COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 18.01.2024 N= 730

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEIMMAPATA
OcenpTamuBup cosiodapmM, 75 Mr, KarcyJbl.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleficTBy1OIIIEE BEIIECTBO: OCEIBTAMHUBHP.

Kaxnas kancyia npenapara coaepxuT 75 Mr ocenibTaMmuBupa (B Buze gocdara).

[TonHbIN epevYeHb BCIOMOTATEIbHBIX BEIIECTB MTPUBEJIEH B pasjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamncyisr.
TBepaple xenaTHHOBbIE Karncybl Ne 2 6enoro 1Beta. CoaepKUMOoe KarlcyJl — IOPOIIOK OT 6es1oro

JI0 IOYTH OEJIoro LBETAa.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapat OcenbramMuBup coiaodapm mokasaH K NPUMEHEHUIO IS

e JIeyeHMS IpUIIa y B3pOCIbIX U JIeTeil B Bo3pacTe crapiie | rona;

e Npo(UIAKTUKY IPUIIIA Y B3POCIBIX U MOJAPOCTKOB B BO3pacTe crapiie 12 jer, HaxoAsImuxcs B
IpyMNIax MOBBIIIEHHOTO PUCKa MH(QUIMPOBAHUS BUPYCOM (B BOMHCKHMX YacTSIX M OOJBIIUX
MPOM3BOJICTBEHHBIX KOJIEKTUBAX, Y OCJIA0JCHHBIX MAIIUEHTOB);

e npoUIAKTUKY Ipunna y aereu crapue 1 roaa.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHusd

Bspocnvie

Jleuenue

[Tpuem npenapaTa HEOOXOMMO HAUMHATH HE MO3/IHEE 2 CYyTOK C MOMEHTA Pa3BUTHS CHMIITOMOB
3a0oseBaHusl.

[To 75 mr 2 pa3a B CyTKH BHYTPh B T€UeHUE 5 nHel. YBenuueHue 1036l 6osaee 150 Mr/cyTku He
HPUBOJUT K YCHIIEHUIO 3 dekTa.

Hpodunaxmuxa

[Tpuem npenapara HEOOXOAMMO HAaUYMHATh HE MO3JHEE 2 CYTOK I0C/Ie KOHTAKTa C 3a00JI€BIIUM
YEIIOBEKOM.

[To 75 mr 1 pa3 B cyTku BHYTpb B TeueHHe He MeHee 10 aHel mocie KOHTakTa ¢ 3a00JIeBIINM
4yesi0BeKoM. Bo BpeMsi ce30HHOM anuaemMun rpumia — 1o 75 mMr 1 pa3 B CyTKU B Te€UEHHE 6 HEJEIb.

[TpodunakTuyeckoe AeiicTBHE MPOIOIIKAETCS CTOJIBKO, CKOJIBKO JUIUTCS IPUEM IIpernapara.
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Oco0bnIe I'pynIibl TaMEHTOB

Jluya noowcunozo eéospacma

Koppekuuu 10361 171 TpoUIaKTUKA WK JICUCHUS TPUTITIA HE TpeOyeTcs..

Tayuenmoi ¢ noueunoii HeAOCMamoyHOCMbIO

Jleuenue

[TaruenTam ¢ KIUpeHCOM KpeatmHWHA Oosiee 60 MII/MUH KOpPpEKIHMH JI03bI He Tpedyercs. Y
NAaIMEeHTOB C KiupeHcoMm KpeaTuHuHa oT 30 mo 60 mu/muH o3y mpenapara OcenbTaMUBUD
coodapm cieayeT yMeHbIUTh 10 30 Mr 1Ba pa3a B CyTKH B TeueHue 5 nHei (cM. pasznen 6.6).

VY manueHToB ¢ kimpeHcoMm kpeatuHuHa oT 10 mo 30 mur/muH mo3y npemnapara OceabTaMUBHD
cosiopapMm cienyer yMeHbIUTh 10 30 M OAMH pa3 B CYTKH B TeueHue 5 nuel. Ilanumenrtam,
HaxXoJsIIMMCA Ha I[IOCTOSHHOM TreMoauanuse, npemnapar OcenbramMuBup cojodapm B
nepBoHavyanbHOM J03¢ 30 M MOXHO MPUHATH A0 Hayala Juaiu3a, €cld CUMITOMBI TpUIINa
NOSIBWIMCH B TedueHue 48 4 Mexay ceaHcamu Auanuza. s monamepaHus IIa3MeHHOU
KOHIICHTPAallMd Ha TepaneBTHYecKOM ypoBHe mnpemnapat OcenbTamMuBUp coiodapm criemyer
npuHuMath 1o 30 Mr mocie KaxIoro ceanca nuanusa. llamuenTtam, HaxoagmuMcs Ha
NepUTOHEAIbHOM Juanuie, mnpenapar OcenbTaMuBUp colodapM clieqyeT MNpUHUMATh B
NepBOHaYaIbHOM J103¢ 30 Mr 10 Hayajga MpOBEACHUS auain3a, 3aTeM 1o 30 Mr Kaxkable 5 THEM.
@apMaKOKMHETHKA OCEJIbTaMHUBHPA y TANMEHTOB € TEPMHHAJIBHOM CTaJWel MOYEHHOU
HEJ0CTAaTOYHOCTHU (C KIMPEeHCOM KpeaTWHHHA < 10 MJI/MMH), HE HaXOSIIMUXCS Ha AHAIU3E, HE
u3yyanach. B CBSI3M C 3TUM pPEKOMEHJALMM MO JO3UPOBAHMIO y JAHHOW TpyNIbl NAlMEHTOB
OTCYTCTBYIOT.

Ipoduraxmura

[TaniuenTam ¢ KJIMpeHCOM KpeaThuHHHa Oojee 60 MII/MUH KOppEKIUH 03Bl HE Tpelyercs. Y
NAalMEeHTOB C KiIMpeHcoM KpeaTuHuHa oT 30 mo 60 mu/mMuH 103y npenapata OcelnbTaMUBUD
cosodapm cieayer yMeHbIIUTh 10 30 Mr OJIMH pa3 B CyTKH (cM. pazzen 6.6).

VY marnueHToB ¢ kiupeHcoM kpeatuHuHa ot 10 10 30 MiI/MUH PEeKOMEHAYETCS YMEHBIITUTD 03y
npenapara OcenbramuBup conodapm mo 30 mr uepe3 aeHb. [lammeHTam, HaXOAAIIMMCS Ha
MOCTOSIHHOM TeMojinanuse, npenapar OceabTaMuBHp cojioapM B nepBoHaYanbHOU 03¢ 30 mMr
MOXHO TMpPHUHATH J0 Haudana guanu3a («l1-ii ceanc»). [nsg monmepkaHus IUTa3MEHHOU
KOHIIEHTpAllud Ha TepaneBTUYEeCKOM ypoBHe mpenapar OcenpTaMUBUpP cosiodapM cleayer
npuHUMaTh 1o 30 Mr mociie Ka)Xa0ro MociaeayIolero HeueTHoro ceanca auainusa. [lanuenrawm,
HaXOJAIIMMCS Ha NEepUTOHEATbHOM jauanuie, mnpenapaT OcenbTaMHBHp coyiodapM cilenyer
IPUHUMATh B NE€pBOHAUYaNbHON 03¢ 30 Mr A0 Hayana IpOBEAEHUS auanusa, 3areM no 30 mr
Kaxaple 7 nHed. DapMakOKMHETHKA OCEIbTAMUBHpPA y TMAlMEHTOB C TEPMUHAJIBHOM CTaaueu

MOYEYHON HEJOCTATOYHOCTU (C KIMpEeHCOM KpeaTuHMHa < 10 MJI/MHH), HE HaXOZSAIIMUXCS Ha
2
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MaIMEHTOB OTCYTCTBYIOT.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHbIO

Koppekuuu 10361 npu jeueHuu 1 Npo(UIakTUKE TPUIINA Y TAUEHTOB ¢ HapylIeHHeM (QyHKIIUU
MIEUYEHHU JIETKOI U cpefiHel cTerneHu TshkecTu He TpeOyercsa. bezonacHocTs U hapMakOKMHETHKA
npemapaTta OcenbTaMUBHpP cON0(apM y MAUEHTOB C TSHKEIBIMU HAPYIIEHUSIMU (QYHKITMH TIEYCHU
HE U3y4alach.

Tlayuenmsi ¢ ocrabreHHbIM UMMYHUMEMOM (noclie MpaHCniaHmayuil)

Jleuenue

PexomentoBaHHas MPOAOIDKUTENFHOCTD TEPATMH OCEIIETAMUBHPOM Y MAIMEHTOB C 0CTIa0ICHHBIM
uMMyHHTETOM coctaBisier 10 nHei. Koppekiuu no3er He TpeOyetcs (cm. pasnens 4.8 u 5.1).
[Tpuem npenapara HeOOXOIUMO HAUMHATH HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHs CHMIITOMOB
3a00NIeBaHUA.

Cesonnas npod)wzakmuka

Jist ce30HHON MPOQHIAKTHKY TPUIITNIA Y MAMEHTOB C OCIa0JIEHHBIM HMMYHHTETOM B BO3pacTe
> 1 roga — B TeueHue 12 Henenb, KOPPEKLMH JJ03bI HE TpeOyeTcs.

eTu
Iloopocmxu 6 6o3pacme om 12 0o 18 n1em
Pexxum no3upoBaHus A OAPOCTKOB B Bo3pacte OT 12 1o 18 ner He oTiMyaeTcst OT pexuma
JIO3UPOBaHUs AJIs1 B3POCIIBIX.
Hemu 6 6ospacme om 1 200a 0o 12 nem
Jleuenue
Jetu ¢ maccoil Tena > 40 Kr, KOTOpbIe YMEIOT IPOTIaThIBaTh KaICYJIbl, TAKXKE MOTYT IOJIy4aTh
JIeYeHue, IPUHUMAs 110 OJIHOM Kancyse 75 Mr 2 pa3a B CyTKHM B TEUEHHE 5 THEH.
g nereit B Bo3pacte oT 1 roga BO3MOYKHO DKCTEMIIOPAJIBHOE NPUTOTOBIEHUE CYCIEH3UH C
UCIIOIB30BaHUEM Karicys1 75 Mr (cM. paszen 6.6).
[Tpumensty npenapatr OcenbTaMuBHp cojiodapM cieayeT 2 pa3a B CyTKM B Te€UeHHE 5 nHeH

COorjiaCHO HI/I)i(erHBCI[eHHOf/'I Ta6J'II/II_IeZ

Macca tena | PexomengoBaHHas 103a Ha OJIUH KonmdaectBo cmecu mpemapata
IpHEeM OcenbraMuBHp coI0(apM Ha OJUH MPUEM
<15xr 30 mMr 2 M
> 15-23 kr 45 mr 3 M
> 23-40 kr 60 mr 4 mn
> 40 kr 75 Mr 5 M
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Ipoghunaxmuxa

[Tpuem mpenapara HEOOXOAMMO HAUYMHATH HE MO3JHEE 2 CYTOK IOCJIe KOHTAKTa C 3a00JIeBIIUM
YEJIOBEKOM.

Hetu ¢ maccoit Tena > 40 Kr, KOTOpbIE MOTYT IPOTJIaThIBaTh KAaIlCyJIbl, TAKXKE€ MOTYT IMOJIy4aTh
npoUIAKTHYECKYIO Tepallvio, MpUHUMAs 10 OJHOM Karcyne 75 Mr 1 pa3 B CyTKH B TeUeHHE
10 nueit.

g nereit B Bo3pacte OT 1 roga BO3MOYKHO 3KCTEMIIOPAJIbHOE MPUTOTOBJIEHUE CYCHEH3UU C
UCIIOIb30BaHUEM Karicyi1 75 Mr (cM. paszen 6.6).

[Tpumensatey npenapatr OcenbTamMuBHp conodapm cienyer 1 pa3 B cyTku B TedeHue 10 mHei

COINIACHO HMKEIPUBEICHHOM TabuIe:

Macca Tena PexomenoBaHHas 103a Ha OJUH KomnuecTBO cMecu npemapara
pueM OcenpTamuBHp cosiohapM Ha OJIMH
npueM
<15«kr 30 mr 2 M
>15-23 kr 45 mr 3 M
> 23-40 kr 60 mMr 4 mi
> 40 xr 75 mr 5 mn

Hemu 6 6o3pacme om () do 1 200a

bezonacnocte u 3¢dexkTuBHOCT, Tpenapata OcenbTamMUBHp cosnodapM y JeTeil B Bo3pacTte
ot 0 10 1 roma Ha MaHHBIH MOMEHT He ycTaHoBJeHHI. [Ipemapar OcenbramuBup conodapm He
CJIeZlyeT Ha3HavyaTh JeTsM JI0 1 rona.

Crooco0 rmpuMeHeHus

BHyTpb, BO BpeMsl €/1bl WJIM HE3aBUCHUMO OT NpueMa nuiy. [lepeHocuMocTh npenapara MOXHO
YIYYIIUTh, €CJIA IPUHUMATH €r0 BO BPEMSI €/IbI.

B cayuasix, korga y B3pOCibIX, TOJPOCTKOB M JETEH CYIIECTBYET MpobeMa ¢ MporjaThiBAHUEM
KarcyJ, Wik Ipy HAIUYUK TPU3HAKOB «CTApEHUs» Karcys (HampuMep, MOBBIIIEHHAs! XPYIKOCTh
WIH APYyTHE HApyIIeHUs (PU3MIECKOTO COCTOSHUS ) HEOOXOAMMO OTKPBITH KaIlCyTy U BHICHITIATh €€
COJIEPKUMOE B HEOOJBINIOE KOJIMYECTBO (MAaKCMMalbHO | dYailHas JI0KKa) MOAXOISIIETO
MOJICTIANIIEHHOTO MPOAYKTa MUTAaHU (IIOKOJIAHBIA CHPON ¢ HOPMaJIbHBIM COJIEpKAaHUEM caxapa
win 0e3 coaepkaHHs caxapa, MeJ, CBETIO-KOPUYHEBBIH caxap WJIM CTOJIOBBIM caxap,
pacTBOPEHHBIN B BOJZIE, CIAJKHI JecepT, CTYIIEHHOE MOJIOKO C caxapom, siOJOYHOe MIOpe N
HOTYpPT) M1 TOTO, YTOOBI CKPBITh TOPHKHI BKyc. CMECh HEOOXOUMO TIIATEIILHO TIepeMeniaTh 1
JaTh MalUeHTy ueaukoM. CreayeTr IporioTUTh CMECh Cpasy ke MOCie MPUTrOTOBICHHUS.
NHCcTpyKIMK MO 3KCTEMIOPATILHOMY MPUTOTOBJICHUIO CYCIEH3UHU JIEKAPCTBEHHOTO Ipemnapara

nepes IpUMEHEHUEM CM. B pazzene 6.6.
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4.3. IlpoTUBONOKA3aAHHS

e [UIep4yBCTBUTEIBHOCTh K OCEIFTAMUBUPY WU K JOOOMY W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

o TepMuHanbHAas CTAIUS MOYCUHON HEOCTATOUHOCTH (KIUpEHC KpeatnHuHa < 10 Mi1/MuH).

e Tspkenas meyeHOUHas: HEIOCTATOYHOCTD.

4.4. OcoOble ykazaHHusi 1 Mepbl NPeI0CTOPOKHOCTH NMPH NPUMEHEHUH

OcenbramuBup 3 (PEKTUBEH TOJIBKO B OTHOIICHHH 3a00JIC€BaHUS, BEI3BAHHOTO BUPYCOM TPHIIIIA.

Jannasie 00 3¢ (HEeKTHBHOCTH OCeTbTaMUBUpPA MPHU Tepanuu 3a00JIeBaHUM, BBI3BAHHBIX WHBIMU

areHTaMu, OTCYTCTBYIOT (cM. pasaen 5.1).

IIpenapar OceJbTaMUBHP coJI0(papM He SABJSETCS 3aMeHOI BAKIMHAIIUH

Hcnonp3oBanue npenapara OcelbTaMUBHpP COI0(apM HE JOIDKHO BIUSATH HA OLIEHKY TAlMEHTOB

IIPH MIPOBEICHUU €KETOTHOM BaKIIMHAIIMH ITPOTUB TPHUIITIA.

3amuTa OT rpuMna JUIMTCA TOJIBKO JI0 TEX IMOp, MOKa mpuMeHsieTcs mpenapat OcelnbTaMHUBHP

conmodapm. [Ipemapat cienyer UCIONb30BaTh TOJNBKO IS JICUYEHHUS M MPOPUIAKTUKU TPUITA U

TOJIBKO B CIIy4ae, €CJIM JOCTOBEPHBIE AUAEMUOJIIOIMUECKUE IaHHbIE YKA3bIBAIOT HA TO, YTO BUPYC

TPHIIIA UPKYITUPYET B OOIIEH TOIYJISIIHH.

UyBCTBUTENHHOCTH IUPKYIUPYIOMIUX ITAMMOB BUpYCa IPUIIA K OCEIbTAMUBUPY MOXKET CUIIBHO

BapbUPOBATh (CM. paszen 5.1, myHKT «Pe3UCTEHTHOCTHY).

TakuM o0Opa3zom, MpU Ha3HAUEHUU IMIpernapaTa HEOOXOAMMO YUUTHIBATh CaMylO IOCJEIHION

JOCTYITHYO HH()OPMAIIHIO 0 IyBCTBUTEIIBHOCTH IUPKYJIUPYIOIIETO BUPYyCa K OCEILTaMUBHUPY.

Tsbxemoe conyTCTBYIOIICE 3a00JIeBaHUE

I[aHHBIe 0 0O€30ITacHOCTH U S(I)Q)CKTI/IBHOCTI/I IIPUMCHCHUA OCCJIIbTaMHUBHUpA Yy MAllUCHTOB C
AO0CTAaTOYHO TSAXKEJIBIM COIYTCTBYIOIUM 3a00jeBaHUEM WA HECTaOMILHBIM COCTOSAHHEM,
npeamnojgararomuM roCruTajan3annio, OTCYTCTBYIOT.

[TaneHTEI ¢ 0CJIa0JICHHBIM HUMMYHHUTCTOM

O¢ddekTuBHOCT OCETbTAMUBUpPA MPU JICUCHUM WIM MPO(UIAKTUKE IpUMNa Yy MHalUEeHTOB C
ociabieHHBIM MMMYHHUTETOM 4YETKO HE ycTaHOBiIeHa (cM. paszen 5.1). OpgHako y B3pOCIHBIX
IMaITUECHTOB C 0CJIa0IEHHBIM HMMYHUTETOM JICUCHUC I'pUIIIIA CICAYCT NPOBOJUTH HA IPOTAKCHUN
10 nHe#l, Tak Kak KIMHUYECKHE HCCIEIOBaHUS INpH Oojiee KOPOTKOM Kypce Tepamuu He
MPOBOJIUIINCE.

CeDlquHaﬂ/ AbIXaTCIbHAsd HEAOCTATOYHOCTH

D¢ hEeKTUBHOCTh OCENbTAMHUBUpPA TIPH JICUCHUH WIH TPO(UIAKTHKE TPHUMNA y TAIMEHTOB C
XPOHUYECKOW CEepACYHON W/WIIM NbIXaTeIbHONH HEAOCTATOYHOCTHIO HE yCTaHOBJICHA. B naHHOI
MOMYJISIIIMK TAIMEHTOB YacTOTa BO3HUKHOBEHHS OCIOXHEHHH OblIa COMOCTaBHMa B TpPyIIE

JICUYEHUs U TpyMIie mianedo.
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Y B3poCHBIX TAlMEHTOB U TOAPOCTKOB (13—17 ner) ¢ TAxeNoW CTENEeHbI MOYEeYHOU
HEJOCTATOYHOCTH TIPU JICYCHUH U TPOPUIAKTHKE TPHUMIA PEKOMEHIYETCS KOPPEKIHS O3BL.
Knunuueckue naHHble A8 KOPPEKLMU J03bl Y MIIaJEHIIEB U JieTeil (B Bo3pacte oT 1 roma u
cTapiie) ¢ MOYCYHOM HETOCTATOYHOCTHIO OTCYTCTBYIOT (cM. paszeinst 4.2 u 5.2).

HCI/IXOHGBDOJIOFI/I‘-IGCKI/IC HapymcHus

VY mnanueHToB (B OCHOBHOM Y JIeT€ M IOAPOCTKOB), MPHUHUMABIIUX OCEIbTaMUBHUD, OBLIH
3aperuCTPUPOBaHbl IICUXOHEBpOJOruyeckue HapyuieHus. [1omoOHble NCHXOHEBPOJIOTrHYECKUe
HapyILIEHHsI TaK K€ OTMEYEHBI Y MALIMEHTOB C TPUIIIIOM, HE IIOJyYaBIIUX ocesbTamMuBup. Cienyer
THIATEJIbHO MOHUTOPUPOBATh MALIMEHTOB Ha MPEAMET U3MEHEHUHN B MOBEJIEHUH, PUCK U MOJb3a
IPOJIOJDKEHHS TE€PANUU JIOJDKHBI OBITh OLEHEHBI IS KaXKAO0TO MAIMeHTa WHAWBUIYAIBHO (CM.
pasznen 4.8).

eTu
JlanHble nis omnpenenaeHUs 103bl Y HEJOHOUIEHHBIX JeTel (IOCTKOHLENTYyaJbHbIH BO3pact
< 36 Henenb) OTCYTCTBYIOT.
4.5. B3auMopeiicTBHe ¢ JAPYIMMH JeKAPCTBEHHbIMH MNpenapaTaMH H JApyrue BH/bI
B3aNMOJeliCTBUSA
®apMaKOKMHETUYECKHE CBOMCTBA OCEIbTAMUBHPA, TAKME KAaK €r0 HU3Kasl CTENIEHb CBSI3bIBAHUS C
Oenkamu 1 MeTab0sIM3M, He 3aBUCUMBIH oT n3opepmenta CYP450 u cucteMsl IIOKypoHH a3 (CM.
pasgen 5.2), He [JalOT OCHOBaHMU IpejanojaraTb HaJIW4YMe KIMHUYECKH 3HAYMMBIX
B3aMMOJEHCTBHI 110 YKa3aHHBIM MEXaHU3MaM.
[TpoGenenua
Koppexkuun 110361 mpu OAHOBPEMEHHOM MPUMEHEHHM C NPOOEHEUHWJOM Y TMalHUEHTOB C
HOpMalibHOU (hyHKIMEH mouek He Tpedyercs. OAHOBpeMEHHOE MPUMEHEHHE ¢ MPOOEHEIHUIOM,
MOIITHBIM HHTHOUTOPOM aHMOHHOM KaHaJIbIIEBOM CEKPELMH B ITOYKAX, IPUBOJUT K ~ 2-KpPATHOMY
YBEJIMUYEHHUIO HKCIIO3UIMH AKTUBHOTO METa00IUTa OCebTaMUBHUPA.

AMOKCHUIIWIIINH

Kunerndeckoe B3aMMOJICHCTBHE OCENbTaMHUBHUpPA M aMOKCHIIWILTHHA (BBIBOISIIETOCS TEM XKeE
MyTeM, YTO M OCEIbTAMHUBHP) OTCYTCTBYeT. [Ipenmonaraercsi, 4To KOHKYPEHIIUsI OCEIbTaMUBHPA
3a BBIBEJCHHE MOYKAMH ciiadas.

BriBeenue ¢ Moyoit

MaJ'IOBCpO}ITHBI KIIMHUYCCKU 3HAYUMBIC MCIKIICKAPCTBCHHBIC BSaHMOHeﬁCTBHH, CBA3aHHBIC C
KOHKypGHI.IHCﬁ 34 KaHAJIBICBYHO CCKPCLUIO, TPUHHUMASA BO BHUMAHUC PC3CPB 0e30IMacHOCTH JJI
OONBIIMHCTBA HO)IO6HBIX npemnapaToB, IIYTU BBIBCACHUSA aKTHBHOI'O MeTaboInTa ocCclibTaMHBHpa

(k1yOoukoBasi (GUIBTpAMsi W AHUOHHAS KaHAJbIEBas CEKPEIHs), a TakKKe BBIBOISIIYIO
6
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npernapaTamM, HMEIOLIMMHU y3KyI0 LIMPOTY TEpareBTUYECKOro JAEWCTBUS  (HampuMmep,
XJIOPIPOTIAMH]T, METOTpeKcat, (PeHUIO0YyTa30H), HEOOXOAMMO C OCTOPOKHOCTHIO.

JlononHHUTEIbHAS I/IH(bODMaI_II/Iﬂ

He oOHapyxeHO (apMaKOKMHETHYECKHX B3aMMOJCHCTBHIA MEXIY OCEIbTAMHBHPOM HIH €ro
OCHOBHBIM META0OJIUTOM IIPU OAHOBPEMEHHOM IMIPHUEME C MapaleTaMOJIOM, alleTHIICATUIIIIOBON
KHCIIOTOH, TUMETHINHOM, QaHTAIUTHBIMU CPEACTBAMH (MarHus ¥ ATFOMUHHS THIPOKCH/I, KAJTbIUS
KapOOHAT), pUMaHTAaIWHOM WU BaphapuHoM (y TaIMEHTOB O3 rpumma, CTaOWIbHBIX Ha
Bap(apune).

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTH U JIAKTAL U

bepeMeHHOCTB

HeOnaronpusTHbIN ucxo1 OEpeMEHHOCTH U aHOMAJIMH PA3BUTHUS TUI0JIA, & TAKIKE PUCK CEPhE3HBIX
BPOXKJICHHBIX TIOPOKOB DPa3BUTHS, B TOM YHCIE BPOXICHHBIX TOPOKOB CEp/Ila, CBSI3aHBI C
3a00JI€BaHUEM TPUIIIIOM.

BoibIioe KOJIMYECTBO JTaHHBIX O BO3JEHCTBHH OCEIbTAMUBUPA Y OEPEMEHHBIX JKEHIINH B X0
MOCTPErUCTPAIIMOHHOTO IIPUMEHEHUS U HaOIk01aTeNbHBIX HccienoBanuii (6onee 1000 manueHToB
Ha TIEPBOM TpPUMECTpe OCPEMEHHOCTH) HE YKa3bIBAlOT HU Ha MOPOKH pPAa3BUTHs, HU Ha
(deTo/HeoHaTAIbHYI0 TOKCUYHOCTh OCEJIbTaMUBHpA.

OpHaKo B 0THOM HaOJIIOIaTEIbHOM HCCIIEIOBAHUY PE3YIIbTATHI OLICHKH PUCKA PA3BUTHS TSKEIBIX
BPOXKJIEHHBIX TOPOKOB CEep/lIa, TUarHOCTUPOBAHHBIX B TeUeHHE 12 MecsIIeB Mocie pOXKAECHUs, He
OBLITM OJHO3HAYHBIMH, XOTSI OOIIMI PUCK TOPOKOB Pa3BUTHUA U HE ObLIT yBEIUYEH.

B nmanHOM WCClEeOBaHMM 4YacTOTa Pa3BUTHS TSHKEIBIX BPOXKICHHBIX MOPOKOB cepIIia mocie
IPUMEHEHHUs OCelNbTaMHUBHpA B TEUEHUE IEPBOTO TpUMecTpa OepeMeHHoCTH cocTaBisuia 1,76 %
(7 mnanenueB u3 397 6epemenHocteit) mo cpaBuenuro ¢ 1,01 % npu GepemeHHoCTH B OOIIEH
HOMYJISAUN 0€3 IPUMEHEHHUsI ocelnbTaMUBUpa (OTHOIIeHHe puckoB 1,75, 95 % noBepurenbHbIM
unTepsan ot 0,51 1o 5,98).

Knuanyeckoe 3HaueHNE JAHHOTO pe3yJbTara JI0 KOHIA He SICHO, TaK KaK MCCIIEOBAHUE MMEIO
OTPaHUYEHHYIO MOIIIHOCTb.

Kpome Toro, uccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, YTOOBI IMPOBECTU JOCTOBEPHYIO
OIICHKY OTJENbHBIX KAaTETOPUH TSHKEIBIX MOPOKOB Pa3BUTHS; MPH 3TOM JaHHBIC y KCHIIWH,
MPUHUMABIINX W HE MPUHUMABIINX OCEIHTAMHUBHP, HE MOTJIA OBITH MOJHOCTHIO COMTOCTABHMEI,
HE3aBUCHMO OT TOT0, OOJIEIH JIM OHHU I'PUIITIOM.

HccnenoBanus Ha )KMBOTHBIX HE YKa3bIBAIOT HA PENPOAYKTHBHYIO TOKCHYHOCTh OCEIIBTAMUBHPA
(cm. pasmen 5.3). IlpumeneHuwe ocenpbTamMUBHpa NMPU OEPEMEHHOCTH BO3MOXKHO B CiIydae

HEOOXOAMMOCTH M TIOCTIE OIICHKH HMEIomehHcs HHpopManmuu O O€30MacHOCTH U T0JIb3e
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nonpaznen «Knumaundeckas dsddexTuBHOCTE W Oe30macHOCTB», NYHKT «VccnemoBanus
€CTECTBCHHOUW TPUNTIO3HON MHPEKIINNY, TOAMYHKT «JleueHue rpunmna y 6epeMeHHBIX KESHIIUHY ),
a TaKkKe MaTOreHHOCTH HUPKYJIUPYIOILIEro IITaMMa BUpyca Ipumma.

Jlakranus

Bo BpeMst JOKIIMHUYECKUX UCCIICIOBAHUI OCEbTAMUBUD U AKTUBHBIA META0OUT POHUKAIH B
MOJIOKO JAKTUPYIOIMX KpbIC. [laHHBIC MO SKCKPEIHH OCEIbTAMHUBHUPA C TPYJAHBIM MOJIOKOM Y
YyelloBeKa W IMPUMEHEHHIO  OCelIbTAMHUBHpPA KOPMALIMMH  JKEHIIMHAMU  OTPAHUYCHBI.
OrpaHuyeHHbIE JaHHBIC IMOKa3bIBAIOT, YTO OCEIbTAMHUBHP M €ro aKTUBHBIH MeTabOJHUT B
HEOOJIBIINX KOJUYECTBAX IPOHHUKAIOT B TPYAHOE MOJOKO, CO3[aBas CyOTeparieBTUYCCKUe
KOHIICHTPAllMU B KPOBH TIpyaHOro peOenka. [Ipm Ha3HAYCHHH OCEIIbTAMHUBHPA KOPMSIIUM
JKEHIIMHAM CJIelyeT TaKKe YYMThIBaTh MX COMYTCTBYIOIIee 3a0ojieBaHME U MAaTOTEHHOCTh
MUPKYJIUPYIOLIEro InTaMMa Bupyca rpumma. Ilpu OepeMeHHOCTM U B MEPUOJ TPYAHOTO
BCKapMITHMBAHMS OCEILTAMUBUD IPUMEHSIOT TOJBKO B CITydae, eCIIM OKUaeMasi sBHas T0JIb3a JIIs
KOpMSIIIIeH MaTepy MPEBBIIIACT PUCK JIJIS peOCHKA.

DepTUabHOCTH

Ha ocHOBaHUU JOKIMHUYECKUX JaHHBIX HE 0’KUIAETCS, UTO Mpernapar OceIbTaMUBHp BIHUSIET Ha
(GepTHIBHOCTH MY)KYHMH HJIH XKEHIIUH (CcM. paszaen 5.3).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMHU CpeJCTBaMU U padoTath ¢
MeXaHHU3MaMH

[Ipenapat He BiuseT, TMOO OKa3bIBaeT HE3HAUUTENIbHOE BJIMSHUE Ha CIIOCOOHOCTH YINPaBIIATh
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH.

4.8. HexkesaTelbHbIe peakiuu

Pesrome mpoduis 6e3onacHOCTH

O6umii npoduns Oe30macHOCTH OceNbTaMUBUpPAa OCHOBaH Ha JaHHbIX 6049 B3pocibix
MAIMEHTOB/MIOAPOCTKOB U 1473 nereil ¢ rpunmnom, Noay4yaBUIMX OCEIbTaMUBUD WIH IUIanedo, a
Takke Ha JaHHBIX 3990 B3poCHBIX MNAUEHTOB/TIOAPOCTKOB M 253 nereil, MNodyyarommx
OcelbTaMUBUpP WU I1ane0o/He TMOJIyYaBIIMX TEpamud B KIMHUYECKUX HCCIEAOBAHHIX I10
npoUIaKTUKE TPUIIIIA.

Kpowme Toro, 199 B3pocibix naneHToB ¢ 0caa0IeHHBIM UMMYHHUTETOM IMOIYYHUIIU OCEIbTAMUBHUP
JUTsL JIedeHus rpumnmna, u 475 malueHToB ¢ ocaabieHHbIM UMMYHUTETOM (B TOM 4uciie 18 aerei,
10 13 KOTOPBIX MOTYyYaIH OCENbTAMUBUP U § — MuIaed0) MoJyYMId OCeIbTaMUBUD WM IJ1a1e00

JUIS TPO(MIIAKTUKY TPUIIIIA.
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X0A€ KIMHHUYCCKUX I/ICCHG,[[OBaHI/Iﬁ JICHCHUA TIpUIIIIa OBLJIM TOIIHOTA H pBOTa, a B XOIC
UCCIIEIOBaHMI 10 MPOPUIIAKTUKE — TOLTHOTA.

BbonpmmuceTBO ykazanHbx HP Obutn 3apeructprupoBaHbl OJHOKPATHO B IIEPBbII UM BTOPO J€Hb
Tepanuy U CIOHTAHHO pa3pellaluch B TEUEHUE MOCIEAYIOIMUX 1-2 nHel.

VY nereit nHaubosee yacto Berpeuatomericss HP Opiia pBora.

VY GosbIIMHCTBA NAIIMEHTOB AaHHble HP He nmpuBoamiIM K OTMEHE Tepanuy OCEIbTaMUBHUPOM.
Cepbesnble HP, nepeuncienHble HUXe, peIKo 0TMEYAIUCh C MOMEHTA BbIX0/a OCEIbTaMUBUPA HA
PBIHOK: aHa(UIAKTHYECKUEe W aHa(WIAKTOMJHBIC PEAKIMH, HAPYIIEHUS CO CTOPOHBI NE€YEHU
(ynbMuHAHTHBIA renaTtuT, HapymeHue (QYHKIMHM TEYCHU U KeNTyXa), aHTMOHEBPOTHYECKUIN
oTek, cuHapoM CrtuBeHca-/[’KOHCOHAa M TOKCHYECKHH SIUIEPMATbHBIM HEKPOJIHU3, >KETyI0YHO-
KUIIEYHOE KPOBOTEUEHUE U HAPYIIEHUS CO CTOPOHBI HEPBHOW CUCTEMbI U IMCUXMKH (CM. paszen
4.4).

Criucok HeXeJaTeNbHBIX PEaKIUi MPEICTaBIICH B TAOIMYHOM (popMaTe HUKE.

Tabauunoe PE3IOME HEXKENATCIILHBIX PCAKINM

HesxxenaTenbHble peakiiy pacipe/iesieHbl B 3aBUCUMOCTH OT YacTOThI UX BOSHUKHOBEHHS: OUYEHb
gacto (= 1/10); gacro (ot > 1/100 mo < 1/10); medacro (ot > 1/1000 mo < 1/100); penko
(ot > 1/10000 mo < 1/1000); ouenp peaxo (< 1/10000); yactoTa HEeM3BeCTHa (Ha OCHOBAHUU
UMCIOIINXCS JAHHBIX OICHUTh HEBO3MOYKHO).

Jleuenue u npoghunakmuxa epunna y 83pocivix u NOOPOCMKO8

B tabnune 1 npeacrasnenst HP, Bo3HuKaBIue Hanboiee 4acTo Mpu MprueMe peKoMeHI0BaHHOM
JI03BI OCEITbTAMHUBHUPA B HCCICIOBAHUSAX IO MPO(HIAKTAKE W JICYCHHUIO TPUIIA Y B3POCIBIX U
MOAPOCTKOB (75 Mr 2 pa3a B CyTKU B T€UEHHUE 5 THEHN JiIst TedeHus U 75 mr 1 pa3 B CyTKu 110 6 Henlenb
JUISL IPO(UITAKTHKH).

B uccrnenoBanusx mo npoduinakTuke rpurima npoduiab 6e30MacHOCTH Y MAIMEHTOB, MOTyYaBIINX
PEKOMEHIOBaHHYIO /103y ocenbTamuBHpa (75 mMr 1 pa3 B CyTKH J0 6 HEENb), KQaueCTBEHHO HE
OTJIMYAJICS OT TaKOBOT'O B MCCJIENOBAaHMSX MO JICYEHUIO TPUIINA, HECMOTPS Ha Oosiee JIUTENbHBIN
npyeM Ipenapara.

Tabmuma 1. HexenarenbHble peakivv, BBISABICHHBIE B XO/A€ KIMHHYECKHX HCCIEIOBAHUHA TIO
pOQHIAKTHKE | JICICHUIO TPHUIIITA OCSIIbTAMUBUPOM Y B3POCIBIX MAIIMEHTOB U TIOJAPOCTKOB HITH B

XO0JI€ TIOCTPETHCTPAIIMOHHOTO HAOTIOICHHUS
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Cucrema opranoB | HexenarenbHble peakliuu ﬂ&%ﬂé@iﬂ&ﬁTE@&q&C‘Hg - qra';'::f‘bTe
BBISIBIICHUSI
OueHn Yacto Heuacto Penxo
4acTo
Nudexmmm u bpouxur, Herpes
WHBa3HH simplex,
Ha30(apuHTHUT,
WH(]EKIIUH BEPXHUX
JIBIXaTeIbHBIX
IIyTEH, CUHYCHT
Hapymenus co TpomMOoruTonIeHUS
CTOPOHBI KpPOBU M
TuMQpaTUIeCKON
CUCTEMBI
Hapyuienus co Peakun AHadunakTuyeckue
CTOPOHBI TUNIEPUYYBCTBH | PEAKIIHH,
WMMYHHOH TEITbHOCTH aHa(UIAKTOUHbIE
CUCTEMBI peakuuu
Ilcuxuueckue becmoxkoiicTBo,
HapyIIeHUS aHOpMaJIbHOE
MOBEJICHUE,
TPEBOKHOCTb,
CIIyTaHHOCTD
CO3HaHMI, open,
JETTUPUH,
raJUTIOIIMHAIUH,
HOYHBIE KOIIMaphl,
NpUYrHEeHue cede
TEJIECHOTO
MOBPEXICHUS
Hapyuenus co | 'onoBnas | becconHuna N3menenue
CTOPOHBI HEPBHOH | 6OJIb CO3HaHMUS,
CUCTEMBI Cy0poru
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Hapymuienus co (MOCTTEOOEATH ﬁﬂ)'vfng}ﬂdg 003]
CTOPOHBI  OpraHa 3peHUs
3pEeHUs
Hapymenus co Aputrmus
CTOPOHBI cepALa
Hapymenust co Kamenb, Oombp B
CTOPOHBI ropJje, puHopest
NBIXaTeIbHOMN
CHUCTEMBI, OPraHOB
IPYAHOM KJIETKH W
CpeOCTeHUs
Kenynouno- Tommnora | PBoTta, OGoOnb B Kenynouno-
KHUIIICYHbIE JKUBOTE (BKJIIOUAst KHIIIEYHbIE
HapyIICHUS 001p B BepxHEH KPOBOTEUCHHUS,
4acTH KUBOTA), reMopparu4eckui
JUCTIETICHS KOJIUT
Hapymenns co [ToBbilIeHHE DyIbMUHAHTHBIN
CTOPOHBI MEYEHU U aKTUBHOCTH renaTur,
KEITUEBBIBOSALIUX «IEYEHOYHBIX» | IEYEHOYHAas!
myTen (bepMeHTOB HEJ0CTaTOYHOCTb,
renaTuT
Hapymienus co Dk3ema, AHTMOHEBpPOTHUEC
CTOPOHBI KOXH U JIepMaTHT, KU OTEK,
TTOKOKHBIX CHITIb, MyJIbTH(HOPMHAS
TKaHen KparuBHUIIA spUTEMA, CHUHAPOM
CruBeHca-
JxoHCcoHa,
TOKCUYECKUH
SMUACPMATbHBIN
HEKpOJIH3
OO11re HapyIeHHS bons,
U pEaKkiui B MECTE TOJIOBOKPY>KEHHE
BBEIICHUSA (BKITIOUAsS
BEPTUIO),

11
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YTOMIISICMOCLTD, 3

nuxopajaka, 60ib B

KOHCYHOCTAX

Jleuenue u npoghunaxmuka epunna y oemeii

B kiMHMUYECKMX HCCIEIOBAaHUSX OCENbTAaMHMBUpPA IIPU JICYUEHUM TpUMNA IMPUHUMAIM Yy4acTHe
1473 pebenka (BKJIrOUas B IIEJIOM 3JI0POBBIX JETei B Bo3pacTe oT 1 g0 12 mer u aereid ¢ actMoii B
Bo3pacte ot 6 10 12 ner). 13 Hux 851 peOeHok nmomyyas Tepanuio 0CeIbTaMUBHPOM B JIGKAPCTBEHHOM
dopme «cycnien3us». Beero 158 gereit monmyyann peKkOMEHIOBaHHYIO 703y OcelibTaMuBHpa 1 pa3 B
CYTKH B HCCJIEHOBAHUSX ITIOCTKOHTAKTHOM MPO(QWIAKTHKM B JOMAaIIHUX YclIoBusaxX (n=99), B
6-HeeNbHBIX MCCIEIOBAaHUSAX CE30HHOW MpodmiakTk (n=49) u 12-HemenbHBIX HCCIIeOBAHUAX
CE30HHOM MPOUIAKTUKY Y TTALIMEHTOB ¢ OclabieHHbIM UMMYHUTETOM (n=10).

B Tabmune 2 npencrasienst HP, Hanbomnee yacto coobiiaemble B X0/1€ KITMHUYECKUX HCCIeIOBaHUN
y ZI€TEN.

Tabnmuua 2. HexenarenbHble peaknuy, BBIIBICHHBIE B XO/€ KIMHHUYECKUX HCCISTOBAHUN IO
npoUIAKTUKE U JICYSHHUIO TPUIIIa OCEIbTaMUBUPOM Y eTel (103a oT 30 Mr 10 75 MT B 3aBUCUMOCTH

OT BO3pacTa/Beca)

Cucrema opraHoB HexenarenpHble peakiuu, pacnpeiesieHHble COTJIaCHO  4acToTe
BBISIBJIICHUS
OueHb yacTo Yacro Heugacto Penxo

Nudexunm u naBazum Cpenuuii oTuT

Hapymenus co ["onoBHas 60b

CTOPOHBI HEPBHOI

CHCTEMBI

Hapymienus co KoHBbIOHKTHBUT

CTOPOHBI oprasa (BKITIOYaAs

3peHUs MOKPAaCHEHHUE TIJ1a3,

BBIJIENICHUS] 1 OOJIB)

Hapymienus co bonb B yxe Hapymenust  co

CTOPOHBI OpraHa ciryxa CTOPOHBI

U TabUpUHTA OapabaHHON
MIEPENIOHKH

Hapymenus co | Kamens, Punopes

CTOPOHEL I[BIX&TQHBHOP'I 3AJIOKCHHOCTD

CUCTEMBI, OpraHoB | HOCa

12
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TpYMHOH  KIETKH W (MOCTEOOBATENEHOCTE 0003]
CpenocTeHHs
Kenynouno- PBoTta bome B  xuBoTe
KHILIEYHbIC HAPYIIICHUS (Bimouast 0oib B
BEpPXHEU YacTH
JKUBOTA),
JICTIeTICHS,
TOILIHOTA
Hapymenus co Hepmarur
CTOPOHbI ~ KOXH U (BKJTIOYaAs
TIOJTKOYKHBIX TKaHEei aJUIePTrUYECKUi U
aTONUYECKUI
JIepMatuT)

Onucanue OTACIBbHBIX HCXECIATCIbHBIX DeaKIII/H\/JI

Hapywenus co cmoponst nepeHoti cucmemvl U NCUXUKU

["purnno3Has HHPEKIHS MOKET aCCOLIMUPOBATHLCS C PA3TMYHBIMU HEBPOJIOTUYECKUMH CUMIITOMAMU U
W3MEHEHUSIMHU [TOBEJCHNUS, BKIIIOUYasi TAKWE CUMITTOMBI, KaK TAJLTFOLIMHALINY, IETUPUNA U aHOPMAIbHOE
noBezieHUe. B HEKOTOPBIX CiTyyasiX OHM MOTYT ITPUBECTU K CMEPTEILHOMY HUCXO/TY.

JlaHHbIE SBJIEHHS MOTYT BO3HUKATh Kak Ha ()OHE pa3BUTH SHLE(ATIONATHN I SHIIEeDaTUTa, TaK U
OT/IEJIbHO, €3 SIBHOTO TSHKENIOro 3a00JIeBaHusL.

B nocrpeructpaiioHHBIX COOOIIEHUSX Y MAlMEeHTOB, KOTOPbIE MOIyYald OCEIbTAMUBHP IS
JICYEHUS TPUIIIA, OTMEYAIMCh CYJOPOrd U JeNupuil (BKJItOYas TaKue CUMITOMBI, KaK HapyIlIeHUEe
CO3HAHUsI, CITyTaHHOCTh CO3HAHMs1, aHOPMAJILHOE TOBEZICHHE, Opejl, TAIUTIOLUHAILH, OECTIOKOWCTBO,
TPEBOKHOCTb, HOYHBIE KOIIMaphl). DTH CIydau PEIKO COMPOBOXKIAIUCH OMACHBIMU JUIS SKU3HU
AKTUBHOCTSIMH WJIN JIETATbHBIM UCXOA0M. JlaHHBIE SBJIEHUS ObLIM 3apErUCTPUPOBAHBI B OCHOBHOM
cpenu JieTel ¥ MOJPOCTKOB U YacTO MMEJIH BHE3AIMHOE HaYallo ¥ OBICTPOE pa3pelieHHe.

Posb ocenbramuBupa B pa3BUTHHN JAHHBIX SIBICHUH HEU3BECTHA. Y Ka3aHHbIE [ICUXOHEBPOJIOTUUECKHUE
HapyIIEHUs] TakXke ObUTM 3aperuCTPUpOBaHbl y TMAlMEHTOB C TPUIIIOM, HE TOJYYaBIINX
OCeIbTaMUBUD.

Hapywenus co cmoponwl neyenu u scenuesbi8o0suyux nymeti

Hapymiennss co cTOpOHBI NEYEHH M KEITYEBBIBOIAIIMX ITyTEH, BKIIIOYAs I'ENIaTUT U IOBBIIICHHUE
aKTUBHOCTH  «TI€YEHOUYHBIX» (DEPMEHTOB, OTMEYAINCh Y MAlMEHTOB C TPUIIONOI00HBIM
3a0osieBaHUEM. YKa3aHHbIC SIBICHHS TaKKe BKIIOYATM (DYyJIbMHUHAHTHBIM TeNaTUT/TIEYeHOYHYIO

HEOOCTATOYHOCTD C JICTAJIbHBIM HMCXOA0M.
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[Ipoune 0coOBIe TONYJISINWH TalTMCHTOB

Hooicunvie  nayuenmol u  naAyueHmMvl C  XPOHUHECKOU  CePOeyHOU  U/Unu  ObIXAMENIbHOU
He00Cmamo4HOCmvio
[Tomynsiuus, BKIIOYEHHAS! B UCCIIEIOBAHUS 110 JICYEHHUIO TPUIIIA, COCTOSUIa U3 B LIEJIIOM 3JI0POBBIX
B3POCIIBIX/TIOIPOCTKOB U MAIIMEHTOB IPYIIIbI PUCKa (PUCK pa3BUTHS OCIIOKHEHUH TPUIIIIA, HATIpUMED,
HOMYJISAMS TIOKWIIBIX TAIMEHTOB M TAIMEHTOB C XPOHUYECKOM CEepIeYHOM WM JbIXaTeIIbHOM
HEJJOCTaTOYHOCTHIO). B 11e110M mpodumib 6e30macHOCTH NpenapaTa y NalydeHTOB TPYIIBI PUCKa ObLT
COIOCTaBUM C TAKOBBIM Y B LIEJIOM 3JIOPOBBIX B3POCIBIX/TIOAPOCTKOB.
Tayuenmul ¢ ocnabreHHbIM UMMYHUMEMOM
Jleyenne rpunma y maryeHTOB ¢ OCJIa0JICHHBIM HMMYHHTETOM OICHUBAJIOCH B JIBYX KIMHUYECKUX
MCCIIEIOBAHMSAX: TAIMEHTHI MOyYald CTAaHJAPTHYIO 03y WM MOBBIIICHHYIO 03y (IBOWHYIO MM
TPOiHY10) ocenpTamMuBupa (cM. pazaen 5.1). [lpoduns 6e3omacHocT npenapara, HaOMIOIaeMBbIil B
JAHHBIX UCCIIEOBAHUAX, ObLIT COMIOCTABUM C TAKOBBIM B MPEIBIAYIINX KIMHUUECKUX UCCIIECOBAHHSX,
B KOTOPBIX OCEIIbTAMUBHP MPUMEHSIIICS JUTsI JICUCHUS TTAIIMSHTOB C HOPMAJIbHBIM UIMMYHHUTETOM CPE/IN
BCEX BO3PACTHBIX TPYIN (3I0pPOBHIC MAIMCHTHI WM TMAIMCHTHl W3 TPYIIIBI PUCKA, HAIPUMEp, C
JIbIXaTEeNbHOM /TN CepACYHON He0CTaTOUYHOCTHI0). Hanbosiee yacTeiM HexkenaTelIbHbIM SBJICHUEM
y JIeTeii ¢ ocnabieHHbIM KIMMYHUTETOM ObLTa pBoTa (28 %).
B xozne 12-HenenbHOro uccieaoBaHus o NpOPUIaKTUKE TpUMIa y 475 NarueHToB ¢ 0CinabIeHHbIM
UMMYHUTETOM (BKJIIOYas 18 mereit B Bozpacte ot 1 1o 12 et u crapie) npoduiis 6e30MacHOCTH B
rpymnmne ocenbTamMuBUpa (238 manmeHToB) OB COMOCTaBUM C paHee HaOIIoJaeMbIM MpoduieM
OCeNbTaMUBUPA B KITMHUYECKUX UCCIIEIOBAHHSX MO MPOPUIAKTHKE.

eTn
Jemu (0o 1 200a)
B nmByx wuccnenoBaHusx (papMakOKHMHETHKH, (papMaKoAMHAMHUKH U Tpoduiis 0e30MacHOCTH
OCeNbTaMUBHpPA, B KOTOPBIX MpUHUMAaTH ydactue 135 nmeteit B Bospacte n0 1 roga ¢ TpuUIMIoM,
npoduib 6e30MacHOCTH MpernapaTa ObUT CONIOCTABUM B Pa3JIMUHBIX BO3PACTHBIX rpynmnax. Hanbonee
YacTO COOOIIaeMBIMH HEKENIATEIbHBIMH SIBJICHHSIMHU TIPH 3TOM OBLITH PBOTA, AUAPES] ¥ OIPEIIOCTH (CM.
pazznen 5.2). JlaHHbIe 0 AETSAX B HOCTKOHIENTYAILHOM BO3pacTe /10 36 HeJeb HeJJOCTaTOUHbI.
Jlanuble mo 06e30MacHOCTH PUMEHEHHS OCeIbTaMHUBUpA TIPH JICUSHUH y JAeTel B Bo3pacte 10 1 roga
TIOJTyYEeHBI M3 TPOCTIEKTHUBHBIX M PETPOCHEKTUBHBIX HAONIOAATETHHBIX UCCICIOBAHUN (BKIFOUYAIH
6onee 2400 mereil maHHOTO BO3pacTa), HMCCICIOBAHMN SIUACMHOJIOTHYCCKUX 0a3 JaHHBIX U
HOCTpErucTpaoHHoro Habmoaenus. Ilpoguns 6e3omacHocTy y aeteit 10 1 roga comocraBuM ¢
U3BECTHBIM MpoduiieM 0e30MacHOCTH y JeTeil B Bo3pacte | roja u crapiue.
Jlemu ¢ bponxuanvbHol acmmotl 8 aHamHese

B nienom npodrite HeXKENMaTeNbHBIX PEaKIMi y AeTell ¢ OpOHXHUATbHON acTMOM B aHaAMHE3€ ObLI
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ot 18.01.2024 N= 730

(NOCNEQCBATENEHOCTE 0003)

COITOCTaBUM C TaKOBBIM B IIEJIOM Yy 3/IOPOBBIX JCTEH.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0maTrb O IOA03PEBAEMBIX HEKEJIATEIbHBIX pPEAKLUSAX II0CIE€ PErucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ LeJIbl0 00eCeyeHHs HeNPEPbIBHOIO MOHUTOPUHIA COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIrO Mpenapara. MeAMLMHCKUM pPAaOOTHUKAM PEKOMEHAyeTCs
coo0IaTh O JIHOOBIX MOJO3PEBAEMBIX HEXKEIATENbHBIX PEaKIUSX JEKAPCTBEHHOI'O Iperapara
Yyepe3 HALMOHAJIBHBIE CUCTEMBI COOOIICHUSI O HEXKENATEbHBIX PEaKIUsIX roCyIapCTB — YWICHOB
EBpazuiickoro 3KOHOMHYECKOr0 COr3a.

Poccuiickag ®eneparus

OenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBaanazop)

109012, r. Mocksa, CriaBsiHCKasl IIIomiaib, 1. 4, crpoenue 1

Tenedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

B OonpmMHCTBE CllydyaeB MEpeIo3HMpPOBKAa B XOJ€ KIMHUYECKUX HCCICAOBAaHUA W TIpU
MOCTPETUCTPAIIMOHHOM TPUMEHEHUU OCEIbTaMHUBHpAa HE CONPOBOXAlach KaKHUMH-THOO
HEXKCJIAaTCIbHBIMHU SABJICHUAMMU. B OCTaJIBHBIX cirydasax CHUMIITOMBI nepea03upPOBKHU

COOTBCTCTBOBAJIN HEKECIATCIbHBIM ABJICHUAM, IPCACTABJICHHBIM B pa3aciic 4.8.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIicTBA

®apMakoTepaneBTUYECKas Tpynna: IpOTUBOBUPYCHbIE  CPEICTBA  CHUCTEMHOTO  JIEHCTBUS,
IPOTHBOBUPYCHBIE CPEJICTBA MPSIMOTO AEHCTBHSI; MHTHOUTOPHI HEHPOAMUHUIA3HI.

Kon ATX: JOSAH02

MexaHn3M IeiCTBUS

[IpoTtuBOoBUpyCHBIT mpenapaT. OceabTaMUBUP SBISIETCA MPOJEKAPCTBOM, €ro aKTUBHBIN
MetabonmuT ocenbTamuBupa kapOokcmnar (OK) — »pQeKTuBHBIA U CENEKTHBHBI WHTUOUTOP
HelipaMHHMIa3bl BUPYCOB Tpumma Tuna A u B — ¢epMeHTa, KaTaqu3upyloLero mporecc
BBICBOOOKJICHUSI BHOBb OOpPa30BAHHBIX BHUPYCHBIX YacTUIl M3 HMHQUIMPOBAHHBIX KIETOK, MX
IIPOHUKHOBEHUS B HEMH(UIIMPOBAHHBIE KJIETKU AMUTENHUS JIbIXaTeNbHbIX MyTeH U JalbHENUIIEro
pacnpocTpaHeHusi BUpyca B opranu3Me. TOpMO3UT pocT BHpyca rpumma in Vitro u momasisieT
PETUTHKAIINIO BUPYCa M €T0 ITATOTCHHOCTH IN VIVO, yMEHbIIAeT BhIICIEHUE BUPYCOB rpumnma A u B
u3 opraam3Ma. Konnenrparus OK, HeoOxonumast 171 ”HTHOMpoBaHus HelipamMuHUIa3bl Ha 50 %

(ICs0), cocraBmsiet 0,1-1,3 HM mns Bupyca rpumnmna A u 2,6 HM i Bupyca rpunmna B. Mennana
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COOTBETCTEYET ZKCNEPTHC
oT 18.01.2024 N2 7

sHagennit [Cso 11 BUpyca rpunma B HeCKOIBK( BbIlle wldbtrabnier 85Ty bHOCTE 0003)

MY OTUETY

Kinnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Knunuyeckas s¢hpgpexmusnocmo

B mnpoBeneHHBIX HCCEIOBAaHUSX OCEIbTAMMBHDP HE OKa3blBal BIMSHHUS Ha 0OOpa3oBaHUE
NPOTHBOTPUNIIO3HBIX AHTUTEN, B TOM YHUCIE Ha BBIPAaOOTKY AaHTUTEN B OTBET HAa BBEICHHE
MHAKTUBUPOBAHHOM BaKLMHBI IPOTHUB IPHUIIIIA.

Hccneoosanus ecmecmeenHoll epunno3Hol uHgexyuu

B kiMHHUYeCKHX HCCIEIOBaHUAX, IMPOBEACHHBIX BO BpeMsl CE30HHOM WH(EKLIUU TpUIIIa,
NAlUEHThl HAaUMHAIM II0JIy4aTh OCEIbTaMUBUP He mo3gHee 40 4 mocie MOSBICHUS MEPBBIX
CHUMIITOMOB TPUMIO3HOM HHpEKH. 97 % nanueHToB ObUTH WHPHUIIMPOBAHBI BUPYCOM TpUIIa A
u 3 % mnauueHToB — BuUpycoMm rpunmna B. OcenbTaMuBUp 3HAYUTENHHO COKpallall MEPUOJT
KIIMHUYECKHX MPOSIBICHUH TpUMO3HON HHPeKIH (Ha 32 4). Y HaiueHToB ¢ MOATBEPKICHHBIM
JIMarHO30M TPHIINA, NMPHHUMABIIMX OCEIbTAMHUBHD, TSHKECTh 3a00JEBAaHUsS, BBHIPAKCHHAs Kak
MJIOMIAh T0J] KPUBOM JUIsi CyMMapHOrO HWHJEKCa CHUMITOMOB, Obuta Ha 38 % MEHbIIE IO
CPaBHEHMIO C TMAlMEHTaMH, MOJTydYaBIIUMH IUiane6o. bonee Toro, y Mononbix maiueHToB 0e3
COIYTCTBYIOIIUX 3a00JI€BaHUI OCENbTaMUBUD CHUXKaJ mpuMepHo Ha 50 % yacTtoTy pa3BUTHS
OCJIO)KHEHUN rpurmna, TpeOyroIuX MpPUMEHEHUs] AaHTUOMOTHKOB (OpOHXWTA, ITHEBMOHHH,
CHUHYCHUTA, CPEJTHETr0 OTUTA). bbutn momydyeHsl yeTkue qoka3aTesbcTBa 3 PEeKTUBHOCTH ITpenapaTa
B OTHOIIEHUM BTOPUYHBIX KpUTepueB 3(P(PEKTUBHOCTH, OTHOCSIIUXCA K aHTUBHUPYCHOM
AKTUBHOCTH: OCEJIbTaMUBUD BBI3bIBAI KaK YKOPOUEHHE BPEMEHM BBIICICHHUS BHpYyca W3
OpraHu3Ma, Tak U yMEHbIIEHHE TUIOIAIH 0]l KPUBOH «BUPYCHBIE TUTPHI-BPEMSD).

JlanHble, TOTy4YeHHbIE B UCCIIEI0BAaHUU IO TEPAMKM OCEIbTAMUBUPOM y MAIIMEHTOB MOKUIIOTO U
CTapyeCcKOro BO3pacTa, MOKa3bIBAIOT, YTO IPUEM OCEIbTaMHUBHUPA B 103€ 75 MI 2 pa3a B CyTKH B
T€YeHHE 5 THEH CONPOBOXKIAICS KIMHUYECKH 3HAYMMBIM YMEHBIIEHMEM MEAMAHBI IEPHOJA
KJIMHUYECKUX TPOSBICHUNA TPHUMIIO3HOW HMH(EKINH, aHAJIOTUYHBIM TaKOBOMY Y B3POCIHBIX
nanueHToB 0ojiee MOJIOAOTO BO3pacTa, OJHAKO pa3iMuusi HE JOCTUIJIM CTAaTUCTHYECKON
3HAYUMOCTH.

B npyrom muccienoBaHuM NanMeHThl C IpUNNoM crapuie 13 jer, mMeBLIME COMyTCTBYIOIIHE
XpOHMYECKHE 3a00JEeBaHUsl CEPACYHO-COCYIAMCTOM W/WIIM JIBIXaTeIbHOM CUCTEM, MOJIyYaln
OCEJIbTAMHUBHUP B TOM K€ PEKUME JO3UPOBaHUS WK Tutarie6o. OTInyuil B MeIMane meproia 10
YMEHbBIIIEHUS KIMHUYECKUX MPOSBIECHUIN I'pUIMNO3HON MH(EKINUU B TPyNMax OcelbTaMHUBHpa U
wianedo He ObUTO, OJHAKO TEpPHO] MOBBIIICHUS TEMIIEPaTyphl MpPU NpPHEME OCEIbTaMUBUPA
COKpaliajica npuMepHo Ha 1 neHb. [loyig manueHToB, BBIIETSAIOMINX BUPYC HA 2-0i1 U 4-bIii JI€Hb,
CTaHOBMJIaCh 3HAUMTENbHO MeHblIe. [Ipodunp Oe3omacHOCTH oOcenbTaMHUBUpPA y NAIEHTOB

TPYIIBI PUCKA HE OTJIMYAJICSA OT TAKOBOTO B OOIIEH MOIMYJISILIMKA B3POCIHBIX MAIUEHTOB.
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COOTBETCTEYET ZKCNEPTHC
oT 18.01.2024 Nz 730
(NOCNEOOBATENEHOCTE 0003)

MY OTUETY

Jleuenue epunna y 66D€M€HHbZX HCeHUUH

KoHnTponupyembIx ucciie1oBaHui y OepeMEHHBIX KEHIIUH HE TPOBOAMIOCH. OHAKO Pe3yJIbTaThl
MOCTPETUCTPAIIMOHHBIX u PETPOCIEKTUBHBIX HaOJIOAaTeIbHBIX HCCIIEI0OBaHUI
MIPOJIEMOHCTPUPOBAIIN TOJIb3Y MPEIIAraéMoro pexuma JO3UPOBaHUs I JaHHOM NOMYJISLUN
NAlMEHTOB B OTHOILIEGHWH  CHIDKEHHS  3a00JIeBa@MOCTH/CMEPTHOCTU.  Pe3ynbTarhl
(apMaKOKMHETHYECKOTO aHAIM3a MTOKa3aIn 00Jiee HU3KYIO SKCIO3HUINIO aKTUBHOT'O METa00IUTa,
TEM HE MEHee, U3MEHEHHE PEeXuMa J03UPOBaHUS y OEpEeMEHHBIX JKEHIIWH IpHU MPOBEICHUU
Tepanuu Wiu NpouIakTHKU HE peKOMEHIyeTcs (cM. pasnen 5.2, noapasaen «PapMakoKUHETHKA
B OCOOBIX I'pYIINax MalueHTOBY, MYHKT «bepeMeHHbIE KEHIITHBI» ).

Jleuenue cpunna y oemeu

VY nereit B Bo3pacte 1-12 ner (cpemanwmii Bo3pact 5,3 roaa), uMeBmux jauxopanky (> 37,8 °C) u
OJIMH U3 CUMIITOMOB CO CTOPOHBI [JbIXaTEIbHOM cHCTEMBbl (Kalleidb WJIM PUHUT) B HEPUOJ
LUPKYJISILMK BUpYyca TPUIINIA CPEAU HaceseHus, ObUIO NMPOBEACHO IBOWHOE ciernoe Imianedo-
KOHTPOJIMpyeMoe uccienoBanue. 67 % manueHToB ObUIH MHPHUIIMPOBAHBI BUPYCOM Ipunma A u
33 % mnamnuenToB — BupycoMm rpumma B. OcenbramuBup (ipu npueMe He mo3gHee 48 4 mocie
HOSBJICHUS.  IEPBBIX  CHUMITOMOB  TPHUINO3HOM  MH(EKUUM) 3HAYUTEIbHO  CHUXKAJ
IPOIOJDKUTEIBHOCTD 3a00seBanus (Ha 35,8 1) o cpaBHeHUIO ¢ mianebo. [IpogomKuTebHOCTh
3a007eBaHMs OTpeAessUlach Kak BpeMs 0 KYNHpPOBAaHWS Kaluls, 3aJI0)KEHHOCTH HOCa,
MCUE3HOBEHHUS JINXOPAIKH, BO3BPAIICHHS K OOBIYHON aKTUBHOCTHU. B rpyrime neTei, morydaBumx
ocelbTaMUBUP, YaCTOTA OCTPOTO CPEJHEro oTUTa CHUXanach Ha 40 % Mo cpaBHEHUIO € TPYIION
iane6o. Be13gopoBieHne U Bo3BpalleHne K 0ObIYHOM aKTUBHOCTH HACTyHallo MOYTH Ha 2 JTHS
paHbIlIe y IeTeH, TOTyIaBIIuX OCEIHTAMUBUD, TIO CPABHEHHIO C TPYIIION TUIanedo.

B npyrom uccnenoBanum ydacTBOBaiM J€TH B Bo3pacte 6—12 neT, cTpajgarone OpoHXHalIbHOM
acTMoif; 53,6 % MmanueHToB UMENU IPUMIIO3HYI0 HH(EKIHUIO, TOITBEPKAECHHYIO CEPOIOTHUECKU
W/Wim B KyJabType. MeauaHa NpoOJOJKUTENBHOCTH 3a00JIeBaHUSl B TpyMIe MalUeHTOB,
MOJTYYaBIIINX OCETBTAMUBUD, 3HAYUTEIHHO HE CHIDKaNach. Ho k mociemHemMy 6-My JTHIO Tepariu
ocelbTaMUBUPOM 00beM (popcupoBarHOro Bhoxa 3a 1 cex (ODPB1) moBsimancs va 10,8 % mo
cpaBHeHMIO ¢ 4,7 % y ManueHToB, noiyyaBmux mianedo (p=0,0148).

Hpod)wzakmuka cpunnay 63pocivblx u l’lOdDOCmKOG

[Tpodunaktuyeckas 3p¢HeKTUBHOCTh OCEIbTAMUBHUPA IPU €CTECTBEHHOMN TPUMIO3HON HH(EKINN
A u B Opina fokazana B 3 oTnenbHbIX KinHHYeckux uccnenoBanusx 11l ¢paser. Ha done npuema
ocelbTaMUBHUpA rpuIiioM 3adosienu okono 1 % manueHtoB. OcenbTaMUBUP TaKkKe 3HAYUTEIEHO
YMEHBINIAJ YacTOTy BBIAEIECHUS BHpYyca W IPENOTBpaIlal Iepefadyy BUpyca OT OJHOIO 4jeHa

CEMbH K JAPYTroMy.
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COOTBETCTBYET 3KCIEPTHC
© or18.012024N2730
B3pocible U IOAPOCTKH, KOTOpPbIE ObLIM B KOHTAKTE C L AG OBt oot cenrbu Hartram

MY OTUETY

MIPHEM OCETbTAMHUBHPA B TEUCHUE JIBYX JIHEH MTOCIIC BOSHUKHOBEHHSI CHMIITOMOB T'PHUIIIA Y YJICHOB
CEMbHU U IPOJOJDKAIN €r0 B TeUeHUe 7 AHEH, YTO JOCTOBEPHO YMEHBIIAJIO YAacTOTYy CIy4yacB
TpUIINa y KOHTAKTUPOBABIIUX JUI[ Ha 92 %.

VY HenpuBHUTHIX U B LIEJIOM 3I0POBBIX B3POCIbIX B Bo3pacTe 18—65 jieT mpueM ocenbTaMuBHpa BO
BpEMsI STUIEMHUH TPUIIA CYIIECTBEHHO CHIKAM 3a0051eBaeMOCTh rpumioM (Ha 76 %). [larueHTsl
IPUHUMAJIH Npenapar B TeueHue 42 1Heu.

VY 7M1 TOKUJIOTO U CTApUYECKOro BO3PACTa, HAXOAUBIIMXCS B AOMax AJis npecrapenbix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPE] CE30HOM, KOTJa MPOBOJIMIOCH HCCIENOBaHUE, OCEIbTAMHUBHP
JIOCTOBEPHO CHIDKAN 3a00JIeBaeMOCTh TpUIioM Ha 92 %. B TOM ke UCClIeJOBaHUH OCEITLTaMUBHU]
noctoBepHo (Ha 86 %) ymeHbIIaN YacTOTY OCJIOXHEHWW Tpurmna: OpOHXHWTA, MHEBMOHHH,
cunycurta. [lanenTsl npuHUMAaIY npenapar B TedeHue 42 qHei.

[Ipodunaxmuxa 2punna y demetul

[Tpodmnaktuyeckas 3¢ HEeKTUBHOCTH OCEIbTAMUBHPA IPU €CTECTBEHHOHN TPHUITITO3HON HHPEKITIH
ObLJIa MIPOJIEMOHCTPUPOBaHa y jerei oT 1 roga 1o 12 jer mociie KOHTaKTa ¢ 3a00JIEBIITNM YWICHOM
CEMbH UJTH C KEM-TO U3 ITOCTOSIHHOTO OKpY KeHHUs. OCHOBHBIM mapameTpoM 3 dekTuBHOCTH Obliia
Y4acToTa JJAOOPAaTOPHO TOATBEPIKICHHON IPHUITIIO3HON HH(DEKIINH.

Hpoqbwzakmuka cpunnay iuy ¢ ocnabaeHHbIM UMMYHUMENOM

VY aun ¢ ocnabieHHBIM UMMYHHUTETOM TIPH CE30HHOW TPUMITIO3HON MH(EKINN U TIPH OTCYTCTBHU
BUPYCOBBIJICIEHUSI HCXOAHO MNPOPHIAKTHYECKOE NPUMEHEHUE OCEIbTAMUBUPA NPUBOJIWIO K
CHIDKEHMIO  YacTOThl  JIaDOpaTOpHO  IMOJTBEPXKIAEHHOU TPUNIO3HOM  WHQEKIUH,
COMpOBOXKAAIONIEHCS KIMHUYecKor cumnromaTukoit, 1o 0,4 % (1/232) no cpaBuenuro ¢ 3 %
(7/231) B rpynme tutanie6o. JlaGopaTopHO TOATBEpkKACHHAS TPHUMNINO3HAS HHGEKIHS,
COIIPOBOKIAIOIIASCS KJIMHUYECKOM CHUMITOMATUKOM, JIMAarHOCTHpOBajach NpHU HaJTUYUU
TeMIeparypbl B TMoOJocTH pra Bbiume 37,2 °C, kanuisi W/MIM OCTPOro pUHHUTa (Bce
3aperucTpUpOBaHHBIE B OJMH U TOT K€ JIEHb BO BpeMs MpHeMa Ipernapara/mianedo), a Takxe
MOJIOKUTEIBHOTO Pe3ysibTaTa 0OpaTHO-TPAHCKPHUIITA3HOW TOJMMEPA3HOW IIEMMHOW peaKIuu Ha
PHK Bupyca rpunmna.

Jleyenue ecpunna y nayuenHmos (0emed, l’lOODOCI’I’ZKOG u 63DOCJlbDC) C 0CAOICHHBIM UMMyHUmMeniom

B paHIoMH3MpOBAaHHOM JIBOHHOM CIIEIIOM HCCIICAOBAHUU OIEHKHA Mpoduiiss 0e30macHOCTH
OCeIbTaMUBUPA M €r0 BJIHMSHHUS Ha Pa3BUTHE PE3MCTCHTHOCTH BHpYyca TpHIma (IIepBUYHBIN
aHaJIM3) y MAIMEHTOB C OCITA0JICHHBIM MMMYHUTETOM U TPUIIMO3HOW HMH(DEKIHeH MpUHUMAIN
yuactue 151 B3pocnelii manueHT, 7 moapocTkoB (> 12 net) m 9 nmereit. DTu manmueHTH ObUIN
MPUTOJHBI TaKXKe W I OICHKUA 3(PGEKTUBHOCTH OCEIIbTaMHBUpa (BTOPUYHBIN HEOYCTEPHBIN

aHajmus).
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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B nccienoBanue ObUIH TaK)Ke BKIIIOUEHBI MAIHGHTEI moc) ':r't;alllgr%igﬁ'r“aﬁﬁg 'é‘éﬁ-!'i';th]}_bﬁj(;f;'r%hom

reMaTOIIOTHYCCKUX CTBOJIOBEIX KieTok, BHWY+ mnammentel ¢ uwmciom CD4+  kieTok
< 500 KIeToK/MM, HalMeHThI, TOMyYaBIIie HMMYHOCYPECCUBHYIO TEPAIHIO, A TAK/KE TIAIUEHTh
CO 3JIOKa4YeCTBEHHBIM IeéMOOJIaCTO30M.

[TaruenTsl ObUIM pPaHAOMU3ZHPOBAHBI B TPYIIY JICUYECHHS OCEIbTaAMHUBHPOM Ha MPOTSKEHUU
10 nHel (rpynna craHAapTHOM 10361 75 M 2 pa3a B CyTKU — 73 B3pOCIIbIX NAUEHTA, 4 IOPOCTKA
u 4 pebeHka; rpymma JABOMHON 1036l 150 Mr 2 pasa B CyTKH — 78 B3pOCIBIX MAIHEHTOB,
3 moapocTka U 5 feTeil) B TeueHue 96 4acoB ¢ MOMEHTA Pa3BUTHSI CAUMITOMOB rpumnmna. s nerei
n03a Obl1a CKOPPEKTUPOBAaHA B 3aBUCUMOCTH OT MaccChl Tefa.

Cpennee BpeMsi pa3pelieHusi CHMIITOMOB TPUIIA Y B3POCIBIX MAIMEHTOB U MOJPOCTKOB OBLIO
comocTtaBuMO B Tpynme cranaaptHod no3bl (103,4 uaca, 95 % poBepuTenbHBI HHTEpPBAI
75,4-122,7) u B rpymne aBoitHoit 10361 (107,2 waca, 95 % noBepurenbHblii nuaTepBai 63,9-140,0).
Bpewmst pazpernienns CHMOTOMOB IpHUIINA y JETeH CUIBHO pa3indalioch, YTO BHI3BIBAET CIOKHOCTU
B MHTEPIPETALMU PE3YJITATOB M3-3a MAJIEHBKOTO pa3Mepa BbIOOpPKU ManueHToB. COOTHOIIEHKE
B3pOCJIBIX NAIIMEHTOB C BTOPUYHBIMU MH(EKIMAMU OBIJIO TaKkke comocTaBuMo (8,2 % B rpymme
cTaHaapTHOU 103kl U 5,1 % B rpymnme nBoiHOM A03b1). Cpenu nerelt U MOJPOCTKOB TOJBKO Y
1 mamuenta (MOApOCTKa) B TpPYIIE CTAaHAAPTHOM MJO3bI pa3BUIACh BTOpUYHAS HHOEKIHSL
(OakTepualIbHBII CHUHYCHT).

Uccnenoanue papMakogMHAMHUKN U (PapMaKOKMHETUKU OBLJIO MPOBEJIEHO C y4acTUEM JIeTe C
CHJIBHO OCJIabJeHHBIM UMMYHUTETOM (< 12 set, n=30), KOTOpbIE MOJIy4yald OCEIbTAMUBUD B
CTaHJApTHOM J103€, CKOPPEKTUPOBAHHOM 10 Macce Tena (75 Mr 2 pas3a B CyTKH), U B TPOMHOM 103€
(225 mr 2 pasa B CyTKH) 110 aJaITUBHON cxeMe npuemMa 5—20 nHeill (CpeaHss NpoA0KUTEIbHOCTh
nedeHuss 9 gHel). Y TAlMEHTOB B TPYIIE CTAaHJAPTHOM 036l HE OTMEUAINCh BTOPUYHBIC
OaxkTepraibHble MHPEKIMH (OpOHXUT M CHHYCHUT), O 2 CIy4asX WX pPa3BUTUS COOOLIAIOCH Y
MAlMEHTOB B IPYIIIIE TPOWHOU JO3BI.

Jannble M3 ABYX HcCieNOBaHUM (apMakOKMHETHMKH U (papMakOAMHAMHUKH MOATBEPKAAIOT
SKCTpanosAuio d()(PEeKTUBHOCTH TMpenapaTta y B3pOCHIbIX MAallMEHTOB C  OCIAa0JIeHHBIM
UMMYHHUTETOM Ha MAIMEHTOB JIeTCKOro Bo3pacta (< 18 jer) ¢ ocnabieHHBIM HMMYHUTETOM (CM.
pasnensl 4.2, nonpasznen «JlosupoBaHue B OCOOBIX Ciydasix», W pasfen 5.2, mojpasnen
«®apmakoknHeTHKa B OCOOBIX Tpynmax MalnueHToB», MyHKT «llanmueHTtsl ¢ ociabieHHBIM
UMMYHHUTETOMY).

Pezucmenmnocmuo

Knunuueckue uccneoosanus

Puck mosBieHUS BHUPYCOB TpHUINIa CO CHIDKEHHONM YYBCTBUTEIBHOCTHIO WM  SBHOM

PE3UCTEHTHOCTBIO K OCCIIbTAMUBHPY U3YydaJICA B KIMHUYCCKHUX UCCIICAOBAHUAX.
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MY OTUETY

[TosiBNieHHE PE3UCTEHTHOCTH BUPYCa K OCEINb1 aMHBHpW%ﬁgEﬁé%Eﬁaéﬁ ';fl

B3pOCJIbIX NALIMEHTOB U OIpOCcTKOB (18 % y muanenies B Bozpacte < 1 rona u <1 % y B3pocibix
MAlUEHTOB).

VY nereit ¢ pe3UCTEHTHBIM K OCEIbTAMUBHPY BUPYCOM HOCUTENIBCTBO, KaK MPAaBHIIO, UMEJIO OoJiee
MPOJODKUTENBHBIA XapakTep MO CPaBHEHHIO C CyObEKTaMH C BHPYCOM, 0OO0JaJaioinum
qyBCTBUTEIbHOCTBIO.

Opnnaxo, BeI3BaHHAsI TEpAINIME PE3UCTEHTHOCTD K OCEJIbTAMUBHPY HE BIIMAJIA HA TEPAIIEBTUYECKUI
OTBET U HE BBI3bIBAJIA MPOAJICHUS] CUMIITOMOB T'PHIIIIA.

Y  B3pOoCHBIX MAlKUEHTOB U TMOJIPOCTKOB C OCJIA0JIEHHBIM HMMMYHUTETOM, MOJIYYaBIIMX
ocenpTaMUBHUD B craHmaptHO# mo3e (14,5 %, 10 namuentoB u3 69) wim nBoitHON no3e (2,7 %,
2 mammeHta w3 74) Ha muporsokeHumn 10 gHE#H, YacToTa pasBUTUS PE3UCTEHTHOCTH K
OCeNbTaMUBHUDPY, B CpelHEM, Oblga BBIIIE, Y€M Yy B3POCIBIX MAallMEHTOB M TMOJPOCTKOB C
HOPMaJIbHBIM UMMYHUTETOM, TAKXKE MOJTYYaBIINX OCEIbTAMHUBHP.

BonbIIMHCTBO B3pOCIBIX MAallMEHTOB C PE3UCTEHTHOCTHIO IEPEHECIH TPaHCILIAHTAIUIO
(8 martuentoB u3 10 B rpyIine cTaHAaPTHOM 10361 M 2 MAIUEHTA U3 2 B TPYIIIE IBOWHOM 1036I).
bonbmiass 4yacTh  MalMEHTOB-HOCUTENEH  OCENbTaMUBUP-PE3UCTEHTHOrO  BUpyca  Oblia
MH(UIIPOBaHA BUPYCOM TpHIIA THMA A; HOCHUTEIHCTBO MMENO MPOJODKUTEIBHBIA XapakTep.
YactoTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMHUBHPY Y JAETEH, MOIYYarOINX OCeIbTaMUBUD, B
JIBYX HUCCIIEOBaHUSX M0 U3yUEHUIO Pe3UCTEHTHOCTH cocTaBmia 20,7 % (6 nmanuenTos u3 29). U3
6 nereil ¢ OOHapy)XEHHOW PE3UCTEHTHOCTbIO K OCEIbTaMUBUDY, BO3HMKILEH TMOCie Hayaja
JeyeHusl, 3 MalMeHTa NOoJdy4aad CTaHJapTHYIO 103y M 3 — BBICOKYIO (JIBOMHYIO WM TPOHHYIO
7103y). Y OOJIBIIMHCTBA MAIMEHTOB ObUT OCTPHIN TUMGOUIHBIN JIEHKO3 U BO3pacT < 5 JeT.

Yacrora Pa3sBUTUA PE3UCTCHTHOCTH K OCCIIbTAMHUBHPY B KIIMHUYCCKUX UCCICOAOBAHUAX.

[Momynsiuums mMarueHToB [ManmeHTH ¢ MyTaUsIMU, TPUBOISAIINMH K PE3UCTEHTHOCTH
denoTunupoBanue™ I'eno-u ¢peHorunupoBanue™

B3pocibie 1 moapocTku 21/2382 (0,88 %) 27/2396 (1,13 %)

Heru (1-12 ner) 71/1726 (4,11 %) 78/1727 (4,52 %)

Munanenist (< 1 rona) 13/71 (18,31 %) 13/71 (18,31 %)

* [lomHOE TEHOTUMHPOBAHKUE HE OBLIO TIPOBEICHO HU B OJTHOM U3 MCCIICIOBAaHUH.

Hpod)uﬂakmuka cpunna

[Tpu npueme ocenbTaMUBUPA C LIETbIO MOCTKOHTAKTHOM MpomiIakTuku (7 qHei), TpouIakTuKU
KOHTaKTUpOBaBIIUX B ceMbe (10 nHelt) u ce30HHOM MpoprIakTUKH (42 1HA) y UL C HOPpMaTbHON
(GyHKIMEH IMMYHHOH CUCTEMBI CITy4aeB PE3UCTEHTHOCTH K IIperapaTy He OTMEUEHO.

B 12-HenmenbHOM HCCIENOBAaHWU IO CE30HHOW NPOQUIAKTHKE Yy JHUI[ C OCIabJIeHHBIM

HUMMYHUTCTOM CJIYUAaCB BO3BHUKHOBCHUS PC3UCTCHTHOCTHU TAKIKC HEC HaGHIOI[aJIOCB.
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MY OTUETY

VY NanueHToB, HE MOJYYaBIIUX OCEIbTaMUBUD, OOHAPYKEHbI BO3ZHUKAIOIIME B HPUPOIHBIX
YCIIOBUSIX MyTalluM BUPYcOB rpunna A u B, koTopelie 001a1ani CHUKEHHONW 4yBCTBUTEIBHOCTBIO
K ocenbTamuBupy. B 2008 romy wmytanuss mo Tumy 3amenbl H275Y, npuBonsmas K
PE3UCTEHTHOCTH, Obula OOHapykeHa Oonee yem y 99 % mrammoB Bupyca 2008 HINI,
nupKyupyrowmux B Espore.

Bupyc rpunma 2009 HIN1 («cBuHO# rpunm») B OOJBIIMHCTBE CIIy4aeB ObLI YyBCTBUTEIECH K
OCEIbTaMUBUPY. Y CTOMUYMBBIE K OCEIbTAMHUBUPY LITAMMbl OOHAPYKEHBI y JIUI[ ¢ HOPMAJIbHON
byHKIME! HMMYHHOM CHCTEMBI W JIMI[ C OCJIA0JICHHBIM HMMYHUTETOM, HPUHUMABIIUX
ocenpTaMuBUp. CTENEHb CHUXXEHMUSI UYBCTBUTEJIBHOCTH K OCEIbTAMMBUPY M 4acToTa
BCTPEYAEMOCTH MOJOOHBIX BUPYCOB MOXKET OTJIMYAThCSI B 3aBUCUMOCTU OT CE€30HA U PErHOHa.
Y CTOMYNBOCTD K OCENbTaAMUBHUPY OOHApYKEHA Y MallMeHTOB ¢ maHaeMudeckuM rpurmmnom HINT,
MOJTy4aBIIUX MpernapaT Kak Jid JeUeHus, TaK U JUIs MPOPHIAKTHKY.

YacTora BCTPEYaEMOCTH PE3UCTEHTHOCTH MOKET OBITH BhINIE y 00Jiee MOJOJBIX MAIIMEHTOB H
NAIUEHTOB C OCIAa0JEHHBIM MMMYHUTETOM. YCTONMYMBBIE K OCEIbTAMMBHPY J1AaOOpaTOpHbIE
HITaMMbl BUPYCOB TIpUMIa M BUPYCHl TpUIINA OT MAlMEHTOB, IOJYYaBIIUX TEPAHUIO
OCEJIbTAMUBUPOM, HECyT MyTauuu HeWpamuHunassl N1 m N2. Myrauuu, npuBojdiiue K
YCTOWYMBOCTH, YaCTO SABJISAIOTCS CIIEUU(PUIECKUMU JIJIs IOATHUIIA HEHPaMUHUa3bl.

[Ipy npuHATHM pelieHuss O NPUMEHEHHWH OCelbTaMUBHpa CJIEAYyeT YUMTHIBaTh CE30HHYIO
qyBCTBUTEIBHOCTh BUpPYyCa TPHUIINA K Mpenapary (IOCIeIHIO HH(OpMAIMI0O MOXKHO HallTH Ha
caiite BO3).

5.2. apmakoKUHEeTHYeCKHE CBOHCTBA

AOcopOuus

OcenbTaMUBHp JIETKO BCAChIBAETCA B  JKEIYJOYHO-KUIIEYHOM TpaKTE MU IKCTECHCHBHO
IpeBpalaeTcs B aKTUBHBIM METa0OJIUT MOJ ICHCTBHEM IMEYEHOUHBIX M KHUIIEYHBIX 3CTEepas.
KonnenTpanuu akTuBHOro MerabojuTa B IUIa3Me Ompenenstorcs B mpenenax 30 MuH, Bpems
JOCTYDKCHHUS MaKCUMaJbHOM KOHIEHTpauuu 2-3 4, u Oosee dyemM B 20 pa3 TIPEBBIMIAIOT
KOHIIEHTpaluu npoiiekapctsa. He menee 75 % NpuHATON BHYTPH 03Bl IONANAET B CUCTEMHBIN
KPOBOTOK B BHJE aKTUBHOro MeTabonuta, MeHee 5 % — B BHJE MCXOJHOIO Mpenaparta.
[InasmMeHHBIE  KOHIIEHTpallMM KaK IpoJiekapcTBa, TaK M  aKTUBHOTO  MeTaloyuTa
MIPOMOPLUOHANIBHBI 103€ U HE 3aBUCAT OT IIpHeMa MULIH.

Pacnpenenenue

O06bem pacnipenenenus (Vss) akTHBHOTO MeTabonuTa — 23 JI.
[To naHHBIM KCCIIEAOBAaHUI, TPOBEICHHBIX HA KUBOTHBIX, TIOCJIC IPUEMa BHYTPb OCEIbTaMUBHPA

€ro aKTHUBHBIA METa0OIUT OOHAPYKUBAJICS BO BCEX OCHOBHBIX o4arax HWHQEKIUH (JIeTKHX,
21



COOTBETCTBY ET SKCTEPTHC
ot 18.01.2024 N2 7

MIPOMBIBHBIX BOJAaX OPOHXOB, CIM3UCTON 000J0YKe HOJQ)';I:H_IE& EprEWyXe

MY OTUETY

T 998%) »

KOHIICHTPALUAX, 00ECIIEUNBAIONIINX TPOTUBOBUPYCHBIHN 3 (HeKT.

CBs3b akTUBHOrO MeTabonurta ¢ Oenkamu TuiazMbel — 3 %. CBs3b MpojekapcTBa ¢ OenkamMu
ia3Mbl — 42 %, 4TO HEOCTATOYHO, YTOOBI CITY)KUTh IPUIMHOM CYIIECTBEHHBIX JICKAPCTBEHHBIX
B3aUMOJICUCTBUIA.

Buorpancdopmarus

OcenpTaMUBHp SKCTEHCHBHO IPEBPAIACTCS B aKTHBHBI METaOOIUT MOJ JIEHCTBHEM 3CTepas,
HAXOSIINUXCS MPEUMYILECTBEHHO B IMedeHu. Hu ocenbTamMuBHp, HU aKTHUBHBIA METabOIUT HE
ABIIAIOTCS CyOCcTpaTaMy UM MHTUOUTOpPaMH M30(epMEHTOB CUCTEMBI ITuTOXpoma P450.
DJIMMUHALHS

BeBomutcst (> 90 %) B BHIE aKTHBHOTO METAa0OJIMTa MPEUMYIIECTBEHHO MOYKaMHU. AKTHBHBIN
METa0OIUT HE MOABEPracTcs aanbHeimeil TpancdopMaiiu U BeIBoAUTCS moukamu (> 99 %)
nyTeM KIyOO4YKOBOHM (uibTpanuu M KaHanbleBoil cexpeuuu. [lodeunsnii knupenc (18,8 n/9)
IPEBBIIIAET CKOPOCTh KIIyOOUKoBOH (hminbTpanuu (7,5 11/9), 9TO yKa3bIBaeT Ha TO, YTO IMperapar
BBIBOAMTCS €I W IyTeM KaHaIbLeBOH cekpennu. YUepe3 kumedyHuk BeiBoauTcs menee 20 %
npUHTOrO npemnapara. [lepuoa nonyBeiBeieHNU akTUBHOTO MeTabonuTa 6—10 4.

DdapMaKOKMHETHKA B 0COOBIX rpynmnax nmainnucHTOB

llayuenmul ¢ noyeunol HeOOCMAMOYHOCMbIO

[Tpu npumenenun ocenbramuBupa (100 Mr 1Ba paza B CyTKH B T€UEHME 5 JHEN) y MalUEHTOB C
Pa3IMYHON CTENEHBIO MOPAXKEHUs IMOYEK IUIOIMIAAb I0J KPHUBOW «KOHIIEHTpPAlUsl aKTUBHOTO
MeTabonuta B mnazMe-Bpemsd» (AUC ocenpTamMmuBrpa KapOOKcHiaTa) 00paTHO MPOIOpLHOHAIbHA
CHIDKEHUIO (PYHKITUHU TTOYEK.

®apMaKkOKMHETHKA OCEJIbTaMHUBHPA y TANMEHTOB € TEPMHHAJIBHOM CTaJWEell MOYEHHOU
HEJOCTAaTOYHOCTH (C KIUpEeHCOM KpeaTuHMHA < 10 MJI/MHH), HE HaXOJSIIIMXCS HA TUANIM3E, HE
n3yvanach.

Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

[Tonyuennsie in VItro U B MCCIIEOBaHUSAX HA YKUBOTHBIX JaHHBIE 00 OTCYTCTBHH 3HAYUTEIHHOTO
noBsiieHnss AUC ocenbTaMuBHpa WIH €r0 aKTUBHOTO METa0ONWTa MPH HAPYIIEHUU (QYHKIIUU
MEYCHU JIETKOWM M CpeJHEeH CTEeMeHH TSHKeCTH ObUIM TOATBEPXKICHB U B KIMHHYECKHX
ucciaenoBanusax (cMm. pazaen 4.2). besonmacHocTh W (hapMaKOKMHETHKA OCETbTaMUBHpPA Y
MAIUEHTOB C TSHKEIBIM HapyIICHUEM (PYHKIIMU TTEYSHU HE U3yJallach.

Jluya noowcunozo éozpacma

Y m[anuMeHToB TOXHWIOTO M CTapuyeckoro Bo3pacta (65—78 5er) SKCIO3UIlUs aKTHBHOTO
MeTaboJIMTa B PABHOBECHOM COCTOSIHMH Ha 25—35 % BbIle, yem y 0ojee MOJIOIBIX MAIMeHTOB

IpY HAa3HAUYEHUHW AHAJIOTMYHBIX 703 oceibTamuBHpa. [lepros monyBbIBEEHHsS Iperapara y
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MAlMEHTOB MOXKUIIOTO U CTAPYECKOT0 BO3PACTa Ly IIeCTBENHO HE-OTTHANCA Gt TakoBoToy Bomee

MY OTUETY

MOJIOABIX ManueHToB. C ydeToM JaHHBIX MO 3KCIO3WIMU Tpernapara  €ro MnepeHOCUMOCTH
HaIMEeHTaMH TOXKHIIIOTO M CTAPUECKOro BO3pacTa KOPPEKIIMHU J103bI IIPH JICUSHUH U TIPOPHIAKTHKE
rpunmna He Tpedyercs.

bepemennvie srcenuyunot

B xone oO0beaMHEHHOrO aHaiuM3a MOMYJSIMOHHON (apMaKOKMHETUKHA OBUIO BBISBICHO, YTO
NpUMEHEHHE OCeNIbTaMHBHpa B J103€, yKa3aHHOH B pasnene 4.2, mMpUBOAMT K Oojiee HHU3KOM
9KCHO3MLMU aKTUBHOro Metabomuta (B cpeagHeM Ha 30 % B TeueHHE BCEX TPUMECTPOB
OepeMEeHHOCTH) Yy OEpEeMEHHBIX >KEHIIMH II0 CPABHEHUIO C HEOEpPEMEHHBIMH >KEHIIMHAMM.
Hammenpmasi pacueTHass SKCHO3MIUS, TEM HE MEHEe, OCTAeTCs BBIIIC WHTHOMPYIOIINX
KoHUeHTpauui (3HaueHus I[Cgs), OJHOBPEMEHHO HaXOAsIChb HAa YPOBHE TEparneBTHUECKOIO
BO3ACUCTBUS I psijia IITaMMOB BUpyca rpunma. Kpome Toro, pe3ynbraTsl HaOII0JaTEeIbHBIX
UCCIICIOBAaHUN BBISBIIAIOT TOJb3Y CYLIECTBYIOIIEIO peXHMMa JIO3UPOBAaHMUS B yKa3aHHOM
HOIYJISAIUN TTaMeHTOB. TakuM 00pa3oM, M3MEHEHHE pPEeXHMa JO03MPOBAaHUS y OepeMEeHHBIX
YKCHIIMH TPU MPOBEACHUH TEPANUK WM MPOQUIAKTUKA TPUIIIIA HE PEKOMEHIYETCs (CM. paszen
5.1, nyHKT «JIeuenue rpurrma y 6epeMeHHBIX KSHIITUHY).

Tlayuenmoi ¢ ocnabreHHbiM UMMYHUMEMOM

AHanu3bl MOMYJISIIMOHHON (hapMaKOKMHETHKU YKa3bIBAIOT Ha yBeNUUeHHe dKcno3uiu (10 50 %)
aKTUBHOTO MeETaboJuTa OCEIbTaMUBUpPA Y B3POCIBIX MAalMEHTOB M JeTed (< 18 Jer) ¢
oca0JeHHBIM UIMMYHHUTETOM I10 CPAaBHEHUIO C MAlMEHTaMU ¢ HOPMaJIbHBIM UIMMYHHUTETOM (Kak
ykazaHo B pazgene 4.2). Ilpu sToM KIMpeHC KpeaTWHHWHA B 3TUX TIpYIIax oOCTaercs
COITOCTaBUMBIM.

Hannune cHIKEHHOTO IMMYHHUTETA Y TIAIMEHTOB HE TPEOYEeT KOPPEKIMH J03bI OCETbTaMUBUPA
Onmaromapst  BBICOKOMY  Ipefeny — O€30MacHOCTM  aKTUBHOIO — MeraboiuTa.  AHamu3
(dapMaKkOKUHETUKH U (apMaKOJWHAMHUKH B JIByX HCCIEIOBAaHHMSIX C YYacTHEM IALMEHTOB C
oca0JIeHHBIM WMMYHHUTETOM HE BBISIBIJI JIOTIOJHHUTEIBHOTO 3HAYUMOTO NpPEUMYIIeCTBA TPH
JOCTM>KEHUH SKCITO3UIIMHU BBIIIIE TAKOBOW MPY IPUMEHEHNHU CTaHIapTHOH 103bl. TeM He MeHee, Y
B3pOCJIBIX MAI[MEHTOB C MOPaKEHUEM MOYEK J03bl HE0O0OXO0AUMO KOPPEKTUPOBATh B COOTBETCTBUHU
¢ uH(opmarmeii, npeacTaBIeHHON B pa3nene 4.2.

Jletu B Bo3pacTe oT 1 roga o 8 1eT U moaAPOCTKHA

dapMaKOKMHETHKY OCETbTaMHUBHUpPA U3ydaidu y AeTeit oT 1 1o 16 mer B (hapMaKOKHHETHYECKOM
UCCJIEOBAHUM C OJHOKPAaTHBIM IIPUEMOM IIpenapaTa M B KIMHMYECKOM HCCIEIOBAHUU I10
U3yYEHUIO MHOTOKPATHOTO MIpUeMa Ipernapara y HeOOoJbIIoro yricia eTei B Bozpacte 3—12 ner.
CxopocTh BBIBEJICHHSI aKTUBHOTO MeTa0O0JIMTa C MOIMpPaBKOM Ha Maccy Tella y JeTed MIIaJIIero

BO3pacTa BBIIIC, Y€M Yy B3POCIBIX, 4TO MpUBOIUT K Oonee HM3KUM AUC MO OTHOIICHHIO K
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MY OTUETY

COOTBETCTBUM C PEKOMEHJAIMAMU [0 JIO3UPOBAHUIO [UIA JIETe U HKCTEMIIOPATbHOMY
NPUTOTOBIICHUIO CYCIIEH3UM, NPUBEIACHHBIMU B pazzaene 4.2, obecneumBaer Takyro xe AUC
ocelnbTaMUBUpPa KapOOKCHUJIATa, Kakas JOCTUIAETCS Y B3POCIHbIX IOCIE OJHOKPATHOIO MpHeMa
Kancyiasl ¢ 75 Mr mpenapaTta (Y4TO SKBUBAJIEHTHO NpuMepHO 1 Mr/kr). dapMakoOKHHETHKA
ocelbTaMUBHUpA y AeTel crapiie 12 jer Takas xe, KaK y B3pOCIIbIX.

5.3. /laHHbI€e TOKJIHHUYECKOH 0€30MacCHOCTH

JIOKITMHUYECKHE JaHHBbIE, [TOJYyYSHHbIE HA OCHOBAHNUHU CTAHAAPTHBIX UCCIIEA0BAHUH 110 U3YUYEHHUIO
(bapMakoJOru4eckoil 0e30MaCHOCTH, TE€HOTOKCHMYHOCTH W XPOHMYECKOW TOKCHYHOCTH, HeE
BBISIBIJT OCOOOH OMACHOCTH IS YETIOBEKA.

KanneporeHHocTh

PesynbraThl 3-X UCCIE10BaHUN 10 BBISBIEHUIO KAHLEPOT€HHOIO MOTEHLMANA (ABYX 2-X JIETHUX
UCCJIEIOBAaHUM Ha KpbICaxX M MbIIIAX JJIsl OCEIbTaMUBUPA U OTHOTO 6-TH MECSYHOTO UCCIIEI0BaHUS
Ha TpaHCTeHHBIX MbImax Tg:AC uig akTHBHOTO METa00IMTa) OBIITH OTPUIIATEITBHBIMH.

MyTaresHoOCTb

CTaHI[apTHBIe ICHOTOKCHYCCKHUC TCCThbI JId OCCIbTaMHUBHPA W AKTHUBHOI'O MeTabonuTa ObLIN
OTPHULATCIIbHBIMU.

Brnusaue Ha CbCDTI/IJ'II)HOCTI)

OcenbramuBup B A03e 1500 Mr/Kr/cyT He BIUSI Ha T€HEPATUBHYIO (YHKIIMIO CaMIIOB U CaMOK
KpBIC.

TepaToreHHOCTh

B uccrnenoBanusix no U3y4eHHIO TEPATOr€HHOCTH OcelbTaMuBHpa B f03€ A0 1500 mr/kr/cyt (Ha
Kkpeicax) U g0 500 Mr/kr/cyt (Ha KpojiMKax) BIMSHUA Ha 3MOpuOQeTasbHOE pa3BUTHE HE
oOHapyxeHo. B nccienoBaHusX Mo M3y4eHUIO aHTEHATANBHOTO M MOCTHATAJIbHOTO MEPHOJIOB
pa3BUTHS y KpBIC TNPH BBEACHUM oOcelbTamMuBUpa B 1o3e 1500 Mr/kr/cyT HaOmo1anoch
yBEJIMUEHHE MEepHoJa POJOB: Mpenena O0e30MacHOCTH MEeXAY OSKCIO3MIMENH JJis ueloBeKa U
MaKCUMaJIbHOW HE oKazbiBaromien dddekxra mo30i y kpsic (500 Mr/Kr/cyT) miisi ocenbTaMUBHpa
BhIe B 480 pas3, a i ero akTUBHOTO MeTa0onuTa — B 44 paza. DKCIO3UIINSA Yy MJI0/1a COCTaBIISLIIA
15-20 % ot TakoBoi y MaTepu.

IIpouee

OcenbTaMUBHp U aKTUBHBIN META0OJUT MPOHUKAIOT B MOJIOKO JAKTUPYIOMIUX Kpbic. COrtacHO
OTPAaHWYEHHBIM JAHHBIM OCEIIbTAMHUBHUP M €r0 aKTHBHBIH METa0OIUT MPOHHUKAIOT B TPYAHOE
MOJIOKO uenoBeka. [1o pe3ynbpTaraM SKCTpamoOsSIUy JTaHHBIX, MOJTYYSHHBIX B HCCICIOBAHUAX Y
KUBOTHBIX, UX KOJJMYECTBO B TPYTHOM MOJIOKE MOXKeET cocTaBiaTh 0,01 mr/cytku u 0,3 mMr/cyTkw,

COOTBETCTBEHHO.
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AKTUBHOW CYOCTaHIIMHM OCebTaMHUBHpa HAOII0OJalIach CEHCUOMIM3AM KOXXHU B BUJEC 3PUTEMBI.
Taxoke BBISIBICHO 00paTUMOE pa3Ipa)xKeHUE a3 y KPOJIUKOB.

B To Bpems Kak OYCHb BBICOKHE IEPOpAIbHBIE OJHOKpAaTHBIE H03bI (657 MI/KT M BBIIIC)
OCeIFTAMUBUpPA HE OKa3blBaIM BIMSHUS Ha B3POCIBIX KpPbIC, JAaHHBIC 103l OKAa3bIBAJIH
TOKCHYECKOE JICHCTBHE HA HE3PENbIX 7-AHEBHBIX JETEHBIIICH KPHIC, B TOM YMCIIE TMPUBOJIMIH K
rubenu KUBOTHBIX. HexenarenbHbIX 3¢ (eKToB He HAOIIOAAIOCh TPU XPOHUYECKOM BBEACHUU B

no3e 500 mr/kr/cyT ¢ 7 mo 21 1eHb MOCTHATAIBLHOTO TIEPHUO/IA.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnOMOTraTe/IbHBIX BelIECTB

Cozep:kMMO¢e Karcyabl

Kpaxman npexenaTuHU3UPOBaHHbBIN

Tanbk

IToBunon

Kpockapmeriosa HaTpus

Hartpus creapundymapar

Karncyia

Turana quokcuy

Kenatun

6.2. HecoBMecTHMOCTDb

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts npu Temneparype He Boime 30 °C.

6.5. XapakTep u cojep:kaHHe MEePBUYHOI YTAKOBKH

[To 10 xamcys momMemnaT B KOHTYPHYIO s4elikoByto ynakoBky u3 menku [IBX\[IB/IX u donbru
QIIOMUHHUEBON INE€YAaTHOM JIAKUPOBAHHOM WJIM B KOHTYPHYIO SUEHKOBYIO YNAKOBKY M3 IJIEHKH
IMMBX\IIDO\IIBAX u ¢oabru arfoMUHUCBOM TIEYaTHOM JTAKUPOBAHHOMA.

[To 1, 2, 3, 4 unu 8 KOHTYPHBIX TYCUKOBBIX YITAKOBOK BMECTE C JIUCTKOM-BKJIQIBIIIIEM TOMEIIAIOT
B [IaUKy U3 KapTOHA.

He Bce pa3MEpPhI YIITAKOBOK MOTYT OBITh JOCTYIIHBI JIA pCaJIn3alluu.
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MY OTUETY

JIEKAPCTBEHHOI'0  Mpenapara WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMpenapara Ui padoTsl ¢ HUM

[Tomamanue neKapCTBEHHBIX MPENapaToB B OKPYKAIOIIYIO Cpely MOJKHO OBITh CBEIEHO K
MuHUMyMy. He crienyer yTuiam3upoBarh npemnapar ¢ MOMOIIBI0 CTOYHBIX BOJ WM BMECTE C
OBITOBBIMU O0TX0J1aMU. [10 BO3MOKHOCTH HEOOXOIUMO UCIIOJIE30BATh CICIIHAIBLHBIC CUCTEMBI JIJIS
YTUJIN3ALUU JIEKAPCTBEHHBIX MPENapaToB.

DKcTeMnopaabHOe IPUTOTOBICHUE CYCIIEH3MM ITpenapaTta OcenbTaMUBHD COJ'IO(baDM

B cnyudasx, koraa y B3pocibIX, MOJAPOCTKOB U €T CYIIECTBYET MpodiemMa ¢ MporjaTbiBaHueM

KarcyJl Wi MPH HAIWYHH MPU3HAKOB «CTapEHUs» Karcys, HEOOXOAWMO OTKPHITH KallCyldy U

BBICHIIIaTh €€ COJEPKUMOE B HEOOJIbIIOE KOJMYECTBO (MakcuManbHO | yaliHas JI0XKKa)

MOAXOJSAIIET0 TMOJCIAIEHHOTO MPOAYKTa MNUTAaHUS (IIOKOJAIHBIM CHPON C HOPMAaIbHBIM

collep’kaHuMeM caxapa uiu 0e3 coaepKaHHsl caxapa, Mell, CBETJIO-KOPUYHEBBIM caxap WU

CTOJIOBBIM caxap, pacTBOPEHHBIM B BOJE, CIAAKUN JECEpPT, CTYLIEHHOE MOJIOKO C CaxapoM,

S0JI0YHOE TIOPE WJIM HOTYPT) IS TOTO, YTOOBI CKPBHITh TOpbKHUW BKyC. CMech HEOOXOIMMO

TIIATENHHO MEepEeMeIaTh U AaTh NAUEeHTY 1eaukoM. ClieyeT mporjJoTUTh CMECh Cpa3y XKe Moclie

MPUTOTOBIICHUS.

Ecnu  nayuenmam mpebyemcs o0oza 75 me, mo HeoOX00uUMO C1e008amv  C1e0yIouUM

UHCMPYKYUAM:

1. Jlepxa onHy Karcyny 75 mr nipenapara OceabTaMUBUP coiodapM HaJl MaJIEHbKOW €eMKOCTBIO,
AKKypaTHO PACKPBITh KATCyy U BBICHIIIATh MOPOIIOK B €MKOCTb.

2. Jlo6aBuTH HEOOBIIIOE KOIMIECTBO (He Oosiee 1 yaltHOM JI0KKH ) ITOAXOISIIETO TOJICTAEHHOTO
POAYKTa MUTAaHUS (YTOOBI CKPBITh TOPHKUI BKYC) M XOPOILO IepEMEIATh.

3. TmarenbHO epeMeniaTh CMeCh U BBIMUTH €€ cpasy ke mocie npurotosieHus. Ecnu B emxoctu
OCTaJIOCh HEOOJIBIIOE KOJIMYECTBO CMECH, TO CJEIYeT OMOJIOCHYTh €MKOCTh HEOOJBIINM
KOJIMYECTBOM BOJIBI U BHIITUTH OCTABIIYIOCS CMECH.

Ecnu nayuenmam mpebyromes 0o3vt 30—60 me, mo 01 npasuibHo2o 003Upo8aHUsi HeOOXO0OUMO

c1edo6amy CiLedyIOUWUM UHCMPYKYUAM.

1. Jlepxa onny karcyiy 75 mr npenapara OceabTaMUBHp coslopapM HaJl MaJIeHbKOW €MKOCTBIO,
aKKypaTHO PACKPBITH KATCYJy H BBICHIIATh TOPOIIOK B €MKOCTb.

2. JIoGaBuTh B MOpPOMIOK 5 MJI BOABI C IOMOIIBIO INMPHIIA C METKaMH, TOKa3bIBAIOIINMHU
KOJINYECTBO HAOpaHHOM KUAKOCTH. TIIaTeNbHO epeMeniaTh B TeUeHUE 2 MUHYT.

3. HaOpatp B mmpuil He00X0IMMOE KOJTMYECTBO CMECH U3 EMKOCTH COTJIACHO TaOIHIIE:

26



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 18.01.2024 N2 730
Macca tena PekoMeHI0BaHHAS 71032 Ha OJUH - 0 ZQ&&&&%J?@EMMJ&%M
npuemM OcenbramMuBUp cOIOPApM Ha OJUH
npuemM
<15«kr 30 mr 2 mi
>15-23 kr 45 mr BV
> 2340 kxr 60 mr 4 mn
> 40 kr 75 mMr 5 M

Her HeoOxoaumocTu B 3a00pe HEPACTBOPEHHOTO OENOro MOPOIIKA, TTOCKOIBKY OH SBISETCS
HEaKTUBHBIM HamoJHHUTeIeM. HakaB Ha MOpPIICHH IIMPHUIA, BBECTH BCE €T0 COACPKUMOE BO
BTOPYIO0 eMKOCTh. OCTaBIIYIOCS HEHCIIOIB30BAaHHYIO CMECh HEOOXOIUMO BBIOPOCHTb.

4. Bo BTOpyIO €MKOCTh 100aBUTh HEOOJBIIOE KOJIMYeCTBO (He Oonee 1 4YaifHON JOXKKH)
MOIXOJISAICTO MOJICTAIIEHHOTO MPOIyKTa MATAHUS, YTOOBI CKPBITh TOPHKUI BKYC, M XOPOIIIO
nepeMeniaTh.

5. TmarenpHO MepeMenIaTh CMECh U BBIUTH €€ cpasy ke Mocie NpurotosieHus. Ecim B emkocTn
OCTaJIOCh HEOOJIBIIOE KOJMYECTBO CMECH, TO CJEIYET OMOJIOCHYTh €MKOCTh HEOOJBIINM
KOJIMYECTBOM BOJIbI U BBIMTUTH OCTABIIYIOCS CMECh.

[ToBTOpSHiTE NTAaHHYO MPOIICTYPY TMEepe KaKIbIM MPUEMOM IperapaTa.

Yrunuzauus

Bechb ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXObI CIeAYeT YHUUYTOXKUTh B yCTAHOBICHHOM

TOPSIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccus

00O «I'poTeke»

195279, r. Cankr-IletepOypr, MaaycTpranbHblid IpoCIekT, A. 71, Kopir. 2, iut. A
Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88

grtx@grotexmed.com

7.1. IlpeacraBure/ib AepKaTesss peruHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/IT6JICI71 HalnpasJATH 110 aApECy:

Poccus

000 «I'poTtekcy

195279, r. Cankr-IleTepOypr, UuaycTpuansHblil mpocnekT, 1. 71, kopr. 2, muT. A
Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88
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ccc@grotexmed.com (NMOCNEOOBATENEHOCTE 0003)

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NMEPBHUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIUN,
INEPEPETUCTPAIIN)

Jlata nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mmasi xapakTepuCTUKa JIeKapcTBEHHOro mpernapara OcerbTaMUBUpP cojiopapM JOCTYITHA Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HH(DOPMAIIMOHHO-

KOMMYHHUKaIMOHHOM cetn «utepuer» https://eec.eaeunion.org.
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