
KOHTAaKTa ¢ 3a00JIeBIIUM 4elI0BEeKOM. Bo Bpemsi ce30HHOM snuaeMun rpumnmna — mno 75 mr 1 pa3 B

CyTKd B TeueHue 6 Henenb. [Ipodpunakrnyeckoe AEWCTBUE MPOIOJIKAETCS CTONBKO, CKOJIBKO
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TENEHOCTE 0002)

JUIATCSI IPUEM MpeTapara. (NOCNEOQDBA

Oco0BbIe IPVIIILI MAIKEHTOB

Tayuenmoi ¢ nopasicenuem novex

Jleuenue

[Taruentam ¢ KJIMpeHCOM KpeatnHuHa Oosiee 60 MIJI/MHH KOpPpeKIMH J03bI He Tpedyercs.
Y mamueHToB ¢ KiIupeHcoM kpearuHuHa OoT 30 mo 60 MiI/MUH 703y OCElbTaMHUBUpA CIEIYET
ymeHbuTh 10 30 Mr gBa pasa B CyTKM B TeueHHe S5 nHel (cMm. pazgen 6.6., mompasnen

«IKCTEMITIOPATLHOES IPUTOTOBICHUE CYCIIEH3UH OCCJ'II)TaMI/IBI/IDa»).

VY manueHToB ¢ KiMpeHcoM KpeatnHuHa OT 10 mo 30 Mi/MHH 103y OCelbTaMHUBHUpA CIIEIYET
yMeHbIUTh 10 30 Mr oIMH pa3 B CyTKH B TedueHue 5 mHeil. [lanmentam, Haxomsmmmcs Ha
MOCTOSTHHOM T€MOJIMajinu3e, OCEIbTaMUBHP B MEpPBOHAYAIBHOU 03¢ 30 MI' MOKHO NMPHUHATH JI0
Hayajga JMain3a, €Clid CUMIITOMBI TPUIA MOSBHIMCH B T€UeHHE 48 4acOB MEXIYy CeaHCaMH
muanuza. Jns momnep)kaHus IJIa3MEHHOW KOHIIGHTpAallMM Ha TepaneBTUYECKOM YPOBHE
OCEJIbTAMHUBHUD cJeAyeT npuHuMaTh 1mo 30 Mr mocje Kaxaoro ceaHca auanusa. llamuenTtam,
HaxXOJAIIMMCS HAa T[EPUTOHEATHHOM JHaliu3€, OCEIbTAMUBUP CJEAYyeT NpPUHUMATh B
nepBOHaYaIbHOM J103¢ 30 Mr J0 Hayajga NpoBEACHUS auain3a, 3aTeM 1o 30 Mr Kaxxaeple 5 aHEH.
dapMaKOKMHETHKA OCelbTaMUBHpA Yy TMAalKUEHTOB C TEPMUHAJIBHOW CTaaueld TOYEHHOMN
HEJ0CTAaTOYHOCTHU (C KIMpeHCOM KpeaTuHHHA < 10 MJI/MUH), HE HaXOAS’IIMXCS Ha AUATU3E, HE
u3ydanachb. B CBSI3M C 3TUM PEKOMEHJAlMM TIO0 JIO3MPOBAHUIO y JAHHOM TPYMIBI MAIlUEHTOB
OTCYTCTBYIOT.

TIpodunaxmuxa

[TatiuenTam ¢ KIUpPEeHCOM KpeaTWHHHA Oosiee 60 MII/MUH KOPPEKIMH J03bI HE TpeOyeTcs.
VYV nmanueHToB ¢ KiauMpeHcoM kpeatnHuHa oT 30 mo 60 Mi/MHH 103y OCelbTaMUBUpA CIIEIYET

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

OPUTOTOBJIICHUEC CYCIICH3UNU OCGHLTaMI/IBI/IDa»).

VY marnueHToB ¢ KiaupeHcoM kKpeatuHuHa oT 10 10 30 MJI/MUH PEeKOMEHIYETCS YMEHBITUTD 103y
ocenpTamuBrpa 10 30 mr yepes naeHb. [lanmenTam, HaxoAAIMMCS Ha IOCTOSSHHOM T€MOIHaIN3e,
OCelIbTAMUBUP B TN€pBOHAYadbHOM J03¢ 30 Mr MOXHO MPHUHATH [0 Hauyajga Jguain3a
(«1-# ceancy). [nst momnepkaHUs MIa3MEHHOW KOHIIGHTpAIlMM Ha TEPareBTUYECKOM YpPOBHE
OCEJIbTAMHUBUD CJIEAyeT MPUHUMATH 110 30 MTI MOCIEe KaKI0TO MOCIEAYIOIEr0 HEYETHOIO Ceanca
nuanusa. [lanueHtam, HaxoASUIMMCS Ha TEPUTOHEATBHOM [IHAIU3€, OCEIbTAMUBHUP CIEIYET
MPUHUMATh B MEpBOHAuYaIbHON 03¢ 30 MI 40 Hayaia MpoBEACHUS auanu3a, 3areMm mo 30 mr
Kaxable 7 nHed. DapMakOKMHETHKA OCEIbTAMUBHPA y NALMEHTOB C TEPMUHAIBHOW CTagueu
MOYEYHON HEJOCTATOYHOCTU (C KIMpeHcoM KpeaTnHuHa < 10 MJI/MMH), HE HaXOJSAIIMXCS Ha

IUanuse, He u3ydaliach. B CBSI3W ¢ 3TUM pEeKOMEHAALMU MO JAO3MPOBAHUIO Y TAHHOM TPYIIIbI
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(NOCNEQCBATENEHOCTE 0002)

MAIMEHTOB OTCYTCTBYIOT.

Tayuenmui ¢ nopasicenuem nevenu

Koppexkiuu 10361 11pH JIeueHUH 1 MPO(UIAKTUKE TPUIINA Y TAIIMEHTOB C HapyIIeHueM (YHKIUU
IICUEHH JIETKOM M CpeHeN CTENeHH TSHKECTH He TpedyeTcs. bezomacHocTs U papMaKkOKMHETHKA
ocelbTaMUBUPA y NALIMEHTOB C TSDKEJIBIMU HapyIIEHUAMH (QYHKIIMM IEUEHU HE U3y4allach.
Tayuenmuvr nodicunoz2o u cmapuecko2o ozpacma

Koppexkiun 10361 17151 TpO(UITAKTUKY WK JICYSHUS TPUIIIA He TpeOyeTcsl.

Tayuenmoi ¢ ocnabrennviM UMMyHUMeEmMoM (nocie mpancnaanmayuu,)

Jleuenue

PexoMmeHn0BaHHAsT NPOAOKUTENBHOCTh  TEpPalMM  OCENbTAMUBHUPOM y MAllMEHTOB C
ociabieHHBIM UMMyHMTETOM cocTaBisger 10 nnell. Koppekuumum no3p1 He Tpebyercs
(cm. pasgen 4.8. u vactp 5.). [Ipuem mpenapara HEOOXOAUMO HAYMHATH HE MO3JHEE 2 CYTOK C
MOMEHTA Pa3BUTHsI CUMIITOMOB 3200JI€BaHHU.

Cesonnas npoqbwzakmuka

Jist ce30HHON MPO(HIAKTHKY TPUITA Y MAIMEHTOB ¢ OCIa0JIEHHBIM HMMYHHUTETOM B BO3pacTe
> 1 roga — B TeueHue 12 Henenb, KOPPEKLHMHU 03I HE TpeOyeTcs.

eTu
Iloopocmxu 6 6o3pacme om 12 0o 18 n1em
Pexxum no3upoBaHMsl y MOJPOCTKOB B Bo3pacte oT 12 go 18 ser He oTiMyaeTcss OT pexuma
JIO3UPOBAHUs y B3POCIIBIX 10 BCEM 3asiBJICHHBIM IOKA3aHUAM K IIPUMEHEHHUIO.
Hemu 6 6o3pacme om 1 200a do 12 nem
Jleuenue
[Ipuem npenapara He0OX0IMMO HAYMHATH HE MO3HEE 2 CYTOK C MOMEHTA Pa3BUTHUSI CUMIITOMOB
3a00JIeBaHMUA.
Jetu ¢ maccoit Tena > 40 Kr, KOTOpbIE YMEIOT MPOTJIaTbIBaTh KaICYJbl, TAKKE MOTYT IOJy4aTh
JIeYeHHE, IPUHUMAs 110 OJTHOMU Karcyse 75 Mr 2 pa3a B CyTKH B T€UEHUE 5 THEH.
Hns mereit B Bo3pacTte OT 1 roma BO3MOXKHO DKCTEMIIOPAJIbLHOE MPUTOTOBJIEHUE CYCIIEH3UH C

UCMOJNb30BaHUEM Karcyal 75 wMr (cm. pazzgen 6.6., moapasnen «IKCTeMIOpalbHOE

OPUTOTOBJICHUE CYCIICH3UNU OCCJILTaMI/IBI/IDa»).
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[Ip¥MeHATh OCENBTAMMBHD CIlEIyeT 2 pa3a B CM::-!;EJE;@%&@H?HE&BJ CoPrdcro

HIDKETIPUBEICHHOM TabmuIle:

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

[Ipodunaxmuxka

[Tpuem npenapara HEOOXOAMMO HAauMHATh HE MO3JHEE 2 CYTOK IOC/e KOHTAKTa ¢ 3a00JIeBIINM
YEJI0OBEKOM.

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

Jns nereit B Bo3pacte oT 1 roga BO3MOYKHO 3KCTEMIIOPAJIbHOE MPUTOTOBJIEHUE CYCIIEH3UM C

UCIIONIb30BaHWEeM Karcyn 75 wmr  (cm. pazgen  6.6., moapasnaen «IKCTEMIIOPAIbHOE

OPUTOTOBJIICHHUEC CYCIICH3UNU OCGHLTaMI/IBI/IDa»).

[TpumensaTs ocenpramMuBup cieayeT 1 pa3 B cyrku B TeueHue 10 1HeH coryacHo

HIDKEIIPUBEICHHOM Tabmuie:

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

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

> 40 kr 75 Mmr 5 M

Hemu 6 6o3pacme om () 0o 1 200a
bezonacHocTh 1 3¢ dexTuBHOCT Npenapata OBupenuc y aered B Bo3pacte oT 0 10 1 roga Ha
JTAHHBIF MOMEHT He ycTaHOBJCHBI. OCeIbTaMUBHP HE CIIeyeT Ha3Ha4YaTh AeTAM 10 1 rona.

Crroco0 nmpruMeHeHus

BuyTps, BO Bpemsi bl UM HE3aBUCUMO OT IIpUEMa MUIIIH.
[TepenocumocTs npenapara MOXKHO YIYUIIUTh, €CIIM TPUHUMATD €0 BO BPEMSI €]IbI.
B cnydasx, koraa y B3pocibIX, MOJAPOCTKOB U JETEH CYIIECTBYeET npoliemMa ¢ MporiaTbiIBaHUEM
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oT 28.(
He6Gitbinoe KomtdeeTro

10 B &
KaIcyi, HE00XO0INMO OTKPBITh KaIICYJly U BBICHIIATHh ee' ajfz[epqlgd%fdg"]}

(MakcumanbHO 1 uyaliHasg JI0KKa) NOAXOJALIET0 IOJCIALIEHHOIO IPOJAYKTa IUTaHMS
(LIIOKOJTAHBINA CHPOII C HOPMAaJIBHBIM COJIEp)KAaHHEM caxapa Win 0e3 coaep)kaHus caxapa, Mel,
CBETJIO-KOPUYHEBBIM caxap WJIM CTOJOBBIM caxap, pacTBOPEHHBIH B BOJE, CIaJKUH Jaecepr,
CTYILIEHHOE MOJIOKO C caxapoM, 0JI0UHOE MIope WIN HOTypT) Ul TOr0, 4YTOObI CKPBITh TOPbKUI
BKyc. CMech HEOOXOAMMO TIIATEIBHO MEpeMelIaTh M JaTh MalnueHTy neiaukoM. Crenyer
IPOIJIOTUTH CMECH CPa3y K€ M10CII€ IPUTOTOBICHMUS.

WMHCTpYKIMKM 10 HSKCTEMIIOPalbHOMY IPUIOTOBJIEHHIO CYCIIEH3MM OCEIbTAMUBUpPA IEpeN
MIPUMEHEHUEM CM. B pazjiene 6.6.

4.3. TIpoTHUBONMOKA3aHMA

e [ 'unepuyBCTBUTENBHOCTh K OCEJIbTAMUBHUPY WJIM K JIIOOOMY U3 BCIIOMOIaTElIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzene 6.1.;

® TepMHHAIbHAS CTAUS MIOYEYHON HEIOCTATOYHOCTH (KJIMpEHC KpeaTrnHrHA < 10 Mi1/MuH);

® TspKellas IeYCHOYHAask HeI0CTaTOYHOCTb.

4.4. OcoOble yka3aHHSl M Mepbl IPEeJOCTOPOKHOCTH IIPH IPUMEHEHUH

OcenpTamMuBHp YPPEKTHUBEH TOJBKO B OTHOLICHUU 3a00JI€BaHMS, BRI3BAHHOT'O BUPYCOM TPHIIIIA.
Jannbie 00 3¢ (GEeKTUBHOCTH OCeIbTaMHUBHpa NP Tepanuu 3a0osieBaHUll, BHI3BAaHHBIX WHBIMU
areHTaMu, OTCYTCTBYIOT (cM. pazaen 5.1.).

Ogupenuc ne agnaemcsa 3aMeHol 6aKUUHAY L.

Hcnonp3oBaHne ocenpbTaMUBUpPA HE JOJKHO BIUATH HA OLIGHKY MAllMEHTOB MPU MPOBEIECHUU
€XXET0IHOM BaKIMHAIMY IPOTUB TPUIIIIA.

3amuTa OT TpuNIa JUIMTCA TOJIBKO A0 TEX NOp, MOKA MPUMEHSIETCS OCEIbTaMUBUD.

[Ipenapat cineayeT MCNONb30BaTh TOJNBKO JUISl JIEUEHUS U MPOQMIAKTHKU TPUIIA U TOJBKO B
cllydae, €M JOCTOBEPHBIE SMUIEMUOIOTHYECKUE JaHHbBIE YKa3bIBAIOT HA TO, YTO BUPYC I'pUINa
LHUPKYJIUPYET B OOLIEeH MOMyIALUH.

UyBCTBUTENBHOCTh LMPKYJIUPYIOIIMX INTAMMOB BHpyca TpUIINAa K OCEIBTAMUBHUPY MOXKET
CHJIbHO BapbHpOBaTh (CM. pazzen S.1., myHKT « Pesucmenmuocmo).

Takum o0Opa3zom, MpU Ha3HAUEHUU IMpernapaTa HEOOXOAMMO YUHUTHIBATh CaMyIO IMOCJEIHIOI
JOCTYIHYIO HH(POPMAIIHUIO O YYBCTBUTEIBHOCTH LIUPKYIUPYIOLIET0 BUPYCa K OCEIIbTAMHUBHPY.

Tspxemoe conyTcTBYIOIICE 3a00¢BaHUE

Jannsle o Oe3omacHOCTH U 3((EKTUBHOCTH NPUMEHEHHS OCeIbTaMHBHpa y MAIUEHTOB C
JIOCTaTOYHO TSKEJIBIM COMYTCTBYIOIIMM 3a00JIEBaHUEM WM HECTaOMJIbHBIM COCTOSIHUEM,

npeamnojgaratomuM roCruuTam3annto, OTCYyTCTBYIOT.
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OT 2o Uo ZULa

TENEHOCTE 0002)

100 =
[armmeHTsl ¢ 0cIabIeHHBIM HMMYHHUTETOM (MOCNEOCEA

O¢ddekTuBHOCT OCENbTAMUBUpPA TPHU JICUCHUH WM NPO(UIAKTHKE TPUMNA Yy HAIMEHTOB C
0CJIa0JIEHHBIM MMMYHUTETOM YETKO HE ycTaHoBieHa (cM. paszaen S5.1.). OnHako y B3pOCIBIX
HalMEHTOB C OCIA0JCHHBIM HIMMYHUTETOM JICYEHHE IPUIIIA CIeTyeT MPOBOJUTE Ha MPOTHKCHUH
10 nHel, Tak Kak KIMHUYECKHWE HCCIICIOBAHUS INpH Ooyiee KOPOTKOM Kypce Tepamuud He
POBOIMIINCH.

Cep):[eqHa;I/ AbIXAaTCIbHAAg HCAOCTATOYHOCTD

D¢ GhEeKTUBHOCTh OCENbTAMUBUpPA TPH JICUCHHH WIM NPO(UIAKTHKE TPHUIMINA y TAIMEHTOB C
XPOHUYECKOU CEPJICYHON W/WJU JIbIXaTeIbHON HEJO0CTAaTOYHOCTHIO HE YCTaHOBJICHA. B naHHOM
MONYJSLUMA TAIIMEHTOB YacTOTa BO3HUKHOBEHHSI OCJIOXHEHUH OblIa COMOCTaBUMa B TPYIIE
JIeYEHUs U TpyIIe mianedo.

IloyeyHass HEIOCTATOYHOCTD TSKEJION CTEEHHU TSHKECTH

Y B3poOCHBIX NAalMEHTOB M MOAPOCTKOB (13-17 1er) ¢ Tsxenol CTeneHblo MOYeYHOU
HEJIOCTATOYHOCTH TP JICUEHWH W TPO(PHUIAKTUKE TPUIIIA PEKOMEHIYETCS KOPPEKIHS 03B
Knunuueckue naHHble Ui KOPPEKIMH J103bl Y MJIAACHIIEB U AeTeil (B Bo3pacte oT | roma u
cTapimie) ¢ TOYEeYHOW HEIOCTAaTOYHOCThIO OTCYTCTBYIOT (cM. pasmen 4.2. u 5.2.).

IIcuxOHEBPOJOTHUECKHUE HAPYILICHUS

VY mnauueHToB (B OCHOBHOM Yy JET€H M MOJAPOCTKOB), MPUHMMABIIUX OCEIbTAMHUBHUpP, ObUIM
3aperucTpUpOBaHbl NCUXOHEBpOJOruyeckre HapyiieHus. [logoOGHbIe MCHUXOHEBPOIOrHUECKUE
HapylIEeHUs TaK K€ OTMEUYEHbl y NAlUMEHTOB C TPUIIIOM, HE MOJY4YaBIIUX OCEIbTaMHUBHP.
Crnenyer TIaTenbHO MOHUTOPUPOBATh MALIMEHTOB HAa IIPEIMET U3MEHEHUI B IOBEIEHUH, PUCK U
10JIb3a MPOJIOJIKEHUS TePANIUU JOJKHBI ObITh OLEHEHBI JUIsl KaXKI0T0 MallMeHTa HHANBUAYaIbHO
(cm. pazmen 4.8.).

eTH
JlanHble N OHpeneneHUs 03bl Y HEJOHOIICHHBIX AE€TeH (MOCTKOHLENTYaJbHBIA BO3pacT
< 36 Hemenb) OTCYTCTBYIOT.
4.5. B3ammopeiicTBMe ¢ APYIrMMH JIeKAPCTBEHHbIMH IIpenaparaMd W JApyrue BH/bI
B3aUMOJACHCTBUA
dapMaKOKMHETHUYECKUE CBOMCTBA OCEIbTaMUBUPA, TAKHE KAaK €r0 HU3Kasl CTETIEHb CBA3BIBAHUS C
Oenkamu ¥ MeTabonu3M, He 3aBUCHUMBbIN OT u3odepmenta CYP450 u cucreMbl TIOKYpOHUIA3
(cm. pasmen 5.2.), He [mAlOT OCHOBaHWM MpeanojaraTh HaJIMYUEe KIWHUYECKH 3HAYUMBIX
B3aUMO/ICCTBUH MO YKa3aHHBIM MEXaHU3MaM.
[TpoGenerma
Koppekuuu 110361 mpu OAHOBPEMEHHOM MPUMEHEHHH C MPOOEHEUHUIOM Y TMalUEHTOB C

HOpMaJIbHOW (pyHKITHMEH 1modek He Tpedyercs. OqHOBpeMEHHOE MPUMEHEHHE C MPOOCHEIHIOM,
6
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MOIIIHBIM UHTUOUTOPOM aHHMOHHOM KaHabLIEeBOH ceredﬁdl:ﬁ:h—!)Elgé;?iﬁ:ﬂ_&GE IQ:JELQI;'QI:HOM}/

YBCIMYCHUIO OKCIIO3UIIUH aKTUBHOI'O MeTaboauTa OCCJIbTaMHUBHPA.

AMOKCHUIIMIUINH

Kunernueckoe B3aUMOJCHCTBHE OCEIbTAMHBHPA W aMOKCHIM/UIMHA (BBIBOISILIEIOCS TEM JKE
IyTEM, YTO M OCCIIbTAMHBHP) OTCYTCTBYET. [Ipemonaraercs, 9To KOHKYPEHIIUA OCEeIbTaMUBHPA
32 BBIBEACHHUE [MIOYKAMU cJiadasl.

BriBennenne ¢ Mouon

MasnoBeposTHbl KIMHUYECKH 3HAYMMBIC MEKJICKapCTBCHHBIC B3aMMOJICWCTBUS, CBSI3aHHBIE C
KOHKYPCHIIMEH 32 KaHAIBIEBYIO CEKPELHUIO, IPHHUMAsi BO BHUMaHUE pe3epB 0€30IacHOCTH s
OOJIBLIIMHCTBA HOI[O6HI>IX npemnaparos, IMYTH BbIBCACHUSA aKTUBHOI'O MeTa6OHI/ITa oCClibTaMHBHUpa
(xryOoukoBast (GWIbTpalMs W aHUOHHAS KaHAIbLEBAs CEKPEUus), a TakKe BBIBOISIIYIO
CIOCOOHOCTh Kaxaoro u3 myTed. OJHAKO NPUMEHSATh OCENbTAMUBUP B KOMOWHAIMH C
npenapatamM, WMCHIOIIUMH  Y3KYIO IOIUPOTY TEPaNeBTHYECKOro JCWCTBUS  (HampuMmep,
XJIOPIPOIIAMH/T, METOTpeKcat, (PeHUII0yTa30H), HEOOXOAMMO C OCTOPOKHOCTHIO.

,Z[OHOJ'IHI/ITCJII)HBJI I/IHd)O‘[)MaIII/Iﬂ

He oOHnapyxeHO (apMaKOKMHETHYECKMX B3aMMOJEHCTBHM MEXIYy OCEIbTaMMBUPOM WM €ro
OCHOBHBIM META0O0JIUTOM IPU OJHOBPEMEHHOM IIPHUEME C MapaleTaMoJIOM, alleTHIICATUIIIOBOM
KHUCJIOTOM, LMMETUIUHOM, AaHTAIUJHBIMH CpEIACTBAMHM (MarHUsl W QJTIOMUHHUS THUIPOKCHUJ,
KaJbIUsl KapOOHAT), pUMaHTAaIMHOM WM BappaprHOM (y NAlMEHTOB 0e3 rpuIina, CTaOUIbHBIX
Ha BapdapuHe).

4.6. DepTUIBHOCTD, 0€PEMEHHOCTH U JAKTALUSA

bepeMeHHOCTB

HeGnaronpusitHelii ncxo OEpeMEHHOCTHM W aHOMAJWM pPa3BUTUS IUJI0JA, a TaKXKe PHCK
CEPbE3HBIX BPOXKJIEHHBIX IOPOKOB PAa3BUTHsA, B TOM YHUCIIE BPOXACHHBIX IIOPOKOB CEPILA,
CBsI3aHBI ¢ 3a00JIEBaHUEM I'PUIIIIOM.

Bbonbioe KoIu4ecTBO JAHHBIX O BO3ACUCTBUU OCEIbTAMHUBUPA y OEPEMEHHBIX JKEHIIMH B XOJIe
MOCTMApPKETUHTOBOTO MPUMEHEHHs U HaOII0JaTeNIbHBIX HccienoBanuii (6onee 1000 marmeHTOB
Ha TIEPBOM TpUMECTpe OEpeMEHHOCTH) HE€ YKa3bIBalOT HU Ha IOPOKH pa3BUTHS, HU Ha
(beTo/HeoHaTaTbHYI0 TOKCUYHOCTh OCEITbTaMUBHPA.

Opnako B OJHOM HAONIOAATEILHOM HCCIEIOBAaHUM PE3YJbTaThl OLIEHKH PHUCKA pPa3BUTHS
TSDKENBIX BPOXKJIEHHBIX MOPOKOB CEpJilla, AMATHOCTUPOBAHHBIX B TeueHue 12 MecsleB mocie
pOXJIeHUs], He OBLIM OJJHO3HAYHBIMM, XOTS OOIIMK PUCK TOPOKOB PA3BUTHUS U HE OBLT YBEJINUEH.
B naHHOM MccnenoBaHMM 4YacTOTa Pa3BUTHS TSDKENBIX BPOXKIEHHBIX IOPOKOB CepAla Iocie
MIPUMEHEHHUS OCEIbTAMHUBHUPA B TEYCHHUE MEPBOTO TpUMECTpa OepeMeHHOCTH cocTaBisiia 1,76 %

/ MJIaICHIICB U3 397 OepeMEHHOCTEH) IO CPABHEHHIO C 1,01 % npu OepeMEHHOCTH B 061116171
7
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NOMyJsiuK 0e3 MPUMEHEHUsI OCeIbTaMUBHpPa DTHomeﬁﬂé:'i;ﬁ—&%%:ﬁﬁ:@gt%'%gge@ﬂ;%hmﬁ

unrepsain 0,51 mo 5,98).

Knuandeckoe 3Ha4eHHE JAHHOTO pe3yiabTaTa M0 KOHIA HE SCHO, TaK KaK MCCIEIOBAaHUE MMEIIO
OTPaHUYCHHYIO MOIIHOCTb.

Kpome Toro, ucciegoBanue ObLIO HEIOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTH IOCTOBEPHYIO
OL[eHKy OTOCIIBHBIX KaTeFOpI/II\/'I TAXKCIIBIX HOpOKOB paSBI/ITI/ISI; HpI/I 3TOM JAaHHBIC y JKCHIIMH,
HpI/IHI/IMaBH_II/IX H HEC HpI/IHI/IMaBH_II/IX OCCJIBTaMI/IBI/Ip, HC MOTIJIN 6BITL ITOJIHOCTBIO COIIOCTaBUMBI,
HE3aBHCHMO OT TOTr'0, OOJICIIN JIM OHH TPHIIIIOM.

HccnenoBanus Ha )KMBOTHBIX HE YKa3bIBAIOT HA PEIPOIYKTHBHYIO TOKCHYHOCTD OCEIIbTAMUBHpPA
(cm. pazmen 5.3.).

[TpuMmeHeHrne oceNbTaMUBHpPA MPU OEPEMEHHOCTH BO3MOXKHO B ClTydae HEOOXOJIUMOCTH M TIOCIIE
OIICHKH HUMEIOIIeHCcs HHpOpMaluu O O€30MacHOCTH M 10Jb3e (MH(OPMAIMIO O I0JIb3e
NpUMEHEHHs TMpernapara y OCpEeMEHHBIX JKEHIIWH CM. B mojapaszaene S.1., mompasuen

«Knmanueckas 3P QeKTUBHOCTh W 0€30IaCHOCTh», NYHKT «Hccredosanusi ecmecmeeHHOuU

2punno3nou uHgexyuuy, TONNYHKT «/leueHue epunna y OepeMeHHblX HCeHUWjuH»), a TaKKe
MaTOT€HHOCTU HUPKYJIUPYIOLIEro NITaMMa BUpyca IpUIIIIa.

JlakTauus

Bo BpeMsi JOKIMHUYECKUX UCCIEIOBAaHUN OCETbTAMUBHP U aKTUBHBIA META0OIUT MPOHUKAIIU B
MOJIOKO JIAKTUPYIOIIUX KpbIC. J[aHHBIE MO AKCKPEUHH OCETbTAMUBHPA C TPYAHBIM MOJIOKOM Yy
YeJI0BEKA U IPUMEHEHUIO OCEIbTAMUBHUPA KOPMALIMMHU KEHIIUHAMH OTPAHUYECHBI.
OrpaHuyeHHbIE JaHHBIE IMOKa3bIBAIOT, YTO OCEIbTAMHUBHP M €ro AaKTUBHBIH MeTabonuT B
HEOOJIBIINX KOJIMYECTBAX IPOHUKAIOT B TPYAHOE MOJIOKO, CO3/[aBas CyOTEeparneBTHYECKUE
KOHIIGHTpAIllMd B KPOBU TpyaHOro peOeHka. [Ipu Ha3zHaueHUM oOcCeNIbTaMUBUpA KOPMSIIUM
JKEHIIIMHAM CJIelyeT TaKKe YYUThIBaTh HMX COMYTCTBYOIIEe 3a0olieBaHHE W MATOTEHHOCTh
HUPKYTUPYIONIEr0 IITaMMa Bupyca rpumma. [lpu OepeMeHHOCTM W B MEPUOJ TPYAHOTO
BCKapMJIMBaHUs OCEIbTAMUBUP MPUMEHSIOT TOJIBKO B CiIy4ae, €CIU OKHUJaemas sSiBHas MOJib3a
JUTST KOPMSITIIEH MaTepu MPEBBIIIAECT PUCK JIJIsT peOCHKa.

DepTUabHOCTD

Ha ocHOBaHMM JOKJIMHMYECKMX JaHHBIX HE O0XXHMJIAeTCs, 4TO OCEIbTaMUBHUp BIUSAET Ha
(GepTHIBHOCTH MY>KYHMH HJIH XKEHIIMH (CMOTpH paszzaen 5.3.).

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMM H padoTaTh ¢
MeXaHU3MaMH

[Ipenapat He BiuseT, TMOO OKa3bIBaeT HE3HAUMUTENILHOE BIMSHUE HA CIIOCOOHOCTH YIPABIATH

TPAHCIIOPTHBIMU CPCACTBAMU U MEXaHU3MAaMH.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(NOCNEQCBATENEHOCTE 0002)

4.8. HexenarejJbHble peaKIUU

Pesrome npoduiist 6e3onacHocT

O6umii mpodunp 0Oe30macHOCTH OcCeNbTaMUBHpPAa OCHOBaH Ha JaHHBIX 6049 B3poCibIX
MAalUEeHTOB/TIOAPOCTKOB U 1473 neTelt ¢ rpumnmnom, moy4aBIIuX OCEIbTAMUBHP WM ILIaIedo, a
Takke Ha AaHHBIX 3990 B3pOCHBIX MAIMEHTOB/TIOJPOCTKOB M 253 JETeH, MOoIydaBIINX
OCENbTAMUBUDP WM IIanie00/He IMONYYaBIIUX TEPANUU B KIMHHUYECKUX HCCICIOBAHUSAX I10
npoUIaKTUKE TPHIIIIA.

Kpome Toro, 199 B3pocibix NalMeHTOB C OCHA0JICHHBIM HMMYHHUTETOM MOJYUYUIH
OCEeNbTaMHUBHUDP JJs JedeHus rpunmna, u 475 NauueHToB C OciIabJeHHbIM HMMYHHUTETOM
(B Tom umcne 18 nereit, 10 U3 KOTOPBHIX MOIy4yaId OCEIbTAMHUBHUP M 8§ — IJanedo0) MoIydyuiIu
OCeIbTaMUBUP WIIH TUTANEe00 It MPOPUITAKTUKA TPHIIIIA.

Y B3pOCIHBIX MalMEHTOB/TIOPOCTKOB Hanbosiee YacThIMU HexenaTenbHbIME peakuusmu (HP) B
XO0Jle KJIMHUYECKUX HCCIICJIOBAaHUN JIEYEHHUs] Tpumma ObUM TOIIHOTa M PBOTA, a B XOJe
UCCIIEIOBAaHMIA TT0 TPOPUIIAKTUKE — TOLTHOTA.

BonpmmacTBO yKazanHbIx HP OblmM 3aperucTpupoBaHbl OJHOKPATHO B TEPBBIA WM BTOPOH
JIEHb T€paluy U CIIOHTAHHO Pa3pellaiuCh B TEUEHUE NociIeayrommx 1-2 qHei.

VY nereit HauOosee yacto Berpevaronieiics HP Oputa pBoTa.

V GonbiMHCTBA MAMEHTOB JlaHHble HP He mpuBOoAMIN K OTMEHE TEparii 0CeTbTaAMUBUPOM.
Cepresnbie HP, nepeuniciienHble HUXKE, peIKO OTMEYAIUCh C MOMEHTa BbIXOJa Ipernapara Ha
PBIHOK: aHa(HMIaKTUYECKWe W aHA(pUIAKTOUIHBIE pPEaKlMH, HAPYIICHHUs CO CTOPOHBI MEYEHU
(pynpMUHAHTHBIN TeMAaTUT, HapylleHWe (PYHKIIMU TEYEHU U KENTyXa), aHTMOHEBPOTHUECKHIA
otek, cuHApoM CrtuBeHca-J[PDKOHCOHA ¥  TOKCHMYECKHH  dSNHAECPMAlIbHBIM  HEKPOJU3,
YKEITYTOYHO-KHUIIIEYHOE KPOBOTEUEHUE M HAPYIIICHHS CO CTOPOHBI HEPBHOM CHCTEMBI U TICUXHKHU
(cm. paznen 4.4.).

Crnrcok HeXenaTeNbHbBIX PeakInil mpeacTaBieH B TAOIHMUHOM opMaTe HUXKeE.

TabanuHoe pe3IOME HEXKENATSIbHBIX PEaKIMH

JIyis omMcaHUs YaCTOTHI HEKEIaTeIbHBIX PEaKIMi MCIOIB3YETCS CIEAYIOIIas KiacCu(uKalus:
oueHb 4acto (> 1/10), gacro (> 1/100, Ho < 1/10), Hewacto (> 1/1 000, HO < 1/100), peaxo
(> 1/10 000, Ho < 1/1000), ouens pemxo (< 1/10 000), yacrora HeusBecTHa (HA OCHOBAHUHU
UMCIOIINXCS JAaHHBIX OICHUTh HEBO3MOKHO). COOTBETCTBYIOMIAS KATETOPHUS MPHUCBAUBACTCS
HE)KETATEIbHBIM —~ PEaklIusM Ha OCHOBAaHHU OOBEAMHEHHOTO aHaIM3a  KIMHUYECKHX
HCCIIEIOBAHU .

Jleuenue u npogpunakmuxa spunna y 3pocivix u noOpoOCmKo8

B Tabmuue 1 npencrasnenst HP, Bo3HukaBime Hanbosiee 4acTo mpu npueMe peKOMeHI0BaHHOK

J03bl OCETbTAMHUBHUPA B MCCIEAOBAHUAX IO MPO(UIAKTUKE U JICYCHUIO TPUIINA Y B3POCIBIX U
9



noApocTkoB (75 Mr 2 pa3a B CyTKHM B TE€UYCHHU

10 6 HeNenb [Tl MPO(UIIAKTUKH ).

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 28.06.2023 N= 12056

> 5 el Wl ek W75 Mt Tpad 87y ricu

B wuccnenoBanusx mo mOpoQuIAKTHKE Tpumna npoduib Oe30MacHOCTH Yy TMalueHTOB,

MOJIy4aBUINX PEKOMEHJOBAaHHYIO 103y ocenbTamuBupa (75 Mr 1 pa3 B cytku g0 6 Hezenb),

Ka4€CTBCHHO HC OTJIMYAJICA OT TaKOBOI'0 B MCCICIAOBAHUAX IIO JICHCHHIO I'PUIIIA, HECMOTPSA Ha

OoJiee NIUTEIbHBIN IPHEM IIpenapara.

Ta@zuua 1. Hesicenamenvnvie PeAKyUlU, 6bliA6lIEHHbLE 6 X00€ KIUHUYECKUX UCCIe008AHUL NO

npoqbwzakmuke U jedyenuro cpunna ocelbmamueupom y 63pocCiblX nayuernos u I’lOOpOCWlKO@ uniu

8 X00€e NOCMMAaPKeMmuH208020 HAOII00eHUs.

HexenarenbHble peakuuu, pacnpe/ejeHHbIe COrIACHO YaCTOTe BbIABJIECHHUS
Cucremno-
OpPraHHbIN KJIACC
Ouenn
Yacro Heuacrto Peako
4acTo
Bpounxut, Herpes
simplex,
HUngpexyuu u Ha30(apHHTHT,
UHBA3UU uHeKIH
BEPXHUX
NIBIXaTeNbHBIX
MyTeH, CHHYCUT
Hapywenus co
CMOPOHbL KPOBU U TpomboruTore-
aumebamuveckou HHS
cucmembl
Hapywenus co Amnadunakruyec-
Py Peakiiun b
CMOPOHbI KH€ PEaKIIHH,
. TUTIEPUYBCTBUTEIh-
UMMYHHOLUL aHa(UIIAKTOU/I-
HOCTH
cucmembl HBIC PEaKINU
BbecmokoiicTBo,
aHOMaJILHOE
MOBEJCHUE,
TPEBOKHOCTb,
CITyTaHHOCTh
Tcuxuueckue co3HaHwus, Open,
HapyweHus JIeNUpHi,
raJuIIoIMHAIINAH,
HOYHBIE KOIIMApBHI,
npuyuHEeHne cebde
TEJIECHOIO
TTOBPEIKICHUS
Hapywenus co
Py _ | Tonosnas BeccoHHMIA W3menenne co3HaHus,
CMOPOHbI HEPBHOU GoIlb
CyZIOpOTH
cucmembl

10
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——
Hapywenus co UL TTELUBATE] I:H_”.I_l- ey
apynrcHue
CIMOPOHYL Op2aHa
3peHHus
3peHust
Hapywenus co
Py Aputmus
cmopomwlL cepoya
Hapywenus co
CHIOPOHDI
OdvixamenvHoll Kames, 601s B
cucmembl, Op2aHos ropie, puHOpe:
2PYOHOU KIemKU U
cpedocmenus
PBorta, 0076 B Kemynouno-
JKenyoouno- KUBOTE (BKITIOUAs KHIIEYHbIE
Kuueynvle Tommora | Gomb B BepxHel KPOBOTEUEHHS,
HapyueHus 4acTH KHBOTA), reMopparu4ecKuii
JCTICTICHS R —
DyIbMUHAHTHBIN
Hapywenus co [ToBbI1ICHHE
renaTur,
CMOPOHYL Neuenu U AKTUBHOCTH
MeYeHOYHAsS
HCENUEBBIBOOAUUX «TI€YEHOYHBIX»
y HEIOCTATOYHOCTH,
nymeu (bepMeHTOB
rernaTuT
AHTMOHEBPOTU-
YEeCKHUH OTEK,
MyJbTH(OpMHAS
Hapywenus co Y $op
JpUTEMA, CHHAPOM
CMOPOHBL KOJCU U OK3ema, IepMaTHT,
Crusenca-
HOOKOJICHBIX CBIIb, KpPaIMBHULIA
. JxoHcoHa,
mKaue .
TOKCHYECKHH
ANUAEPMATIbHBII
HEKPOJIN3
boib,
TOJIOBOKpYKe-
Obwue napyuienus Hue (BKIIOUAS
U peakyuu 6 mecme BETHTO),
seedens YTOMJISIEMOCTb,
nuxopajaka, 6016
B KOHEYHOCTSIX

Jleuenue u npoghunaxmuxa epunna y oemeti

B xinHHYeckux HCCenoBaHMSIX OCEIbTaMHUBHUpPA MpPH JICUEHUU TPUMNA MPUHUMAIU ydacTue
1473 pebenka (BKJIIOYas 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 Tepamuio OCeIbTaMUBUPOM B
JIEKapCTBEHHOU (opMe «cycrneHsus». Bcero 158 mereit mosydanu peKOMEHIOBAHHYIO /103y

ocenpTaMuBUpa | pa3 B CyTKH B MCCIIEOBAHUAX MOCTKOHTAKTHOW MPO(UIAKTUKN B JOMAIIHUX
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ot 28.06.2023 N= 12056

ycnoBusx (N = 99), B 6-HeJENBHBIX MCCIEAGBAHUAX ':@Q&ﬁlg%';ﬁ;%&g%%%Tﬁﬁ':lz':'é-l:@) u

12-HenenbHBIX HCCICIOBAHUSAX CE30HHOW MNPO(PHIAKTUKH Yy TAIMEHTOB C OCIa0JICHHBIM

ummynuterom (N = 10).

B Tabmume 2 mnpencraBiensl HP, nHambosee dvacto cooOmaemple B X0j€ KIMHUYECKHX

WCCIICIOBAHUH Y JIETEH.

Ta@zuua 2. Heocenamenvuvle PeAKyuUl, 6bliA6lIEHHblE 6 X00€ KIUHUYECKUX UCCIe008AHUL NO

npouiakmuke u 1e4enuio epunna ocerbmamueupom y oemeil (0oza om 30 me 0o 75 me 6

3aeucumocmu om 8o3pacma/seca)

CucTeMHO-OpraHHbIA

KJ1acc

HesxenaTenbHble peakiuu, pacnpenejeHHbIe COTJIACHO YaCTOTe

BbISIBJICHUSA

OuyeHb YacTo Yacro Heuacto Peako

Hugpexyuu u uneazuu

Cpennunii oTUT

Hapywenus co cmoponul

H€p6H01/7 cucmembl

I'omoBHas 00116

Hapywenus co cmoponwi

opeana 3penus

KOHBIOHKTHBUT
(BKITIOUAs
MMOKpacHEHHE TJIa3,

BBIZICIICHHS B OOJTB)

Hapyenus co

Hapywenus co cmoponul CTOPOHBI
Bboub B yxe
op2awna cyxa u 1abupunma OapabanHOI
NEePETIOHKU
Hapywenus co cmoponul
Karmrens,
ObIXaMeNbHOU CUCEMDL,
3aJI0’)KEHHOCTh Punopes
opeano8 epyOHOl KIemKu u
HOCa
cpedocmerus
Bons B xuBOTE
(BxTIO9as 60Jb B
Kenyoouno-kuuieynvie
PBota BEPXHEH 4aCTH
HapyuleHus.
KHUBOTA),
JUCIIeIICHs,

12



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 28.06.2023 N2 12056
MOCHEOQEATENEHOCTE 0P02)
TOIITHOTA
Hepmatur
Hapywenus co cmoponbi (BrIIIOUAs
KOACU U NOOKOINCHBIX aJUIEPTUYECKUM U
mKaHeti ATOMUYECKUH
JIePMAaTHT)

OmnmncaHue OTACIBHBIX HEXKEIATSAbHBIX PeaKITUM

Hapywenus co cmoponbl HepeHOU cucmembl U NCUXUYECKUe HapyuleHus

['punmo3Has WHQPEKIUsT MOXET AacCOIMHUPOBATHCS C  PA3NUYHBIMH  HEBPOJIOTHYECKUMHU
CHMIITOMaMU M W3MEHEHUWSMH IIOBEICHHS, BKJIIOYAs TaKHE CHMITOMBI, KaK TaJUIIOIMHAIINY,
JIEeTUPUA M aHOPMAaJbHOE IOBEJCHHWE. B HEKOTOpBIX CiIydasX OHHM MOTYT NpPUBECTH K
CMEPTEIBHOMY UCXOY.

JlaHHbIE SIBIIEHUS MOTYT BO3HUKATh KaK Ha (OHE Pa3BUTHA SHUE(PAIONATHU WIN dHIEe]aTuTa,
TaK M OTAEIBHO, 0€3 SBHOTO TSHKEIOT0 3a00IeBaHMS.

B mocTMapKeTHHrOBBIX COOOIICHHSX y MAIMEHTOB, KOTOPHIE IOJNy4ald OCEIbTAMHUBHP IS
JICYCHUA TpuIina, OTMCYAINCh CYAOPOrn H IIGJII/IpI/If/'I (BKJ'IIOLIaH TakKu¢€¢ CHMIITOMBI, KakK
HapyIIeHHE CO3HAHUS, CITyTaHHOCTh CO3HAHUS, aHOPMaJIbHOE MOBEACHNUE, Ope 1, TaJUTIOIMHALINY,
0eCIOKONUCTBO, TPEBOXKHOCTb, HOYHBIE KOIIMAapbl). OTH CIydyal pPEIKO CONPOBOXKIAIUCH
OMACHBIMU JUISl JKU3HU AKTMBHOCTSMHU WM JIETAJIBbHBIM HCXOJIOM. JlaHHBIE sBIEHUS ObLIH
3apeTUCTPUPOBAHBI B OCHOBHOM CPENU JIETEH M MOJIPOCTKOB U YaCTO MMENTM BHE3AITHOE HAYAIIO U
OBICTpOE pa3pelIeHuE.

Ponp  ocenmpTammMBHMpa B Pa3BUTUM  JIaHHBIX  SIBJICHMH  HEW3BECTHA.  YKa3aHHbIE
IICUXOHEBPOJIOrMUYECKUE HApYILIEHHs TakKe ObLIM 3aperucTpUpOBaHbl Y MAIlMEHTOB C TPUIIIIOM,
HEC NMOJTy4YaBIIUX OCCIIbTaMHUBHUD.

Hapywenus co cmopoHul neuenu u sHceniesbleo0aumux nymei

HapymeHHﬂ CO CTOPOHBI MNEYCHU U KCTUYCBBIBOAAIINX HYTeﬁ, BKJIIOYas IeriaTuT U IIOBBIINICHUEC
AKTUBHOCTH «II€YEHOUYHBIX» (EpMEHTOB, OTMEYAJIUCh Yy MAlMEHTOB C TPUMIINONOJOOHBIM
3a0o0eBaHNEM. YKa3zaHHbIE SIBJICHHUS TAKKE BKJIIOYAIU (PyTbMUHAHTHBIA renaTuT/IeueHOYHYIO
HEAOCTAaTOYHOCTH C q)aTa.]'H)HBIM HCXO0a0M.

[Tpoune ocoObIe MOMYJISAIINNA

ITooicunvle nayuermsl U nayueHnivl C XpOHMIlQCKOZZ cepdelmoﬁ u/unu - ObIxamenibHou
He0OCmMAamo4HOCMbiO

HOHy.]'I?II_[I/IH, BKJIIOUCHHAas B UCCICAOBAHMA 110 JICYCHHUIO I'PHUIIIIA, COCTOsIa U3 B LICJIIOM 310POBBIX
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5.2023 N= 12056

R
OT 2o Uo ZULa

B3POCIIBIX/IOIPOCTKOB M TALUMEHTOB TPYIIBI | PUCKA '(sz;%:;(_lga;i;ﬁ‘ﬁ; Edeki6bkiterit :i*'iS;Ihna,

HarpuMep, MOMYJSIUS MOXKWIBIX MAIMEHTOB W TMAlMEHTOB C XPOHUYECKOW CEpACHHOU WIU
JIBIXaTeNbHOM HEeI0CTaTOYHOCTHI0). B menom mpogunb Ge3omacHOCTH mpenaparta y ManueHToB
IPYIIbI prcKa ObLI COMIOCTABUM C TAKOBBIM Y B IIEJIOM 3JJOPOBBIX B3POCIBIX/MIOIPOCTKOB.
Tayuenmsi ¢ ocrabreHHbIM UMMYHUINEMOM
Jledenue rpunma y TAIUMEHTOB C OCJIA0JICHHBIM HMMYHHTETOM OIICHHBAJIOCH B JBYX
KJIIMHUYECKUX UCCIEIOBAHUSAX: MAIMEHTHI MOJy4aiu CTAaHAAPTHYIO 103y UJIM MOBBIIICHHYIO 103y
(1BOMHYIO WM TpOWHYI) ocenbramuBupa (cMm. pazgen S.1.). Ilpoduns Oe3omacHoCTH
npenapara, HaOMIOJaeMblii B JAaHHBIX HCCIIEIOBaHHSIX, ObUI COMOCTAaBUM C TaKOBBIM B
MOPEABIYIIUX KIMHUYECKUX HCCIEAOBAHUSAX, B KOTOPBIX OCEIbTAMUBHUD TPUMEHSIICS IS
JICYCHUS TMAIMEHTOB C HOPMAJIbHBIM UMMYHHTETOM CPEIId BCEX BO3PACTHBIX TPymn (30pOBHIE
NAlMEHThl WIM TAIUEHThl U3 TPYMIbl PUCKA, HAIpUMEp, C AbIXaTeIbHOW W/MIU CepACUHOU
HEJ0CTaTOYHOCTHI0). Hanbonee yacTbIM HexelaTeNbHBIM SIBICHUEM Yy JETel ¢ OCIa0JeHHBIM
UMMYHHUTETOM ObLTa pBOTa (28 %0).
B xome 12-HemenpHOrO WCCIENOBaHUSA 1O mpodmiakTuke Tpunma y 475 MalueHToB ¢
ocnabieHHBIM UMMYHHUTETOM (BKJIIOYast 18 nmeteit B Bo3pacrte ot 1 1o 12 net u crapiie) npoduib
0e3omacHOCTH B rpynmne oceiabTamuBupa (238 mamueHTOB) OBLT COMOCTaBUM C paHee
Ha0JI0/1aeMbIM ITpoduieM ocenbTaMUBHPa B KIMHUYECKUX UCCIIEOBAHUSIX 1O MPO(UTIAKTUKE.
eTH
Jlemu (0o 1 200a)
B nByx wuccrnenoBanusx (apMakOKWHETHKH, (apMaKOJUHAMHUKKA U Tpouis Oe30MacHOCTH
OCeJIbTAMHUBHUpPA, B KOTOPHIX MpUHUMaNK ydactue 135 nmereir B Bo3pacte 10 1 roga ¢ rpuriom,
npodunab 0€30MacHOCTH Mpemnapara ObUI CONOCTaBMM B Pa3IMYHBIX BO3PACTHBIX IpyMMax.
Haubonee yacto cooOniaeMbpIMU HeXelaTeIbHBIMU SBICHUSMU MIPH 3TOM OBLIH PBOTA, AUApES U
orpesiocTsb (cM. pazzen 5.2.).
JlaHHbI€ O JETSIX B MOCTKOHLIENITYaJbHOM BO3pacTe /10 36 HelelNb HeJJOCTaTOYHBI.
Jlannble o 0e30macHOCTH MPUMEHEHMsI OCeIbTaMHUBUpPA MU JICYEHUH Yy JIeTel B BO3pacTe 10
1 roma momy4eHsl M3 MPOCMEKTUBHBIX M PETPOCIEKTUBHBIX HAOMIOJATENBHBIX HCCIEIOBAHUI
(Brimrovanu Oonee 2400 meredt maHHOTO BO3pacTa), MCCIEAOBAHUN SMUAEMHOIOTHYECKHX 0a3
JAHHBIX U TOCTMApKEeTUHroBOTO HaOmoaeHus. IIpoduns GezomacHocTn y nmeredd m0 1 roma
COIIOCTaBUM C U3BECTHBIM IpoduieM 0e30MacHOCTH y AeTel B Bo3pacte 1 roja u crapiie.
Hemu ¢ 6ponxuanbHoU acmmoii 8 aHamuese
B nienom npoduine HexenaTenbHBIX Peakiuil y aerei ¢ OpOHXUaNbHON acTMON B aHaMHe3e ObLI
COIIOCTaBUM C TaKOBBIM B II€JIOM Y 37J0POBBIX JI€TEH.

COO6H_ICHI/IG O ITOAO03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX
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COOTBETCTEBYET ZKCINEP T_H OMY OTUETY

ot 28.06.2023 N= 12056

BaxkHO C€OOOmAaTE O TOJO3PEBAEMBIX HE enaTenﬂﬂ,'I_?'i:-W%{ EhbHe Bér'l;{cﬂn:iunm

JICKApCTBCHHOT'O IIperiapaTa C LCJIbIO obecrnecueHuUs HCIIPCPBIBHOI'O MOHUTOPHUHI'A COOTHOUICHUA
«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCriapara. MeauInHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA
COO6H_IaTB (6] JIFOOBIX IIoJ03pE€BACMBIX HEXCIIaTCIIbHBIX peaKkuuax JICKApCTBEHHOI'O
Impemapara qepes HallMOHAJIbHBIC CHCTEMBI COO6HICHI/I$I 0 HEXCIIaTCIIbHBIX

pPE€aKknuaX rocyaapCTtB — 4ICHOB EBpaSHﬁCKOFO 9KOHOMHUYECKOI'O COKO3a.

Poccniickas @enepanus

109012, MockBa, CnaBsHCKas Iuiomanb, 1.4, ctp.l

OenepanibHas ciryx0a Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Tenedon: +7 800 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBkKa

B OospmimHCTBE cilydyaeB MEpelo3UpOBKa B XOJE€ KIMHUYECKHUX MCCIENOBAaHUNM U IIpU
MOCTMApKETUHTOBOM  NPUMEHEHHH OCEIbTAMHBHpPA HE COMNPOBOXKIANACH KAKHUMHU-THOO
HE)KENaTeNIbHBIMU  SIBJICHHSIMH. B OCTalnbHBIX  CIIy4asX CHMIITOMBI  MEPEeI03UPOBKHU
COOTBETCTBOBAIIN HEXEIIATEIbHBIM SIBICHUSM (CM. B paszene 4.8.).

5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. dapmakoguHaMHU4YeCKHe CBOHCTBA

®apMakoTepaneBTUYeCKass TpyIa: MNPOTUBOBUPYCHBIE CpPEJICTBA CHCTEMHOTO JEHCTBUS;
IPOTUBOBUPYCHBIE CPEJICTBA MPSIMOT0 IEHCTBHS; HUHTMOUTOPHI HEHPAMUHU/IA3bI.

Kon ATX: JOSAHO2.

Mexanusm geiicTBus

[MpotuBoBUpycHBII npenapaT. OceabTaMUBUDP SBISETCS MPOJIEKAPCTBOM, €ro aKTHBHBIN
mMeTabonuT (ocenbramuBupa kapookcunar, OK) — 3¢ ¢exkTHBHBIA U CeNeKTUBHBIA MHTUOUTOP
HelipaMHHMIa3bl BUPYCOB Tpumma Tuna A u B — ¢epMeHTa, KaTaau3upyrollero mnpouecc
BBICBOOOXK/ICHHSI BHOBH OOpA30BAHHBIX BUPYCHBIX YACTHIl W3 WH(QHIMPOBAHHBIX KIETOK, HX
NPOHUKHOBEHUS B HEMH(UITMPOBAHHBIC KJIETKH IIIUTENUS IbIXaTeIbHBIX MyTeH U JalbHEHIIero
pacnpocTpaHeHusl BUpyca B opranu3Me. TOpMO3UT pocT BHpyca rpumnma in Vitro u momasisieT
PETUTMKAIIMIO BUPYCa U €ro MaTOreHHOCTH IN VIVO, YMEHBIIAET BBIJCJICHUE BUPYCOB TpHIna A U
B u3 opranmsma. Konnentpamus OK, HeoOxoaumas 1jisi HHTHOMPOBAHUS HEWpaAMUHUIA3BI Ha
50 % (ICsp), coctaBnsier 0,1-1,3 HM mnst Bupyca rpunmna A u 2,6 HM s Bupyca rpumma B.

Menuana 3nauenuii ICsp a1 Bupyca rpunna B Heckonbko Bblle ¥ cocTaBisieT 8,5 HM.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 28.06.2023 N= 12056

TENEHOCTE 0002)

Knuanueckast 3 eKTHBHOCTD U 0e30IMacHOCTh (MOCNEOCEA

Knunuyeckas s¢hpghexmusnocmo

B mpoBeneHHBIX HCCIENOBAaHHMAX OCENbTAMUBUDP HE OKa3bIBAI BIHMSHHUA Ha OOpa3oBaHHE
MPOTUBOTPUIIIO3HBIX AHTUTEN, B TOM 4HCJIE Ha BBIPAOOTKY aHTHUTEN B OTBET HA BBEJACHUE
WHAKTUBUPOBAHHOMN BaKLMHBI POTUB IPHUIIIIA.

Hccnedosanusi ecmecmeenHoU epunno3Hoi uHgexyuu

B KIMHMYECKMX WCCIIEIOBAaHUX, NPOBEICHHBIX BO BpEMsS CE30HHOW HWH(EKIHM TpUIIa,
NAMEHThl HAUMHAIM T0JIy4aTh oceabTaMUBUpP He no3aHee 40 4acoB mocie MOSBICHHS MEPBBIX
CUMITOMOB I'punno3Hoi nHdexkuuu. 97 % nauneHToB ObUTM HHGUIMPOBAHBI BUPYCOM IpuIina A
u 3 % mnauueHtoB — BupycoMm rpumnmna B. OcenbTaMUBUpP 3HAYUTENBHO COKpalllald MEpPHOL
KJIMHUYECKUX MpOsABIEHUN TIpunmno3Hod wuHpekuun (Ha 32 4dyaca). Y DanUEHTOB ¢
MOJATBEPXKJICHHBIM JHMAarHO30M TPHIINA, MPUHUMABIINX OCEIbTAMUBHD, TSKECTh 3a00JEBaHUS,
BBIp@XCHHAs] KaK IUIOMIAb MO KPUBOM Al CyMMapHOTO MHJIEKCa CUMIITOMOB, Oblia Ha 38 %
MEHBIIIE 110 CPAaBHEHHUIO C NAllMEHTaMHM, MOJy4aBIIMMHU Iuianebo. bosjee Toro, y Monoabix
NAIMEeHTOB 0€3 COIMYTCTBYIOIIMX 3a00JE€BaHUN OCENbTAMHUBHD CHIDKaln mpumepHo Ha 50 %
YacTOTY Pa3BUTHS OCIOXKHEHHH TIpuIlla, TPEOYIOUMX MPUMEHEHUsS aHTHOUOTHKOB (OpOHXHTA,
MHEBMOHHM, CHHYCUTA, CPEAHEr0 OTHUTa). bbUIM TONy4YeHBl YEeTKUE JI0Ka3aTeIbCTBa
3¢(EeKTUBHOCTH Tpernapara B OTHOIIEHWHM BTOPUYHBIX KpUTEpUEB 3(PPEKTUBHOCTH,
OTHOCSIIIMXCSL K @aHTUBUPYCHOW aKTUBHOCTU: OCEIbTAMUBHP BBI3bIBAJ KaK YKOPOUEHUE BPEMEHU
BBIICJICHUS] BHpYyCa M3 OPraHuM3Ma, TaK W YMEHBIICHHME IUIOIIAAU IO KPUBOW «BHUPYCHBIE
TUTPBI-BPEMSI».

JlanHble, OTy4YeHHbIE B UCCIIEI0BAaHUU 10 TEPANIUU OCEIbTAMUBUPOM Y MALMEHTOB MOXKUIJIOTO U
CTapyeCcKOro BO3pacTa, MOKa3bIBAIOT, UTO IPUEM OCEIbTaMUBHpA B 103€ 75 Mr 2 pa3a B CYTKU B
TE€YEHHE 5 ITHEH CONPOBOXKIAICA KIMHUYECKH 3HAUYMMBIM YMEHBIICHHEM MEIHMAHbI NEpHOJa
KIMHUYECKUX TNPOSBICHUM TPUIMIMO3HON WH(GEKIHH, aHAIOTMYHBIM TaKOBOMY Y B3POCIBIX
ManueHToB 0ojiee MOJIOAOTO BO3pacTa, OJHAKO pa3IM4Yusl HE JOCTUIVIM CTAaTUCTHYECKOMN
3HAYMMOCTU. B Jpyrom wuccieloBaHMM MNalMEHThl C TpUONOM cTapmie 13 jer, uMmeBlue
COITYTCTBYIOIIME XPOHUYECKHE 3a00JEeBaHUs CEpACYHO-COCYIUCTOM W/WIN JbIXaTeIbHOM
CHCTEM, MOJy4alld OCEebTAaMHBHP B TOM JK€ PEXHMME JO3MPOBAaHUS WM Iuianedo. OTinuuii B
MeJMaHe NepuoAa A0 YMEHBIICHHUS KIMHUYECKHX MPOSBICHUM TPUNNO3HOW HHPEKIUU B
rpynmnax oceJbTaMHUBHpa U IIanedo He ObLI0, OJIHAKO MEPHOJ] MOBBILICHHUS TeMIepaTypsl Mpu
IIpUEME OCEIbTAMUBHMpA COKpalajics npuMepHo Ha 1 neHb. Jlons NManueHTOB, BBIAEISIOMIMX
BUpYC Ha 2-0i W 4-blif J€Hb, CTAaHOBMJIACh 3HAYMTENBbHO MeHblIe. IIpoduns Ge3onmacHocTu
OCeIbTaMUBHUpPA Y MALMEHTOB I'PYMIbl PUCKA HE OTIMYAJICS OT TAKOBOTO B OOIIEH MOMYJISIUU

B3pOCJIBIX MAI[IEHTOB.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 28.06.2023 N= 12056

TENEHOCTE 0002)

Jleuenue epunna y 5€D€M€HHle HCeHUUH |:I-Il"|:"'_]E":|'I"" BA

KoHTponupyeMbIx ucClefoBaHUi Yy OEpEeMEHHBIX JKCHIIMH He NpoBOAMIOCh. OmHako
PE3yiabTaTbl MOCTMAPKCTUHIOBBIX W PCTPOCICKTUBHBIX Ha6JHOI[aTCJIBHBIX I/ICCJ'IGI[OBaHI/If/'I
POJIEMOHCTPUPOBAIH TMOJIb3Y MPEUIaraeMoro peKuMa JO3UPOBAHUS I TAHHOW TOMYJISIIIAN
NAllMEHTOB B OTHONICHWU  CHIDKCHHS — 3a00JIeBAaCMOCTH/CMEPTHOCTH.  Pe3ynbTarhl
(dapMaKOKMHETHYECKOTO aHamu3a ToKa3anu OoJiee HHU3KYI0 OKCIO3HUIIHMIO aKTUBHOTO
METa0OJIMTa, TEM HE MEHEe, M3MECHCHHE pPEeKMMa J03UPOBAaHUS y OCPEMEHHBIX JKCHIIUH MPHU
NPOBEJCHUU TEPalud WIM TPOPUIAKTHKKA HE peKoMeHayercs (cM. pasgen 5.2., mojpaszer

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

Jleuenue cpunna y oemeu

VY nereit B Bo3pacte 1-12 net (cpennuii Bo3pact 5,3 roga), uMeBmux juxopaaky (> 37.8 °C) u
OJIMH M3 CUMIITOMOB CO CTOPOHBI [JbIXAaT€IbHON CHCTEMBbl (Kalledb WIA PUHUT) B IEPUOJ
LIUPKYJIALMK BUpyca TIpuUINa Cpeld HaceleHus, ObUI0O IPOBEICHO JBOMHOE clernoe
1anebo-KOHTpoMpyemMoe uccienoBanue. 67 % mNanueHToB ObLTM MH(PUIMPOBAHBI BUPYCOM
rpunmna A u 33 % nauueHToB — BupycoM rpunna B. OcenbramuBup (mpu mnpueme He NO3AHEE
48 yacoB 1ocie NOSABICHUS NEPBbIX CUMITOMOB IPUIIO3HOM MH(MEKINH) 3HAUUTEIBHO CHHUXKAJI
IOPOJOJDKUTENBHOCTh  3a0oneBanus (Ha 35,8 waca) 1O CpaBHEHUIO C  IUIaneoo.
[TpomomKUTETPHOCTh  3a00JIEBaHUSI OTpEAEsUIach KaK BpeMs JO KyIHPOBAHUS KAl
3aJI0)KEHHOCTH HOCAa, HWCUE3HOBEHHUS JIMXOPAJKH, BO3BPAIICHHS K OOBIYHOM aKTUBHOCTH.
B rpynne nereif, monyyaBImIMX OCEIbTAMUBUP, YaCTOTa OCTPOrO CPEAHEr0 OTUTA CHUKAJIACh Ha
40 % mo cpaBHEHHIO ¢ TIpynnoi miuarnedo. Bri3gopoBineHne M Bo3BpalleHME K OOBIYHOM
AKTUBHOCTH HACTYNaJ0O TIOYTH Ha 2 JHS paHblle y AETeH, MONy4YaBIIUX OCEIbTAMUBHUD, TIO
CpPaBHEHUIO C TPYIIION Tu1aneoo.

B npyrom uccrnenoBaHum yyacTBOBaIM JIETH B Bo3pacTe 6—12 ser, cTpagaromue OpoHXHalbHON
acTMoif; 53,6 % manueHToB MMEIH I'PUMIMO3HYI0 HHPEKIUIO, TOATBEPKIECHHYIO CEPOIOrHUECKU
W/WIM B KylIbType. MeanaHa TpOJOJDKUTEIBHOCTH 3a00JIeBaHUSI B TpYIIE TNAlHEHTOB,
MOJTy9aBIINX OCEIbTAMUBUD, 3HAYUTEIBHO HE CHIDKaNack. Ho k mocineqaeMy 6-My THIO Teparun
ocenpTaMUBUPOM 00BeM (opcupoBaHHOTO BhoXa 3a 1 cex (OPB;1) mosbimancs Ha 10,8 % mo
cpaBHeHuto ¢ 4,7 % y manueHToB, mory4yapmux mianedo (p = 0,0148).

Hpod)uﬂakmuka zcpunna y 63pociblx u I’lOdDOCmKOG

[Tpodunaktuyeckas 3pHeKTUBHOCTH OCEIbTAMUBHPA IPU €CTECTBEHHOW IPUIIIO3HON HHPEKIUU
A u B Obina nokazana B 3 oTJenbHbIX KIMHUYecKux uccienoBanusax Il ¢assl. Ha gpone npuema
ocelbTaMUBUpA TPUIIIOM 3abosenn okoio 1 % marnuentoB. OceabTaMUBUD TaKKe 3HAUUTEITHHO
YMEHBIIAJ 4acTOTY BBIJEJICHUS BHpYyca M IpPEJOTBpallal Iepenady BUpyca OT OJHOIO 4JIeHa

CEMbBH K APYTroMmy.
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COOTBETCTEYET 2KCINEPTHO
oT 2806 2023 Mz 12056

B3pocinbie 1 moapocTku, KOTopble ObUIM B KOHTAKTE C 'ﬂg&f@%‘q{éGﬁ%ch o Hattram

MY OTYETY

IpUeM OcellbTaMHBHpa B TEUYEHHE JBYX THEH IOCIe BO3HUKHOBEHHS CHMIITOMOB TpHIIIA Y
YJICHOB CEMbH M TPOJODKAIM €ro B TeueHHe 7 JHEH, 4TO JIOCTOBEPHO YMEHBILIANO YacTOTY
CJIy4aeB PUIINA Y KOHTAKTUPOBABIIMX JIUIL Ha 92 %.

Y HENpUBUTHIX U B LIEJIOM 3JI0POBBIX B3pOCIBIX B Bo3pacte 18-65 ser npuem oceinbTaMUBHpPa BO
BpeMsl DMHJIEMHHM TPHUIIA CYIIECTBEHHO CHIDKan 3abojieBaeMOCTh rpumnmnoM (Ha 76 %).
[TarueHTH! IPUHKUMAJIK NIpenapaT B TeueHue 42 THel.

VY 7M1 TOKUIIOTO M CTapYecKoro BO3pacTa, HaXOJUBLINXCA B JOMax Uil pectapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPEJ] CE30HOM, KOTJa MPOBOJIUIOCH HCCIIEIOBAaHHE, OCEIbTaMUBUP
JIOCTOBEPHO CHIKan 3aboneBaeMocTh rpunmoMm Ha 92 %. B ToM ke wuccienoBaHuu
OCEIbTAaMUBHUDP JTOCTOBEpHO (Ha 86 %) yMEHBbIIAN YacTOTy OCIIO)KHCHHUU TpHIIA: OpOHXHTA,
MTHEBMOHMH, CUHYycuTa. [laniMenTsl npuHuManu npemnapar B TeueHue 42 qHei.

[Ipodunaxmuxa 2punna y demetul

[Tpodunaktudeckas 3pHEeKTUBHOCTH OCEIBTAMHUBHPA MIPH €CTECTBEHHOW TPUITIIO3HON HH(PEKITUU
OblTa TIPOJEMOHCTPHpPOBaHa y neTel oT 1 roma mo 12 jer mocie KOHTakTa ¢ 3a00JIEBIIUM
YJIEHOM CEMbU MIU C KEM-TO U3 I[OCTOSHHOTO OKpyxeHHs. OCHOBHBIM MapaMeTpoM
s dexTruBHOCTH OBbLIa YaCTOTA JAOOPATOPHO MOATBEPKACHHOM IPUIIIIO3HON HH(PEKIIHH.

Hpoqbwzakmuka cpunnay iuy ¢ ocnabeHHbIM UMMYHUMENOM

VY nun ¢ ocnabieHHBIM IMMYHHTETOM TMIPH CE30HHOW TPUNIO3HOW HH(EKINN U TP OTCYTCTBUU
BUPYCOBBIJICTIEHUSI HUCXOAHO NPOPHIAKTHYECKOE NMPUMEHEHUE OCeIbTaMUBUpPA IMPHUBOIMIO K
CHIDKEHMIO  YacTOThl  JIaDOpaTOpHO  MOATBEPXKAEHHOW  TPHUMINO3HOW  HHQEKIHH,
COMpPOBOXKAAIOIIEHCA KIMHUYEeCKOW cumnrToMatukoi, no 0,4 % (1/232) mo cpaBHEHUIO
¢ 3% (7/231) B rpynmne miane6o. JlabopaTopHO TOATBEPKACHHAS TPUIIO3HAS HHQEKINS,
COIIPOBOKIAIOMIASCS KJIMHUYECKOM CHUMITOMAaTUKOM, JMAarHOCTHpOBajach NpPU HaJTUYUU
Temreparypsl B mojoctd pra Beime 37,2°C, kauuid W/WIM  OCTPOrO  PHUHUTA
(Bce 3aperucTpupoBaHHBIE B OJWH M TOT XK€ JEHb BO BpeMs MpueMa Mpemnapara/miamne6o),
a TaKXe TMOJOXKHUTEIbHOTO pe3yibTara OOpaTHO-TPAHCKPUIITA3HON MOJIMMEpa3HON IenHON
peakuuu Ha PHK Bupyca rpunna.

Jleyenue epunna _y nayuenmos (c)emeﬁ, I’IOOUOCI’I’ZKO@ u 63DOCJZle) Cc__ocnabneHHbim

UMMYHUmMeniom

B panmoMu3supoBaHHOM JBOWHOM CJIETIOM HCCJIEIOBAHUM OICHKHM Mpoduis 0e30macHOCTH
OCellbTAMHBUpA W €ro BIUSHUS Ha pa3BUTHE PE3UCTEHTHOCTH BHUpyca Tpummna (MepBUYHBIN
aHAIM3) y TAIMEeHTOB C OCIaONeHHBIM MMMYHHUTETOM U TPUIIO3HON HMH(MEKIHed mpuHUMAI
yaactue 151 mamument, 7 mogpoctkoB (> 12 net) m 9 nmereid. ITH MaIMEHTHI OBLIN TPUTOIHBI

TaKKe U JJIs OIIeHKU A((HEKTUBHOCTH OCEIbTaMUBHUPA (BTOPUYHBIN HEOYCTEPHBIN aHAIH3).
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 28.06.2023 N= 12056

B wuccnemoBanme OBUIM TaKX€ BKIIIOYEHDI IaHHeHﬁml:ﬁ;JJ%ll;ﬁﬁ:ﬁEgﬂ% . II?IIJI_ :'CIFJ);II;I',:ZI[:hBIX

OpPraHOB, FeMATOMOITUYECKUX CTBOJOBBIX KieTok, BUU+ (Bupyc mMmmyHomeduinTa 4enoBeKa)
manMeHTel ¢ umciaoM CD4+  kietok < 500 KHCTOK/MMB, MALMEHThI, IOJYYaBIINE
MMMYHOCYTIPECCUBHYIO TE€PAIHIO, a TAK)KE MAIlMEHTHI CO 3JI0KaUeCTBEHHBIM reMO0JIaCTO30M.
[TarmenTsl ObUTM pPaHAOMHU3HPOBAHBl B TPYIIY JIEYECHHUS OCEIBTAMHUBUPOM Ha MPOTSKEHUU
10 gue#t (rpymnma craHgapTHOM 11036l 75 Mr 2 pa3a B CyTKH — 73 B3pOCHBIX NaIMEHTA,
4 moxpoctka U 4 pebeHka; rpymnma IBOHHONW m03b1 150 Mr 2 paza B CyTKH — 78 B3pOCIBIX
MalMeHTOB, 3 MOAPOCTKA M 5 JeTei) B TeueHHe 96 4acoB ¢ MOMEHTa Pa3BUTHS CHMIITOMOB
rpurnra. J{ns gereit 103a ObljIa CKOPPEKTHPOBAHA B 3aBUCUMOCTH OT MACChI TeJa.

Cpennee BpeMsi pa3pelieHus] CUMIITOMOB TPUIIIA Y B3pOCIBIX MAMEHTOB U MOJPOCTKOB OBLIO
cormoctaBuMo B rpynne cranpaptHod ao3bl (103,4 waca, 95 % noBepUTENbHBIM HHTEpBal
75,4-122,7) u B rpynme asouHoil mo3bl (107,2 waca, 95 % nOBepUTENbHBI HHTEpBAI
63,9-140,0). Bpems pa3zpeiieHuss CUMITOMOB TpHUINA Yy AETed CHUIBHO pPa3lnyaloch, UTO
BBI3BIBACT CIJIOKHOCTH B HMHTEPIIPETALMHU PE3yJbTaTOB H3-32 MAJCHBKOTO pa3Mepa BBIOOPKH
MAIMEHTOB.

CooTHOIIeHHE B3pPOCIBIX MAIMEHTOB C BTOPUYHBIMU HHQPEKUUAMU OBLIO TaKkKe COMOCTaBHMO
(8,2% B rpynme cranmaptHoW m03bl U 5,1 % B rpymme aBoiHOW n03b1). Cpenu getei u
MOJIPOCTKOB TOJIbKO y 1 manueHTa (MOApPOCTKA) B TIpYIIE CTaHAAPTHOW [03bl pa3BUIIACh
BTOpUYHas MHPeKus (0akTepralbHbII CHHYCHT).

HccnenoBanue apMakoAMHAMUKU M (papMaKOKMHETHKH OBLJIO MPOBEACHO C yyacTHEM JIeTel ¢
CHJIBHO OcCJIabJIeHHBIM UMMYyHHUTETOM (< 12 net, N = 30), KOTOpbIe MOTYYaau OCEIbTaMHUBHP B
CTaHJapTHOM J103€, CKOPPEKTUPOBAHHOM MO Macce Tena (75 mr 2 pa3a B CyTKH), U B TPOMHOI
mo3e (225 wmr 2 paza B CyTKM) IO aJanTUBHOM cxeme mipuemMa 9-20 1Hei
(cpenHsist MPOJOKUTENBHOCTD JeueHust 9 nHeill). Y manueHToB B TpyIIe CTaHAapTHON O3Bl He
OTMEYaJIMCh BTOpPHYHBbIE OakTepuanbHble MHPEKIMHU (OPOHXUT M CHHYCHUT), O 2 ciydasx HX
pa3BUTHA COOOIATIOCH Y MALMEHTOB B IPYIIE TPOMHOMN J03bI.

Jlannble W3 ABYX HCCieNOBaHUN (apMaKOKMHETHKH U (papMaKOAMHAMHMKHU IOATBEPHKIAIOT
SKCTpanoysinuio 3(QeKTuBHOCTH Tmpenapara y B3pOCIHBIX MAIMEHTOB C  OCJIA0JEeHHBIM
UMMYHHUTETOM Ha IMalMEHTOB JeTcKoro Bo3pacrta (< 18 ser) ¢ ociaGleHHBIM MMMYHHUTETOM

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

«[larmmeHTsl ¢ 0CTabIEHHBIM UMMYHUTETOM)).
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COOTBETCTBYET 3KCINEPTHC
ot 28.06.2023 N2 12056

(NOCNEQCBATENEHOCTE 0002)

Peszucmenmnocmo

MY OTUETY

Knunuueckue uccnedoosanus

Puck mosiBIeHMS BHpPYCOB TpHIINA CO CHH)KCHHOW YYBCTBUTEIBHOCTHIO WIJIM SIBHOU
PE3UCTEHTHOCTHIO K MpernapaTy u3ydalics B KIMHUYECKUX MUCCIEAOBAHUIX.

[TosiBNieHHE PE3UCTEHTHOCTH BUpYCa K OCEIbTAMHUBHPY 4Yalle HaOJII0Janoch y Jerei, 4em y
B3POCJBIX MAIMEHTOB M MoApocTkoB (18 % y mumanenneB B Bo3pacte < 1 roma u < 1% y
B3pPOCJIbIX MTALIUEHTOB).

VY nerelt ¢ pe3UCTEHTHBIM K OCEIbTAMUBHPY BUPYCOM HOCUTEIHCTBO, KaK IMPaBUII0, UMEJ0 Oojee
POJODKUTENBHBIA XapakTep MO CPaBHEHHIO C CYObEKTaMH C BHPYCOM, OO0JIaJaloUIM
YYBCTBUTEIBHOCTHIO.

Opnako, BbI3BaHHAs Tepalnueld PpPE3UCTEHTHOCTh K OCeNbTAMHUBHpPY HE BIUsJIa Ha
TEpaneBTUYECKUN OTBET U HE BBI3bIBAJIA MPOJIJICHHUS] CHMIITOMOB T'PHUIIIIA.

Y B3pOCHBIX MAllMEHTOB M TMOJAPOCTKOB C OCHA0JCHHBIM HMMYHUTETOM, TOJYYaBIINX
ocenpTaMUBUD B cTaHmapTHoi nose (14,5 %, 10 manuentoB u3 69) wiu aBoitHOH no3e (2,7 %,
2/74) na mporspkeHuu 10 gHEW, YacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAaMHBHPY, B
cpenHeM, Oblla BBIIIE, YEM Y B3pOCHBIX TMAIMEHTOB M TOJPOCTKOB C HOPMaTbHBIM
MMMYHHUTETOM, TaK)K€ TOJTYyYaBIINX OCEIbTAMUBUD.

BonbIIMHCTBO B3pOCHBIX MAIMEHTOB C PE3UCTEHTHOCTHIO MEPEHECIH TpaHCIUIAaHTAIUIo
(8/10 mareHTOB B TPYMIIE CTAaHAAPTHOM 0361 U 2/2 MalMeHTa B TPYIINE JBOWHOM J10351).
bonpiiasgs yacTh  MalMEHTOB-HOCUTENEH  OCENbTaMMBHMP-PE3UCTEHTHOIO  BHpyca  Obula
MHHUIMPOBaHA BUPYCOM IpUIIA THIA A; HOCUTEJIBCTBO MMEJO MPOJOKUTENbHBIN XapakTep.
YactoTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHPY Y JI€TeH, MOITYy4aroluX OCeIbTaMHUBUD, B

JIBYX MCCJIEIOBAaHUAX MO M3YUEHUIO pe3ucTeHTHocTu coctaBuia 20,7 % (6 mauueHToB u3 29).

N3 6 nereit ¢ 0OHapyKEHHOM PE3UCTEHTHOCTBHIO K OCENbTaMHUBHPY, BO3HUKIIEH MOCie Havajia
JeyeHus, 3 MaluueHTa MoJydyald CTaHIApTHYIO 103y U 3 — BBICOKYIO (IBOMHYIO WJIM TPOHHYIO

7103y). Y OOJBITMHCTBA MAIIMEHTOB ObUT OCTPHIN TUMGOUIHBIN JIEHKO3 B BO3pacT < 5 JIeT.

YacToTa Pa3BUTHA PE3UCTCHTHOCTU K OCCIIbTaAMUBUPY B KIIMHUYCCKUX HUCCICIOBAHUAX.

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

[ToHOE TEHOTUIIHPOBAHUE HE OBUIO TIPOBEICHO HA B OJHOM U3 UCCIICAOBAHIM.
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Hpod)wzakmuka cpunna

[Ipu mnpueme ocenbTAMHBUpPA C NI IMOCTKOHTAKTHOW mTpodwiakTukud (7 AHEH),
npoMIaKTUKNA KOHTAaKTUPOBABIIUX B ceMbe (10 mHeil) u ce3onHoi nmpodunaktuku (42 nus) y
JUI] ¢ HOpMaJbHOU (YHKIMEH MMMYHHOM CHCTEMBI CIIy4aeB PE3UCTEHTHOCTH K Mpernapary He
OTMEYEHO.

B 12-HenenbHOM UCCIEIOBAaHWM 1O CE30HHOW MPOPWIAKTHKE Yy JUI[ C OCIabICHHBIM
MMMYHHUTETOM CIIy4yaeB BO3ZHUKHOBEHUS PE3UCTEHTHOCTH TAaK)K€ HE HAaOJII01aJI0Ch.

Jlanunvie omoenbHblx KIUHUYECKUX Cy4aes U Habito0amenabHblx UCCie008a Ul

Y NanuMeHToB, HE MOJYYaBIIUX OCEIbTAMUBHD, OOHAPYKEHbl BO3HUKAIOIINE B MPUPOTHBIX
YCIOBUSIX MyTalMd BHpycoB rpumma A u B, xoTopele o0Onagaim  CHUXKEHHOU
YYBCTBUTEJIBHOCTBIO K ocenbramuBupy. B 2008 romy myramus mo tumy 3amensl H275Y,
NPUBOJAIIAS K PE3UCTEHTHOCTH, ObUta oOHapyxkeHa Oojee yem y 99 % mTamMMmoB BuUpyca
2008 HINI1, nmpkynupyromux B EBpome. Bupyc rpunma 2009 HINI1 («cBuHOW Tpumm») B
OOJIBIIMHCTBE CIIy4aeB ObLI YYBCTBUTEJIEH K OCEIbTaMUBUDPY. Y CTONYMBBIE K OCEIbTAMHUBHUPY
ITAMMBI OOHAPYXKEHBI y JIMI[ C HOPMAaIbHOW (YHKIMEH HMMYHHOW CHCTEMBI W JIUI[ C
OCcNabieHHBIM ~ MMMYHUTETOM, TNPUHUMABIIMX  ocenbTamMuBup.  CTelmeHb  CHIKEHUS
YYBCTBUTEIHHOCTU K OCEIbTAMHUBHPY U YacTOTa BCTPEUAEMOCTH MOJOOHBIX BHUPYCOB MOXKET
OTJIMYAThCS B 3aBUCUMOCTH OT CE€30HA U PErHOHA. Y CTOHYMBOCTh K OCEJIbTAaMUBUPY OOHapyx eHa
y MalKEeHTOB ¢ nanjaemuueckum rpunnom H1N1, nonyyaBmux npenapar Kak s JISYeHUs], TaKk U
TUTS PO UITAKTUKH.

YacToTa BCTPEUaeMOCTH PE3UCTEHTHOCTH MOXKET OBbITh BbIIIE Y 00jiee MOJOABIX MALMEHTOB U
NAlMEHTOB C OCIa0JIEHHBIM MMMYHUTETOM. YCTONYMBBIE K OCEIbTAMHUBHPY J1aOOpaTOpHbIE
MTaMMbl BUPYCOB TpUIMNA ¥ BHUPYCHl TPHUINIa OT TMAI[MEHTOB, TOJYUYaBIIUX TEPATHIO
OCEJIbTAMUBUPOM, HECyT MyTaluu HeWpamuHunassl N1 m N2. Myranuu, npuBojsdiiue K
YCTOHYMBOCTH, YACTO SBIISAIOTCS CIIEU(DUISCKUMU TSl TIOTUIIA HeHpaMUHH1a3bl.

[Ipy mpuHATHM pelleHuss O NPUMEHEHHWU OCeIbTaMHBHUpPA CIIEAYET YUYUTHIBATH CE30HHYIO
YYBCTBUTEIHHOCTh BUpYCa TpUIINA K Mpenapary (MOCIeqHIOn HH(GOPMAILUI0 MOXXHO HaTH Ha
caiite BO3).

5.2. dapmakoKMHeTHYeCKHe CBOICTBa

AOGcopOnus

OcenbTaMUBHp JIETKO BCAChIBa€TCA B JKEIYJOYHO-KUIIEYHOM TpakTe€ U JKCTEHCHBHO
MpeBpaIaeTcs B aKTUBHBINA METa0OIUT MO/ ACHCTBUEM NIEUEHOYHBIX U KUIIIEUHBIX ICTEpas.
KonrneHTpanuu akTHBHOTO MeTa0oNuTa B IIa3Me OMPEeNatoTcs B npeaenax 30 MUHYT, Bpems
JIOCTHDKCHHUST MaKCHMaJIbHOW KOHIIEHTpamuu — 2-3 dYaca, u Oonee yem B 20 pa3 mpeBBIIIAIOT

KOHIIEHTpauuu nposiekapcrsa. He menee 75 % npuHATON BHYTPh 03Bl MONAAAET B CUCTEMHBIN
21



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 28.06.2023 N= 12056

lieXbiitioto’ Hipehtapara.

KPOBOTOK B BMJE AaKTHBHOIO METa0OIHWTa, MEHEE 5'-@(')-'?'-_@*]&71%&: -

[InasmMeHHBIE  KOHLIEHTpallMM KaK  IpoJieKapcTBa, TaK M AKTUBHOIO  MeTaboiuTa
IIPONOPLMOHAIIBHBI 103€ U HE 3aBUCAT OT IIpHUEMa MULIH.

Pacopenenenue

O06nem pacnpenencHus (Vss) akTHBHOTO MeTadoauTa — 23 JI.

[To naHHBIM KcCIe10BaHUH, IPOBEIEHHBIX HA )KUBOTHBIX, I10CJIE IPUEMA BHYTPb OCEJIbTaMUBHpA
€ro aKTHUBHBIA METa0OJIUT OOHAPY)KMBAJCS BO BCEX OCHOBHBIX oOdYarax HHQEKIHH (JIETKuX,
IIPOMBIBHBIX BOJIaX OpPOHXOB, CIM3UCTONH 00O0JIOUKE MOJOCTH HOCA, CPEIHEM YX€ U Tpaxee) B
KOHIEHTPALUAX, 00eCIIeYNBAIOIINX TPOTUBOBUPYCHBIN IPDEKT.

CBs3b aKTHBHOTO MerabonuTa ¢ Oenkamu miasMbl — 3 %. CBs3bp IposiekapcTBa ¢ OenkamMu
m1a3Mel — 42 %, 94TO HEAOCTaTOYHO, YTOOBI CIIYKUTh IPUYUHOM CYIIIECTBEHHBIX JIEKAPCTBEHHBIX
B3aUMOJICHUCTBHUIA.

BI/IOTDaHCd)ODMaHI/IH

OcenpTaMUBHP SKCTEHCHBHO IPEBPAIIACTCS B aKTHBHBI METaOOIUT MOJ JIEHCTBHEM 3CTepas,
HAXOMALIMXCS NMPEUMYIIECTBEHHO B NeueHH. Hu ocenpTamMuBHp, HU aKTHBHBIM METaOOIUT HE
ABJISIIOTCS cyOCTpaTaMM WIM MHTHOUTOpaMu U30(epMEHTOB cUcTeMbl uToxpoma P450.
OIUMUHAIMSA

BoeiBogutcesa (> 90 %) B Buje akTUBHOTO MeTa0OJINTa MPEUMYIIECTBEHHO MOYKaMH. AKTHUBHBIN
MeTa0OJIUT HE TOABEpraeTcs NalbHeHen TpaHchopMaluu ¥ BBIBOAMTCS moukamu (> 99 %)
nyTeM KIyOO4KOBOH (MIbTpaluu M KaHanubleBol cekpeunu. Iloyeunsiit kiaupenc (18,8 n/a)
IPEBBIIIAET CKOPOCTh KIyOOuKkoBOH (unbTpanuu (7,5 11/49), 4TO yKa3bIBaeT Ha TO, YTO Ipernapar
BBIBOJMTCS €Ile M IyTeM KaHAJbIeBOW cexpennu. Uepe3 kumedHuk BbIBoguTcs MeHee 20 %
NpUHSTOrO npemnapara. [lepuos nonyBeiBeieHNs akTUBHOTO MeTabonuTta 6—10 Jacos.

Oco0bIe I'pynnbl HaMCHTOB

Tlayuenmui ¢ nopaosicenuem nouex

[Tpu npumenenun ocenbramuBupa (100 Mr aBa pa3za B CyTKH B TeUeHHUE 5 JTHEH) y MAIlMEHTOB C
Pa3IMYHON CTENEHBIO MOPAXKEHUS IMOYEK IUIOMIAJAb I0J KPUBOM «KOHLEHTpalus aKTUBHOIO
merabonuta B miasMe — BpeMA» (AUC ocemravusupa rapbokennara) OOPaTHO IPONOPIHOHANBHA
CHIDKEHHIO (DYHKITH MTOYEK.

®apMakOKMHETHKA OCEJIbTaMHUBHPA Y TAIHMEHTOB C TEPMHUHAIBHOM CTaauel MOYEHYHOU
HEJ0CTAaTOYHOCTHU (C KIMpeHCcOM KpeaTuHHHa < 10 MJI/MUH), HE HaXOMSIIMXCS Ha AUATU3E, HE
U3y4anach.

Ilayuenmui ¢ nopasicenuem neveHu

[TosrydeHHsle in Vitro 1 B UCCIIEIOBaHUIX HA XKMBOTHBIX JaHHbIE 00 OTCYTCTBHU 3HAYUTEIBHOTO

nossimieHnst AUC ocenbTaMuBHpa WIM €r0 aKTUBHOTO METa0O0JIMTa MPHU HAPYLMIEHUH (YHKIIUU
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IEYEHN JIETKOM M CpEIHEH CTENEeHH TSKedTh 651ﬂi£|':{i;}ﬂ%§i{%£§1ﬂ B e e knx

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

¢ nopascenuem neyenu»). be3onacHocTh U (papMaKOKMHETUKA OCEIIbTAMUBUPA y MAIUCHTOB C
TSKEJIBIM HapylIeHHeM (YHKLUU [IeYeHHU He U3ydasach.

Tayuenmui nodicunozo u cmapuecko2o o3pacma

VY namueHToB MOXHUJIONO W CTapyecKoro Bo3pacta (65-78 1eT) SKCHO3UIUs aKTUBHOIO
MeTaboJIMTa B PABHOBECHOM COCTOSTHUH Ha 25-35 % BbIlIe, 4eM y 0ojiee MOJIOJBIX MalleHTOB
IPpY Ha3HAUYEHUM AaHAJIOIMYHBIX 103 oceilbTamuBupa. [lepuosa mnosyBbIBeAeHUs Hpenapara y
NAlMEHTOB MOXHWJIOTO U CTap4yeCKOro BO3pacTa CYIIECTBEHHO HE OTIMYAICS OT TaKOBOIO Y
Oonee wmonoaplx manueHToB. C  y4eToM JaHHBIX 10 OKCIO3WIMK Tpenapara H  €ro
NEPEHOCUMOCTH MAMEHTaMH TTOXKHUIIOT0 ¥ CTaPUECKOT0 BO3PACTa KOPPEKLUH J103bI P JICYCHUN
U npoduIakTUKe rpumnmna He Tpedyercs.

bepemennvie orcenuyunol

B xonme oObeamHEHHOrO aHaiW3a MOMYJISIHOHHONW (hapMaKOKMHETHKH OBUIO BBISBICHO, UYTO
NpUMEHEHHE OCelIbTaMHBHpa B J103€, yYKa3aHHOW B pasiene 4.2, MpUBOAMT K Oojiee HHU3KOU
9KCHO3MLMU AaKTUBHOro Metabonuta (B cpeaHeM Ha 30 % B TedyeHuE BceX TPUMECTPOB
OepeMEeHHOCTH) Y OEpeMEHHBIX JKEHIIMH IO CPaBHEHUIO C HEOEepeMEHHBIMHU >KEHIIMHAMH.
Hammenpmasi pacyeTHass DKCIO3WIIUS, TEM HE MEHee, OCTAeTCs BBIIIE WHTHOMPYIOUINX
koHneHTpanuii (3HadeHuss 1Cgs), OJHOBPEMEHHO HaXOAsChb HA YPOBHE TEpaAreBTUYECKOTO
BO3ACUCTBUS I psijia IITaMMOB BHpyca rpunma. Kpome Toro, pe3ynbraTsl Ha0t01aTeIbHBIX
UCCIICIOBAaHUN BBISIBIIIIOT TOJb3Y CYIIECTBYIOIIErO peXHMa JIO3UPOBaHMS B yKa3aHHOH
MOMYJISIIIUK  TTAMeHTOB. TakuM 00pa3oM, M3MEHEHHE peXHMa J03MPOBAaHUS y OepeMEHHBIX
JKCHIIMH TIPU MPOBEICHUU Teparuu WK NPO(QUIAKTUKY TPUIIA HE peKOMeHyeTcs (cM. pasien

5.1., noapaznen «Knunudeckas 3(GGeKTUBHOCT, U 0€30HaCHOCTbY», MYHKT «Hccredosanus

€CmeCcmeeHHOU 2pUNno3HOU UHGeKyuuy, TOINYHKT «/leyenue epunna y 6epemeHHbIX JHCeHUURY).

Tayuenmol ¢ ocnadreHHbIM UMMYHUMENMOM

AHanu3pl MONYISIUOHHOM (apMaKOKMHETHKH YKa3bIBalOT Ha YBEJIWYEHHE OSKCIO3ULIUU
(1o 50 %) akTuBHOrO MeTaboJIMTa OCEIbTaAMUBHPA Y B3POCIBIX MAMEHTOB U aereil (< 18 ner) ¢
ocia0JeHHBIM MMMYHHUTETOM IO CPaBHEHMIO C TMallMEHTaMHU C HOPMAIbHBIM HMMMYHHUTETOM
(kak ykazaHo B pazmene 4.2). [Ipm 3TOM KIMpEHC KpeaTHHHWHA B ITHX TPYIAX OCTAeTCs
COTOCTaBUMBIM.

Hanuyne cHMKEHHOro IMMYHHTETa y MAIMEeHTOB HE TPeOYyeT KOPPEKIMHU 03Bl OCEIbTAMUBUPA,
Onmarojapst  BBICOKOMY  Ipefeny  O€30MacHOCTM — aKkTHUBHOTO  Meraboiurta.  AHaimu3
(apMaKkOKUHETUKH U (apMaKOJAMHAMHMKH B JBYX HCCIIEJOBAaHUSAX C y4YacCTHEM IALUEHTOB C

0CJ1a0JIEHHBIM HUMMYHUTETOM HE BBIABUII JOIIOJHUTCIBHOI'O 3HAYMMOI'0O INPCUMYIICCTBA IIPU
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JIOCTHXKCHUH DKCITO3UIIUN BBIIIIE TAKOBOU MPH nanMeHeﬁM%&%ég %&#LH '%'enI ﬁé‘&@ﬁée, y

B3pOCJIBIX MAIIEHTOB C MOPAKEHUEM MOYEK J03bI HEOOXOAMMO KOPPEKTUPOBATH B COOTBETCTBUU
¢ uHpopMaIue, mpeacTaBIeHHON B pa3aene 4.2.

eTH
Jlemu 6 so3pacme om 1 200a 0o 8 iem u noopocmiu
DapMaKOKHMHETUKY OCEIbTAMUBUPA U3ydasln y aereit oT 1 10 16 jer B papMaKOKMHETHIECKOM
UCCJIEJOBAaHUM C OJHOKpAaTHbIM IPHEMOM Ipenapara M B KIMHUYECKOM MCCIEAOBAHUU IIO
M3YYEHHI0O MHOTOKpPATHOIO MpUeMa Mpenapara y HeOOoJIbIIOro Yyucia AeTei B Bo3pacte 3—12 ner.
CxopocTh BBIBEJICHHUSI aKTUBHOTO METa0O0JIMTa C MOIMPaBKOM Ha Maccy Tela y JIeTeil MIIaIiero
BO3pacTa BBILLE, YEM Yy B3pOCIHbIX, yTO HpuBoAUT K Oosiee HU3KkMM AUC MO OTHOLIEHUIO K
KOHKpeTHOU no3e. [lpueM mpenapara B 03¢ 2 MI/KT U OAHOKpATHBIX 103 30 Mr wim 45 mr B
COOTBETCTBUM C PEKOMEHIAIUSIMHU I10 JO3MPOBAHHUIO JUIS JETed U SKCTeMIIOpaIbHOMY
MPUTOTOBIICHUIO CYCIICH3WHU, MPUBEICHHBIMU B pasnene 4.2, obecrmeunBaeT Takyw ke AUC
ocelbTaMUBUpPa KapOOKcHilaTa, Kakas JOCTUIAETCs y B3POCIBIX MOCIE OJHOKPATHOTO Ipuema
Karncyiasl ¢ 75 Mr mpenapaTta (Y4TO SKBHUBAJEHTHO NpuMepHO | Mr/kr). dapMakOKHHETHKA
ocenbTaMUBHUpA y JeTell crapiie 12 et Takas ke, Kak y B3pOCIbIX.
5.3. /laHHbBIEe JOKJIHHHUYECKOH 0€30MaCHOCTH
JlokiMHHMYecKue JaHHbIEe, IIOJIy4€HHbIE HA OCHOBAHMM CTAHJIAPTHBIX MCCIEAOBAHUN IO
U3y4eHUI0  (PapMaKOJIOTHYECKON  0€30MacHOCTH, T'E€HOTOKCHYHOCTH W XPOHUYECKOU
TOKCHUYHOCTH, HE BBIIBUIIM 0COO0M OMAacHOCTHU /7S YeslOBeKa.

KaHI1eporeHHOCTh

PesynbTarsl 3-X uccieoOBaHUN MO BBISIBICHHUIO KaHLIEPOT€HHOI'O MOTEHIHala (IBYyX 2-TE€THUX
UCCJIEJOBAaHUM Ha KpbICaxX M MBIIIAX I OCEIbTAMUBHPA M OJTHOTO 6-MECSYHOI'O MCCIIEI0BaHUS
Ha TpaHCTeHHBIX Mblax Tg:AC i akTUBHOTO MeTab0IMTa) ObIIIM OTPULATEIbHBIMU.

MyTareHHoCThb

CTaHHapTHI)Ie TFCHOTOKCUYCCKHUE TCECTBI AJId OCCIbTaMHUBHUPA W AKTUBHOI'O MeTabonuTa OBLIN
OTpULATCIIBHBIMHU.

Biusgaue Ha d)eDTI/IJIBHOCTB

OcenpTamuBup B J103¢ 1500 MI/KI/CyT He BIUSUI HA T€HEPATHBHYIO (YHKIIMIO CaMIIOB U CAMOK
KpBIC.

TepaToreHHOCTD

B uccienoBaHusax Mo U3y4E€HHUIO TEPATOTEHHOCTH OcelbTaMUBHUpa B 103e 10 1500 mr/kr/cyT (Ha
Kpbicax) U 10 500 mr/kr/cyt (Ha KpoJuKax) BIMSHUS Ha SMOpHO-(eTanbHOEe pa3BUTHE HE
oOHapyXeHO. B mccrnenoBaHusSX MO M3YYEHHIO aHTEHATAIHHOTO M MOCTHATAIFHOTO ITEPHOJIOB

pPa3BUTHSL y KpBIC TPH BBEIECHWU oOcenbTamMuBupa B 103¢ 1500 Mr/kr/cyT HaOmoganoch
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YBEJIMUEHUE TEpPHOJa POJIOB: Mpeaen 0e30maLHOCTH '&Q;I'cngfl Ed%éiﬁﬁ?&%@ﬁ"'ﬁ;‘fn TqeHoBeda u

MaKCHMaJIbHOW He oKa3biBaromiei dddexra 1030it y kpeic (500 Mr/Kr/cyT) Iuisi OCeNbTaMUBHpA
Boime B 480 pa3, a Ui ero akTUBHOrO MerabonuTa — B 44 pasza. DKcmo3unus y IJioja
cocraisiia 15-20 % oT TakoBOU y MaTepH.

IIpouee

OcenbTaMUBHP M aKTUBHBIA META0OJIUT MPOHUKAIOT B MOJIOKO JIAKTUPYIOHMIMX KpbIC. COrliacHO
OTPAaHWYCHHBIM JAHHBIM OCEIIbTAMUBUP M €TI0 aKTHBHBIA META0OJIUT MPOHUKAIOT B TPYIHOE
MOJIOKO 4YesioBeka. [1o pe3ynbraTaM SKCTpamoJsIiK JaHHBIX, MOJIYYEHHBIX B UCCICIOBAHUSIX Y
KUBOTHBIX, 174 KOJINYECTBO B TPyIHOM MOJIOKE MOXET COCTaBIISITh
0,01 mr/cyrku u 0,3 MI/CyTKH, COOTBETCTBEHHO.

[Tpumepro y 50 % TPOTECTHPOBAHHBIX MOPCKHX CBHHOK IPH BBEICHWW MAaKCHMAIBHBIX 103
AKTUBHOMW CYOCTaHIIMH OCEIbTAMUBUPA HAOIOAaIaCh CCHCUOMIIN3AIIUS KOXKHU B BUJIE SPUTEMBI.
Taxoke BBISBICHO 00paTUMOE pa3pa)KeHUE Ii1a3 Y KPOIHKOB.

B To Bpems Kak OYCHb BBICOKHE NEPOPATBHBIC OJHOKPATHBIC 103bI (657 MI/KT W BHIIIE)
OCeIbTaMUBUPA HE OKAa3bIBAIM BIHMSHHUS Ha B3POCIBIX KpPBIC, JAHHBIC 03Bl OKa3bIBAJIU
TOKCHYECKOE JICHCTBHE HA HE3PENbIX 7-THEBHBIX JICTCHBIIICH KPBIC, B TOM YUCIIC TIPUBOJIUIH K
rubenu KUBOTHBIX. HexenarenbHbIX 3 (eKToB He HAOII0AaI0Ch IPU XPOHUYECKOM BBEICHUU B
no3e 500 mr/kr/cyt ¢ 7 mo 21 eHb MOCTHATAIBHOTO MEPUO/Ia.

6. ®APMAIEBTUYECKHWE CBOMCTBA

6.1. IlepeyeHb BcOMOraTe/bHbIX BelleCTB

CozepKUMoe Karcyiabl

® Kpaxmal KyKypy3HbIH MpeKeTaTUHU3UPOBAHHBIN;
® TaJbK;

® KpocCKapMeiio3a HaTpus;

e moBugoH K 30;

® KaJbIUs cTeapar.

Kopryc kancvyisl

e TurtaHa quokcun (E 171);
® OKEJIaTHH.

Kprlmeuka Kancyisl

e TurtaHa quokcun (E 171);
® OKEJIaTHH.
6.2. HecoBMecTHUMOCTH

He npumenumo.
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6.3. Cpok rogHocTu (CpoK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl MPEeI0CTOPOKHOCTH NPU XPAHEHU U

XpaHUTh B KOHTYPHOM SIMEMKOBOM YIIakoBKe B Mayke mpu temmneparype ke 30 °C.

6.5. Xapaxkrep u cojep:KaHue NEPBUYHOI YIIAKOBKH

[To 10 xamcyn B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 TUICHKU MMOJMBUHIIXJIOPUIHOW U (OJIBTU
AJIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

1, 3 KOHTypHBIE SYCHKOBBIC YyMaKOBKH 1Mo 10 Kamcyl ¢ HMHCTPYKIHEH IO NPUMEHEHHIO
MOMEIIAIOT B AUKy U3 KapTOHA JUIS MOTPEOUTENLCKOM Taphl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUUTOKEHHHM  HMCHOJH30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIYJIAIHMHU € PenapaToM

MHCTpYKIIUM 10 NPUMEHEHUIO, O6DaI_I_IeHI/IIO W YHUYTOXCHHUIO

[Tonmananue neKapCTBEHHBIX IPENApPaTOB B OKPYXKAIOUIYIO CPENy JODKHO OBITh CBEACHO K
MUHHUMYMYy. He cienyer yrwimsupoBarh Ipenapar ¢ IOMOIIBIO CTOYHBIX BOJ MM BMECTE C
ObITOBBIMU OTXOAaMH. 110 BO3MOXXKHOCTHM HEOOXOAMMO HCIIOJIb30BaTh CIELUAIBHBIE CUCTEMbI
JUIsl YTUIIU3ALMY JIEKapCTBEHHBIX IIPEIapaToB.

3KCTCMHOD3J'II)HO€ OPUTOTOBJICHHUE CYCIICH3UH OCCJIbTaAMUBUPA

B cnyuasx, xorja y B3pOCIHbIX, TOAPOCTKOB U JIETEH CYIIECTBYET MpobiieMa C MporjaThiBAHUEM
Karcyll, He0OXO0AUMO OTKPBITh KAlCyIly U BBICHINIATh €€ COAECPKUMOE B HEOOJBIIOE KOJTMYECTBO
(MakcumanbHO 1 wyaliHas JI0KKa) TOJIXOJAIIET0 TMOJCIAIIEHHOTO TPOAYKTAa MUTAHUS
(cm. pasnmen 4.2.) mist TOro, 4ToObl CKPBITh TOpbKui BKyc. CMech HEOOXOJIMMO TIIATEIHEHO
nepeMeniaTh M 1aTh MalUeHTY IEJIMKOM.

Crnenyet nporaoTUTh CMECH CPA3y JKE€ MOCIE MPUTOTOBIICHHUS.

Ecnu narmentam tpeOyeTcst 103a 75 Mr, TO HEOOXOIUMO CJIeI0BATh CIEAYIOIIUM HHCTPYKIUSAM:
1. lep>ka oaHy Karicyny 75 Mr ocelbTaMHBHpa HaJl MaJ€HbKOM €MKOCTbIO, aKKYPaTHO PaCKPBITh
Karcyyay U BBICHITIATh TOPOIIOK B EMKOCTb.

2. lobaBuTh HEOONBIIOE KOJMYECTBO (He Oosee 1 4YallHOM JIOXKKH) TOAXOASIIECTO
MOJICTANIEHHOTO MPOIYKTA MUTaHUS (YTOOBI CKPBITH TOPHKUH BKYC) U XOPOIIO MEePEeMeIaTh.

3. TmrareapbHO TepeMelnaTh CMeCh M BBIMHTH €€ Cpa3zy e Ioclie MPHUroToBieHUs. Eciu B
€MKOCTH OCTaJoCh HEOOIBIIOE KOJUYECTBO CMECH, TO CJEAyeT OIOJIOCHYTh EMKOCTh
HEOOJBIIUM KOJIHMYECTBOM BOJIbI U BBIMUTH OCTABIIYIOCS CMECH.

Ecnu manmenTtam tpebyrotest 10361 30-60 Mr, To sl IPaBUIBLHOTO JO3UPOBAHUS HEOOXOAUMO
CJIEIOBATh CIAEAYIOUIUM HHCTPYKIIUSM:

1. Jlepxa oy Kamncyny 75 Mr ocelbTaMHUBHpPa HaJl MAJICHBKONW €MKOCThIO, aKKYPAaTHO PAaCKPHIThH
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KariCyJj1y 1 BBICBHIIIATh IOPOIIOK B €MKOCTE.

2. JIo6aBUTh B TOPOIIOK 5 MJI BOJABI C MOMONIBIO INIPHUIA C METKaMH, MOKA3bIBAIOITIMHU
KOJIMYECTBO HAOPAHHOM XUIKOCTH. TIIaTeapHO epeMeniaTh B TCYCHUE 2 MUHYT.

3. HabOparp B mmpui; HEOOXOJMMOE KOJMYECTBO CMECH W3 €MKOCTH COIJIACHO TalOiuIaMm,
NPUBEICHHBIM BHIIIIE.

Her neoOxomumoctu B 3a00pe HEPACTBOPEHHOT'O OENOro MOPOIIKA, IMOCKOJIBKY OH SBISETCS
HEaKTUBHBIM HamojHUTeNleM. HakaB Ha MOpPIICHH IIMPHUIA, BBECTH BCE €0 COJAEPIKUMOE BO
BTOPYIO €eMKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAHHYIO CMECh HEOOXOIIMO BBIOPOCHTH.

4. Bo BTOpyH €MKOCTh J00aBUTh HEOONBIIOE KOJUYECTBO (HE OoJjiee 1 dYalHOW JIOKKH)
MOJIXOJANICTO TOJC/IAIICHHOTO MPOIYKTa MUTAHUS, YTOOBI CKPHITh TOPHKHI BKYC, H XOPOIIIO
nepeMenaTh.

5. TmartenpbHO mepeMeniath CMeCh M BBIIUTH €€ cpa3y JKe IOocCjie MPUroToBieHus. Eciau B
€MKOCTH OCTaJIOCh HEOOJBIIOE KOJMYECTBO CMECH, TO CJICIYEeT OIOJOCHYTh €MKOCTh
HEOOJIBIIIMM KOJIMYECTBOM BOJIbI U BBIMUTH OCTABIIYIOCS CMECh.

IToBTOpSIiTE TaHHYIO MPOLEAYPY NEpe KaXAbIM IPUEMOM IIpenapara.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccniickas @enepanns

AxkuronepHoe obmiectBo «IIpousBoncTBenHas ¢papmaineBTuueckas koMmnanus OOHOBIEHUE
KOpuanueckuii aapec: 633621, HoBocubupckas o001., Cy3yHckuil paiioH, prn. CysyH,
yi1. Komuccapa 341pkoBa, 1.18.

Ten./dpaxc: 8 (800) 200-09-95.

7.1. IlpencraBuTe/ib AepiKaTesisi pericCTPAllMOHHOIO YAOCTOBEPEHU

[Iperen3un HOTDe6I/ITeJ'ICI\/’I HallpaBJIATH 110 aaApeCy:

Poccuiickas @enepanus

AxkuuonepHoe obmiectBo «IIpousBoncTBenHas dpapmaineBTuueckas komnanus OOHOBIEHHE)
630096, r. HoBocubupck, yn. Cranimonnasi, 1. 80.

Ten./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. JATA MEPBUYHOI PETUCTPALIUM (MOATBEPKJIEHMSI PETUCTPALIUM,
MEPEPETMCTPALIMN)

JlaTta mepBUYHON peruCTpaIuu:
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10. JATA IEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa  JIeKapcTBEHHOro  mpemnapata  OBHpenuc,  JOCTylHAa  Ha
UHPOPMAIIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT http://eec.eaeunion.org/

28


http://eec.eaeunion.org/

