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WHCTE yKHHHn QCNEOOBATENEHOCTE 0003)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

I'punrepa®

PerncrpanuoHHblii HOMep:

Toprosoe Haumenopanue: I'punrepa®

Me:kayHapoaHOe HeIATEHTOBAHHOE MJIHM I'PYNIIUPOBOYHOE HAMMEHOBAHME: OCEIbTAMUBUD
JlekapcTBeHHasi gopma: KarcyJsibl

Cocras:

1 kancyna codeporcum:

Oelicmsyowee geujecmeo. ocenbramuBupa gocdar — 98,5 Mr, B epecyeTe Ha OCEIbTAMUBHP —
75 wmr;

gcnomocamenvhvle  gewjecmed:  Kpaxmaldl — IpeKeTaTUHU3UpOBaHHBIM, moBuaoH K30,
KpOCKapMesuio3a HaTpus (IPUMeInIo3a), TalIbK, HaTpHsl cTeapuiidymapar.

Kancynet meepovie srcenamunosvie Ne 2.

KOpnyc Kancy/ivl: TUTaHa IUOKCUJ, KPaCUTENb OKCUJI JKeJie3a YePHBIN, )KeTaTHH;

Kpbluieyka Kancyivl: TUTaHA JHUOKCUJ, KPacUTENIb OKCHJI JK€Je3a JKENTbIH, KpacUTENlb OKCH]
JKeJe3a KpacHbI, JKEJIaTHH.

Onucanue:

TBepabie KenaTHHOBBIE Karcyibl Ne 2 ¢ KOpIyCOM CBETJIIO-CEPOTo LBETA U KPBIIIEYKOH KEJITOr0
nBera. CopepKUMoOe Karcyil — CMECh IMOpPOIIKa M TpaHysl Oeoro WX MOYTH Oeoro IBera.
Jomnyckaercss Hanuyhe CTOJOMKAa WJIM KOHIJIOMEpPATOB, KOTOpBIE pacChIIAlOTCs MpuU
HAJaBJIMBAHUM CTEKJISTHHOM MaIOUKOM.

dapmakoTepaneBTHYECKAs] TPYNNA. MPOTHBOBUPYCHBIE CPEJACTBA CUCTEMHOIO JEUCTBUS;
MIPOTUBOBUPYCHBIE CPEICTBA MPSMOTO JEHCTBUS; HHTMOUTOPHI HEHpaMUHHUIA3HI.

Kon ATX: JOSAH02

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

MexaHu3M IelCcTBUS

[IpoTtuBoBUpycHBI mnpenapaT. OceabTaMHUBUP SBISIETCS MPOJIEKAPCTBOM, €ro aKTHUBHBIN
MeTaboauT (ocenbramMuBupa kapookcmnar, OK) — 3¢heKkTuBHBIA U CENEeKTUBHBIA WHTHOUTOP
HellpamMMHMIa3bl BUpycOoB TIpunma A u B — ¢epMeHTa, KaTaJu3MpyIOLIEro Mpolecce
BBICBOOOXK/ICHHSI BHOBH OOpA30BAHHBIX BUPYCHBIX YACTHIl W3 WH(QHIMPOBAHHBIX KIETOK, HX

IMPOHUKHOBCHUS B HeI/IH(I)I/H_[I/IPOBaHHI)Ie KJICTKH JIMUTCINA ABIXATCIbHBIX HYTCI\/'I n }IaJ'IBHeI\/’IIHGFO
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pacrpocTpaHeHHsT BUpyca B OpraHu3Me. TopMO3uUT poé:Jr-| Hp}ga]rp%tn&gﬂﬁ ﬁﬁ'b El-rrbﬂéﬁhﬂeT

PEILTHKAIMIO BUPYCA U €0 ATOreHHOCTH IN VIVO, yMEHbBIIIAeT BbIICJICHHE BUPYCOB rpurima A u B
u3 opranusMa. Konnenrparus OK, HeoOxoaumast 111 THTHOMpoBaHUs HelipamuHuaa3el Ha 50 %
(ICs0), cocraBmsier 0,1-1,3 HM ms Bupyca rpumnmna A u 2,6 HM uis Bupyca rpurnmna B. Meanana
3naueHui 1Cso a1 BUpyca rpunmna B HeckonbKo BbIlIE U cOCTaBIAET 8,5 HM.

Knunuueckas a¢hpexmusnocmo

B IMPOBCACHHBIX HCCICAOBAHUAX OCCIbTAMUBHUP HEC OKa3bIBaJl BJIUAHUA Ha O6pa3OBaHI/IC
IIPOTHUBOI'PUIIIIO3HBIX AHTUTE]I, B TOM 4YHCJIC Ha BI)Ipa6OTKy AHTUTC]I B OTBET Ha BBCIACHUC
HHaKTHBHpOBaHHOﬁ BaKIIUHBI ITPOTUB I'PHUIIIIA.

Hccneoosanus ecmecmeenon 2punno3Hou uH@dexyuu

B knIMHWYECKHMX WCCIEIOBAHUAX, IPOBEACHHBIX BO BpeMs CE30HHOW WH(MEKIMH TPHIIIA,
NMAlUMEHThl HAaYMHAJIM T0JYy4YaTh OCEIbTaMUBUP HE mo3aHee 40 4 mocie MOSIBICHUS NEPBBIX
CUMIOTOMOB T'pUNNO3HON HHPEeKIuU. 97 Y% narueHToB Obu1H HHGUIUPOBAHBI BUPYCOM I'pHIINa A,
u 3 % mnauueHToB — BuUpycoM Tpumnma B. OcenbTaMUBUp 3HAYMTENIBHO COKpallal MEpHOJ
KIIMHUYECKUX MPOSIBJIICHUH TPUMTIO3HOM HHPEKIMH (Ha 32 1). Y MaIMeHTOB C TOATBEPKICHHBIM
JTUArHO30M TpPHIINa, MPUHUMABIIUX OCEIbTAMHUBHp, TSDKECTh 3a00JieBaHHWA, BBIpaXKEHHAs Kak
IIOMIA/lb MO KPHUBOW JUIsi CYMMapHOTO HHJEKCAa CUMOTOMOB, Obuta Ha 38 % MeHbIIe Mo
CPaBHCHHIO C TAIMEHTAMHM, MOJy4aBIIUMH Iuiane6o. boiiee Toro, y MoJIOABIX MalieHTOB 0e3
COIIYTCTBYIOIIMX 3a00JIEBaHUM OCENbTaMUBUDP CHUXaJl IpuMepHO Ha 50 % 4vacTtoTy pa3BUTHS
OCIIO)KHEHUH rpurina, TpeOyroImMX MNPUMEHEHUS aHTUOMOTHUKOB (OpOHXWTA, ITHEBMOHHH,
CHUHYCHTA, CpPEIHEro OTWTA). bbUM mModydeHsl JoKa3arenbcTBa d(M(PEKTUBHOCTH MpemapaTa B
OTHOIIIEHUU BTOPUYHBIX KpuTepueB AH(PEKTUBHOCTH, OTHOCSIIMUXCA K aHTUBUPYCHOMU
aKTUBHOCTH: OCEJIbTAMUBHUD BBI3bIBAT KAaK YKOPOYEHHE BpPEMEHM BBIJCIICHUS BHUpYyca W3
OpraHu3Ma, TaK ¥ YMEHbIIIEHHE IUIOMIA/IA MO KPUBOM «BUPYCHBIE TUTPHI — BPEMSI».

JlaHHbIe, MOJy4YE€HHBIE B UCCIIEIOBAHUU 110 T€PANIUU OCEIbTAMUBUPOM Y MAIMEHTOB MOXKHUIOTO U
CTapuecKoro BO3pacTa, MOKa3bIBAIOT, YTO MPUEM OCEIIbTaMHUBHUpPA B 03¢ 75 MT 2 pa3a B CYTKU B
TeUeHUE S5 JTHEW COMPOBOXKAAICA KIMHHUYECKH 3HAYMMBIM YMEHBIICHHEM MEIHaHbl MepHojia
KIMHUYECKUX TPOSBICHUN TPUIIO3HON WH(GEKINH, aHATIOTUYHBIM TaKOBOMY Y B3POCIBIX
MalMeHToB 0ojiee MOJIOJOTO BO3pPacTa, OJHAKO pAa3IW4YUs HE JOCTHUTAIM CTAaTUCTHYECKOU
3HAYMMOCTU. B Jpyrom wucciieIoBaHMM MNalMEHThl C TpUONOM cTapiie 13 jer, uMmeBlue
COMYTCTBYIOIIHME XPOHUUYECKHE 3a00I€BaHUS CEPACUHO-COCYTUCTOMN W/WITH JIIXaTEeIbHON CUCTEM,
MOJTy4aId OCEIbTAMHUBHUD B TOM K€ PEXKHME JO3UPOBaHM WiH miane6o. OTiuuuil B MenuaHe
nepuofa OO0 YMCEHbBIIEHUS KIMHUYECKUX TPOSBICHUN TPUMNIMO3HOW WHPEKIUU B TPYIIax
MalMEeHTOB, TOJIYYaBIINX OCEIBTAMUBUP W ILIAne00, HE ObLIO, OAHAKO TEPHUO]] TMOBBIIICHUS

TEMIIEpaTyphl IIPU IIPUEME OCEIBTAMUBHPA COKpAIAJICA MPUMEPHO Ha 1 aeHsb. Jlois manueHTos,
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BBIZICNIAIONINX BUPYC Ha 2-W u 4-il 1eHb, TAHOBHIACH - SHadtr b0 | MOt HIC: 'ﬁﬁ_'o:(!ﬁnnb

CMEPTHOMY OTYETY

0€30I1aCHOCTH OCeNIbTaMHUBHpA y MAIUEHTOB TPYIIIbl PUCKA HE OTIMYAJICSA OT TAKOBOTO B OOIIEH
HOIYJISIIH B3POCIBIX MMAIUCHTOB.

Jleuenue epunna y b6epemenHbIX HCeHUUH

KoHTponupyeMsIx ncciiejoBaHuil y 0epeMEeHHBIX KEHIUMH He IPOoBOAMIOCh. OIHAKO pe3ynbTaThl
MOCTPErHCTPALIMOHHBIX u PETPOCHIEKTHUBHBIX HaOJI0AAaTENbHBIX UCCIICIOBaHUN
IPOIEMOHCTPUPOBAIH TOJIb3Y MPEUIaraéMoro pekuMa JO3MPOBAHUS ISl JAaHHOH MOMYJSALUN
NAllMeHTOB B OTHOLIGHMM  CHIKEHMS  3a00JeBaeMOCTH/CMEPTHOCTH.  Pe3ynbTarhbl
(apMaKOKMHETHYECKOI 0 aHaIM3a [ToKa3aIn 00Jiee HU3KYIO HKCIIO3ULINIO aKTUBHOTO METa00JINTa,
TEM HE MEHee, U3MEHEHHE PEeXuMa J03UPOBAaHUS y OCpEeMEHHBIX KEHIIWH IpHU MPOBEICHUU
Tepanuy Wi NpoUIaKTUKH He peKoMeHIyercs (cM. pasaen «DapMakoJIOorHuecKue CBOWCTBAY,
nogpaznen «PapMakoOKMHETHKa B OCOOBIX TIpymmax MalUeHTOB», NYHKT «bepeMeHHble
JKEHIITUHBIY).

Jleuenue epunna y demeti

VY nereit B Bo3pacte 1-12 net (cpennuii Bo3pact — 5,3 roga), uMeBIINX Juxopaaky (= 37,8 °C) u
OJIMH U3 CUMITOMOB CO CTOPOHBI JbIXaTE€IbHOM CHCTEMBl (Kalledb W PHHUT) B MEPUOJ
LUPKYJILMU BUpYCa TPUIINIA CPEAM HaceseHUus, ObLIO MPOBEACHO JBOMHOE ciernoe Iuianedo-
KOHTpOJIMpyeMoe uccienoBanue. 67 % manuueHToB OblIM MH(UUIMPOBAHBI BUPYCOM Tpunna A, u
33 % mnamuentoB — BupycoM rpunma B. OcenpramuBup (mpu mnpueme He mo3gaHee 48 4 mocie
HOSBJICHUS.  MEPBBIX  CUMITOMOB  TPUINO3HOM  HMH(pEKUMH)  3HAYUTEIBHO  CHMIKAJ
IPOIOJDKUTEIBHOCTh 3a00seBanus (Ha 35,8 1) mo cpaBHeHHIO ¢ miane6o. [IpogomkuTensHOCTh
3a00NeBaHMs OMpeAessUlach Kak BpeMs [0 KYIHPOBAHWS Kalllsi, 3aJ0)KEHHOCTH HOCa,
MCUE3HOBEHHMS JINXOPAIKH, BO3BpAIIEHHs K OOBIYHON aKTUBHOCTHU. B rpyme neteii, momydaBmmx
ocelbTaMUBUP, YaCTOTA OCTPOTO CPEIHEro oTuTa cHUXkanach Ha 40 % 1Mo CpaBHEHUIO C TPYHION
iane6o. BeI3gopoBieHne U Bo3BpalleHne K OObIYHOM aKTUBHOCTH HACTYNaJo MOYTH Ha 2 JTHS
paHbIIIe Y IeTeH, TOTYIaBIINX OCETBTAMUBUP, IO CPABHEHHIO C TPYIIION Tu1areoo.

B napyrom uccnenoBanum ydacTBOBaiM J€TH B Bo3pacte 6—12 neT, cTpajaronme OpoHXHaabHON
acTMoif; 53,6 % manueHToB UMENU TPUMIIO3HYIO HH(EKILHUIO, TOJTBEPKIAECHHYIO CEPOIOrHUECKU
u/Wwim B KylibType. MeauaHa NpoJOJDKUTENBHOCTH 3a00JIeBaHUSl B TIpyIIe MalueHTOB,
MOJTy9aBIIUX OCEIbTAMUBUD, 3HAYUTEIBHO HE CHIDKaNach. Ho k mocieqHemMy 6-My THIO Teparuu
OCEIIbTAMUBUPOM 00beM (opcrupoBaHHOTO Bhixoza 3a 1 cexk (ODPB1) moseimancs Ha 10,8 % mo
cpaBHeHuto ¢ 4,7 % y manuenToB, nmoy4yaBmux mianedo (p = 0,0148).

IIpogpunaxmuka epunna y 63pocivix u HOOPOCHKO8

[Tpodunaktuyeckas 3pHeKTUBHOCTh OCEIbTAMUBHPA IPU €CTECTBEHHOM IPUIIIO3HON HHPEKIUU

A u B Op1a nokazana B 3 oTAenbpHBIX KimHHUeckux uccienoBanusx |l ¢aszer. Ha pone mpuema



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 21.07.2022 N2 17146

ocenpTaMUBUpa TpunmnoMm 3abonenu okono 1 % naﬂgh%agﬂégéﬁl%lﬁlﬁ—ﬁ Lt ro

YMEHBIIAJ 4acTOTYy BBIJCJICHUS BHpYyca M MPEJOTBpallall Mepeiady BUpyca OT OJHOrO 4YJIeHa
CEMbBHU K JAPYromy.

B3pocibie 1 moapocTKH, KOTOphle ObUIM B KOHTAKTE C 3a00JIEBIIUM 4YICHOM CEMbH, HAaUMHAIU
IIPUEM OCeIbTAMHUBHPA B TEUEHHUE BYX JIHEH MTOCIIe BOSHUKHOBEHHSI CAMIITOMOB I'PUIIIA Y YWICHOB
CEMbHU U IPOJOJDKAIN €r0 B TeUeHUe 7 AHEH, 4TO JOCTOBEPHO YMEHbILAJIO YACTOTY CIIy4acB
rpunmna y KOHTaKTHpoBaBIIuX Juil Ha 92 %.

VY HenpuBHUTHIX U B LIEJIOM 310POBBIX B3POCIBIX B Bo3pacTe 18—65 jieT mpueM oceabTaMUuBHpa BO
BpeMsl SMIUIEMUH TPUIINA CYHIECTBEHHO CHIDKAJ 3aboseBaeMocTh rpunmoM (Ha 76 %). [lanueHTsl
IIPUHUMAJIU OCEIbTAMUBHP B TeueHuUe 42 HEN.

VY 1M moXXuioro M CTapueckoro BO3pacTa, HaXOJUBLIMXCSA B JOMax mpecrapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPE] CE30HOM, KOrJa MPOBOAUIIOCH HCCIEIOBAaHUE, OCEIbTAMUBHP
JIOCTOBEPHO CHIKAN 3a00JIeBaeMOCThb IpuIiioM Ha 92 %. B ToM ke rccineoBaHuu 0CeTbTaMUBUD
nocToBepHO (Ha 86 %) yMEHBIAN YacTOTY OCJOKHEHUN TpHINIa: OpPOHXHTA, ITHECBMOHHU,
cuHycHTa. [[anneHTh NPUHUMAaIH OCEeIbTAMUBUD B TeueHHE 42 THEH.

Ipogpunaxmuxa epunna y oemeti

[Tpodunaktuyeckas 3¢pHeKTUBHOCTH OCEIbTAMHUBHUPA IPU €CTECTBEHHOM TPUMNO3HON HH(PEKIUN
ObLJIa MIPOJIEMOHCTPUPOBaHa y jereid oT 1 roga 1o 12 jet mociie KOHTaKTa ¢ 3a00JIEBIITNM YWICHOM
CEMbBH HJIM C KEM-TO U3 IMIOCTOSIHHOTO OKpYKeHUs. OCHOBHBIM IapaMeTpoM 3G (HEeKTUBHOCTH ObLiTa
4yacToTa 1a60paToOpHO MOATBEPKAECHHON IPUTITIO3HON NH(EKIIHH.

Ipogpunaxmuxa epunna y 1y ¢ oc1adIeHHBIM UMMYHUIMEOM

VY nun ¢ ocnablieHHBIM UMMYHUTETOM MPU CE30HHOM TPUMMNO3HON MH(EKIMH U IIPU OTCYTCTBUU
BHUPYCOBBIJIETIEHUSI UCXOJHO, MPOQHUIAKTUYECKOE MPUMEHEHHE OCEIbTaMUBHpa MPUBOJWIO K
CHIDKECHHIO 4acTOTBI 1abopaTopHO MOJITBEPKICHHOM TPUIITIO3HON UHEKINH,
COIIPOBOXKAAIOLIEHCS KIIMHUYECKOU CUMIITOMATUKOM, pite] 0,4 % (1/232)
no cpaBHeHuto ¢ 3 % (7/231) B rpynne muane6o. JlabopatopHo MOATBEPKACHHAS TPUIIIO3HAS
MH(EKINs, CONMPOBOXKIAIOMIASICS KIMHUYECKONM CHMITOMATHKOM, IMarHOCTHpoOBajach IMpu
HAIMYUU TEeMIIepaTypbl B MOJOCTH pra Beimie 37,2 °C, Kaluig W/Wid OCTPOro pUHHUTA (BCE
3aperucTPUPOBAHHBIC B OJTMH U TOT K€ JICHb, BO BpeMs IIpueMa oceIbTaMUBUPA/TIIAIe00), a TakxKe
MOJIOKUTEIBHOTO PE3yJibTaTa OOpaTHO-TPAHCKPUIITA3HOW TOJMMEpPA3HOW IETTHOW pPeaKIuu Ha
PHK Bupyca rpunna.

Jleuenue epunna y nayuenmos (Oemeil, NOOPOCMKOG U 83POCIbIX) C OCAAONEHHBIM UMMYHUMEMOM
B pannomMH3MpOBaHHOM JIBOMHOM CIIENIOM HCCIIEIOBAaHMHM OLEHKH Npoduis Oe30macHOCTH
OCeNbTaMUBUPA M €r0 BIMSHHUS Ha pPa3BUTHE PE3UCTEHTHOCTH BHpyca Trpumma (MepBUYHBIN

aHAJIM3) y MALKUEHTOB C OCJIA0JIEHHBIM MMMYHUTETOM M TPUIINO3HOW MH(pEKuHed MpUHUMAIU
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IPUTOJHBI TaK XK€ M Ul OUEHKH 3()()EKTUBHOCTH OCeNbTaMHUBHpa (BTOPUUYHBINA HEOYCTEpPHBIN
aHaju3).

B uccnepoBanue 0bUH TaK)ke BKIIOYEHBI MAIIMEHTHI TIOCIIE TPAHCIIAHTALMY COJIMAHBIX OPTaHOB,
reMaToOMOITHYECKUX CTBOJOBBIX KieTok, BWU+ marmuentsr ¢ uuciom CD4+  knertok
< 500 KJIETOK/MMS, TIAIMEHTHI, IOTyYaBIIke HMMYHOCYTIPECCUBHYIO TEPAITHIO, 4 TAK/KE MAIHEHThI
CO 3JI0KaYE€CTBEHHBIM I'eéMO0IaCTO30M.

[TanreHTh! OBLIM PaHAOMHU3UPOBAHBl B IPYIMIbI JEUCHHUs] OCEIbTaAMUBUPOM Ha MpoTskeHuu 10
nHeH (Tpymmna CTaHaapTHOM 1036l 75 Mr 2 paza B CyTKH — 73 B3pOCIHBIX MAIlMEHTa, 4 MOAPOCTKA U
4 pebenka; rpynmna ABolHOU 10361 150 Mr 2 pasza B CyTKU — 78 B3pOCHBIX MAIIMEHTOB, 3 MOAPOCTKA
u 5 gereii) B TeueHue 96 yacoB ¢ MOMEHTa pa3BUTHS CUMIITOMOB Irpunmna. s gereii no3a Oblia
CKOPpPEKTHPOBAHA B 3aBUCUMOCTH OT Macchl TeJa.

Cpennee BpeMsl pa3pellieHHs CUMIITOMOB IpHUIIA y B3POCIbIX HAllMEHTOB U MOJPOCTKOB OBLIO
COIOCTaBUMO B Tpymie ctanaapTHou a03bl (103,4 vaca, 95 % noBepuTenbHbIN UHTEpBaN 75,4—
122,7) u B rpynmne asoiHon n03b1 (107,2 waca, 95 % mosepurenbHbii nHTEpBaT 63,9-140,0).
Bpems paspenienns CMMITOMOB IPUIIA y AETEH CUIIBHO Pa3nyaioch, YTO BBI3BIBAET CI0XKHOCTU
B MHTEPIIPETALH Pe3yJbTaTOB U3-3a MAJICHbKOTO pa3Mepa BbIOOPKH ManueHToB. COOTHOLIEHHE
B3pOCJIBIX MALMEHTOB CO BTOPUYHBIMU MHPEKIUAMHU ObLI0 Takxke cornoctaBuMo (8,2 % B rpymie
cTaHaapTHOU 1036l U 5,1 % B rpymnme aBolHO# 103b1). Cpeau nerel U MoApOCTKOB TONBKO Y 1
nangueHTa (IOApOCTKa) B TpyNIe CTaHIAPTHOM J03bl pa3BUjach BTOPUYHAs HHQEKIUA
(OakTepualIbHBII CHHYCHT).

UccnenoBanue dapmakoguHaMuKki U (HapMaKOKHHETHKHA OBLIO TIPOBEICHO C y4acTHUEM JIeTe ¢
CHJIBHO OCJIabJIeHHBIM UMMYHHUTETOM (< 12 siet, N = 30), KoTOpble MOTyYalu OCEIbTaMUBHUD B
CTaHJApTHOM J103€, CKOPPEKTUPOBAHHOM 10 Macce Tena (75 Mr 2 pas3a B CyTKH), U B TPOMHOM 103€
(225 Mr 2 paza B CyTKHM) 110 aanTUBHON cxeme npuema 5—20 qHei (cpeHss NPoJoIKUTEIEHOCTh
neyeHust 9 naHei). Y NalMEHTOB B TpYyMNE CTAaHAAPTHOM [103bl HE OTMEYAJIHCh BTOPUYHBIE
OaxTepuanabHble UH(EKIH (OPOHXUT M CUHYCUT), O 2 CIy4yasX MX pa3BUTHUsI COOOLIANOCH Y
MALEHTOB B IPYIIIE TPOWHOMN JO3BI.

JlanHble W3 ABYX HCCleNOBaHUM (apMakOKUHETUKH U (papMaKOAMHAMUKH MOJTBEPKIAIOT
AKCTpAnosiiuio  3(pQeKTUBHOCTH TMpenapara y B3pOCHbIX MAIUEHTOB C  OCIa0JIEHHBIM
UMMYHHUTETOM Ha TMalMEHTOB JEeTCKOro Bo3pacra (< 18 jer) ¢ ocinabieHHBIM UMMYHHUTETOM
(cMm. pazgen «Criocod mpUMEHEHUs U J03bD», mofapasnaen «/lo3upoBaHue B 0COOBIX CIIydasx» U
paznen «®DapmakoJIOTHYecKue CBOMCTBa», mozpasaen «PapMakoKMHETHKA B OCOOBIX Ipymmax

MNAanuCHTOB», ITYHKT «lTaneHTsI C 0CJ1a0JICHHBIM I/IMMYHI/ITCTOM»).
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TENBHOCTE 0003)

Peszucmenmuocmo (NMOCNEOCEBEA

Knunuuecxue uccneoosanust

Puck TmosiBIeHHS BHPYCOB TpHIINA CO CHUKCHHOW YYBCTBHTEIBHOCTBHIO WM SIBHOU
PE3UCTEHTHOCTHIO K OCEIbTAMUBHUPY M3y4asCsl B KIMHUYECKUX UCCICIOBAHUAX.

[TosiBneHre PE3NCTEHTHOCTH BUPYCa K OCEIBTAMUBUPY 4Yallle HaOII0JaIoCh y JIETEH, 4eM y
B3pocibix nanueHToB (18 % y muanenues B Bo3pacte < 1 roga u < 1 % y B3pOCibIX NAIUEHTOB).
VY nereii ¢ pe3UCTEHTHBIM K OCEIbTAMUBUPY BUPYCOM HOCHUTENIBCTBO, KaK MPaBUIIO, UMEIO Ooliee
MIPOJIOJDKUTENIBHBI  XapaKTep IO CPaBHEHHIO C CYOBEKTaMH C BHPYCOM, OOJaaronium
YyBCTBUTEIBLHOCTBIO.

OnHako BbI3BaHHAS TepANUEH PE3UCTCHTHOCTh K OCETTbTAMUBUPY HE BIIHSLIA HA TEPANIEBTUICCKUI
OTBET U HE BBI3BIBAJIA MPOJICHUS] CHMIITOMOB TPHIIIIA.

Y B3pOCHBIX MAllMEHTOB M TMOAPOCTKOB C OCHA0JICHHBIM HMMYHUTETOM, TOJyYaBIIMX
ocelIbTaMHBHUp B cTaHmaapTHou no3e (14,5 %, 10 mauuentoB u3 69) wnm nBoriHoi nose (2,7 %,
2/74), na nporsokenun 10 qHEH, yacTOTa Pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHUPY B CPEIHEM
ObLJ1a BBIIIE, YE€M y B3POCIBIX MAIIMEHTOB U TOJIPOCTKOB C HOPMAIBHBIM UMMYHUTETOM, TaKKe
MOJTyYaBIITUX OCEIIbTAMUBHD.

BoNBIIMHCTBO B3POCHBIX MAIMEHTOB C PE3UCTEHTHOCTHIO TEpeHecHn TpaHcruianTamuio (8/10
MAIMEHTOB B IPYIIE CTAaHAAPTHOM 03Bl U 2/2 MalKenTa B TpyImie ABOHHON J035l).

Bonbmiass 49acTh  MalMEHTOB-HOCHTENICH  OCEIIbTAMHUBUP-PE3MCTEHTHOIO  BUpyca  Oblia
WH(OUIIUPOBAHA BHUPYCOM TPHIIIA THIA A; HOCHTEIHCTBO MMEIIO MPOJODKUTEIBHBIA XapakTep.
YacroTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHUPY Y JI€TEH, MOTYYAIOIINX OCETbTaMHUBUD, B
JIBYX UCCIIEOBaHMX 10 U3yYEHUIO Pe3UCTEHTHOCTH cocTaBmia 20,7 % (6 manuenTos u3 29). U3
6 nmereit ¢ OOHapyKEHHOW PE3UCTEHTHOCTHIO K OCENbTaMUBUPY, BO3HHKIIEW IOCIE Hayana
JIeYeHUs, 3 MalMeHTa TOMyJald CTAaHJAPTHYIO 103y M 3 — BBICOKYIO (JIBOHHYIO WJIH TPOWHYIO

7103y). Y OOJBIIMHCTBA MAIIMEHTOB ObUT OCTPHIN TUMGOUIHBIN JIEHKO3 U BO3pacT < 5 JeT.

Yacrora Pa3BUTHUA PE3UCTCHTHOCTHU K OCCJIbTAMHUBHUPY B KIMHUYCCKUX HMCCIICAOBAHUAX.

[TormysIus marueHToB [TarueHThI ¢ MyTALUAMH, TPUBOISIIAME K PE3UCTEHTHOCTH
deHoTUNMpPOBaHHUE™ I'eno- n
¢deHoTunupoBanue™
B3pocibie 1 MOAPOCTKH 21/2382 (0,88 %) 2712396 (1,13 %)
Jetu (1-12 ner) 71/1726 (4,11 %) 7811727 (4,52 %)
Mnanenis! (< 1 roga) 13/71 (18,31 %) 13/71 (18,31 %)

* [lomHoe TCHOTUIIMPOBAHUC HE OBLIO MMPOBCACHO HU B OAHOM U3 HCCHGI[OBaHHﬁ.
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Ipogunaxmuxa punna (NOCNEODCEBA

[Tpu mpueme ocenbTaMUBUPA C LENbIO MTOCTKOHTAKTHOW MPOQHUIaKTHKY (7 JHEN ), TPOpHIaKTUKI
KOHTaKTUPOBaBIIUX B ceMbe (10 nHei) u ce30HHOM mpodriakTuky (42 THS) y JUI] ¢ HOPMaTbHON
GbyHKIMEe UMMYHHON CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH HE OTMEUECHO.

B 12-HegenbHOM WUCClIEIOBaHUM IO CE30HHOW MPOQHUIAKTUKE Yy JHI[ C OCIa0JIeHHBIM
UMMYHHUTETOM CITy4aeB BOSHUKHOBEHUS PE3UCTEHTHOCTH TAK)KE HE HAOJII0/1a10Ch.

Hannvie omoenbHbIX KIUHUYECKUX CIyYaes U Haba00amenbHblX UCC1e008aHUll

VY ManuMeHToB, HE MOJYYaBIIUX OCEIbTaMUBHP, OOHAPY>KEHBl BO3HUKAIOIIME B MPUPOIHBIX
YCIIOBUSIX MyTallMM BUPYCOB rpumnna A u B, koTopsie 001a1an CHUKEHHONW 4yBCTBUTEIBHOCTHIO
K ocenpramuBupy. B 2008 rogy wmyramms mno Tumy 3amenbl H275Y, mnpuBonmsdmas x
PE3UCTEHTHOCTH, ObUTa OOHapykeHa Oonee dyem y 99 % mrammoB Bupyca 2008 HINI,
nupkynupytonmx B EBpome. Bupyc rpunma 2009 HINI («cBuHO# rpunm») B OOJNBIINHCTBE
CiIy4aeB ObUT UyBCTBUTEINIEH K OCEIbTAMHUBHPY. Y CTOMUMBBIE K OCEIbTAMUBHUPY IITAMMBI BUpYCa
rpunmna oOHapyXeHbI y JIUI C HOPMaIbHOH (DYHKIMEH HMMYHHOW CHCTEMBI U JIUI] C OCTIa0JICHHBIM
MMMYHHUTETOM, [PUHUMABIIMX ocelbTaMuBUp. CTeneHb CHU)KEHHUS YYBCTBUTEIBHOCTH K
OCEeNbTAMUBUPY M YACTOTa BCTPEYAEMOCTH TOJOOHBIX BHUPYCOB MOXET OTJIMYaThCS B
3aBHCHUMOCTH OT CE€30HA U PErruoHa. Y CTOWYMBOCTh K OCENIbTAMUBUPY OOHApY)KEHA y MAIIEHTOB
¢ manaemudeckuM rpunmnom HINI1, momydaBmmx ocenbTaMHBUpP Kak i JICUCHHUS, TaK U IS
pOUITAKTUKH.

YacroTa BCTpPEYaEMOCTH PE3UCTEHTHOCTU MOXET OBITh BbIIIE y 00ji€e MOJOJBIX MAIlMEHTOB U
NAalMEeHTOB C OCJIA0JCHHBIM HMMMYHHUTETOM. YCTOMYHMBBIE K OCEIbTAMUBUPY J1abOpaTOpHbBIE
HITAaMMbl BHPYCOB TpHUIINIAa W BHUPYChl TpUNNA OT MallMEHTOB, IMOJYYaBIIMX TEPaIuIo
OCEIbTaMUBUPOM, HecyT Myranuu HedpamuHugazsl N1 w N2. Myranuu, npuBoisimue K
YCTOMUYUBOCTH, YaCTO SABJISIOTCS CIIEHU(PUUECKUMH [T TOJITHIIa HepaMUHU a3l

[Ipy mpuHATMM pelIeHUs O NPUMEHEHHH OCEIbTAMHMBHUpPA CIEAYET YUYUTBHIBATH CE30HHYIO
YyBCTBUTEJIBHOCTh BUpPYCa IpUIINA K Ipenapary (IOCIEIHIO HHPOpPMAIMI0 MOKHO HalWTH Ha
caiite BO3).

Jloknunuueckue oannvle

JloxIMHNYeCKUE JaHHBIE, TOJIyY€HHbIE HA OCHOBAHUU CTaHIAPTHBIX UCCIIEJOBAHUN 10 U3yUEHUIO
(dapmakogoruyecko 0€30MaCHOCTH, TE€HOTOKCHMYHOCTH U XPOHUYECKOW TOKCHYHOCTH, HE
BBISIBUJIM 0COOOM OMACHOCTH JIJISl UeIOBeKa.

Kanyepocennocmu: pe3yabTarhl 3-X UCCIEA0BAHUH 110 BBIBICHUIO KaHIIEPOT€HHOTO TOTEHLIAA
(mByX 2-J1eTHHX HMCCIIeIOBaHUI Ha KPhICAX U MBIIIAX JUIS OCEIbTaMHUBUPA M OJHOTO 6-MECSYHOTO
uccleoBaHMsl Ha TpaHcreHHbIX wMblmax T9: AC ans  akTuBHOro Metabonurta) ObLIH

OTpULATCIIBHBIMHU.
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Mymaeennocmys: cTaHAapTHBIE T€HOTOKCHUYECKHE TeCTﬂIﬁ%E-l%e;f;ﬁﬁﬁg%l'lﬁ; ero=ak THeroro

MeTaboauTa ObUIM OTPHULIATEIEHBIMHU.

Bruanue na ¢pepmunvrocms:. ocenbraMuBup B 103e 1500 MI/Kr/cyT He BIMSAI HA TEHEPATUBHYIO
(GYHKLMIO CaMIIOB M CAMOK KpBIC.

Tepamozcennocmy: B UCCIENOBAHUAX [0 U3YYEHHUIO TEPATOI€HHOCTH OCEJIbTaMHUBHpa B J103€ 110
1500 mr/kr/cyr (Ha kpbicax) U 10 500 Mr/kr/cyT (Ha KpoJiMKax) BIHMsSHUS Ha dMOpuodeTaabHOe
pa3BUTHE HE OOHAPYXEHO. B HccienqoBaHusaxX Mo U3y4eHUIO0 aHTEHATAILHOTO M TIOCTHATAIBHOTO
IIEPHOJIOB PA3BUTHUS Y KPBIC IIPU BBEICHUH OcesibTaMuBUpa B 03¢ 1500 mr/kr/cyT Habmoaa10Ch
yBEJIMYEHUE MEepuoJia POIOB: Mpenen Oe30HaCHOCTH MEXAY HSKCHO3MLMEH Ui 4elloBeKa U
MaKCHMaJIbHOM He OKasbiBarolied 3ddexra n030it y kpbic (500 Mr/kr/cyT) s ocenbTaMUBHpa
BhImie B 480 pas3, a i ero akTUBHOTO MeTa0ouTa — B 44 paza. DKCIO3UINSA y TJI0a COCTABIISLIIA
15-20 % oT TakoBOH y MaTepH.

IIpouee: ocenbTaMUBUP U AKTUBHBIM MeTaOOJUT MPOHUKAIOT B MOJIOKO JIAKTUPYIOIIUX KpBIC.
CoriacHO OrpaHWYECHHBIM JAHHBIM OCEIHTAMUBUDP W €Tr0 aKTUBHBIA META0OJIHT NMPOHHUKAIOT B
TpyIHOE MOJIOKO desnoBeka. [lo pe3ynapTaraM OSKCTpamoOSIUMW JAaHHBIX, IIOJyYEHHBIX B
UCCIICIOBAaHUAX Yy JKMBOTHBIX, HX KOJMYECTBO B TIPYIHOM MOJIOKE MOXXET COCTaBIATh
0,01 mr/cytku u 0,3 Mr/CyTKH, COOTBETCTBEHHO.

[Tpumepro y 50 % mpOTECTHPOBAHHBIX MOPCKHX CBHHOK IPH BBEICHHH MaKCUMAJBHBIX 103
AKTUBHOW CYOCTaHIIMH OCEIbTAMUBHpPA HAOII0JaIaCh CEHCUOMIM3ANS KOXKHA B BUJE SPUTEMBI.
Taxoke BBIABICHO 00paTUMOE pa3IpaXKeHHe I1a3 y KPOJIUKOB.

B To Bpems kak OYeHb BBICOKHME IMepOpalibHble OJHOKpaTHbIE 103kl (657 MI/KT U BbIIIE)
OcebTaMUBUPA HE OKA3aJIM BIMSHUS HA B3POCIBIX KPBIC, JaHHBIC 036l OKa3bIBAIM TOKCUYECKOE
NIeicTBUE Ha HE3peNbIX 7-THEBHBIX JETEHBINIEH KpbIC, B TOM 4YHCIE TPUBOIMIA K THOETH
KHUBOTHBIX. HexenaTenbHbIX 3(PEKTOB HE HAONI0JANIOCh MPU XPOHUUYECKOM BBEJIEHHH B J103€
500 mr/kr/cyT ¢ 7-ro mo 21-ii 1eHb MOCTHATAIBHOTO MEPUO/A.

DapmakoKkunemuxa

Bcacvieanue

OcenbTaMHMBHp JIETKO BCAChIBA€TCA B IKEIYJOYHO-KUIIEYHOM TpakTe€ U HKCTEHCHUBHO
IpeBpallaeTcss B aKTUBHBIM METa0OJIMT MOJ| JCHCTBUEM IMEUYEHOUYHBIX M KHUILIEYHBIX 3CTEpas.
KonnenTpanuu akTuBHOro mMeradojiMTa B IUIa3Me ompenenstorcss B mpenenax 30 MHUH, Bpems
JOCTYIKEHUSI MaKCHMaJIbHOW KOHIIEHTpamun — 2-3 4, u Ooyiee yemM B 20 pa3 MpEBHIINIAIOT
KOHIIEHTpaluu nposekapcrsa. He menee 75 % NpUHATON BHYTPH JA03bI MONAAET B CUCTEMHBIN
KPOBOTOK B BHJE AaKTUBHOro MeTabonuTa, MeHee 5 % — B BHJE MCXOJHOIO Iperapara.
[ImasMeHHBIE  KOHIGHTpPAlMM KaK  TPOJIEKapCcTBAa, TaK W  aKTUBHOTO  MeTaboimTa

MMPOMNMOPHHUOHAIIBHBI J03€ U HE 3aBHUCAT OT IIpHEMa IMUIIHN.
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O6bem pacnipenenenus (Vss) akTHBHOTO MeTa0omuTa — 23 JI.

[To maHHBIM HCCIIETIOBAHUH, POBEICHHBIX HA )KUBOTHBIX, IIOCJIE PHEMa BHYTPh OCEIIbTAMUBHpPA
€ro akTUBHBIH MeTabOJIUT OOHAPYKHUBAJICS BO BCEX OCHOBHBIX Oyarax MHGEKIHUU (JEeTKHX,
MIPOMBIBHBIX BOJIaXx OpPOHXOB, CIM3UCTONW 00OJIOYKE MOJOCTU HOCA, CPEHEM yXe& M Tpaxee) B
KOHIIEHTPAIUAX, 00CCIICIMBAIONINX TPOTUBOBUPYCHBIN AP PEKT.

CBs13b aKTUBHOTO MeTabouTa ¢ OenkaMu 1maa3Mbl KpoBu — 3 %. CBsI3b mpoJiekapcTBa ¢ OeakaMu
mwiasMbel KpoBu — 42 %, 4YTO HENOCTaTOYHO, YTOOBI CIYKUTh NPUYMHON CYIIECTBEHHBIX
JIEKAPCTBEHHBIX B3aHMMOJICHCTBUM.

Memabonuszm

OcenbTaMUBHp 3KCTCHCHBHO TPEBPAIIACTCS B aKTUBHBIA METAOONMT TOJ JEHCTBHUEM 3CTepas,
HAXOJSIIUXCS MPEUMYIIECTBEHHO B MeyeHu. Hu ocenbTamMuBHp, HU aKTHUBHBIA METaOONIUT HE
ABIIAIOTCA CyOCTpaTaMu WM UHTUOUTOpaMU N30(EPMEHTOB CUCTEMBI IIUTOXpoma P450.
Buigeoenue

BoeiBogutesa (> 90 %) B Buie aKTMBHOI'O META0OIMTA NMPEUMYLIECTBEHHO MOYKaMHU. AKTUBHBIN
METa0OIUT HE MOABEPracTcs aanbHeiimeil TpancdopMaiu U BeIBoAUTCS moukamu (> 99 %)
nyTeM KIyOO4YKOBOW (pUIbTpalMi M KaHajblleBoil cekpeuuu. [loueunsiit knupenc (18,8 1/4)
NPEBBIMIAET CKOPOCTh KIIyOOUKOBOH (hmmbrparmu (7,5 11/49), 4TO yKa3bIBaeT Ha TO, YTO Iperapar
BBIBOJMUTCS €II€ U MyTeM KaHaJbleBOW cekpeuuu. Yepe3 KuiedHuk BbBoauTCs MeHee 20 %
MPUHSTOTO ocelbTamuBupa. [lepruon nmonyBeiBeieHNs akTUBHOTO MeTabonuTta — 6-10 u.
DapmaKkoKunemuKa 6 0CoObIX ZPyNnax nayueHmog

Hayuenmul ¢ nopasicenuem no4ex

[Tpu npumenenun ocenbramuBupa (100 Mr nBa paza B CyTKH B T€UEHHE S5 JHEN) y MalMEHTOB C
pa3IMYHON CTENEHBIO MOPAKEHUS IOYEK IUIOIIAJb IOJ KPUBOH «KOHLEHTPALUs aKTHUBHOIO
merabomuta B miaazmMe — BpeMs» (AUCocensramusupa xapGoxcurara) OOPATHO TMPOIOPIHOHATBHA
CHI)KEHUIO (DYHKIIMU MTOYEK.

@apMaKkOKMHETHKA OCEJIbTaMHBHpPA Y TANMEHTOB C TEPMUHAJIBHOW CTaJAWEd MOYEYHOMN
HE/I0CTaTOYHOCTHIO (C KIMPEHCOM KpeaTMHHHA < 10 MJI/MUH), He HaXOI[IMXCS Ha TUalln3e, He
M3y4ajach.

Hayuenmul ¢ nopaosicenuem neyenu

HOJ'Iy‘-IeHHI)Ie in VitrO U B UCCIICAOBAHUAX HA )KUBOTHBIX JJaHHBIC 00 OTCYTCTBHUH 3HAYUTCIIBHOT'O
nosbineHuss AUC ocenbTaMUBUpa WM €0 aKTUBHOT'O METa0ONMUTa MPH HAPYIIEHUH (DYyHKIHH
NEUYEHN JIETKOW W CpeAHel CTeNeHH TSDKeCTH OBUTM TOATBEPXKICHBI M B  KIMHUYECKHX
uccienoBanusx (cM. «Jlo3upoBaHue B 0coObIX ciayyasx»). besomacHocTh U (apMakOKHHETHKA

OCCJIbTaMHBHpPaA Y MAalUCHTOB C TSXKCJIBIM HAPYIICHUEM (i)YHKI_[I/II/I MEYCHU HEC U3ydallacChb.
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VY mnamueHToB MOXWIONO M CTApyecKoro Bo3pacTa (65—78 1er) SKCHo3ulus aKTUBHOTO
MeTaboINTa B paBHOBECHOM COCTOSIHMM Ha 25-35 % Bble, yeM y 0ojiee MOJIOJIBIX MAalMEeHTOB
IpY HAa3HAUYEHUU AHAJIOTMYHBIX 1103 oceibTamuBHpa. [lepuon monyBbIBeNeHUS MpemnapaTta y
MAIMEHTOB MOKUJIOTO U CTAPYECKOT0 BO3pACTa CYIIECTBEHHO HE OTINYAJICSA OT TAaKOBOro y Ooiiee
MOJIOZIbIX NAnueHToB. C y4eToM JaHHBIX 10 3KCIIO3MLMU IIpernapara U €ro MnepeHOCUMOCTU
HaIMeHTaMH TOXKHIJIOTO M CTAPUYECKOT0 BO3pacTa KOPPEKIMH 035l P JICUCHUH U TPOPUIAKTHKE
rpuIina He TpedyeTcs.

Jlemu 6 s6o3pacme om 1 200a 0o 8 nem u noopocmku

DapMaKOKHHETUKY OCEIbTaAMUBHpPA U3ydasn y aereil oT 1 10 16 jer B ¢papMaKOKMHETHIECKOM
UCCIIEOBAaHUM C OJHOKPAaTHBIM IPHEMOM Ipenapara M B KIMHUYECKOM MCCIEAOBAHUU IIO
M3YYEeHHI0O MHOTOKPATHOTO MpUeMa Mpernapara y HeOOoJIbIIoro yucia aeteit B Bo3pacte 3—12 ner.
CxopocTh BBIBEJICHHUSI aKTUBHOTO METa0O0JIMTa C MOIMPaBKOM Ha Maccy Tella y JIeTell MIlaJiiero
BO3pacTa BBINIE, YeM y B3POCIBIX, 4TO NpuBoAuT K Oosee Hm3kuM AUC 10 OTHOIIEHUIO K
KOHKpeTHOU no3e. Ilpuem mpemnapara B 103€¢ 2 MI/KT U OJHOKpATHBIX 103 30 Mr wim 45 Mr B
COOTBETCTBUU C PEKOMEHIAIUSAMU 10 JO3UPOBAHUIO [UIsl JAETed M JKCTEMIIOPAIbHOMY
MPUTOTOBIICHUIO CYCIICH3WHU, MPUBEACHHBIMU B pazgene «Crocod MPUMEHEHHUS U JI03bD»,
obecnieunBaet Ttakyro xxe AUC ocenpramuBrpa KapOOKcHIIaTa, Kakas JOCTUTACTCS Y B3POCIBIX
10CJI€ OJTHOKPATHOTO MpHeMa Karcyibl 75 MT mpernapara (4To SKBHBAJICHTHO MPUMEPHO 1 MI/KT).
dapMaKOKHHETHKA OCeJIbTaMUBHpA Yy AeTel cTapiie 12 neT Takas ke, Kak y B3pOCbIX.

EeDeMeHHble HCEHUUHDbL

B xozme o0benuHEHHOro aHanM3a MOMYJISALUOHHOW (PapMaKOKWHETHUKU OBLIO BBISBIEHO, YTO
IpUMEHEHUE Ipernapara B 103€, yKa3aHHOH B paznene «Crnocod NpuMEeHEHHs U JO3bD», IPUBOIUT
K Ooyiee HM3KOM 3KCIO3UIMM AaKTUBHOro Merabonurta (B cpenHeMm Ha 30 % B TeueHHe Bcex
TPUMECTPOB OEpEeMEHHOCTH) Yy OEpeMEHHbIX JKEHIIMH MO0 CpPaBHEHHMIO C HeOepeMEeHHBIMU
KeHIIMHaMu. HauMeHblnas pacyeTHas »JKCIO3UIMSA, TEM HE MEHee, OCTAaeTCsi BBbIIlE
UHTUOMpYIONMX KOHIeHTpauuii (3HadeHuss 1C95), onHOBpeMEHHO HAxOIsCh Ha YpPOBHE
TEpaNeBTUUECKOTO BO3ACHCTBUSA AJIA psAa IITaMMOB BUpyca rpunmna. Kpome Toro, pe3yiapTaTsl
HaOJI0aTENIbHBIX UCCIIEAOBAaHUM BBISBISIOT MOJb3Yy CYIIECTBYIOLIETO PEKUMa J03UPOBAHUS B
YKa3aHHON MNOMYJSIIMM MalMeHToB. TakuM o0pa3oM, HU3MEHEHHE pEeXHUMa JO3UPOBAaHUSA Y
OepeMeHHBIX >KeHIIUH MPU NPOBEACHUH TEPANNUU WIH NMPOYUIAKTUKU FPUIITIA HE PEKOMEHIYETCS
(eM. paznmen «®apMmakoioruyeckue CBOMCTBa», monpaszaen «DapmMakoIWHAMHUKA», ITYHKT

«Jleuenue rpunmna y 6€peMeHHbIX KEHIHH).
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TOC B A
Hayuenmol ¢ ocrabIeHHbIM UMMYHUMEMOM (MOCNEOCEA

AHanu3 nonyssIHMOHHON (papMaKOKMHETHKHU YKa3bIBa€T Ha yBeNIWYeHHE 3Kcro3uiuu (1o 50 %)
AaKTUBHOTO MeTaboMTa OCeNbTaMHUBHpAa y B3pOCHBIX HamueHToB M geredl (< 18 ner) c
0CJTa0JICHHBIM UMMYHHUTETOM I10 CPABHEHHIO C MAIMEHTAaMH C HOPMAJIbHBIM UMMYHUTETOM (KaK
ykazaHo B paszzene «Cnoco0 mpuMmeHeHHs M A03bl»). [Ipn 3TOM KIMpeHC KpeaTHMHHUHA B 3THX
IpYIIax OCTAeTCs COMIOCTABUMBIM.

Hanuune CHMKEHHOTO MMMYHHTETa y B3pOCIBIX NAIMEHTOB HE TPeOYyeT KOPPEKIMH 03B
OCeJIbTAaMUBUPA, OJaroapsi BEICOKOMY Tpesiesry 0e30MacHOCTH aKTUBHOTO Metabonuta. Tem He
MEHee, Y B3pOCIBIX IAIEHTOB C MOPAXCHHUEM IOYEK J03bI HEOOXOIMMO KOPPEKTHPOBATH B
COOTBETCTBUH ¢ HH(POpPMaLUEH, MpeacTaBIeHHOH B pa3jene «Crnoco0 MpUMEHEHUS U 103bD».
IMoka3aHus K NPpUMEHEHUIO

o Jleyenue rpumma y B3pocibIX U JeTeil B Bo3pacte crapiie 1 roga.

o [MpodunakTuka rpunma y B3pOCIHBIX W IOIPOCTKOB B Bo3pacrte crapuie 12 Jer,
HAXOJALIMXCS B TPYIIAxX MOBBIIIEHHOTO pUCKa MHPHUIIMPOBAHMS BUPYCOM (B BOMHCKHX YaCTsIX U

0OIBIINX MMPONU3BOACTBCHHBIX KOJIJICKTHUBAX, Y ocJ1abJIEHHBIX HaI_[I/ICHTOB).

° [Ipodunaktuka rpumnmna y neteit crapue 1 roaa.

IIpoTuBONOKAa3aHMS

° [ToBbIlIEHHAs 4YYBCTBUTEIBHOCTD K OCENIbTAMUBUPY WIIH JTIOOOMY KOMIIOHEHTY Tperapara.
° TepmuHanbHas CcTaaMsI MOYSYHON HEAOCTATOYHOCTH (KIMpeHC KpeaTuHuHA < 10 Mi1/MuUH).
° Jerckuii Bo3pact 110 1 rona.

° Tspxenas meuyeHOYHASI HEAOCTAaTOYHOCTb.

C 0CTOPOKHOCTHIO

. bepemeHHOCTS.
. [Iepuon rpy1HOTO BCKapMIIMBaHUSI.
. [Ipumenenne B KOMOWMHaUMM C TpemapaTaMyd, HWMEHIOIIMMH  Y3KYI0  IIHPOTY

TEpaIreBTUIECKOT0 ACHCTBYS (HATIPHUMED, XJIOPIPONaMuU/I, METOTpeKcaT, peHHI0yTa30H).
IIpumeHeHnune npu GepeMEHHOCTH M B NEPHO/ TPYIHOT0 BCKAPMJIMBAHUS

bepemennocmo

HebnaronpustHblil ncxon 6epeMEHHOCTH U aHOMAITUH Pa3BUTHS TUI0/1a, @ TAK)KE PUCK CEPhE3HBIX
BPOKICHHBIX IOPOKOB Pa3BUTHUS, B TOM 4YHCIE BpPOKIEHHBIX IOPOKOB CEPALIA, CBSA3AHBI C
3a00JIeBaHUEM TPHUIIIIOM.

Bbonbiioe KOITM4eCcTBO TaHHBIX O BO3JEHCTBUU OCEIbTAMHUBHUPA Y OEPEMEHHBIX JKEHIIMH B XOJI€
MOCTPErHCTPALIMOHHOTO MPUMEHEHUS U HaOIro1aTeNnbHbIX HccaenoBanuit (6onee 1000 manneHTOB
Ha TIEPBOM TpUMeECTpe OEpeMEHHOCTH) HE€ YKa3bIBalOT HU Ha MOPOKU pa3BUTHI, HU Ha

(beTo/HeOHATAIbHYIO TOKCUYHOCTD OCEJIbTaMUBHPA.
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BPOXKJICHHBIX TOPOKOB CEP/LIA, TUArHOCTUPOBAHHBIX B T€UCHHE 12 MECSIIEB MOCIE POXKACHUS, HE
ObUIM OJTHO3HAYHBIMH, XOTS OOLINI1 PHCK IIOPOKOB Pa3BUTHS U HE OBLIT YBETUYECH.

B nmaHHOM wHcclieZIOBaHUM YacTOTa Pa3BUTHS TSDKEIBIX BPOXKICHHBIX IOPOKOB CEplla IOCIe
MPUMEHEHHUS OCelbTAMHUBHpA B TEUCHUE MEPBOT0 TpUMecTpa OepeMeHHOCTH cocTaBisuia 1,76 %
(7 mnagenueB u3 397 Gepemennocreit) no cpasaenuto ¢ 1,01 % npu GepemeHHOCTH B 00IIEH
nomyJisiiuy 0e3 MPUMEHEHHSI OCelIbTaMUBHpa (OTHOIIEHUEe puckoB 1.75, 95 % noBepuTenbHBIN
unrepsai 0,51 mo 5,98).

Knuanyeckoe 3HaueHUE JAaHHOTO pe3ysibTara JI0 KOHIA He SICHO, TaK KaK MCCIICOBAHUE MMEIO
OTPaHUYEHHYIO MOIITHOCTb.

Kpome Toro, mccienoBanue ObUIO HEJOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTU JOCTOBEPHYIO
OILICHKY OTICJBHBIX KAaTErOpUi TSHKEIBIX MOPOKOB PAa3BUTHsI, NPU STOM JAHHBIC y JKCHIIMH,
NPUHUMABIIUX U HE MPUHUMABIIHX OCEIIbTAMUBHP, HE MOTJIA OBITh IMOJIHOCTHIO COIOCTABUMBI,
HE3aBUCHMO OT TOTO, OOJIEIH JI OHH TPUTITIOM.

HccnenoBanust Ha )KUBOTHBIX HE YKA3bIBAIOT HA PEMPOIYKTHBHYIO TOKCHYHOCTH OCEIIbTaAMUBHPA
(cM. pazgen «DapMaKoIOTHIYECKUE CBOMCTBAY, MoApasaei «J{OKIMHuYeCKHUe TaHHBICY).
[lpumeHenne npenaparta Mpu OCPEMEHHOCTH BO3MOXHO B Cliydae HEOOXOIAMMOCTH M IOCIE
OLICHKM HWMEIoIeicss MHpOpMauuu o Oe30MacHOCTH M Toib3e (MHGOPMALMIO O TOJb3e
NpUMEHEeHHS TpernapaTa y 0epeMeHHBIX KEHIUH CM. B moapaszene «DapMakoJuHAMUKa, ITYHKT
«Jleuenue rpunma y 0epeMEHHBIX KSHIIUHY), @ TAK)KE MATOTCHHOCTH IIUPKYJIUPYIOIIETO MTaMMa
BUpYCa TpUIMIa.

I'pyonoe sckapmausanue

Bo Bpemst JOKITMHHYECKUX MCCIEIOBAHUN OCEIbTAMUBHP W aKTHBHBIM METa0OJIUT TPOHUKAIH B
MOJIOKO JIAKTHUPYIOIUX KpbIC. J[aHHBIE MO0 AKCKPELUU OCEeIbTaMHUBHUpA C TPYTHBIM MOJIOKOM Y
YyeJoBeKa M NPUMEHEHHIO  OCEelIbTaMHBHpAa KOPMALIMMM  SKEHIIMHAMH  OTPaHUYEHBI.
OrpaHWyeHHbIE JaHHBIE MOKA3bIBAIOT, YTO OCEIHTAMHUBUP M €r0 AaKTUBHBIH METaOOIUT B
HEOOJIPIIINX KOJMYECTBAX MMPOHUKAIOT B TPYAHOE MOJIOKO, CO37aBas CyOTeparneBTUYEeCKHe
KOHIIEHTPAallul B KpOBH TIpynHoro peOeHka. Ilpm Ha3HauyeHMHM OCEIbTAMUBUPA KOPMSILIUM
KEHIMHAM CIIeAyeT TakXXe YUUTBIBaTh HMX CONYTCTBYIOLIME 3a00J€BaHMs W MAaTOr€HHOCTb
MUPKYJIUPYIOMIETO ITaMMa BHpyca Tpumma. [lpu OepeMEeHHOCTH W B TEPHOA TPYTHOTO
BCKapMJTMBAHHS OCEIbTAMUBHP MPUMEHSIOT TOJIBKO B CIIydae, eCIIM OXKH1aeMast SBHas M0Jb3a JIs

KOpMSIIIEH MaTepH MPEBBIIIAET PUCK IS peOeHKa.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
7.2022 Ne 17146

ot 21.0°
Depmunvrocmo (NOCNEOCBATENEHOCTE 0003)

Ha ocHOoBaHMM TOKIIMHUYECKUX JTAaHHBIX HE 0)KUJAETCS, YTO Mpernapar BIUieT Ha (epTUIBHOCTD
MY)KYMH WM KeHIMH (cM. pasgen «DapmakoslorMyecKue CBOMCTBa», MOJpPA3aei
«/loxnMHUYECKHE JaHHBIEY).

Cnoco0 npuMeHeHMsI U 103bI

BuyTpb, BO BpeMs enbl WIM HE3aBHUCUMO OT Ipuema nuui. I[lepeHocuMocTh ocenbTaMuBHpa
MOJKHO YJIYYIIUTh, €CJIM IPUHUMATh €r0 BO BpPEMS €/Ibl.

B cnydasx, koraa y B3pocibIX, MOJAPOCTKOB U JETEH CyIIecTBYeT mnpoljiemMa ¢ MporiaTbiIBAaHUEM
KarcyJl, He0OX0JAUMO OTKPBITh KarCylly U BbICHIIATh €€ COACPKUMOE B HEOOJIBIIIOE KOJIUYECTBO
(MakcumanbHO 1 uyaliHasg JI0KKa) NOAXOJALIET0 IOJCIALIEHHOIO IPOAYKTa IUTaHUS
(LIIOKOTATHBIN CHPOII C HOPMAJIBHBIM COJIEp)KaHHEM caxapa Win 0e3 Coaep)kaHus caxapa, Mel,
CBETJIO-KOPUYHEBBIA caxap WIU CTOJOBBIA caxap, PacTBOPEHHBIH B BOJE, CIAAKUN JecepT,
CTYIIEHHOE MOJIOKO C caxapoM, SI0JIOUHOE MIOPE WM HOTYPT) 7Sl TOTO, YTOOBI CKPBITh TOPbKUI
Bkyc. CMech He0OX0IMMO TIIATEJIBHO NEpeMellarb M JaTh HAlUEeHTy LeaukoM. Cruemyer
IPOIJIOTUTH CMECh CPa3y K€ M0CII€ IPUTOTOBIECHMUSL.

[TonpoOHBIE peKOMEHIAIMK JaHbl B MoApasfene «IKCTEeMIOpalbHOE MPUTOTOBICHUE
CYCIICH3UM.

Cmanoapmmuulii pexcum 003uposanus

Jleuenue

[Tpuem npenapara HeOOXOIUMO HAUMHATH HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHSI CUMIITOMOB
3a00JIeBaHMUA.

B3spocnvie u noopocmxu 6 6o3pacme > 12 nem

[To 75 mr 2 pa3za B cyTKH BHYTPb B T€UeHHUE 5 aHEH. YBenuueHue 10361 Oosee 150 mMr/cyTku He
MPUBOJUT K YCUIJIEHUIO 3(PPeKTa.

Hemu 6 6ospacme om 1 200a 0o 12 nem

Jetu ¢ maccoit Tena > 40 Kr, KOTOpbIE YMEIOT IPOIJIAThIBATh KaIICyJIbl, TAKXKE MOTYT IIOJIy4aTh
JiedeHue, MpUHUMas 10 OJIHOM Karcyse 75 Mr 2 pa3a B CYTKH B T€UEHHE 5 THEH.

Hns mereit B Bo3pacTte OT 1 roma BO3MOXKHO 3KCTEMIOPAIBHOE MPUTOTOBICHUE CYCIEH3UH C
UCMOJb30BaHUEM Kamcyln 75 Mr (cM. moapaszen «IOKCTeMIOpalbHOE MPUTOTOBJIEHHE
CYCIIEH3UMY).

[IpumeHsTh oOcenbTaMUBHp ClIeAyeT 2 pa3a B CYTKM B Te4YeHHEe S5 JHEH COTJacHo

HUKETPUBEICHHON TabIuIe:
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
72022 N2 17146

ot 21.0°
Macca Tena PexoMertoBatHas 1034 1= | | E-orHecrso erfeart 2 o=
Ha OJTUH MIPUEM OceNbTaMUBUPA Ha OMH
npuem
<15«kr 30 mr 2 mi
> 15-23 kr 45 mr 3 M
> 2340 kr 60 mr 4 mn
> 40 kr 75 mr 5 mn

IIpodunakruka

[Tpuem npenapara HEOOXOAMMO HAaUMHATh HE MO3[HEE 2 CYTOK I0C/Ie KOHTAaKTa C 3a00JIeBILIUM
YEJIOBEKOM.

B3pocnvie u noopocmku 6 eospacme > 12 nem

ITo 75 mr 1 pa3 B cyTku BHYTph B TedeHHE He MeHee 10 IHel mociie KOHTaKTa ¢ 3a00JIeBIIUM
yesioBeKoM. Bo BpeMst ce30HHOM anuieMun rpumnmna — o 75 mr 1 pa3 B CyTKH B TeueHue 6 HeJlleb.
[IpodunakTrueckoe neHCTBUE MPOJOIKAETCS CTOIBKO, CKOJIBKO JUITUTCS IIPUEM Ipernapara.
Jlemu 6 6o3pacme om 1 200a 0o 12 nem

Jetu ¢ maccoii Tena > 40 Kr, KOTOpbIE MOT'YT IPOIJIaThIBATH KAIICYJIbI, TAK)KE MOTYT I0JIy4aThb
npopUIAKTHYECKYIO Tepanuio, IpUHUMas 110 0HOU Karicyise 75 mr 1 pa3 B cyTku B TeueHue 10
THEHN.

g nereit B Bo3pacte OT 1 roga BO3MOYKHO DKCTEMIIOPAJIBHOE NPUTOTOBIEHUE CYCIEH3HUH C
UCMOJIb30BaHUEM Kamcyln 75 Mr (cM. moapaszien «OKCTeMIOpalbHOE MPUTOTOBJIECHHE
CYCTICH3UWY).

[IpumensTs ocenbramuBup ciexyer | pa3 B cyrku B TedueHue 10 gHell cormacHo

HUKETPUBEICHHON Tabmue:

Macca Tena PexomennoBanHas 103a KonnuectBo cmecu
Ha OJIMH MPUEM OcenbTaMHUBUPA HA OJIUH MPUEM
<15«xr 30 mr 2 M
>15-23 xr 45 mr 3 M
> 23-40 kr 60 mr 4 mn
> 40 kr 75 mr 5 mn

/Jlo3uposanue 6 ocoovix cnyyanx
Tayuenmoi ¢ nopascenuem novex

Jleuenue
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
oT 21.07.2022 M= 17146

[TaiuenTam ¢ KJIMpeHCOM KpeaTuHuHa OoJee |60 Mn/ﬁﬂﬂ;'i;MﬁT@gE 'F":'I]E)Ef%:e:':r'é}{. Y

MAIMEHTOB ¢ KJIUpeHcoM KpeaTuHWHa oT 30 mo 60 MiI/MUH [03y OcenbTaMUBUpa CIEAYyeT
yMeHbIINTh A0 30 MI Ba pa3a B CYTKM B TeUeHHE 5 AHEH (CM. moapasien «IKCTEMIOpaIbHOE
MPUTOTOBJICHUE CYCIICH3UNY).

VY manueHToB ¢ KiMpeHcoM kpeatnHuHa OT 10 mo 30 Mi/MHH 103y OCelnbTaMUBHUpA CIIEAYET
yMeHbIUTh 10 30 Mr oAMH pa3 B CyTKH B TeueHue 5 aHeil. [lanmenram, Haxomsummcs Ha
IIOCTOSSHHOM T€MOJIMAJIN3€, OCEIbTaMUBUD B NE€PBOHAYAIBHOM 03¢ 30 MI' MOKHO IPHUHSTH 10
Hayaja Juajin3a, eclid CHMITOMBI TPHUIIIa MOSBUINCH B TeueHUe 48 4 Mex Iy ceaHcaMH JThain3a.
Jns nmonnepkaHus IJIa3MEHHOM KOHIEHTPAlMKW HAa TEParneBTHUYECKOM YPOBHE OCEIbTaAMHUBHP
cienyer npuHUMaTh no 30 Mr mocie Kaxaoro ceanca auanusa. [lanmeHntam, HaxoasmuMmcs Ha
NIEPUTOHEAIBHOM JIMAJIN3€, OCEIbTAMUBUD CIIEYET IPUHUMATh B IEpBOHAYaIbHOM 103€ 30 Mr 10
Hayvaja IpoBeJeHHs Auanu3a, 3ateM 1o 30 Mr kaxaplie 5 nHeil. DapMakOKMHETHKa OCeIbTaMUBHUPA
y HAI[MEHTOB C TEPMUHAJIBHON CTaauel MOYeYHONH HEJOCTATOUHOCTH (C KIMPEHCOM KpeaTMHHHA
< 10 Mi/MUH), He HAXOMANIUXCS HAa JUAIHN3E, HE U3ydanach. B CBSI3M C 3TUM pEKOMEHIAIUH TI0
JIO3UPOBAHUIO Y TAHHOW I'PyNIbl NAIIUEHTOB OTCYTCTBYIOT.

I[IpodnnakTura

[TaruenTam ¢ KJIMpPEeHCOM KpeaTWHWHa Oosiee 60 MII/MUH KOPPEKIHH O03bl HE Tpedyercs.
Y mamueHToB ¢ KIUpeHcoM KpearmHuHA OT 30 10 60 MII/MHH 103y OCEIBTAMHUBHpA CIICIYET
yMEHbIINTh 10 30 Mr oAMH pa3 B CyTKH (CM. mojpasjen «IKCTeMIOpaibHOE MPUTOTOBICHUE
CYCIICH3HM).

VY manueHnTtoB ¢ knmupeHcom kpeatuHuHa oT 10 1o 30 MII/MUH peKOMEHIyeTCs YMEHBUIUTh 03y
ocenpramuBupa 10 30 Mr yepe3 aAeHb. [lanrenTam, HaXOAAIIMMCS Ha TIOCTOSSHHOM T€MOINANN3E,
OCEJIbTAMHUBHUP B MTePBOHAYAIbHOM 103€ 30 M MOXKHO MPUHSATH 70 Havasa auanusa («1-if ceancy).
Jns monnepkaHUs MIIA3MEHHOM KOHIIEHTPAllMd Ha TEParneBTHUYECKOM YPOBHE OCEIbTaMHUBHP
clenyeT mpuHUMATh 1Mo 30 Mr mocie Kakoro MocieayroIIero HeYeTHOTO ceanca quainsa.
[TaruenTam, HAXOAAMIUMCS HA MIEPUTOHEATHHOM JTHAIH3E, OCEILTAMUBHUD CIIEyeT MPUHUMATH B
nepBoOHavYaIbHOM 703¢ 30 MT 10 Havaja MpOBEACHHS AHalin3a, 3aTeM 1o 30 Mr Kakapie 7 THEH.
dapMaKOKMHETHKA OCelbTaMUBHUpa Y TMAalMeHTOB C TEPMHUHAJIBHOM CTaaueld TOYeHHON
HEJOCTAaTOYHOCTH (C KIUpeHcoM KpeatnHMHa < 10 MJI/MUH), HE HaXOMSIIMXCS HA AMATU3E, HE
u3ydJajgach. B CBSI3U ¢ 3TUM pEKOMEHJAIMH TI0 JTO3UPOBAHUIO Yy JAHHOW TPYIIIBI MAIIHCHTOB
OTCYTCTBYIOT.

Tlayuenmui ¢ nopadicenuem nevenu

Koppekuuu m03b1 ocenbTaMuBHpa TMPU JIEYCHUM M MpOo(UIAKTUKE TpPUNNA y MAlUEHTOB C

HapylmeHusMH (QYHKIUM T€YeHM JIETKOM W CpeAHel CTemneHel TsKeCTH He Tpedyercs.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

(GyHKUINY TIEYSHH HE U3YyYajach.

Tlayuenmui nodxcunozo u cmapueckozo 6o3pacma

Koppekuuu 10361 11 npoUIaKTUKY WIK JICUEHUs TPUIINa He TpeOyeTcs.

Tayuenmoi ¢ ocrabreHHbIM UMMYHUMEMOM (NOCle MPAanCHAAHMAaYUL)

Jleuenue

PexomentoBaHHas MPOAODKUTENFHOCTD TEPATMH OCEIIbTAMUBHPOM Y MAIIEHTOB C 0CTIa0ICHHBIM
uMMyHUTETOM coctaBisieT 10 gueit. Koppekiuu no3e1 He Tpedyercs (cM. paszaensl «llobounoe
neiictBuey» u «Papmakojoruuyeckue cBoiicTBa»). IlpueM mpemnapara HeoOX0IMMO HauWHATH HE
NO3/HEE 2 CYTOK C MOMEHTA Pa3BUTHsI CUMIITOMOB 3200JI€BAHUS.

Ce3onHas npodUIaKTUKA

JUis  ce30HHOM NPOPUIAKTUKM TpUMNA Yy HAIMEHTOB C OCJIA0JIEHHBIM HMMYHUTETOM
B Bo3pacTe > 1 roga — B TeueHue 12 Hesenb, KOPPEKIHs 1036l HE TpeOyeTCsl.

Jlemu

OcenbTaMuBHp HE ceAyeT Ha3HAvaTh AETSIM 10 1 roxa.

IKcmemnopanvhoe npuzomosnenue cycneH3uu

B cnyyasx, korjna y B3pocibIX, MOAPOCTKOB U JETEl CYLIECTBYET pobiieMa ¢ IporiaTbiBAHUEM
KarcyJi, HE0OX0AUMO OTKPBITh KalCylly U BbICHIIIATh €€ COJAEPKUMOE B HEOOJIBIIIOE KOJINYECTBO
(MakcuManbHO 1 9aiiHast JIOXKKA) MOIXOIAIIETO TOACTANICHHOTO POIyKTa TUTAaHHUS (CM. BBIILIE)
JUIS TOTO, 4TOOBI CKPBITh TOpbKUH BKyc. CMech HEOOXOJMMO TIIATEJBHO IepeMelaTh U JaTh
NanueHTy HeaukoM. CaenyeT NporioTUTh CMECh Cpa3y e IMOCie IPUTOTOBIICHUS.

Ecnu nanuentam tpeOyeTcs 103a 75 m2, TO HEOOXO0IMMO CJI€I0BaTh CJIEAYIOIIUM HHCTPYKLIHSAM:
1. Jlepsxa onHy Karcyity 75 mr npenapara ['punrepa® Haj ManeHbKOM €eMKOCTBIO, aKKYpPaTHO
PacKpBITh KaIlCyJly U BBICBHIIIATh IOPOIIOK B EMKOCTb.

2. JloOaBuTh HeOONBIIOE KOAWYeCTBO (HE Oojee 1 YalHOH JIOKKH) TOAXOMASIIETO
MOJICAIIEHHOTO NMPOIYKTa MUTAHUA (UTOOBI CKPBITh TOPHKUI BKYC) U XOPOIIO IEpeMenIaTh.

3. TimarenbHO mepemeniaTh CMeCh U BBIIUTH €€ Cpasy e mociie npurotosieHus. Ecnu B
€MKOCTH OCTaJIOCh HEOOJIBIIOE KOJIMYECTBO CMECH, TO CIIEAYET OMOJIOCHYTh EMKOCTb HEOOJIBIINM
KOJIMYECTBOM BOJIbI Y BBIIIUTH OCTABILYIOCS] CMECH.

Ecmu manmenTam tpebyrorest 10361 30—60 M2, TO TS MPABHILHOTO JO3UPOBAaHUS HEOOXOIUMO
CJIEIOBATh CIAEAYIOUIUM UHCTPYKIIHSIM:

1. Jlepsxa ozny Karcyity 75 mr npenapara I'puntepa® HaJ ManeHbKOH eMKOCTBIO, aKKyPaTHO
PacKpBITh KaIlCyJly U BBICBHIIIATh OPOIIOK B EMKOCTb.

2. J106aBUTH B MOPOIIOK 5 MJI BOJBI C MOMOIIBIO HINPUIIA C METKAMHU, MOKa3bIBAIOIIUMU

KOJIMYECTBO Ha6paHHOI71 KHUOKOCTH, TIHATCIIBHO IEPEMEIIATh B TCUCHHUC 2 MUHYT.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.07.2022 N2 17146

3. HaGparp B mmpum HeoOXxoaummoe Komuecthe -t 1! ikeéri™ €oracno

HIDKEIIPUBEICHHOM TabuIe:

Macca tena* PexomennoBannas mo3a KomuuectBo cMecu

ocCClIbTaMUBHUpAa HAa OJJUH ITPUEM

<I15«kr 30 Mr 2 MII
> 15-23 xr 45 mr 3 M
> 2340 xr 60 mr 4 M

* Jlnst meteit ¢ Maccoit Tena < 40 kr, B Bospacte oT 1 10 8 ner.

Her neoOxomumoctu B 3a00pe HEPACTBOPEHHOTO OENOr0 MOPOIIKA, MOCKOJIBKY OH SIBIISCTCS
HEaKTHBHBIM HaroyiHuTeNneM. HakaB Ha MOpIIeHb INMPHIA, BBECTH BCE €O COJACPKUMOE BO
BTOPYIO eMKOCTh. OCTaBIIYIOCS HEUCIIOIBb30BAHHYIO0 CMECh HEOOXOIUMO BBIOPOCHUTD.

4. Bo BTOpy0 emkocTh M00aBUTH HEOOJBIIOE KOMUYECTBO (He Oosnee 1 4yaiiHOW JIOKKH)
MOAXOASIIET0 MOACIANIEHHOTO MPOJAYKTa MUTAHMS, YTOOBI CKPBITh TOPHKUM BKYC, U XOPOIIO
nepeMeIaTh.

5. TmwatenbHO MepeMeniaTh CMECh M BBIIIUThH €€ Cpa3y ke Mociie mpurotoBiicHus. Eciu B
€MKOCTH OCTaJIOCh HEOOJBIIIOE KOJIMYECTBO CMECH, TO CIIEAYET OMOJIOCHYTh EMKOCTb HEOOIIBIINM
KOJIMYCCTBOM BOJIbI U BBIIIUTH OCTABIIYKOCA CMCCh.

IloBTOpSAHTE JaHHYIO IPOIEAYPY Ieped KaXKJIbIM MPUEMOM Ipenapara.

ITo0ouyHOE nelicTBUE

0030p npodrig 0€30MaCHOCTH

OO6mmit mpodmias 0€30MacHOCTH OCEbTAMHUBHpPAa OCHOBAaH Ha JdaHHBIX 6049 B3poCHbIX
NalMEeHTOB/TIOAPOCTKOB U 1473 nereil ¢ rpunmnom, MoIy4aBIIMX OCEIbTAMUBHUP MM I1anedo, a
Takke Ha JaHHbIX 3990 B3pOCIBIX NAlMEHTOB/MOJIPOCTKOB M 253 neTel, MOIydaroliux
OCENIbTaMUBUD WM IUIale00/ HE MOJIyYyaBIIMX TEpanuM B KIMHUYECKUX MCCIEIOBAHUSAX I10
npo(UIaKTUKE TpUIITIA.

Kpome toro, 199 B3pocibIx MaueHToB ¢ 0caabIeHHBIM HMMYHUTETOM MOJYYHIIN OCEIbTaAMUBHP
JUIs JIeYeHUs rpunma, u 475 MalueHToB ¢ 0clabJeHHBIM UMMYHHUTETOM (B TOM uucie 18 nerei,
10 13 KOTOpBIX MOJIyYaIl OCENbTaMUBHP U 8 — IU1a11€00) MOTYyUMIIH OCeIbTAMUBHP WM IJ1a11e00
JUTSE PO HIIAKTUKY TPUTIIIA.

VY B3pOCHBIX MAIMEHTOB/MOAPOCTKOB HanboJjiee yacTbIMM HexenareabHbIMu peakiusivu (HP) B
X0Jle KJIMHUYECKHX WCCIICOBAaHUM JIedeHus rpummna ObUIM TOIIHOTa M pPBOTA, a B XOJe
MCCIIEIOBAHMH 0 MPOPUITAKTHKE — TOITHOTA.

bonbmmHcTBO yKazanubix HP Obin 3apeructpupoBaHbl OHOKPATHO B EPBBIN MIIM BTOPOH JI€HB

TCpaIriiu U CIIOHTAHHO Pa3spCilajIvuCh B TCUCHUC MTOCICAYIOIIUX 1-2 JHEH.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
oT 21.07.2022 M= 17146

TENBHOCTE 0003)

VY nereit HanOomnee yacto Berpevarornieiics HP Opuia pBo‘ila.'-':-'-_lE-']-'h' BA

Y GonbIIMHCTBA TAIIMEHTOB AaHHble HP He mpuBOaMIN K OTMEHE Tepamnuu OCeIbTAMUBUPOM.
Cepnesnbie HP, nepeuncieHHbie HUXKE, PeIKO OTMEUAIHCh C MOMEHTA BBIX0/Ia OCEIBTAMUBHPA HA
PBIHOK: aHadmIaKTUYeCKue W aHadUIAKTOUIHBIC pPEaKlUU, HAPYLUIEHUS CO CTOPOHBI IEUYEHU
(pynbMUHAHTHBIN TeNaTUT, HapylleHWe (YHKIMU TEYEHU U KEJITyXa), aHTMOHEBPOTHUUECKHIA
oTek, cunjipom CtuBeHca — [[KOHCOHA M TOKCUYECKUM AMUACPMAIIbHBINA HEKPOJIU3, JKEIy104HO-
KHIIIEYHOE KPOBOTCUCHUE U HAPYIICHHUSI CO CTOPOHBI HEPBHOW CHCTEMBI U TICUXUKH (CM. pa3aen
«Oco0ble yKa3zaHUs»).

Crnucok HeXenaTeNbHbIX PeakKIuil mpeacTaBieH B TAOIMYHOM (opMaTe HUXKeE.

Jlyist onMcaHusl 9acTOThI HEXENIATebHBIX PEaKIMid MCIIONIB3yeTCsl CIeayIomas KiaccuPuKarus:
oueHb yacteie (> 1/10), wacteie (> 1/100 u < 1/10), mewacteie (> 1/1000 u < 1/100), penkue
(>1/10000 u < 1/1000) u ouenp penkue (<1/10000). CoOTBETCTBYIOIIAs KaTETOPHSI
MpPUCBANBAECTCd HEXKENATeIIbHBIM  peaklusM Ha OCHOBAaHUU OOBEAMHEHHOTO aHaiu3a
KIIMHUYECKUX MCCIIETOBAaHUM.

Jleuenue u npod)wzakmuka cpunna y 63pociblx u no@pocmkoe

B tabnune 1 npencrasnenst HP, Bo3HukaBine Hanbosee 4acTo Mpu NpueMe peKOMEeH10BaHHOH
JI03bl OCEJIbTAMUBHpPA B MCCIIEJOBAHUAX IO MPO(UIAKTUKE U JIEUYSCHHIO TPUIIA Y B3POCIBIX U
HOJPOCTKOB (75 Mr 2 pa3a B CYTKHM B T€UCHHE 5 THEH A jgedeHust U 75 mr 1 pa3 B cyTku a0 6
HEJeNb I TPOPHUIAKTUKH).

B uccnenoBanusx no npoguinakTuke rpumnmia npoduiab 6€30nacHOCTH y HallMEHTOB, MOTy4aBLINX
PEKOMEHI0BaHHYIO /103y ocenbTamuBHpa (75 Mr 1 pasz B cyTku 10 6 HeJelb), KaUeCTBEHHO He
OTJIMYAJICS OT TAKOBOT'O B MCCIIEOBAHUAX 110 JICUEHUIO I'PUIINIa, HECMOTPS Ha OoJiee JUIUTEIbHBIN

npueM Ipernapara.

Ta6n1/1ua 1. HexemarenbHble p€aKkuur, BBIABJICHHBIC B XOAC KIMHUYCCKUX I/ICCJ'IG,I[OBaHI/Iﬁ oo
HpO(bI/IJ'IaKTI/IKe " JICUCHUIO I'pUIIlla OCCIIbTAMUBHUPOM Yy B3POCJIbIX MANUCHTOB U MMOAPOCTKOB HUJIM B XOJC

MOCTPETUCTPATUOHHOI'O HaGJ’IIOZ[eHI/ISI.

Kaacc cucrem He:xesnaTeabHble peakum, pacnpeneJeHHbIe COTJIACHO YacTOTe BhISIBJICHHSA
OpPraHoB OueHb yacTo Yacrto Heuacrto Penko
Hngpexyuonnvle Bpouxwur, Herpes
u  napasumap- simplex,
Hble 3a001e6anus Ha30(apuHTHT,
MHPEKIHN
BEPXHUX
JIBIXATEeIbHBIX
MyTel, CHHYCUT

18



—

COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 21.07 2022 N= 17146
Hapywenus  co (MOUCHEQUEATEN i:'lr'fp'(')MEB'u"Fll/ITglEfé-
CMOPOHbL KPOBU U HUS
aumepamuyec-
KOU cucmemul
Hapywenus  co Peaxnuun Anadunaktayec-
CMOpOHbI THIIEPYYBCTBUTENBHOCTH | KHE peaknuu,
UMMYHHOLL aHaUITaKTOU I~
cucmemvl HbIE PEaKIUH
Hapywenus BbecnokoiicTBo,
NCUXUKU aHOpMAaIJTbHOE
MTOBE/ICHUE,
TPEBOXKHOCT,
CIIyTaHHOCTh
CO3HaHWA, Oper,
JIeTTUpUH,
TaJTIOIUHALINH,
HOYHEBIC
KOILIMapBl,

npuvrHeHne cebe

TEJIECHOI'O
TTOBPEKICHUS

Hapywenus  co | I'onoBHas becconnumna HU3meHeHne  co3HaHUS,
CMOpOHbL 00J1b cynoporu
HepeHoU
cucmembl
Hapywenus  co Hapyumienue
CMOPOHbL Op2aHa 3peHus
3peHust
Hapywenus  co Aputmus

CMOpPOHbL cepoya

Hapywenus  co
CMOpOHbL
ObiXamenbHou
cucmembl,
opeanos 2pyoHou
KemKu u

cpedocmenus

Kamens, 0015 B

ropie, puHopes
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

o1 21.07.2022 N 17146
Hapywenua  co | TomHoTa PBota, Oong B 'ﬂ':":'-_iEJ"—'E’;‘-TEHEHK-G'JT}];-:LB‘Q{ 03]
CMOpOHbI KUBOTE KHIIICYHBIC
JHCENYOOUHO- (BKiTROUAst OOJIB B KPOBOTEUCHUS,
KULUEYHO20 BEpXHEW dYacTu reMopparmnyec-
mpaxma JKUBOTA), KHU KOJIUT
JUCTICTICHS
Hapywenuss  co [ToBbI1ICHME @yIbMUHAHTHBII
CMOPOHbL NeyeHuU aKTUBHOCTH TeNaTuT,
u  oceniesvigo- «IIEYEHOYHBIX) MeYeHOYHAS
oawux nymet dhepMeHTOB HEIOCTaTOY-
HOCTb, T€TIaTUT
Hapywenus  co DK3ema, JIepMaTUT, | AHTHOHEBPO-
CMOPOHbL KONCU U CHITb, KPAITMBHAIIA TUYECKUA  OTeK,
NOOKOJNCHBIX MyIbTH(GOPMHAS
mKaHeti apurema,
CHUHIPOM
CruBenca -
JxoHcoHa,
TOKCUYECKHI
3MUIEPMATIbHBIN
HEKPOJIN3
Obwue Bonb,
paccmpoticmea u TOJIOBOKPY-
HapyweHus 8 JKeHue (BKITFOYast
Mecme 86edenus BEPTHTO),
YTOMIISIEMOCT,
TUXopajKa, 00Ib
B KOHEYHOCTSX

Jleuenue u npodWIIAKTUKA TPUIIIA V JIETER

B xIMHMYECKMX HCCIIeIOBAaHUSIX OCEIbTAMUBUPA TIPH JICUEHUH TPUTIITA IPUHUMAIH ydactue 1473
pebeHka (BKJIIOYasi B LIEJIOM 3[0POBBIX JeTel B Bo3zpacte oT 1 10 12 jer u netei ¢ acTMoil B
Bo3pacte oT 6 no 12 ner). M3 Hux 851 pebeHok momy4an Tepanuio OCEIbTaMHUBHPOM B
JeKapcTBeHHON (opme «cycrensusi». Beero 158 nereil mosyyanu peKOMEHIOBAHHYIO 03y
ocelnbTaMUBUpa | pa3 B CYyTKH B MUCCIIEOBAHMSIX MTOCTKOHTAKTHON MPOMMIAKTHKH B JIOMAITHHX

yenoBusix (N = 99), B 6-HeneldbHBIX HUCCIEIOBAHUSX Ce30HHOW mpodumaktuku (N = 49) u
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12-HemenbHBIX HCCIIEOOBAHUSAX CE30HHOM I

ummyHnuterom (N = 10).

ot 21.07.2022 b

&2 171

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

rf

odunartiidir’ N-Aakfickmor "¢ okidondtsm

B Tabnumne 2 mnpeacraBiensl HP, wambonee dacTto cooOmaembie B XOJ€ KIMHHUYECKHX

WCCIICIOBAHUH Y JIETEH.

Ta6n1/1ua 2. HexenarenbHblie pCaKkiur, BBIABJICHHBIC B XOAC KIMHUYCCKUX I/ICCJ'ICIIOBaHI/If/i 1o

NpoQUIAKTHKE U JICYCHUIO TPHIIIIA OCENbTaMUBUPOM Y Aeteil (7o3a ot 30 Mr 10 75 Mr B 3aBUCHMOCTH OT

BO3pacTa/Beca).

Kiacc cucrem

HexenareabHble pP€aKkuu, pacnpeacjieHHbI€¢ COIVIACHO YaCTOTE BbIABJICHUA

OpPraHoB OuyeHb YacTo Yacro Heuacrto Penxo
HUnpexyuonnvie u Cpenuuit OTHT
napazumapHvle
3abone8anus
Hapywenus co l'onoBHas 601b
CMOPOHbL HEPEHOU
cucmembl
Hapywenus co KoHnbloOHKTUBUT
CMOpOHbL  Op2aHa (BKITIOUAS
3penus MTOKpACHEHUS
TJ1a3, BBIICTICHUS H
00J1b)
Hapywenus co bons B yxe Hapymwenus  co
CMOpOHbL  Op2aHa CTOPOHBI
cryxa u OapabanHOI
nabupunmuole TIEPETIOHKN
HapyweHus
Hapywenus co | Kamens, Punopes
CMOpOHbl 3aJI0’KEHHOCTh
OvixamenvHoll HOCa
cucmembl,
0peanos  epyoHoll
KemKu u
cpedocmeniist
Hapywenus co | PBora boinb B xuBOTE
CMOpOHbL (Birouast 6oib B
AHCEYOOYHO- BEpXHEH  4YacTu
KUBOTA),
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 21.0;

KULETHOZ0 aucrendus, (MOCAEQOBATENGHOCTE 0003)
mpaxma TOIIHOTA
Hapywenus co Hepmatut
CMOPOHBL KOJHCU U (BKIMIOUAs
NOOKOIHCHBIX IJICPTUYeCKUd U
mKawuet aTONMMYECKHUH

JIEPMAaTHT)

Onucarnue omoenbHbiX HeXCeaamelbHblLx peaKyuil

Hapywenus co cmoponvl HepeHOll cucmembl U NCUXUKU

['punmo3Has WHQPEKIUS MOXET AacCOIMMPOBATHCS C  PA3IMYHBIMH  HEBPOJIOTMYECKHUMU
CUMIITOMAMU ¥ WM3MEHEHUSIMH IOBEJEHMs, BKIIIOYAas TaKue CHUMIITOMBI, KaK TaJUTIOLIMHAIMH,
JNeNMUpUid U aHOpMalbHOE IIOBEJEHHE. B HEKOTOpBIX Cilydasx OHM MOIYT IPUBECTH K
CMEPTEIbHOMY HCXOY.

JlaHHBIE SBJICHUS] MOTYT BO3HUKATh KaK Ha (poHE pa3BUTHA HHIIE(DATONATHN WU SHIEATUTA, TaK
U OT/IEJIbHO, 0€3 IBHOTO TSKENIOro 3a00JIeBaHMsL.

B nocrperucTpaiMoHHBIX COOOLIECHHUSX Yy HAllMEHTOB, KOTOPbIE MOIyYald OCEIbTAMUBUD IS
JICUYEHUs TPUIINA, OTMEYAINCh CYIOpPOTH U AeTUpPUi (BKIIIOUYas TAKKE CUMIITOMBI, KaK HapyIllIeHHe
CO3HAHMS, CIYTAaHHOCTb CO3HAHMS, AaHOPMaJbHOE IIOBEJIEHUE, Opel, TaUIIOLUHALINY,
0eCIIOKONUCTBO, TPEBOXKHOCTb, HOYHBIC KOIIMAapbl). OTH Clydyal pPEIKO CONPOBOXKIAINUCH
OMACHBIMU ISl JKU3HU AKTMBHOCTSMU WJIM JIETAJIBHBIM HCXOAOM. JlaHHBIE SBIEHUS ObUIN
3aperucTpUpOBaHbl B OCHOBHOM CpeNU J€TeH U MOJPOCTKOB U YAaCTO MMENM BHE3AITHOE HAYaJlo U
OBICTpOE pa3pelieHue.

Ponp  ocenmpramMmBHpa B pa3BUTHM  JaHHBIX  SIBICHUM  HEHW3BECTHA.  YKa3aHHbIE
IICUXOHEBPOJIOIMUYECKHE HApYILIEHHs TakKe OBbLIM 3aperucTpUpOBaHbl Y MAlMEHTOB C TPUIIIIOM,
HE MOJIYyYaBIIUX OCEIbTaMHUBHP.

Hapywenus co cmoponvl neuenu u s#cenuesbl8o0auux nymeti

Hapymenust co cTopoHbI I€UEHU U KETYEBBIBOASIIMX MyTeH, BKIIIOYas T€NaTUT U MOBBIINICHNE
AKTUBHOCTH «II€YEHOYHBIX» (EpPMEHTOB, OTMEYAIUCh Yy TMAlUEHTOB C TIPUIINONOJO0OHBIM
3a0o0JeBaHNEM. YKa3aHHbIE SIBJICHHUS TAKKE BKIIOYAIM (DyITbMUHAHTHBIA renaTuT/IeueHOYHYIO
HEJ0CTAaTOYHOCTb C JIETATbHBIM UCXOJ0M.

IIpouue ocobvie nonynayuu nayuenmos

Jlemu (0o 1 200a)

B 1Byx wuccrnenoBanusix (hapMakOKWHETHKH, (apMaKOJAWHAMHKH WU TpOoQuis Oe30MacHOCTH
ocelIbTaMHBHpPA, B KOTOPBIX NMPUHUMAIHN ydactue 135 nmereit B Bo3pacte 10 | roga ¢ rpummom,
npoduis 6e30MacHOCTH Ipenapara OblI COITOCTaBUM B Pa3IMYHbBIX BO3PACTHBIX PyMIax.
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COOTEBETCTBYET 2KI N
ot 21.07.2022 N2 17146

HanboJiee 9acTo cOOBIIAEMBIMU HEKeTATETHHMHI BICHHAMIT %&#ﬁjﬂ}%ﬂﬁlﬂ I:BE(ITE,CEI/%ESI u

CMEPTHOMY OTYETY

ornpenocTs (cM. pazzaen «PapMaKoJIOorndeckue CBONCTBay, moapasaen «®apMakOKHHETHUKAR).
JlaHHbI€ O JETSIX B IOCTKOHLIENITYaJIbHOM BO3pacTe /10 36 Hellelnb HEJOCTaTOUHBI.

Jannsle mo 0e30macHOCTH MPUMEHEHHsI OCeIbTaMUBUpPA IPU JICYCHUH y JETel B BO3pacTe 0
1 roma momy4deHbl U3 MPOCHEKTUBHBIX M PETPOCIEKTHBHBIX HAOIIOJATENbHBIX HCCIEI0BAaHUMN
(Brmrovanu Oonee 2400 meredl maHHOTO BO3pacTa), MUCCICAOBAHUN SMHUIEMHOJIOTHYECKUX 0a3
JaHHBIX W MOCTperucrpanuonnoro Habdmoaenus. [Ipoduns 6e3omacHoctu y gereit no 1 roma
COIIOCTaBUM C U3BECTHBIM IpoduiieM 0e30nacHOCTH y JeTel B Bo3pacTe 1 roga u crapiue.
Hooicunvie nayuenmsl U nayueHmvl ¢ XPOHUHECKOU CepPOeUHOU U/UlU  ObIXAMENbHOU
HeO0CmMamoyHOCmoio

[Tomynsiiusi, BKIIOYEHHAs B UCCIIEI0OBAHUS 110 JIEUEHUIO IPHUIIIIA, COCTOSIA U3 B LIEJIOM 3JI0POBBIX
B3POCIIBIX/TIOAPOCTKOB W MAIMEHTOB TPYIIbl pPUCKAa (PUCK Pa3BUTHUSA OCIOKHEHUUN TpHIIIA,
HanpUMep MOMYJISIIKS TOXKWJIBIX NAIllMeHTOB U MAllMeHTOB C XPOHHYECKOW CepIeyHOW WU
JIBIXaTeNbHON HE0CTaTOYHOCTHI0). B menom mpodwuins 6e3omacHOCTH Mpenaparta y MalnueHTOB
TPYIIIBI PHCKa OBLIT COTIOCTABUM C TAKOBBIM Yy B IIEJIOM 3JI0POBBIX B3POCIBIX/TIOJPOCTKOB.
Tayuenmsi ¢ ocrabreHHbIM UMMYHUINEMOM

Jledenue rpunmna y maieHToB ¢ 0caabIeHHBIM HMMYHUTETOM OLIEHHUBAJIOCH B JIBYX KIMHUYECKHUX
MCCJIEIOBAHMSIX: TTALIMEHTHI OJy4YaId CTAHIaPTHYIO 103y WM HOBBILIEHHYIO 103y (ABOWHYIO WU
TpPOWHYI0) ocenmbramuBupa (cM. pasgen «Dapmakosorudeckue CBoicTBay). [Ipodmis
0€30MacHOCTH OCEJIbTaMUBHpa, HAOJII01aeMbIi B JaHHBIX MCCIENO0BAHUAX, OBbLJI CONOCTABUM C
TaKOBBbIM B MPEABIAYIIMX KINHUYECKUX HCCIEA0BAHUAX, B KOTOPHIX OCEIbTaMUBUP MPUMEHSIICS
JUTSL JIEYEHUS] TAIIUEHTOB C HOPMaJIbHBIM UMMYHUTETOM CPEH BCEX BO3PACTHBIX IPYII (310pOBBIE
MAIMEHThl WM TAIMEHThl W3 TPYIIbl PUCKA, HAIpUMEp, C ABIXaTeNbHOW W/MIU CEepACUHOU
HE/I0CTaTOYHOCThI0). Hanbonee yacThiM HeXenaTeIbHBIM SIBICHHUEM y JeTel ¢ OciablieHHBIM
UMMYHHUTETOM ObLI1a pBOTa (28 %).

B xone 12-HemenbHOro wuccinefoBaHus MO NpoduiakTuke rpunma y 475 MNalueHToB ¢
ocnabJieHHBIM UMMYHHUTETOM (BKJIt0Yast 18 nereit B Bo3pacre ot 1 1o 12 net u crapiie) npoduib
0e30macHOCTH B Tpynmne ocenbTamuBupa (238 marueHToB) OBUT COMOCTaBUM C paHee
Ha0Jr01aeMbIM IPOQHIIEM OCETbTAMUBHPA B KITMHUUECKUX UCCIEI0BaHUAX 110 MPO(UIaKTHUKE.
Hemu ¢ 6ponxuanbHou acmmoii 8 anammese

B nenom npoduins HexenaTenbHbIX peakluid y 1eTel ¢ OpOHXHaIbHOM acTMON B aHaMHe3€ ObLIT
COTIOCTaBUM C TaKOBBIM B IIEJIOM Y 370POBBIX JI€TEH.

Ilepeno3upoBka

B OonpmMHCTBE CilydyaeB Mepelo3UpoBKa B XOJA€ KIMHUYECKMX MCCIEOBaHUN M MpU

MNOCTPETUCTPAIUOHHOM TPUMCHCHHU OCCIbTaMHUBHUpPAa HE COIPOBOKIAAIACH KaKUMH-JTHO0
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.07.2022 N2 17146

HE)KeNaTeNIbHBIMU  SIBICHUSIMH. B OoCTamHHBIX d%&-ﬂ;Eﬂ'&/ﬁ'fIﬁ-E%hHI’%GB&H%SI'&'})BBKI/I

COOTBETCTBOBAJIM HEXEJIATeNbHBIM SIBJICHUSM, TIpEAOCTaBIeHHbBIM B paszzaene «llo6ounoe
JICUCTBHUEY.

B3aumopneiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMHU CPeACTBAMH

®apMaKOKMHETUYECKHE CBOMCTBA OCEIbTAMUBHPA, TAKHE KAaK €r0 HU3Kasi CTENICHb CBSI3BbIBAHUS C
Oenkamu ¥ MeTabonmm3M, He 3aBUCHMBIA OT u3odepmenta CYP450 u cucreMbl TIIOKYPOHUIA3
(cM. pazpmen «DapMakoJOTMYECKHE CBOMCTBay, moapasaen «PapMakOKHMHETHKA»), HE Na0T
OCHOBaHU# MpeAnojaraTh HalU4ue KIMHUYECKH 3HAYMMbBIX B3aHMMOJCHCTBHI MO yKa3aHHBIM
MEXaHHU3MaM.

Ilpobeneyuo

Koppekmust 1036l MpH OJHOBPEMEHHOM TPUMEHEHUH C NpPOOEHENHJOM Yy TAalueHTOB C
HOpMabHOU (pyHKIMEH mouek He TpedyeTcs. OMHOBPEMEHHOE MPUMEHEHHE C MPOOEHEINI0M,
MOIIIHBIM UHTUOUTOPOM aHHMOHHOM KaHAJIbLIEBON CEKPELUU B MMOYKaX, IPUBOJUT K ~ 2-KPaTHOMY
YBEJIMUYEHUIO HKCIIO3ULMN AKTUBHOTO METAa00IMTa OCEIbTaMUBHPA.

Amoxcuyunium

Kunernyeckoe B3anMOJEHCTBHE OCENbTAMUBHpPA M aMOKCUIIWILIMHA (BBIBOJSAIIETOCS TEM KE
MyTeM, YTO U OCeIbTAMHUBHP) OTCYTCTBYeT. [Ipenmnonaraercs, 4To KOHKYPEHIIUsl OCEIbTaMHUBHUpPA
3a BblJI€JIEHUE TIOYKaMu ciiadasi.

Buigedenue ¢ mouou

MaioBeposATHbI KIMHHUYECKH 3HAYMMble MEXKJIEKapCTBEHHbIE B3aMMOJCHCTBUS, CBS3aHHBIE C
KOHKYpEHIIMEH 3a KaHAJIbLEBYIO CEKPELHIo, IPUHUMAsi BO BHUMaHUE pe3epB 0€30MacHOCTU s
0OJBIIMHCTBA MOAOOHBIX MPENapaToB, MyTH BHIBEIEHUS aKTUBHOI'O METAa00INTa OCEIbTaMUBHpA
(xmyboukoBass (uIbTpalMs M AHUOHHAs KaHalbleBas CEKpelus), a TaKXKe BbIBOJSALIYIO
CHOCOOHOCTh Kaxaoro u3 nyredl. OgHako NPUMEHATh OCEIbTaAMUBUP B KOMOHMHAIMU C
npenapaTtamMM, HUMEIOIUMMH  Y3KYK0 IIHPOTY TEpameBTHYECKOro JAEeWCTBUS  (Hampumep,
XJIOPIPOIIAMHKJI, METOTpEKcaT, GeHNUI0YTa30H), HEOOXOAUMO C OCTOPOKHOCTHIO.
Hononnumenvnas ungopmayus

He oOHnapyxeHO (apMaKOKMHETHYECKMX B3aMMOJAEHCTBUM MEXIY OCEIbTaMMBHPOM MU €ro
OCHOBHBIM META0O0JIUTOM IPU OAHOBPEMEHHOM IIPHUEME C MapaleTaMoIOM, alleTHIICATUIINIOBON
KHUCJIOTOM, IUMETHIMHOM, aHTALIUTHBIMU CPEACTBAMHU (MarHus U allFOMUHUS THIPOKCHI, KaJlbLIUs
KapOOHAT), pUMaHTAaIWHOM WU BaphapuHoM (y MAIMEHTOB O€3 TpuNma, CTAOWIBHBIX Ha
Bapdapuue).

Oco0ble ykazanus

OcenbramMuBHp 3QHEKTUBEH TOJIBKO B OTHOIIIEHUH 3a00JI€BaHUS, BBI3BAHHOIO BUPYCOM T'pHIIIIA.

24



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 21072022 N 17146
Hannbie 00 3(pdexkTuBHOCTH OCeIbTaMUBHpPA WPHU Tepé'ﬁlﬂn'/f-'zl%%i‘égﬁ"ﬁ%ﬂ BhtsBaHBR- Hitbnvm

areHTaMu, OTCYTCTBYIOT (cM. pasgen «@PapMakoJIOrMUYECKME CBOWCTBa», IMOJPA3AEI
«®apmMaKoIMHaAMUKa»).

Ipenapam I'punmepa® ne agnsemca 3amenoii 6aKUUHAYUU.

Mcnonb3oBaHue ocelbTaMUBHpa HE JOJDKHO BIIMATH HAa OLIEHKY NAlMEHTOB IIPHU NPOBEIECHUU
€KET0/IHOM BaKIMHAIMK IPOTUB PUIIIIA.

3aluTa OT IPHIIA ATHTCA TOIBKO 0 TeX Mop, MOoKa IpuMenseTcs npenapar ['punrepa®.
[Tpenapat cienyer UCMIONB30BaTh TOJIBKO JUIS JIEUYCHHUS U MPOPUIAKTHKH I'PUIA U TOJIBKO B
cilydyae, €M I0OCTOBEPHBIE SIUIEMHUOJIOIMUECKUE JaHHbIE YKa3bIBalOT HA TO, YTO BUPYC PUIIIIA
UPKYJIUPYET B OOIIEH MOMYIISAIUH.

UyBCTBUTEIBHOCTD LIUPKYJIUPYIOIIKX [LITAMMOB BUpYyca IPUIIIa K OCEIbTAMUBUPY MOXKET CUIIBHO
BapbUpoBaTh (cM. paznen «Papmakojgoruyeckue CBOMCTBa», noapaszien «dapMakoIMHAMUKaY,
NYHKT «Pe3uCTEHTHOCTDY).

Takum 00pa3oM, NpH Ha3HAYCHWW Npenapara HEOOXOJMMO YYHTHIBATh CaMyH0 ITOCIEIHIOO
JOCTYITHYIO0 HH(POPMAIIHIO O YyBCTBUTEILHOCTH HUPKYIHPYIOMIETO BUPYCa K OCEIbTaMUBHUPY.
Taicenoe conymemeyiowee 3aboneeanue

Januple o 0Ge30macHOCTH M 3(PQPEKTUBHOCTH NPUMEHEHHUS OCelIbTaMHBHpa y MAIMEHTOB C
JIOCTaTOYHO TSKEJIBIM CONYTCTBYIOIIMM 3a00JIEBAaHUEM WJIM HECTaOWJIbHBIM COCTOSIHUEM,
IpeIIoJIaratoiuM FOCIUTAIN3AIII0, OTCYTCTBYIOT.

Tlayuenmoi ¢ ocnabreHHbiM UMMYHUMEMOM

D¢ dekTUBHOCTH OCEIbTAMUBUpPA IPHU JICUEHUH WM NPO(UIAKTHKE TPUINA y HAIMEHTOB C
OCNabJIECHHBIM HMMMYHUTETOM 4YE€TKO HE YCTaHOBJIEHBI (cM. pazzaen «DapmakosiorHyecKue
cBoiicTBay, nmoapazaen «PapmakoauHamMuka»). OJTHAKO y B3pOCIbIX MAI[MEHTOB C OCIa0IeHHBIM
UMMYHUTETOM JIEYEHHE TpUINa cjleIyeT MNPOBOAWTh Ha NpoTskeHHMH 10 1gHEH, Tak Kak
KJIMHUYECKHE UCCIIeI0BaHMs ITPH 00jIee KOPOTKOM Kypce T€paruy He IPOBOMIIUCE.
Cepoeynas/OvixamenbHas HeOOCMAmMo4HOCHb

O} PexTuBHOCTh OCeNbTaMUBHpA NpPHU JIEYEHUH WU NPOQUIAKTHUKE TpPUIINIa y MAlMEHTOB C
XPOHMYECKON CepJeUyHOM M/MIIM AbIXaTebHOW HEJOCTaTOUYHOCTHIO HE YCTaHOBIIEHAa. B maHHOM
HOMYJSAIUKM MAIMeHTOB YacTOTa BO3HMKHOBEHHUS OCIIOKHEHHMM ObLIa colocTaBUMa B TpyIie
JIeYEHUs U TpyIe mianedo.

Jlemu

JlaHHble A5 onpezeneHus A03bl Y HEJOHOMIEHHBIX JeTel (MMOCTKOHIeNTYyalbHbIN Bo3pacT < 36
HEJIeNb) OTCYTCTBYIOT.

Toueunas neoocmamoynocms msdcenol CmeneHu maxcecmu
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.07.2022 N2 17146

Y B3pOoChBIX TAIMEHTOB W ToApocTkoB (1B—17 nbl;lj:';r_l%gi;e%éid_ Elenidiso ™ Hotednoit

HEI0CTaTOYHOCTH IMPH JICUCHUH U MPO(PUIAKTHKE IPUTITIA PEKOMEHAYETCS KOPPEKIHS JO3bI.
Knunnueckue naHHble A1 KOPPEKLUMH J03bl y MIIAJEHLEB U JeTed (B Bo3pacTe oT 1 roga u
CTaplle) ¢ MOYEeYHON HEeAOCTATOYHOCThIO OTCYTCTBYIOT (CM. pazieinbl «Crnocod mpuMeHEeHUus u
103b» U «DapMaKoJoruuecKkue cBoiicTBay, nojapasnaen «PapMakOKUHETHKAY).
Ilcuxonesponocuueckue HapyueHusA

VY mnanueHToB (B OCHOBHOM Yy JeT€i M TMOAPOCTKOB), NMPHUHUMABIIMX OCEIbTaMUBHUD, OBLIH
3aperucTPUPOBAaHbl IICUXOHEBpoIornyeckue HapymeHus. [1ogpoOHble CUXOHEBPOIOrnYecKue
HapYyIICHNs TaKK€ OTMEUYEHBI y NAMEHTOB C TPUIIIIOM, HE TOJIY4YaBIINX OCEIbTAMUBHP.
Crnenyert TiaTenbHO MOHUTOPUPOBATh NALIMEHTOB HA IIPEIMET U3MEHEHUN B IIOBEACHUH, PUCK U
M0J1b32 TPOJIOJKEHHUS TePAMH JOJKHBI OBITh OLIEHEHBI TSl KaXKJI0T0 MaIlMeHTa HHIUBUIYaIbHO
(cm. pasznen «IlobouHoe AcHCTBHEY).

Hncmpyrkyuu no npumenenuro, 06paweHuIo u YHU4moiCeHuio

[Toraganue JEKapCTBEHHBIX IPEMapaToB B OKPYXKAMOIIYI CPeay IOJDKHO OBITh CBEIACHO K
MUHHUMYMYy. He cienyer yrwimsupoBaTh Ipenapar ¢ IOMOIIBI0 CTOYHBIX BOJ WM BMECTE C
OBITOBBIMU O0TXO0JaMHU. I10 BO3BMOXKHOCTH HEOOXOJMMO MCIIOJIb30BaTh CHEUaIbHbIE CUCTEMBI JJIS
YTUIIM3ALAN JIEKapCTBEHHBIX IIPENapaToB.

Binsinne Ha ciocOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MaAMHU
[Ipenapat He Biuser aMOO OKa3bIBAa€T HE3HAUMTEIHLHOE BIHMSHHE HAa CIIOCOOHOCTH YIPABISATh
TPAHCIIOPTHBIMU CPEACTBAMM U MEXaHU3MaMHU.

dopMa BbINIYCKa

Kancynsl, 75 mr.

[To 10 kancyn B KOHTYpHYIO YE€HKOBYIO YIIAKOBKY U3 IJIEHKU MOJUBUHUIXJIOPUAHON U QOIBIU
AJIIOMUHHMEBOM I€YaTHOH JIAKUPOBAHHOM.

ITo 1 KOHTYpHOH SYEMKOBON YIMAaKOBKE BMECTE C MHCTPYKIMEW IO NMPUMEHEHHIO MTOMEIAIOT B
[Ia4YKy U3 KapTOHA.

YciaoBust XxpaHeHust

ITpu Temneparype He Boie 25 °C.

XpaHUTb B HEOCTYIIHOM JUIs IETEH MECTeE.

Cpoxk rognocTu

3 rona. He mpuMeHATH 110 UCTEYEHUH CPOKA TOJTHOCTH.

YcaoBus ornycka

OTIycKalT MO peuenTy.
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AO «AJIMYMy, Poccus.

MockoBckas 00:1., T.0. Cepryxos, . O6omneHck, Tep. Kaptan A, n. 2.
Buinyckarowuti konmpons kauecmea

MockoBckas 001., r.0. Cepmyxos, 1. O6oisieHck, Tep. Kpapran A, a. 2, ctp. 1.
Tenedon: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru
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