COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 28.11.2023 Ne 25001

(NOCNEQCBATENEHOCTE 0001)

NHCTPYKLIMA
10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

CenbraBup®

PerncrpanuoHHblii HOMep:
Toprosoe HanmeHoBanue: CenbTaBup®
Me:kayHapoaHOe HeIATEHTOBAHHOE UJIU I'PYNIIUPOBOYHOE HAMMEHOBAHHE  OCEIIbTaMUBUD

JlekapcTBeHHas (popMa: KarcCyJsl

Cocras:

1 karcyna conepKur:

Heticmsyrowee sewyecmso: ocenpramuBupa gochar — 98,53 mr, B mepecuere Ha OCETLTAMUBUD —
75,00 mr.

Bcnomocamenvnvie  gewjecmea:  Kpaxmall — KyKypy3Held  — 135,87  wmr;  kpaxman
npexenatuau3upoBanHeii — 100,00 mr; moBumoH-K25 — 14,40 mr; kpockapMmesio3a HaTpusi —
7,60 mr; HaTtpus creapmidymapar — 3,60 mr.

Cocmas kopnyca kancyavl: KpacuTenb xene3a okcua depHbii — 0,0500 %; tutana muokcum —
2,0000 %; kematun — g0 100 %.

Cocmag Kpviuieuku Kancyavl: KpaCUTeNb XUHOJIUHOBBIHN kenThlid — 0,7500 %; kpacuTenb COMHEUHbIN

3akart xkelnThiii — 0,0059 %; turana nuokcug — 2,0000 %; sxkenatud — 1o 100 %.

Onucanue

TBepabie xenatnHoBbie Karcynbl Ne 0. Kopmyc kamncysbl CBETJIO-CEPOTo I[BETa, KPBIIIKa KarCyIbl
JKEJITOTO IBETA, HEMIPO3PAYHEIC.

ComepkuMoe Karcyi — CMECh MOPOIIKa M TPaHyJl OT OeJoro A0 0eoro ¢ KeITOBaThIM OTTEHKOM
nBeta. JlomyckaeTcs yIIOTHEHHE COJIEP>KUMOTO Karcyll B KOMKH 10 OopMe Karcylibl, pa3pyliaeMbie

IIpU HaAaBJIMBAHUU CTEKJIIHHOM MaJIOUKOM.

dapmakoTepaneBTHYeCKAasi TPyNNa: TMPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOTO JEHCTBUS,
MIPOTUBOBUPYCHBIE CPEICTBA MPSIMOTO ACHCTBUS, HHTUOUTOPHI HEHPAMUHUIA3HI.

Koa ATX: JOSAHO2
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DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa

Mexanusm delicmsus

[TpotuBOBUpYCHBII npenapat. OcenbTaMUBUP SBIISETCS MPOJIEKAPCTBOM, €r0 aKTUBHBIN METaO0IUT
(ocenpTamuBupa Kapookcmiat, OK) — 3¢ppekTuBHBIN U CeTEKTUBHBIN HHTHOUTOP HEWPAMUHUAA3HI
BUpycoB rpunmna tuna A u B - depmeHTa, Kataau3upyromero npouecc BbICBOOOXKICHHUS BHOBb
00pa30BaHHBIX BUPYCHBIX 4YacTUL W3 MH(QUIUPOBAHHBIX KIETOK, HX IPOHUKHOBEHMS B
HEMH(DULMPOBAaHHbIE KIETKH SMMUTENMs AbIXaTENbHBIX IyTeH W JanbHEHIIEro pacHpoCTpaHEHUs
BUpYyca B opranu3Me. TOpMO3HUT pOCT BUpyca rpuia in VIitro 1 moaasisieT peluiKalu BUpyca U
€ro TaTOreHHOCTh IN VIVO, yMeHbIIAeT BbIICICHHE BHPYcoB rpunna A u B u3 opranusma.
HccnenoBaHusi KJIMHUYECKUX M30JSTOB BUpyca TpHUIINIa TOKa3and, 4yTo KoHueHtpauus OK,
HeoOXxoauMmast it MHruoupoBanus Hepamuaugassl Ha 50 % (ICso), cocrasnser 0,1 — 1,3 HM s
Bupyca rpunma A u 2,6 HM st Bupyca rpunmna B. Meanana 3nauennii 1Cso uis Bupyca rpunmna B
HECKOJBKO BBIIIE U COCTABIISIET 8,5 HM.

Knunuueckas s¢hchexmusnocmo

B INPOBCACHHBIX HCCICAOBAHUAX OCCIbTAMHUBHP HC OKa3bIBaJl BJIMAHHUA HaA O6pa3OBaHI/IC
MMPOTHUBOIPUIIIIO3HBIX AHTHUTCI, B TOM 4YHUCJIC Ha BI)Ipa6OTKy AHTUTC]I B OTBCT Ha BBCJACHUC
HHaKTHBHpOBaHHOﬁ BAaKIUHLI ITPOTHUB I'pUIIIIA.

Hccnedosanus ecmecmeennou 2DMnn03H0ﬁ qu)eKuuu

B knuMHUYecKHX McclieoBaHUX, IPOBEACHHBIX BO BpeMs CE30HHOW MH(EKIMU TpUIlna, HalueHTbl
HAuMHAIIM TIOJTy4aTh OCENbTaMUBUpP He mo3faHee 40 U 1ociie MOSIBICHUS TMEPBBIX CHMIITOMOB
rpunno3Hol uHpexkuuu. 97 % mnaumeHToB ObuM HMH(UUIMpOBaHBI BUpycoM Tpunmna A u 3 %
NalMeHTOB — BUpycoM rpummna B. OcenbTamMMBHp 3HAYUTEIBHO COKpAIlall MEPHOJ KIMHUYECKHX
NpOsIBIEHUH Tpunno3Hod MHpexkuuu (Ha 32 4.). Y ManueHToB ¢ MOATBEPKJIECHHBIM IHArHO30M
rpunmna, MPUHUMABIINX OCEIbTAMMBHp, TSKECTh 3a00JieBaHMs, BbIpaK€HHas KaK IUIOIAAb MOJ
KPUBOM /7151 CYMMapHOTO UHJIeKCa CUMIITOMOB, Obli1a Ha 38 % MEHbIIIe 110 CPAaBHEHUIO C MAIIMEHTaMH,
NOJy4aBIIUMHE Tutaie6o. boiee Toro, y MOJOABIX MAlMEHTOB 0€3 COMYTCTBYIOIIUX 3a00JIeBaHUI
ocelbTaMUBUP CHUKaJ mpuMepHO Ha 50 % 9acToTy pa3BUTHS OCIOXKHEHUN TI'pHUIMINa, TPEOYIOMINX
NpUMEHEeHHUs aHTHOMOTUKOB (OpOHXHTA, THEBMOHUH, CHHYCHTA, CPEAHEr0 0TUTA). bbutn momy4yeHsl
YeTKHe JoKa3aTelbcTBa A((EKTUBHOCTH TIpenapara B OTHONICHWHM BTOPHUYHBIX KPHTEPHEB
3G (GEeKTUBHOCTH, OTHOCSIIUXCS K aHTHBHUPYCHOW AaKTHBHOCTH: OCEIbTAMHBHD BBI3BIBAT KaK
YKOpOUYEHHE BPEMEHU BbIJICIIEHUS] BUPYCa U3 OpraHu3Ma, Tak 1 YMEHbIICHHE TUIOIA M 10 KPUBOH

«BHUPYCHBIE TUTPBI-BPEMSI».
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JlaHHbIe, TOJYyYEHHBIE B HMCCIIEJOBAHUU MO TEPANUU OCEIbTAaMHUBHpA y MAIMEHTOB MOXHIOTO U
CTapyeCKOro BO3pacTa, IOKa3bIBalOT, YTO MPUEM OCEbTaMUBUpa B 03¢ 75 Mr 2 pa3a B CYTKHU B
TEYeHHE S5 JHEH COMPOBOXKIAICA KIMHUYECKH 3HAYMMbIM YMEHBIICHHEM MEIuaHbl Mepuoja
KIIMHUYECKUX MPOSIBIICHUH IPUITIO3HOM HHPEKIUHU, aHATIOTUYHBIM TAKOBOMY Y B3POCIIBIX MTAIIUEHTOB
0oJs€€ MOJIOZOr0 BO3pacTa, OAHAKO pa3INyus HE JOCTUIJIM CTATUCTUYECKON 3HaYuMocTu. B apyrom
UCCJIEOBAaHUM TAIIMEHTHl C IPUIIOM cTapuie 13 jieT, UMeBIIME COMYTCTBYIOIIME XPOHUYECKUE
3a00JIeBaHUsl CEPJICYHO-COCYAUCTON H/WIIN ABbIXaTeIbHOM CHUCTEM, MOJIYyYalyd OCEIbTaMUBUDP B TOM
K€ pEeXHMMe J03UpoBaHMA WM Mmiane6o. OTinuuMid B MeAMaHe Mepuojia 10 YMEHbIICHUs
KJIMHUYECKUX MPOSBICHUI TPUIIIO3HON MH(EKIMH B TPYNIaxX OCEIbTAMUBUPA U TUI1aLe00 He ObLIo,
OJIHAKO IIEpHO/] NOBBILIEHUS TEMIIEPATYpPBI IIPU IPUEME OCEIbTAMUBHPA COKpPALAJICSA IPUMEPHO HA
1 nenb. Jloas manMeHTOB, BBLICTSIONIMX BUPYC Ha 2-0i U 4-bIil A€Hb, CTAHOBWJIACH 3HAUYUTEIHHO
MmeHbIe. [Ipodunb 6e3omacHOCTH OceIbTaMUBUpPA Y MAIMEHTOB TPYIIBI PUCKA HE OTJIMYAIICA OT
TAKOBOT'O B OOIIEH MOMYJISIUHN B3POCIbIX ITAIIUEHTOB.

Jleuenue epunna y bepemennbix Hcenuum

KonTponupyeMbIx ucciegoBaHuil y OepeMEeHHBIX JKEHIUH HE MpOoBOAUIOCh. OIHAKO Pe3yIbTaThl
MOCTPETUCTPALIMOHHBIX u PETPOCTIEKTUBHBIX HAOITI01aTENbHBIX UCCJeI0BaHUM
IPOJEMOHCTPUPOBAIIM I0JIb3Y IPEAIOJIaraéMoOro peXuMa J03UPOBAaHUS Ul JTAHHOM MONYJISLUU
MAIMECHTOB B OTHOILIEHUHU CHIDKECHUS 3200J1€Ba€MOCTH/CMEPTHOCTH. Pesynbratst
(bapMaKOKMHETHUECKOTO aHajin3a MoKa3aiu 0ojee HU3KYI0 HKCIIO3UIMI0 aKTUBHOTO METabOIuTa,
TEM He MeHee, U3MEHEHNE PeXXUMa TO3UPOBaHUs Y OepeMEeHHBIX KEHIMH IPU MPOBEICHUN Tepanuu
WM NPOQUIAKTUKHA HE pekoMeHayercs (cM. pasnen «dapmakosornueckue cBOMCcTBay, Moapasaes
«DapMaKOKWHETHKA B 0COOBIX TPyITax NallMeHTOBY», MyHKT «bepeMeHHbIE KEHIITUHB).

Jleuenue epunna y oemeti

V nereii B Bo3pacte 1 — 12 net (cpeanuii Bozpact 5,3 roaa), MeBIIUX Juxopaaky (>37,8°C) u ogun
U3 CUMITOMOB CO CTOPOHBI JBIXAaTENIbHOM CHCTEMBbI (Kalledb WIM PUHHUT) B MEPUOJ LUPKYIALUU
BHpYCa TpUIINIa CPEIU HACEJIEHMs], ObLIO NMPOBENECHO JBOMHOE CJEMNoe IUaledo-KOHTPOJIUPYyeMOe
uccienoanue. 67 % manueHToB ObUIM MHQUIMPOBaHbI BUpycoM rpunmna A u 33 % nanueHToB —
BupycoM rpunna B. OcenpTamuBup (mpu npueme He mnosgHee 48 4 rocie MOSBICHUS MEPBBIX
CHUMIITOMOB TPUMIO3HOW MH(EKIMH) 3HAUUTEIBHO CHUKAJ MPOJOKUTENIEHOCT 3a001eBaHus (Ha
35,8 1) mo cpaBHEeHHIO ¢ Iane0o. [Ipo1omKuTensHOCTE 3a00I€BaHUS ONPEACIIIIaCh Kak BpeMs J10
KYIUPOBaHUS KallIs, 3QJI0)KEHHOCTH HOCA, MCUE3HOBEHHUS JIMXOPAJKHU, BO3BpAIIEHHS] K OOBIYHOMN
aKTUBHOCTH. B rpymme gerei, mosyyaBIIMX OCEIbTAaMHMBHpP, YacTOTa OCTPOIO CPEIHETO OTHUTa

cHikanack Ha 40 % 1o cpaBHEHUIO ¢ rpymnoil miare6o. Be3opoBiieHre u BO3BpaleHne K 00bIYHOIM
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AKTUBHOCTH HACTyNajlo IMOYTH Ha 2 JHA paHbLIe y JeTed, MOJYyYaBIIMX OCEIbTAaMHBHp, IO
CPaBHEHHIO C TPYMION TU1ane6o.

B npyrom uccrienoBaHuM yyacTBOBallM JETHU B Bo3pacTe 6 — 12 net, crpajaromue OpoHXHUaIbHON
actTMoi; 53,6 % mManuMeHTOB UMENU TPUIIO3HYI0 HMH(OEKIHIO, MOATBEPKIACHHYIO CEPOJIOTHYECKH
W/WIM B KyJIbType. Meauana npoaoJDKUTEIbHOCTH 3a00I€BaHUs B TPYIIIE MAMEHTOB, MOJIYyYaBIINX
OCeJIbTaMUBU, 3HAUUTEIBHO HE CHIKanach. Ho k nocneaneMy 6-My JIHIO TEpalluu OCEIbTaMUBUPOM
0o0BeM (opcupoBanHoro Beioxa 3a 1 cex (ODB1) nosbimancs Ha 10,8 % mno cpaBuenuto ¢ 4,7 % y
MAIMEHTOB, OMyYaBIIMX I1a1e0o0.

Ipogunaxmuxa epunna y 63pocivix u HOOPOCMKO8

[Tpodmnaktuyeckas 3¢(HEeKTUBHOCTh OCEIbTAMUBUPA MPU €CTECTBEHHOW TI'PUIINO3HON HH(EKIHU
A u B Obuta nokazana B KIMHHYECKHUX HccienoBaHusax. Ha ¢one npuema ocenbTaMUBHpPaA TPUIITIOM
3a0onenn okono | % manuentoB. OcenbTaMHBUP TaK)Ke 3HAYUTENBHO YMEHbBINAT YacTOTy
BbIJIEJICHUS BUpYyCa U MIPEIOTBpALLA [Iepeiady BUpyca OT OJIHOTO YjieHa CEMbU K JIPYTrOMY.
B3pociibie 1 moApOCTKH, KOTOPBIE ObLTN B KOHTAKTE ¢ 3a00JICBIIIMM YWICHOM CEMbU, HAUMHAIIA TIPUEM
OcenbTaMUBHUPA B TEUCHHE JBYX JHEH MMOCIIe BOBHUKHOBEHUSI CUMIITOMOB TPUIINA Y YICHOB CEMbU U
MPOJO/DKANIM €ro B T€UEHHE 7 IHEH, 4TO JOCTOBEPHO YMEHBIIANO YacTOTy ClydyaeB TpHUIINA Y
KOHTaKTUPOBABLIUX JHI] Ha 92 %.

YV HENpUBHUTHIX U B LIEJIOM 3[0POBBIX B3pOCIbIX B Bo3pacTe 18 — 65 et npueM ocenbTaMUBHpa BO
BpeMsl MUJIEMUU TPUIIA CYIIECTBEHHO CHIDKA 3a0ojeBaeMocTh rpumioM (Ha 76 %). [lanuentsr
MPUHUMATIH Tpenapar B TeueHue 42 nHeu.

VY 5111 TOKUIIOTO U CTapyecKOro BO3pacTa, HaXOAMBIIMXCA B JoMax Juisl mpectapensix, 80 % u3
KOTOpBIX ObUIM TPUBUTHI IEPE] CE30HOM, KOTJa MPOBOJWIOCH MCCIEI0BAaHUE, OCEIbTaMUBUP
CHIKaJ 3a00s1eBaeMOoCTh rpunioM Ha 92 %. B Tom ke uccinenoBaHUM OCENbTaMUBUP JOCTOBEPHO
(Ha 86 %) yMeHbILIAI YaCTOTY OCJIOKHEHHMH TpuMma: OpoHXUTa, MTHEBMOHUH, CUHYcHTa. [lariueHTs
MPUHUMATIH Tpenapar B TeueHue 42 nHeu.

Ipoghunaxmuxa epunna y oemeii

[Tpodunaktuyeckas 3p(HEeKTUBHOCTh OCEIbTAMUBUPA NPU €CTECTBEHHOM TI'PUIIO3HOM HH(EKIUU
ObUIa MPOJIEMOHCTpUpPOBaHa y Aereil oT 1 roga 1o 12 et mocie KOHTakTa ¢ 3a00JIEBIIMM YJICHOM
CeMbU WJIM C KEM-TO U3 MOCTOSHHOTO OKpyxeHHs. OCHOBHBIM MapameTpoM 3¢ddexkTuBHOCTH ObLIa
4acToTa JaOOpaTOPHO MOATBEPKICHHOMN TPUIIIIO3HON HH(DEKITHH.

IIpogunaxmuka epunna y auy ¢ ociabieHHbIM UMMYHUMEmMoM

VY nun ¢ ocnaGleHHBIM UMMYHUTETOM IPH CE30HHOW T'PUIMO3HON MHGEKIMH U MPU OTCYTCTBUU
BUPYCOBBIJICIEHUSI HCXOAHO MPO(UIAKTUYECKOE MPUMEHEHHE OCEeIbTaMUBHpA MPHUBOAMIO K

CHI)KEHMIO 4acTOThI JaOOPAaTOPHO MOATBEPKIEHHON TPUMTIIO3HON MH(EKIINH, COMTPOBOXKIAIOIIEHCS
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KIIMHUYECKON cumnToMatukol, 1o 0,4 % mo cpaBHeHuto ¢ 3 % B rpymme 1ianebo. JlaboparopHo
NOATBEPK/ICHHAs] TPUMNO3HAs HMH(EKUHs, CONMPOBOXKIAIOMIAACA KIMHUYECKOH CHMITOMATHKOH,
JMarHOCTUPOBAJIaCh IIPU HAJIMYUH TEMIIEPATYphl B [10JIOCTU pTa Bhle 37,2°C, Kalljis u/Win OCTpOro
pHUHHTA (BCE 3apETUCTPUPOBAHHbIE B OJMH U TOT XK€ JIEHb BO BpeMsl pHUeMa Ipenapara/mianedo), a
TaKKe MOJIOKUTEITHLHOTO Pe3yIbTaTa 00paTHO-TPAHCKPHUIITA3HON IMOIMMEPA3HOM IIEMHON peaKuy Ha
PHK Bupyca rpunma.

Jleuenue epunna y nayuenmog (Oemeii, NOOPOCMKOS U 83POCIbIX) C 0CIADIEHHBIM UMMYHUMEMOM

B paHaoMu3upoBaHHOM JBOWHOM CIIENIOM HCCIIEOBAaHMM OLEHKH Mpoduias Oe30macHOoCTH
OCEJIbTaMUBUPA U €0 BIMSHUS HA pPa3BUTHE PE3UCTEHTHOCTH BUpYyca Ipunna (IepBUYHBIA aHAIU3)
y MAaIMEeHTOB C OCIA0JCHHBIM UMMYHUTETOM M I'PUIIO3HON MH(eKIue npuaumanu ygactue 151
B3POCJIBIA MAIMEHT, 7 MOAPOCTKOB (>12 yeT) u 9 merei. DTH MalMEeHTHI OBUTH MPUTOJIHBI TAKXKE U
JUIs OLIeHKH 3(h(PeKTHBHOCTU OcelbTaMUBUPA (BTOPUUHBINA HEOycTepHbI aHanu3). B uccienosanue
OBLIIM TaKXKE BKJIFOUEHBI TALIMEHTHI IOCIIE TPAHCIIAHTALIMM COJIMIHBIX OPTaHOB, TEMAaTOMO3TUYECKUX
CTBOJIOBBIX KieTok, BIU+ marmentsl ¢ umcioM CD4+ xierox <500 KiIeTOk/MM® MalMeHTHI,
[OJyYaBIIME HMMYHOCYIPECCHUBHYIO TEpalnuio, a TakXKe HNalMeHThl CO 3JI0KaYeCTBEHHBIM
remo6aacro3oM. IlanuenTsl ObUIM PaHIOMU3UPOBAHBI B TPYIIbl JIEYEHHUS OCEIbTAMUBUPOM Ha
npotskeHuu 10 qHei (rpynna cranaapTHON 1036l 75 Mr 2 pa3a B CyTKM — 73 B3pOCIbIX NallMeHTa, 4
noApocTKa u 4 pedenka; rpyra qBoiHo# 10361 150 Mr 2 paza B CyTKH — 78 B3pOCIbIX MMALIUEHTOB, 3
HOJpOCTKa U 5 fieTel) B TeueHue 96 yacoB ¢ MOMEHTA pa3BUTUS CUMITOMOB rpumnmna. [lyis neteit no3a
ObUIa CKOPPEKTHPOBaHAa B 3aBUCHUMOCTH OT Macchl Tena. CpeHee BpeMsl pa3pelieHusi CHMITOMOB
TPUIINIAa Y B3pOCIBIX MAallMEHTOB U MOAPOCTKOB OBLJIO COMOCTABMMO B T'PYIINE CTaHIAPTHOM 03Bl
(103.4 gaca, 95 % noBepurenbHbIil uHTEpBaN 75.4 — 122.7) u B rpynmne aBoitHOM 10361 (107.2 yaca,
95 % noBepurenbHbli MHTEpBaN 63.9 — 140.0). Bpemsi pa3pelieHns CUMOTOMOB TpHIINA y JeTeH
CHWJIBHO pa3iMyajoch, YTO BBI3BIBAET CIOKHOCTH B MHTEPIPETALMH PE3YIbTATOB M3-3a MAJIEHBKOIO
pa3mepa BbIOOpKH nanueHToB. COOTHOIIEHHE B3POCIbIX MALMEHTOB CO BTOPUYHBIMU MHPEKIUSIMU
ObUTO Takke cormoctaBumo (8.2 % B rpynme cranmapTHOUM 1036l U 5.1 % B rpymme JBONWHOM 1036I).
Cpenu nerteil U MOAPOCTKOB TOJNBKO y | mamueHTa (MMOAPOCTKA) B TPYIIE CTaHAAPTHOM J03bI
pa3BuIIach BTOpUYHas MH(pekuus (6akTepuanbHblil cuHycHT). VccnenoBanue ¢papMakoAnHAMUKU U
(apMaKOKUHETHKH ObLIO IPOBEIEHO C YUACTHEM JIETEeH C CUIIBHO OCIIa0JICHHBIM UMMYHUTETOM (<12
net, N=30), KOTOpbIe MOJTyYaIl OCEIbTAMUBHP B CTAHJAPTHOM /103€, CKOPPEKTUPOBAHHOM MO Macce
tena (75 Mr 2 pa3a B CyTKH), U B TPOMHOM fj03€ (225 Mr 2 pa3a B CyTKH) M0 aJaITUBHON cxeMe IpremMa
5 — 20 nHeit (cpenHss MPOIOJKUTEIBHOCTD JeueHus 9 aHel). Y malueHToB B IPpyIIe CTaHAapPTHOM
JI03bI HE OTMEYAIIUCh BTOPUYHbIE OaKTepuanbHble HH(PEKIUN (OpOHXUT U CUHYCHT), O 2 CIIydasx uxX

pa3BUTHSI COOOIIANIOCh Yy TMAlMEHTOB B TPYIE TPOWHOW M03bl. JlaHHBIE W3 NBYX HCCIEIOBAHHI



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.11.2023 N2 25001

(NOCNEQCBATENEHOCTE 0001)

dapMakOKUHETUKH H  (apMaKOJAWHAMHUKH MOATBEPXKIAIOT SKCTPAMONALINI0 (P (HEKTUBHOCTH
Ipernapara y B3pOCiIbIX HallMEHTOB C OCIa0J€HHBIM UMMYHUTETOM Ha MAIMEHTOB AETCKOIO BO3pacTa
(<18 ner) ¢ ocnabiieHHBIM UMMYHHUTETOM (CM. pa3zaeisl «Crocod NpUMEHEHUs U JA03bI», oApa3es
«Jlo3upoBaHue B 0COOBIX ciydasx», U paznen «DapMakoIOruyeckue CBOMCTBa», Mojapasaes
«DapMaKkOKMHETHKa B OCOOBIX TpyNIax MalUeHToB», NYHKT «llanmueHtsl ¢ ociabieHHBIM
UMMYHHUTETOMY).

Pezucmenmnocmeo

Knunuueckue uccnedosanusi

Puck nosiBineHust BUpyCoOB I'pHUIINA CO CHUKEHHON YyBCTBUTEIBHOCTBIO UJIU IBHON PE3UCTEHTHOCTHIO
K [IpenapaTy u3y4ajcs B KIMHUYECKUX UCCIIEJOBAHMSIX.

[TosiBneHne pe3UCTEHTHOCTH BUPYCA K OCEIbTAMUBUPY Yallle HAOII01a10Ch Y IeTeH, YeM Y B3POCIIBbIX
NAIUEHTOB U oapocTKOB (18 % y mnagenies B Bo3pacte <1 rona u <1 % y B3pOCIbIX MAIUEHTOB).
VY nereil ¢ pe3UCTEHTHBIM K OCEIbTAaMUBUPY BUPYCOM HOCHUTENIbCTBO, KaK IPaBUIIO, UMETO Ooiee
IPOJODKUTEIbHBIA  XapakTep IO CpPaBHEHHIO C€ CYObEKTaMM C BHUPYCOM, O0JIaJarouium
qyBCTBUTEIbHOCTHIO. O/IHAKO, BbI3BaHHAs Te€panueil pe3uCTEeHTHOCTh K OCEIbTaMUBUPY HE BIIUsIA
Ha TepaneBTUUYECKUI OTBET U HE BbI3bIBAJIA IPOAJICHHSI CUMIITOMOB I'PUIIA. Y B3POCIBIX MALUEHTOB
U MOJPOCTKOB € OCIabJE€HHBIM UMMYHUTETOM, IOJY4YaBUIMX OCEIbTAMHUBHUP B CTaHJAPTHOM 103€
(14,5 %, 10 maruenToB u3 69) wim nBoiHoM no3e (2,7 %, 2/74) na nporsbkenuu 10 mHel, yactoTta
Pa3sBUTHSI PE3UCTEHTHOCTH K OCEIIbTAMUBUPY, B CPEJHEM, ObLiIa BBIIIE, YEM Y B3pPOCIbIX MALUEHTOB
U MOAPOCTKOB C HOPMAJIbHBIM MMMYHUTETOM, TAK)KE IOJY4YaBIIMX OCENbTaAMHUBHpP. BoibIIMHCTBO
B3pOCJIbIX MALIMEHTOB C PE3UCTEHTHOCTBIO MepeHecn TpaHcmanTauo (8/10 manueHToB B rpymnmne
CTaH/JapTHOM /1036l M 2/2 MalMeHTa B IpyIe ABOIHON 103b1). bosbIias 4yacTk MaleHTOB-HOCUTENEH
OCelIbTaMUBUP-PE3UCTEHTHOTO BUpyca ObUla MHQUIMpOBaAHA BHUPYCOM TIpuIla THUMA A;
HOCHUTEIBCTBO MMEJO TPOJOJDKUTENbHBIN XapakTep. Yacrora pa3BUTUS PE3UCTEHTHOCTH K
OCEIbTaMUBUDPY y JETEH, MOJIyYarolUX OCEIbTAMUBHUD, B JBYX HCCIECNOBAHUAX IO HU3YYECHHIO
pesucrenTHoctu coctaBuwia 20,7 % (6 namuentoB u3 29). U3 6 nereit ¢ oOHapyeHHOMU
PE3UCTEHTHOCTHIO K OCEIbTaMHUBHUPY, BO3HUKILEH MOCJIE Hayaja JeYeHHUs, 3 MalueHTa MOoJIydalu
CTaHJAPTHYIO 103y U 3 — BBICOKYIO (IBOWHYIO WJIM TPOWHYIO 7103Y). Y OONBIIMHCTBA MALMEHTOB ObLI

OCTPBIN TUMQPOUTHBIN JEHKO3 B BO3PACT <5 JIeT.

YacToTa Pa3sBUTHUA PE3UCTCHTHOCTH K OCCIIbTAMUBHPY B KIIMHUYCCKUX HCCICIOBAHUAX

[Tomynsinus maneHToB [TanueHThl ¢ MyTaIMSIMU, TPUBOISIIMMH K PE3UCTEHTHOCTH
denorunupoBaHue™ ["'eHo-u peHoTHNHUpoBaHUE™
B3pocibie 1 MOAPOCTKH 21/2382 (0,88 %) 2712396 (1,13 %)
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ot 28.11.2023 N= 25001

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

(NOCNEAQCBATENEHOCTE 0001)
Metn (1— 12 ser) 71/1726 (4,11 %) 7811727 (4,52 %)
Muaznenns! (<1 roga) 13/71 (18,31 %) 13/71 (18,31 %)

* TlonHoe TCHOTUIIMPOBAHUEC HE OBLIO IIPOBCACHO HU B OJHOM H3 HCCHCHOBaHHﬁ.

Ipogunaxmuxa epunna

[Tpu npueme ocenpTaMUBUpPA C LENbIO MOCTKOHTAKTHOU Mpodunaktuku (7 aAHe), npoduIaKTHKU
KOHTaKTHUPOBaBIIKX B cembe (10 muelt) u ce3oHHON npodrutakThky (42 IHS) y JHI] ¢ HOPMAJIbHOU
¢yHKIMEll HMMMYHHOM CHCTEMbI CIy4aeB pPE3UCTEHTHOCTH K IIpernapary He oTMedeHo. B
12-HenenbHOM WCCIIEIOBAaHUM TI0 CE30HHOUW MPOPUIAKTHKE y JIUI[ C OCIa0JICHHBIM UMMYHUTETOM
CJIy4aeB BOSHHUKHOBEHHsI PE3UCTEHTHOCTH TaKKe He HabI0JanoCh.

annble omoenbubix KIUHUYeCKUX CIy4aes U Hab100amenbHblX UCCIe008a Ul

VY manueHToB, He MOMYYaBIINX OCEITbTaAMUBUD, OOHAPYKEHBI BO3HUKAIOIINE B TIPUPOIHBIX YCIOBHIX
MyTallid BUPYCOB rpumnma A W B, KoTopble o00jafaiy CHMDKEHHOW YYyBCTBHTEIBHOCTHIO K
ocenpTamuBupy. B 2008 rogy myranus no tumy 3amensl H275Y, npuBojsias K pe3UCTeHTHOCTH,
Obuta 0OHapyxeHa Oosiee yeM y 99 % mrammoB Bupyca 2008 HIN1, nupkynupytomux B Epore.
Bupyc rpunmna 2009 HIN1 («cBuHON rpumnm») B OOJBIIMHCTBE CIIy4aeB ObLI UYBCTBUTEJIEH K
OCeIbTaMUBUPY. YCTOHYMBBIE K OCEITAMHBHPY IITaAMMbI OOHApY)XEHBI y JIHI] ¢ HOPMaJbHOU
byHKIIME WMMYHHOH CHCTEMBl W JIMIl C OCIHAOJEHHBIM HWMMYHHUTETOM, TNPUHUMABIINX
ocenbTamMuBup. CTENeHb CHIKEHUS YyBCTBUTEILHOCTH K OCEIbTAMUBHPY U YaCTOTA BCTPEYAEMOCTH
MOJOOHBIX BHPYCOB MOXXET OTJIMYATHCS B 3aBHCUMOCTH OT CE€30HA M PETHOHA. YCTOMYUBOCTH K
OCEIIbTAMHUBUPY OOHapy>KeHa y TaIlMeHTOB ¢ maHaeMuueckum rpumnmnoM HINI1, momywaBmmx
mpemnapar Kak AJisl JJeUeHusl, TaK U sl IPOPHUIAKTUKH.

YacTroTa BCTPEUaeMOCTH PE3UCTEHTHOCTH MOXKET OBITh BBINIE y OOJ€e MOJIOABIX MAalMEHTOB W
MAIMEHTOB C OCTIa0JICeHHBIM UMMYHHUTETOM. Y CTOWYMBBIE K OCEIBTAMUBUPY Ja00paTOPHBIE IITAMMBI
BHUPYCOB TPHUIIIA U BUPYCHI TPUIITA OT MAIIMEHTOB, TOJYYaBIINX TEPAITHIO OCEIIbTAMUBAPOM, HECYT
myTtanuu Heiipamuaugazsl N1 u N2. Myranuu, npuBoasiue K yCTOMUYUBOCTH, YacTO SIBISIFOTCS
crenupUIecKUMH IS TOATHITA HeHPaMUHH1a3bl.

[Ipy TUpUHATAM pelIeHWs O TPUMEHEHUW OCEIbTaMUBUPA CIIEIyeT YYHUTHIBATH CE30HHYIO
YyBCTBUTEIHLHOCTH BHPYCa TPHIIIA K Mperapary (TOCIeIHI0 HHOOPMAIHIO MOKHO HATH Ha caiTe
BO3).

Joknunuueckue oannvle

JIOKITMHIYECKUE TaHHBIE, MMOJTyYeHHBIE Ha OCHOBAaHWH CTAaHIAPTHBIX WCCIICAOBAHHUH 110 M3yYCHHUIO
(bapMaKoIOTHIECKO 0E€30MaCHOCTH, TEHOTOKCHYHOCTH ¥ XPOHUYECKOH TOKCHYHOCTH, HE BBISIBUJIH

0CO0O0M OITACHOCTH IS YETIOBEKA.
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Kanyepocennocmu: pe3ynbTathl 3-X HUCCIEIOBAaHUIN MO BBISIBICHHUIO KAHIIEPOTCHHOTO MOTEHIIMAA
(IByX 2-JIETHUX HMCCIEIOBAHUN HA KPbICAX W MBIMIAX JJIsi OCETbTAMUBUPA U OJHOTO O-MECSIIHOTO
HCCIICOBaHMS Ha TpaHCTeHHbIX Mblmax 1Qg: AC nmng  akTuBHOro MerabonuTa) ObUIH
OTpULATENIbHBIMH.

Mymaeennocms: CTaHIAPTHBIE TEHOTOKCUYECKHE TECThI IS OCEIbTaMUBHpPA M AKTUBHOTO
MeTa0oauTa OBUIA OTPHULIATEILHBIMHU.

Brusanue na gpepmunvrnocms: ocenvramuup B go03e 1500 Mr/Kr/cyT He B Ha T€HEPATHBHYIO
(GYHKIIMIO CaMIIOB U CaMOK KPBbIC.

Tepamozennocms: B UCCIEAOBAHMUSIX IO M3YYCHHIO TEPATOI€HHOCTH OCEIbTAMUBUpPA B JI03€ [0
1500 mr/kr/cyt (Ha kpbicax) u A0 500 Mr/kr/cyT (Ha KpoiHKax) BIHSHHS Ha 3MOpHO-(heTanibHOe
pa3BuUTHE HE OOHApYXEeHO. B mccrnenoBaHUAX MO M3YYEHHMIO aHTEHATAIbHOTO M TMOCTHATAIBHOTO
MEPUOOB Pa3BUTHsI y KPBIC IPU BBEACHHUH OcelbTamuBHpa B a03e 1500 mr/kr/cyT Habmo01an0Cch
YBEJIMUEHUE TIEPUOJIa POJOB: TIpenesl OC30MacHOCTH MEXKIy OKCIIO3HMIMECH [UIsl YeloBeKa H
MaKCHUMaJIbHON He OKa3bIBaroIeH adexTa 10301 y kpbic (500 MI/Kr/cyT) AJist OceTbTaMUBHPA BBILIE
B 480 pas, a As1 ero akTUBHOTO MeTabouTa — B 44 pasza. Dkcno3unus y mioja coctasisiia 15 — 20 %
OT TaKOBOI1 y MaTepu.

Ilpouee: ocenbTaMUBUP W AKTUBHBIH META0OTUT MPOHUKAIOT B MOJIOKO JIAKTHPYIOIIUX KPBIC.
CoryacHO OTrpaHWYCHHBIM JaHHBIM OCCIIbTAMHUBHP W €r0 aKTHBHBIA META0OTUT MPOHUKAIOT B
TpyAHOE MOJOKO 4enoBeka. [lo pe3ynabTaraM OKCTPAMONSAIMM JaHHBIX, [OJYYEHHBIX B
MCCJIETOBAHMSIX Y )KMBOTHBIX, MX KOJMYECTBO B TPYIHOM MOJOKEe MOkeT cocTaBisaTh 0,01 mr/cyTku
u 0,3 MI/CyTKH, COOTBETCTBEHHO.

[Tpumepro y 50 % mpOTECTUPOBAHHBIX MOPCKHUX CBHHOK IPU BBEICHUW MAaKCHMAIBHBIX 103
AKTUBHOM CyOCTaHIIMK OCEeNbTaMUBHpA HAONIOAANACh CEHCHOMIM3AIMS KOXH B BUIE SPUTEMBI.
Taxxe BBISIBIEHO 00paTUMOE pa3Apa)keHHe ri1a3 y KPOJIUKOB.

B TO Bpems kak OYEHb BBICOKHE TMEpOpANbHBIE OIHOKpPATHBIE A03bI (657 MI/KT W BBHIIIE)
OCeIbTaMUBUPA HE OKa3bIBAIM BIIMSIHHSI HA B3POCIIBIX KPBIC, JJAHHBIC JT03bI OKA3bIBAJIU TOKCHYECKOE
JEHCTBUE Ha HE3PENIbIX 7-JTHEBHBIX JCTCHBINMICH KPbIC, B T.4. MPUBOJIWIA K THOCIN >KUBOTHBIX.
HexenatenbHbIx 3¢ (hekToB He HAOII0JAIOCh MPU XPOHUUYECKOM BBeAeHHH B 03¢ 500 Mr/kr/cyT ¢ 7

mo 21 ACHBb NOCTHATAJIBHOT'O ICPUO/JA.

Dapmaxkokunemuxa
Abcopbyus
OcenbTaMHUBHP JIETKO BCACHIBACTCS B JKEITYI0YHO-KHUIIICYHOM TPAKTE M SKCTCHCUBHO MPEBPAIACTCs

B AKTUBHBIA METaOOJHUT 11010 )ICfICTBI/IGM MNEYCHOYHBIX M KHIICYHBIX OJCTCpas. KOHHeHTpaHI/ISI
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aKTUBHOIO MeTaboiuTa B IIa3Me ompenensercs B mpenenax 30 MuH, BpeMs TOCTH)KEHUS
MaKCUMaJIbHOM KOHIEHTpanuu 2 — 3 4, u Oosiee yeM B 20 pa3 NPEeBBIMIAIOT KOHILIEHTPAIUIO
nposiekapctBa. He Menee 75 % mpuHATOW BHYTPH A03bI MONAJAET B CUCTEMHBIM KPOBOTOK B BHUJIE
aKTUBHOTO MeTadonuTa, MeHee 5 % — B BUJE UCXOMHOTrO npenapara. [Ima3zMeHHble KOHIEHTpAUU
KaK MPOJICKapCTBa, TaK U AKTUBHOTO METa0O0JIMTa MPOMOPIUOHAIBHEI J103€ U HE 3aBUCAT OT IIpUeMa
1007011178

Pacnpeoenenue

O6wem pacnpenenenus (Vss) akTuBHOro MetabonuTa — 23 J1.

[To naHHBIM HUCCIIEIOBAHUH, TPOBECHHBIX HA )KUBOTHBIX, TIOCJIE IPHEMa BHYTPb OCEIIbTAMUBHPA €T0
AKTUBHBIA METa0OJIUT OOHAPYKUBAJICS BO BCEX OCHOBHBIX Ouarax MH(EKIHH (JIETKUX, TPOMBIBHBIX
BO/IaX OpPOHXOB, CIU3UCTOM 00O0JIOUKE MOJIOCTH HOCA, CPEIHEM YX€ M Tpaxee) B KOHIICHTPAIHsIX,
o0ecrnevynBaroIuX TPOTUBOBUPYCHBIN 3P QEKT.

CBs13b aKTUBHOTO MeTaboNuTa ¢ OenkaMu ia3Mel — 3 %. CBs3b MposeKapcTBa ¢ OenKamMu Tu1a3Mbl —
42 %, 4TO HEAOCTATOYHO, YTOObI CIYXUTh MPUYMHON CYIIECTBEHHBIX JIEKApPCTBEHHBIX
B3aUMOJICHUCTBUIA.

Memabonusm

OcenbTaMUBHP DKCTEHCHUBHO IPEBPAIIACTCS B AKTUBHBIA METaOONUT TOA JEHCTBHEM 3CTepas,
HAXOJALINXCS MMPEUMYIIECTBEHHO B ieueHu. Hu ocenpramuBupa ocdar, HI aKTUBHBIA METaOOJINT
HE SIBJISIFOTCS CyOCTpaTaMH WM MHTUOUTOpamMu u30(hepMeHTOB cucTeMbl utoxpoma P450.
Buigeoenue

BoiBogutcs (>90 %) B BuJE aKTUBHOTO MeTa0OJUTA MPEUMYLIECTBEHHO MOYKaMHU. AKTHUBHBIN
MeTaboINUT He TOJIBEpraeTcs JanbHeneil Tpancopmauy 1 BEIBOIUTCS modkamu (>99 %) myrem
KITyOOUKOBOHM (DMIBTpAllMU M KaHanblieBoW cekperun. [loueunsnii knupenc (18,8 m/4) mpeBbimaeT
CKOpOCTh KI1y00uKoBOM (pumbTparyu (7,5 11/4), 4TO yKa3bIBaeT Ha TO, YTO Mpenapar BEIBOAUTCS eIl
U IIyTeM KaHaJbleBO# cekpeluu. Uepes kuieyHUK BeIBoAUTCS MeHee 20 % MpUHATOrO Mpernapara.
[Tepuox nonyBbIBei€HNS aKTUBHOTO MeTabonuta 6 — 10 u.

DapmakoKuHemuKa ¢ 0CoObIX 2Pynnax NAyUeHmoe

Tlayuenmoi ¢ nopasicenuem nouex

ITpu npumenenun ocenpramuBupa (100 mr nBa pa3a B CyTKM B T€UEHHUE 5 JHEI) y MaLUEHTOB C
Pa3IMYHON CTETEeHBI0 TOPAXKEHHWS TOYEK IUIOMAbh IOJl KPHUBOH «KOHIEHTpAIHUS aKTHBHOTO
MeTabonuta B m1azmMe — BpeMs» (AUC ocensravmsupa xapGoxciara) 0OPaTHO IPOTIOPIUOHATBHA CHU)KCHHUIO

(GYHKLNHU TTOYEK.
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DapMaKOKMHETHKA OCEJIbTAMMBUpPA Yy MAUUEHTOB C TEPMUHAJIBHOW CTaguedl IOYECYHOU
HEJOCTAaTOYHOCTH (C KIMpeHcoM KpearmHuHa <10 MI/MUH), HE HAXOMSIIUXCS HA JUAlM3E, HE
U3y4anach.

Tlayuenmoi ¢ nopasicenuem neyeHu

[Tony4yennsie iN VItr0 u B HUCCIICOBAaHUSIX HA JKUBOTHBIX JaHHBIC 00 OTCYTCTBUH 3HAYUTEIHHOIO
noseieHnss AUC ocenbraMuBHpa WM €r0 aKTUBHOTO METAa0OJIUTa MPH HAPYIICHHH (YHKIIUU
MIEUYEHU JIETKOM ¥ CpeTHEH CTENeHH TSHKECTH OBLITU MOATBEPK/ICHBI M B KIIMHUYECKUX UCCIIEAOBAHUAX
(cM. «/lo3upoBanue B 0coObIX citydasx»). besomacHocTh M (papMakOKMHETHKA OCEIbTaMUBUpPA Y
MAIUEHTOB C TSHKEIBIM HapyIIeHHEeM (DYHKIIMY TICYeHU HE H3y4allach.

Tlayuenmui nodxxcunozo u cmapueckoeo 6o3pacma

Y nanueHToB NOKUJIOT0 U CTaApUYECKOro Bo3pacTa (65 — 78 JeT) SIKCIO3UIM aKTUBHOTO METa00oI1Ta
B PAaBHOBECHOM COCTOSIHMHM Ha 25 — 35 % BbillIe, ueM y 60siee MOJIOABIX MAllMEeHTOB MPY Ha3HAYEHUU
aHAJIOTUYHBIX 703 ocenbTamuBupa. [lepuos moayBbIBeieHHs MpernapaTa y HalMeHTOB MOKUJIOT0 U
CTap4eCcKOT0 BO3pacTa CYIIECTBEHHO HE OTJIMYAJICS OT TaKOBOTO y 0ojiee MOJIOJABIX manueHToB. C
YU4ETOM JaHHBIX IO SKCIO3UIUU Tpernapara U ero MepeHOCHMMOCTH MAlMeHTaMH IMOXHIOTO U
CTapUYEeCKOro BO3pacTa KOPPEKIUHU J03bI MPH JICYSHUH U MPO(UIAKTUKE TPUIITIa He TpeOyeTcs.
Jlemu 6 6o3pacme om 1 200a 0o 8 1em u noopocmxu

dapMaKOKHHETHUKY OCeIbTaMUBUPA U3YYaU y AeTel oT 1 roma 1o 16 et B (hapMaKOKHHETHIESCKOM
UCCJIEIOBAaHUH C OJHOKPATHBIM MPUEMOM OCEIbTAMUBHPA U B KIMHHUYECKOM HCCIEAOBAHUU IO
M3YYEHHUI0O MHOTOKPATHOTO MpHeMa OcelbTaMHUBHpa y HEOONBIIOTO YuCia AeTel B Bo3pacte 3 —
12 ner.

CKopoCTh BBIBEICHHUS aKTUBHOTO METAa0OJHMTa C TMOMPaBKOM HAa Maccy Tejla y JAETed MIIaJIiero
BO3pacTa BBIIE, YEM Yy B3POCIbIX, 4YTO NpUBOAUT K Oojnee Hu3kuM AUC 1o OTHOIICHHIO K
KOHKpeTHOU no3e. [IpueM mpemapata B 03¢ 2 MI/KT U OAHOKpATHBIX 103 B 30 Mr u 45 mr B
COOTBETCTBUM C PEKOMEHJAUUsSMHU 1O JO3UPOBAHUIO JJsi JETed U HSKCTEMIIOPAIbHOMY
MPUTOTOBJICHUIO CYCII€H3WH, TPUBEICHHBIMU B pasnene «Crmocod MNpUMEHEHUs W JI03bI»,
obecrnieunBaet Takyto ke AUC ocenbraMruBHpa KapOOKCHIIaTa, KaKast JOCTHTASTCS Y B3POCIBIX MTOCIIe
OJIHOKPATHOTO TpHeMa Kamcynbl ¢ 75 Mr mpemnaparta (YTO DKBUBAJEHTHO MPUMEpPHO 1 MI/KT).
dapMaKOKMHETHKA OCEeJIbTaMUBHpA y JAeTel cTapiie 12 jeT Takas ke, Kak y B3pOCibIX.
bepemennvie srcenuyunbi

B xome 00beIMHEHHOTO aHalW3a TMOMYJIAIHOHHOW (APMAKOKUHETUKH OBUIO BBISBIECHO, YTO
MPUMEHEHHE OCeIbTaAMHUBHpPa B J03€, YKa3aHHOU B pazaene «Crmoco0 MpUMEHEHHS U 03Iy,
MPUBOJUT K 00Jiee HU3KOM SKCIO3UIINY aKTUBHOTO MeTabonuTa (B cpeaHem Ha 30 % B TeueHHE Bcex

TPUMECTPOB OEpeMEHHOCTH) y OEepeMEHHBIX J>KEHIIMH II0 CpPaBHEHUI0O C HeOepeMEeHHBIMU

10
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KeHIMMHaMU. HaumenbIas pacueTHas SKCIO3MIINS, TEM HE MEHEEe, OCTAETCS BBIIIE HHTHOMPYIOLTHX
KoHUeHTpauui (3HaueHuss 1C95), OAHOBPEMEHHO HAaxXOAAChb Ha YPOBHE TEPaIEeBTUUYECKOTO
BO3ACHUCTBUS Ul psiia IITaMMOB Bupyca rpunmna. Kpome Toro, pe3ynbraThl HaOJIOAATEIBHBIX
UCCJICIOBAaHUH BBISBIIAIOT 10JIb3Y CYILECTBYIOLIETO peXXUMa JO3UPOBAaHUS B YKa3aHHOM MOMYJIALUN
nanueHToB. TakuMm o0pa3oM, M3MEHEHHE PEeXUMa JIO3UPOBAHHS y OCpEMEHHBIX >KCHIIUH IpPH
NPOBEICHUN TEpanud Wi NpOoQWIAKTUKA TpHUINIa HE pPEeKOMeHIyercs (CM. pas3zgen
«PapMakoJIOrn4eckue CBOUCTBay, nojapasaen «DapmMakoJUHAMUKa», NTYHKT «Jledenue rpumnmna y
OCpEMEHHBIX KCHIIMHY).

Tlayuenmul ¢ ocnabnrenHbiM UMMYHUMEMOM

AHaIM3bI OMYJIALMOHHON (DapMaKOKMHETHKH YKa3bIBaIOT Ha yBeJW4yeHue skcrno3uiuu (10 50 %)
AKTUBHOI'O METa0O0JUTA OCEIbTAMUBHPA Y B3POCIbIX MALMEHTOB U JieTel (<18 seT) ¢ ocnabieHHbIM
UMMYHHUTETOM 10 CPABHEHUIO C MAIIMEHTaMH ¢ HOPMaJIbHBIM HMMYHUTETOM (KaK yKa3aHo B pasjene
«Crnoco6 mpuMeHeHuss U 1103b1»). IIpu 3TOM KIMpEeHC KpeaTMHUMHA B 3TUX TIPYIIAX OCTAETCs
COIOCTaBUMBIM. Hanmume CHMKEHHOTO MMMYHHUTETa y MAMEHTOB HE TpeOyeT KOPPEKIHMH 03B
ocelbTaMUBHUpa, OJlarofaps BBICOKOMY Ipezieny 0e30IacHOCTH aKTUBHOrO MerabosuTta. AHAIu3
(bapMakOKUHETUKH M (apMaKOJMHAMMKM B [BYX HCCIIEOBAHUSAX C YYacTUEM IAllUEHTOB C
OCJIa0JICHHBIM HMMMYHHUTETOM HE BBISBWJI JOINOJHUTENBHOIO 3HAYUMOIO IPEUMYIIECTBA IPU
JIOCTHKEHUH 3KCIO3UIMU BbIIIE TAKOBOW IMPH MPUMEHEHUM CTaHJIApTHOH 103bl. Tem He MeHee, y
B3pOCJIBIX MALUEHTOB C MOPAXEHUEM ITOUYEK J103bl HEOOXOAMMO KOPPEKTUPOBATh B COOTBETCTBUM C

uHpopManuel, mpeacTaBieHHoH B pa3zaene «Crnocol NpUMEHEHUs U JO3bD».

IToxa3anust K NpUMeHEHUIO

Jledyenue rpunna y B3pocibIX U I€Tel B Bo3pacTe crapiie | roxa.

[Tpodunaktuka rpummna y B3pOCHIbIX U MOAPOCTKOB B BO3pacTe crapiie 12 jer, HaxOosAImuxcs B
Ipynnax MOBBIIIEHHOIO PUCKAa HMHOUIUPOBaHHUS BHUPYCOM (B BOMHCKMX YaCTSIX M OOJBIINX
IIPOU3BOJICTBEHHBIX KOJIJIEKTUBAX, Y OCJIa0JICHHBIX MAIlUEHTOB).

[Tpodunaktuka rpumnmna y gereu crapie 1 rozga.

IIporuBonokasanust
['Mnep4yBCTBUTENBHOCTh K OCEIBTAMUBHPY WM JHOOOMY KOMIIOHEHTY INpernapara, TepMUHaJIbHas
CTaaus MOYEYHON HEIOCTAaTOYHOCTH (KJIMpeHC KpeaTMHHHa < 10 MJI/MUH), Ts>Kenasl MedeHOYHast

HEOAOCTATOYHOCTD, JIETCKUM BO3pacT oo 1 roaa.

11



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.11.2023 N2 25001

(NOCNEQCBATENEHOCTE 0001)

C 0CTOPOKHOCTHIO
bepemenHOCTD, IEpUOA IPYJAHOTO BCKAPMIIMBAHMUS.
[lpumeHeHre B KOMOWHAIMM C TpenapaTamMH, MMEIOUIMMH Y3KYI IIUPOTY TEPareBTHYECKOTO

NeicTBHs (HampuMep, XJIOPIPOnaMul, METOTpeKcaT, PeHUI0yTa30H).

IIpuMeHenune npu 6epeMEHHOCTH M B MEPHO I'PYIHOI0 BCKAPMJIMBAHUS

bepemennocms

HebnaronpustHslif ©cXoa OEPEeMEHHOCTH U aHOMAJIMU Pa3BUTHS IUIO/A, a TAKXKE PUCK CEPbE3HBIX
BPOXKJICHHBIX TOPOKOB pa3BUTUS, B TOM WYHCIIE BPOXICHHBIX IOPOKOB CEpIIA, CBSA3AaHBI C
3a00JIeBaHMEM TPUNINOM. bOINbIIOE KOJMYECTBO JaHHBIX O BO3JCHCTBHM OCEIbTAMHUBHpA Y
OepeMEHHBIX IKEHIIMH B XOJ€ IOCTPErHCTPAIMOHHOTO TMPUMEHEHUS U HaOII0AaTeIbHBIX
uccinenoanuii (6onee 1000 manueHTOB Ha IEPBOM TPUMECTpPE OEPEMEHHOCTH) HE YKa3bIBAIOT HU Ha
MOPOKH Pa3BUTHUS, HU Ha ()ETO/HEOHATANbHYI0O TOKCHUYHOCTH OcCelbTaMUBHpa. OJHAKO B OJHOM
HaOJIIOIaTEIbHOM HCCIICIOBAHUN PE3YJIbTAaThl ONEHKH PUCKA Pa3BUTHS TSDKENBIX BPOXKICHHBIX
MOPOKOB CepJlla, MUArHOCTUPOBAHHBIX B TEYeHHE 12 MecsleB MOCIe POXKACHUS, HE OBLIN
OJIHO3HAYHBIMU, XOTsI OOIIUI PUCK MTOPOKOB Pa3BUTHUS U HE OB YBEIHYECH.

B nanHOM wHcCleIOBaHMM YAcTOTa Pa3sBUTHS TSOKEIBIX BPOKACHHBIX IOPOKOB CEpIIa IOCIe
IPUMEHEHUs OCeJIbTaMUBUpa B TEUEHHE MEPBOTO TpuMecTpa OepeMeHHocTu coctaBisia 1.76 %
(7 mnanenueB u3 397 GepemenHocrtei) mo cpaBHenuto ¢ 1,01 % mpu GepemeHHOCTH B OOMIEi
nonyasuuu 06e3 NMpUMEHEHUs ocelbTaMHBHpa (OTHOIIeHUEe puckoB 1,75, 95 % nosepuTenbHBIN
untepsan 0,51 no 5,98). Kiinnnyeckoe 3HaueHNe JaHHOTO pe3yJbTaTa 0 KOHLA HE SCHO, TaK Kak
UCCIIEIOBAaHNE MMEJIO OTPAaHWYCHHYIO MOITHOCTh. Kpome Toro, ucciemoBanmie ObUI0 HETOCTATOYHO
00BEMHBIM, YTOOBI NPOBECTH JIOCTOBEPHYIO OLEHKY OTIENIBHBIX KAaTETOPHH TsXKENbIX MOPOKOB
PasBUTHS;, IPU 3TOM JIaHHBIE Y JKCHIIUH, NIPUHUMABIINX M HE MPUHUMABIIUX OCEIbTaMHUBHUP, HE
MOIJIM OBITh MOJHOCTBIO COIMOCTAaBUMBI, HE3aBUCUMO OT TOro, OoJieM JIM OHM TPUIIIOM.
HccnenoBanust Ha )KHBOTHBIX HE YKa3bIBAIOT HA PETIPOYKTUBHYIO TOKCHYHOCTD OCEIIbTAMHUBHPA (CM.
paznen «DapMakoJIOTHYeCKue CBOWCTBay, mojpaszzaen «JloknumHudeckue naHHbiey). [IpuMenenue
ocelbTaMUBUpPa TP OEPEMEHHOCTH BO3MOXHO B Cllyyae HEOOXOAMMOCTH M TIOCJIE OLEHKH
umeroreiicss uHdopMaru o 0€30MacHOCTH U MoJb3e (MH(OpMaIUio O MOoJb3e NpPUMEHEHHUs
npernapata y OepeMeHHBIX JKEHIIMH cM. B monpazzaeie «DapmakonnHamMHKa», MYHKT «JledeHue
rpunma y OepeMeHHBIX JKCHIIMH»), a TaKKe MaTOTCHHOCTH IHMPKYIUPYIOIIEro ITaMMa BHpYca

rpunma.
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(NOCNEQCBATENEHOCTE 0001)

I'pyonoe sckapmnusanue

Bo Bpemsi JOKIMHUYECKUX HCCICIOBAHUI OCEIbTAMHUBHDP W AKTUBHBIA META0OJUT MPOHUKAIU B
MOJIOKO JIAKTUPYIOUIMX KpbIC. J[aHHBIE MO 3KCKPELHUH OCEIbTAMUBHPA C TPYIHBIM MOJIOKOM Y
YeJIOBEeKa U MPUMEHEHHIO OCEIbTaMUBUPA KOPMSAILIMMH KEHIIMHAMU OrpaHUYeHbl. OrpaHUYeHHbIE
JAaHHBIC TIOKA3bIBAIOT, YTO OCEITAMUBUP U €r0 aKTUBHBIA META0OIUT B HEOOJBIINX KOJIMYECTBAX
MPOHUKAIOT B TPYAHOE MOJIOKO, CO3/aBasi CyOTepareBTUICCKUE KOHIICHTPAIIMH B KPOBU TPYIHOTO
pebenka. [Ipn Ha3HAUYeHHUH OCENbTAMUBUPA KOPMSIIMM >KEHIIMHAM CJEIyeT TaKKe YUYUTHIBATh MX
COIIYTCTBYIOIIEE 3a00J€BaHUE U MATOTEHHOCTh IUPKYIMPYIOIIEro mTaMma Bupyca rpunmna. [Ipu
OEpEeMEHHOCTU U B TIEPHO/]I IPYJHOTO BCKapMJIMBAHUS OCEIIbTAMUBUP MIPUMEHSIOT TOJIBKO B Cllydae,
€CIM OXMJaemasl sIBHAas TI0Jb3a JJIs KOPMSAIICH MaTepu MPEBBIIACT PHUCK JJs peOcHKa.
Depmunbnocmon

Ha ocHOBaHWU TOKIMHUYECKUX JAHHBIX HE O’KUACTCS, YTO OCEIbTAMUBHP BIIUSAET HAa PEPTUIHHOCTh
MY>KUHUH WM KEHIIUH (cM. pa3aen «PapMaKkoJoruuecKre CBOMCTBay, moapasaen «Jloxkmmunyeckue

JTAHHBIEY).

Cnoco0 npuMeHeHMsI U 103bI

BnyTpp, BO BpeMs eIpl WIM HE3aBUCHUMO OT Ipuema nuiuu. [IepeHoCcHMMOCTh mpenapara MOKHO
YJIy4ylIUTb, €CIIn HpI/IHI/IMaTB €ro BO BpCMH C€bl.

B cnydasix, korga y B3pOCHbIX, MOJPOCTKOB M JIETEHl CyIIECTBYeT MmpolbiieMa C MpOrjiaTbIBaHUEM
KarcyJl, Uiy MPU HAJTMYWHU PU3HAKOB «CTAPEHUSD Karcyl (HanpuMep, MOBBIIEHHAs: XPYIKOCTh WU
JIpyrue HapylieHHus (PU3M4ecKoro COCTOSIHUS), HEOOXOJIMMO OTKpPBITh KalCyJdy U BBICHIIATh €€
COIEpKUMOE B HEOOJIbIIOE KOIMYECTBO (MakCUMaibHO 1 waliHas JIOKKa) TOJIXOJISAIIETO
MOJICIANIEHHOTO MPOYKTa MUTaHUSI (IIIOKOJIAHBIA CUPOT C HOPMAaJIbHBIM COJIEP)KaHUEM caxapa Uiu
0e3 coaep)kaHusl caxapa, MeJl, CBETJIO-KOPUYHEBBIN caxap WM CTOJIOBBINA caxap, paCTBOPEHHBIN B
BOJI€, CIJIKHI IecepT, CTYIIEHHOE MOJIOKO C CaXapoM, siOI0UHOE MI0PE UK HOTYPT) AJIst TOTO, YTOOBI
CKpI)ITB l"OpI)KI/Iﬁ BKyC. CMGCI) H€O6XO)II/IMO TIIATCIIBHO nepeMemaTL n aaThb HaIII/IeHTy OCINKOM.
Crnemyet nporiioTUTh CMECH Cpa3y ke Mocie npurotoBieHus. [loapoOHbie pekoMeH Ay JaHbl B

noapasaciic (<3KCTCMHOpaJIBHOG MPUTOTOBJICHUC CYCIICH3UHN CeHLTaBI/Ip®».

Cmanoapmmuulil pexcum 003upoeanus
Jleuenue
[Tpuem mpemnapara HEOOXOAMMO HAYMHATH HE MO3AHEE 2 CYTOK C MOMEHTA Pa3BUTHS CUMITOMOB

3200J1€BaHUs.
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B3pocnvie u noopocmru 6 6ospacme >12 nem

ITo 75 Mr 2 pa3a B CyTKM BHYTPb B T€YCHHE 5 HHEH. YBenmuueHue a03b1 Oonee 150 mr/cyTku He
MIPUBOANT K yCUJIEHUIO 3 dekTa.

Ilemu 6 so3pacme om 1 200a 0o 12 nem

Hetn ¢ maccoii Tena >40 Kr, KOTOpble YMEIOT MPOTJAThIBaTh KAaIlCyJbl, TAK)X€ MOTYT MOJYy4aTh
Jie4YeHue, IPUHUMAs 110 OJIHOM Karcyse 75 Mr 2 pa3a B CyTKU B TEUEHUE 5 JTHEH.

Jns nereit B Bo3pacTe OT 1 roja BO3MOXKHO 3KCTEMIOPAJIbHOE MPUTOTOBJICHHE CYCIEH3UU C
UCIIOJIb30BaHUEM Karicyll 75 Mr (cM. mojpaszzaen «IKCTEMIOpalbHOE MPUTOTOBJICHHE CYCHEH3UU
CenbTaBup®»).

[pumensats npemapatr CenbTaBup® clemyeT 2 pasa B CyTKM B TedeHHME 5 jHEHl COIJIACHO

HIDKETIPUBEICHHOHN TabmuIe:

PexomennoBanHas 103a Ha onuH | KonamdecTBo cMmecw mpemapara
Macca Tena
pueM CGJIBTaBI/Ip® Ha OJIMH TIpHUEM
<15 kr 30 mr 2 MII
>15 - 23 kr 45 mMr 3 M1
>23 — 40 kr 60 mr 4 Mo
>40 xr 75 Mr 5 M
IIpodnnaxktrka

[Tpuem mpenapaTa He0OXOAMMO HAYMHATH HE MO3JHEE 2 CYTOK IOCJIE KOHTAaKTa ¢ 3a00JEeBIIUM
4eJI0BEKOM.

B3pocnvie u noopocmru 6 6ospacme >12 nem

ITo 75 mr 1 pa3 B cyTku BHYTpb B TeueHue He MeHee 10 mHEH mocie KOHTakTa ¢ 3a00JIeBIIUM
yesoBeKoM. Bo BpeMs ce30HHOI snuaemun rpumnmna — no 75 Mr 1 pa3 B CyTKU B TedeHHE 6 HeJlelb.
[Tpodunaktuyeckoe neiicTBUE MPOIOIKAETCS CTOJIBKO, CKOJIBKO JJIUTCS IPUEM Npenapara.

Jemu 6 so3pacme om 1 200a 0o 12 nem

Hetu ¢ maccoit tena >40 Kr, KOTOpblE MOTYT IpPOIJIaThIBaTh KaIlCyJbl, TAKK€ MOTYT MOJy4aTh
npopHIAKTHYECKYIO TepaIHIo, IPUHUMAs 10 OJJHOH Karicyie 75 mr 1 pa3 B cyTku B TedeHue 10 qHei.
Jns nereit B Bo3pacte oT | roga BO3MOXKHO 3KCTEMIIOPAIbHOE NPUTOTOBJIEHUE CYCHEH3UH C
UCTIOIB30BaHUEM Karcyl 75 Mr (cM. pazgen «IKCTeMIOpalbHOE NPUTOTOBICHHE CYCIEH3UU
CenbTaBup®»).

[pumensts npenapatr CenbraBup® cnexyer 1 pas B CyTku B TedeHue 10 jHel COIVIaCHO

HIDKENIPUBEICHHOM Tabmuie:
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PexomengoBanHasi Jo03a Ha oAMHKOIMYECTBO cMecH Tpenapara
Macca Tena ®
puemM CenbTaBUp ~ HA OJIUH MPUEM
<15 kr 30 Mr 2 MII
>15 - 23 xr 45 Mr 3 M
>23 — 40 kr 60 mMr 4 Mt
>40 xr 75 Mr 5 MII

/o3uposanue 6 ocobvix cnyuanx

Ilayuenmoi ¢ nopasicenuem nouex

Jleuenue

[TaruenTamM ¢ KIUPEHCOM KpeaTWHWHa Oojee 60 MII/MUH KOPPEKIMH JO3bI HE Tpedyercs. Y
NALUEHTOB C KIMPeHCOM KpeaTunuHa oT 30 1o 60 m/MuH no3y npenapata CenbTaBup® cieayer
yMeHbIIUTh 70 30 Mr aBa pa3a B CyTKH B TeueHue 5 AHel (cMm. moapaszien «IKCTEMIOpalIbHOE
TIPUTrOTOBIEHHE cycrensun CenbTaBup®»).

Y NaIueHToB ¢ KIMpeHcoM KpeatnHuHa oT 10 1o 30 mi/muH 103y npenapata CenbTaBup® cieayer
yMeHbIIUTh 10 30 Mr oguH pa3 B CyTKH B TeueHue 5 paHeil. [lanmenrtam, HaxoasmuMmcs Ha
MOCTOSHHOM Temoauanuse, npenapar CenbraBup® B epBOHAYATLHOM 03¢ 30 MI' MOKHO IIPHHSATH
JI0 Hayaja JUajin3a, €CJIM CUMIITOMBI TPHUIINA MOSBUIUCH B TEUCHUE 48 4 MEXK/y CEaHCAMH HAJIN3a.
Jlnist mojiiepsKaHus MIa3MEeHHOM KOHLIEHTPALUU Ha TepaleBTHIecKoM ypoBHe npemnapat CenbraBup®
cienyer mpuHuMaTh o 30 Mr mocie Kaxaoro ceaHca Auanusa. [lanmeHTam, HaXoASMIUMCS Ha
TIEpUTOHEANBHOM Juanuse, npenapat CenpTaBup® clepyeT NPUHUMATh B IIepBOHAYANBHOM 103¢e 30
MI 70 Haudaja TpOBEACHHUS auanu3a, 3areM mno 30 Mmr kaxaeie 5 nHel. dapMakKOKHHETHKA
OCeJIbTAMHUBHUpA y MAIIMEHTOB C TEPMUHAIBHON CTaueN MOYEUHON HEIOCTATOUYHOCTH (C KIUPEHCOM
kpeaTuHuHa <10 MI/MUH), He HaXOASIIMXCS Ha AWalW3e, HEe H3ydanack. B CBs3M C 3TUM
PEKOMEHIAIMH TI0 JO3UPOBAHHIO Y JAHHOMW TPYIIIHI MAlIUEHTOB OTCYTCTBYIOT.

[IpodunakTrka

[TaniuenTam ¢ KJIMpEHCOM KpeaTWHWHA Oosnee 60 MII/MUH KOPpPEKIIMH 103bI HE Tpedyercsa. Y
TNALUEHTOB C KIMPEHCOM KpeaTunHuHa oT 30 10 60 Mi/MuH no3y mpenapaTta CenbTaBup® cieayer
yMeHbIIUTh A0 30 MI OIMH pa3 B CYTKH (CM. mojpaszfenl «IDKCTEMIOpAIbHOE MPUTOTOBICHUE
cycniensuu CenpTaBup®»).

VYV manueHtoB ¢ kaupeHcoMm kpeatnHuHa OT 10 g0 30 MI/MHH pEKOMEHIYETCS YMEHBIIHUTH 103y
npenapara CenpraBup® 10 30 Mr uepes jaeHb. IlamueHTaMm, HAXOASIIMMCS HA IOCTOSHHOM

TreMOJuaJIn3¢C, Iperapar CCJ'IBTaBI/Ip® B HepBOHaanLHOﬁ J03€ 30 Mr MOXHO INPpUHATL OO Ha4dajia
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muammsa («1-ii ceancy). Jlns momnmepikaHus TUIa3MEHHON KOHIIEHTPAIMM Ha TEPareBTUYCCKOM
yposue mnpenapar CenbraBup® ciemyeT mpuHMMarh o 30 Mr IOCie KakIOro MOCIETYFOIIEro
HEYETHOro ceaHca auanusa. llanuentaM, HaXOAIIMMCS Ha MEPUTOHEATbHOM JWau3e, Ipernapar
CenbraBup® ciefyeT NpUHUMATh B TIEpBOHAYANLHOM f03e 30 MI 10 Hayala MPOBEJEHHUs IUANTH3A,
3areM 110 30 mr kaxzple 7 gHe. PapMaKkOKMHETHKA OCEIbTAMUBHUPA Y MALIUEHTOB C TEPMUHAIBHON
CTaJiuel TOYEYHON HEIOCTATOYHOCTH (C KIHpPEeHCOM KpeaTuHUHA <10 MJI/MUH), HE HAXOIAIIUXCS HA
JManu3e, HEe u3ydajacb. B CBsI3M ¢ 3TUM pPEKOMEHJALMH MO JO3UPOBAHUIO Yy JIaHHOW TPYIIIBI
MAlAEHTOB OTCYTCTBYIOT.

Ilayuenmui ¢ nopasicenuem nevenu

Koppekiuu 1036l MpH JIeYeHUN U NpoHIAKTUKE TPUNIA Y MAIMeHTOB C HapylmieHHeM (DyHKIHH
MIEYCHU JIETKOM M CpelHeW CTENeHH TKECTH He Tpelyercsa. besomacHocTh U (dapMakOKMHETHKA
OCENbTaMHUBHUPA Y MALUEHTOB C TSHKEIBIMU HAPYIICHUAMHU (QYHKIIUU MIEUYEHU HE U3Yydallach.
Tayuenmul nodicuno2o u cmapueckozo o3pacma

Koppexmuu 10361 11t TpoUIaKTUKA WK JISISHUS TPHIIIA HE TPeOyeTCs..

Tayuenmsi ¢ ocrabreHHbIM UMMYHUMEMOM (noclie MPaHCniaHmayu)

Jleuenue

PexoMeH10BaHHAsI POAOIKUTENBHOCTh TEPANIUU OCEIbTAMUBHUPOM Y MALMEHTOB C OCIa0JIECHHBIM
umMMmyHuTeToMm cocrasisier 10 nueil. Koppekunu no3el He Tpedyercs (cMm. paszzpensl «Ilobounoe
neiictBue» u «®Papmakonoruyeckue cBoiicTBa»). [Ipuem mpenapara HEoOXOOUMO Ha4YMHATH HE
N03/1Hee 2 CYTOK C MOMEHTA Pa3BUTHS CUMIITOMOB 3a00JI€BaHUS.

CesoHHasg npodUIaKTHUKA

s ce30HHON MPOQMIAKTUKY TpUINA y MNAUEHTOB C OCJIAa0JIEHHBIM UMMYHUTETOM B BO3pacTe
>1 roga — B TeueHue 12 Henenb, KOPPEKIUH 1036l HE TpedyeTcs.

Jemu

HpenapaT CGHBTaBI/Ip® HC CJICAYCT HA3HAYATh ACTAM 10 1 roaa.

Ixcmemnopanvroe npuzomosnenue cycnenzuu Cenomaeup®

B cnyuasx, korja y B3pOCIHBIX, MOJPOCTKOB U JIETeH CYIIECTBYET MpobiieMa ¢ MpOTJIaThIBAHUEM
Karcyll WU TpH HAIWYUH TPU3HAKOB «CTapEeHUs» Karcyl, HEOOXOAUMO OTKDBITh Karcyny Hu
BBICHINIATh €€ COJIEP)KUMOE B HEOOJIBIIIOE KOJIMYECTBO (MAaKCUMAJIBHO | yaiiHas J0KKa) MOAXOIAIIET0
MOJICAIIEHHOTO MPOJAYKTa MUTaHMsI (CM. BBILIE) JUIS TOTO, YTOOBI CKpPBITh TOpbKUil BKyc. CMech
HE00X0/IMMO TIATEIbHO MepeMeIIaTh U JaTh HallUeHTY HeIuKoM. CielyeT NporjIoTUTh CMECh Cpasy
K€ T10CJIE IPUTOTOBJICHUS.

Ecnu marmmenTam TpeGyeTcst no3a 75 m2, TO HEOOXOAMMO CIEA0BATh CICTYIONTUM HHCTPYKITUSIM:
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1. Jlepxa oxny Kancymy 75 mr npenapata CenbTaBup® HaJ MaTeHbKOH eMKOCTBIO, aKKYPaTHO
PacKpBITh KaIlCyay ¥ BBICHIIIATH MMOPOIIOK B EMKOCTb.

2. JloGaBuTh HEOOJBIIOE KOJWYECTBO (HE Oosiee 1 dYalHOW JIOKKH) TIOJXOJSIIETO
MOJICIAIIEHHOTO MPOIYKTa MUTAHUA (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOIIO IEpeMenIaTh.

3. TuiarenpHO mepeMemiaTh CMEChb M BBIIUTH €€ Cpa3y e Mocie mpuroTtoBieHus. Eciu B
€MKOCTH OCTaJIOCh HEOOJBIIOE KOJIMYECTBO CMECH, TO CIEAYEeT OMNOJOCHYTh EMKOCTh
HEOOJIBIIUM KOJIMYECTBOM BOJIbI U BBIUTH OCTABILIYIOCS CMECH.

Ecnu mauunentam tpedyroresa a03b1 30 — 60 me, TO ISl IPaBUWIIBHOTO JT03WPOBAHUSA HEOOXOIMMO
CJIEZIOBATh CIEIYIOIINM HHCTPYKLUSAM:

1. Jlepxa oxny Kancymy 75 mr npenapara CensTaBup® HaJ MadeHbKOH eMKOCTBIO, aKKYPaTHO
PaCKpBITh KaIlCyNy U BBICHINIATh OPOIIOK B EMKOCTb.

2. JloGaBUTH B MOPOMIOK 5 MJI BOJABI C MOMOIIBIO IIMPHUIIA C METKAMHU, MOKA3bIBAIOIIUMU
KOJINYECTBO HAOpaHHOH KUAKOCTH. TIIaTebHO IepeMenIaTh B TeUeHHE 2 MUHYT.

3. HaOparte B mmpui HE0OXOAWMOE KOJIMYECTBO CMECH M3 €MKOCTH COTJIAaCHO TaluuIaMm,
MPUBEICHHBIM BBIIIIE.

Het HeoO6xoammocTu B 3a00pe HEPACTBOPEHHOT'O OEJIOT0 MOPOIIIKA, TOCKOJIbKY OH SIBISIETCS
HEaKTHBHBIM HaroyiHuTeaeM. HakaB Ha MOpIIeHb HIPHUIIA, BBECTH BCE €T0 COAECPKUMOE BO
BTOPYIO eMKOCTh. OCTaBIIYIOCS HEUCIIOIB30BAHHYIO CMECh HEOOXO MO BBIOPOCHTH.

4. Bo BTOpYIO €MKOCTh J00aBUTh HEOOJNbIIOE KONUYECTBO (HE Oojee 1 yailHOW JIOXKKH)
HOJIXO/SIIETO MO/ICIALIEHHOTO MPOAYKTa MUTAHUs, YTOOBI CKPBITh FOPHKHUI BKYC, U XOPOLIO
nepeMenaTh.

5. TmarenpHO TepeMemaTh CMECh M BBHIMHTH €€ cpa3y jKe Iociie NMpUrotoBieHus. Eciu B
€MKOCTH OCTaJOCh HEOOJBIIOE KOJIMYECTBO CMECH, TO CJEAYET OIOJIOCHYTh E€MKOCTh
HEOOJIBIIIMM KOJIMYECTBOM BOJIbI U BBIITUTH OCTABILIYIOCS CMECH.

[IoBTOpSANTE JaHHYIO OPOIEAYPY Hepea KaxKIbIM IIPUEMOM Mperapara.

ITo0ouHoOE geiicTBUE

Pesrome mpoduiist 6e3onacHOCTH

O6umit mpodpmip Oe30macHOCTH  OCeNbTaMHBHpPAa OCHOBaH Ha JaHHBIX 6049  B3pocibIx
MAIMEeHTOB/TIOAPOCTKOB U 1473 meTell ¢ TPUIIOM, TMOJYYaBIIUX OCETbTaMUBHP WM IIaredo, a
Takke Ha JaHHBIX 3990 B3pOCHBIX MAIMEHTOB/TIOAPOCTKOB W 253 neTel, MOIyYaroIIuX
OcelbTaMUBUpP WM IUIalie00/He MONy4yaBIIMX Tepanud B KIMHUYECKUX MCCIEJOBaHUAX IO

npo¢HIaKTUKE TPUIIIIA.
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Kpome Toro, 199 B3pociibIx NaleHTOB ¢ 0CIA0JCHHBIM HMMYHHTETOM ITOJTyYHIIA OCETbTAMUBUD IS
JeyeHus rpunna, U 475 mauueHToB ¢ OcnabIeHHBIM UMMYHUTETOM (B ToM uuncie 18 nereit, 10 u3
KOTOPBIX MOJY4ajau OCeJbTaMMBHp M § — Iulane0o0) MOJy4YWJIM OCeIbTaMHMBHP WM IU1anedo uist
NpOoGMIAKTUKY TPUIIIIA.

Y B3pOCIBIX MAIMEHTOB/TIOAPOCTKOB HaANOO0JIee YaCTHIMU HeXxeaTebHbIME peakiusimMu (HP) B xone
KJIMHUYECKUX HCCIICAOBAHUI JICUSHHUs rpulna ObUIM TOITHOTA U PBOTA, a B XOJI€ UCCIIEIOBAHUN T10
IpopHIAKTUKE — TOLUIHOTA.

BonpmmHcTBO ykazanHbix HP Obuiu 3aperucTpupoBaHbl OJHOKPATHO B MEPBBIH WM BTOPOH JEHb
TEpanuy U CIOHTAHHO pa3pellaiuch B TEYEHUE MOCIEAYIOMUX 1-2 qHei.

VY nereit nHaubosee yacto Bcrpeuatomericss HP Ovina pBora.

VY OoJsibLIMHCTBA MAaMEHTOB JaHHble HP He mpuBOMINM K OTMEHE TEepaIlluu OCEIbTaAMUBHPOM.
Cepbesnble HP, nepeuncieHHble HUXKE, PEAKO OTMEYAINCh C MOMEHTA BbIX0/la OCEeJIbTaMUBHpa Ha
pPBIHOK: aHauIaKTHYECKHEe WM aHA(pWIAKTOMIHBIE PEAKLWH, HAPYIIEHHS CO CTOPOHBI IEYECHU
(ynbMUHAHTHBINM renaTuT, HapylIeHne QYHKIMH TTEYCHU U KENTyXa), aHTHOHEBPOTUIECKHUH OTEK,
cuHpoM CruBeHca-/[DKOHCOHA U TOKCHUYECKHUH 3MUIEepMalIbHbIM HEKPOJIU3, KeTyJOYHO-KUIIIEUHOE
KPOBOTEUCHHE U HaApYyLIEHHUs CO CTOPOHBI HEPBHOM cHUCTEMBbl U MCUXHUKHU (cM. paznen «Ocobble
yKa3aHUs»).

Crincok HeXeTaTeNbHBIX PeaKIUi MPEICTaBIeH B TAOIMYHOM (popMaTe HUKE.

Jlis onucaHMsl 4acTOTHI HEXKEJIATEeNbHBIX pPeakUUil HCHOJb3yeTcs Ccleaylolias Kiaccupukanus:
oueHb yacteie (>1/10), gacteie (>1/100 u <1/10), mHeuactsie (>1/1000 u <1/100), penkue (>1/10000
u <1/1000) u ouenp peakue (<1/10000). CooTBercTByIOIIasl KaTeropus INPUCBAUBAETCS
HE)KEeJIaTeNbHBIM PEaKIHsIM Ha OCHOBAaHHH 00BETMHEHHOTO aHAIN3a KIIMHUYECKUX HCCIIEIOBAaHNH.

Jleuenue u I’lpOd)MJZCleuKCl cpunnd y 63pocCjblx u I’ZOODOCI’I’ZKOS

B tabmuue 1 mpencrasnenst HP, Bo3HuKaBIIMe Hanbojiee 4acTo MpHU MpUEME PEKOMEHJIO0BAaHHOMN
JI03bl OCeNbTaMMBHMpa B HUCCIEIOBAaHMAX IO NpOo(UIAKTHKE W JICYEHUIO T'PUIINA Yy B3POCIBIX U
1oIpocTKOB (75 Mr 2 pa3a B CyTKU B TeUeHHE 5 AHEH AJis iedeHus u 75 mr 1 pa3 B CyTku A0 6 HeZelnb
JUTSL PO HMITAKTUKH ).

B uccnepoBanusax mo npouiakTuke rpunmna npoduiab 0e30MacHOCTH y MAIMEHTOB, MOJyYaBIIUX
pekoMeHI0BaHHYI0 103y npenapara CensTaBup® (75 Mr 1 pa3 B cyTKH 10 6 Heielb), KAUeCTBEHHO
HE OTJIMYAJCS OT TAKOBOIO B UCCIIEJIOBAHMSIX 110 JICUEHUIO T'PUIINA, HECMOTPA Ha OoJsiee JUIUTEIbHBIN

npUeM Ipernapara.
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Ta6n1/1ua 1. HexenarenbHble pPCaKkiuu, BBIABJICHHBIC B XOAC KIIMHUYCCKHUX HCCHCI[OBaHI/Iﬁ 110

npoHIAKTUKE U JICYCHUIO TPUIIA OCETbTAMUBUPOM Y B3POCIBIX MAI[IEHTOB U MOJAPOCTKOB WM B

X04€ MOCTPETUCTPALITMOHHOT'O Ha6J'IIO,Z[CHI/I$I.

Kuace cucreMHe:xenareJbHbIe peaKIlUuM, pacnpe/e/ieHHbIE COIJIACHO YACTOTe BbISIBJICHUS
OpraHos
OuyeHb YacTo Yacto Heuacto Penko
Unghexyuonnvie u Bpouxur,
napasumapmvie Herpes simplex,
3a601e8aHUs Ha30(hapuHTHUT,
nHpEKIUH
BEPXHUX
JIbIXaTeNbHBIX
IIyTE€H, CAHYCHT
Hapywenus co TpomOoruTOnIEHUS
CMOPOHbL KPOBU U
aumpamuyecko
cucmemul
Hapywenus co Peakiun AHapuIaKTHIeCKHe
CMOpPOHbL TUIEPYYBCTBUTE | pEaKlUu,
UMMYHHOU JBHOCTHU aHa(uIaKTOUIHBIE
cucmemul peakuuu
Hapywenus becnokoiicTo,
NCUXUKU aHOPMAJIbHOE
MOBEJICHHUE,
TPEBOKHOCTb,
CIyTAaHHOCTH
CO3HAHUS, open,
JEIUPUH,
TaJUTIOIIMHAITUH,
HOYHBIE  KOIIIMApHI,
NnpuurHeHue  cebe
TEJIECHOTO
TTOBPEXKICHUS
Hapywenus co | T'onoBHas 00Jb becconnunia N3menenue
CMOPOHBL  HEPBHOL CO3HaHMA,
cucmemul CyZIoporH
Hapywenus co Hapymienue 3penns
CMOpOHbL  Op2aHa
3penus
Hapywenus co Aputrmus
CMopoHblL cepoya
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Hapywenus co
CMOpPOHbL
ObixamenvbHoU
cucmembl, Op2aHos
2PYOHOU KIemKU U

Kammens, 6onb B
ropJie, puHOpest

cpedocmenust
Hapywenus co | TommHoTta PBora, Gomp B Kenynouno-
CMOpOHbL KHUBOTE KHIIICYHBIC
JHCENYOOUHO- (BKIIFOUAst 0OJIb B KpOBOTEUYCHHS,
KUULEYHO20 BEpXHEW 4YacTH reMOpparu4ecKuii
mpakma KHUBOTA), KOJIUT
JIUCTICTICUS
Hapywenus co [ToBbilIeHNE DyIIbMUHAHTHBIN
CMOPOHbLL NeYeHu U aKTUBHOCTH TeTaTuT, IeYCHOYHAs
JHCENUEeBbIBOOAUIUX «TIEYEHOYHBIX» HEJ0CTaTOYHOCTb,
nymet bepmeHTOB renaTur
Hapywenus co Dk3ema, AHTMOHEBPOTHUYECKHU
CMOPOHbBL KONCU U JIepMaTHT, ChIllb, | 1 OTEK,
NOOKOJICHBIX KpaIruBHUIIA MyIbTU(DOPMHAS
mKaweu dpUTEMA, CHHJIPOM
CruBeHca-
JlxoHCcoHa,
TOKCHUYECKHI
SMUIEPMATbHBIN
HEKpOJIU3
Obwue Boib,
paccmpoticmea U TOJIOBOKPYKEHU
HapyweHus 8 e (BKITIOUAst
Mmecme 86edenus BEPTHUTO),
YTOMJISIEMOCTb,

JIMXopajka, 60yb
B KOHEYHOCTSIX

Jleuenue u npoqbwzaicmuka cpunna 'y demell

B xnuamgeckux HCCIICAOBAHUAX OCCIbTaMUBHPA IIPH JICUCHUUW T'pHUIIIIa NPUHUMAIU Yy4aCTUC

1473 peOenka (BkITr0Yas B IIeJIOM 3J0POBBIX JieTeil B Bo3pacTe oT 1 1o 12 neT u aeteit ¢ actMou

B Bo3pacte oT 6 no 12 ner). M3 Hux 851 peOeHOK monydan Tepamnuio OCeIbTaMUBHPOM B

JeKapcTBEHHOM (opme «cycrneH3usi». Becero 158 nereil mosyyanu peKOMEHIOBAHHYIO 103y

ocenbTamMuBUpa | pa3 B CYyTKH B UCCIIEIOBAHUSIX MIOCTKOHTAKTHOW MPO(UIAKTUKN B JIOMAITHUX

ycnoBusix (N=99), B 6-HEeENbHBIX UCCIEIOBAHUSAX Ce30HHOM Mpodunaktuku (N=49) u 12-

HEIEIbHBIX HCCIECHOBAHUSIX CE30HHOMU HpO(I)I/IJ'IaKTI/IKI/I Y MNanuceHTOB C oc1a0JICHHBIM

ummynuterom (N=10).

B Tabnmune 2 npencraBnens HP, Hanbosee yacto coolmiaeMble B X0/€ KIMHUYECKUX

HCCIIEIOBAHUH Y JIETEM.
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Ta6n1/1ua 2. HexenarennHbie pPCaKkiuu, BBIABJICHHBIC B XOAC KIIMHUYCCKHUX I/ICCJIGILOBaHI/Iﬁ 10

npoHIAKTUKE U JICUYSHHIO TPHIIA OCETBTAMUBUPOM Y JieTei (1032 oT 30 Mr 10 75 MT B 3aBHCUMOCTH

OT BO3pacTta/Beca).

Kaace cucremHexenatelbHble  peaklMH, pacnpelejieHHble  COIJIACHO  4YacTOTe
OpPraHoB BbISIBJICHUSA
Ouenn yacto [UYacto Heuacto Penko

Hngpexyuonnvie Cpennuit OTUT
u napazumapmvie
3abone8anus
Hapywenus  co ['onmoBHas 60J1b
CMOpOHbL
HepBHOLL
cucmemol
Hapywenus  co KoHBIOHKTUBHUT
CMOPOHbL Opeana (BKITFOYAS
3penus MMOKpacHEHHUE

a3, BBIJCIICHUS

1 00J1b)
Hapywenus  co bons B yxe Hapymenns co
CMOPOHbL Op2ana CTOPOHBI
cnyxa u OapabaHHOMI
naOupuHmHble MePENOHKHU
HapyweHus
Hapywenus  co | Kawens, Punopes
CMOpOHbI 3aJI0’KEHHOCTh
ovixamenbHou HOCa
cucmemvl,
0p2ano8 2pyoHoll
KAemKu u
cpedocmenus
Hapywenuss co | PBora bons B xuBOTE
CMOpPOHbI (BxITROUAst 60JH B
HCenyO0UHO- BEpXHEH 4YacTu
KUULEYHO20 JKUBOTA),
mpakma JIACTIETICHUS,

TOIIHOTA
Hapywenua  co Hepmatut
CMOPOHbL KOXHCU U (BKITIOUAsS
HOOKOJCHBIX aJIeprUYeCKUil
mKaneu YU aTONMUYECKUU

JIEPMATHUT)
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Onucanue omoenbHblX HeXCelamelbHblX peaxyuti

Hapywenus co cmoponwvl HepeHoti cucmembl U NCUXUKU

['pumnmo3nas UHPEKIHUS MOXKET aCCOIIMUPOBATHCS C PA3TMYHBIMUA HEBPOJOTUUYECKHUMH CUMITTOMAMHU
W HM3MCHEHUSMHU I[IOBEJCHUS, BKJIIOYAs TaKWE CHUMIITOMBI, KakK TaJUTIOIMHALNM, ACIUPHHM, U
AHOPMAaJIbHOE MOBEJCHUE. B HEKOTOPBIX CIIydasiX OHU MOTYT IIPUBECTH K CMEPTEIBHOMY UCXOY.
JlaHHbIE SBICHUS MOTYT BO3HHKATh Kak Ha (hoHE pa3BUTH dHIeDanonaTuu wim SHiedannTa, Tak u
OTJEJIbHO, 0€3 IBHOTO THKEIOT0 3a001€BaHHUS.

B mocTtpeructpanimoOHHBIX COOOIICHUSX Y IMAIMEHTOB, KOTOPBIC MOJYYaJId OCEIbTAMHUBUD JIs
JICYCHUS TPUIINA, OTMEUYAINCH CYJOPOTH U JCIUPUN (BKIIOYAsT TAKHE CUMIITOMBI, KaK HapylIeHUE
CO3HaHMS, CIIYTAHHOCTh CO3HAHUS, aHOPMAIBbHOE TIOBEJICHUE, Opel, TaJUTFOIIMHALINN, OECIIOKOMCTBO,
TPEBOXKHOCTb, HOYHbBIE KOIIMAphl). DTU CIy4yau PEAKO COMPOBOXKIAINCH OMACHBIMH JIS >KU3HU
AKTUBHOCTSMH WJIM JICTATBHBIM UCX0J0M. [laHHBIC SBICHHS ObUIH 3apeTrUCTPUPOBAHBI B OCHOBHOM
Cpeau JeTel ¥ TOJPOCTKOB M YaCTO UMEJIH BHE3AITHOE HAYajIo U OBICTPOE pa3pelicHue.

Poin OCeJIbTAMHUBHPA B pa3BUTHHA JIAHHBIX SIBJICHUM HEU3BECTHA. Yka3aHHbIe
MICUXOHEBPOJOTHYECKHE HAPYIICHUS TaKXKe ObLTN 3apPETUCTPUPOBAHBI Y MAIIMEHTOB C TPUIIIOM, HE
MOJIy4aBUIMX OCEIbTAMUBHP.

Hapywenus co cmoponul neuenu u scenueol800auux nymet

Hapymennss co CTOpOHBI MEYEHU M KETUEBBIBOJAIIMUX MYTEH, BKIKOYAsl IEMAaTUT W MOBBIIIEHUE
AKTUBHOCTH «II€YEHOYHBIX» (EPMEHTOB, OTMEYAJUCh Yy TMAalUEHTOB C TPUIIONOI00HBIM
3a0oyieBaHreM. YKa3aHHBIE SIBICHHUS TakkKe BKIOUYAIH (DYIbMUHAHTHBIM TEMaTUT/TIEYCHOYHYIO
HEJIOCTAaTOYHOCTE C JETaJIbHBIM HCXOIOM.

Ilpouue o0cobbie nonyiiayuu nayuermos

THoocunvlie nayuenmvl U nayuenmvl ¢ XPOHUYECKOU  CepOeYHOU  U/UMU  ObIXAMeNbHOl
He0oCmamoyHOCmbio

[Tomynsiuysi, BKIOYEHHAs B MCCIEAOBAHUS I10 JICUEHUIO TPHUIIA, COCTOsUIa U3 B IIEJIOM 3J0POBBIX
B3pPOCJIBIX/TIOAPOCTKOB M MALMEHTOB TPYIIbl pHUCKa (PUCK pPAa3BUTHS OCJIOKHEHUN TpHUIIIA,
HanpuMep, NOMYNSIMS MOXKWIBIX MAlMEHTOB M NAIMEHTOB C XPOHMYECKOH CepleyHOM WIu
JIbIXaTeNbHOM HEJOCTaTO4YHOCThI0). B menom mpoduias 6e3omacHOCTH mpemnaparta y MalHdeHTOB
IPYMIIBI pUCKa OBLIT COMIOCTABUM C TAKOBBIM Yy B IIEJIOM 3JI0POBBIX B3POCIBIX/TIOAPOCTKOB.
Tayuenmol ¢ ocnadreHHbIM UMMYHUMEMOM

JledeHnue rpunmna y maMeHTOB C OCIA0JIEHHBIM UMMYHUTETOM OLIEHUBAJIOCHh B JIBYX KJIMHUYECKUX
UCCIIEIOBAaHMAX: MALMEHTHI MOJIyYaJld CTaHIAPTHYIO 03y WM MOBBIIMIEHHYIO 703y (IBOWHYIO WM
TpoOitHyI0) ocenbTamuBHpa (cM. pazzaen «Dapmakonaoruueckue cBoiictBay). Ilpoduins 6e3onacHocTu

nmpemnapara, Ha6HIOJIaeMBIﬁ B JaHHBIX HUCCJIICAOBAHHUAX, OBLI COITIOCTaBHM C TAaKOBBEIM B NpECAbLAYIIUX
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KIIMHUYECKUX HCCIICIOBAaHUSX, B KOTOPBIX OCEIHTAMUBHP MPUMEHSUICS ISl JICYCHHS TIAIIHCHTOB C
HOPMaJTbHBIM HMMYHUTETOM CPEIH BCEX BO3PACTHBIX TPYIIII (3I0POBHIC MAITUEHTHI HITU MAIlUEHTHI 13
TpyOIbl pUCKA, HApUMEp, C AbIXATeNbHOM W/WIM CepAeHYHON Hen0CcTaToOYyHOCThI0). Haubonee
YaCcTHIM HEXKEJaTeNIbHBIM SIBJICHUEM Y JIeTel ¢ ocablieHHBIM HMMYHHUTETOM ObL1a pBoTa (28 %).
B xone 12-HenenpHOTO HCCIeI0BaHMUS M0 MPOPMIAKTHKE TpUNa y 475 MalMeHTOB C 0CIa0ICHHBIM
UMMYHHUTETOM (BKIItouast 18 mereit B Bo3zpacte ot 1 10 12 et u crapiie) npoduiib 0€30MacHOCTH B
rpymie ocenbramuBupa (238 mamueHToB) ObUI COMOCTaBUM C paHee HabOMromaeMbpIM Ipodriem
OCeIbTaMUBHUPA B KIIMHUYECKUX HUCCIIEIOBAHUAIX MO MPO(UIAKTHKE.

eTH
Jemu (0o 1 200a)
B naByx wuccnegoBaHusx ¢GapMaKOKHMHETUKH, (apMakoAUHAMUKH U Tpoduias 0e30macHOCTH
OcenbTaMUBHUPA, B KOTOPBIX MpUHUMANU y4dactue 135 gereld B Bo3pacTe 10 1 roga ¢ TpHIIOM,
npod s 6€30MacHOCTH Mpernapara ObUI COMTOCTAaBUM B PAa3JIMYHBIX BO3PACTHBIX rpynmnax. Haubomnee
4acTO COOOIIaeMBIMH HEXKEATSIbHBIMHY SBJICHHUSIME TIPU 3TOM OBUTH PBOTA, TUAPEST K ONIPEIIOCTH (CM.
paznen «dapmakonoruyeckue CBOMCTBa», moapaszaen «PapMakoKUHETHKA»). JlaHHBIE O NIEeTAX B
MOCTKOHIIENITyaJIbHOM BO3pacTe 10 36 Hefellb HeA0CTaTOYHBI.
JlanHbIe 10 6€30MMACHOCTH MTPUMEHECHHSI OCEIIbTAMUBHpA MPH JICYCHUH y JETEH B Bo3pacTe 10 1 romaa
MOJIY4EHBI U3 MPOCIIEKTUBHBIX M PETPOCIEKTUBHBIX HAOIIOAATEIbHBIX MCCIEAOBAHUHN (BKIIOYAIH
O6omee 2400 nerell MaHHOTO BO3pacTa), HMCCICIOBAHUM SMHIACMHOJOTHYSCKHX 0a3 JaHHBIX H
noctperucrpanuonHoro HabmoaeHus. [lpopuns 6e3omacHocTu y neteit 10 1 roga comocTaBuM ¢
W3BECTHBIM MpoduiieM 6e30NmacHOCTH Yy JAeTel B Bo3pacTte | roga u crapiie.
Jlemu ¢ bporxuanbHoU acmmou 6 aHamHese
B nenom mpodune HexenaTrenbHBIX peakiuil y AeTel ¢ OpoHXHaIbHOW acTMOIl B aHaMHe3e ObLI

COIIOCTaBUM C TAKOBBIM B ICJIOM Y 3IOPOBBIX JIETEeM.

Ilepeno3supoBka

B OonpmmHCTBE cnydaeB MepeAO3MpOBKAa B XOJ€ KIMHUYECKUX HCCIEAOBAHUW U TIpH
MNOCTPETMCTPALIMOHHOM  NPHUMEHEHMHM OCelbTaMHBHpa HE CONpPOBOXJAaldach KaKUMHU-JIHOO
HE)KEJIaTEJIbHBIMU SIBJICHUAMHU. B OCTanbHBIX Cllydasx CUMITOMBI IEPEI03UPOBKH COOTBETCTBOBAIN

HE)KEeNaTeNIbHBIM SIBJICHUSM, NIPEICTaBIeHHBIM B pasjeine «IlobouHoe nelicTBuey.
B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH

(DapMaKOKI/IHCTI/I‘-ICCKI/IC CBOMCTBaA OCCJIbTaMHBUPpA, TAKUC KaK €TI0 HU3KasA CTCIICHb CBA3BIBAHUSA C

Oenmkamu 1 MeTaboim3M, He 3aBUCUMBIN OT n3odepmenta CYP450 u cucrembl rTIOKypoHUAA3 (CM.
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paznen «dapMakonoruueckue cBOMCTBa», nojapasaen «DapMakoKWHETHUKAY), HE JAIOT OCHOBAaHUM
MpeAnojaraTb HAIMYME KIMHUYECKHU 3HAUMMBIX B3aMMOJICUCTBHI MO yKa3aHHBIM MEXaHU3MaM.
Ilpobeneyuo

Koppekuuu 10361 IpH 0OJHOBPEMEHHOM MPUMEHEHHH C MPOOEHEUAO0M Y MAlIUEHTOB ¢ HOPMAIbHOMN
dbyHKIMe modek He Tpedyercs. OMHOBpEMEHHOE NPUMEHEHUE C MPOOCHEIHIOM, MOIIHBIM
WHTUOMTOPOM aHMOHHOM KaHAJIBIEBOM CEKPEIMU B MOYKAX, IPUBOJIUT K ~ 2-KPAaTHOMY YBEJIUUYEHUIO
9KCIIO3UIIMU aKTUBHOTO METa0O0JIUTa OCEIbTAMUBHPA.

Amoxcuyuniun

Kunernueckoe B3auMOIeHCTBUE OCEIbTAMUBHPA M aMOKCULIMIUTMHA (BBIBOJISAIIETOCS TEM K€ MyTEM,
YTO W OCEIbTaMHUBHUP) OTCYTCTBYeT. llpenmonaraercs, 4To KOHKYpEHLUsSI OcCelbTaMUBHUpa 3a
BBbIBE/ICHHE MTOYKaMHU ciabasl.

Buigedenue ¢ mouoti

ManoBepoATHbl KIMHAYECKU 3HAYMMbIC MEXKJICKAPCTBEHHBIC B3aUMOJICHCTBUS, CBSI3aHHBIE C
KOHKYpEHIIMEH 3a KaHAJIbIEBYIO CEKPELHIO, MPUHUMAs BO BHHMAHHUE PE3EpB OE30MACHOCTH IS
OOJBIIMHCTBA MOJOOHBIX MPENapaToB, MYTH BBIBEACHUS aKTHBHOTO METAa0OJUTa OCEIbTaMHUBHpPA
(xry6ouKkoBas GUIBTpaLIMS U AHUOHHAS KaHABIIEBAsi CEKPELIHsl ), a TAK)KE BBIBOSIIYIO CIIOCOOHOCTD
KaXJ10T0 U3 myTeil. OIHaKo, MPUMEHATH OCEIbTAMUBUP B KOMOUHAIIMH C MperapaTaMu, UMEIOIUMU
Y3KyI0 IIMPOTY TEPaANeBTHUUECKOrO0 JEUCTBUS (HAmpumep, XJIOPIPOMaMHI, METOTPEKcar,
bennnldyTa3oH), HEOOXOAUMO C OCTOPOKHOCTHIO.

Hononnumenvnasn ungopmayus

He oOnapyxeHo (HapMakKOKMHETHYECKUX B3aUMOJICHCTBUM MEXIY OCEIbTAMHUBUPOM WJIH €0
OCHOBHBIM META0OJUTOM MpPHU OJHOBPEMEHHOM MpPHEME C IMapalreTraMoyioM, aleTHJICATUIIUIOBOM
KHUCTIOTOM, IMMETUIMHOM, aHTAIIMIHBIMHA CPEACTBAMU (MarHus W aTiOMUHUS THAPOKCH], KaJbIUsI

KapOOHAaT), pUMaHTAJUMHOM WM BapdapuHoM (y TNauUMEHTOB Oe3 TpuMmna, CTaOWIbHBIX Ha

Bapdapuue).

Oco0ble ykazanust

OcenbTamuBHp 3((PEKTUBEH TOJIBKO B OTHOIIEHHH 3a00JIeBaHMs, BBI3BAHHOI'O BUPYCOM TpHIIIIA.
Jannbie 00 3(p(eKTUBHOCTH OcenbTaMHUBHpa NpU Tepanuu 3a00JieBaHUM, BBI3BAHHBIX HMHBIMU
areHTamMH, OTCYTCTBYIOT (cM. pasgen  «DapMakoJOTHUECKHE  CBOWCTBa»,  MOApa3fel
«DapmMaKoIMHAMHUKa»).

Ipenapam Cenvmasup® ne asnsaemca 3aMenoll 6aKyUHARUU.

Hcnonb3osanue npenapara CenbTaBup® He JOIKHO BIMATH HA OIIEHKY HAIlMEHTOB MPH MPOBEICHUH

e)KeFOJIHOﬁ BaKIIMHAIIMU ITPOTHUB I'PHUIIIIA.
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3aluTa OT FPUIIA JTUTCS TOIBKO JI0 TeX Mop, Moka npuMensercs npenapat Cenbrasup®. [Ipemapat
CJIEZIyeT MCIOIb30BATh TOJIBKO JUIA JICYCHUS W NPOPHUIAKTHKU T'PUIIA U TOJIBKO B Cly4yae, eCiH
JIOCTOBEPHBIE SMUAEMHOIOTMYECKHUE JaHHbIE YKA3bIBAIOT HA TO, YTO BUPYC T'PUIINA [UPKYIUPYET B
o01Iel MOnyJISAINUHN.

UyBCTBUTENBHOCTh LIUPKYJIUPYIOLIMX IITAMMOB BUpYyCa I'PUIIA K OCEIbTAMUBUPY MOMKET CUIBHO
BapbUpoBaTh (cM. pazaen «dapmakonoruueckue cBOHCTBa», moapasnen «dapmakoanHaMuKay,
MYHKT «Pe3UCTEeHTHOCTHY).

Takum oOpa3oM, HpH Ha3HAYEHUHW IMpenapara HEOOXOJUMO YYUTHIBATH CaMyH0 MOCIEAHIOO
JOCTYITHYIO0 HH(POPMAIIHIO O YyBCTBUTEIFHOCTH LIUPKYIUPYIOLIETO BUPYCa K OCEIbTaMUBUPY.
Taoicenoe conymemeyrowee 3a601e8anue

Jannsle o Oe3omacHOCTH M A(PGEKTUBHOCTH MPUMEHEHHUs OCelIbTaMUBHpa Yy TMAalUeHTOB C
JIOCTaTOYHO TSDKEIBIM  COIMYTCTBYIOLIUM 3a00J€BaHUEM WU HECTaOWIBHBIM COCTOSTHHEM,
IpeIIoJIaratoiuM rOCIUTAIN3AIHI0, OTCYTCTBYIOT.

Tlayuenmsi ¢ ocradreHHbIM UMMYHUIMEMOM

O¢ddexkTuBHOCT OCeNbTaMUBHpA NpPU JICYEHUM WIM NPO(UIAKTUKE TPUIINA Yy MHAlUEHTOB C
ocnabIeHHBIM UIMMYHHUTETOM YETKO HE YCTaHOBJIeHa (CM. paznen «DapMakoIoruueckue CBOMNCTBaY,
nonpaszaen «DapmakoauaamMuka). OHAKO Y B3pOCIBIX IMAIMEHTOB C 0CTa0JEHHBIM HMMYHUTETOM
JIeYeHUE TPUIIa CIeAyeT MPOBOAUTH HA NPOTsuKeHUHU 10 HeH, Tak KaK KIIMHUYECKUE UCCIIe10BaHus
npu 0oJiee KOPOTKOM Kypce Teparnuu He TPOBOAUIUCE.

Cepoeunas/ovixamenvhas HeOOCMAmoyHOCHb

O} PexTUBHOCTh OCENbTAMUBUPA NPHU JIEUEHUU WM NPO(PUIAKTUKE TpUINa y MalUEHTOB C
XPOHUUYECKOW CEepACYHON W/WIIM JhIXaTeIbHON HEAOCTaTOYHOCTHIO HE yCTaHOBIIeHAa. B maHHOMN
HOMYJISAIMY HAllMEHTOB YaCTOTa BO3HUKHOBEHHS OCIOXKHEHUH Obl1a CONOCTaBUMA B IPYIIIE JIeUEHU
U rpymne mianeoo.

Jemu

JlanHble U1 OMpeNeNieHusl 103bl Y HEJAOHOIIEHHBIX JeTed (IIOCTKOHLENTYyaJdbHBIH Bo3pacT <36
HEJIENb) OTCYTCTBYIOT.

Ioueunas HedocmamouHocms MANHCENOU CHENneHU MANCeCmu

VY B3pochbIX MalMEHTOB W moApocTkoB (13 — 17 ner) ¢ TsOKenoll CTeneHbl0 MOYeuHOU
HEJOCTAaTOYHOCTU TMpHU JIEYEHUH U MpO(UIAKTUKE TpHUMNa PEKOMEHAYETCS KOPPEKIHs 03Bl
Knunuueckue naHHble 411 KOPPEKIMU O3Bl y MJIa/ICHLIEB U AeTel (B Bo3pacTte oT 1 roja u crapiie)
C TMOYEYHOW HEJOCTAaTOYHOCTBIO OTCYTCTBYIOT (CM. pasnenbl «Crnocod HMpUMEHEHHs U JI03BI» U

(((DapMaKOJ'IOFI/I‘{CCKI/IC CBOﬁCTB&)), noapasacil ((CDapMaKOKI/IHCTI/IKa»).
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Ilcuxonesponocuyeckue HapyuieHus

Y mnanueHToB (B OCHOBHOM Y JIeT€li W MOAPOCTKOB), MPUHUMABIIMX OCEIbTAMHBHD, OBLIN
3apErUCTPUPOBAHBl ICUXOHEBpOJOrHueckre HapyiieHus. [logoOHbIe CHXOHEBPOIOTUYECKUE
HapyILIEHUs TaK K€ OTMEYEHbI y MAalUEHTOB C TPUIIIIOM, HE MOJy4YaBIIUX oceiabTaMuBHp. Cienyer
TIIATEJIbBHO MOHUTOPUPOBATh MALMEHTOB HA MPEAMET U3MECHEHUM B IOBEJCHUHU, PUCK U T0JIb3a
MPOJIOJHKCHHUSI TEPATTUH JIOJKHBI OBITh OIICHEHBI TS KKIOTO MAIMeHTa HHIUBUIYATBHO (CM. pa3ien
«IToGouHOE nEercTBHEY).

Huempykyuu no npumenenuro, 00pawieHuro u yHU4moNceHuro

[lonaganue JEeKapCTBEHHBIX IMPENApaTOB B OKPYKAWOIIYIO CpPeay JAOKHO OBITh CBEICHO K
MuHUMYMy. He ciienyer yrunusupoBaTh npenapar C IMOMOIIBK) CTOYHBIX BOJ WJIM BMECTE C
OBITOBBIMU OTXOZaMH. 110 BO3MOXXHOCTH HEOOXOIMMO HCIOJIb30BATh CICLUATbHBIE CUCTEMBI JIJIS
YTHJIM3ALUHU JIEKaPCTBEHHBIX MPENapaToB.

Bcnomocamenvhuvie sewecmea

IIpenapat CenpTaBup”™ CONEPKUT KPACUTENh COTHEUHBIH 3aKaT XKeJThIi, KOTOPBIA MOXKET BBI3BIBAT

AJICPru4CCKUC pCaKuu.

Biusinue Ha CIOCOOHOCTH YNIPABJSTH TPAHCHOPTHBIMU CPeICTBAMM, MEXaHU3MAMHU
[Ipenapar He BnuseT, MO0 OKa3bIBAET HE3HAYMTEIIHLHOE BJIHMSHUE HA CIIOCOOHOCTH YIPABISATH

TPaHCIIOPTHBIMU CPCACTBAMU U MCXaHHU3MaMU.

dopMa BbIITYCKa

Kancynsr 75 mr.

ITo 5, 7, 10, 14 xancyn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 IUIEHKU NOJIMBUHUIXJIOPUIHON THO0
IUIEHKU TIOJIMBUHWIXJIOPUIHOM/TIOIMBUHWINACHXJIOPUAHON U (DOJIBI'M aFOMUHHEBOM Ie4aTHOU
JTAKUPOBAHHOM.

Wnu no 5, 7, 10, 14 xancyn B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 MaTepraia KOMOMHHUPOBAHHOTO
Ha OCHOBE (hosibru (TpeXClIOMHBIA MaTepuai, BKIIOYAIOMIMKA aJTIOMUHUEBYIO (OJIBIY, IJIEHKY W3
OpPUEHTHPOBAHHOTO IOJMAMMJA, TOJIMBUHWIXJIOPUIHYIO IUIEHKY) U (DOJIBIM  allOMHUHHEBOM
[I€YaTHOW JIAKUPOBAHHOM.

1,2,3,4,5 wm 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIHMEW IO MEIULIMHCKOMY

MPUMEHEHHUIO (JTUCTOK-BKJIAJIBIINT) TTOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

Cpoxk rognocTu

3 rona.
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He NPUMCHATH MO UCTCUCHUHU CPpOKA T'OAHOCTHU.

YcaoBusi XxpaHeHust
XpaHuTb TIpU TeMIiepaType He Boie 25 °C B KapTOHHOHM YIIaKoBKe (ITauke).

XpaHUTb B HEOCTYITHOM JUIsS IETEU MECTE.

YcaoBus oTnycka

OTnycKaroT 1Mo PeLernTy.

Jlep:kaTeb perucTpanuoHHoro ynocropepeusi: OO0 «ATtoum»

Poccus, 445351, Camapckast 0611, r. XKurynesck, yi. I'uapoctpoutenei, 1. 6.
pousBoautesn: OO0 «O30n»

Poccus, Camapckas 0011, 1.0. XKurynesck, r. XKurynesck, yi. ['mapoctpourenei, a. 6.
Opranun3anus, npuHUMAauas nperensun norpedoureneii: 000 «O3o0n»

Poccus, 445351, Camapckas 0611., r.0. XKurynesck, r. XKurynesck, yi. ['uapoctpoureneii, 1. 6.
Temn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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