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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA
CenbMuBHp, 30 MI KarncyJibl
CenpMHUBHUD, 45 MI' KaIcCyJibl
CebMHUBHUD, 75 MI' KarcyJbl

2. KAYUECTBEHHBI 1 KOJTUYECTBEHHBIA COCTAB

CenpmuBHup, 30 MI Karcyisl

Kasxzas KarcyJsa coaepkKuT ocellbTaMuBHp (B BHIE ocenbTamuBupa docdata) 30 mr.
[ToHBI CIIMCOK BCIIOMOIaTeIbHBIX BEIIECTB CM. B paszere 6.1.

CenbMHBHP, 45 MT KarcyJ
Kaskas KancyJiia coJepKuT ocelbTaMUBHp (B BUJIE ocelbTaMuBUpa (ocdata) 45 mr.
[ToJIHBIi CITUCOK BCIIOMOTATENLHBIX BEIIECTB CM. B paszene 6.1.

CenpMHUBHUD, 75 MI KarcyJibl
Kasxnast Karcyia coJIepKUT OcelIbTaMUBHp (B BHJIE ocenbTaMuBupa pocdata) 75 mr.
[TonHBIi CITUCOK BCIIOMOTATENbHBIX BEUIECTB CM. B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Karicynel.

CenbMuBup, 30 Mr Karcyibl
TBepable XxenaTHHOBbIE Karcyisl Ne4 CBETIO-KEITOrO IBETA U HAAMUCAMH CHHEro 1BeTa: Ha

kpsitike — «Hy», Ha kopryce — «33».

CeJlbMUBHD, 45 MI' KarcyJibl
Teepaple skenariHoBble Karmcynsl Ne4 ceporo IBeTa M HAIMWUCSIMM CHHErO IBETa: Ha

kpbiike — «Hy», Ha Kopyce — «32».

CenbMUBHP, 75 MT KarcCyJibl
TBepble KeJaTHHOBBIE Karcyabl Ne2 ¢ KPBIIIKOH CBETJIO-)KENTOrO 1[BETA, KOPITyCOM CEporo
[BeTa ¥ HAAMMCSIMHU CHHETO 1BeTa: Ha Kpbiike — «H», Ha kopiyce — «5».

4. KIMHUYECKHE JTAHHBIE

4.1 IMoka3zaHus K NIpUMEHEHHIO

Jleuenue epunna

I[Ipenapar moka3aH B3pPOCIBIM M JETAM, BKJOYas JOHOLICHHBIX MIIA[ICHIIEB, C HAIMIHEM
CUMIITOMOB, THIIHYHBIX JIJIsl TPUIINA, B IEPHO LIMPKYJIAIMHA BUpyCa I'PUIIIIA B IOMYJISLHH.

D dexTUBHOCTD ObUIA JOKAa3aHa B Cllyyae Havajia Tepaliy B TEYCHUE JIBYX CYTOK OT Havasa

CUMIITOMOB I'PUIIIIA.
[Ipodhunaxmuxa epunna

- [TocTkOHTaKTHAsE MPOQHIAKTHKA Y B3POCIBIX U JETEH B BO3pACTE OT OJHOrO rojia ¥ crapuie
ocje KOHTAaKTa C KIWHHYECKH JHArHOCTHPOBAHHBIM TIPHUIINIOM IIPH  MacCOBOM

pacrpoCTpaHeHNH BUPYCa IPUIIIIA CPEJIH HACENICHUS.
- Jlo/kHOE MCIOJIB30BaHHE Mpernapata [Uisl MPpOo(UIAKTUKU IPUIINA CICAYET ONPEesaTh B
K&XIOM KOHKPETHOM cliyuae Coo0pa3HO O0OCTOATENbCTBAM M MOTPEOHOCTSM  3alIUTE
MONyJISANMKM B HMCKIFOYUTENBHBIX ClydasX (Hampumep, B Clydae HECOOTBETCTBUS MEKILY
LUPKYIMPYIOLIHM [IITAMMOM BHPYCa M BaKIIMHOM, a TAK)KE B IEPHO/| [TAH/IEMHH) MOXKET ObITh
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paccMOTpEHa BO3MOXKHOCTH CE30HHOM IPOQUIIAKTUKA Y JIMIL B, BO3pAcTe-0T 0AHO0,I01d 1
cTapuie.

- Tpenapat MokasaH JUisi IOCTKOHTAKTHOM MPO(GUIAKTUKY TPUIIIA Y IETCH MIIa/ie 1 roja BoO
BpeMsl BCTIBIIKHM MAHAEMHUHU IPUIIa (M. pasaen 5.2).

IIpenapar He 3aMeHsieT BAKIIHHAIIMIO IPOTHB IPUMINIA.

TIpuMeHeHHe aHTHBMPYCHBIX IPENapaToB JUIs JEUYeHHS W MPOQUIAKTHKH TPHUIIA JI0JOKHO
ONpesieNATECA Ha OCHOBE O(HMIMAIBHBIX PEKOMEHJAIMH. PelleHus OTHOCHTENBHO
HCIIONB30BAHUS OCENIbTAMUBUpA ISl JICUSHUs] M NPOQHIAKTHKM JIOJDKHBI MPUHUAMATBCS C
Y4EeTOM JIaHHBIX O LUPKYJMPYIOIIMX BHpYCaxX TPHIIIA, TOCTYMHOH MH(pOpMALMK O MOACIAX
JIeKapCTBEHHOH YyBCTBHTENLHOCTH JUISl KXKJ0TO BPEMEHHM ToJla U BIUAHMSA 3aboiieBaHus B
pa3IMYHBIX reorpaguuecKuX pernoHax M MOIMyJISIHUsX NalkeHToB (cM. pasjen 5.1).

4.2 Pe:xxuM n03MPOBAHHS H c10cO0 MPHMEHEHHS
Pexxum no3upoBanust
Jlo3y 75Mr MOKHO MPUHUMATD KakK:

- OJIHA KarcyJja 75 Mr wiu
- oaHa karcyna 30 Mr 1uitoc ojHa Karicynia 45 mr.
Bspocavie u noopocmiu 13 nem u cmapuie (c maccou mena 6onee 40 k2)

Jleuenue epunna
PekoMeHI0BaHHBIN PEKUM J03UPOBAHUS OCENBTAMUBHPA — 10 75 MT 2 pa3a B CyTKH BHYTPb B
TeUeHHEe S5 JIHEH.

*PexoMenayemasi 103a B
Teuenue 10 queit pus

Macca TeJ1a

Pexomenayemasi 103a B
TeueHHe S qHeil

NAIHEHTOB ¢ 0¢JIA0JIeHHBIM
UMMYHHUTETOM

> 40 xr

75 mr 2 pa3a B I€Hb

75 mr 2 pasa B JeHb

B3pOCJIBIX U  IOAPOCTKOB C

*PexomeHayeMass TPOJO/DKUTEIBHOCTh  JICUEHUS ISt
oclablieHHBIM HMMMYHHUTETOM cocTaBisieT 10 pgHei. [l rmosydeHus: JONOJTHUTELHOM
uHpopMaruu cM. pazaen Ocobble rpyNIb: NAUEHTHI ¢ 0CTa0IEeHHBIM UMMYHHUTETOM.

Jleuenue 10KHO OBITH HAYATO KAaK MOYXKHO CKOpEE€ B TEYEHHUE MEPBLIX JIBYX JIHEH OT MOMEHTa
Pa3BUTHUA CUMIITOMOB T'pHIIIIA.

ITocmxonmaxmuas npogunakmuxa epunna
PexomennoBanHas f103a ocenbTaMUBUpA JUIS MPO(QHUIAKTHKH TpHIINA I0CIE KOHTaKTa ¢

MH(UIMPOBAHHBIM JIUIIOM — 110 75 Mr 1 pa3 B cyTku BHYTpb B Tedenue 10 qHei.

Macca Tej1a

Pexomenayemas 103a B
Teuenne 10 quen

Pexomenyemasi j103a B
Teuenue 10 queii qist
NAIHEHTOB C 0CJIA0JICHHBIM
UMMYHHTETOM

> 40 kr

75 mr 1 pa3 B ieHb

75 mr 1 pa3 B 1eHb

HpI/ICM Iperapara Hy>KHO HaUMHATh HE MMO3HEE, YEM B IIEPBLIC ABA JHS I10CJIC KOHTaKTa
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Ipogpunaxmuxa 6o 6pems snudemuu 2punna 6 coobujecmese Peciry6.amxs

JInst poMIIAKTUKK TPHUIIIA BO BPEMsI BCIIBIIKH SMUIEMUAH PEKOMEHI0BAHO MPUMEHEHHE 110
75 mr 1 pa3 B CyTKM B TeueHue 6 HeJeNb, MM 10 12 Hesenb y MAlMEHTOB C 0CIadICHHbIM
MMMYHHTETOM, (cM. pazaensl 4.4, 4.8 u 5.1).

Pexomenayemas 103a 0 12
He/leJIb JISl IAIHEHTOB ¢
oc1a0JIeHHBIM

Pexkomenayemasi 103a B

Macca Teja
TeueHue 6 Heaenan

HMMYHHUTCTOM

75 mr 1 pa3 B 1eHb

> 40 kr 75 mr 1 pa3 B 1eHb

Hemckaa nonyaauun
Jlemu om 1 200a 0o 12 1em

Jlevenue epunna
CKOppeKTHPOBaHHbIE 10 Macce Tella PeXHUMBI JIO3UPOBAaHUsS, PEKOMEHYEMbIC JII JICUCHHUA
MJIaJIEHIIEB U JIETeH B Bo3pacTe | roja uim crapuie, COCTaBJISIOT:

Pexomenayemasi 103a B Te4eHHe S *Pexomenayemasi 103a B

aHeH Teuenue 10 gueit ais

Macca Teaa

NAIHEHTOB ¢ 0CJIA0JeHHbIM

HMMYHHTETOM
10— 15 kr 30 mr aBa pa3a B I€Hb 30 Mr aBa pasa B JIcHb
>15-23 xr 45 mr nBa pasa B JIeHb 45 mr z1Ba pasa B JIeHb
>23 — 40 xr 60 Mr 1Ba pa3a B JIEHb 60 Mr 11Ba pa3a B JIeHb
> 40 kr 75 mr 1Ba pas3a B I€Hb 75 mr 1Ba pasa B JIeHb

*PexoMeH/lyeMasi MPOJIOJDKUTEIEHOCTD JICUCHHs JeTel ¢ ocnableHHbIM MMMYHHTETOM (21
roma) cocrapisier 10 auedt. J{yusi MOJydeHHs JOMONHUTENBHOM HH(OpManmu cM. pasjiel
Oco0ble IpyIIIbL: MAIHEHTHI ¢ 0CIa0IeHHBIM HMMYHHTETOM.

Jleuenue H0HKHO OBITH HAYATO KaK MOYKHO CKOpe€€ B TCUYCHHUE IIEPBLIX IBYX JIHEH OT MOMEHTa
Pa3BUTHA CUMIITOMOB I'DHIIIIA. )

ITocmkonmakmuas npoguiIaKxmuxa epunna
PexomenioBaHHas J103a JUJIS TOCTKOHTAKTHOW MPOQHUIAKTUKH COCTABIISET:

Macca Tena Pexomenayemasi 103a B Tedenue 10 Pekomenayemast 103a B

JTHEeH

Teuenue 10 queli as
NAIMEHTOB ¢ 0CJa0IeHHBIM

HMMYHHTETOM
10— 15 kr 30 Mr oaMH pa3 B I€HB 30 Mr ouH pa3 B I€Hb
>15-23 kr 45 Mr oauH pa3 B JIeHb 45 Mr ouH pa3 B JIeHb
>23 — 40 kr 60 Mr ofuH pa3 B I€Hb 60 Mr ouH pa3 B JIEHb
> 40 xr 75 Mr 0/1MH pa3 B JIEHb 75 Mr oMH pa3 B JIeHb

[Ipounaxmura 60 pems. ZNUOEMUU 2PUNNA 6 COObWecmee
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Ilpoukas MugxoTeDpeIsa

SddexTHBHOCTb Mpenapara juls NPoQUIAKTUKH BO BPeMs CE30HHOM STIHHAEMUN - FPRTIIa Y

neted muamue 12 neT He U3ydaiach.
’ HO PB

Muadenywt 8 gozpacme om 0 0o 12 mecsyes

Jleuenue epunna Z 8 8 J b-12 U Z 0

Bo BpeMsi BCIBIIIKM TAHEMHH TPHUIINA PeKOMEHIyemas JiedeOHas 103a JUis JETeH OT 0 o
12 MecsleB  cocTaBisieT 3 MI/KT JBa pasa B JIGHb. OTO OCHOBBIBAacTCs Ha
(apMaKOKHHETHYECKUX JITAaHHBIX U JJAHHBIX 110 0€30I1aCHOCTH, KOTOPBIC MOKA3BIBAIOT, UTO TIpH
MpUMEHEHHH 3Toi 10361 y gereil ot 0 1o 12 mecsieB obecreunBalOTCs Ia3MEHHbIC
KOHIEHTpAllUK TpOJIeKapcTBa M  aKTUBHOIO METabOJIMTa, KOTOpbIE IPEANOJaraor
obecneuenrie >PHEKTUBHOCTH U Tpoduist 0e30MacHOCTH, COMOCTABHUMBIX C TAKOBBIMH Y
B3pOCIBIX M Gojiee cTapmux aeTer (cm. paszmen 5.2). s neuenns aereit ot 0 go 12 mecsiues
PEKOMEHTYIOTCsI CJICAYIOLINE CXEMBI J03UPOBAHUS:

*Macca Tes1a Pexomenayemasi 103a B TeueHue S5 **Pexomenyemas /1032 B
aHen Teyenue 10 gueii as
NAIHEHTOB ¢ 0c/1a0JIEHHBIM
HMMYHHUTETOM

3 kr 9 Mr JBa pa3a B JIeHb 9 Mr aBa pa3a B J€Hb
4 xr 12 Mr n1Ba pa3a B JICHb 12 Mr 1Ba pasa B IeHb
S kr 15 Mr aBa pa3a B J€Hb 15 Mr aBa pasa B JieHb
6 xr 18 mr 1Ba pasa B JI€Hb 18 mr jBa pasa B JieHb
7 Kr 21 mr nBa pa3a B I€Hb 21 mr J1Ba pa3a B JIEHb
8 kr 24 Mr aBa pa3a B I€Hb 24 mr jBa pa3za B JICHb
9 kr 27 Mr [1Ba pa3a B JICHb 27 Mr J1Ba pasa B JIEHb
10 kr 30 Mr n1Ba pa3a B JIEHb 30 mr 1Ba pasza B Jielib

*Hacrosiiasi TabJidIia He COJMEP)KHT BCEX BO3MOXKHBIX BapMaHTOB MAcChl Tejla MAallHCHTOB
naHHOH momynsanuu. JIs BeexX MalMeHToB Miauie | roga mpuMeHseTcs J03HpoBKa 3 MI/KI
BHE 3aBUCHUMOCTH OT MaccChl TeJja MalueHTa.

**PekoMeH1yeMas [IPO/I0JDKATEIBHOCTD JICUSHUSI MIIAJIEHIIEB € OC/IabJIEHHBIM KMMYHUTETOM
(0-12 mecsmueB) cocrasnsger 10 aueil. Jinsg moiydeHUsl TOMONHUTEIbHON HMH(OpPMAIMK CM.
paznen OcoOble rpyIIIbL: MAUEHTHI C OCIA0IEHHBIM UMMYHHTETOM.

DTH peKOMEeHJAIlMU MO JO03UPOBKE HE MOJXOISAT JUll HEIOHOIIEHHBIX JIETEH, T.e. MeHee
36 Hemeslb TeCTAlMOHHOTO Bo3pacTa. sl JaHHOW TpyINIbl NMAlMEHTOB HET JIOCTATOYHOIO
KOJIMYECTBA JIAHHBIX, UM MOJKET MOTPeOOBaThCs JApyras J03MPOBKA 110 IPUYUHE HE3PEJIOCTH
NCcUX0(pHU3MOIOTUYECKUX (PYHKIUH.

THocmrxonmaxkmnas npoguraxmuxa 2punna

[IpodunakTuyeckas j103a, peKoMeHyemas Ajis JeTedl B Bo3pacTe MeHee | rojga BO Bpems
BCMBIIIKA TAHJEMUM TpUNNA - TIOJOBHHA CYTOYHOM TEpaneBTHUECKOH J03bl.  ITO
OCHOBBIBAETCS Ha KJIIMHUYECKHX JAHHBIX, NMOTYYCHHBIX Y MJIAJEHIEB W JICTEH B BO3pacte
| roma u crapiue, a Tak)e B3POCIBIX, KOTOPBIE NOKA3bIBAIOT, YTO MPOQHUIIAKTHYECKas 1034,
COOTBETCTBYIOIIAs TTOJIOBUHHOMN TEpaneBTHYECKOM CYTOYHOMN J103€, KIHHUYECKH dpPeKkTHBHA
JUIs Toro 4tobsl u3bexars rpunma. s muanenneB ot 0 g0 12 MecsueB peKOMEHyeTcs
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R
cieayomas npouIaKTHyeckas cXema, aJlalTHpPOBaHHas COrJIaCHO BO3PaLT, i\g"mpaaﬂen 5.2
CBEJIEHHUS O MOJICTIMPOBAHUH DKCITO3UIIHH:
e 28836-2020
Bospacr Pexomenayemast 103a B Tedenue 10 Pexomenayemasi 103a B
aHen Teuenue 10 queii 1
NAIHEHTOB C
0¢J120J1CHHBIM
HMMYHHTETOM
0-12 mecsueB 3 MI/KT OJIUH pa3 B J€Hb 3 MI/KT OJIMH pa3 B JIEHb

DTH peKOMEHJAIMH 110 JO3HPOBKE HE MOIXOJAT /Ul HEJOHONICHHBIX JeTel, T.e. MeHee 36
Heledb TeCTallMOHHOTO Bo3pacTa. J[nsi JaHHOM TIpymnmel MNAlMEHTOB HET JOCTATOYHOIO
KOJIMYECTBA JAHHBIX, UM MOXET MOTpeOoBaThCs Apyras JO3MPOBKa MO MPHUUYHHE HE3PEIIOCTH
NCUXO(PH3HOTOTHIECKHX (PYHKIIHHA.

IIpoghunaxmuxa 6o eépemst snudemuu epunnd 8 coobuecmee
[IpopunakTka BO BpeMs SIUAEMHH TPHUINA HE W3ydanach B Momyisiuuu jgereit or 0 jgo 12
MecsII1IEB.

Oco0ble rpynmnbl NAIHEHTOB
Hayuenmeol ¢ neveHo4nou HeAdoCmMamo4HoCmoio
Koppekuuu 1036l MpH JieYeHWH W TNPOPHUIAKTHKE TPUMINA Yy MALUEHTOB C INEUCHOYHOH

HEAOCTATOYHOCTHIO HE Tpe6yeTc51. HccnenoBanusi TMalMEeHTOB JIETCKOTO BO3pacta ¢C
MEYEHOYHOH HEAOCTATOUYHOCTHIO HE ITPOBOIUJIUCE.

Halluellmt;l C NOYEYHOU HEOOCMAMOYHOCMbIO

Jeuenue epunna

B3pocieiM manmentam u nogpoctkam (13-17 jer) ¢ HapymeHUsMM (YHKIMH I0YEK
YMEPEHHOM HMIIH TSDKEJIOW CTENEeHH TSHKECTH PEeKOMEHyeTcsl moadop 1n03bl. Pekomenryembie
JI03bI ONTUCaHbl B TaOJIUIIE HUIKE:

KaupeHc kpeaTunnna Pexomenyemble 103bl
> 60 mu1/MHUH 75 mr 2 pasa B JIeHb
> 30 - 60 ma/MuH 30 mr 2 pa3a B JieHb
> 10 - 30 ma/mMuH 30 mr 1 pa3 B 1eHb
<10 m/mMuH He pexomenayercs (1aHHbIE OTCYTCTBYIOT)
[lanmenThI Ha reMoAMIIU3E 30 Mr nocie KaXao# mporeypsl reMoauain3a
[TanreHnTh! Ha NEpUTOHEATLHOM 30 Mr 0IHOKpPATHO
remoauanuse®

*JlaHHbIC, TOJIYYCHHBIC W3 WCCIEJIOBaHUM MNAIlMEHTOB, HAXOJSIIMXCS Ha [OCTOSHHOM
MEepPUTOHEATHHOM Jauann3e B amOynaropubix ycioBusx (ITAITJI); oxwupaercs, 4rto KiMpeHc
ocellbTaMUBHpa KapOokcuiiaTa OyaeT Bbllle, KOTJa IPUMEHSETCS aBTOMAaTH3UPOBAHHbIN
nepuToHeanbubii aquanus (AITJT). Meton neuenus Moxxer ObiTh udmenen ¢ Al na ITATI/I,
ecliv Takasi He0OOXOMMOCTh PacCMaTPHBACTCSI HEPPOIOTOM.

17-03-2022



Mgg’f @E; “ew] BOM

PECL BJIVAKH I

2883 B-20 70" teminnn
IIpoghunaxmuxa epunna
B3pocnbiM manueHtam M moppoctkam (13-17 jer) ¢ HapylmeHHAMH (GYHKIMH T10YEK
YMEPEHHOM Wl TSDKEJIOH CTENEeHBIO IOYEUHON HEIO0CTaTOYHOCTH PEKOMEHyCTCS noaoop

JO3BbI. PCKOMCHIIYCMBIC JIO3BI OITUCAHBI B TabJIMIIE HUXKE.

Kinpenc kpeaTuHuHA Pexomenayembie 103bI
> 60 mu1/MUH 75 mr 1 pa3 B cyTkH
> 30 - 60 ma/mMuH 30 mr 1 pa3 B cyTKH
> 10 - 30 ma/MuH 30 mr 1 pa3 uepe3s JeHb
<10 mu1/mun He pekomenayeTcs (JlaHHBIE OTCYTCTBYIOT)
[TauieHTHI HA reMoIMaIn3e 30 Mr mocJie KaXKJ10i BTOPOM MPOIEIYPbl
reMo/inajimsa
[TarueHThI HA TIEPUTOHEATLHOM reMouanuse™ 30 Mr oiMH pa3 B HEAEIIO

* JlaHHBIE, TIOJyYECHHBIE M3 MCCIIEI0BAHUI MalMeHToB, Haxousaumxces Ha ITATIJI; oxumaercs,
4YTO KIHPEHC oOcelbTaMHBUpa KapOokcwiata OyneT Bblle, KOrJa HPUMEHSETCH
ABTOMATU3MPOBAHHBIA MepuToHeanbhblii auamu3 (AITJ]). Meron nedeHHst MOXKET ObITh
usmeneH ¢ AITJ na ITATIJ], ecin Takast HeOOXOAMMOCTh paccMaTpUBaeTCsl HE(hPOIOroM.

JlaTh Kakue-mM60 peKOMEHIAIMH 110 JI03MPOBAHUIO Y MIIajieHLeB 1 jaeteit (12 et u miajie)
C MOYEYHOW HEIO0CTATOYHOCTHIO HEBO3MOXHO H3-3a OTCYTCTBHS JIOCTYMHBIX KIMHHYCCKHX
JAHHBIX.

Hayuenmol nodxcunozo so3pacma
He TpCGyCTCSI KOPpPEKIUHU 03bl, 3a UCKITIOUEHHUEM HAJIMYIHs cpeILHeﬁ WK TSKEJIOW CTEIEHHU

MIOYEYHOM HEJIOCTATOYHOCTH.

Hauueumbz C LIJW.’I1VH()()€()I)UZ-{L(}’)104M

Jlevenue epunna

PekoMeHI0BaHHBII PEXUM JIO3UPOBAHUS OCENbTAMUBHPA — IO 75 MI 2 pa3a B CyTKH BHYTpb B
teuenre 10 gHei as B3pocisix (cm. pasaensl 4.4, 4.8 u 5.1). Jleuenue 10KHO ObITH HAYaTO
KaK MOYKHO CKOpee B TEYEHHE MEPBBIX JIBYX JIHEH OT MOMEHTA Pa3BUTHUSI CUMIITOMOB I'PHITIIA.
Ceszonnas npoghuraxmura

Jlns manueHToB ¢ MMMYHOAC(HUIIUTOM pacCMaTPUBAECTCS BO3MOXHOCTD IPOJUICHHS CE30HHOM
npo¢unakTuku 10 12 Hepens (cm. paznenst 4.4, 4.8 u 5.1).

Cnocob npumeHeHus

Jlis ipyema BHYTpb.

[TarenThl, MUCHBITHIBAIOLIME 3aTPyJHEHHE IpPU MpPOMIATHIBAHWM KarlCylsl, WM KOTOPbIM
TpeOyeTcst Oosiee HU3Kas J03a Mpenapara, JOJDKHBI I0Iy4arh JIEYEHHE OCEIbTaMUBUPOM B
JIpyTUX JI€KapCTBEHHBIX (hopMax

4.3 lIporuBonoka3anus
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4.5 BzaumojeiicTBHSI ¢ JAPYrHMH JIeKAPCTBEHHBIMH MpenapaTaMu W JApyrue BH/IbI

B3aNMoAeiHcCTBHUS
dapMaKOKMHETHYECKHE CBOICTBa OcCe/ibTaMHBUpA, TaKME KaK HH3Kasd CBSI3BIBAEMOCTh C

BenKaMi TIa3Mbl M MeTabosm3M, He 3aBucsui oT CYP450 u cucTeMbl MIIOKYpPOHHA3BI (CM.
pasjen 5.2), IpenoiaraioT, YTo KIMHHYECKH CyIIECTBEHHBIC B3aUMO/ICHCTBUS [I0CPEICTBOM
STHX MEXaHU3MOB MaJIOBEPOSITHBI.

IIpobeneyuo

YV NanMeHToB ¢ HOPMAaIbHOH MoYeyHOH (yHKUHeH He TpeOyercs KOppeKius J03bl IMpH
OJHOBPEMEHHOM  TNPUMEHEHHHM OCelbTaMHBHpa M  npoOenenupa.  OJHOBpEMEHHOE
NpHMEHeHHe TNpOGEHeNHa, CHIBHOTO HMHIHOMTOpPA TOYEYHOH TyOyJIsSpHON aHHOHHOH
CEeKpEellMd, TPUBOJUT K MPUOIU3UTENBHO JBYKPATHOMY MOBBIIECHUIO KOHIEHTPAINH
aKTUBHOI'O MeTaboJIMTa OceIbTaMHUBHpa.

Amokcuyuniun

OcenbTaMUBHp He HMMeeT (papMaKOKMHETHYECKOro B3aMMOJEHCTBHS C aMOKCHIMIUIMHOM,
KOTOPBI SJIMMHHMPYETCS TeM JKe MyTeM, H TMpeanosaraercs ciabas KOHKYPCHIs
OCeJIbTAMUBHUPA 3a TOT [1yTh BHIBEICHHUS.

Ioveynas >numunayus

K/IMHMYECKH CYILIECTBEHHBIE JIEKAPCTBEHHbIE B3aUMOJICHCTBHS BCIIEJCTBHE KOHKYpPEHIIHH
TIpH TIOYEUHOH TYOYNAPHON CEKPElMH MAIOBEPOSTHBI [0 HMPUYHHE HM3BECTHOrO MpPOQHIIs
0e30macHOCTH OOJIBIIMHCTBA ATHX BEHIECTB, OCOOEHHOCTEH JJIMMUHALIMKM AKTHBHOIO
MeTtabonuTa (rioMepysispHas (GUIbTpalust U TyOylspHas aHHOHHAs CEKpelus) ¥ H3-3a HX
MEXaHH3MOB JKCKpeluu. Bce ke ciemyer coOMoAaTe OCTOPOXKHOCTH IPH Ha3HAuYCHHH
oceNbTAMHUBHpPA  IMallME€HTaM, TPUMEHSIONIMM  JIEKApCTBEHHBIE CpPEACTBA C  Y3KUM
TEpaneBTHYECKMM HHTEPBAJIOM, KOTOpbIe BBIICNSIOTCS TeM JKe MyTeM (Hampumep,
XJIOPIPOTIAMHU/JT, METOTpeKcaT, GeHuI0yTa30H).

Honornumensnas ungopmayus

He 6but0 3aMedeHo (hapMaKOKHHETHYECKUX B3aHUMOJICHCTBUH MEXIY OCEILTaMHBHPOM HIJIH
€ro OCHOBHBIM METabOJMTOM TpPH MPHUMEHEHHH OCelIbTaMHBHpa BMECTE C I1apaleTaMojioMm,
aleTHJICATUI[UIIOBOM KHUCIOTOM, MMMETHAMHOM HJIM aHTalMJaMH (THAPOKCHIOM Marius M
AIIOMHHHUS, a TaK)Ke KapOOHATOM KaJIbIHsl), peMaHTaAMHOM HJIM BapdapuHOM (y NMalUeHTOB,
cTaOUIILHBIX Ha Bap(papuHe, He O0NbHBIX TPUIIIIOM ).

4.6 ®epTHIABHOCTH, 0€PEMEHHOCTb U JIAKTAILUS

bepemennocmo

['punm accouuupyercss ¢ HeONaronpUATHBIMH HMCXOJaMH JJisi OEpeMEHHOCTH M IJI0Ja, C
PUCKOM TSXKEJIBIX BPOXICHHBIX Majb(popMaliidi B TOM YHCIE BPOXKACHHBIX IIOPOKOB CEp/Ilia.
Bonbiioit 00beM MaHHBIX O BO3JCHCTBMM OCEIbTAMUBHpA Ha OEpEeMEHHBIX JKEHIIUH W3
MOCTPEruCTPAIMOHHBIX OTYETOB M 0OcepBalMOHHBIX MccenoBanuii (6onee 1000 uexo10B ¢
BO3JICHCTBHEM BO BpeMsi TIEPBOr0 TPUMECTpa) He YKa3bIBaeT HU Ha Malb()OPMATUBHYIO, HA HA
(beTo-/HeoHATAIbHYIO TOKCHYHOCTDh OCEIbTAMUBHUPA.

OnHako B 0THOM 00CEpBAIlMOHHOM MCCJIEIOBaHNH, IJie pUCK o0uieil Manbdopmaruy He Obul
TMOBBIIIECH, PE3yJIbTAThI MO TSHKEJIBIM BPOXKAECHHBIM IIOPOKaM CEp/Illa, AHAarHOCTHPOBAHHBIM B
TeueHue 12 MecsueB Mociae POXKIAEHHS, He ObUIM OJHO3HAuHBIMH. B 3TOM wHccieioBaHnm
3a00J1€BAEMOCTh  TSOKEJILIMH  BPOJKICHHBIMH — [TOPOKaMM  Cepjlla  Iocje  BO3JICHCTBHS
ocelbTaMMBHpa BO BpeMs NepBoro Tpumectpa cocrtaBuna 1,76% (7 mnaaenues u3 397
6epemennocreit) mo cpasnenuio ¢ 1,01 % B GepeMeHHOCTSX Ge3 BO3AEHCTBHA M3 00IICH
nonynsuuu (otHomenue maucos 1,75, 95 % JIW 0,51-5,98). Knunuveckas 3Ha4UMOCTb 3TOTO
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Hiparas MATHCTEDCTEA IABOOXDE HS
[ICHXHKH pet HOBEUCHHUE, .
~ | TPEeBOXKHOCTS,
CIIyTaHHOCTD
CO3HAHHUS, MaHus,
Open,
raJuTIoIMHALIMH,
KOIIIMApBkl,
YJIEHOBPE/IU-
TEJILCTBO
Hapymenuss co
Py [TomyTHEHUE
CTOPOHBI ["onoBHas
B Becconnuna CO3HaHMUS,
HEPBHOMH 601b
CyJIOpOTH
CUCTEMBI
Hapymenust co
b 3puTenbHOe
CTOpPOHBI Oprana "
paccTpoicTBO
3peHus
Hapymenust co Hapyienus
CTOPOHBI cep/ra CepJIeYHOro puTMa
Hapymenust co
CTOPOHBI
JIbIXaTeJIbHOM
Kaiens, 0Oons B
CUCTEMBI,
ropJie, puHopest
OpraHoB PIE, PHHOP
IPYAHOU KJIETKH
U CpeJIOCTEHUs
PBora, Ooap B
Hapymenust co XKenynouno-
YKUBOTE (BKJIIOUAs
CTOPOHBI KHIIIEIHbIE
001 B BEpXHEM
HKeJyI0YHO- Tomnora . KpPOBOTEUCHHS,
otJiese OprOUTHOU .
KHILIEYHOTO reMopparuyeckui
MOJIOCTH),
TpaxTa KOJIUT
JIUCTIETICHUST

Hapymenus co

QOyIbMUHAHTHBIHA

VYBenuueHue

CTOPOHBI renaTur,
AKTUBHOCTH

MEeUCHH " neueHovYHas
(hepmMeHTOB

HKEITYEBBIBOISLI] HEJIOCTaTOYHOCTb,

. NEYeHH

UX 1yTel renaTuT

Hapymenust co AHTHOHEBPOTHYECK
Oxsema, un OTEK

CTOPOHBI  KOXH )
JIEPMaTHT, CbIIb

U TIOJKOXKHBIX p ’ > | MyJbTH(OpPMHAS

TKaHeu KkpalMBHHLA IpUTEMA, CHHJIPOM

CruseHca-
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MPHHCTEPCTEH

JoKxosceHa;: «
TOKCHYECKHH
SMHUIepMaAIbHbIH
HEKPOJIN3
bonpb,
TOJIOBOKPY>KEHHE
OO6mmue (BKITIOUAst
paccTpoiicTBa U BECTHOYJISIPHOE),
HapylleHHus B yCTaJIOCTh,
MeCTe BBEJICHUS THIIePTEPMHS,
001b B
KOHEYHOCTSX

Jleyenue u npoghunakmura epunna y oemeu

1473 pebenka (BkjIouas B OCTAIBHOM 3J0pOBBIX JeTell B Bo3pacTe 1-12 jer u GOJBHBIX
acTMOH JeTedt B Bo3pacte 6-12 7eT) NpUHAIM ydyacTHE B KIMHHYCCKHUX HCCIIEI0BaHUAX
ocelbTaMUBHpa JUIs JledeHus rpunna. U3 Hux 851 peGeHok moiyyan Tepanuio CyCreH3HeH
ocenbTaMuBUpa. 158 neredl mosydyanu peKOMEHIOBaHHBIE JI03bI Iperapara oceabTaMHBHP
OMMH pa3 B JeHb B HCCIEIOBAHUAX MNPOPUIAKTUKH MOCIe KOHTAaKTa ¢ OOJIBHBIMH
gomouannaMu (n=99), B 6-HeNENLHOM HCCIIEOBAHHM CE30HHOH MPO(UIAKTHKH Y JICTCH
(n=49) u B 12-He/I€IBHOM II€MATPUIECKOM HCCIIEIOBAaHUH CE30HHON NPO(UIAKTUKY Y JICTCH
¢ ummyHozaepuutoM (n=10).

Tabnuua 2 oTpaXkaeT HexXenaTelbHble peakluu, Hambojiee YacTo CcooOIIaBIIMecs B
neauaTpuye-

CKUX KJIIMHUYECKHX HCCIICOBAHUSX.

Tabmuna 2 HexenarejabHble peakllid B HCCIEIOBAHUAX IIpernapara oOcelibTaMUBUpa JUIS
JleyeHns U TpoQMIIAKTHKE TPHINA y JAeTeil (Io3upoBKa Ha OCHOBE Bospacta/Beca [30 mr —
75 Mr pa3 B JIeHb|).

Knacc cucteM | HexxenaTtenbHbie p€aknuu B COOTBETCTBHH C 4acTOTOMN

OpraHoB
QOuenp yacrteie | YacTbie Heuactrie Penkue

WNudexkuuonnsie  u

napa3uTapHble Cpenuuii otut
3aboJsieBaHMs
Hapymenus co
CTOPOHBI HEPBHOM ["onmoBnast 60116
CHCTEMBI

KOHBIOHKTUBHT
Hapymenus co

(BKJIIOYAsk MOKpacHEHHE
CTOPOHBI OpraHoB
rna3, BbIACICHUSA U3

3peHus
IJ1a3 ¥ riia3Hyro 00Jib)

17-03-2022




HE PB COTJACO
MHUHHCTEPCTBOM 3JIPAROO:
PECITYBJIUKU BEJ

=V WUV WJ L U L g—=PiEras MuwncTepcToa 9
Hapymenus co Pecrryastn Eenaj)
CTOPOHBI oprasa [ToBpexaeHue
ciyxa 1 Bonb B yxe GapabanHoi
JTaOUpPUHTHBIE NEPETIOHKH
HapyLIEHHUs
Hapymenus co
CTOPOHBI

P - Karmerns,

JIBIXaTeTbHOM

3aJ10’)KEHHOCTD | PuHOpes
CHCTEMBI,  OpraHoB

. HOCca
TPYJHOH KIETKH H
CPEIOCTEHUS
boub B KUBOTE
Hapymienus co (BKITIOUAs 601B B
CTOPOHBI eIy 104HO- | PBoTa BEpXHEM oTAaeIne
KHIIEUYHOT0 TpaKTa OprouIHoM M0JIOCTH),
JIACTIETICHS], TOLIHOTA
Hepmarur
Hapymenus co (BKITFOUAst
CTOPOHBI KOXH H aJUIePrUYECKUM
MOJIKOXKHBIX TKaHeH u
ATOMUYECKUMN )

JHonoanumensuas undopmayus 00 0moelbHblX HeCeIaAMeNbHbLX PEAKYUSX
Icuxuampuieckue Hapyuienus u paccmpoicmed HepeHOoU CUCEeMbl

['punm Mo)keT OBITH ACCOIMUPOBAH C Pa3IHYHBIMH HEBPOJIOTMUYECKMMH U IOBEJICHUYCCKHMHU
CUMITOMaMHM, TAKMMH KakK TaJUTIOIIHHAIIMK, NEJUPUH U HEOOBbIYHOE IOBEIECHHE, KOTOPHIC B
HEKOTOPBIX CJIy4yasiX 3aKaHUYHMBAIMCh (aTaTbHBIM HCXOJOM. DTH pPacCTpOHWCTBA MOIYT
NposBIATbC Ha (oHe sHIedanura WM dSHOedalronatuyd, a TakKe B OTCYTCTBHC
BBIPQXKEHHOTO TSHKEJIOro 3a00JIeBaHMUsI.

VYV nanueHToB € TPHUIIOM, MOJY4aBIIMX Ipernapar OcelbTaMUBHp, B IOCTMapKETHHIOBOM
MepHojie CoOOIAIOCh O CyJI0porax U JeJUpHH (BKIIOYasl TAKME CUMIITOMBI KaK IIOMYTHEHHE
CO3HAHMS, CIYTAaHHOCTh CO3HAHWs, HEOOBIYHOE T[OBEIACHHE, MaHHs, TraullOlMHAIINH,
BO30y»/IeHHe, TpeBOra, KOIIMapHble CHOBUIIEHUS), KOTOpPbIE B OYEHb PEAKHX CIydasx
NPUBOJIMIIK K WICHOBPEAUTENBCTBY WM (patampbHOMy wucxoay. OO0 3THX  COOBITHAX
coo011anoch, riIaBHBIM 00pa3oM, y JeTeil U MOJAPOCTKOB; YaCTO OHM HAYMHAJIMCH BHE3AIHO U
ObicTpo mpoxoaunu. Ponp mpenapata ocelbTaMHUBHP B BO3HMKHOBEHHH JTHUX HapyIICHHH
Heu3BecTHa. O TaKUX HEHPOINCHXHATPUYECCKHUX MPOSBICHHUSX COOOINATOCh Uy OOJIBHBIX
TPUIITIOM, KOTOpBIE He TIOyualiy TIpernapar ocebTaMUBHUP.

I'enamo-6unuapnsie paccmpoticmeda

['enato-OnnuapHble paccTpOWCTBA, B TOM UHCIE TENaTUT W YBEJIHYCHHE AaKTHBHOCTH
NeYeHOUYHBIX (PePMEHTOB, y TAIMEHTOB C TPHINONOA00HBIM 3aboseBanneM. Biiodaior
ciyyau (pyJIbMHHAHTHOTO TeNaTUTa/leYeHOYHONW HEJJOCTATOYHOCTH C JIETAIbHBIM HCXOJIOM.
Ocobble epynnbl nayuenmoas
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PangOMU3HpOBaHHOE JBOWHOE CJIETNOE HCCIIEJ0BAHUE 10 oneHKE WGesorracHocTy U
xapakTepucTike >((eKTOB OcenbTaMMBMpa Ha pPa3sBUTHE PE3UCTCHTHOIO BHpyca IpHIIIA
(mepBUYHBIA aHaIu3) y WHOUIMPOBAHHBIX TPHUIIIOM B3POCIBIX MAlMEHTOB C OCIA0JICHHBIM
MMMYHHTETOM BKJIIOUasio B cebst 151 maruenTa, MoAXOASMIEro s OUeHKH ek TUBHOCTH
ocellbTAMUBUpPA (BTOPHUYHBIA aHaiu3, He ycwieH). McciaenoBaHnue BKIIOYANO MAlMCHTOB C
TPaHCILIAHTUPOBAHHBIM ~ CONMMAHBIM opraHoM [SOT], mauueHToB ¢ mnepecakeHHbIMH
remonoaTudeckumu cTBoJIOBbIMU KieTkamMu [HSCT], BUY-1onoXUTENbHBIX NAlUEHTOB C
gpcioM  Kietok  CD4+ <500 kieTok/MM®, TaIHEHTOB, MOJYYalOMUX CHCTEMHYIO
MMMYHOCYIIPECCHBHYIO ~ TEpal{io, a  TaKKe  TalWeHTOB  C  I'eMaTOJIOrMYECKOi
37I0KQYECTBEHHOM OIyXOJIbIO. DJTH TMalUeHThl ObUIM paHJIOMM3HMPOBAHBI JUIS JICUCHUS B
TedyeHHe 96 4acoB ¢ MOMEHTA IOSBIIEHHS CUMITOMOB C MCIIOJIb30BAHUEM CTaHAapTHOM JI03bI
(73 manuenTa) WiK JIBOMHON 036! (78 MallMeHTOB) OCeIbTaMUBUpA Ha NIPOTsHKeHUH 10 JHEH.
Meauana BpeMmenu 10 pazperienust cumntoMoB (TTRS) Opiia cxosxa Mexay rpymnmou npuema
cranaaptaoi 10361 (103 waca [90 % CI 75.4-110.0]) u rpynmnoil npuema JBOHHOH J03bI
(104 gaca [90 % CI 65.8-131.0]). KonnuecTBO ManMeHTOB ¢ BTOPHYHBIMH HHQPEKIHUAMH U3
rpyINbl pHeMa CTaHAAPTHOM 103kl M JIBOMHOM 03Bl ObLIO comocTaBuMo (8.2 % mpoTuB
5.1 %).

IIpochunakmura epunna

D(hPEeKTUBHOCTH OCEIFTAMUBUpPA Ul NPO(QHUIAKTHKHA TPHUIINA B €CTECTBEHHBIX YCIOBHSX
Obl1a TPOJEMOHCTPUPOBAHA B UCCIEIOBAHMU NMPOPHIAKTUKH TIOCIE KOHTAKTa B CEMBSX H
JIByX CE30HHBIX HCCIICIOBAaHUAX NPOQHUIAKTHKHA. BO BCEX 3THX HCCIEIOBAHUSX IEPBHIM
nokasaresnem 3 (HeKTUBHOCTH ObuUla  4YacTOTa  BO3HUKHOBEHHS  J1a0OpaTOpHO
JIMArHOCTUPYEMOTO TpHIna. BUpyJIeHTHOCTE BUpyca PUIINa He MPOTHO3UpyeMa U BapbUpPyeT
B IpejeaX perdoHa W OT Ce30Ha K CEe30HY, MO3TOMY BapbMpyeT M KOJIMYECTBO JIHOICH,
TpeOYIOMKX JIeueH s UIst IpeAynpesxaeHus rpunmna (number needed to treat - NNT).
IIpoghunaxmuxa nocie KoHmakma

B 07HOM HCCJ€IOBAaHMM y ML, HAXOJAMBIIUXCS B KOHTAKTe ¢ O0JbHBIMHU rpunnoM (12.6 %
ObIIM BaKIIMHMPOBAHbBI [IPOTHB TPUIINA), HAYNHAIN NPHMEHEHHE OCeIbTaMUBHpPA 75 MI' OJIHH
pa3 B JIeHb, B [IPe/IeNax JABYX CyTOK MOCJIE Pa3BUTHs CUMIITOMOB Y OOJILHOTO U HPOJIOJDKAIH B
teyenue 7 aHed. Jlmarnos rpunma y GoJbHBIX ObUT MOATBEpXJEeH B 163 ciywasx u3 377.
OcenbTaMUBHp  CYIIECTBEHHO  yMEHbIIAd  4YacTOTy  BO3HHUKHOBEHHS  KIMHHYECKH
BBIPOKEHHOTO TPHIIIA Yy JINII, KOHTAKTHPOBABIIHUX CO CIIyyasMH MMOJTBEPXKICHHOIO IPUIINA, C
24/200 (12 %) B rpynne miane6o mo 2/205 (1 %) B rpynne ocensramuBupa (92 %
yMmenblienne [95 % nosepurenbHblit  uHTepBan (M) 6-16, p<0.0001]). Y  m,
KOHTAKTHPOBABIIKX CO CIy4YasMH TOATBEPXKACHHOrO TpUIINA, KOJWYECTBO CIy4aes,
Tpebyromux nedenusi (NNT - number needed to treat) cocrasnszno 10 (95 % C19-12);u 16y
Beex yuactHukoB uccrnenoBanus (ITT) (95 % CI 15-19) Bue 3aBHCHMOCTH OT craryca
MHOUIMPOBAHHOCTH  BUPYCOM  TpHUIIA  HCTOYHMKAa  MH(pekuuu.  DddekTuBHOCTL
oceJbTaMHUBUpA  JUIsi  TNpPEAyNpexaeHHs  TIpHIla B €CTECTBCHHBIX  YCJIOBMSIX
IIPOJIEMOHCTPUPOBAHA B HCCIICOBAHUH MPO(PUIAKTUKM MOCIIE KOHTAKTA B CEMBSIX, /i€ ObLIH
B3pOCJIbIe, MOJAPOCTKH M JeTH B Bospacte oT 1 o 12 jer, kak B Ka4yecTBe HCTOUYHHKOB
3apaKeHMsl, TaK U B Ka4eCTBE KOHTAKTHBIX JMIL. [lepBHuHBIM mokasaresieM ((QeKTHBHOCTH
3TOT0 HCCJIEAOBaHUs ObLIa 4acTOTa BOSHUKHOBEHHUS B CEMbSX JIADOPATOPHO M KIIMHHYECKH
JMarnoctupoBanHoro rpunmna. [TpopunakTuka ocenbTaMMBUPOM npojoikanack 10 anei. Bo
BCEH MOIMYJISIIMK YacTOTa BOSHUKHOBEHHS J1aO0OPaTOPHO U KIMHUYECKU JHArHOCTHPOBAHHOTO

rpuIna B ceMbsx yMmenblumiack ¢ 20 % (27/136) B rpynie He MOJy4aBIIMX MPO(HIAKTHKH,
8
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PHcK MOSBICHUS BUPYCOB TPHINIA CO CHHXXEHHOM '{yBCTBHTeHBHOCTleI_T‘Wme!BblpaﬁééfiliOﬁ‘"":'Zi}"
YCTOWYMBOCTBIO K OCEIbTaMUBUPY OBLT pacCMOTPEH B XOJE KIMHUYECKHX HCCIIe/IOBAHUM,
CIIOHCHPOBAHHBIX KoMIaHue# Pom. Y BceX MalUeHTOB - HOCHUTEIIEH BHUpyca, YCTOMYMBOIO
OCeJIbTAMUBUPY, HOCHTEIBCTBO MMEJI0 BPEMEHHBIN XapakTep, HE BIMSIIO Ha SIMMHHAIHMIO
BUpYCa U HE BBI3BIBAJIO YXY/IICHHS KINHUYECKOTO COCTOSHHS.

Ta6bmuma 4. Yactora pa3BUTHS pPE3HUCTEHTHOCTH K OCEIbTAMUBMDPY B KIIMHMYCCKHX

HUCCICIOBAHUAX

[Tonynsuus nanueHToB [TanMeHTsl ¢ MyTalMsIMH 4yBCTBUTENIBLHOCTH (%0)

Onpenenenue penoruna* OnpeneneHue reHo- n

(¢eHoruna*

1.12 % (27/2391)

B3pocnme U IMOJAPOCTKH

0.88 % (21/2377)

Hetu (1-12 ner)

3.89 % (66/1698)

4.24 % (72/1698)

Munanenusl (<1 roja)

18.31 % (13/71)

18.31 % (13/71)

* -TlonHoe OIIpeZICJICHUE F'€HOTUIIA HE ITPOBOJIHUJIOCH BO BCEX HCCIICIOBAHUSX.

[Ipy npueMe oOcelbTAMMBHpA C I€JIbI0 TIOCTKOHTAKTHOH mpodunaktuku (7 aHe),
NpOo(HIAKTUKA KOHTAKTHPOBABIIKX B ceMbe (10 jHel) 1 ce30HHO# mpounakTHKy (42 nHs) y
JIMI] C HOpMaJTbHOW (DYHKIIMEeH UMMYHHOM CHCTEMBI CllyyaeB PE3UCTEHTHOCTH K Ipernapary He
12-HeeIbHOM ~ MCCIIE[IOBAHUM 110 CE30HHOW MpoduiIakTHKe y JIMIl €
TalOKe He

oTMeueHo. B
ocnabJIeHHBIM BO3HHKHOBEHHS
Ha0JII0/1aJ10Ch.

Knunuweckue oannwie u oannvie HabnooeHul

EcTecTBeHHbBIE MyTalliM, CBSI3aHHBIE CO CHMIKEHHOH UYBCTBUTEJIBHOCTBIO K OCEJIbTAMUBHPY
in vitro ObUIH OOHApYXXEHBI Ui BHPYCOB rpunmna A u B, BblaeneHHBIX y OOJIbHBIX, HE
MOJIY4aBIIUX OCEJIbTAMHBHUD. PE3UCTEHTHBIE MITAMMBI, OTOOpaHHBIE BO BpeMs JICYCHHS
OCeJIbTAMUBUPOM, ObUIM BBIJIETIEHBl KaK y HWMMYHOKOMIIETEHTHBIX IIallHEHTOB, TaK U Y
MAalMEHTOB ¢ uMMyHojedunuroM. [lanmueHThl ¢ UMMYHOAE()ULUUTOM M JETH PaAHHETO

BO3pacTa UMEIOT OoJiee BBICOKUN PUCK Pa3BUTHUS YCTOHYMBBIX K OCEIbTAMHUBHPY BHPYCOB BO

UMMYHHUTETOM  CJIIY4HacB PE3UCTEHTHOCTHU

BpEMSI JICUCHMUSL.

VYeroliyuBble K OCENIbTAMUBHUPY BUPYCHI,
OCeJIbTAMHUBHD, M YCTOWYMBBIE K OCEIbTAMHUBUPY J1a0OpaTOPHBIE LITaAMMbl BUPYCOB IpHIIIA
uMesnud myTtauuu Hedpamuuujazsl N1 u N2. MyTtauuu yCTOWYMBOCTH MMEJIH TEHICHIIHIO
ObITh crenupuuHbiMA K moatunam Bupyca. C 2007 ronma BcTpewarowmiascs B IIPUPOJIE

BBIZICJICHHBIC Y TIAHUCHTOB, I10JIyYaBIINX

YCTOWYMBOCTh, cBsiz3aHHas ¢ wmyranued H275Y cezonnsix mrammoB HINI - crana
CHOPAMYECKH BBISBIATHCSI. BOCHPUMMYHUBOCTE K OCEJIbTAMUBHUPY U PaCIpOCTPaHEHHE TaKHX
BHPYCOB MEHSIOTCS B 3aBUCUMOCTH OT ce3oHa W mectHocTu. B 2008 romy H275Y Obuia
Haiinena y >99% mupkynupytomux mrammos rpunna HIN1 B Espone. B 2009 roay rpunn
HINI («cBMHOH Tpunm») Obl MOYTH PABHOMEPHO YyBCTBHTEIEH K OCEIBTAMMBHPY. OblIH
OTMEUEHBI TOJIBKO CHOpaaudecKhe cooOIeHust 00 yCTOWYNBOCTH, KaK MPHU JIe4eOHOM, Tak 1

npu NPOGUIAKTUYECKOM PEIKUME.
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5.2 ®apMakoKHHETHYECKHE CBOICTBA Peeny6amkn E
Abcopbyus . .
OceTbTaMUBHp JIEFKO BCACBIBAETCS B JKENYIOYHO-KHIIEYHOM TPAKTE MOCIC NEpOpabHOTO

nprema ocenbTamuBupa docdara (IIpo-leKapcTBa) H B BBICOKOH CTENEHH MPEBPAILAcTCs B
AKTHBHBIA MeTaObomuT (ocenbTaMUBUpa KapOOKCHIAT) MOJA ACHCTBHEM 3CTEpas MCUCHH. He
MeHee 75 % MpUHATON BHYTPbH 03Bl NONAJaeT B CHCTEMHBIH KPOBOTOK B BHJC aKTHBHOIO
merabonuTa. KOHIEHTpalMM Mpo-JeKapcTBa COCTABIAIOT MeHee 5 % OT aKTHBHOTO

" Y4

mertabonmura. KOHIEHTpanuu Npo-JieKapcTBa M aKTHBHOT'O MmerabosuTa B ILIa3Me
IPOMOPIMOHAIFHEI JI03€ U HE 3aBHCAT OT NpHeMa MULIH.

Pacnpeodenenue

O6BeM pacipe/e/ieHusl aKTUBHOTO MeTabosuta (ocenbTaMUBHpa KapOoKcuiaTa) y 4eoBeKa
npuOIU3UTENbHO 23 1 - 00beM, OKBUBAICHTHBIH 00BEMy BHEKIETOYHOH IKHIKOCTH
OpraHusMa.

[TocKOIBKY aKTHBHOCTh HEMpaMHHUa3bl UMEET BHEKIIETOYHYIO IIPUPOJTY, TO OCEIbTaAMHUBHPA
KapOOKCHIIAT pacrpeiesieTcss BO BCeX TOUKax paclpoCTpaHEeHHs BUpyca IpUNIa.
CBs13b aKTMBHOT0 MeTabosuTa ¢ OeIKaMy IIa3Mbl He3HaYuTeNbHa (0KoJ10 3 %).

Buompancpopmayus
OcenbTaMMBHpP TOYTH MOJHOCTBIO TpaHCOPMHUpPYETCs B OCEIbTAMHBUpA KapOOKCHJAT

scTepa3aMu neudeHd. VccnenoBaHus in Vitro JE€MOHCTPUPYIOT, 4YTO OCEJIbTaMUBHP H
AKTMBHBIA METabOJNUT He SBJISAIOTCS CyOCTpaTaMH MIJIM HMHIMOMTOpAaMHM  H309H3MMOB
nutoxpoma P450. MccneoBanus in vivo He BBISIBUIN BTOPOH (a3bl KOHBIOTMPOBAHHS KaKUX-
MO0 KOMIIOHEHTOB.

dnumunayus
[Tocne BcachlBaHUSI OCENLTAMMBHD OJIAMHHHpYETCsl TJIAaBHBIM oOpasom (=90 %) mnyrem

KOHBEPCHH B ocejibTamuBupa KapOokcuiar. ITocne mocTmikeHHs NMMKOBOM KOHUEHTpallMH
aKTUBHBIA METabOJIUT UMEET BpeMs MOJIyBbIBeneHuUs OT 6 10 10 yacoB. AKTHBHBIA META0OIUT
MOJIHOCTBIO BhIE/sETCS uepe3 modku. [loueunsrii kmupenc (18.8 /1) mpesbinaeT cKOpoCcTh
kiyboukoBod  (uibTparmu (7.5 1/9), YTO TMOKa3bIBAacT, UYTO KPOME TJIOMEPYJISIPHOM
(GuabTpauu NpoUCcXoauT U TyOynspHas cexperus. Menee 20 % oT NMpUHATONH BHYTPb /103bl,
IIOMEYEHHOM paJI0JIOrHUECKH, BBIIEISETCS C KaJIOM.

Ocobwbie epynnsvl NAYUCHINO6
ﬂ emcKdas nonyJisAyusl

Mnaoenuwt 0o 1 200a

®apmakokuHeTHKa, (apmakojMHaMHKa M 0€30MacHOCTh IIpenapara  OcejbTaMHBUPA
OLIEHUBAJINCH B JIByX HEKOHTPOJIMPYEMBIX OTKPBITBIX HCCIICIOBAHHUSAX, BKJIIOYABIINX
MH(UIMPOBAHHBIX TpUmoMm jaereid miaaue 1 roga (n=12435). YposeHb KaupeHca akTHBHOTO
MeTaboJIuTa, CKOPPEKTHPOBAHHBIA 110 Macce Tela, CHIDKAJCS y MalMeHToB Miaaue 1 roja.
Konnenrpanun Mertabonura Takke Oojiee BapuaOenbHBI y JeTedl JaHHOHW BO3pacTHOH
rpynmsl. VIMeroluecs 1aHHble MOKa3bIBAIOT, YTO J03UpoBKa 3 Mr/kr y aereit 0-12 mecsiien
MO3BOJISIET JIOCTHYL KOHIIEHTpAIMKM IpOJieKapcTBa M aKTHBHOIO MeTabosnTa, KOTOpbIE
npeanosaraioT odecredeHne >GPeKTUBHOCTH M Npopuis 6e30MacHOCTH, COMOCTABUMBIX C
TAKOBBIMH Yy JeTeil Oojiee crapliiero Bo3pacTa M y B3pOCHBIX IIpH MpHeMe Mpernapara
oceNbTaMHUBHPA B PEKOMEHI0BaHHOM J103€.

PenopTupoBaHHble HEXeNaTelbHble Peakiiii ObUTH COMOCTaBUMEI ¢ MpoduiieM Oe30MacHoCTH
y Gonee crapmmux gerei. HeT jaHHBIX O MOCTKOHTAKTHOH MpPOQHMIIAKTUKE TPHIIIA Y JICTCH
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6.4 OcoObie MepbI NIPEIOCTOPOKHOCTH NPH XPaHEHHH
XpanuTthb nipu Temrneparype He Boiie 25°C.

6.5 ®opma BhINycKa H YIIAKOBKA

[To 10 kamcya B KOHTYpHYIO S4YEHKOBYIO yHNakoBKy ¢ mepdoparnuei H3 Mpo3payHoi
TPEXCIOHHON MIJIEHKH [MIBX/TID/TIBAX u KOMOWHHUPOBAHHOIO mMaTepualia
(6ymara/I19T/donbra amomunuesas). [To 01HOH KOHTYpHON SYEHKOBOM yIaKOBKE BMECTE C
JTUCTKOM-BKJIJIBIIIIEM TTOMEIIAIOT B MaYKy U3 KapTOHA.

6.6 OcoOble Mepbl NpPeIOCTOPOKHOCTH IPH YHHYTOXKEHHH HCIOJL30BAHHOIO
JIEKADCTBEHHOT0 TMpenapara WIH OTX0A0B, MOJYYeHHBIX II0CJA€¢ NpPHMEHEeHHs
JIEKAPCTBEHHOT0 MpernapaTa Hid padoTbl ¢ HUM

Bech ocTaBIIKiCS JIeKapCTBEHHBIH MTpenapar U OTXOIbI CJIEAYeT YHHUTOXXUTh B COOTBETCTBUH
C MECTHBIMHU TPEeOOBAHUSIMH.

6.7 YcnoBust oTniycKa u3 anrex
I[lo penenrty.

7. AEPKATEJIb PETUCTPAIITMOHHOTI' O YIOCTOBEPEHMUS

«Hetero Labs Limited», Mugus

Hetero Corporate, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500018, Telangana,
India.
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