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UHCTPYKILIWA
[10 MEUILIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Homuaec®

Toprosoe nanvenosanue: Homuaec®
MesxayHapoaHoe HeNmaTeHTOBAHHOE MJIM IPYNNHPOBOYHOe HauMeHoBaHue: OcelbTaMUBHD
(Oseltamivir)
JlekapcrBenHnasi popma: KarcyJisl
Cocras:
Heiicmgyrouiee seuiecneso:

OcenbramuBupa ¢ocdart: 39,40 mr 59,10 mr 98,50 mr

B [lepecuyeTe Ha

OCeIbTAMUBHD: 30,00 mr 45,00 mr 75,00 mr
Bcnomozamenshbie geuiecmea:
Kpemuuss amokcua kommouausii (aspocuna) — 6,00 mr/9,00 wmr/15,00 Mr; KOMOBMAOH —
3,60 mr/5,40 mr/9,00 mr; kpaxman npexenaTuHU3HpoBaHHbI — 65,60 M1/98,40 Mr/164,00 mr;
Kpockapmesuio3a Hatpus — 1,840 mr/2,760 mr/4,60 mr; Hatpus creapuiadymapar — 0,920 mr/1,380
Mmr/2,30 mr; Taiaek — 2,640 Mr/3,960 mr/6,60 mr.
Cocmas meeposix HceNanmuHo8bLX Kancyu:
s 0o3uposku 30 me:
kopnyc kancyasl: THTaHa Auokcua — 2,0000 %, xenatud — 10 100 %;
Kpbluieyka kancyawt: THTana guoxkcua — 2,0000 %, xenatun — 10 100 %.
st 0o3uposku 45 me:
KOpnyc Kancyavl. KpacuTelb OpuiutMaHToBBIH roay6oit — 0,1500 %, TuTaHa JHOKCHO —
1,8817 %, xenatun — 10 100 %;
Kpbluteyka Kancyal: KpacuTelb OpuinuaHToBblil roayboit — 0,1500 %, THTaHa JHOKCHI —
1,8817 %, xenatun — go 100 %.
Hna 0o3uposku 75 me:
kopnyc kancyael: TATaHa Auokcua — 2,0000 %, xenatun — g0 100 %;
Kpbiuteyka kancyavl: Kpacutenb MyHUoBbIH [[lonco 4R] — 0,2401 %, tutana auMOKCHA —
1,5004 %; xpacuTesnb conHeuHsl 3aKat xeaTsiii — 1,2753 %, wenatun — 10 100 %.
Onucanne:

Hnst no3uposku 30 Mr: TBep/IbIE JKeTaTHHOBBIE Karicyibl Ne «3», KopIyc 6e10ro 1BeTa, KpbIeyka

oenoro 1BeTa.
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Jlns po3upoBku 45 Mr: TBepable jKelaTHHOBBIE Kancyiabl Ne «2», xopryc romyboro usera,
KpbILIeyKa rosryboro usera.

Jlnst 103UpOBKH 75 MTI': TBep/Ible XKeTaTHHOBBIE Karcy bl Ne « 1 », kopryc 6esoro 1era, Kpblieyuka
OpaH’KeBOro.

Conepxumoe Kancy1 — Oesblit uiu 6eblit ¢ KeITOBATBIM OTTEHKOM ITOPOIIOK.
dapmakoTepaneBTHYeCKasi TPYIIA: IPOTHBOBHPYCHOE CPEICTBO.

Koa ATX: JOSAHO02

dapmMakoJI0rHYeCKHEe CBOHCTBA

DapmakoOuHamuKa

Mexanuzm oeticmeus

ITpotuBoBupycHblit npenapatr. OcelbTaMUBHP SBJSETCS IPOJEKAPCTBOM, €ro aKTHBHBIM
metabonut (ocenbramuBupa Kapboxcuiaar, OK) — a¢ddexTuBHbIi ¥ CeNIeKTHBHBIH MHIHOMTOD
HeHpaMHHHMa3bl BMpPYCOB rpunmna tuna A u B — ¢epmeHTa, KaTanu3upyIOLIEro Mpouecce
BbICBOOOJKIEHHS! BHOBb OOpa30BaHHBIX BHPYCHBIX YacTHIl W3 HHOUUMPOBAHHBIX KIETOK, HX
MPOHUKHOBEHHS B HEMH(DUUMPOBAHHBIE KICTKH JIMUTEIMSA AbIXaTEABHBIX MMyTeH M JalbHEHIIEro
pacnpocTpaHeHus BUpyca B opraHuzme. TOpMO3MT pocT BHpyca IpHUINIA in Vitro ¥ MojaBiser
PeIJIMKALMIO BUPYCa H €ro MaTOreHHOCT in Vivo, yMEeHbIIAaeT BblAeIeHHe BUPYCOB rpumnmna A u B
u3 opranusma. Konuentpamus OK, Heobxoaumas st MHruOupoBanus Helpamuuugassl Ha 50%
(ICso), cocraBaser 0,1-1,3 HM a5 Bupyca rpunna A u 2,6 HM s Bupyca rpunmna B. Meauana
3naueHuit ICso 1151 Bupyca rpunna B HecKoJIbKO BhIllie U cocTaBiseT 8,5 HM.

Knunuveckasn a¢chchexmuenocms

B ITPOBEICHHBIX HCCJIEAOBAHUAX OCCIbTAMHUBHD HE OKa3blBal BJIMSHHA Ha 06pa303amde
[IPOTUBOTIPHUIIIIO3HBIX AHTHTEJ, B TOM YHCJI€ HA Bpra60TKy AHTHTEC]I B OTBET HA BBCIACHHC
HHaKTHBHPOBaHHOﬁ BaKIMHBI [IPOTHUB I'PHUIIIIA.

Hceenedosanus ecmecmgenon 2punno3Hol uH@exyuu

B KIMHMYECKMX HCC/IEIOBAHMAX, NPOBEICHHBIX BO BpeMs CE30HHOH HHGEKUMHM TpHIINa,
NaluMeHThl HAYMHAIM [0JIydYaTh OCEIbTAaMHUBHP He nosauee 40 4 rocsie TMOSIBIEHHS [EPBBIX
CHMIITOMOB IPUIINO3HON HHeKunH. 97% nauueHToB ObUTH HHOHUIMPOBAHBI BUPYCOM IpUmna A
¥ 3% mnauMeHToB — BUpycoM rpunmna B. OcenbTaMHBHp 3HAYMTENIBHO COKpAllaid [EPHOA
KJIMHMYECKHX IPOSIBJIICHHH IPUNIIO3HOM HH(peKkuuu (Ha 32 ).

Y nanueHTOB ¢ MOATBEPKICHHBIM IMArHO30M IPHIINA, IPUHUMABIINX OCEIbTAMUBHP, TSKECTH
3a00/1eBaHus, BhIPaXKEHHAs KaK IUIOMIAAb MO/ KPHUBOM /Ui CyMMapHOr0 HHIEKCa CHMIITOMOB,
Obu1a Ha 38% MeHbIE MO CPaBHEHHIO ¢ MalMeHTaMH, MoydaBmuMu rauebo. bosee toro, y

MOJIOJBIX MALKEHTOB Oe3 CONYTCTBYIOLIHX 3a00/1eBaHU i OCC.IbTaMHBHP CHHIKAJI ITPUMEPHO Ha
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50% 4YacTOTy pa3BMTHA OCJIOKHEHMil Trpumnma, TpeOyIOmHMX NPUMEHEHHS AHTMOMOTHKOB
(6poHxuTa, MHEBMOHHMH, CHHYCHTA, CPE/IHEro OTHTA). bbUIK IMOTy4YeHbl YeTKHE J0Ka3aTe/bCTBa
3 HEKTUBHOCTH Npernapara B OTHOIICHHH BTOPUUHBIX KpUTEPUEB 3G HEKTUBHOCTH, OTHOCHLIUXCS
K aHTHBHUPYCHOM aKTUBHOCTH: OCEJIbTAMUBHD BbI3bIBA] KaK YKOPOYCHHE BPEMEHH BbIJCICHHUS
BHpyCa U3 OPraHu3Ma, Tak U YMEHBILIEHHE NIJIOIIA/H 110/] KPUBOH «BUPYCHBIC THTPBI-BPEMS).
JlaHHBI€, NIOJTyYEHHBIE B HCCJICIOBAHUY 110 TEpaNuH OCEJILTAMHBHPOM Yy MAIIHEHTOB MOXKUIOrO U
CTAapyecKoro BO3pacTa, M0Ka3bIBalOT, YTO MPHEM OCelbTaMHBUpa B J103€ 75 MI' 2 pa3a B CYTKH B
TeyeHHe S5 JHeH CONMpPOBOKAAICS KIMHMYECKH 3HAYMMBIM YMEHBIICHMEM MEIHAaHBl MEpHosa
KIMHHYECKHX T[POSIBJCHHH TIPUNIO3HON HMHPEKUMH, aHAJIOIHYHBIM TaKOBOMY Y B3POCIbIX
nanMeHToB 0oJjiee MOJIOZOr0 BO3pacTa, OJHAKO pa3IMuMsi HE JOCTHIVIM CTaTHCTHYECKOM
3HAYMMOCTH. B JpyroM HCCIEAOBAaHMM TALMEHTH TIpUIIOM crapmie 13 jer, nuMeBlIHe
COIYTCTBYIOLIHE XPOHHYECKHE 3a00/IeBaHUs CEPACYHO-COCY TUCTON H/HITH [IbIXATEILHON CHCTEM,
M0JIyYald OCEJIbTAMUBUD B TOM K€ PEXHMe J03upoBaHus wiM anedo. Otauyuil B MeaHaHe
nepuoja 10 YMEHBUICHHS KIMHHUYECKMX [POSBICHUN TI'PUINO3HON HMH(EKUMM B rpymnmax
ocenbTaMMBHp M Iulanebo He ObUTO, OJHAKO MEpHOJl MOBBILIEHUS TEMIIEpAaTyphl IPH MpHEMe
ocesIbTAMHUBHpA NMPUMEPHO Ha | jeHb. Jloy1 MAUMEHTOB, BBUICASAIOUIMX BUPYC Ha 2-0# H 4-blif
JIeHb, CTAHOBMJIACh 3HAYUTEIbHO MeHble. [Ipoduiis Ge30macHOCTH ocenbTaMUBHpPA Y MALKEHTOB
rpyIIbl pUcKa He OT/IMYAJICH OT TAKOBOIO B OOLIEH MOy ISLHH B3POCIIbIX TIALIMEHTOB.
Jleuernue epunna y 6epemeHHbIX JCeHUUH
KonTpoimpyeMbix uceie10Banuil y GepeMeHHbIX JKEHIIUH He MPoBoAMI0Ck. OIHAKO pe3y/bTaThl
MOCTPEruCTpaLMOHHBIX H PeTPOCIEKTHBHBIX Hab. 0 AaTeIbHBIX HCClIeI0BaH Ui
MPOAEMOHCTPHPOBAIM TOJIB3Y IpPEAIaraeMoro pexuma JA03HpOoBaHUs Ul JaHHOH MOIMy/ISAIHH
MAMEHTOB B  OTHOIIEHMHM  CHH)KeHHs  3a00jeBaeMOCTH/CMEpPTHOCTH.  Pesynbrarsl
(bapMaKOKMHETHYECKOro aHaIk3a oKa3am 0oJiee HU3KYIO IKCIIO3HIMIO aKTHBHOIO MeTaboInTa,
TEM HE MEHee, M3MEHEHHME pEeKMUMa J03UpOBaHUs y OEpeMEHHBIX JKEHIIHH IpPU MPOBEICHUH
Tepanuu Wik npouIaKTHKK He pekoMeHayerTcs (cM. paszaen «PapmakoIoruyeckie CBoicTBay,
noapazaen «®@apMakOoKMHETHKAa B OCOOBIX TIpylnax MalMeHToB», NYHKT «bepeMeHHbIe
EHILMHBI).
Jleuenue epunna y oemeil
Y nereii B Bo3pacte 1-12 stet (cpeanuii Bo3pact 5,3 roja), uMeBuX suxopaixy (>37,8°C) u oaun
M3 CHMIITOMOB CO CTOPOHBI JIbIXaTeIbHONH CHCTEMbI (KallleIb UM PHHUT) B NEPHO LHPKYISALHH
BHpYyca I'PUIIIA Cpeu HaceaeHHs, ObLTO MPOBEICHO ABOHHOE Clenoe 11anedo-KOHTPOIMpyeMoe
uccaegoBanue. 67% nauneHToB ObUTH HHGUIMPOBAHBI BUPycoM rpunna A u 33% nauueHToB -
BupycoMm rpunmna B. Ocenbramuup (npu npueMe He nosaHee 48 4 mocie MosBICHHS NEPBBIX
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CHMIITOMOB TPHINO3HOM MH(MEKIHMH) 3HAYUTEILHO CHIIKAT MPOAOJIKHTEILHOCTh 3a00.1€BaHKs
(1a 35,8 4) mo cpasHenuio ¢ ranedo. [IpoaomKUTENPHOCT 3a00/1€BaHKs OMpPeeNanach Kak
BpeMsi 10 Ky[TMPOBaHHs KAl 3a/I0)KEHHOCTH HOCA, HCYE3HOBEHUS JIMXOPAIKH, BO3BPALLICHHS K
00bIYHON aKTHBHOCTH. B rpymnme jgereif, moay4aBIInX OceIbTaAMUBHUP, 4aCTOTA OCTPOro CPeAHEero
oTuTa cHUKanach Ha 40% 110 CpaBHEHHIO ¢ Ipymnoii nianedo. Bei31opoBiieHue 1 BO3BPALICHUE K
0OBIYHOM aKTHBHOCTH HACTYIIAIO MOYTH Ha 2 JHA paHblle y JETeH, MOIyYaBIInX OCeIbTaMHBHP,
110 CPaBHEHHIO C rpynmoi rnianebo.

B 1pyrom McciieIoBaHHM y4acTBOBAIM J€TH B Bo3pacTe 6-12 jieT, cTpajaiomue OpoHXHaIbHON
acT™oit; 53,6% nauMeHTOB UMENIH TPHUIIIO3HYI0 HH(EKUHMIO, MOATBEPKACHHYIO CEPOJIOrHYECKH
W/uaMd B KylabType. MeaMaHa NpOAO/KMTEIbHOCTH 3a00/€BaHHs B IpyIe MAUEHTOB,
110JTy4YaBILIMX OCEIbTAMUBHD, 3HAYUTEIBHO He CHIKa1ach. Ho k nocienemy 6-My JIHIO Tepanuu
ocelbTaMUBHPOM 00BeM (opcupoBarHoro Beizoxa 3a 1 cex (O®Bi) nosbnuasics na 10,8% no
cpaBHeHHUIO ¢ 4,7% y naiueHToB, nony4asiuux mianebo (p=0,0148).

IIpogpunakxmuxa epunna y 63pocivix u NOOPOCMKOEB

[Tpodunaktuyeckas 3pPeKTHBHOCTH OCETbTaAMHBHUPA IIPU €CTECTBEHHOH IPUINO3HOH HHEKIUHU
A u B Gbina 0ka3ana B 3 otesbHbIX KiInHHYecKux uecnegoanusax 11 ¢assl. Ha gone npuema
oceIbTAMMBHpa rpurnnom 3abosesnn okono 1% nanuertoB. OcelbTaMUBUD TAKXKE 3HAYUTEIBHO
yMEHbIIIA] 4YacTOTy BBIACJICHUSI BHpyca M IpPEAOTBpaAllal Mepeaady BHpyca OT OJHOIO 4ieHa
CEMBH K JAPYromy.

B3pocibie 1 MOAPOCTKH, KOTOpBIE ObUIH B KOHTAKTE ¢ O0JIbHBIM YWICHOM CEMbH, HAYHHAIH IIPHEM
ocelbTaMHBUPA B TEYEHHE ABYX JHEH 11OC/Ie BOSHUKHOBEHHS CHMIITOMOB I'PUIINA y YWIEHOB CEMbH
U IPOJIOJDKAIH €r0 B TeUeHHe 7 [HEeMH, 4YTO JOCTOBEPHO YMEHBIIAI0 YacTOTy CJIy4aeB IpHIla y
KOHTaKTHpPOBABLIKX JML Ha 92%.

Y HEeNnpUBHUTHIX U B 11€JIOM 3JI0POBBIX B3pOCIBIX B Bo3pacte 18-65 jeT npuem oceabTaMHBHpPa BO
BpeMsi JMHAEMHH I'PHUITIA CYLIECTBEHHO CHUXKa 3a001eBaeMocThb rpunmoM (Ha 76%). [launeHToI
NPHHUMAJIM Npenapar B TeueHue 42 1Hel.

Y I HOXKKIIOr0 U CTapyecKOro Bo3pacTa, HaXOAMBUIMXCS B JoMax juis npecrapessiX, 80% u3
KOTOPBIX OBLTH NPUBUTHI MEpejl CE30HOM, KOI/a MPOBOAMIOCH MCCIIEI0BaHHE, OCEIbTaMHUBHUD
JIOCTOBEPHO CHMKa 3abos1eBaeMoCThb rpunnoM Ha 92%. B ToM ke uccie10BaHuH OceIbTaMUBHD
aoctoBepHo (Ha 86%) yMeHbBIIAT YacTOTY OCJIOKHEHMH rpumnmna: OpOHXHTa, MMHEBMOHHH,
cunycuta. [lanueHTs MPUHUMAIH Ipenapat B TeueHue 42 1Hei.

IIpoghunrakmura epunna 'y oemet

[Ipodunaxtuyeckas 3pPeKTHBHOCTb OCETbTAMUBUPA [IPU €CTECTBEHHOHN rPUNNO3HOH HHpeKunH

ObL1a MPOJEMOHCTPUPOBaHa y jaeteii oT | roaa 10 12 jet mocie KOHTaKTa ¢ 3ad0IEBIIMM YIEHOM
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CeMBbH MJIM C KEM-TO M3 IOCTOSHHOrO OKpyskeHus. OCHOBHBIM napaMeTpoM 3(G@HEeKTHBHOCTH B
3TOM HCCIIeI0BaHUH ObLIa 4acTOTa 1abOPATOPHO MOATBEPIKACHHOH IPUINO3HOH HHOEKLHH.
Ipogpunaxmuxa 2punna y auy ¢ 0CAAGIEHHHIM UMMYHUMEMOM

V nui ¢ ocnabaeHHBIM HMMYHHUTETOM IIPH CE30HHOM IPHINTO3HOH HHEKIHH U [IPH OTCYTCTBUH
BHUPYCOBBIIEJICHHS HCXOAHO NPOMHIAKTHYECKOE MPUMEHEHHE OCe/IbTaMHBHpA NPUBOIMIO K
CHM)KEHMIO  4YacTOThl  J1abopaToOpHO  IMOATBEPXKACHHOH  TPUIIO3HOH HHpeKIMH,
CONpOBOKAAMOLIEHCS KIMHUYeCKOH cummTomaTnkoi, g0 0,4% (1/232) mo cpasHenuio ¢ 3%
(7/231) B rpymne miane6o. JlaGoparopHO MOATBEP)KACHHAs TIpUNNO3HAas HHEKUHs,
CONPOBOXK/JAIOIIAACH KIMHUYECKOH CHMITOMATHKOM, JMArHOCTHPOBAjIach IPH HAIHYHH
Temmeparypsl B mnojoctd pra Bbmme 37,2°C, Kauuii W/MIM  OCTPOro pHHHTA (BCe
3aperHCTPUPOBAHHBIE B OJMH M TOT )K€ JIeHb BO BpeMs Ipuema npenapara/niane6o), a Takxe
IIOJIOKUTEIBHOIO pe3yJibTaTta 00paTHO-TPAHCKPHITA3HOM MMOJIMMEPa3HOH LENHONH peakluH Ha
PHK Bupyca rpunna.

Jleuenue epunna y 83pocavix RAYUEHMOEB ¢ 0CAAOAHHBIM UMMYHUMEMOM

B paHIoMH3HPOBAaHHOM JIBOMHOM CJIEIIOM HCC/ICJIOBAHHM OLEHKH npoduis Oe3omacHOCTH
oceJIbTaMHBHpA M €ro BJMSHHS Ha pPa3BUTHE PE3MCTEHTHOCTH BHUpyca Tpulna (MepBHYHBIA
aHa/U3) y MalMeHTOB ¢ ociabjeHHbBIM HUMMYHHTETOM H TPUNIO3HOH MHG(eKuued npuHUMAa
yuactue 151 maument. Dtu maumeHTshl (n=151) ObLIM NPUrOAHBI TAKKE M IS OLIEHKU
3 eKTHBHOCTH OcesIbTaMUBHpa (BTOPHYHBII HEOyCTepHbIH aHaIN3).

B uccrnenoBanue ObUTH TaKKe BKJIOYEHBI MMALIMEHTHI MOCJIE TPAHCIIAHTALIMH COJTMIHBIX OPraHoB,
reMaToNno3THYECKUX CTBOJIOBBIX KiIeTok, BUY+ naumentsr ¢ umciom CD4+ kinerok <500
KJIETOK/MM®, NaIMEHTHI, MOTyYaBlIMe HMMYHOCYIPECCHBHYIO TEpaNHIo, a TAKKe NAIHEHThl CO
3710Ka4eCTBEHHBIM reéeM00JIacTO30M.

[TauuenTs! ObUM paHIOMH3UPOBAHBI B I'PYIILY JICUEHHS OCEIbTAMHUBUPOM Ha mpoTskeHuu 10
AHed (rpynna cTaHJapTHOH /103bl - 73 manueHTa, rpynna ABOHHON /103bl - 78 MalMeHTOB) B
TeueHue 96 4acoB ¢ MOMEHTA Pa3BUTHSA CUMIITOMOB I'pPHIIIA.

Cpennee BpeMsi pa3pelieHHs CHMIITOMOB TpHIina ObUIO COMOCTABMMO B IpyIlNe CTaHIapTHOH
no3sel (103 yaca, 90% noseputenbublii uHTEpBat 75,4-110,0) 1 B rpynne aBoiHoM 10361 (104 yaca,
90% noseputensHblii uHTepBan 65,8-131,0). CooTHOleHHE MAUMEHTOB C BTOPUYHBIMH
uHpexuusmu ObU10 Takxke conoctaBuMo (8,2% B rpynne cTaHaapTHOH 103bl U 5,1% B rpymnme
JIBOMHOM J103b1).

Pezucmenmuocme

Knunuveckue uccreoosarnus
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Puck nosiBjieHKs BAPYCOB I'PHUIIIIA CO CHHIKEHHOHM YyBCTBUTEIBHOCTBIO MIIM PE3HCTEHTHOCTBIO K
rpenapary u3y4ajics B KIMHHUECKHX HCCIIeI0BAHUAX.

[TosiBNIEHME PE3UCTEHTHOCTH BHpyca K OCEIbTAMMBHPY dYalle Hablofanoch y AeTed 4yeM y
B3poCabIX manuenToB (18% y mMuazneHies B Bo3pacte <1 roga u <1% y B3pOC/IbIX IALHEHTOB).

V zeTeii ¢ pe3MCTEHTHBIM K OCEIbTAMHBHPY BUPYCOM HOCHTEIBCTBO, KaK MpaBHIIo, HMeo donee
NMPOJIOJIKUTEBHBIA XapakTep [0 CPaBHEHHIO ¢ CcyObeKTaMH ¢ BHMPYCOM, 00JafalolIkM
4yBCTBHTEIBHOCTBIO.

O1HaKo, BbI3BAHHAS TEPATHEN PE3UCTEHTHOCTD K OCEIbTAMUBUPY HE B/IMs/Ia HA TEPaNeBTHYECKHI
OTBET U HE BbI3bIBAJIa MPOUICHUS! CUMIITOMOB IPHIINA.

YV B3pOCIBIX MAIMEHTOB C OCHA0JCHHBIM HMMMYHUTETOM, IMOJy4YaBUIHX OCEIbTAMHBHD B
cranaaptHoit n03e (14,9%, 10 naunenToB u3 67) wian aBoiHo# no3e (2,8%, 2/71) Ha NIPOTSHKEHUH
10 mHel, yacToTa Pa3BUTHS PE3UCTEHTHOCTH K OCEJIbTAMUBHDY, B CpEIHEM, OblIa BBIIIE YEM Y
B3POCJIBIX NTAIIMEHTOB C HOPMAJIBHBIM UMMYHHUTETOM, TAKKE MOJTyYaBIIKX OCEIbTAMHBHP.
BOJIBIIMHCTBO MAIIMEHTOB ¢ PE3UCTEHTHOCTHIO TepeHec T TpaHciuianTanuio (8/10 nanueHToB B
rpyrnre CTaHapTHO#M 1036l M 2/2 IalMeHTa B rpyIIe ABOWHOH 1035bl).

Bosnplias 4YacTh  MAllMEHTOB-HOCHTENIEH  OCeJbTAMUBHP-PE3UCTEHTHOrO  BHpyca  Obuia

MH(ULMPOBAHA BUPYCOM IPHIINA THIIA A; HOCHTEILCTBO HMEJIO MPOJOKHTEIbHBII XapaKTep.

Yacrtora Pa3sBUTHA PE3UCTECHTHOCTH K OCEJIbTAMHUBHPY B KIMHHYECKHUX HUCCIIEJOBAHUAX.

[Tonynsauus nauueHToB [lauueHTh! ¢ MyTaLMSIMHU, NPHBOASIIMMH K PE3UCTEHTHOCTH
®enotunupoBanue* ['eHo- u penorunupopanue*

B3pocible 1 OAPOCTKH 21/2377 (0,88%) 27/2391 (1,12%)

et (1-12 net) 66/1698 (3,89%) 72/1698 (4.24%)

Mnanenus! (<1 roga) 13/71 (18,31%) 13/71 (18,31%)

*ITonHoe reHOTHNMPOBaHHE He ObLIIO NMPOBEAEHO HH B OJIHOM H3 HCCJIC10BAHMIA.

[Ipoghunakmuxa epunna

[Ipu npueme ocebTaMHUBHPA C 11EJIBIO TOCTKOHTAKTHOH NpoduiakTiky (7 aueit), npopuIakTHKH
KOHTaKTHpOBABIIUX B ceMbe (10 qHeit) u ce30HHOM npoduaakTHKU (42 IHS) y JTHIl ¢ HOPMATBHOM
byHKIHMEH HMMYHHOI CHCTEMBI CTyYaeB Pe3UCTEHTHOCTH K IPEnapary He OTMEUEHO.

B 12-HemenbHOM MCCIEOBAaHHMM 110 CE30HHOH MpodHIaKTHKE Yy JHIl ¢ ocaabieHHbIM
HMMYHHTETOM CJTy4aeB BO3HHKHOBEHHS PE3HCTEHTHOCTH TAKKe HE HaOJII01a10Ch.

Hannvie omoenbHblx KIUHUYECKUX CYYAEE U HAD.1I00ameNbHbLX UCCI1e008aN ULl

Y nauuMeHTOB, HE MOJYYaBIIMX OCEIbTAMHUBHP, OOHApy)KE€Hbl BO3HHMKAIOIIME B IMPHPOIHBIX

YCIOBHSX MyTaluy BUPYCOB rpumnmna A u B, kotopble 06:1a/1a/11 CHHIKEHHON 4y BCTBUTEILHOCTBIO
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Kk ocenpramuBupy. B 2008 rogy Myramus no Tumy 3amenbl H275Y, npuBoasiias K
pe3UCTEeHTHOCTH, Obula oOHapyxeHa Oomee wem y 99% mrammos Bupyca 2008 HINI,
uupkymupyrommx B Espone. Bupyc rpunna 2009 HINI («cBuno# rpurm») B GOJbIIMHCTBE
ciyyaeB OBUI YyBCTBHTENIGH K OCEJIbTAMHMBHPY. YCTOHYMBBIE K OCEIbTaAMUBHPY IITAMMBI
o6GHapy)eHbl Yy JIHLl ¢ HOPMAIbHOM (yHKIHMEH MMMYHHOH CHCTEMbl M JHLl C OCIab/IEHHBIM
MMMYHHTETOM, I[PUHUMABIIMX OcenbTaMuBHp. CTeneHb CHHIKEHMS 4YyBCTBHUTEJBHOCTH K
OCeJIbTAMHBHPY M YacTOTa BCTPEYAEMOCTH MOJOOHBIX BHPYCOB MOXKET OTIHYAThCAd B
3aBUCHMOCTH OT C€30HA M peruoHa. Y CTOHYMBOCTD K OCEJIbTaMUBHPY OOHapy KeHa y ITallMeHTOB
¢ nanaemuyeckum rpunnom HINI1, nomyyaBmmx mpenapar, Kak Ui je€4eHHs, TaKk H Ul
NpopHIAKTHKH.
YactoTa BCTPEYaeMOCTH PE3HCTEHTHOCTH MOJXKET ObITh Bbllle Y 0osiee MOJIO/BIX MALMEHTOB H
MalMeHToB ¢ ociabIeHHBIM HMMYHHTETOM. YCTOHYMBBIE K OCEIbTAMHBUPY J1a0OpaTopHbIE
IITAMMBl BHPYCOB TIpHIINIa M BHPYChl TIpHINA OT MALUMEHTOB, I[10JyYaBIIUX TEPAIHIO
OCeNbTAMHUBHPOM, HeCyT MyTauuu Heipamuuuaassl N1 u N2. Myrauuu, npuBOAfIHE K
YCTOMYHUBOCTH, HaCTO SABJIAIOTCS crieln(pHUeCKUMH JUIS IOATHIIA HeHpaMHUHH1a3bl.
[lpy DpUHATHM pelIeHHs O [PUMEHEHHM OCe/JbTAMUBHpA CIIEAYeT YYHUTBIBATH CE30HHYIO
4yBCTBHTE/ILHOCTh BHpYCa PHIINA K Ipenaparty (IOcaeaHIon HHGOPMALMIO MOKHO HAHTH Ha
caiite BO3).
Joxknunuueckue oannsie
JIOKTMHUYECKKE JaHHbIE, 10Ty Y€HHbIC HA OCHOBAHWH CTAHIAPTHBIX HCCIIEOBAHUH 110 H3YUEHUIO
bapmakonoruueckoit 6e30macHOCTH, TI€HOTOKCHYHOCTH M XPOHHYECKOH TOKCHYHOCTH, He
BBISIBMJIH 0C000i#i OITacHOCTH JUIs Ye/I0BeKa.
Kanyepoeennocme: pe3yabTarhl 3-X HCCII€0BaH U 110 BBISBICHHIO KAHLEPOTeHHOI0 MOTeHIMaNa
(AByX 2-X JIETHMX MCCJICZIOBAHMil Ha KpblCaX M MbIIAX /718 OCeJIbTaMMBHpA M OJHOro 6-TH
MECSYHOI'0 HCClIe0BaHus Ha TpaHcreHHbIX Mpimax 1g:AC ans aktuBHoro merabonuta) ObuM
OTPHULATEIbHBIMH.
Mymazennocmy.: craHgapTHble TE€HOTOKCHYECKHE TeCTbl Ul OCEIbTaMHBHpPA H aKTHBHOIO
Mmetabonura ObUIH OTpULIATE/IbHBIMH.
Bausinue Ha ghepmunvrocms. ocenbtaMuBup B 103€ 1500 MI/Kr/cyT He BIMSUI Ha F€HEPATUBHYIO
(GyHKLHIO caMIIOB U CAaMOK KpBbIC.
Tepamozennocmp.: B UCCICIOBAHUAX M0 M3YYEHHIO TEPATOr€HHOCTH OCEIbTaMHBHpa B /103€ /10
1500 mr/kr/cyT (Ha kpbicax) u 10 500 mr/kr/cyT (Ha KpoJlMKax) BAMSAHUS Ha IMOpHO-(eTanbHOe
pa3BuTHE He 0OOHapYXeHO. B Hccie10BaHUAX 110 H3YUYEHHIO aHTEHATAIbHOrO U MOCTHATAILHOIO
IEPHOIOB Pa3BUTHS Y KPBIC IIPH BBEJCHHUH ocebTaMuBUpa B 103e 1500 mr/kr/cyt Hab1101a710Ch
-
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yBeJIMUEHHE Mephoja poJOB: mpedesn 0e30MacHOCTH MEXIy SKCHO3MLMEH Ul YeloBeKa u
MaKCHMaTbHOM He oKassiBaiomen s¢dexra 1030i y kpsic (500 Mr/kr/cyT) wis oceabTaMuBHpa
sbie B 480 pa3s, a Ui ero akTUBHOro MetabosuTa - B 44 pasa. DKCIO3UIMS Y IJI0/Ia COCTABIsLIA
15-20% OT TakoBO#i y MaTepH.

Ilpoyee: ocelbTaMUBHP M AKTHUBHBIH METaOOIMT IPOHHKAIOT B MOJIOKO JIAKTHPYIOIIMX KPBIC.
CorjacHO OrpaHHYeHHBIM JAHHBIM OCEJIPTAMHBHD M €r0 aKTHBHBIH METabOIMT NPOHUKAIOT B
rpyAHOE MOJOKO 4esoBeka. [lo pesymbrataM SKCTpamoJslLMH JAHHBIX, [OJYyYEHHBIX B
HCCIIEN0BAHUAX y JKHBOTHBIX, MX KOJIMYECTBO B TPYJHOM MOjoKe MoxeT coctaBuste 0,01
mr/cyTku u 0,3 MI/CyTKH, COOTBETCTBEHHO.

[TpumepHo y 50% npoTecTHpPOBAHHBIX MOPCKMX CBHHOK IPH BBEACHHH MaKCHMAJbHBIX 103
aKTUBHOMH CcyOCTaHLMKM Oce/bTaMHBUpa HaOII01a1ach CEHCHOMIH3ALIMS KOKH B BHJIE DPHTEMBI.
Taxoke BbIsIBIIeHO 0OpaTHMOE pa3apakeHue Ii1a3 y KpoJHKOB.

B To BpeMs Kak OuYeHb BBICOKHE IepopajbHble OJHOKpaTHbIe [03bl (657 MI/Kr M BbllIE)
OCelbTAMMBHPA HE OKa3bIBAIM BIMSHHUS HAa B3POCIBIX KpbIC, JaHHBIE J03bl OKa3bIBaIU
TOKCHYECKOe JeHCTBHE Ha He3peJbIX 7-IHEBHBIX JETeHbIEH KpbIC, B TOM YHC/E IPHBOINIH K
rubenn )KuBOTHBIX. HexenarenpHbIX 2 GekToB He HabM0AaI0Ch IPH XPOHUYECKOM BBEJICHHH B
no3ze 500 mr/kr/cyt ¢ 7 1o 21 jieHb 10CTHATAIBHOIO NEPUO/A.

DapmakokurnemuKka

Bcacwisanue

OcenbTaMUBHP JIETKO BCAChIBACTCS B JKEJIYJOYHO-KMIIEYHOM TpakTe M  IKCTEHCHBHO
npeBpamaeTcss B akTHBHBIH MeTaboaUT IO JeHCTBHEM II€YEHOYHBIX M KHINEYHBIX 3CTepas.
KoHueHnTpauuu akTuBHOro merabosiura B IUla3Me ompejensiorcs B npenenax 30 MuH, Bpems
JOCTH)KEHHST MaKCHUMaJbHOH KOHLEHTpauuu 2-3 4, u Oonee wem B 20 pa3 npesblUAKOT
KOHIIEHTpaluu nposekapcTsa. He meree 75% npuHATONH BHYTPb 03Bl [OTNIAAET B CHCTEMHbIH
KPOBOTOK B BH/1€ aKTHBHOI0 MeTabouTa, MeHee 5% - B BU/Ie MCXOIHOTO npenapata. [lna3meHusle
KOHIIEHTPAlMK KaK MpOJIeKapcTBa, TaK U aKTUBHOrO MeTaboMTa MporopLUUuOHAIbHEL 103¢ U He
3aBHCAT OT IPUEMa IHULIA.

Pacnpeoenenue

O6beM pacnpenenenus (Vss) akTuBHoro merabosura - 23 1.

[To naHHBIM HCCIEI0BAHUH, TPOBEICHHBIX HA JKUBOTHBIX, I10CJIE IPHEMA BHYTPb OCe/IbTAMUBHPA
ero akTUBHbBIH MeTaloJUT 0OHapyXMBAJICS BO BCEX OCHOBHBIX o4araX HMHQEKUMH (JIErKux,
MPOMBIBHBIX BOJaX OpOHXOB, CIM3MCTONH 000JI0YKE IMOJIOCTH HOCA, CPEJHEM yXe M Tpaxee) B

KOHLIEHTpaLMsAX, 00eCeuHBAOIINX IPOTHBOBUPYCHBIH 3¢ heKT.
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Cas13p akTHBHOrO MeTabosuTa ¢ 6eskamu mia3mbl — 3%. CBA3b nposieKapeTBa ¢ OeIKaMu I1a3Mbl
— 42%, 4TO HEIOCTATOYHO, YTOOBI CIYXKHTh IPUYMHOH CYIIECTBEHHBIX JIEKAPCTBEHHBIX
B3aUMOJICHCTBHH.

Memabonuzm

Oce/lbTaMUBHD JKCTEHCHBHO IIPEBpAIAeTCsl B aKTUBHBIH MeTabOIMT MO JAEHCTBHEM 3CTEpa3s,
HaXOJALIMXCs MPEUMYIIECTBEHHO B NeyeHH. Hu ocenbTaMMBHD, HY aKTUBHBIA MeTabOIUT He
ABJIAIOTCA CyOCTpaTaMu WM MHrHONTOpaMHu H30(epMeHTOB cucTeMbl MToXpoma P450.
Buviseoenue

Beisoautes (>90%) B BHAe aKTHMBHOrO MeTaboIMTa MPEUMYIIECTBEHHO MOYKaMH. AKTHBHBIH
MeTaboJIMT HE MoABepraeTcs AajibHeiime TpanchopMaluy U BEIBOAUTCS oukaMu (>99%) mytem
K1y604KOBO#M YUIBTpALMK M KaHAIbIIEBOH cekpernu. [Toyeunstit kimpenc (18,8 1/4) npesbimaer
CKOpOCTh KiTyOoukoBo#H (uabTpauuu (7,5 j1/4), 4T0 yKasplBa€T Ha TO, YTO MpenapaT BHIBOAUTCS
elle M MyTEM KaHAJIbLEBON cekpeluu. Yeped KMIIEUYHHK BbIBoauTCH MeHee 20% NpUHATOro
npenapara. [lepuos mosryBeIBeAeH s aKTUBHOTO MeTaboauTa 6-10 u.

DapMaKkoKuUHeMUKa 8 0CodbIX 2pynnax nayueHmos

Hayuenmsi ¢ nopadicenuem no4ex

[Ipu npumeHennn ocenpramMuBupa (100 Mr aBa paza B CyTKH B TeueHHe 5 JHeH) y NalMeHTOB ¢
Pa3IMYHOM CTENEHbIO MOPAXKEHHUS MMOYEK IUIOWAAb MO KPUBOH «KOHLEHTpALMs aKTHBHOI'O
metabommra B miasMe - BpeMs» (AUCocensravusmpa xapSoxcurara) OOpPATHO IPONOPLHOHATBHA
CHUKEHHUIO QYHKIIHH MOYEK.

@apMakOKMHETHKA OCeJIbTaMHBHpa Yy MAUHEHTOB € TEPMHHAILHOM CTaaued MoyeyHon
HEZ0CTATOYHOCTH (¢ KMpeHcoM KpeaTHHHHA <10 MJ/MHH), He HaXOIALIMXCA Ha AMAIH3E, HE
H3y4ajack.

Ilayuenmsl ¢ nopaxdceHuem neyexu

[Tonyuennsie in vitro u B HccieJ0BaHUAX HA )KUBOTHBIX JaHHBIE 00 OTCYTCTBHH 3HAYHUTEIBHOIO
noseieHuss AUC oceapTaMHBHpa WM €r0 aKTHBHOrO MeTabonuTa Npu HapyleHHH QyHKIHH
MEYEHH JIETKOH M CpeaHeH CTeNeHH TAKEeCTH OBLIM NOATBEPXKIEHbl M B KIMHHYECKHX
ucciaenoBanusax (cm. «Jlo3upoBanue B 0coOBIX Ciryyasx»). bezomacHocTs U (hapMaKOKHHETHKA
ocenbTamMuBHpa Gocdara y MaueHToB ¢ THKEIBIM HapyleHueM QYHKIMH NeYeHH He H3ydaach.
Ilayuenmel nOAHCUNO20 U cMAPYECKO20 803pACMA

Y nanueHToB MOXKUIIOr0 H CTap4ecKoro Bo3pacta (65-78 neT) SKCrno3uius akTHBHOro metadbonuTa
B PaBHOBECHOM COCTOSSHHH Ha 25-35% BbIle, yeM y 0os1ee MOJIOABIX MALIMEHTOB NPH Ha3HAYEHHH
aHaJIOTHYHBIX 103 ocenbTaMuBupa. [lepuoa nomyBbIBeAeHUA Npenapara y MallMEeHTOB MOKHIOr0
M CTApPUeCKOro BO3pacTa CYLIECTBEHHO HE OTJIMYAJICS OT TAKOBOro y 00Jiee MOJIOABIX MAllHeHTOB.

9
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C y4yeToM JaHHBIX 110 IKCIIO3ULHUHU Ipernapara U ero NepeHOCHMOCTH MalMeHTaMH MOXKHIOrO U
CTapyuecKoro Bo3pacta KOppeKIMH 035l IPH JISYeHHU H MPOQHIAKTHKE TPUIIIA He Tpedyercs.

Jlemu 6 sozpacme om 1 200a 00 8 1em 1 hoOpocmku

dapMaKOKMHETHKY OCeJIbTaMHBHpa M3ydanu y Jeteit ot 1 10 16 jer B (papMaKoKHHE THHECKOM
MCCIIE/IOBAHMM C OJHOKpPATHBIM IIPHEMOM IIpernapara ¥ B KIMHHYECKOM HCC/IEAO0BAHHU IO
M3y4YEeHHIO MHOTOKPATHOrO NpHeMa Ipernapara y HeOoIbIoro Yucia aetei B Bo3pacte 3-12 jer.
CKOpOCTh BBIBEICHHS aKTHBHOIO MeTaboJIMTa ¢ MONpPaBKOW HA Maccy Teja y JAeTed MIIaJiuero
BO3pacTa BbIlIE, YEM Y B3pOCHBIX, 4TO NMpUBOAMT K Oosee Hu3KuM AUC 110 OTHOLICHHIO K
KOHKpeTHO# jn03e. [Ipuem mpenapara B 103e 2 MI/KI ¥ OJHOKpaTHBIX 103 B 30 mMr uim 45 mr B
COOTBETCTBHH C pPEKOMEHIAUMAMH [0 JI03MPOBAHHIO IS JET€H H IKCTEMIIOPATLHOMY
IPUTOTOBJIEHHIO CYCIIEH3HH, MpHUBeACHHBIMH B pasjene «Crnoco® NpUMEHEHHs W J103bD»,
obecrieunBaeT Takyio xe AUC ocenpTamuBHpa KapOokcuiara, Kakas AOCTUIAETCs Y B3pOCIbIX
1ocJie OJIHOKPATHOrO IpHeMa Kalcysbl ¢ 75 Mr mpemapara (4TO JKBHBAJIEHTHO NPHUMEPHO |
mr/kr). @apMakOKHHETHKA OCebTaMHBHpa y AeTei crapiue 12 JeT Takas ke, Kak y B3poCIbX.

bepemennvie scenuunbl

B xojie 00beHHEHHOrO aHaIM3a MOMYJIALUHOHHOH (hapMAKOKMHETHKH ObUIO BBIABICHO, YTO
[pUMEHEeHHe OcelbTaMHMBHpa B Jl03€, YKa3aHHOH B paszjene «Crioco® NMpUMEHEHHS M 103bD»,
NpUBOAUT K G0jiee HU3KOM IKCHO3ULIMM aKTHBHOrO MetabonuTa (B cpeanem Ha 30% B TeueHue
BCEX TPUMECTPOB OepeMeHHOCTH) y OepeMEHHbIX MEHIMH MO CPABHEHHIO ¢ HeOepeMeHHBIMH
KeHumHamMH. HauMmeHblas pacyeTHash OKCIO3MUMs, TE€M HE MEHee, OCTaeTCs BBIIIE
HHIHOUpYIOWMX KOHUeHTpauui (3HaveHus [C95), oAHOBpPEMEHHO HAXOAACh HA YPOBHE
TeparneBTHYEeCKOro BO3ACHCTBHS VIS psijla LTaMMOB BUpyca rpumnmna. Kpome Toro, pesysbrarbl
Ha0JII01aTeIbHBIX MCCIIe0BAHUH BBIABISIOT M0JIb3Y CYLIECTBYIOLIENO peXUMa J103UPOBAHHUS B
yKa3aHHOH MOMyJALMH [MalUMeHTOB. TakuM o00pa3oM, H3MEHEHHE peXHMa JI03UPOBaHMS Y
OepeMeHHBIX KEHIIUH [IPU POBEICHUH TePAHU WK NPOGHIAKTHKH I'PHIINA HE PEKOMEH/TyeTCs
(cm. pazgen «®@apmakojgoruyeckue CcBoicTBay, mojapaszaen «PapMakoJAMHAMHUKA», ITyHKT
«Jleyenue rpunmna y OepeMeHHbIX HKEHILIMHY).

Iayuenmvi ¢ ocaabaeHHbIM UMMYHUMEMOM

AHasiu3 NOoMyJISUHOHHON (hapMaKOKHHETHKM yKa3bIBaeT Ha yBeiauyeHue skcnos3uuuu (10 50%)
AaKTHBHOrO MeTabo0./IMTa OCeIbTAMHBHPA Y B3POCJIBIX MALHEHTOB ¢ 0CIabIeHHBIM HMMYHHTETOM
[10 CPaBHEHHUIO C MAlMEHTaMH C HOPMaIbHBIM UMMYHHTETOM (Kak ykaszaHo B paszene «Croco0
MPUMEHEHHS U 103b1»). [IpH 3TOM KJIMpeHe KpeaTHHUHA B TUX IPYIIIAX OCTAETCS COMOCTaBUMBIM.
Hanuyne CHMKEHHOrO MMMYHHTETa Y B3POC/IBIX MAUMEHTOB HE TpeOyeT KOPPEKLHH J103bl
ocenbTaMUBHpA, G1aroaaps BICOKOMY mpeaesny 0e30macHOCTH akTHBHOro meradosnuta. Tem He
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MEHee, Y B3POC/bIX MALHMEHTOB C MOPAXKEHUEM MOYEK J03bl HEOOXOAMMO KOPPEKTHPOBATh B
COOTBETCTBHMHM ¢ MH(OpMalKei, mpeacTaBieHHON B paszaene «Crocod NpUMEHEHHs U JI03bI».
IToxkazanusi K NpUMEHEHHIO

. Jleyenue rpumma y B3pocibIX U feTeit B Bo3pacte crapiue 1 roaa.

. [Ipodunaktuka rpumma y B3pOCABIX M IOAPOCTKOB B Bo3pacTe crapuie 12 Jer,
HaXOJAIIMXCS B FPYIIax MOBBILIEHHOTO pUCKa HHOUIMPOBAHUS BUPYCOM (B BOMHCKHX 4acTAX U

OOJIBIINX MIPOU3BOJCTBEHHBIX KOJUIEKTHBAX, Y ocabIeHHBIX IlauPlCHTOB).

B [IpodunakTuka rpunmna y aereii crapue 1 roza.

[IporuBonokazanus

. [ToBblleHHAs YYBCTBHTEILHOCTD K OCeIbTaMUBHpa Gocdaty uiiu 1000My KOMIOHEHTY
rnpenapara;

. TepMunaibHas cTaaus MOYEYHOM HEAOCTATOUHOCTH (KMpeHe KpeaTuHuHa <10 M1/MHUR);
B Tsxenas neyeHoYHast HEJOCTaTOYHOCTD;

. Hetckuit Bo3pacrt 110 1 roza.

C 0CcTOpPOKHOCTBIO

- bBepemeHHOCTB, NEPHOJ1 IPYAHOIO BCKapM/IHBAHUA.

J [IpumeHenne B KoMOMHAUMM C [penaparaM, MMEIOIMMH  Y3KYI0  IIHPOTY
TEpaNeBTHUECKOTrO ACHCTBHS (HAIpUMEp, XJIOPIPONaMHJl, METOTpeKcat, OyTaanuoH).

[Ipumenenne npu GepeMeHHOCTH H B IIePHO/ I'PYAHOI0 BCKAPMJIHBAHHS

Bepemennocmso

HeGnaronpustHbli Hexoa 6epeMeHHOCTH M aHOMAIMH Pa3BUTHS I110/1a, @ TAKIKE PUCK CEPbE3HBIX

BPOX/IEHHBIX ITOPOKOB pa3BHTHS, B TOM YHCJIE BPOXK/ICHHBIX I[IOPOKOB Cepjla, CBsS3aHbl C

3a00/1eBaHHEM TPUITIIOM.

Bosbloe KOJIHYeCTBO JAaHHBIX O BO3AEHCTBHM OcCelbTaMHBHpa y OepeMeHHBIX KEHIIHMH B X0Je

MOCTPEruCTPAlIMOHHOTO MPUMEHEHHs ¥ Hab 1oAaTe/IbHBIX ucceoBanuii (6osiee 1000 naunenTon

Ha IepBOM TpuMecTpe OepeMEHHOCTH) He YKa3blBalOT HM HA [OPOKH pPa3BUTHA, HH Ha

¢beTo/HeoHaTAIBbHYIO TOKCHYHOCTD OCEJIbTAMUBHA.

OnHako B 01HOM Ha0:1I01aTe/IbHOM HCCIIEI0BAaHUH pe3y/IbTaThl OLCHKH PHCKA Pa3BUTHSA TAKEIBIX

BPO’K/IEHHBIX OPOKOB cep/lla, AMarHOCTHPOBAHHBIX B TeueHHe 12 MecsleB 1ocjie poxkKIAEHHS, He

ObUTH OXHO3HAYHBIMM, XOTS OOIIMI PUCK MOPOKOB pa3BUTHA U He Obl1 yBenuyeH. B nanHOM

MCCJICIOBAHMH 4acTOTa Pa3BUTHSA TKEJIBIX BPOMKICHHBIX IOPOKOB CEp/la [0CjIe MPUMEHEHHUS

ocellbTAaMUBHpA B TeYEHHE MEPBOro TpumecTpa GepemeHHOCTH cocTasisia 1,76% (7 miaaeHues

13 397 Gepemennocreit) no cpaBuenuo ¢ 1,01% npu GepemenHocTH B oOwmel nomyasunu 6e3

11
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IpUMEHEHUS ocebTaMUBUpa (OTHOIIEHHE puckoB 1,75, 95% nosepurensuslii unTepsan 0,51 xo
5,98).

Kiunnyeckoe 3HauyeHHe JaHHOI'O pe3yJbTara J0 KOHIA He SICHO, TaK Kak MCCJIeJ0BaHHE UMEJIO
OrpaHHYEHHYIO MOIIHOCTB.

Kpome Toro, ucciegoBanue ObUIO HEJIOCTATOUHO OOBEMHBIM, YTOOBI MPOBECTH AOCTOBEPHYIO
OLEHKY OTAENBHBIX KAaTErOpHH TAKENBIX MOPOKOB Pa3BUTHA; NMPHU ITOM JaHHBIE Y JKEHILHH,
IPUHUMABILIMX U HE NMPHHUMABLIMX OCEIbTAMUBHUP, HE MOIIH OBITH MOJHOCTBIO COMOCTABUMBI,
HE3aBHCHMO OT TOr0, 00JI€/IU JIH OHH IPHIIIOM.

HUccnenoBanus Ha )KMBOTHBIX HE YKA3bIBAIOT HA PENPOAYKTHBHYIO TOKCHYHOCTh OCEIbTaMHUBHPA
(M. pazgen «DapmakoIornyecKue CBOHCTBa», noapaszen « ok MHUYecKne JaHHbIEY).
[Ipumenenue ocenbTaMUBHpPA NpH GEpeMEHHOCTH BO3MOXKHO B Cilydae HeOOXOAMMOCTH U Mociie
OLEHKH uMeroleiics uHpopmamuu o Oe3omacHOCTH M moab3e (MHGOPMALMIO O MOJb3e
IPUMEHEHHS Mpenapara y OepeMeHHBIX KEHIIHH cM. B nojpasene « DapMako HHAMUKaY, IyHKT
«Jleuenue rpunmna y GepeMeHHbIX )KEHIIMH»), @ TAK)KE MaTOreHHOCTH LUPKYIUPYIOLIEro mTaMma
BHpYCa IpHIIIa.

I pyonoe eckapmaugarnue

Bo BpeMs IOKIMHUYECKHX HCCIIE0BAHMH OCEIbTAMUBHP U aKTHBHBIN MeTaOOIUT NPOHUKAIH B
MOJIOKO JIAKTHPYIOMMX KpbIc. JlaHHBIC MO IKCKpPELUHH OCeIbTaMUBHPA C IPYAHBIM MOJIOKOM Y
yeJ0BeKa M MPUMEHEHHIO OCeJIbTaMHBHpA KOPMSLIMMH  JKEHIIMHAMH  OrpaHHYEHBI.
OrpanuueHHble JaHHbIE MOKA3bIBAIOT, YTO OCEJbTAMHBHD M €ro akTUBHBIH MeTaboIuT B
HeDOJIBIIMX KOJIMYECTBAX INPOHHMKAIOT B TIPYAHOE MOJOKO, co3jaBas cyOTepaneBTHYECKUE
KOHIEHTpAllMH B KpPOBH rpyaHoro pebenka. [Ipum HaszHauyeHUM oOceIbTaMHBHPA KOPMSIIHM
KEHIIMHAM CJIeJyeT TaK/Ke YUMTBIBATh COINYTCTBYyollee 3abo/eBaHHe M MATOrE€HHOCTh
LUMPKYJMpPYIOIIEro IuTamMma Bupyca rpunmna. [Ipw OepeMeHHOCTH M B NEPUOA TPYAHOrO
BCKapMJIMBAHHs OCEIbTAMHBUP IPUMEHAIOT TOJIBKO B ClIy4ae, €C/IH OXKuaaeMas SBHas 110J1b3a VIS
KOpMsIIeH MaTepH NpeBblIaeT pUcK pebeHka.

Depmunvrocms

Ha ocHOBaHMM [JOKIMHMYECKMX [aHHBIX HE OXHIAeTCH, YTO OCEIbTAMHBHP BIHSET Ha
(bepTHIBHOCTD MYKUYHH WIIH JKeHUMH (cM. pa3aen «DapMakoIoruyeckue CBOMCTBaY, MOApa3en
«JloKJIMHHYeCKHE JaHHBIEY ).

Cnocod npuMeHeHHs U 1035l

[Ipenapar ocenpTaMUBHD PHHUMACTCS BHY TPb, HE3aBUCHMO OT ITPHEMa ITHIIK HITH BO BPEMS €IbL.

[TepenocumocCTb npernapara MOKHO YJIy4lINTh, €CJIH IIPUHUMATh €ro BO BPeMSs €/Ibl.
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[Ipu npuMeHEeHUH B3pOCIBIMH, TOJPOCTKAMH, I€TbMH, KOTOPbIE HE MOTYT IMPOIOTUTH Karcyy
WIM TpH HAIMYUKM NPU3HAKOB 'cTapeHus" Kamncys (Hanpumep, MOBBILIEHHAS XPYIKOCTh HJIH
Jpyrue HapyueHust GHU3HYeCKOro COCTOSHUA), HEOOXOAUMO OTKPBITH KalCyay H BbICHINAThH €€
coziepkuMoe B HeDO/bLIOE KOJHYECTBO (MakCHMMalibHO | uaiHas JI0%kKa) MHOAXOASIIErO
TO/IC/IAIIEHHOr0 MPOAYKTa MUTaHHUs (IIOKOIaIHBIH CHPOI ¢ HOPMAJIBHBIM COJIEPHKAHHEM caxapa
wmi 0e3 coaepkaHMs caxapa, MeJ, CBETJIO-KOPHYHEBBIH caxap WIH CTOJIOBBIH caxap,
pPacTBOPEHHBIH B BOJE, CIAAKUH AecepT, CryILIEHHOE MOJIOKO C caxapoM, s0;JI04HOe MIope HJIU
#orypr) u1st Toro, 4toOb! CKpBITh TOpbkUit BKyc. CMech HE0OX0IMMO TIIATEIBHO IepeMelaTh 1
JaTh MNAauMeHTy wueiaukoM. CieayeT NpOrJOTHTH CMeCh cpa3y JKe I0Cle MPUTrOTOBIICHHMS.
[TonpoOHple pekOMeHAaUMH JaHbl B noapaszene "DKCTEMIOpalbHOE I[PUIOTOBJIECHHE
CyCIeH3uH".

Cmanoapmusiit pexcum 003uposaHus

Jlevenue

[Ipuem npenapata He06X0MMO HAYMHATH HE MO3/HEE 2 CYTOK C MOMEHTA Pa3BUTUS CHMIITOMOB
3a00/1eBaHuS.

Bspocavie u noopocmru 6 éospacme > 12 1em

Pexomenayemas cyrounas nosa cocrasiasier 150 mr. [lpenapar naznavaior B go3e 75 mr (oaHa
Karncysa 75 Mr uiam ojHa karncysa 30 Mr + oaHa karncysa 45 Mr) 2 pasa B CyTKH BHYTPb B TEUEHHE
5 nueit. Ypennuenue 103el 6onee 150 Mr/cyTku He IPUBOIUT K yCUIIEHHIO 3G deKTa.

Hemu ¢ maccout mena 6onee 40 ke uru 6 sozpacme om 8 0o 12 nem

JleTH, KOTOpBIE YMEIOT MPOIJIaThIBaTh KaICyJibl, TAKXKE MOTYT I10Jy4aTh JIeYeHHE, IPUHUMAs T10
75 mr (oaHa Kancyna 75 Mr win oaHa kancyiaa 30 mr + oaHa karncysia 45 mr) 2 pa3a B CYTKH B
TEYEHHUE 5 qHEeH.

Jemu 6 6o3pacme om 1 0o 8 1em

PexoMeH10BaHHBII pexUM J03UPOBAHUS OCeIbTaMUBHpPA Karcyabl 30 u 45 mr.

Macca tena PexoMenaoBanHas 103a B TeueHue 5 qHel
<15 kr 30 mr zBa pa3za B CyTKH
>15-23 kr 45 Mr 1Ba pasa B CyTKH
>23-40 kr 60 Mr zBa pa3sa B CyTKH

B0O3MOXHO mnpHMEHEHHe CYCHEeH3MH, MPUTrOTOBICHHOM JKCTEMIIOPATIBLHO (CM. [OApasjieln
"DKCTEMIIOpAIbHOE IIPUTOTOBICHUE CYCIIEH3HH").

IIpodhuraxkmuxa

HpneM npemnapara HE0OX0AMMO HAYMHATE HE Mo3/IHee 2 CYTOK ITIOCJIE KOHTAKTa C 00/ IbHBIMHU.

Bspocnvie u noopocmku 6 6ospacme > 12 1em
13
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[To 75 mr (oana kancyna 75 Mr win oaHa kancysa 30 Mr + oaHa kancy:a 45 mr) 1 pa3 B cyTku
BHYTPb B TeyeHue He meHee 10 queil nocie koHTakTa ¢ 601bHBIM. Bo BpeMs ce30HHOH 3MuaeMUH
rpunma — no 75 mr 1 pa3 B cyTku B TeyeHue 6 Heaenb. [Ipopunaktuueckoe aeicTBue
NPOAOIIKACTCS CTOJIBKO, CKOJIBKO JUIMTCS MIPUEM IIpernapara.

Hemu ¢ maccoit mena 6oree 40 ke uru 6 sozpacme om 8 0o 12 nem

Jletn, KOTOpbIe MOTYT NpOTJIaThIBaTh KallCyJbl, TAakKkKe MOTYT IMOJy4YaTb HPOQUIaKTHYECKYIO
Tepamnuio, npuHuMas 1o 75 mr (ogHa Karncynaa 75 Mr wid oaHa kancyna 30 mr + ojHa karcysa
45 mr) 1 pa3 B cyTku B Teyenue 10 aHei.

Jemu e 6ozpacme om 1 0o 8 1em

Macca tena PexomennoBanHas 7103a B Teyenue 10 auei
<15 kr 30 mr 1 pa3 B cyTku
>15-23 kr 45 mr 1 pa3 B CyTKH
>23-40 kr 60 mr 1 pa3 B cyTku

PexoMmenzi0BaHHBIH peXUM 103MpoBaHMs oceilbTamuBupa karcyiasl 30 u 45 mr. BozamoxHo
MPHMEHEHHE CYCIIeH3HH, IPUTOTOBICHHOMH IKCTEMIIOPATBHO (CM. 1moapa3/ien "DKCTeMIopaIbHOe
IPUTOTOBJIEHHE CYCIIEH3HH").

Ho3zuposanue 8 ocobvix cayvaax

Ilayuenmul ¢ Hapywienuem yHKyuu novex

Jlevenue

[lanienram ¢ kiaupeHcoMm KpeaTuHuHa Oosiee 60 MJI/MHH KOppeKUHH 103bl He Tpedyercs. VY
MalHEHTOB ¢ KJMpeHcoM KpeaTHHuHa oT 30 o 60 Mi1/MHH 103y OcelbTaMHBHpa Cieayer
yMeHbIIHTH 10 30 Mr Ba pa3a B CyTKH B Te4eHHe 5 THEH.

VY nauueHToB ¢ kaupeHcoM KpeartuHuHa oT 10 g0 30 ma/MUH 103y OcelbTaMHBHpa CieayeT
yMeHbIHUTh 10 30 Mr oauH pa3 B CyTKH B TedeHue 5 aHeit. [TaumeHtam, HaxojasmmMmcs Ha
MOCTOAHHOM T€MOJIMa/In3e, OCeIbTaMUBHP B MepBOHa4aabHON 03¢ 30 MI MOMKHO MPHHATH [0
Havasla Majin3a, €C/Ii CHMIITOMBI I'PHIINA MOSBHINCH B TeYeHHE 48 U MEX/Iy ceaHCcaMu IMaliu3a.
Jlns nojuiepkaHus MIa3MEHHOW KOHLEHTPALMH Ha TepaleBTHYECKOM YPOBHE OCEeIbTaMHBHP
caeayer npuHMMaTh 1o 30 Mr mocse Kaxaoro ceaxnca auanu3a. [lanueHTaMm, HaXOASIIMMCS Ha
MIEPUTOHEATIbHOM [IHaJIM3€e, OCEIbTAMHBHUD CJIely T IPUHUMATD B NepBOHa4YaIbHOM 03¢ 30 Mr 10
HayaJjia poBeAeHHUS Auanu3a, 3ateM 1o 30 Mr kaxable 5 aHe.

QapMakOKMHETHKA OCeIbTAMHBHpA y MAlMEHTOB C TEPMHUHAIBHON CTaaMeil XpOHMYeCKOH
MOYEYHOH HEeJOCTAaTOYHOCTH (C KIMpeHCOM KpeaTHHHHA <10 MJ/MHMH), HE HaXOIAIIMXCSH Ha
AManu3e, He u3ydanach. B CBs3M ¢ 3TUM peKOMEHJALMHU M0 JA03MPOBAHUIO Yy JAHHOH IPYIIIbI

MaluueHTOB OTCYTCTBYIOT.
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IIpoghurakmuxa

[TaumeHTam ¢ KIMpeHCOM KpearHHHHA Oosiee 60 MIJI/MHH KOppeKLHMHM 103bl He TpeOyercs. VY
MalMeHToB ¢ KiMpeHcoM KpeaTuHuHa oT 30 g0 60 MuI/MHMH 103y OCelbTaMMBHpA Cleyer
yMeHbIUTH 70 30 Mr OJMH pa3 B CyTKH. Y NalLHEHTOB ¢ KJIMpeHcoMm KpeaTHHHHa oT 10 10
30 MJI/MHH PEKOMEH/IyETCs YMEHBIIMTH 103y oceabTamuBupa 10 30 mr yepes aeHb. [lauuentam,
HaXOIAIIMMCS Ha MOCTOSHHOM TeMOJMalu3e, OCeJIbTAMHBUD B NepBOoHavyanbHOW no3e 30 mr
MOKHO TpPHHSATH A0 Havyana auamusa. JUig mojaaepikaHus IUIa3MEHHOM KOHUEHTpaluH Ha
TepaneBTHYECKOM YPOBHE OCeJbTaMHBHp cieayeT npuHuMarh nmo 30 Mr mocie Kaxiaoro
MOCJIEAYIOUIEro HEYeTHOro ceaHca jauanu3a. [laumeHtam, Haxo[AIIMMCS HA MEPHUTOHEATLHOM
JManu3e, OceJIbTAMHUBHP ClelyeT MPHHUMAThb B IepBOHauyaabHOH no3e 30 Mr a0 Havana
npoBeaeHus auanusa, 3areM 1o 30 mr kaxasie 7 aHed. PapMakOKMHETHKA OCE/bTaMUBHpA Y
MalMeHTOB ¢ TEPMHUHAIBHOM CTaguell XPOHUYECKOH MOYEYHOH HEJ0CTATOYHOCTH (C KIMPEHCOM
kpeatuHuHa <10 MI/MHH), He HaxXOAAIIMXCA Ha JHaIu3e, HE H3yvyaisach. B cBA3M C 3THM
PEeKOMEH/IalMHU 110 I03UPOBAHUIO Y IaHHOH IPYNIIbI MAMEHTOB OTCYTCTBYIOT.

Ilayuenmur ¢ HapywieHuem yHKyuu neyeHu

Koppexumu 10361 IpY JIeYeHUH U PpoQHIAKTHKE IPHUIINA Y TALKMEHTOB ¢ HapyIIeHHeM QyHKIHH
MeYeHH JIErKOi M CpeHeit cTeneHu TshkecTH He Tpedyercs. be3onacHocTs M apMaKOKMHETHKa
OCeIbTAMHUBHPA Y MALMEHTOB C TSHKEJIBIMUA HapyIICHHAMH (yHKUNH [IEYEHH HE U3y4aJlach.
Ilayuenmul noXicU1020 U cmapyecko2o o3pacma

Koppeximu 10361 715 PO UIAKTHKH HITH JICUEHHS TPUIINA He TpedyeTcs.

Iayuenmul ¢ ocaabaeHHbIM UMMYHUMEMOM (Roc.1e mpancnaanmayuu)

Jleuenue

PekoMmeHi0BaHHas /103a OceIbTAMUBHPA COCTABIISET 75 MI 2 pa3a B CYTKH BHYTPb Y B3pOCIBIX
nauueHToB (cM. paszensl «OcoOble ykazanus», «[lobounoe aedctBue» U «PapMaKkoI0ruyeckue
cBoiictBay). [Ipuem npenapara He0OOX0AMMO HAYMHATE HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHUS
CHUMITTOMOB 3a00J1eBaHu.

Jlns ce30HHO#N NMPOQHIAKTHKY TPHIINA Y MALMEHTOB ¢ 0c/Ia0eHHBIM UMMYHHTETOM B BO3pacTe
>Irona — B TedeHue 12 Heaenb, KOPPEKLMH 10361 HE TpedyeTcs.

Jlemu

OcenbTaMUBHUD B 1aHHO# JIeKapCTBEHHOMH GopMe He cielyeT Ha3HavaTh AeTaM 10 | roxa.
IKcmemnopansHoe npuzomosnenue cycnenzuu Homuoec®

B ciyuasx, koraa y B3pocCibIX, MOAPOCTKOB M J€TeH CyLIECTBYET Ipodjema ¢ IporjaTblBaHHeEM
KarcyJl, WIX MpH HaJIMYHM MPU3HAKOB '"cTapeHus' Karcys, HeoOXOAMMO OTKPBITh Karcyiy U
BBICBHIIIATh €€ COoAepXKHMOe B HeDoiIblIoe KOIW4YecTBO (MakcMMalpHO | wvaiiHas I10KKa)
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[10IXO/SIEr0 MOCTAIEHHOTO POAYKTa MUTAHMS (CM. BBILIE) UL TOTO, YTOOBI CKPBITh TOPbKUH
Bkyc. Cmech HEOOXOAMMO TIIATEIBHO MEpeMellaTh M [aTh MAUMEHTY LETUKOM. Cnenyer
IPOTJIOTHTH CMECh CPa3y Ke MOCIIE MPUTOTOBICHUS.

Kancynwr 75 me

Ecin naiuenTtam Tpeyercs fo03a 75 Mr, TO HE0OXOAMMO CJIeI0BATh CIEAYIOUINM HHCTPYKIIHAM:
1. Jlepxa omHy Kamcyiy 75 Mr Homuzec® Hax ManeHbKO#H €MKOCTBIO, aKKypaTHO PacKphbiTh
KarcyJjy ¥ BBICBHINIATh OPOLIOK B €MKOCTb.

2. Jlo6aButh HeGoIbIIOE KOIHYecTBO (He Gosiee | yaifHOM JI0XKKH) IOAXOASIIEro NOACIAEHHOT0
NMpOyKTa MUTaHMs (4TOObI CKPBITh FOPHKHH BKYC) M XOPOLLIO NepeMeIarh.

3. TiaTesbHO MepeMelaTh CMECh U BBITHTH €€ Cpasy XKe N0cj1e NPUroToBIeHns. Ecin B eMKocTH
OCTAJIOCh HEBOIbIIOE KOJHYECTBO CMECH, TO CIEAYeT OIOJOCHYTh €MKOCTh HEOOJIBLINM
KOJIMYECTBOM BOJIbI U BBIMUTH OCTABIIYIOCS CMECh.

Eciu mammentam Tpebyiotcs 10361 30-60 Mr, TO /Ul MPAaBUIBHOTO J103MPOBAHHS HEOOXOAMMO
CNIeZI0BATh CIICAYIOUMM HHCTPYKIMAM:

1. Jlepxxa oaHy Kancyiy 75 Mr mpenapara Homuec® Haa ManeHbKOM €MKOCTBIO, aKKypaTHO
PacKpBITh KaIcyJy U BbICBINATH MOPOIIOK B EMKOCTb.

2. JloGaBuTh B MOPOIIOK 5 MJI BOABI C MOMOIIBIO IIIPHIA C METKAMH, OKA3bIBAIOUIHMHU
KOJIMUECTBO HaOpaHHO#M KuAKOCTH. TIaTesbHo nepeMenaTb B TeHEHHE 2 MUHYT.

3. Ha6parsb B mnpuir HeoOX0aMMoe KOJIMYECTBO CMECH U3 EMKOCTH COIJIaCHO HHOKEIPUBEICHHOM

Tabnune:
KonuuectBo cMecu
Macca tena PexomMeH10BaHHAs /1034 .
Homutec™ Ha 0iMH nmpueM
<15 Kkr 30 mr 2 M
>15-23 kr 45 mMr 3 M
>23-40 kr 60 Mr 4 M

Het HeoOxommumocTH B 3a00pe HEpAacTBOPEHHOro 0Oes10ro MopollKa, MMOCKOJIbKY OH SBJISETCS
HEAaKTHBHBIM HanojHuTeleM. HaxaB Ha MoplueHb LINpHLIA, BBECTH BCE €ro COJIEPKHMOE BO
BTOPYIO eMKOCTh. OCTaBILYIOCSH HEUCIIOIB30BAHHYIO CMECh HEOOXOAMMO BBIOPOCUTb.

4. Bo BTOpPYI0 €MKOCTh 100aBUTh HeGomblioe KomuuecTBO (He Gonee | 4yalHOH JIOKKH)
MOAXOASAIIEro MOJC/IAIIEHHOr0 MPOAYKTa MUTaHUs, 4TOObI CKPBITh FOPbKHH BKYC, H XOPOLIO
nepeMerars.

5. TuiaTe/IbHO MepeMelaTh CMECh U BBINUTB €€ Cpasy e 110ce NpUrotopjeHus. Eciii B eMKoCTH
OCTA7I0Ch HEOOJBIIOE KOTHYECTBO CMECH, TO CJEIYeT OIOJOCHYTh €MKOCTh HEOOJBLIUM

KOJIMYECTBOM BO/Ibl ¥ BBINUTBL OCTABIIYIOCH CMECH.
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JlaHHYIO TPOLIeIY Py CIIeIyeT MOBTOPATH MEPe/l KaX/IbIM IPUEMOM IIpernapara.

Kancyavt 30 M2 u 45 me

JI11st IpaBHIILHOTO JI03MPOBAHUS HEOOXOAMMO CIIEI0BATH CIIELYFOLIUM MHCTPY KIIMSIM:

1. Onpeenuth HEOOXOANMOE KOJHYECTBO Karcy 1 Homuec®, Tpebyroeecs /U1 IPUTOTOBICHUS

CMECH!

Macca tena*

Komuuectso kancysn Homuaec® s
obecrieyeHus peKOMEH/I0BAHHOMH 103l

C LEJIBIO JIeYeHUA B TeUeHue 5 aHei

KonmuectBo kancy1 Homuaec® s
obecrieyeHus peKOMEHI0BaHHOMN 103bl

C LIeJIBIO npohurakmuxu

<I5 kr 1 kancyna 30 mr 2 pasza/cyT 1 kancyna 30 mr 1 pas/cyT
>15-23 kr 1 kancyna 45 mr 2 pasa/cyT 1 kancyna 45 mr 1 pas/cyT
>23-40 kr 2 kancynsl 30 Mr 2 pasa/cyT 2 kanicynsl 30 Mr 1 pas/cyt

*Temu ¢ maccon meaa >40 ke uru 6 gospacme om 8 0o 12 nem u 63pocavie MO2ym noyyams
Homuodec®, ucnons3ya ona npueomoeienus cmecu 00OHy kancyay 43 me + oony xancyny 30 me
2 paza 6 cymku 01 nevenus uiu 1 pas 6 cymru 011 npo@PUIAKMUKU.

2. VOemurech, YTO HCIIONB3yeTCs TMpaBWIbHAas Jo03a Ipernapara (B COOTBETCTBHH C
BbILICTIPHBEICHHOI TaGmuteit). Jlepka oHy MM Heckoibko Kancy1 Homunec® Han MateHbKOM
€MKOCTBIO, aKKyPaTHO pPacKpbITh OJIHY HJIM HECKOJIBKO KallCyJ/l ¥ BBICHIIATD MIOPOLIOK B €eMKOCTb.
3. Jlob6aBuTh HebOIbIIIOE KOTHUECTBO (He Oostee | YaiHOM JI0MKKH ) MOAXOASALIETO MOACIALEHHOTO
MPOAYKTA MUTAHHS, YTOOBI CKPBITh FOPbKUIt BKYC, H XOPOLLIO [I€peMEIIATh.

4. TuaTeIbHO IepeMelIaTh CMECh U BBIITUTH €€ Cpasy e I10c/Ie PUroToBaeHus. Ecin B eMKocTH
0CTanoch HeOOJBIIOE KOJIMYECTBO CMECH, TO CJIEAYeT ONOJIOCHYTh E€MKOCTh HEOOIIBIINM
KOJIMYECTBOM BOJbI H BBITHTH OCTABIIYIOCSH CMECH.

[ToBTOpSsiiTE JAaHHYIO TPOLEYPY Iepe KaxAbIM IPHEMOM IIpernapara.

I[ToGouHoe neiicTBHE

00630p npohuis 6e30macHOCTH

O6wuit npoduap Oe30nmacHOCTH OcCeIbTaMMBHpPA OCHOBAaH Ha JAaHHBIX 6049 B3pociabix
MaLUKEeHTOB/TIOAPOCTKOB M 1473 neTeil ¢ rpunmnoM, nojyyaBIIMX OCEIbTAMHMBHD HIIH IUIale00, a
TaKKe Ha JaHHBIX 3990 B3pOCHBIX NALMEHTOB/IIOAPOCTKOB M 253 aeTelf, MOIydarolUX
OCenbTaMMBHP WIM IUTale00/He TMOMy4aBIIMX TEpaluH B KIHHUYECKUX HCCIIEI0BAHHMSAX I10
npouIaKTHKe IpHIINa.

Kpome Toro, 199 B3pocibix naiueHToB ¢ 0caa0bIeHHBIM HMMYHUTETOM IOJTYYHIIM OCEIbTaMUBUD
IUIS JIedeHus rpunma, u 475 naunmeHToB ¢ ocableHHbIM UMMYHHTETOM (B ToM uucie 18 nereii,
10 13 KOTOPBIX MOTy4aIH OCeIbTaMUBHP H § - manedo) moy4YuIM ocebTaMUBUD HIIH IL1aledo

JUIs NPO(UIAKTHKY I'PUIITIA.
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V B3pOCIIBIX MAMEHTOB/OAPOCTKOB Hanbosee YacThIMU HexenaTebHbiMU peakuusmu (HP) B
XO/le KJIMHHYECKMX HCC/IEJOBAHMI JIeueHHs rpunna ObUIM TOIIHOTA M PBOTA, a B XO/€
HCCIIeI0BaHuit M0 NpOoQUIAKTHKE - TOLIHOTA.

BobIMHCTBO yKa3aHHbIX HP ObUIM 3aperucTpupoBaHbl OHOKPATHO B IEPBbIA MM BTOPO# J1eHb
Tepanuu ¥ CIIOHTAHHO pa3peluajiich B Te4eHHe nocaeayomux 1-2 aHei.

V nereit Haubosnee yacto Berpeyarouieiicss HP 6p1a psora.

VY 6osbIIMHCTBA NMalHeHTOB AaHHble HP He npuBOAMIIM K OTMEHE TEpaNHH 0CeIbTAMHBHPOM.
Cepoesnble HP, nepeuncrieHHble HHXKE, PEAKO OTMEYAIMCh ¢ MOMEHTA BBIXOJA Mpenapara Ha
PBIHOK: aHaduIaKTHUecKHe M aHa(HMIAKTOMIHBIE PEAKLMH, HAPYLICHHs CO CTOPOHbI MEYCHH
(Gy bMHHAHTHBIN renaTuT, HapylueHHe QYHKUMM IEYEHH M JKENTyXa), aHMOHEBPOTHYECKUH
otek, cunapom CruBeHca-/[)KOHCOHA M TOKCHYECKHH SNHAEPMAIbHBIA HEKPOJIN3, JKeIy104HO-
KMIIEYHOE KPOBOTEUYEHHE M HAPYIIEHHs CO CTOPOHBI HEPBHOH CHCTEMBI H IICHXMKH (CM. pasjel
«OcoOble yKa3aHus»).

CnHCcOK HeKelaTe/IbHBIX peakiuii mpeacTaBieH B TabIn4HOM GopMaTe HUKE.

Jins onMcaHus 4acTOThl HEKEJaTeIbHBIX PEaKLMi HCIOJB3YeTCs Cleaylomasn KiaccuQuKaiums:
ouyeHb uactble (>1/10), gacteie (>1/100 u <1/10), mewactsie (>1/1000 u <1/100), peaxue
(>1/10000 u <1/1000) u ouyens peakue (<1/10000). CooTBeTCTBYIOIIAsA KATETOPHUs [IPHCBANBACTCS
He)KeNaTeIbHbIM peakMsiM Ha OCHOBAHUH 00BbEAMHEHHOI0 aHAIH3a KJIMHUYECKHX HCCIIEI0BAHHI.

Jleyenvle u npodurakmuxa epunna y 83pociblX U NOOPOCMKO8

B Tabnuue 1 npeacrasienst HP, Bozuukasime Hanbonee 4acto Npu npueMe peKOMEeHI0BaHHOM
JI03bI OCEIbTAMHBHpA B HUCCIEI0BAHUAX M0 NMPOQHUIAKTHKE M JIEYEHHIO TPHIINA y B3POCIBIX U
nojpocTkoB (75 Mr 2 pasa B CyTKH B Te4eHHe 5 AHeil juis jqedeHust U 75 Mr 1 pa3 B cyTku 10 6
Heesb /U1 MPOQUIAKTHKH).

B uccnenoBanusx no npoduiakTuke rpunmna npoduis 6€30nacHOCTH y MalHeHTOB, 0Ty 4YaBLInX
peKOMEH/IOBaHHYIO 103y ocejabTamuBHpa (75 Mr 1 pa3 B cyTkH 10 6 He/lelb), KAYECTBEHHO HE
OTJIMYAJICS OT TAKOBOT'O B MCC/IEI0BAHUSAX [0 JICUSHHUIO IPHUIINA, HECMOTPS Ha 60J1ee JUTHTEIbHbIH
pHeM Ipenapara.

Tabnuua 1. HexenatenbHble peakilMH, BBIBJICHHBIE B XOj€ KIMHHYECKMX HCC/IEJ0BAHUH 110
npodHIAKTHKE U JIEYEHHUIO TPUNINA OCEIbTAMUBUPOM Y B3POCIIBIX MAIMEHTOB U MOJAPOCTKOB HIIH

B X0/1€ IMOCTPETHCTPALIHOHHOTO HaOmo1eHus.

Knace cucrem HexenaTebHble peAKIHH, paclipele/ieHHbIe COrJIACHO 4ACTOTe ]
OpraHos BbISIBJICHHS }
OueHb 4aCTO Yacro Heuacto Peaxo |
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Hugpexyuonnvie u

bpouxut, Herpes

napazumapHbie simplex,
3aboresanus Ha30(apHHIHUT,
HHD KK
BEpXHHUX
JBIXaTeIbHBIX
MyTeH, CHHYCHUT
Hapywenus co TpombouuTonenus
CMOopOoHbL KPOBU U
aumghamuyeckoll
cucmembl
Hapywenus co Peakuuu AnaduakTuyeck
CMOpPOHbL THIepYyBCTBUTEIB| HE PEAKIIHH,
UMMYHHOU HOCTH aHaUIaKTOM/IHbIE
cucmembl peaxKiuu
Hapywenus becnoxoicTso,
NCUXUKU aHOpMasIbHOE
NOBE/ICHHUE,
TPEBOXKHOCTD,
CITy TAHHOCTb
co3HaHus, Open,
JICTTUPUH,
raJuTIOLIMHALIMH,,
HOYHBIE KOLUIMAaphI,
npuuuHeHue cede
TEJIEeCHOrO
HOBPEKACHU S
Hapywenusa co ['onoBHas 6os1p | becconnuna H3menenue
CMOpOHbl HEPEHOU CO3HaHHU4,
cucmembl Cy10pOrH
Hapywenus co Hapyuenue
CMopoHbL Op2ana 3peHus

3peHus
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Hapywenus co ApuT™Mus
Cmoponbl cepoya
Hapywenus co Kamens, 6016 B
CMopoHbl ropJie, puHopes
obixamenbHou
cucmembl, Op2aHos
2PYOHOU KNemKu U
cpedocmenus
Hapywenusa co Tomnota PBota, 60116 B Kenynouno-
CMOPOHbI JKUBOTE KHILIEYHbIC
2HCeNYOOHHO- (Bxsroyas 6071b B KPOBOTEYEHHS,
KUWEYHO20 BEpXHEH 4acTu reMOopparuyecKui
mpaxkma JKUBOTA), KOJIUT

JIUCTICTICHS
Hapywenus co [loBbilIeHKE Oy bMUHAHTHBIH
CMOPOHbL NeYeHU U AKTUBHOCTH rernarur,
JHCeNHeBbIBOOAUJUX «TIeYEHOYHBIX» neyeHouHas
nymeit (hepmMeHTOB HEJI0CTaTOYHOCTb,

renaruT

Hapywenusa co OKk3ema, AHTHOHEBPOTHYEC
CMOPOHbL KOJUCU U JePMATHT, Chlllb, | KHH OTEK,
NOOKOMCHBLX KpanuBHUIIA My IbTH(OpMHAs
mxaneil IpUTEMA, CHHIPOM

CruBenca-
JI)KOHCOHa,
TOKCHYECKHH
MU IEPMAIbHBIH

HEKpPOJIH3
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Obwue bonb,

paccmpoicmea u rOJIOBOKPY KEHHUE

Hapyutenus 6 (BxiTIOYas

Mmecme 66e0eHus BEPTHIO),
YTOMJISEMOCTb,
nuxopajaka, 6016 B
KOHEYHOCTAX

Jleyenue u npoduraxkmuxka epunna v oemeil

B KIMHHYECKHX HCCIE0BAHMAX OCEIbTAMUBHPA IIPH JIEYEHHH TPUIINA TPUHUMAITH yyacTue 1473
pebenka (BKIIOYas B LIEJIOM 3J0pPOBBIX JeTell B Bozpacte oT 1 10 12 jeT u jgeteit ¢ acT™Moi B
Bozpacte oT 6 g0 12 ser). M3 mux 851 pebGeHok mosyyan Tepanuio OCEIbTaMHBHPOM B
nexapcTBeHHOH (opme «cycnensus». Bcero 158 nereit mosyuanu peKOMEHIOBaHHYIO /103y
ocesibTaMHBHpa | pa3 B CyTKH B HCC/IEAOBAHHMAX MOCTKOHTAKTHOH MPO(HIAKTHKM B JOMALIHUX
ycaoBusax (n=99), B 6-HeleNbHBIX HMCCIEIOBAaHUSAX Ce30HHOH mnpoduiaktuku (n=49) u 12-
HEJIEJbHBIX HCCIEJOBAaHUAX CE30HHOH MNpOQWIAKTHKM Yy HNAlMEHTOB C 0CIabIeHHBIM
ummyHuTeTOM (n=10).

B Tabnaune 2 npencraBienst HP, nHaubGonee wyacto cooburaemble B XOje KIMHHYECKHX

UCCIICIOBAHUM Y JIETEH.

Tabnuua 2. HexenartenpHble peakilu, BbIABJICHHBLIE B X0/€ KIMHMYECKHX HMCCIEI0BAHHUi IO
npoduIakTHKE M JICUEHHIO I'PUMNa OceJbTaMHBHpOM Y jeteit (1o3a ot 30 mMr go 75 mr B

3aBUCHMOCTH OT Boapacra/Beca).

Kanace cncrem HexenateabHble peakin, pacnpeaesieHHbIE COIVIACHO 4acToTe
OpraHos BbIsiBJICHHSI
Ouens yacto Yacro Heuacro Penko
Hugpexyuonnvie u Cpenuuit oTuT
napazumapHoie
3abonesanus
Hapywenusa co ["onoBHas 60b
CMOPOHBL HEPEHOU
cucmembl
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Hapywenua co KOHBIOHKTHBHUT
CMOpoHbl  Op2ana (BKTIOYAs
3penus NOKpacHEeHHe a3,

BbI/ICJIEHUS "

6011b)
Hapywenus co bons B yxe Hapymenus co
CMOpOHbL  OpeaHa CTOPOHBI
cayxa u GapabanHoit
nabupunmubsie NEePENOHKH
HapyuteHus
Hapywenus co | Kamens, Punopes
CMOpOHbI 3aJ105KEHHOCTh
ObIXamenbHol HOCca
cucmembl, 0p2aHos
2PYOHOU KNemxu U
cpedocmenus
Hapywenua co PpoTta boas B kuHBOTE
CMOPOHbL (Bximouast ©0jb B
HCENYOOHHO- BEPXHEH 4acTH
KUUEYHO20 KHBOTA),
mpaxkma JTUCIIETICHS,

TOIIHOTA
Hapywenus co Jepmarur
CMOPOHBL KOJNCU U (BKITIOYAs
NOOKOJICHbIX aLIEPru4ecKHii 1
mKaweil aTONMUYECKU I

JEPMATHUT)

Onucanue omoeibHblX HeHCeNameIbHbLX PeaKyull

Hapywenus co cmopornvl HepeHoll cucmemvl U NCUXUKU

['punno3nas wuHbeKuUs

MOXET acCCOUMHUPOBATBCS C

pa3/JIHYHBIMH  HEBPOJIOTHYECKHMH

CUMIITOMAMH W HU3MCHCHHAMH IMOBCIACHHUSA, BKJIKOYASA TAaKHME€ CHMIITOMBI. KaK TralIFOIMHAIIHH,

IIC.TIHpHﬁ, U aHOpMaJIbHOC [IIOBCACHHE. B HEKOTOPBIX Ciy4dasX OHH MOIYT MOPHBECTH K

CMEPTEIbHOMY HCXOLY.
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JlaHHBIE SBJICHHS MOTYT BO3HHKATH KaK Ha oHe pa3BUTH JHIehaTonaTHy 1M dHiedatura, Tak
 OT/IEJIbHO, 6€3 IBHOTO TsXke0ro 3a00/1eBaHus.

B noCTperncTpaluoHHbIX COOOIIEHUSX Yy MAlMEHTOB, KOTOPBIE MOJyYald OCEJIbTaMHBHP UL
NleYeHus TPHUIIa, OTMEYAJINCh CyIOPOTH M JeIHPHil (BKIIOYas TAKHE CUMIITOMBI, KaK HapyleHHe
CO3HAHMA, CIYTAHHOCTh CO3HAHMS, AQHOPMAJIbHOE I[OBeJeHHe, Opejl, TraUIOUUHALKH,
6eCroKOWCTBO, TPEBOXKHOCTh, HOYHBIE KOIIMaphl). ODTH CIydYaH pPeEIKO COMpPOBOXKIATUCH
ONACHBIMH JUIS KH3HM aKTHBHOCTSMH WJIM JIeTJbHBIM HCXOJA0M. JlaHHbIE SBAEHHS ObLIH
3aperkuCTPUPOBAHBI B OCHOBHOM CPEH JI€TeH H MOJPOCTKOB M YaCTO MMEJIH BHE3AMHOE HAaYallo U
OBICTpOE pa3peLieHue.

Ponp  ocenbTaMMBHpa B Pa3sBHTHHM  JaHHBIX  SBJICHUI  HEM3BeCTHA.  YKa3aHHbIE
IICHXOHEBPOJIOTHYECKHE HAPYLICHUS TaKkxke ObLIH 3aperuCTPHPOBaHbI y NMALMEHTOB C IPUIIIIOM,
HE MOJTy4aBIINX OCeTbTAMHBUP.

Hapywienus co cmoponsl nedenu u Jcenyeeblgo0sujux nymeil

HapyiieHus co CTOPOHBI MEYeHH U KETYEeBBIBOIALINX ITyTeH, BK/IIOYAs relaTUT U [OBBILIEHHE
AKTUBHOCTH «IIEYEHOYHBIX» (DEPMEHTOB, OTMEYAINCh Y MALMEHTOB C TPUINONOA00HBIM
3abosieBaHneM. YKa3aHHbIE SBJICHUS TAKXKe BKIIOYAIN (YIbMHUHAHTHBIH renaruT/medyeHouHyIo
HEIOCTATOYHOCTD C (haTaTbHBIM HCXOIOM.

[Ipouue ocobvie nonynsyuu nayuenmos

Jlemu (0o 1 200a)

B aByx wuccienoBaHusx (apMakOKMHETHKH, (apMakoAMHAMUKH H npoduis Ge3omacHOCTH

oceslbTaMMBHPa, B KOTOPBIX NMPUHHUMAIK y4yacthe 135 gereit B Bo3pacte 10 | roga ¢ rpumrmom,
npoduas Oe3zonacHOCTH mnpernapara ObLT CONOCTABUM B Ppa3IMYHBIX BO3PACTHBIX TIpyIIaX.
Hau6osee yacto coobuiaeMbIMu HexKeIaTeIbHBIMH SBJICHHSIMH IIPH 9TOM ObLIM PBOTA, HApest U
onpesnocts (cM. pazjen «®PapmakoIoruyeckue cBOHCTBa», noapaszzesn «PapMakOKMHETHKAY).
JlanHsble 0 AeTAX B MOCTKOHLENTYaJIBHOM BO3pacTe 10 36 He/eb HeA0CTaTOYHBI.

JlauHble 110 6€30MacHOCTH MPUMEHEHUs OCeJbTaMHUBHpA IIPH JICUEHUH Y JeTel B Bo3zpacTte a0 |
roja IMoJIy4eHbl M3 MPOCHEKTHBHBIX M PETPOCIEKTHBHBIX HAOIIOJATENbHBIX HCCIIE0BaAHUH
(Bxiovanu Gonee 2400 nereit HaHHOrO BO3pacTa), HCCACAOBAHMM SIMMAEMHOJIOrHYECKHX 0a3
JaHHBIX M MOCTperucrpaunoHHoro HadbmoaeHnus. Ilpoduns GezomacHoctu y aereid no 1 roaa
COINOCTaBUM C HM3BECTHBIM npoduiem Oe3omacHOCTH y aereit B Bo3pacte | roga u crapiue.
Ilooicunvie  nayuenmosr u  nayueHms: ¢ XPOHUYECKOU CePOCYHOU Wuiu  ObIXAMEAbHOU
HeO0CMamo4YHOCMulo

[Tonmynsuus, BKIOYEHHAs B MCC/IEIOBAHUA 110 JICYEHHIO IPHIIIA, COCTOSIA U3 B LIEJIOM 310POBBIX
B3POC/IBIX/TIOAPOCTKOB M MALMEHTOB TPYMNIbl pUCKa (PHUCK Pa3BUTHS OCIOXKHEHHH TpHUIINa,
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HaNpUMeEp, MOIYJISALKMS [MOKHIIBIX MAlMEHTOB M MAlMEHTOB C XPOHHYECKOH CepACYHOH MM
IBIXATeIbHON HEI0CTAaTOYHOCTBIO). B nenom npoduias GezonacHOCTH npenapara y NalUEHTOB
rpynnsl pucka ObUI COMOCTABMM C TAKOBBIM y B LIEJOM 3/0POBBIX B3POCIBIX/MIOAPOCTKOB.
Iayuenmol ¢ ocrabaeHHbIM UMMYHUMEMOM

B aBoiiHOM cienoM ucciegoBaHuu 199 B3pocC/bIX MAlMEHTOB ¢ 0CJIa0J€HHBIM HMMYHHTETOM
(KOTOpBIE OTBEYAIH KPUTEPUAM IS OLEHKH npodus 6e30nacHocTH) ObUIM paHI0MH3HPOBAHbI
Ul [OMy4YeHHs OcebTaMMBHpa Ha NpoTshkeHun 10 auei Ud seyeHus rpunna: 98 nauueHTos
MOJTyYaIy CTaHAapTHYIO 103y (75 Mr 2 pasa B cyTku) i 101 nanueHT nosy4u ABoiHyo a03y (150
mr 2 pa3a B cyTk#). [Ipoduas Ge3onacHocT npenapara, Hab/01aeMbli B JaHHOM HCCIICI0BaHUH,
ObLT CONOCTaBUM C TAaKOBBIM B MNPEAbAYUIMX KIMHHYECKMX HCCJIEI0BaHMX, B KOTOPBIX
oceJIbTAMUBHD MPHUMEHSUICS [UIS JICUCHHS MMAlMeHTOB ¢ HOPMAJIbHBIM MMMYHHTETOM (3/10pOBBIE
MAlMeHThl WM [alMeHTHl M3 TPYINbl PUCKA, HANpUMep, C bIXaTeJbHONH W/WIHM cepAeyYHOH
HEJ0CTaTOYHOCThI0). COOTHOLIEHHE MMAIlMEHTOB, y KOTOPbIX OTMEYaJHCh HEXKeaTeIbHbIe
AB/IEHHS, OBUIO HU)KE B IpyIe CTAHAAPTHOW 03Bl MO CPABHEHMIO C IPYNIOH JIBOMHON 103bl
(49,0% u 59,4%, coorBeTcTBEHHO) (CcM. pasaen «DapMakoJOrHYECKHE CBOMCTBA», MOApa3iiel
«DapMaKOAMHAMHUKA).

B xozme 12-HemensHOro HccieoBaHus 10 NpoduIakTHKe rpunma y 475 nauMeHToB ¢
ocnabieHHbIM UMMYHHTETOM (BiUIIOUas 18 nereii B Bozpacte ot 1 10 12 et u crapue) npoduis
OesomacHocTH B rpynme ocejabTaMuBHpa (238 nauueHToB) ObUI CONOCTAaBMUM C paHee
Habmo1aeMbIM IpoduIeM OCeIbTAMUBHPA B KIMHHYECKHX HCCIICOBAHUSX MO NPOpHIAKTHKE.
Jlemu ¢ 6ponxuanbHol acmmoil 6 anamuese

B uenom npoduiis HexenaTelbHBIX peakuil y AeTei ¢ OpoHXHAIbHON acTMO# B aHamMHe3e ObL1
COIOCTaBHM C TAKOBBIM B 11€JIOM Yy 3/10POBBIX JIETEH.

IlepenosupoBka

B OonblmiMHCTBE cilydaeB Iepe/Io3HPOBKA B XOJ€ KIMHUYECKHMX MCCIEOBaHUM M IIpH
MOCTPEruCTPAllHOHHOM MPHMEHEHMHM OCeJIbTaMHBHpPA HE COMNPOBOXKJIATach KaKHMH-THOO
HEXEIaTe/IbHbIMM  SBJCHUAMH. B OCTanbHBIX  CaydasX  CHMNTOMBI  [€Pe03HPOBKU
COOTBETCTBOBAJIM HEXKE/NAaTEe/IbHBIM SBJICHHUSIM, TpeacTaBleHHbIM B paszjene «lloboynoe
JIeHCTBHEY.

B3anmoaeiicTBHe ¢ APYTHMH JIEKAPCTBEHHBLIMH NpenapaTaMu

®apMaKkOKMHETHYECKHE CBOHCTBA OCeIbTaMHBHPA, TAKME KaK €ro HU3Kas CTENEeHb CBA3bIBAHUS C
Genxamu u Metabou3M, He 3aBUCcHMBII 0T H3odepmenta CYP450 1 cucTeMsl IIIOKYpOHHUIA3 (CM.
pazzen «®apMakoIorHuecKue CBOHCTBay, noapas e « DapMakoKHHETHKA»), HE al0T OCHOBAH MU
Npearoarath HaIMYME KIMHHYECKH 3HAYMMBIX B3aUMOCHCTBHH 110 yKa3aHHBIM MEXaHH3MaM.
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IIpobeneyuo

Koppekusu /1036l NpH OJHOBPEMEHHOM IMPUMEHEHMM C NPOOEHELMIOM Yy MalMEHTOB C
HOpMaJIbHO# (QyHKUMel moyek He Tpedyercs. OHOBpEMEHHOE NMPUMEHEHHE C NPOOEHELUIOM,
MOIIIHBIM HHFHOMTOPOM aHHOHHO# KaHAIBLEBOH CEeKPELUH B MOYKAX, IPHBOIUT K ~ 2-KpaTHOMY
YBEJIMYEHHIO IKCITO3ULIMH aKTUBHOIO MeTaboJIuTa OCeIbTAMUBHPA.

AMmokcuyuriun

KuHeTnueckoe B3auMO/CHCTBHE OCEJIbTaMHBMpPa M aMOKCHIIM/UIMHA (BBIBOAALIETOCS TEM JKE
IMyTeM, 4TO H OCeJIbTaMHBHP) OTCyTCTBYeT. [Ipeanonaraercs, 4T0 KOHKYpPEHLUS OCEIbTaMHBUpPA
3a BbIBeJICHHE MTOYKaMu ciiabasi.

Buvigeoenue ¢ mouoii

MasioBeposITHBl KIMHUYECKH 3HAUYUMble MEXJIEKapCTBEHHBbIE B3aUMOJAEHCTBHS, CBS3aHHbBIE C
KOHKYpEHIMeH 3a KaHaJbLEBYIO CeKpelLnio, MPUHUMAas BO BHUMaHHE pe3epB 0e30MacHOCTH U1
OobIIMHCTBA TOA0OHBIX MPenaparToB, IMyTH BbIBEICHUS aKTUBHOIO MeTabo/IMTa Oce/IbTaAMUBUPA
(k1yOoukoBass (uabTpalMs M aAHUOHHAS KaHAIbIIEBAs CEKpelusi), a TaKXKe BBIBOISIIYIO
crocoOHOCTh Kaxaoro u3 myrteit. OpHaKo, NPUMEHSTH OCEJIbTAMMBUP B KOMOMHAUMM C
npernapataMM, HMMEIOIIMMH Y3KYIH0 ULIMpPOTY TepaneBTHYeCKOro JeicTBus (Hampumep,
XJI0pIponaMu/1, METOTpeKcar, Oy TauoH), HEOOXOIUMO C OCTOPOKHOCTBIO.

Honoanumenvnas ungpopmayus

He o6HapyxeHO (apMaKOKMHETHYECKMX B3aUMOJCHCTBHH MEXIy OCEeIbTAMHBHPOM HIIM €ro
OCHOBHBIM MeTabOJIMTOM IIpH OJHOBPEMEHHOM IIPHEME C NapaleTamMoIoM, aleTHICaTHIIHIOBOM
KUCJIOTO#M, UIMMETHIMHOM, aHTALIMAHBIMH CpeICTBAaMH (MarHus U aJJIOMHUHUSA THAPOKCUI, KTbLHS
KapOoHaT), pUMaHTaJuHOM Wi BapdapuHoM (y mnamueHToB 0Oe3 rpummna, CTabWIBHBIX Ha
Bapdapune) .

Ocobble ykazanus

OcenbraMuBup 3QPeKTHBEH TOIBKO B OTHOLIEHMH 3a00/1eBaHuUs, BBI3BAHHOIO BUPYCOM TpHIIIA.
Jlanupie 00 3¢dexTHBHOCTH OcelbTaMHUBHpa MpH Tepanuu 3abosieBaHUH, BHI3BAHHBIX HHBIMHU
areHraMu, OTCYTCTBYIOT (cM. pasgen «®apMakoIOruyeckHe CBOMCTBa», Mojapasjesn
«®DapMaKoAMHAMHKaY).

Oceabmamusup He AGIACMCA 3AMEHOI BAKWUHALLUIL,

Hcnonp3oBanue ocelbTaAMHBHPA HE JIO/DKHO BIMSATH HA OLIEHKY MalMEHTOB IIPH MPOBEJCHHH

€XKeroHoH BaKIIMHAIMH IIPOTHUB I'pHUIIIIA.
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[Ipenapar ciiefyeT KCHOIB30BaTh TOJIBKO JUIA J€YeHHs W MPOQUIAKTUKH IPHINA W TOJIBKO B
ciyyae, eclii I0CTOBEPHbIE SMMAEMHOI0THYECKHE JaHHbIE YKa3bIBAIOT HA TO, YTO BUPYC IPUIINa
LIMPKYJIHPYET B 00LIEH MOy IALHKH.

UyBCTBUTENBHOCTh LHPKYIUPYIOLIMX IITAMMOB BUPYCa IPUIITIA K OCE/IbTAMUBHPY MOXKET CHIIBHO
BapbHpoBaTh (CM. pasien «PapmakoIorHyeckue cBoHcTBay», noapasjesn «PapMakoaHHaMHKa,
MYHKT «Pe3UCTEHTHOCTDY).

Takum o6pasom, MpU Ha3HAYEHHH INpenapaTa HEOOXOJAMMO YUYHMTBIBATH CaMylO MOCIIEIHIO
JOCTYIHYI0 HH)OpPMAIHMIO O YyBCTBHTEJIBHOCTH LMPKYJIMPYIOLIEr0 BHpyca K OCEIbTaAMHBUDY.
Tsorcenoe conymemeyloujee 3abonesarue

Jlauupie o Ge3onacHocTH M 3GGEKTUBHOCTH NPUMEHEHHs OCEIbTAMHBHpPA Y IAlUEHTOB ¢
JIOCTATOYHO TSDKEJIBIM COIYTCTBYIOIIMM 3a00JIeBaHHEM MM HECTaOMJIBbHBIM COCTOSHHEM,
IpeanoNaraloiuM rocuTaIM3alUIo, OTCY TCTBYIOT.

Iayuenmet ¢ ocrabaenHHbIM UMMYHUMEMOM

D dhexTHBHOCTS OCeIbTAMUBHpA NPH JIEYEHHH HIM NPO(HIAKTHKE IPHUIMNA y MAlMEHTOB C
ociabNeHHBIM HMMYHHMTETOM YE€TKO He YycTaHoBiaeHa (cM. paszzgen «®PapMakoIorHyeckue
cBoiicTBay, nojapasaen «dapmakoauHamuka»). OHAKO Y B3POCIBIX MALMEHTOB ¢ 0C/I1a01€HHBIM
MMMYHHTETOM JI€YEHHME TIpHIIIa CjIeIyeT MPOBOAMTL Ha mnpoTshkeHun 10 amed, Tak Kak
KIMHHYECKHE HCccle/loBaHus npu  Oosiee KOPOTKOM Kypce Teparuu He IPOBOIMIIHMC.
Cepoeunas/ovixamenvnan HedoCmamo4Hocmy

D¢ deKTHBHOCTh OCeIbTAMHBHpPA NMPH JIEYEHHHM WM NPOQHIAKTHKE TPUINA Yy MAIUEHTOB €
XPOHHYECKOH cepaeyHOi W/WIHM AbIXaTeIbHOH HEJO0CTaTOYHOCTHIO HE YCTaHOBIEHA. B naHHO#
MOMyJISILIMK TAllMEHTOB YacTOTa BO3HHMKHOBEHHWs OC/IOKHEHHMH Oblila comocraBuMa B Ipyrie
JeYeHHUs U rpynmne niauedo.

Jemu

JlaHHble [Uid ONpe/eeHNs A03bl Y HEJOHOIIEHHBIX JeTeH (IOCTKOHUENTyalbHbIH BOo3pacT <36
HEeJIeJIb) OTCYTCTBYIOT.

Iloyeunas Hedocmamo4HoOCMb MANCENOU CIMENeHU MAICECMU

Y B3poCabIX MNalMEHTOB H MoApocTKoB (13-17 7er) ¢ TsHKEJOH CTENEeHbIO MOYEeYHOH
HEJO0CTATOYHOCTH MpPH JICYEHUH W NPOQUIAKTUKE I'PHUIINA PEKOMEHAYETCS KOPPEKUHS 103bl
KnuHuyeckue naHHble A1 KOPPEKUHMH J03bl y MJaJeHUEB M Aereil (B Boszpacte oT | roxa u
cTapiue) ¢ MoYeyHOH HeAOCTATOYHOCTBIO OTCYTCTBYIOT (cM. pasaensl «Criocod npuMeHeHUs U
Z103bI» " «®apmaxkooruyeckue CBOMCTBaY, nojapasen «DapMaKOKHHETHKA).
Ilcuxonesponozuveckue Hapywienusy NalMeHTOB (B OCHOBHOM Yy JeTell M IOAPOCTKOB),
NPUHUMABLIMX OCEJIbTAaMHUBHD, ObUTH 3aperucTpHpOBaHBINCHXOHEBPOJOrHYECKHE HApyIUEHHS.
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[To106HbBIE ICHXOHEBPOJOrHYECKHE HAPYLIEHUS TaK JK€ OTMEYEHBI Y IMalMEHTOB C IPHUIINIOM, HE
Moay4yaBIIMX ocenbTaMuBUp. Creayer TATeIbHO MOHHTOPHUPOBATH MAIMEHTOB HA IPEAMET
M3MEHEHUH B IOBEJIEHHH, PUCK H M10J1b3a MPOJOJIKEHHUS Tepanuy J0KHbBI ObITh OLEHEHbI LIS
Kay/I0ro naiueHTa HHanBiayaibHo (M. pasaen «Ilobounoe aeiictBue»).

Hucmpykyuu no npumenenuio, 06pawyeHuio u YHU4moJiceHuo

[Tomajanue JIeKapCTBEHHBIX IpErapaToB B OKPYXKAIOLIYIO Cpeay HOKHO ObITh CBEACHO K
MUHEMYMY. He cieayer yTHIM3MpOBaTh Npernapar ¢ MOMOIIBIO CTOYHBIX BOJ HJM BMECTE C
ObITOBBIMU 0TX01aMH. [10 BO3MOKHOCTH HEOOXO0AMMO HCII0JIb30BATh CIIELHAIBHBIE CUCTEMBI 15
YTHJIM3aLMH JIEKapPCTBEHHBIX MperapaTos.

Bausinne Ha cnocoOHOCTH YNPaB/siTh TPAHCIIOPTHBIMH CPEACTBAMH H MEXaHH3MAaMHU
HcceoBanus 1o M3y4eHHIO BJIMSAHHS Npernapara Ha CliocoOHOCTh yNpPaBisaTh TPAHCIIOPTHBIMH
CPeCTBaMH M 3aHMMAaThCid JAPYIMMH IIOTEHLUHMAIbHO ONACHBIMM BHIAMH JIEATEJILHOCTH,
TpeOYIOLMMH MMOBBIIIEHHOH KOHIUEHTPAIlMM BHUMAHHSA U OBICTPOTHI IICUXOMOTOPHBIX PEAKLHi,
He npoBoauIKuch. Mexoas u3 npodusis 6e30macHOCTH, BIUSHHAE OCEIbTaAMUBHPA HA IaHHbIE BH/IbI
NEATEIbHOCTH MaJOBEPOSATHO.

Mopma BbIITycKa

Kancynst no 30 mr; 45 mr; 75 mr.

ITepsuunan ynaxkoexka 1ekapcmeenno2o npenapama

[To 5 wim 10 xancyn B KOHTYPHYIO S'YEHKOBYIO YIIAKOBKY M3 IUIEHKH [OJIMBHHUIIXJIOPUAHON M
(oJIbry ATFOMHUHHUEBOM Ne4YaTHOH JTAKMPOBAHHOM.

[To 20, 30 xancysn B GaHKy NMOJMMEPHYIO C KPBIUIKOH HATATMBAEMOH C KOHTPOJIEM IEpBOTO
BekpbITHs. CBOOOAHOE MPOCTPAHCTBO 3AIOIHAIOT BaTod MeauUMHCKON. Ha GaHku HakieuBaloT
ITHKETKH M3 OyMaru OSTHKETOYHOH WJIM THCYeH WIH M3 [OJHUMEPHBIX MaTepHasoB,
CaMOKJICIOLIIHECS.

Bmopuunan ynakoexka 1exkapcmeenHo20 npenapama

ITo 1 uam 2 KOHTYpHOI AYeHKOBOI YITaKOBKE BMECTE ¢ HHCTPYKIIHEil 110 IPUMEHEHHIO OMEIaI0T
B [1aYKy M3 KapTOHa Ui noTpebuTenbekoi Tapsbl. [Taukyu nmomemaioT B rpynnoBylo yakoBKY.

ITo 1 Ganke BMecTe ¢ MHCTPYKUMEH [0 NMPUMEHEHHIO IOMEINAIOT B MAyYKy M3 KapToHa U
notpedutenbckoit Tapsl. [lauku MoMeIaoT B rpynmnoByk0 YIaKOBKY.

Ye0Busi XpaHeHUs

XpaHUTh B 3alMIIEHHOM OT CBETa MECTe IpH Temiieparype He Boie 25 °C.

XpaHHUTh B HEIOCTYTIHOM IS JIeTei MecTe.

Cpok roaHocTu

5 nert.
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JITT-N (000056) — (PI'-RU)-080520

He npuMeHSTh 110 HCTEUYEHHH CPOKA IOJAHOCTH.
YciaoBus oTIycKa

OTmyckaroT 1o peuenry.

IIpoussoanTen

AO «®apmacunres», Poccus.

IOpuauyeckuit anpec: 664007, r. MpkyTck,
ya. Kpacnorsapaeiickasi, 1. 23, od. 3.

Anpec npou3BOACTBEHHOM IUIOIIAIKH:

r. UpkyTck, yi. P. JliokcemOypr, a. 184,

ten.: (3952) 550-355, dakc:550-325
Oprauu3auuu, NPHHHEMAIONIHE NPeTeH3HH:
AO «®apmacuntes», Poceus, 664040, r. UpkyTtck, yiu. P. JlrokcemGypr, a. 184,
Ten.: 8-800-100-15-50,

www.pharmasyntez.com.

"
000 «®Dapmacunres-Puteitn», Poccus, 664040, Upkyrckas obnacts, r. Mpkyrck, yia. Po3sl
JlokcemOypr, 1.184, 0.448

ten.: (495) 750-54-37, (3952) 550-355,

info-ritail@pharmasyntez.com.

«T"opsyast AHHHA»:

nomides-hotline(@pharmasyntez.com

M3 PO
SKCIIEPTHBIA OTYET :
NEACTBUTENIEH JULS JAHHON

BEPCHY JOKYMEHTA i
il 00060000002

@I'BY
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