COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 06.02.2024 Nz 2242

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
OcenbramuBup — BEPTEKC, 75 mr, kancyisl.

2. KAYECTBEHHBIN U1 KOJTMYECTBEHHBI COCTAB
JleficTBy101II€€ BEIIECTBO: OCEIBTAMUBHUP.
Kaxxnas karcyna conepkut 75 Mr ocenbTaMmuBupa (B Buze ocdara).

[TonHbI IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEICH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsi.

TBepupie xenatuHOBbIE Kancyisl Ne 2 skentoro nsera. ConepKumMoe Karcysl — CMeCh IpaHynl U
HOpPOIIKa OeJIOro MM MOYTH OeNIoro 1BeTa WM YIJIOTHEHHAs Macca Oelnoro WM Mmodtd 0eioro

LBETA, pPACHAJAIOIIASICA PU HAXKATUU CTEKJISTHHON MAJIOYKOM.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusl K IPUMEHEHHUIO

Jleyenue rpuiima

OcenpsramuBup — BEPTEKC nokaszan nis jieueHusi TpuIia y B3pociblX U JETEN B Bo3pacTe oT 1
rojaa.

[IpodwunakTrka rpunma

OcenpramuBup — BEPTEKC nokaszan 715 npoQuIakTUKH TPUIIIIA:
— Yy B3pOCIBIX M TOJIPOCTKOB B BO3pacTe crapue 12 Jjer, Haxoadlmuxcs B Ipynmnax
MOBBILIEHHOIO pHUCKa HH(QUUUPOBAHHUA BUPYCOM (B BOMHCKMX YacTAX U OONbIINX
MPOM3BOJICTBEHHBIX KOJUIEKTHUBAX, Y OCIA0JICHHBIX MAallUEeHTOB);

— y nereit ot 1 roja.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHHUs!

PexuMm no3upoBaHus

Bspocnvie
Jleuenue
[Ipuem ocenpbTamMuBHpa HEOOXOAMMO HAYMHATH HE MO3JHEE 2 CYTOK C MOMEHTa Pa3BUTHUS

CUMIITOMOB 3a00JIeBaHU.
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ITo 75 Mr 2 pa3a B CyTKH BHYTPb B TEUEHHE 5 JHEIL. YBe':JJI-II/II';':e:I:{;JI%‘H'FI iﬁ&(ﬁf@é’%&%\&%"%ﬁl{'ﬁ He
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NPUBOJUT K yCHIIEHUIO 3¢ dekra.

Hpodunaxmuxa

[Ipuem ocenpTamMuBHpa HEOOXOAMMO HAuMHATh HE IMO37HEE 2 CYTOK I0OC/Ie KOHTaKTa ¢
3a00JIEBILIUIM YEJIOBEKOM.

[To 75 mr 1 pa3 B cyTku BHYTpPh B TeueHue He MeHee 10 mHel mocie KOHTakTa ¢ 3a00JIeBIINM
4yenoBeKoM. Bo Bpems ce30HHOM smuaeMuu rpunmna — 1no 75 mr 1 pa3 B CyTku B TeueHue 6
Henenb. llpodunakTuueckoe AEHCTBHE NPOAOJIKAETCS CTOJIBKO, CKOJBKO JUINTCS IpPUEM

ocCClIbTaMHBHpPaA.

Oco0ble IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem gyHKkyuy novex

Jleuenue

[TaruenTam ¢ KIMpeHCOM KpeatTmHHHA Ooyiee 60 MII/MWUH KOPpPEKIMH JI03bI HEe Tpedyercs. Y
MAIMEHTOB ¢ KJIUpeHCOM KpeatuHWHa oT 30 mo 60 Mu/MHH 103y OCeIbTaMUBHpPA CIEAYET
yMeHbIIUTH A0 30 M 1Ba pa3a B CYTKHU B TeueHue 5 qHeil (cM. pasnen 6.6).

VY nmamueHToB ¢ KiupeHcoM kpeatuHuHa OT 10 mo 30 mu/MHH 03y OCENbTaMHUBHpA CIEIYET
yMeHbIUTh 10 30 Mr oIMH pa3 B CYTKH B TeueHwe 5 aHeil. [lanmeHntam, Haxomsuimmcst Ha
MOCTOSTHHOM TE€MOJIMajn3e, OCeIbTaMUBHD B MEpPBOHAYAIBHON 03¢ 30 MI MOXKHO NMPHUHATH JI0
Hayvaja Juajan3a, eClii CHMITOMBI TPUIITA MOSBUIMCEH B TeUeHHEe 48 4 MEXy ceaHCaMu JIHau3a.
Jns monnepkaHUs MJIa3MEHHOM KOHIIEHTPAllMd Ha TEParneBTHUYECKOM YPOBHE OCEIbTaMHUBHP
cienyeT nmpuHUMaTh 1Mo 30 Mr mocje Kakaoro ceanca auanu3a. [lanuentam, HaXOASIIMMCS Ha
MEPUTOHECAILHOM JIHAJIu3€, OCEIbTAMUBHP CIIEAyeT MPUHUMATh B MEpBOHAYAIBHOM f03¢ 30 mr
0 Hayajga TMpoBeldeHUs nuanu3a, 3areM no 30 Mr kaxaeie 5 aHeil. PapMakOKMHETHKA
OocenbTaMUBUpPAa Yy TMAIMEHTOB C TEPMUHAIBHON CTaJuel MOYeYHOW HEeZOCTAaTOYHOCTU (C
KJIMpeHcoM kpeatuHuHa < 10 MJI/MHUH), HE HaXOIAIMIMXCS Ha AWAIIN3E, HE M3ydanach. B cBs3m ¢
ATHUM PEKOMEHJIAIIMH TI0 IO3UPOBAHUIO Y JTAHHOM TPYIIIHI MAIMEHTOB OTCYTCTBYIOT.

Hpodunaxmuxa

[TaruenTam ¢ KIMpeHCOM KpeaTWHHHA Oonee 60 MII/MUH KOpPpEKIMH J103bI He Tpedyercs. Y
MAalMeHTOB C KiaupeHcoM kpeatuHuHa OT 30 mo 60 mMu/MUH 103y OCElNbTaMHUBHUpA CIEAYyeT
yMeHBIUTH 70 30 Mr oIMH pa3 B CyTKH (cM. pazaen 6.6).

VY manueHToB ¢ KIupeHcoMm kpeatuHuHa oT 10 10 30 MI/MUH peKOMEHAYETCS YMEHBIIUTD J03Y
ocenbTamuBupa A0 30 mr uepe3 neHb. [lanrenTam, HaXOAAUIMMCS Ha TIOCTOSIHHOM T€MOIuaIn3e,
OCEIIbTAMHUBHUD B TEpBOHAuYaIbHOW 103¢ 30 MI MOXKHO TPHUHATH 10 Havdana auanusa («1-i

ceancy). Jlnga monanepkaHUs IJIa3MEHHOM KOHIEHTpAallMM Ha TEpareBTUYECKOM YpPOBHE
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OCEBFTAMHUBHUP CIEAYET IPUHAMATE 10 30 Mr 1mQciie KaﬂEBF&H&E&E}%E%%H'&fJ@% dednca

nuanuza. [lanenTam, HaXOJAIIMMCA Ha TEPUTOHEATBHOM JIMANIM3€, OCEIbTAMUBHUD CIIEYEeT
MpUHUMATh B MEpBOHAYAILHON 03¢ 30 Mr A0 Hayajla MPOBEACHHS JManu3a, 3aTem 1o 30 mr
Kaxable 7 nHed. dapMakOKMHETHKA OCEIbTaMUBHpA y MAlMEHTOB C TEPMUHAIBHOW CTaauei
MOYEYHON HEJOCTATOUYHOCTHU (C KIMpeHCOM KpeaTMHMHA < 10 MJI/MUH), HE HAXOASIIUXCS Ha
JManu3e, He u3ydajgach. B CBS3M C 3TUM PEKOMEHJAIMU MO JTO3UPOBAHUIO Y JTAHHOW TPYIIIbI
MAalUEeHTOB OTCYTCTBYIOT.

Tayuenmsi ¢ Hapywenuem ynKyuu neveru

Koppekuuu 10361 nipu jeueHuu U NpoUIakTUKE FPUIINA Y TAIIEHTOB ¢ HapylIeHHEeM (YHKIIHH
NICUEHH JIETKOW M CPEHEW CTENEeHH TsDKECTH He Tpedyercs. bezomacHocTs U papMaKOKMHETHKA
OCEIbTaMUBHUPA Y IMAIIMECHTOB C TSHKEIBIMU HAPYIICHUSIMHU (DYHKIIUU TICUCHU HE N3YJalIach.
Tayuenmsi noscunozo eospacma

Koppekuuu 10361 171 TpoUIaKTUKY WK JICUEHUs TPUTITa He TpeOyeTcs.

Iayuenmoi ¢ ocnabnreHHbIM UMMYHUMEMOM (ROClie MPAHCNAAHMAYUL)

Jleuenue

PekoMeHzOoBaHHAs MPOJOIDKUTENBHOCTh TEPAlUUd  OCENbTAMMBHPOM y  MAIlMEHTOB C
ocnabiieHHBIM UMMYHHUTETOM cocTaBisieT 10 nueit. Koppekiuu 10361 He TpeOyeTces (CM. pa3iessl
4.8 u 5). Ilpuem ocenpTamMuBUpa HEOOXOJAMMO HAUYMHATH HE TO3]HEE 2 CYTOK C MOMEHTa
Pa3BUTHS CUMIITOMOB 3a00JI€BaHUSI.

Cesonnas l’lDOd)LUlaKWluKCl

I[J'IH CE30HHOU HpO(I)I/IJ'IaKTI/IKI/I rpuiliia y InmainuceHTOB C 0Cl1a0JICHHBIM HMMYHUTCTOM B BO3pACTC

> 1 roga — B Teuenue 12 Henenb, KOPPEKIMH 10361 HE TpeOyeTcs.

eTn
Jleuenue

Peorcum dozuposarnus y noopocmxos om 12 0o 18 rem

Pexxum nto3upoBanus uisl MOJPOCTKOB OT 12 10 18 JeT He OTIMYaeTcsl OT pekruMa JI03UPOBAHUS
JUISL B3POCIIBIX.

Peoicum dosuposanust y demeti om 1 200a 0o 12 nem

Heru ¢ maccont tena > 40 xr, KOTOpbIE YMEKOT NPOIIATHIBATH KAICYJIbl, TAKKE€ MOTYT IOJIy4aTh
JIeYeHHEe, IPUHUMAs 110 OJTHOMU Karcyse 75 Mr 2 pa3a B CyTKH B T€UEHUE 5 THEH.

Jna nereit B Bo3pacte oT 1 roga BO3MOYKHO 3KCTEMIIOPAJIBHOE MPUTOTOBIEHUE CYCIIEH3UH C
UCIIONIb30BaHUEM Karcyn 75 mr (cm. pazzaen 6.6).

[IpuMmeHsaTh oOcCenbTaMHUBUP CHEAyeT 2 pa3a B CYTKM B TEUYEHHUE S5 JIHEW COTIJIACHO

HIDKENIPUBEICHHOM TabmuIie:
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PCKOMCHHOBaHHaﬂ 03a Komrraeerso-eveen OCCHAbTaMmBHpa
Macca tena
Ha OJHH IIPUEM Ha OOVH IIPHUEM

<15 «kr 30 mr 2 M
> 15-23 kr 45 mr 3 mn
> 23-40 kr 60 mr 4 M

> 40 xr 75 mr S mn

Peorcum dosuposarnus y oemen maaowe 1 200a

BezonacHocTh 1 3P PeKTUBHOCTD y JeTell B BO3pacTe Miiajie 1 roga He yCTaHOBJICHBI.

Ilpogunaxmuxa

HpI/IeM OCCJIbTaMUBHpa HCO6XO,I[I/IMO Ha4YuHATh HEC II03JHCC 2 CYTOK IIOCJIC€ KOHTaKTa ¢C

3200JIEBIIINM YEIIOBEKOM.

Peorcum dozuposarnus y noopocmxos om 12 0o 18 rem

Pexxum nmoszupoBanus i aerei ot 12 mo 18 et He oTiM4YaeTcs OT PeKuMa JTO3UPOBAHUS IS

B3pPOCJIbIX.

Peorcum dozuposarnus y oemeti om 1 200a 0o 12 1em

Hetu ¢ maccoii Tena > 40 Kkr, KOTOpble YMEIOT IPOIIAaThIBATh KaIlCyJIbl, TAKXKE MOTYT IOJIy4aTh

npopHIaKTHYECKYIO TepaNuio, IPUHUMasl 0 OHON Karcyne 75 mr 1 pa3 B cyTku B TeueHue 10

JTHEH.

Jns nereit B Bo3pacte oT 1 roga BO3MOYKHO 3KCTEMIIOPAJIBHOE MPUTOTOBIIEHUE CYCIIEH3UU C

WCIIOJIb30BaHUEM Karcys 75 Mr (cM. pazzen 6.6).

HpI/IMeHHTb OCCIIbTAMUBHUDP CICAYCT 1 pa3 B

HUKETPUBEICHHON Tabmue:

Cyrku B TeueHue 10 nHel cornacHo

PexoMmennosanHas no3a KonnuectBo cmecu ocenbTamMmuBHpa
Macca tena
Ha OJIMH NpUEM Ha OJIH MpUEM
<15«kr 30 mr 2 M
> 15-23 xr 45 mr RBYN
>23-40 xr 60 mr 4 Mt
> 40 xr 75 mr 5 M

Ipumenenue v oemeii mraouie 1 200a

Bbezonacnocts u a¢ppextuBHOCTh Mpenapata OcensramuBup — BEPTEKC y nereii B Bo3pacrte ot

0 no 1 roa Ha 1aHHBIM MOMEHT HE yCTaHOBJIEHBI. OCENbTaMUBHpP HE CIEAYET Ha3HAYaTh JETIM

no 1 rona.
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Croco0 IIpuMeHeHus

MY OTYETY

BuyTpb, BO Bpems enbl WM HE3aBHUCUMO OT Ipuema nuui. I[lepeHocuMOCTh ocelnbTaMuBHpa
MO’KHO YJIYYIIUTh, €CJIM IPUHUMATh €70 BO BPEMS €/IbI.

B cnyyasx, korna y B3pocibIX, OAPOCTKOB U JETEH CYLIECTBYET IpobieMa ¢ IporiaTblBAHUEM
KaIlCyJsl, HE0OXOIMMO OTKPBITh KaICYJly U BBICHIIATh €€ COAEPKUMOE B HEOONIBIIOE KOJIUYECTBO
(MakcumanbHO | uyaliHasg JI0KKa) MOAXOJALIEr0 IOJCIAIEHHOrO NPOAYKTAa IUTAaHUS
(IIOKOJIAIHBIN CHUPOII ¢ HOPMAJIBHBIM COJICpXKAHUEM caxapa WM 0e3 colepiKaHus caxapa, Mef,
CBETJIO-KOPUYHEBBIM caxap WJIM CTOJOBBIM caxap, pacTBOPEHHBIH B BOJE, CIaJKUM Jaecepr,
CTYILIEHHOE MOJIOKO C caxapoM, A0JI0UHOE MIope WM HOTYpT) JUIsl TOrO, YTOOBI CKPBITh TOPbKHIMA
BKyc. CMech HEOOXOAMMO TINATEJIBHO IE€peMellaTh M JaTh MalnueHTy neiaukoM. Crnenyer
IPOIJIOTUTh CMECh cpa3y ke 1ocie mnpuroronineHusd. [loapoOHble pexkoMeHAauuu IO

OKCTEMITIOPAJIbHOMY IIPUTOTOBJICHUIO CYCIICH3UHN JdHBI B pa3aCiic 6.6.

4.3. lIlpoTuBONOKA3aAHUS

— TUIEPYYBCTBUTEIBHOCTh K OCEJIbTAMUBUPY WIM K JHOOOMY W3 BCIIOMOTAaTENIbHBIX BEIIECTB,
NIEPEYUCIIEHHBIX B pa3zene 6.1;

— TepMUHAJIbHAS CTAAMS MOYSUYHOU HEIOCTaTOYHOCTH (KIMpeHC kpeatnHuHa < 10 Mi/MuH);

— TsDKEJ1asd I€YC€HOYHadA HEJOCTAaTOYHOCTD.

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

ITpenapat OcensramuBup — BEPTEKC cnenyer npuMeEHSATb ¢ OCTOPOKHOCTBIO B CIIENYIOIIMX

cllyyasix:

— OepeMeHHOCTh, IEPHOJI TPYAHOTO BCKapMIIMBaHUs (CM. pazzen 4.6);

— IpUMEHEHHE B KOMOMHAIMM C MpernaparaMy, UMEIOIUMH y3KYyI0 HIUPOTY TepaneBTUYECKOro
JeiicTBUs (HarpuMep, XJIOPIponaMu, MeToTpekcaT, penunoyra3zon) (cM. pasnen 4.5).

OcenpTamMuBHp YPPEKTUBEH TOJBKO B OTHOIICHUU 3a00JI€BaHMsI, BHI3BAHHOTO BHPYCOM TPHIIIIA.

Jannbie 00 3 (GEKTUBHOCTH OCENbTAMHUBHpA MPH TEPaNuu 3a00JIeBaHUM, BBHI3BAHHBIX HHBIMU

areHTamMu, OTCYTCTBYIOT (cM. pazaen 5.1).

Ocenvmamugup He A614emMca 3aMeHOll 6AKUUHAUUU.

Hcnonb30BaHue ocelbTaMUBHpa HE JIOJDKHO BIUSATH HA OLIEHKY MAllMEHTOB MPU MPOBEACHUU

€XKETOHOM BaKIIMHAIIMY ITPOTUB TPHIIIIA.

3ammTa OT TpHIIA JUIATCS TOJBKO JO TEeX IMOp, MOKa TPHUMEHSETCS OCEIbTaMUBHUD.

OcenbTaMHUBHp CIIEyeT UCIOIB30BATH TOJBKO JUIS JICYEHUS U MPO(UIAKTUKH TPHUIIIIA U TOJIBKO

B Cllydae, €CIM JOCTOBEPHBIC SMUAEMHUOJOTHUECKUE JaHHBIE YKa3bIBAIOT HAa TO, YTO BHUPYC

TPUIINA HUPKYIUPYET B 001IEH MOMyIALHUH.
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CUJIBHO BapbUpOBaTh (cM. paszzaen 5.1).
Takum 00pazom, pU HA3HAUYECHUH OCEIbTAMUBUPA HEOOXOAUMO YUUTHIBATH CAMYIO TIOCIIETHIOI0
JOCTYIHYIO HH(POPMAIIHIO O YYBCTBUTEIBHOCTH IIUPKYINPYIOIIETO BUPYCa K OCEIbTAMUBHPY.

Tsxelloe COIMyTCTBYIONIEE 3a0071€BaHUE

Jannpie o Oe3omacHOCTH W 3((PEeKTHBHOCTH NPUMEHEHHUS OCeNbTAMHUBHpA y MAIMEHTOB C
JIOCTaTOYHO TSKEJIBIM CONYTCTBYIOUIMM 3a00JIEBAHUEM WM HECTAaOUJIbHBIM COCTOSIHHEM,
[IPEANOJIAraloUM TOCIUTAIU3ALMIO, OTCYTCTBYIOT.

IlanmeHTsI ¢ 0CJa0JE€HHBLIM HUMMVYHHUTCTOM

O¢ddekTuBHOCT OCETbTAMUBUpPA TMPH JICUCHHH WM NMPO(WIAKTUKE TPUMINA Yy MAalHUEHTOB C
0cJ1abJIECHHBIM MMMYHUTETOM YETKO HE ycTaHoBieHa (cM. paszznen 5.1). OgHako y B3pOCIbIX
NAlMEHTOB C OCIA0JCHHBIM HIMMYHUTETOM JICYEHHUE IPUIIIIA CIETyeT MPOBOJUTH Ha MPOTHKEHUH
10 nHel, Tak KaK KIMHHYECKUE HCCIIEI0BaHUS MPH O0Jiee KOPOTKOM Kypce He IPOBOIMIIUCE.

CGDZ[G‘IH&H/ AbIXaTCJIbHAAd HCEAOCTATOYHOCTD

O¢ddekTuBHOCT OCETbTAMUBUpPA TPHU JICUYCHHH WIH NMPOQWIAKTUKE TIpUNNA Yy MalHueHTOB C
XPOHUYECKON CEpACYHON /WM JBIXaTeIbHOM HEAOCTaTOYHOCTHIO HE YCTaHOBJIEHA. B maHHOMN
HNOMYJIAIUN MAIMEHTOB YacTOTa BO3HMKHOBEHHUS OCJIOXHEHHH Oblla CONOCTaBMMa B TPYIIE
JIeYEHUs U TpyIIe mianedo.

IToyeyHas HETOCTATOYHOCTD TSYKEJIOM CTENEHU TIYKECTU

Y B3poCHbIX TAIMEHTOB U MOAPOCTKOB (13-17 nmeT) ¢ TsKemoil cTenmeHplo MOYeyHOU
HEJOCTAaTOYHOCTU TPU JIEYCHHH U TPO(PUIAKTHKE TPHUMIA PEKOMEHIYETCS KOPPEKIHS O3BL
Knunuueckue naHHple IS KOPPEKIMH JT03bI Y MJIAACHIIEB U JAeTeil (B Bo3pacte oT | roma u
CTapIie) ¢ MOYEYHON HEJTOCTATOYHOCTHIO OTCYTCTBYIOT (CM. pazzaeinsl 4.2 u 5.2).

[IcCHXOHEBPOJIOTMYECKHE HAPYIIICHUS

VY mnanueHToB (B OCHOBHOM Y JE€Te M MOAPOCTKOB), MPHUHMMABIIUX OCEIbTAMHUBUD, ObLIN
3apCTUCTPUPOBAHBI IICUXOHEBPOJIOTHUYCCKUE HAPYIICHHA. HOJIO6HI)I€ IICUXOHEBPOJIOTHUICCKUEC
HAapymeHusa TaKXKE OTMCYCHBI Yy IMAIMCHTOB C TPUIIIOM, HE IIOJYYaBIIMX OCCIbTaMUBHDP.
CrnenyeT TmaTeIbHO MOHUTOPHPOBATH MAIIMEHTOB Ha MPEeIMET U3MEHEHUN B MOBEICHUH, PUCK U
MOJIb3a MPOJIOJDKEHUS TePANTUU JOKHBI OBITh OLIEHEHBI [T KaKIOTO MAIlMeHTa WHINBUIYAIBHO
(cm. paznen 4.8).
CTU
JlanHple nns ompenesieHHs 103bl Y HEJOHONICHHBIX JAeTel (MOCTKOHIENTYalIbHBIN BO3pacT

< 36 Henelnb) OTCYTCTBYIOT.



COOTBETCTBYET 3KCMNEPTHO
5.02.2 2242

ot 06.02_2024 N=
4.5. B3amMojeiicTBHA ¢ JPYrMMH neKapCTBeHHbl'nlf;yr“'l‘I?)%l;lﬁ'b%% Vit O ApyTHE “BHbI

MY OTUETY

B3auMOJeiCTBUS

dapMaKOKMHETHYECKUE CBOMCTBA OCEIbTAMUBHPA, TAKHE KaK €r0 HU3Kasl CTETICHb CBA3BIBAHUS C
OenkaMu ¥ MeTabosiu3M, He 3aBUCHMBIA OoT u3odepmenta CYP450 u cucremsl TIIOKypOHHUIA3
(cM. pazgmen 5.2), He [JAIOT OCHOBAHMUW MpeANoiaraTh HaIMYUME KIMHUYECKH 3HAYMMbBIX
B3aMMOJICHCTBUMN M0 YKA3aHHBIM MEXAHU3MaM.

ITpoGenenua

Koppekuuu 110361 mpu OAHOBPEMEHHOM MPUMEHEHHH C MTPOOCHEUUIOM Y TMalUeHTOB C
HOpMabHOU (pyHKIMEN mouek He TpedyeTcs. ONHOBpEMEHHOE MPUMEHEHHE C MPOOEHEINI0M,
MOIIIHBIM UHTUOUTOPOM aHMOHHOM KaHAJBIIEBOW CEKPEIIUU B MOYKAX, TPUBOAUT K ~ 2-KpaTHOMY
YBEJIIMUEHUIO YKCIIO3UIIUN AKTUBHOTO META00INTa OCEIIbTAMUBHPA.

AMOKCHUIIMIUINH

dapMaKOKMHETUYECKOE B3aMMOJEHCTBHE OCEIbTAMUBUPA M aMOKCHUIMJUIMHA (BBIBOJSIIEIOCS
TEM K€ IyTeM, 4TO U OCeIbTaMMBHp) OTCYTCTBYyeT. llpeamonaraercs, 4To KOHKYypeHLUS
OceNbTaMUBUPA 32 BBIBEJCHHUE IIOYKAMH ci1adast.

BriBeieHre ¢ MO4oit

MasoBeposTHbl KIIMHUYECKH 3HAYMMBIC MEKJICKAPCTBCHHBIC B3aMMOJCHUCTBUS, CBSI3aHHBIC C
KOHKYpPCHIIMEH 3a KaHAIBIIEBYIO CEKPEIHIO, MPHHUMAs BO BHUMAaHKE Pe3epB OC30MaCHOCTH IS
OOJILIIMHCTBA HO)IO6HI)IX npemnapaTroB, IIYTH BbIBCACHUSA aKTUBHOI'O MeTadoimTa OoCCJIbTaMHUBHPA
(xmyOboukoBasi (uIbTpanMss W aHUOHHAs KaHANbIIEBas CEKpelus), a TaKkKe BbIBOJISIIYIO
CIIOCOOHOCTh KaXJaoro u3 myTed. OJHAKO NPUMEHSATh OCENbTAMUBUP B KOMOWHAIIMH C
npenapaTtamM, HMEIOIIMMHU  y3KYI0 IIMPOTY TEparneBTUYECKOro JeWcTBUS (HampuMmep,
XJIOPIPOINaMHJI, METOTpeKcaT, (peHmI0yTa3oH), HEOOXOAUMO C OCTOPOKHOCTHIO (CM. pasien
4.4).

JlonoaHUTEIbHAS I/IHd)ODMaHI/IH

He ob6napyxeHo (apMakOKMHETHYECKMX B3aUMOJAECUCTBUN MEXY OCEIbTaMUBUPOM HIIM €ro
OCHOBHBIM METa0O0JIUTOM IMPH OJTHOBPEMEHHOM IIPHEME C IapaleTaMoJioM, alleTUIICAITULINIOBON
KHACJIOTON, NMMETHIWHOM, AaHTAlUJAHBIMU CpPEACTBAMU (MarHUsl M aJIOMHHUS THIPOKCHUJ,
KaJblUg KapOoHAT), pUMAHTaAMHOM WJIHM BapdapuHOM (y MalMeHTOB 0€3 IpUIMa, CTa0MIbHBIX

Ha BapdapuHe).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA
bepemeHHOCTB
[Ipenapar OcensramuBup — BEPTEKC cnenyer npuHMMarh C OCTOPOKHOCTBIO BO BpeMs

OEpEeMEHHOCTH.
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MY OTYETY

CEPbE3HBIX BPOXKICHHBIX IMOPOKOB PA3BUTHS, B TOM YHUCJIC BPOXICHHBIX TOPOKOB CEpIIIa,
CBSI3aHBI ¢ 3200JIEBaHUEM TPHUIITIOM.

bonbiioe KOJTM4eCTBO TaHHBIX O BO3JCUCTBUU OCEIbTAMHUBUPA Y OEPEMEHHBIX JKEHIIMH B XOJ€
MMOCTMApPKETHHIOBOTO MPUMEHEHHS U HaOII0JaTeIbHBIX HccienoBanuii (6oee 1000 marueHTOoB
Ha TEPBOM TpHUMECTpe OEPEeMEHHOCTH) HE YKa3blBalOT HU Ha TIOPOKH pa3BHUTHs, HHU Ha
(deTo/HeoHaTambHYI0 TOKCUYHOCTD OCENTbTAMHUBHPA.

Onnako B OJHOM HAONIOAATEILHOM HCCIEIOBAaHUM PE3YJIbTaThl OLICHKH PHUCKA pPa3BUTHS
TSDKEJBIX BPOXKJIEHHBIX MOPOKOB CEp/Ila, AMATHOCTUPOBAHHBIX B TeueHue 12 MecsleB mocie
POXIeHUS, He OBLITN OJJHO3HAYHBIMH, XOTSI OOIIHI PUCK TTOPOKOB PAa3BUTHS U HE ObLT YBEIUYCH.
B naHHOM WCCIEIOBaHWM YacTOTa Pa3BUTHS TSKEIBIX BPOXKICHHBIX TOPOKOB Cepjiia IMocIie
MPUMEHEHHUS OCeJIbTaMHUBHpPA B TEUCHHE NIEPBOIO TpUMECTpa OepeMeHHOCTH cocTaBiseT 1,76 %
(7 mnanenueB u3 397 GepemenHocreii) mo cpasHenuto ¢ 1,01 % npu GepemenHocTu B 0O0IIei
nonyssiuuu 0e3 IpUMEHEHHUsl ocelibTaMuBUpa (OTHOIIEHUE puckoB 1.75, 95 % noBepuTenbHBIN
untepsan 0.51 go 5.98).

Knunnueckoe 3HadeHHne JAaHHOTO pe3yiabTaTa M0 KOHIA HE SCHO, TaK KaK MCCIEI0BAaHUE HMEIO
OTPaHUYEHHYIO MOIIHOCTb.

Kpome Toro, ucciemnoBanue ObLJIO HETOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTH JOCTOBEPHYIO
OIICHKY OTJCIIbHBIX KaTerOpHH TSHKEIBIX IMOPOKOB PAa3BUTHS; MPH ITOM JAHHBIC y JKCHIIUH,
MPUHUMABIINX U HE MPUHUMABIIUX OCEIbTAMUBHP, HE MOTIIM OBITH MOJHOCTHIO COMOCTABUMBI,
HE3aBHCHUMO OT TOT0, OOJIENH JIU OHH TPUIIIIOM.

HccenoBanus Ha )KHBOTHBIX HE YKa3bIBAIOT HA PEMPOAYKTHBHYIO TOKCHYHOCTh OCEIIbTAMHUBHpPA
(cm. pasmen 5.3). Ilpumenenuwe ocenbTamMUBUpa MpPU OEPEMEHHOCTH BO3MOXKHO B ClIydae
HEOOXOJUMOCTH U TOCJE OLEHKH UMeroIencs nHhopManuu o 6€30MaCHOCTH U TOJIb3€e, a TaKXKe
MATOTEHHOCTH IUPKYIUPYIOMIETO MITaMMa BUpyca rpuria (HHGOpMaIUIO O MOJIb3€ TPUMEHEHHUS

OCellbTaMHUBHUpa Y OEpEeMEHHBIX KEHIIMH CM. B pazzaene 5.1).

JlakTanus

ITpenapatr OcensramuBup — BEPTEKC cnenyer nmpuHMMAarh ¢ OCTOPOKHOCTBIO BO BpeEMS
TPYAHOTO BCKAPMJIMBAHMSL.

Bo BpeMsi 1OKITMHUYECKUX UCCIIEOBAHUNA OCEIbTAMUBHUP U aKTUBHBIM METaOOIUT MPOHUKAIH B
MOJIOKO JIAKTUPYIOIIMUX KpbIC. JIaHHBIE IO YKCKPELUU OCEIbTAMUBHMPA C IPYAHBIM MOJIOKOM Y
YeJIOBeKa M IPUMEHEHHUIO  OCENbTAMUBHpA  KOPMSALIMMHU  KCHIIMHAMU  OTPaHUYCHBI.
OrpaHMyeHHbIE [aHHBIE MOKa3bIBAIOT, YTO OCEIbTAMUBUD M €ro AKTUBHBIM METaOOIUT B

HEOOJBIINX KOJUYECTBAX IPOHMKAIOT B TPYAHOE MOJOKO, CO3/aBas cyOTeparneBTHYecKue
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MY OTYETY

KCHIMHAM CIIEyeT TAaKKe€ YYMUTBHIBATh COIMYTCTBYIOIIEEe 3a0oJieBaHUE U MATOICHHOCTb
LUPKYJIMPYIOLIEro ITaMMa BUpyca rpumna. B nepuosa rpy1HOro BCKapMIIMBaHUs OCEIbTaMUBHP
IPUMEHSAIOT TOJNBKO B Cllydae, €CIM O)KHJaemas sBHas IoJIb3a M KOPMsILEH MaTepu

MPEBBIIIAET PUCK AJIs1 peOeHKa.

DdepTUabHOCTD

Ha ocHOBanmnu JOKIIMHUYECKUX MOaHHBIX HE O0XHAACTCA, YTO OCCIbTaMHUBUD BJIIHACT Ha

(bepTUIBHOCTh MYXXYHMH WIIHM KEHITUH (CM. paszaen 5.3).

4.7. Biausinde Ha CNOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeACTBAMHU H PpadoTaTh ¢
MeXaHM3MaMH
[Ipenapar OcenbramuBup — BEPTEKC He oka3piBaeT i OKa3bIBaeT HECYIIECTBEHHOE BIUSHUE

Ha CIIOCOOHOCTh YIPABIISATH TPAHCIIOPTHBIMH CPEJICTBAMHU U pabOTATh C MEXaHU3MaMH.

4.8. HexkennaTeibHbIE peakunu

Pesrome mpoduiist 6e3onacHOCTH

OO6mmit mpodmias 0€30MacHOCTH OCEIbTAMHUBHpPA OCHOBaH Ha JaHHBIX 6049 B3poChbIX
NAUEHTOB/TIOAPOCTKOB U 1473 nereit ¢ rpunmnom, Nojay4yaBUIMX OCEIbTaMUBUD WM IUIanedo, a
Takke Ha JaHHbIX 3990 B3pOCHbIX MNAIMEHTOB/TIOAPOCTKOB M 253 jeTeil, moiydyaromux
ocelbTaMUBUpP WIN IJane0o0/He MONyYaBIIMX TEpamud B KIMHUYECKUX HCCIIEAOBAHUAX I10
npo(UIaKTUKE TpUIITIA.

Kpome Toro, 199 B3pociblx NalMeHTOB ¢ OCIA0JIEHHBIM HMMYHHTETOM  MOJIYYHIIH
OcelbTaMUBHUP JUIS JIEYEHUS Tpunna, u 475 mauueHToB ¢ ocaabJIeHHbBIM HMMYHUTETOM (B TOM
yuciae 18 pereif, 10 u3 KOTOpBIX MNOJy4Yaau OCEIbTaMUBUP M 8 — miane0o) MOIydyusIn
OCEJIbTaMUBUP WJIH I1anedo A npoduIaKTUKY TpUIa.

VY B3poCIbIX MalMEeHTOB/TOJPOCTKOB Hanbosiee YacThIMU HexenaTenbHbIMU peakuusmu (HP) B
X0Jle KJIMHUYECKHX WCCIIEJOBAaHUM JiedeHusi rpumnmna ObUIM TOIIHOTa W PBOTA, a B XOj€
UCCIIEIOBaHUM 1O MPOPUIIAKTUKE — TOLITHOTA.

bonbmmHcTBO ykazanHbix HP OblM 3apeructpupoBaHbl OJHOKPATHO B TEPBBIM WM BTOPOM
JICHb TEPANUU U CIIOHTAHHO Pa3peliaiNCh B TEUCHUE MOCIEAYIOMUX 1-2 THEM.

V nereit Haubosee yacto Bcrpevatoreiics HP Ovina pBora.

VY GonbIMHCTBA MalMeHToB 1aHHble HP He mpuBoamin K OTMEHE Tepanuu 0CeIbTaMUBHUPOM.
Cepresnbie HP, nepeuncnenHble HIKE, peKO OTMEYAINCh C MOMEHTA BBIXOJA OCEIbTaAMUBHpPA

Ha PHIHOK: aHa(UIAKTUUYECKHE U aHA(PUIAKTOUHbIE PEeaKIMK, HAPYILIEHUSI CO CTOPOHBI IMEUEHU
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oTek, cuHapomM CtuBeHca-/[’KOHCOHAa M TOKCHYECKHUH SIUJIEPMATbHBIN HEKPOJIH3, KEITyI0YHO-
KHUIIIEYHOE KPOBOTEUEHUE U HAPYILICHUSI CO CTOPOHBI HEPBHOM CUCTEMBI U IMICUXUKH (CM. pa3jen

4.4).

Tabauunoe pPE3IOME HEXKENATCIbHBIX PEaKIIUM

Knaccugukamuss 4acToTel pa3BUTHS MOOOYHBIX APQPEKTOB COTrJACHO PEKOMEHIALUIM
Bcemupnoii opranuzaruu 3apaBooxpanerus (BO3):

oueHb yacto > 1/10;

4acTo >1/100, o <1/10;
HEYACTO >1/1000, o <1/100;
peaKo >1/10000, o <1/1000;

oudeHb peako <1/10000;

4acTOTa HEU3BECTHA (HA OCHOBAaHUU MMEIOIIMXCS JaHHBIX OLICHUTh HEBO3MOXKHO).
CootBercTByIOLIasi KaTeropus IPUCBAUBAETCA HEXKEIATEIbHBIM pEakUusM Ha OCHOBAaHUU
00BbEIMHEHHOT0 aHAJIN3a KIMHUYECKUX UCCIIeI0BaHUH.

Jleuenue u npogpunakmuxa spunna y 3pocivix u noOpoOCmMKO8

B tabnune 1 npencrasnensl HP, Bo3HuKaBmne Hanbosee 4acTo Ipu npueMe peKOMEHJ0BaHHON
JI03bl OCEIbTAMHUBHUPA B MCCIEAOBAHUAX IO MPO(UIAKTUKE U JICYEHUIO TPUIINA Y B3POCIbIX U
noapocTkoB (75 Mr 2 pa3a B CyTKM B Te€UeHHE 5 JHEH 1 JedeHus u 75 mr 1 pa3 B CyTKH 10
6 HeZenb 1 MPOPUIAKTUKH).

B wuccnenoBanusx mno npoduiaakTUKe rpumna npoguib 0e30MacHOCTH Yy TMAalMeHTOB,
MOJIYYaBIINX PEKOMEHIOBAHHYIO 703y ocenbramuBupa (75 mr 1 pa3 B CyTku g0 6 Hemenb),
KAaUeCTBEHHO HE OTVIMYAJICA OT TAaKOBOI'O B MCCIIEJOBAHMSX I10 JICUEHUIO I'PUIINIA, HECMOTPS Ha

Ooinee JIINTEIIbHBIN IIpueM ocCeJIbTaMHUBUPA.

Tabmuma 1. HexenaTenpHbIE pEakIliy, BBIABICHHBIC B XOJI€ KIMHMYECKUX HCCICIOBAHUN IO
npoUTAKTUKE U JICYCHUIO TPUIIA OCETBTAMUBUPOM Y B3POCIBIX MAIIIEHTOB U MOAPOCTKOB MU

B XO/I€ MIOCTPETUCTPALMOHHOTO HAOIIOICHUSI.

CHCTeMHO- HexenaTenbHble peakuuu, pacnpeiejeHHbIe COTJIACHO YacToTe
OpPraHHbII BbISIBJICHUSA
KJacce OuyeHb 9YacTo Yacro Heuacto Peakxo

10
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COCEQOBATENBROCTE 0003)

Unghexyuu u Bpouxut, Herpes'

UHBA3UU simplex,
Ha30(apuHTUT,
nHpeKIH
BEPXHUX
JIBIXaTEeTbHBIX
MyTel, CHHYCUT

Hapywenus co TpombonuToneHus
CMOPOHbL KPOBU
u aumpamuye-
CKOll cucmembl

Hapywenus co Peakun Amnadunaktuyec-
CMOPOHbI TUIEpUyB- KHUE peaKkiluu,
UMMYHHOU CTBUTEJILHOCTH | aHA(HUIIAKTOUTHBIC
cucmemvl peakuu
Icuxuueckue becnokoiicTBo,
Hapyuwenus aHOPMAJILHOE
MOBE/ICHUE,
TPEBOXKHOCTb,
CIyTAaHHOCTh
co3HaHus, Open,
JIEeIIApUH,
TaJUTFOITMHAITIH,

HOYHBIC KOIIIMAaphbI,
IpUYMHEHUE cebe
TEJIECHOTO
MOBPEXICHUS

Hapywenus co I'onoBHast 6onb | becconnuna N3menenue
CMOpOHbI CO3HAaHWA,
HepeHoU Cy0pOTH
cucmemol

Hapywenus co Hapymenue
CMOPOHYL Opeana 3peHust
3peHus

Hapywenus co Aputmus
CMopoHbL cepoya

Hapywenus co Kamens, 60715 B
CMOPOHUL ropJie, puHOpes
OovixamenbHou
cucmembl,
0p2eaHos 2pyoHol
KAemKU U
cpedocmenus

Kenyoouno- TomHoTa PBota, 60116 B Kenynouno-

Kuuiedrnolie KHUBOTC KHUIICYHBIC

11
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapywenus (Bkurouds Gonp ' |- = EHER TE TR GpoTetcHs,
BEpXHEH 4aCTH reMopparu4ecKkui
KUBOTA), KOJIUT
JUCTICTICUS
Hapywenus co [ToBbilIeHNE OyJIbMUHAHTHBIN
CMOPOHbL nevenu aKTUBHOCTH rernarur,
U JHcenyuesbloosi- «MIEYEHOYHBIX» | IMeYCHOYHAast
wux nymetu bepmeHTOB HEJI0OCTaTOYHOCTb,
renaTuT
Hapywenue co DKk3ema, AHTHOHEBpPOTHYE-
CMOPOHBL KOXHCU JIepMaTHT, CKHI1 OTEK,
U NOOKOIICHBIX CHIIIb, MyIbTU(OPMHAS
mKaHeti KpanmuBHUIIA spUTEeMa, CHHIPOM
CruBeHca-
JI>KOHCOHA,
TOKCUYECKUI
AMUIEPMAIbHBIN
HEKpOJIu3
Obwue bob,
HapyuweHus u TOJIOBOKPY>KEHUE
peaxkyuu 8 mecme (BrITIOYAst
66€0eHUs BEpTHUTO),
YTOMJIIEMOCTb,
JTUXopajaka, 00ib
B KOHEYHOCTSIX

Omnucanyre OTAENbHBIX HeXKENaTSAbHBIX PeaKIIUN

HapymeHuﬂ CO CMOPOHbL H€p6H01/7 cucmemsl U nCuxuku

FpI/IHHOSHaSI I/IH(i)eKIII/ISI MOXKET aCCOHI/II/IPOBaTBCSI C paSJ'II/ILIHI)IMI/I HeBpOJ'IOFI/I‘IGCKI/IMI/I
CUMIITOMaMH W HM3MCHCHUAMMH IIOBCIACHHS, BKJIIIOYAasd TAaKHC CHMIITOMBbI, KaK TaJlIlIFOIIMHAIIUU,
JIENUpUil, U aHOPMAIbHOE IMOBEACHHE. B HEKOTOPBIX CIIy4asX OHH MOTYT MPHBECTH K
CMEpPTEIHLHOMY HCXOY.

JlanHble sBJIEHUS MOTYT BO3HHMKAaTh KakK Ha (OHE pa3BUTHA dHIledanonaTud WK 3HuedanuTa,
TaK M OTACILHO, 0€3 ABHOTO TSHKEJIOro 3a00JIEBAHU.

B mocTperucTpaiinoHHBIX COOOIIEHHUSIX Yy MAIlMEHTOB, KOTOPHIE MONy4Yald OCEIbTaAMUBHUP IS
JICUYEHUs TPUIINA, OTMEYAIId CYIOPOTH U JEIUPHUM (BKIIOYAs TaKHE CUMIITOMBI KaK HapylIeHUe
CO3HAHMS, CIYTAaHHOCTh CO3HAHHS, AaHOPMAIBHOE TIOBEJECHUE, Opej, TaUTFOIMHAIINM,
OCCITOKOHCTBO, TPEBOXKHOCTh, HOYHBIC KOIIMAphl). OTH CIyYal PEIKO COMPOBOXKIATUCH
OIIaCHBIMU JId XHU3HHU AKTHUBHOCTSIMHU WIIN JICTAJIBHBIM HMCXOIJOM. ﬂaHHBIe SABJICHUSA 6BIJII/I
3apEruCTPUPOBAHBI B OCHOBHOM CPENIU JETEH U MOJIPOCTKOB U YaCTO UMENIH BHE3AITHOE HAYAJIO U

OBICTpOE pa3pelieHue.

12
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(QOCHENORL HOCT& 0003
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NICUXOHEBPOTUYECKNE HAPYIICHHs TaKkKe ObLIM 3apETUCTPHUPOBAHBI y MALMEHTOB C TPUIIIIOM, HE
MOJTy4YaBIIUX OCEIbTAMUBHUD.

Hapywenus co cmopoHul neuenu u sceniesbleo0Auux nymeu

Hapymienust co CTOPOHBI NTEYEHH U JKETYEBBIBOSMINX ITyTEH, BKIIOYAs TENaTUT U MOBBIIICHUE
AKTUBHOCTH «II€YCHOYHBIX» (EPMEHTOB, OTMEYAIUCh Yy TWAlHUEHTOB C TPUIINONOJO0OHBIM
3a0oneBaHNEM. YKa3aHHBIC SBJICHHUS TAKKe BKIIOYAIN (PYIbMUHAHTHBIA T€NaTUT/TIEYCHOYHYIO

HEAOCTATOYHOCTSH C JICTAJIbHBIM HUCXOA0M.

eTH

Jleuenue u npoghunaxmura epunna y oemeti

B kmuHUYECKMX HMCCIEAOBAHUAX OCEIbTAMUBHpA MPU JICYCHUH TPUIINA MPUHUMAIU y4acTHe
1473 pebGenka (BKJIFOYas B IIEJIOM 3J0POBBIX JieTel B Bo3pacTe oT 1 10 12 jeT u aerei ¢ acTMoi
B Bo3pacte oT 6 n0 12 ner). U3 Hux 851 pebOeHOK MOdydan TEpamuio OCEIbTaMHBHPOM B
JIEKapCTBEHHOH (opme «cycrensusi». Bcero 158 nereil momydmnum peKOMEHIOBAHHYIO 03y
ocenpTaMuBUpa | pa3 B CyTKU B UCCIIEOBAHUSX MOCTKOHTAKTHOW MPO(MUIAKTUKY B JOMAIIHUX
ycnoBusix (n=99), B O-HemenbHBIX UCCIEIOBAHMUSIX CE30HHOW mpodmiakTuku (n=49) u
12-HeeNnbHBIX HWCCIICAOBAHUSAX CE30HHOW NPOMUIAKTUKKA Y TAIMEHTOB C OCJIa0JICHHBIM
uMMyHUTETOM (n=10).

B Ttabmume 2 mnpexacraBnensl HP, Hambonee uacto cooOmaemble B XOJ€ KIMHHYECKHX

WCCIIEIOBAHUH Y JIETEM.

Tabnuna 2. HexenarenbHble peakluy, BBISBIECHHbIE B XOJ€ KIMHMYECKHUX HCCIIEJOBAaHUMI IO
npopMIaKTUKE M JICYCHUIO TPUIIA OcelbTaMUBHpPOM Yy jaereil (mo3za ot 30 mr mo 75 mr B

3aBUCHMOCTH OT BO3pacTa/Beca).

CHCTEMHO- HexenaTebHble peakunu, pacnpeiejeHHble COrJIACHO YacToTe
OpraHHbIii BBISIBJICHUS
KJjace OueHnb HacTo Yacro Heuacro Peaxo
Ungpexyuu u Cpenuuii OTUT
uHBA3UU
Hapywenus co I'onoBuast 601b
CMOpOHbI
HepeHOoU
cucmemvl
Hapywenus co KoHBIOHKTUBUT
CMOPOHbL Op2ana (BKITIOHAst
3penus MMOKpacHEeHUe

13
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rias, ejgeneaug | = = BRI EATENGAUL TS U0
1 00J1b)
Hapywenus co boxs B yxe Hapyenus co
CMOPOHbL Op2ana CTOPOHBI
cuyxa u 6apabanHol
aabupunma MIEePETIOHKU
Hapywenus co Kamens, Punopes
CMOpOHbl 3aJI0’)KEHHOCTh
OovlxamenvbHou HOCca
cucmemvl,
0p2ano8 epyoHoll
KI1emKu U
cpedocmenist
Kenyoouno- PBota Bbonb B xuBOTE
Kuuieumnvle (Bkito4ast 00Jib B
HapyweHus BEpXHEU 9acTu
KHUBOTA),
JUCTIETICHS,
TOILIHOTA
Hapywenus co Jlepmaturt
CMOPOHBL KOJHCU (BKITFOUAS
U NOOKOINCHBIX AICPTUICCKUH 1
mKaneu ATOMUYECKU I
JI€PMAaTHUT)

Jlemu (0o 1 200a)

B aByx wuccrnemoBaHusX (apMakOKMHETHKH, (apMakoJUHAMUKM W Tpoduis Oe30macHOCTH
OCeJIbTAMHUBHPA, B KOTOPBIX MpUHUMAIIA ydacTtre 135 nmereir B Bo3pacTe A0 | roja ¢ TpUIIOM,
npod b 0e30MaCHOCTH OCEIbTAMHBHpA OBUI COTIOCTABUM B Pa3IMYHBIX BO3PACTHBIX TPYIIIaX.
HanOonee yacto coobmaeMbIMu HeXeNaTeIbHBIMU SIBICHUSMH ITPH 3TOM OBUTH: pBOTA, AUapes U
omnpenocts (cM. paznen 5.2). JlaHHble 0 JeTSIX B MOCTKOHLENTYaJIbHOM Bo3pacTte 10 36 Helenb
HEIOCTaTOYHBI.

JlaHHBIE IO 0€30MMacHOCTH MPUMEHEHHS OCelIbTaMHBHpa NPH JICYEHUH y JIETe B BO3pacTe 0
1 rona monmy4deHbl M3 MPOCHEKTHBHBIX U PETPOCHEKTHUBHBIX HAOIIOJATEIBHBIX HMCCIEIOBAHUIN
(Bimrouasin 6osee 2400 nmereil maHHOrO BO3pacTa), MCCIEJOBAHUHN SMHUIEMHOIOIMYECKHX 0a3
JAHHBIX U TOCTMApKEeTUHroBOTO HaOmoaeHus. IIpoduns GezomacHocTn y nmeredd g0 1 ronma
COIIOCTaBUM C U3BECTHBIM Ipo¢uiieM 0e30nacHOCTH y AeTel B Bo3pacTe 1 roja u crapiie.

Hemu ¢ 6ponxuanbHoU acmmoii 8 aHamuese

B nenom npoduip HexkenaTeNbHBIX PeakUuil y 1eTeil ¢ OpOHXMaTbHON acTMOI B aHaMHe3e ObLI

COTIOCTABUM C TaKOBBIM B IIEJIOM Y 3JIOPOBBIX JIETEH.

14
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(NOCNEQCBATENEHOCTE 0003)

MY OTYETY

[Ipoune ocoOble IONYIISIIIHNA

Hoocunvlie nayuenmsvt U nayueHmsl ¢ XPOHUYECKOU CepOedHol u/uiu  OblXamenbHOU
HeO0CmMamoyHOCmMoio

[Tomynsitusi, BKIIIOYEHHAss B MCCJIENOBAaHUS 10 JICUEHHUIO TPHIINA, COCTOsUIa M3 3I0POBBIX
B3POCJIBIX/TIOAPOCTKOB U MAIMEHTOB TPYIIbl pUCKa (PUCK Pa3BUTUS OCJIOKHEHUN TpHIIa,
HanpuMep, MONyJALUs MOKWJIBIX MAllMEHTOB M MAllMEHTOB C XPOHHUYECKOM CEpAEUHOM WU
JIBIXaTeNbHOM HEJIOCTaTOYHOCTHIO). B menom mnpoduias 0e30macHOCTH OCenbTaMHUBHpA Y
MAIMEHTOB IPYMIbI PUCKa ObLT COMTOCTABUM C TAKOBBIM Y 3/I0POBBIX B3POCIIBIX/TIOAPOCTKOB.
Tayuenmsi ¢ ocrabreHHbIM UMMYHUINEMOM

Jleyenne rpumna y TAIMEHTOB C OCIA0JICHHBIM HMMMYHHUTETOM OIICHHBAJIOCh B JIBYX
KJIIMHUYECKHUX MCCIIEIOBAHUAX: MaLlMEHTHI MTOJIy4aal CTAaHJAPTHYIO 103y WM MOBBIILIEHHYIO 103y
(IBOMHYIO WM TpOMHYyI0) ocenbTamuBupa (cMm. pasgen 5.1).  Ilpoduns OGezomacHocTH
OcenbTaMUBHUPA, HAONIOAAEMbI B JAaHHBIX HUCCIEJOBAHMSIX, OBLJI COMOCTaBHUM C TaKOBBIM B
IOPEIbIAYIINX KIMHUYECKUX MCCIEA0BAaHUAX, B KOTOPBIX OCEJIbTAMUBUD MPUMEHSIICS IS
JICYEHUs MALUEHTOB C HOPMaJbHbIM MMMYHUTETOM CPEAM BCEX BO3PACTHBIX Ipynn (370pOBbIE
NAlMEHThl WIM TAlUEHThl U3 TPYMINbl PUCKA, HANPUMEp, C IbIXaTEJIbHON H/WIM CepaedyHOu
HEJ0CTaTOYHOCTHI0). Hanbonee yacTbiM HexeNIaTeNbHBIM SIBICHUEM Yy JIeTell ¢ OCIa0JIeHHBIM
MMMYHUTETOM ObL1a pBoTa (28 %).

B xonme 12-nemenbHOro wuccienoBaHus 1o mnpoduiaakTuke rpunmna y 475 manueHToB ¢
ocia0JeHHBIM UMMYHUTETOM (BKIto4as 18 mereil B Bozpacte ot 1 10 12 niet u crapiie) npouiib
0e30macHOCTM B Tpymnne ocenbTamuBupa (238 mnamMeHToB) OBUI CONOCTaBUM C paHee

HaOJII0JaeMBIM MPO(GUITIEM OCEIbTAMUBUPA B KIIMHUYECKUX UCCIIETOBAHMIX 10 TPO(HIIaKTHKE.

COO6H.ICHI/IC 0 TOAO03PECBACMBIX HCKCIIATCIbHBIX PCAKIINAX

BaxxHo coobmiaTe 0 mojo3peBaeMbIX HeKeIaTeNbHbIX PEeaKIUIX MOCIe PerucTpaluu npenapara
C TEenbl0 O00eCTeueHHs] HEMPEepPHIBHOTO MOHHTOPHUHTA COOTHOIICHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOTO TIpenapara. MeauIiMHCKUM paOOTHUKAM PEKOMEHIYETCs coo0marh O JT0OBIX
MO/I03PEBAEMBIX HEXKENATENbHbIX PEaKIUAX JIEKApCTBEHHOrO Mpernapara 4yepe3 HallMOHAJIbHbIE
CHUCTEMBI COOOINEHUs O HEKeJIaTeNbHBIX pPEaKIUsIX TOCYAapcTB — YJIeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

®denepanbHas cryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

109012, r. Mocksa, CnaBstHCKas Iiiomaip, 1. 4, ctp. 1.

Tenedon: 8 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru
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4.9. [lepeno3upoBka

B OonpmmHCTBE ciyyaeB NEpeqo3UpOBKa B XOA€ KIMHUYECKUX HCCIENOBAaHUN U IpU
MOCTMAapKETUHTOBOM TPHUMEHEHHH OCEIhTAMHUBHpPA HE CONPOBOXKIANACH KAKHUMH-THOO
HEXKCIIaTCIbHBIMHU ABJICHUSMU. B OCTaJIbHBIX cirydadax CHUMIITOMBI NepCaA03UPOBKU

COOTBETCTBOBAJIM HEXKENATEIIbHBIM SIBJICHUSM (CM. paznen 4.8).

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoauHaMuyecKe CBOiCTBA
®dapmakoTepaneBTuyeckas rpynmna: [IpoTHBOBUpYCHBIE CpEICTBA CUCTEMHOIO JEHCTBUS;

IMPOTUBOBUPYCHBIC CPCACTBA IIPAMOIO ,HCI‘;ICTBI/ISI; I/IHFI/I6I/ITOpLI HeﬁpaMHHHHaSLI.

Kox ATX: JOSAHO2.

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

ITpotuBoBupycHBIi mpenapar. OcenpTaMUBUD SBISAETCS IPOJEKAPCTBOM, €0 aKTHBHBIN
MeTtabonut (ocenbTamuBup KapOokcunat, OK) — 3¢ ¢dexkTuBHBI M CEIEKTUBHBIM HHTHOUTOP
HeWpaMuHUA3b6l BUpycoB rpunma tuna A u B — ¢depmenra, karanmusupyromero mporecc
BBICBOOOXK/ICHHsSI BHOBb OOpA30BaHHBIX BUPYCHBIX YacTHIl U3 HMH(QHUIMPOBAHHBIX KIETOK, MX
IPOHUKHOBEHHS B HEMH(UIIMPOBAHHbIE KJIETKH SMUTENUS JbIXaTeNbHBIX MyTeH U JaybHeiiero
pacnpocTpaHeHusl BUpyca B opraHusme. TOPMO3UT pOCT BUpyca TpUINA in Vitro W MOJABISET
peIUIMKAINIO BUpPYCa M €ro MaTOreHHOCTh in Vivo, YMEHbILAET BbIIEIEHUE BUPYCOB Irpunmna A u
B u3 oprannsma. Konuentparus OK, HeoOxoaumas [uis HHTHOMpoBaHUS HelipaMuHM a3kl Ha 50
% (ICs0), coctaBnser 0,1-1,3 HM ans Bupyca rpunna A u 2,6 HM nans Bupyca rpunmna B.

Menuana 3nauenuii ICso ans Bupyca rpunna B HeckoiabKo BbIIIE U cOCTaBIISAET 8,5 HM.

Kinuanueckas 3¢ dekTUBHOCTE U O€30IIaCHOCTD

B mnpoBeneHHBIX HCCIEIOBAaHUSAX OCEIbTAMHBHD HE OKas3blBajl BIHSHHS Ha 0OOpa3oBaHHE
MPOTUBOTPHUNITIO3HBIX AHTUTEN, B TOM YHCJI€ Ha BBIPAOOTKY aHTUTEN B OTBET HAa BBEJCHUE
WHAKTHBHPOBAHHON BaKIIMHBI IPOTHUB TPHIIIIA.

Hccneoosanus ecmecmeenHoli 2punno3Hou uHgexyuu

B knIMHMYECKHMX WCCIEAOBAHUAX, MPOBEACHHBIX BO BpeMs CE30HHOW WH(MEKINH TPHIIa,
NAlMEHThl HauYWHAIM T0JIyd4aTh OCeIbTaMUBUP He mo3aHee 40 4 mociie MOSIBJICHHS IMEPBBIX

CUMITOMOB I'punno3Hoi nHdekuuu. 97 % nanueHToB ObUTH UHPUIIMPOBAHBI BUPYCOM Tpunmna A
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u 3 % mnauweHToB — BUpycoM Tpunmna B. Ccenmaﬁ%%ﬁ‘%@éﬁgﬁg I:éé'l;ﬂa af :r';'e-:!b'noz[

MY OTYETY

KJIMHUYECKHX TPOSIBICHUH Trpunmo3Hoil wuHpeknuun (Ha 32 wyaca). Y TanMeHTOB C
MOJTBEPKIEHHBIM JTMarHO30M TpUIIA, MPUHUMABIIUX OCEIbTAMUBHUD, TSKECTh 3a00JCBaHMS,
BbIp@XXCHHAs KaK IUJIOLIa/b MOJ KPUBOU Ui CyMMapHOTO MHJEKCa CUMIITOMOB, Oblia Ha 38 %
MEHBIIIE 10 CPAaBHEHHUIO C MallMeHTaMH, MOJy4yaBIIMMU Iuianebo. bojee Toro, y Momoabix
MAIUEeHTOB 0e3 COIMYTCTBYIOUIMX 3a00JICBaHUI OCETbTAMHUBHUDP CHIDKAN mpuMepHo Ha 50 %
YaCcTOTy Pa3BUTHS OCJIOXHEHUH TpHUIINA, TPEOYIOUIMX MPUMEHEHUS aHTHOWOTHUKOB (OpOHXUTA,
MHEBMOHHM, CHUHYCUTA, CpPEAHEr0 OTHUTa). bbUIM TONy4YyeHbl YETKUE JI0Ka3aTeabCTBa
3¢ (peKTUBHOCTH OCelbTaMUBUpPa B OTHOLIEHUM BTOPUYHBIX KpUTepueB 3PGPEKTUBHOCTH,
OTHOCSIINXCS K aHTUBUPYCHON aKTUBHOCTH: OCEIFTAMUBHUP BBI3BIBAJI KAK YKOPOUYEHUE BPEMEHU
BBIJICJICHUS BUPYCa U3 OPraHU3Ma, TaK U YMEHBIICHHUE TIONIAIU IO KPUBOW «BHPYCHBIC TUTPHI-
BpeMsi». [laHHBIE, MONyYEeHHBIE B WCCIEIOBAHHM IO TEpaluH OCEIbTAMUBHPOM Yy MAIEHTOB
MOKUJIOTO M CTap4YecKOro BO3pacTa, MOKA3hIBAIOT, YTO MPUEM OCelbTaMUBUpa B 03¢ 75 mr 2
pasa B CYTKM B TEYEHHE 5 JHEH CONMPOBOXKAAJICS KIMHUYECKH 3HAYUMBIM yMEHBIICHUEM
MeIMaHbl IePHo/ia KIMHNYECKUX MPOSBICHUNA TPUTITIO3HON MH(EKIMH, aHATIOTUYHBIM TaKOBOMY
y B3pOCIBIX NAIMEeHTOB 0Oojiee MOJOJOr0 BO3pacTa, OJHAKO pa3IU4Msi HE JOCTUIIIU
CTaTHUCTUYECKOM 3HAYMMOCTH. B Apyrom mccienoBaHuy MalyeHThl ¢ TpUMIoM cTapuie 13 ner,
UMEBIIIME  COMYTCTBYIONIME XPOHWYECKHE 3a00JIEBaHUSI  CEPACYHO-COCYTUCTON  W/WIH
JIBIXaTeIbHON CUCTEMBI, TIONYYWIH OCEIbTAMHUBUP B TOM K€ PEKUME IO3MPOBAHUS WIIH
wiane6o. OmMuuii B MeauMaHe TMepHOAa 10 YMEHbBIIEHHWS KIMHUYECKUX MpPOsSBICHUN
TPUNINO3HOM MHGEKIUH B TpyIlmax ocelbTaMUBUpa M IU1anebo He Obulo, OJHAKO IEepHOoJ
TIOBBIIIIEHUS TEMIIEPATYPHI TIPU IIPHEME OCEIbTaAMUBUPA COKpaIaics mpuMepHo Ha 1 nenb. Jlomns
MAIMEeHTOB, BBIICISIOIINX BHPYC Ha 2-0M W 4-blif JIeHb, CTAHOBUJIACH 3HAYUTEIHHO MEHBIIIE.
[Tpoduie 6e30macHOCTH OCEABTAMUBUPA Y MAIIUEHTOB TPYIIIBI PUCKA HE OTINYAJICS OT TAKOBOTO
B 0011Iel MOMYJISIIMK B3POCIIBIX MAIIMEHTOB.

Jleuenue ecpunna y 6€D€M€HHI)IX HCEHUUH

KonTtponupyembIx wuccrnefoBaHuid y OepeMEeHHbIX JKEHIIMH He MpoBoauiock. OHaKo
pe3ysbTaThl IMOCTPETUCTPAIIMOHHBIX M PETPOCHEKTHUBHBIX HAOMIOJATEIbHBIX HCCIIEAOBAHUM
IIPOJEMOHCTPUPOBAIIN TOJIb3Y MPEUIaraéMoro pekuMa J03MpOBaHUS ISl TaHHOM MONYJISLUU
NAlMEHTOB B  OTHOIIEHWM  CHIDKEHHsS  3a00J1eBa€MOCTH/CMEPTHOCTH.  Pe3ymbTaTsl
(apMaKOKMHETHYECKOTO aHalM3a II0Ka3aau Oojee HHU3KYH OKCHO3MIHI0  aKTHBHOIO
MeTaboJINTa, TEM HE MEHEee, U3MEHEHHE peXHMa J03UPOBAaHUS y OCpEeMEHHBIX >KCHIIUH MpU

NPOBEIECHUH TEPANUU UM MPODUIAKTUKY HE peKOMeHayeTcs (cM. pazaen 5.2).
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Jleuenue cpunna y oemeu

MY OTYETY

VY nereit B Bo3pacte 1-12 ner (cpeanuii Bo3pact 5,3 ronaa), umeBmux guxopaaky (= 37.8 °C) u
OJIMH M3 CHUMIITOMOB CO CTOPOHBI JBIXAaTEIbHOM CHCTEMBl (Kalleidb WJIM PHHUT) B HEPUOJ
HUPKYJISUUU BUpYyca TPUIINIa CPEAM HAceJeHHs, ObUIO MPOBEIEHO JBOWHOE clienoe Imianedo-
KOHTpOJIMpyeMoe uccienoBanue. 67 % manueHToB ObUTH MHQHUIMPOBAHBI BUPYCOM Ipunmna A u
33 % mnanuenToB — BupycoMm B. OcenbramuBup (mpu npueMe He no3aHee 48 4 1mocie nosiBIeHUs
NEPBbIX CHMIITOMOB TPUINO3HOH WHGEKIUHN) 3HAYUTEIBHO CHIKAJI TPOJOJDKUTEIHLHOCTD
3aboneBanus (Ha 35,8 4) mo cpaBHeHHMIO C Muiane6o. I[IpogomKUTeNbHOCTh 3a00JeBaHUS
ompezensaigach Kak BpeMs [0 KYyINHpPOBAaHUS KallUls, 3aJ0KEHHOCTH HOCa, HCUE3HOBEHUs
JMXOpaJKH, BO3BpAlICHUsS K OOBIYHONW AaKTHMBHOCTH. B Tpymme 1eTeid, MOoIy4aBIINX
OCEJIbTaMUBU, YACTOTA OCTPOTO CPEAHEr0 OTUTA CHMKanach Ha 40 % MO CpaBHEHUIO C TPYIION
iane6o. Beiznoposienre 1 Bo3BpaleHHe K OOBIYHONW aKTUBHOCTH HACTYIaJO MOYTH Ha 2 THS
paHbllle y JEeTel, MOoIy4yaBIIMX OCENbTaMUBUP, IO CPABHEHUIO C Tpymmoil mianebo. B apyrom
UCCIICIOBAaHUM y4YacTBOBAJIM JIETH B Bo3pacTe 6-12 net, cTpamaroniye OpOHXHAIBHON acTMOM;
53,6 % MaIMEeHTOB MMEIU TPUIITIO3HYI0 HH(EKINIO, TIOATBEPKICHHYIO CEPOJIOTHYECKH W/WIIH B
KynbType. MenuaHa mpoAODKUTEIbHOCTH 3a00JieBaHUS B TPYIIE MAIUEHTOB, MOTYYaBIIUX
OCeNbTaMUBHUD, 3HAYUTENBHO HE CHWXalmack. Ho Kk mocineanemy 6-My [HIO Tepanuu
OCEJIbTAMUBUPOM 00beM (popcrupoBaHHOTO BbIoxa 3a 1 cex (ODPB1) moseimancs Ha 10,8 % mo
cpaBHeHUIO ¢ 4,7 % y malMeHToB, noyvaBiux miaiebo (p=0,0148).

HDO(Z)LUZCZKWZHKCI cpunnd y 63pocjiblx u nodpocmkoe

[Tpodpunaktuueckas 3¢pHeKTUBHOCTH OCEIbTaAMUBHpA IMPU €CTECTBEHHOM IpUIINIO3HOM MH(peKInu
A u B Op11a nokazana B 3 oTAenbHbIX KinHuueckux uccienoBanusx 1 ¢aszer. Ha pone npuema
ocebTaMUBUpPa TpunmnoM 3adosenu okoio 1 % nanuenToB. OcenbTaMUBUP TaKKE 3HAUYUTEIBHO
YMEHbILIA] YacTOTY BBIIEIECHUS BUpPyCa M NPEJOTBpallall Mepeaady OT OAHOIO YI€HA CEMBH K
Ipyromy.

B3pocnbsie 1 moapoCTKH, KOTOphIe OBUTH B KOHTAKTE C 3a00JEBITUM YJIEHOM CEMbH, HAUWHAIN
IpUeM OcCellbTaMUBHpa B TE€YEHHE JBYX JHEW IOClie BO3HMKHOBEHHUS CHUMITOMOB TpHMNa y
YJIEHOB CEMbM U IPOJOJDKAIN €r0 B TEUEHHE 7 JHEH, YTO JOCTOBEPHO YMEHBIIAIO 4YacTOTY
CJIy4aeB IPUIIA y KOHTAaKTUPOBABIIMX JIAL Ha 92 %.

YV HEeNpHBUTHIX U B LEJIOM 30POBBIX B3pOCIBIX B Bo3pacte 18-65 nmeT nmpueM ocenbTaMUBHpaA BO
BpeMsl SNUAEMUM TpUIINA CYHIECTBEHHO CHWXall 3aboineBaemMocTh rpummnoM (Ha 76 %).
[TarueHTH! IPUHUMAIK OCEJIbTAMUBHD B TeueHUE 42 THEH.

VY U1 MOKKIIOTO M CTApYECKOro BO3pacTa, HaXOIMBIIMXCA B JOMax Ul mpectapensix, 80 % u3
KOTOPBIX OBUIM IPHUBUTHI MEPE] CE30HOM, KOTAa MPOBOAMIOCH MCCIEIOBAHUE, OCEIbTaMHUBHP

JIOCTOBEPHO CHUKaJ 3a0ojieBaeMOoCTh rpunnoM Ha 92 %. B Tom uccrienoBanuu ocenbTaMUBHP
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MY OTYETY

cuHycHTa. [[anneHTs NPUHUMAIH OCETIbTAMUBUD B TeueHHE 42 THEH.

Ipogunaxmuka epunna y auy ¢ 0ciabIeHHbIM UMMYHUMEMOM

VY aur ¢ ocnabieHHBIM UMMYHUTETOM MPU CE30HHOW TPUIMIO3HON MH(GEKIUU U IPU OTCYTCTBUU
BHUPYCOBBIJICTICHUSI MCXOAHO MPOQPHIAKTUYECKOE MPUMEHEHHE OCEIbTaMUBHUpa MPHUBOIUIO K
CHIDKEHHIO  YacTOThl  JIaDOpaTOpHO  MOATBEPXKAEHHOW  TPHUMIO3HOW  WHQEKIHH,
COMPOBOXKAAMONICHCS KIMHUYECKOW cumnToMatukoi, 1o 0,4 % (1/232) o cpaBHenuio ¢ 3 %
(7/231) B rpynme tutanie6o. JlaGopaTopHO TOXATBEpIXKIACHHAS TPHUIIIO3HAS HWHOEKIU,
COMPOBOXKAAIOIIAACA KJIMHUYECKOM CHMIITOMATHKOW, JMArHOCTUPOBAJaCh IMPU HAIMYUU
TEeMIeparypbl B TojocTd pra Bemme 37,2 °C, Kamuii W/WIM OCTpOro puHuTa (BCE
3apETUCTPUPOBAHHBIE B OJMH U TOT € JIEHb BO BpeMs INpHEeMa OcelbTaMHUBHpa/mianedo), a
TaKkKe TMOJOXKHUTEIBHOTO pe3ylbTaTa O0OpaTHO-TPAHCKPUIITA3HOM IOJIMMEPa3HON IemHOU

peakuun Ha PHK Bupycel rpunmna.

eTH
Ilpogpunaxmuxa epunna y oemetl
[Tpodpunaktuueckas 3¢pHeKTUBHOCTh OCEIbTAMUBHpA IPU €CTECTBEHHOM IpUIINIO3HOM HHpeKunu
OblT1a TPOJEMOHCTpUpOBaHa y jaeTedt or | roma go 12 ner mocie KOHTakTa ¢ 3a00JeBIIUM
YWIEHOM CEeMbU WJIH C KEM-TO W3 TIIOCTOSHHOTO OKpyXeHusi. OCHOBHBIM HapaMeTpoM
3P PEKTUBHOCTH ObLJIa YacTOTa JIAOOPATOPHO MOATBEPIKIEHHON TPUIITO3HON MH(EKINH.
Jleuenue cpunna y nayuenmog (Oemetl, NOOPOCMKO8 U 63POCIbIX) C OCIAONEHHbIM
UMMYHUMEMOM
B pannoMu3upoBaHHOM JBOWHOM CIJIETIOM HCCIIEOBAaHMM OLIEHKM Npoduis Oe30MmacHOCTH
ocelbTaMUBUpPAa U €ro BIMSHUSA Ha PA3BUTHE PE3UCTEHTHOCTH BHUpYyca rpummna (MepBUYHBIN
aHalu3) y MalUeHTOB C OCHabJeHHBIM MMMYHUTETOM M TPUMMO3HON MH(pEKuuell npuHUManu
yaactre 151 B3pociwlii manueHt, 7 moapocTkoB (> 12 net) u 9 nmereil. DTH ManMeHTHl ObUIH
MPUTOJIHBI TaKXe U U1 OUEHKH 3(PPEKTUBHOCTU OCeIbTaMHUBHpPa (BTOPUYHBIA HEOyCTEpHBIN
aHam3).
B wuccnenoBanme ObUTM Takke BKIIOYEHBI MMAIMEHTHI IOCIE TPAHCIUIAHTALMM  COJIMIHBIX
OpraHoB, FreMaTOMO3TUYECKUX CTBOJIOBBIX KJIeTOK, BUYU+ mamuentsl ¢ yucaom CD4+ knetok <
500 KJI€TOK/MM>, MAIMEHTHI, IOTyYaBIIne KMMYHOCYIIPECCUBHYIO TEPAITHIO, a TAKKe MallHeHThI
CO 3JI0KaYEeCTBEHHBIM I'eéMO0JIaCTO30M.
[TatenTsl OBUTM PAaHIOMHU3HMPOBAaHBl B TPYIIY JIEYCHUS OCEIbTAMHUBUPOM Ha MPOTHKEHHH
10 mue#t (rpynma cTaHAapTHOW 103kl 75 Mr 2 paza B CyTKH — 73 B3pOCHbIX MamueHTa, 4

noapocTka u 4 pebeHka;, rpymnma ABOMHOW 103kl 150 mMr 2 paza B cyTku — 78 B3pOCIHBIX
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rpunma. s nereit 1o3a ObU1a CKOPPEKTUPOBAHA B 3aBHCUMOCTH OT MACChI TeJa.

Cpennee BpeMsi pa3pelieHus] CUMIITOMOB T'PUIIA Y B3pOCIBIX MAalMEHTOB U MOJPOCTKOB OBLIO
COMOCTaBUMO B rpymme crangaptHoil no3el (103,4 waca, 95 % noBepuTeNbHBIA HHTEpBA
75,4-122,7) u B rpynmne aBoWHoN nmo3bl (107,2 waca, 95 % noBepuUTENIbHBIH HHTEpBAI
63,9-140,0).

Bpemsi paspemieHuss CUMOTOMOB TpuIIa y J€T€d CHUIBHO pPAa3IMyaloch, YTO BBI3BIBAET
CJIOKHOCTHU B MHTEPIPETALMU PE3YyIbTATOB U3-3a MAJICHHKOTO pa3Mepa BHIOOPKH MalMEHTOB.
CooTHoIIeHHE B3pPOCIBIX MAIMUEHTOB C BTOPUYHBIMH HHPEKUIHUAMU OBLJIO TaKXKE COMOCTaBUMO
(8,2 % B rpymme crangaptHod n03el U 5,1 % B rpynme naBoWHON n03b1). Cpenu nerei u
MOJIPOCTKOB TOJIbKO y 1 manumeHTa (MOAPOCTKA) B TIpYIIE CTaHAAPTHOW J103bl pa3BUIIACh
BTOpUYHas nHPeKus (0akTepraabHbII CUHYCHT).

Hccnenoanne papMakogMHAMHUKN U (PapMaKOKMHETUKU OBLIO MPOBEJIEHO C yYacTHUEM JIeTel C
CHWJIBHO OcCJIa0JIeHHbIM UMMyHUTeTOM (< 12 net, n=30), KOTOpble MOIy4alld OCEIbTaAMUBUD B
CTaHJapTHOM J103€, CKOPPEKTUPOBAHHOM MO Macce Tena (75 mr 2 pa3a B CyTKH), U B TPOMHOUN
no3e (225 mr 2 paza B CyTKHM) MO aJanTHBHOW cxeme mpuema 5-20 nHed (cpenHsas
MPOJOKUTENFHOCTD JieueHuss 9 nHeil). Y mnalnueHToB B TpyINIe CTaHAAPTHOM [103bI HE
OTMEUAJIUCh BTOpUYHBIE OakTepuanbHble MH(EKIUH (OpOHXUT M CHUHYCUT), O 2 cIayyasx HX
pa3BUTHS COOOIIATOCH Y MAIMEHTOB B TPYIIIE TPOHHOM JT035I.

JlaHHble M3 JABYX HCClIeNOBaHUM (DapMAaKOKMHETHKM M (papMakoJUHAMUKH TOATBEPXKAAIOT
AKCTPANOANNIO 3()(HEKTUBHOCTH OCENbTaMUBUPA y B3pPOCIBIX TMALUEHTOB C OCIA0JIEHHBIM
MMMYHHUTETOM Ha MallMeHTOB JETCKOro Bo3pacra (< 18 yier) ¢ ocnabiieHHBIM UMMYHUTETOM (CM.

paznenst 4.2 u 5.2).

Pe3ncreHTHOCTD

Knunuueckue uccnedosanus

Pruck mosBIEHWsS BHPYCOB TpHINIA CO CHIDKCHHOH YYBCTBUTEIBHOCTHIO HJIM  SIBHOH
PE3UCTEHTHOCTHIO K MpernapaTy u3ydaics B KITHHUYECKUX UCCIICTOBAHMSIX.

[TosiBNIeHHE PE3WCTEHTHOCTH BUPYCa K OCEIbTAMHBHUPY 4Yallle HAOMIOJANOCh y HeTed, ueM y
B3POCJIBIX MAIIUEHTOB U MOAPOCcTKOB (18 % y Mnanenies B Bo3pacte < 1 roga u < 1 % B3pocibIx
MAIUECHTOB).

VY nereii ¢ pe3UCTEHTHBIM K OCETTbTAMUBUPY BUPYCOM HOCUTENBCTBO, KaK MPaBUIIO, UMeIo Ooliee
MPOJOKUTENBHBIA XapakTep MO CPaBHEHHIO C CYObEKTaMH C BHPYCOM, OOJaJaI0NIUM

YYBCTBUTCIIBHOCTBIO.
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OnHako, BbI3BAaHHAs Tepanmued Ppe3UCTEHTHOCTh '{l ':'5c1§r,jr';»§'pr3¥1%5' H_Hé C TBE’iIIZFl}:;:.TI;!cIE! ) Ha

MY OTYETY

TEepaneBTUYECKHUI OTBET U HE BbI3bIBAJIA MIPOJIJICHUSI CHMIITOMOB TPHUIIIIA.

Y B3pOCHBIX TAIMEHTOB H IMOAPOCTKOB C OCHA0JICHHBIM HMMYHUTETOM, TOTYYaBIIMX
ocelbTaMUBUp B cTaHgapTHou no3e (14,5 %, 10 manuenToB u3 69) umu aoitHou nose (2,7 %,
2/74) wa mporspkeHuu 10 gHEH, YacToTa pPa3BUTHS PE3UCTEHTHOCTH K OCEIbTaMUBHPY, B
cpenHeM, Obula BBINIE, Y€M Y B3POCIBIX NAIMEHTOB W TMOAPOCTKOB C HOPMAaJIbHBIM
MMMYHUTETOM, TAKXKE MOJYYaBIINX OCEIbTAMUBHUP.

BonbIIMHCTBO B3pOCHBIX MAIMEHTOB C PE3UCTEHTHOCTHIO MMEpeHeciau TpaHcmiaHTtauio (8/10
MAIMEHTOB B IPYIIE CTAHIAPTHOM JT03bI M 2/2 TAIlMeHTa B TPYIIE JBOMHOM JT03bI).

Bonpimass 4YacTh  MAlMEHTOB-HOCUTENEH  OCEIbTAMUBHUP-PE3UCTEHTHOTO  BUpyca  ObLia
WH(OUIIIPOBAaHA BUPYCOM TPHINIA THIIA A; HOCHTEIHCTBO MMEIO TPOJODKUTEIBHBIA XapakTep.
Yacrota pa3BUTHS PE3UCTEHTHOCTH K OCENbTAMHUBHPY y JeTe€d B JABYX HCCIEIOBaHHUSIX IO
M3Y4EeHHUI0 pe3ucTeHTHocTH coctaBuna 20,7 % (6 mnamuentoB u3z 29). U3 6 gereir ¢
00HApY>KEHHOM PE3UCTEHTHOCTBhIO K OCEIbTAMUBUPY, BO3HHUKIIECH IMOCIe Havaja JICYCHHs, 3
MalMeHTa MOJydyadd CTaHJIAPTHYIO 03y U 3 — BBICOKYIO (JIBOMHYIO WJIM TPOWHYIO 103y). Y

OOJBIIMHCTBA MAIUEHTOB OB OCTPBIN TUM(OUIHBIN JIEHKO3 U BO3pacT < 5 JeT.

Yacrora Pa3sBUTHA PE3UCTCHTHOCTH K OCCIIbTAMUBHUPY B KIIMHUYCCKUX UCCICIOBAHUAX

[TaneHTsl ¢ MyTalMsAMU, IPUBOJSAIINMEI K PE3UCTEHTHOCTH
[Tomynsus nanueHToB
deHoTunpoBaHue™® I'eno- u penorTunupoBanue*
B3pocinble 1 noapocTku 21/2382 (0,88 %) 27/2396 (1,13 %)
Heru (1-12 ner) 71/1726 (4,11 %) 78/1727 (4,52 %)
Munanentst (< 1 rona) 13/71 (18,31 %) 13/71 (18,31 %)

*TlomHoe TCHOTHUIIMPOBAHUC HE OBLIO MMPOBCACHO HU B OJHOM M3 I/ICCJ'IC,I[OBaHHﬁ

Ipogunaxmuxa epunna

[Ipu mnpueme ocenpbTamMuUBHpa C IEIBK TMOCTKOHTAKTHOM mpodunaktuku (7 JHEH),
npoUIAKTUKA KOHTAKTUPOBABIINX B cembe (10 nHel) u ce3oHHON npodunakThku (42 aHs) y
JIMII C HOPMaJIbHON (PYHKITMEH MMMYHHOI CHUCTEMBI CITy4yaeB PE3UCTEHTHOCTH K OCEIbTaMHUBHUPY
HE OTMEYEHO.

B 12-HepenbHOM WCCIIEIOBAHUM TIO CE30HHOW TpODHIIaKTHKE Yy JHUIl C OCIabJIeHHBIM
MMMYHHUTETOM CITy4yaeB BOZHUKHOBEHUS PE3UCTEHTHOCTH TAaK)Ke HE HAOII01aJI0Ch.

Hannvie omoenbHbIX KIUHUYECKUX CIyYaes u Haba00amenbHblX UCc1e008anull

VY mNanmueHToB, HE MOJYYaBIIMX OCEIbTaMUBHUP, OOHAPY)KEHbl BO3HHUKAIOIIME B MIPUPOIHBIX

YCIOBHSIX ~MyTallMl BHpycoB Trpunma A wu B, xoropble o0mananu CHIKEHHOU
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YyBCTBUTEIBHOCTBIO K ocenbTamuBupy. B 2008 ron{ﬂ%&HE:}EF’E&-%QG"‘@E&J@{:' ﬁ“b':?SY

MY OTUETY

MPHUBOJIAIIAS K PE3UCTEHTHOCTH, ObUTa 0OHapyxeHa Oonee yem y 99 % mrammoB Bupyca 2008
HIN1, wmupkymupyromux B Espome. Bupyc rpunma 2009 HIN1 («cBuHOM rpumm») B
OOJIBIIMHCTBE ClyyaeB ObLI YUyBCTBUTENIEH K OCEIbTAMMBHUpPY. Y CTOWYMBBIE K OCEIbTAMHUBHUPY
HITaMMBbl OOHApPYXEHbl y JMII C HOPMAJIbHOM (yHKUMEH MMMYHHOM CHCTEMBl W JHIl C
OCJIa0JICHHBIM ~ MMMYHUTETOM, I[PUHUMABUIMX  ocenbTaMuBHp. CTENeHb  CHMYKEHUS
qyBCTBUTEIBHOCTH K OCEIbTAMUBHPY M YaCTOTa BCTPEYAEMOCTH IMOAOOHBIX BHUPYCOB MOXKET
OTJIMYAThCS B 3aBUCUMOCTH OT CE30HA M PETMOHA. Y CTOWYMBOCTb K OCEJIbTaAMUBHPY OOHapyKeHa
y anueHToB ¢ na"aemudeckum rpunnom HINI, nomyyaBmmx ocenbTaMUBHp Kak Ul JICYCHMUS,
TaK ¥ JUIst TPOQUITAKTUKH.

YacTora BCTPEYaeMOCTH PE3UCTEHTHOCTH MOKET OBITH BHIIIE y 00Jiee MOJIOJBIX MAIIMEHTOB H
HAllMEHTOB C OCJIA0JCHHBIM HMMMYHHUTETOM. YCTOMUYMBBIE K OCEIbTAMUBUPY J1abOpaTOpHbIE
LITAMMBl BHPYCOB TIpHIINIA ¥ BHUPYCHl TIpuUINa OT [ALMEHTOB, IOJYYaBIIUX TEPaIHIO
OCEJIbTaMUBUPOM, HecyT MyTanuu Hedpamuuugazsl N1 u N2. Myranuu, npuBoasiiue K
YCTOMYMBOCTH, YACTO SBJIAIOTCS ClIeUU(PUIECKUMU JIJIsl IOATHUIIA HEHPaMUHUIA3bI.

[Ipy npuHATMM pElIEHUS O NPUMEHEHHH OCEIbTAMUBHUPA CJIEAYET YYMTHIBATh CE30HHYIO
YyBCTBUTEIBHOCTh BUPYCA IPUIIIA K OCEIbTAMUBUPY (TOCIIEAHIO HHPOPMALIUIO MOKHO HalTh

Ha caiite BO3).

5.2. ®apmakoKMHeTHYECKHE CBOMiCTBA

Abcopbrus

OcenbTaMUBHp JIETKO BCAChIBa€TCA B JKEIYJOYHO-KUIIEYHOM TpakTe€ U 3KCTEHCHBHO
npeBpaliaeTcd B aKTUBHBIA METAa0OJMUT MOJ JEHCTBHEM IEYEHOYHBIX M KUIIEYHBIX ACTEpas.
KonnenTpanuu akTUBHOTO MeTa0onuTa B IUIa3Me ONpenensroTcs B mpenenax 30 MHUH, Bpems
JTOCTHIKEHUS] MaKCHUMalbHOW KOHIeHTparuu 2-3 4, u Oonee yemM B 20 pa3 MNpeBBIIIAIOT
KOHIIEHTpaIuu npojekapcta. He menee 75 % mpuHATON BHYTPH 1036l MOMAAAET B CUCTEMHBIN
KPOBOTOK B BHJI€ aKTHBHOIO MeTaboiuTa, MeHee 5 % — B BUJAE HCXOJHOTO OCEIbTaMHBUDA.
[Ina3MeHHBIE  KOHIIGHTpAIlMM KaK MpOJeKapcTBa, TaK M  aKTUBHOTO  MeTabonuTa

MMPpONMOPUHUOHAJIBHBI 103€ U HEC 3aBUCAT OT IIpHEMa IUIIIH.

Pacnopenenenune

O0bem pacnipenenenus (Vss) akTUBHOTO MeTa0onuTa — 23 1.
[To maHHBIM HCCIEIOBAaHUI, MPOBEICHHBIX HA )KUBOTHBIX, ITOCJIE MTPHEMa BHYTPh OCEIbTaAMUBHPA

€ro aKTHUBHBIA METa0OIUT OOHAPYKMBAJICS BO BCEX OCHOBHBIX ouarax HWHGEKIUH (JIETKHX,
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KOHIICHTPALUX, 00ECIIEYMBAIONINX TPOTUBOBUPYCHBIH 3P (DEKT.
CBs3bp aKTUBHOTO MeTabonuta ¢ Oenkamu 1iazMel — 3 %. CBs3b HpojekapcTBa ¢ OenkamMu
ia3mMsl — 42 %, 9TO HEIOCTATOYHO, YTOOBI CIIY)KUTh IIPUYNHOM CYIECTBEHHBIX JIEKaPCTBEHHBIX

B3aUMOJICUCTBUIA.

Buorpancdopmarus

OCCJIBTaMI/IBI/Ip OKCTCHCHUBHO IIPCBpaliacTCsa B AKTHUBHBIA METAa0O0IUT 104 I[GﬁCTBPICM 9CTEpas,
HaxoOdgmuxcsa MPEUMYIICCTBEHHO B IICYCHMH. Hu OCCIIbTaMHBHUP, HU AKTUBHBIA MeTaOOJHUT HE

SBIISIIOTCSI CyOCTpaTaMy WIM UHTHOUTOpaMH N30(EpMEHTOB CHCTEMBI ITuToXpoma P450.

OIMMUHALKSA

BreiBonutcs (> 90 %) B BHe aKTUBHOTO METa0OIMTA MPEUMYIIECTBEHHO MOYKaMHU. AKTHUBHBIN
MeTa0OoJIUT HE TOABEpraeTcs HanbHeimed TpanchopManuy U BBIBOAUTCS Hodkamu (> 99 %)
nyTeM KIyOOYKOBOH (MIBTpallMu M KaHAIbIEeBoW cekpeunu. [loyeunsiii kmupenc (18,8 1/4)
MPEBBIIAET CKOPOCTh KIyOoukoBoW GuibTparuu (7,5 1/4), 4TO yKa3plBaeT Ha TO, 4YTO
OCEIbTaMHUBHUP BBIBOJAUTCSA €Il U MyTeM KaHAIbIEBOM cekpenuu. Uepes3 KUIIEYHUK BBIBOJUTCS

menee 20 % npunsTon no3sl. [leprnoa moayBsiBeieHHs] aKTUBHOTO MeTadomTa 6-10 4.

IloyeuHas HEJOCTATOYHOCTh

[pu npumenennn ocenbramuBupa (100 Mr 1Ba pasa B CyTKHM B T€YEHHE 5 JIHEH) y MAIUEHTOB C
paSJ'H/ILIHOI\/'I CTCIICHBIO TIOpaXXCHUA ITIOYCK ILIOIIAAb IO KpI/IBOfI (KOHLOCHTpAaUsA aKTHBHOTO
metabomuta B 1miazMe — BpeMsa» (AUC ocemsrammsipa xapGoxcmmara) OOPATHO MPOMOPIMOHANBHA
CHUKEHHIO (DYHKITUH TTIOYEK.

dapMaKOKUHETHKA OCELTAMUBHPA Yy MAIMEHTOB C TEPMUHAIBHOM CTaJdeld MOYEeYHON
HEJIOCTAaTOYHOCTH (C KIupeHcoM KpeaTuHuWHa < 10 MJI/MHH), HE HaXOAIINXCS Ha TUAIHN3E, HE

U3y4Janach.

[IeueHOYHAs HEAOCTATOYHOCTh

[TosryueHHsbI€ in Vitro N B UCCIEAOBAHUAX HA KUBOTHBIX JIaHHbIE 00 OTCYTCTBUU 3HAYUTEIHHOTO
nossimieHust AUC ocenbTaMuBHpa WIM €r0 aKTUBHOTO MeTaboMTa MpU HapylleHuu (GpyHKIuu
IIEUYEHN JIETKOW W CpeAHeW CTeNeHH TSDKeCTH OBUTM TOATBEPXKICHBI M B  KIMHUYECKHX
uccienoBaHuaX. bezomacHocTs U (hapMaKOKMHETHKA OCEIbTAMHUBHPA y MALMEHTOB C TSHKEIBIM

HapylIieHneM (QyHKIUU TIeYeHU He U3y4allach.
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JInIta moKUIIoro Bo3pacTa

MY OTUETY

Y nanuMeHTOB MOXWIOTO M CTapyeckoro Bo3pacta (65-78 1eT) HKCIO3UIUS aKTUBHOIO
MeTaboINTa B PABHOBECHOM COCTOSIHUM Ha 25-35 % BbIlIe, 4eM y 0ojee MOJIOJBIX MalleHTOB
IIpY Ha3HAUYEHUU aHAJOTHYHBIX J103 ocelbTaMuBupa. Ileproa momayBbIBeieHUS OCebTaMUBUpPA Y
MAIMEHTOB MOKUJIOTO0 M CTApuecKOro BO3pacTa CYUIECTBEHHO HE OTJIMYAJICA OT TaKOBOTO Yy
6onee Monoapix mnamueHToB. C y4eTOM MJAaHHBIX IO SKCIO3UIMHU OCEIbTAMUBUPA U €0
NEPEHOCUMOCTH MAMEHTaMH TTOXKHUIIOT0 ¥ CTAPYECKOT0 BO3pAcTa KOPPEKLUH 103bI IPU JICUCHUN

1 Ipo(HITaKTUKE TPHIINA HE TpeOyeTcs.

bepeMeHnHble )KEHIITUHEBI

B xozme o0benuHEHHOro aHanu3a MOMYJIALUOHHOW (PAapMaKOKWHETHUKU OBLIO BBISBIEHO, YTO
IpUMEHEHHE OcellbTaMMBHpa B J103€, YKa3aHHOM B paznene 4.2, mMpUBOAMUT K Oojee HHU3KOU
9KCHO3MLIMU aKTUBHOro Metabomuta (B cpeagHeM Ha 30 % B TeueHHE BCeX TPUMECTPOB
OcepeMeHHOCTH) y OEpeMEHHBIX JKCHIIMH TI0 CPaBHCHHIO C HEOCPEMEHHBIMU JKEHIIMHAMHU.
Hammenbpmasi pacyeTHass HKCHO3MIMS, TEM HE MEHEe, OCTAeTCs BBIIIC WHTHOMPYIOIIUX
KoHIeHTpauuil (3HaueHue [C95), ogHOBpEeMEHHO HAxOJsCh Ha YpPOBHE TEpareBTUYECKOIO
BO3ACUCTBUS Ui psiia IITaMMOB BHpyca rpunma. Kpome Toro, pe3ynbraTsl HaOIHOAATENbHBIX
UCCJIEIOBAaHUM BBISABISIOT I0JIb3Y CYIIECTBYIOIIETO peXHMa JO3UPOBAaHUS B YKa3aHHOMN
MOMYJISIIUK  TTAMeHTOB. TakuM 00pa3oM, M3MEHEHHE DPEXHMa JTO3MPOBaHUS y OepeMEeHHBIX

JKCHILHWH ITpU MMTPOBEACHUU TCPAIIUU UIIU HpO(l)I/IHaKTI/IKI/I T'puIlla HE pCKOMCHAYCTCA.

[TarmenTsl ¢ 0cna0JIeHHBIM HMMYHATETOM

AHanu3pl NOMYJIALMOHHOW (PapMAKOKMHETHKH YKa3bIBAIOT Ha YBEJIMYEHHUE HKCIO3ULUHU (0
50 %) akTHBHOrO METa0OJIUTA OCEJIbTAMHBHpA Y B3POCIBIX MAIMEHTOB U JeTel (< 18 ner) ¢
ocia0JeHHBIM UIMMYHUTETOM I10 CPAaBHEHUIO C MAIMEHTaMU ¢ HOPMaJIbHBIM UIMMYHHUTETOM (Kak
ykazaHo B pasnene 4.2). Ilpu 3ToM KiIMpeHC KpeaTMHHMHAa B O3TUX TpyHmax oOcTaercs
COIIOCTaBUMBIM.

Hanuyne cHHXKEHHOr0O IMMYHHMTETA y MAllUEHTOB HE TPeOYyeT KOPPEKIMU 03Bl OCETbTAMUBUPA,
Onmaromapst  BBICOKOMY  Ipefeny  O€30MacHOCTM  aKTUBHOIO  MeraboiuTa.  AHamu3
Q)apMaKOKI/IHeTI/IKI/I nu (bapMaKO)II/IHaMI/IKI/I B JIBYX HCCIICOAOBAHHUAX C Yy4YaCTHEM INAaUCHTOB C
0CJIa0IEHHBIM HMMYHUTETOM HE BBIABUII AJOIMOJHHUTCIBHOI'O 3HAYMMOI'0 HNPEUMYIICCTBA IIPU
JOCTHKEHUH SKCIIO3UIINHU BBIIIE TAKOBOW ITPU IPUMEHEHUH CTaHAApTHOU N03bl. TeM He MeHee, y
B3pOCJIBIX MAIIIEHTOB C MOPAKEHUEM MOYEK J03bI HEOOXOAUMO KOPPEKTUPOBATh B COOTBETCTBUU

¢ uH(popmarmen, mpencTaBIeHHON B pa3aene 4.2.
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€TH

MY OTUETY

DapMaKOKHHETUKY OCEIbTaMUBHpA M3ydalnn y Aeredl oT 1 1o 16 ner B (hapMaKOKMHETHYECKOM
UCCJIEJOBAaHUM C OJHOKPAaTHBIM IPUEMOM U B KIMHUYECKOM HCCIIEIOBAaHUM 110 H3YYEHHIO
MHOTOKPAaTHOTO TpHUeMa OceIbTaMHBUpPa y HEOOJBIIOro 4YHcia JaeTed B Bo3pacte 3-12 ier.
CxopocTh BBIBEJICHHUSI aKTUBHOTO METa0O0JIMTa C MOIMpPaBKOM Ha Maccy Tella y JIeTell MIIaJIiero
BO3pacTa BBIIIE, Ye€M y B3pOCIBIX, UYTO MPpUBOAUT K Oojee HM3KUM AUC MO OTHOLICHHIO K
KOHKpeTHOU a03e. [Ipuem ocenbramMmuBupa B 103€ 2 MI/KT ¥ OAHOKPATHBIX 103 B 30 Mr miu 45 mMr
B COOTBETCTBHHM C PEKOMEHIAIMSAMH I10 JO3UPOBAHUIO I JAETed U SKCTEeMIIOPAIbHOMY
MIPUTOTOBJICHUIO CYCIICH3WH, NMPHUBEICHHBIMU B pasziene 4.2, obecrneunBaeT Takyro xe AUC
ocelbTaMUBUpPa KapOOKcHilaTa, Kakas JOCTUIAETCs y B3pPOCIHBIX IOC]IE OJHOKPATHOTO Ipuema
Karcyiasl 75 Mr ocenbTaMUBHpa (4TO SKBHUBAJIEHTHO NMpHMEpHO | Mr/kr). dapMaKkOKHHETHKA

occlibTaMUBHpa y I[eTeﬁ cTapaie 12 ner takas K€, KaK Yy B3pOCJIbIX.

5.3. lanHbIe TOKJIUHUYECKOH 0€30IacCHOCTH

I[OKJII/IHI/I‘IGCKI/IC JAaHHBIC, IIOJYYCHHBIC Ha OCHOBAaHUH CTAHAAPTHBIX I/ICCJIGI[OBaHI/If/'I 10
u3ydeHuro  (papmakonornueckoi  0e30MacHOCTH, TEHOTOKCHUYHOCTH M XPOHHUYECKOH
TOKCHYHOCTH, HE BBISIBUJIIM OCOOOM OMACHOCTH JIJIS YEJIOBEKa.

KaHIieporeHHoCTh

PesynbTars! 3-X MccnenoBaHUM MO BBISBICHUIO KAHIIEPOT€HHOTO MOTEHIMaNa (ABYX 2-X JIETHUX
WCCIIEOBAHMM Ha Kpblcax M MbIIIaxX JJI1 OCEIbTAMUBUPA M OJHOTO 6-TH MECSYHOIO
UCCIIeIOBaHUsT Ha TpaHCreHHbIXx Mblmax Tg:AC g akTMBHOro Merabosurta) Obun
OTPULIATEIIbHBIMU.

MyTareHHocTb

CTaH,[[apTHBIe TFCHOTOKCUYCCKHUE TCCThI I OCCJIbTaMUBHUPA W AKTUBHOI'O MeTaboauTa OBLIN
OTpULATCIIbHBIMU.

Binsanne Ha d)eDTI/IJ'II)HOCTI)

OcenbramuBup B A03e 1500 Mr/Kr/cyT He BIUSUI Ha T€HEPATUBHYIO (YHKIUIO CaMI[OB U CaMOK
KpBIC.

TepaToreHHOCTh

B uccnenoBaHusx 1Mo M3y4eHHUIO TEPATOTEHHOCTH OcelbTaMHuBHpa B f03e A0 1500 mr/kr/cyT (Ha
Kkppicax) U 10 500 Mr/kr/cyr (Ha KpojiHMKax) BIMSHHUS Ha »MOpuodeTaqbHOe pa3BUTHE HE
oOHapykeHo. B uccienoBaHMAX MO M3YYEHHIO aHTEHATAJIbHOTO M TMOCTHATAIBHOTO MEPHOI0B
pasBUTHS y KpBIC TNpPH BBEICHUM oOcelbTaMuBUpa B Jo3e 1500 wmr/kr/cytr Habio1anoch
YBEJIMYEHUE MEpUoJia POJOB: Mpeaen Oe30MacHOCTH MEXKAY SKCIO3UIMEH Ul 4YeloBeKa U

MaKCUMaJIbHOM He OKaspIBawommie ds¢dekra mpo3oi y kpeic (500 wMr/kr/cyTku) s
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

wioza coctasisia 15-20 % oT TakoBO y MaTepH.

IIpouee

OcenbTaMUBUP U aKTUBHBIA META0OJIUT MPOHUKAIOT B MOJIOKO JAKTUpYIOUMX KpbIc. CorjlacHO
OTrPaHUYEHHBIM JIaHHBIM OCEJIbTAMUBUD M €r0 AKTUBHBIM METAa0OJIMT NPOHUKAIOT B IPyJHOE
MOJIOKO uenoBeka. [1o pe3ynbrataM SKCTpanossiiuy JaHHBIX, TOJIYYEHHBIX B UCCIIEIOBAaHUAX Y
KUBOTHBIX, UX KOJMYECTBO B TIPYyAHOM MoJIoke MoxkeT coctaBisath 0,01 mr/cytku u 0,3
MI/CYTKH, COOTBETCTBEHHO.

[Tpumepro y 50 % npoTeCTUPOBAHHBIX MOPCKMX CBHUHOK IIPU BBEJCHMM MaKCHUMAaJbHBIX /103
AKTUBHOHM CYOCTAaHIIMHM OCEJIbTaMHUBHpa HAOII0JAIach CEHCUOMIN3ANNS KOXHU B BUJEC IPUTEMBI.
Taxxe BbISIBIEHO 00paTUMOE pa3Apa)xeHHe I71a3 y KPOJIUKOB.

B To Bpems kak OYeHb BBICOKHE IMEepOpalibHble OJHOKpATHBbIE N103bl (657 MI/Kr U BBIIIE)
ocelbTaMUBUpPAa HE OKa3blBAJM BIMAHUSA Ha B3POCIBIX KpbIC, JaHHbIE J103bl OKa3bIBAJIU
TOKCHYECKOE JICHCTBHE HA HE3PENbIX 7-THEBHBIX JCTEHBIIICH KPHIC, B TOM YHCIIE TPUBOIWIH K
rubenn KUBOTHBIX. HexenarenpHbIX 3()(heKToB He HAOIIOAAIOCh TPU XPOHUYECKOM BBEJICHUH B

no3e 500 mr/kr/cyt ¢ 7 o 21 geHb MOCTHATAILHOTO MEPHOIA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB

CozepKuMOe KarlCyJbl:

Kpaxman Kkykypy3HbIii IpekeTaTHHU3UPOBAHHBIH
Tanpk

IToBugon K-30

Kpockapmennosa HaTpus

Hatpus creapun ¢pymapat

Kancvnm TBEPABIC KECJIATHHOBBIC!

Kopnyc kancynot:

Turana 1MOKCHUT

Kenesza okcun xentoiii E172 (xeneza okcum)
Kenatuu

Kpvuueuxa kancynoi:

Turana 1MOKCHUT

Kenesza okcun xentoiii E172 (xeneza okcum)

Kematun
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6.2. HecoBMecTHUMOCTL

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUU

XpanuTh 1ipu Temmneparype He Boiie 25 °C.

6.5. XapakTep u coaep:xkaHue NePBUYHON YIAKOBKHU

[To 10 kancyn B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IUICHKU MOJTUBUHIIXJIOPUIHON U (OJIBIH
AITIOMUHHUEBO.

[To 10 xamcyn B OaHKy W3 NOJMATWIEHA HU3KOrO JABJIECHUS, YKYINOPEHHYIO KpPBILIKOMI
HATSATUBAEMOM C KOHTPOJIEM MEPBOT0 BCKPBITHS U3 MOJIMITUIICHA BHICOKOTO JIaBJICHUS.

1l KOHTYpHYIO SYEMKOBYIO ymakoBKy mo 10 kamcyn wiM oIHy OaHKy BMECTE C JIMCTKOM-

BKJIAAbIIIEM ITOMCIIAIOT B ITAYKY M3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIH  OTX0A0B, TMOJIYYEHHBIX TOcjde NPHUMEHEeHUs!
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiiU ¢ penapaTomM

HHCTDVKIII/I?[ 110 YHUYTOXCHHIO OCCIIbTaAMHMBHPA

[Tonaganue neKapCTBEHHBIX IMPEMAPATOB B OKPYKAIOIIYIO CpPeAy AOKHO OBITh CBEIEHO K
MUHUMYMY. He cnenyer yTuian3upoBaTh ocellbTAMHBUpPA C IOMOIIBIO CTOUYHBIX BOJ WJIM BMECTE
¢ ObITOBBIMU OTXOAaMH. [10 BO3MOXKHOCTH HEOOXOAMMO HCIOJIB30BATh CIEIUANBHBIE CHCTEMbI
JUTSL yTUJTU3AIMH JIEKAPCTBEHHBIX TIPETapaToB.

SKCTeMHODaJ'IBHoe OPUTOTOBJICHHUEC CYCIICH3UHN

B ciydasix, koraa y B3pOCIbIX, MOAPOCTKOB U JIETEH CYIIECTBYET MpoOiieMa ¢ MpOriaThiBAHUEM
Karcyll WM MPU HAIWYUH MPU3HAKOB «CTAPEHHS» Karcyl, HE0OXOIUMO OTKPBITh Kalcyny W
BBICHITIATh €€ COACPKMMOE B HEOOJIBINIOE KOJIMYECTBO (MakCUMaldbHO 1| dYaliHas JIOXKKa)
MOJXOJSAIIET0 MOJACTAIIEHHOTO MPOAYKTa MUTaHus (CM. pasnen 4.2) st TOro, YTOoObl CKPBITH
roppkuii BKyc. CMmech HEOOXOAMMO TIIATETBHO MEpeMeliaTh W JaTh NAIlMeHTy IeUKOM.
Crnenyet nporfioTUTh CMECH CPa3y K€ MOCIE MPUTOTOBIICHHUS.

Ecnu marmmenTam TpedyeTcst go3a 75 me, To He0OXOIMMO CJIeI0BATh CIAEAYIOIINM HHCTPYKITHSIM:
1. Jepxa onmHy kamcyiay 75 Mr oOcelbTaMUBHpPA HaJl MaJEHBKOH €MKOCThbIO, aKKypaTHO

PACKPLITH KAaIlCYJIy U BBICHINATL IMOPOIIOK B CMKOCTD.
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Jlo6aBuTh HEOOJBIIOE KOJIMYECTBO (HE 6oneén"_1 31@%&%“%&%@)' %%nxczmmero

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MOJICJAILEHHOT0 NMPOYKTa MUTAHUA (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOLIO IEpeMeNIaTh.
TmarenbHO mepeMelarb CMeChb M BBIIUTH €€ Cpa3y K€ I0ociie IPUroToBiIcHUA. Eciu B
€MKOCTH OCTal0Ch HEOOJIbIIOE KOJUYECTBO CMECH, TO CIEAYET OIIOJIOCHYTh EMKOCTb

HEOOJIBIINUM KOJIUYECTBOM BOJIbI 1 BBIIIUTH OCTABIIYIOCS CMCECh.

Ecnu nmanmentam tpedyrotcst 10361 30-60 me, TO A7 MPAaBUIBHOTO AO3WPOBAHUS HEOOXOAUMO

CJICO0BAaTh CICAYHOIIUM UHCTPYKIUAM:

1.

Jlepka omHy Kamcyilny 75 Mr ocelbTaMHBHpa HaJl MAJCHBKOH EMKOCTBIO, aKKypaTHO
PACKPBITh KaIlCyJly ¥ BBICHIIIATH TOPOIIOK B €MKOCTb.

Jlo6aBUTh B TOPOMIOK 5 MJI BOJBI C TOMOIIBIO INIPHUIA ¢ METKaMH, TMOKA3bIBAIOIIMMU
KOJIMYECTBO HAOPAHHOM XUIKOCTH. THIaTeIbHO NiepeMeniaTh B TCYCHUE 2 MUHYT.

HaOpatpb B mmpui; HEOOXOIUMOE KOJMYECTBO CMECH M3 EMKOCTH COTJIaCHO Ta0JuIaMm,
NpUBEJCHHBIM BbIlIe (cM. pazzaen 4.2). Her HeoOXomumocTu B 3a00pe HEPacTBOPEHHOTO
0eIIoro MOPOIIKa, ITOCKOIBKY OH SIBJISICTCS HEAKTUBHBIM HAIOJHUTENIeM. HaxkaB Ha TIOpIICHb
IINPHUIIA, BBECTH BCE €ro COACPKMMOE BO BTOPYIO eMKOCTb. OcTaBuIyrocs
HEHCIIOJIb30BaHHYIO CMECh HEOOXOJIMMO BHIOPOCHTb.

Bo BTOpyto emKoCcTh 100aBUTH HEOOINbIIOE KoIW4yecTBO (He Oosee 1 4YaliHOM JOMKKH)
MOJIXOJIATIIETO MOICIIAIICHHOTO TPOAYKTA MTUTAHUS, YTOOBI CKPBITh TOPBKUI BKYC, U XOPOIIIO
nepeMenaTh.

TmarenpbHO TepeMeniath CMECh W BBIUTH €€ Cpa3y ke mocie mpurotoBineHus. Eciu B
€MKOCTH OCTaJoCh HEOOINbIIOE KOJIWYECTBO CMECH, TO CIEAYeT OIOJOCHYTh EMKOCTh

HEOOIBIINM KOJIMYECTBOM BOJBI U BBIIIUTH OCTABUIYIOCS CMECh.

IToBTOpSIITE TaHHYIO MPOLIEAYPY NEPE KaXkKAbIM IPUEMOM OCEJIbTAMUBHUPA.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankt-Ilerepoypr, Jlopora B Kamenky, a. 62, nut. A.
Ten.: 8 (800) 2000 305

AJpec 3IeKTpOHHOU MOYTHI: vertex(@vertex.spb.ru

7.1 IlpeacraBuTesb JepKaTeJsi PeriCTPALMOHHOIO YI0CTOBEPEeHHA

[Iperen3un HOTD66I/ITCJICI71 HalpasJIATH 110 aApECy.

Poccusa

AO «BEPTEKC»
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Anpec: 197350, r. Cankr-IletepOypr, lopora B KaMeHKW E%‘E,%;.E‘&:TEHE'H': CTb 0003)

Ten.: 8 (800) 2000 305

Anpec anekTpoHHON TouThl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHUS

9. JIATA MEPBUYHON PETMCTPALIMU (MMIOATBEPKJEHUSI PETMCTPALUM,
MNEPEPET'UCTPALINN)

Jlata nepBoii peructpaiuu:

10. IATA IEPECMOTPA TEKCTA

O6mas xapakrepucrtuka JiekapctBeHHoro npemnapata OcensramuBup — BEPTEKC noctynnHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-

TeleKOMMYHUKalnoHHo cetn «HTepHeT» http://eec.eaeunion.org/.
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