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COTJIACOBAHO NOBEL
e ECIVBANIcH BETAPYC HMHCTPYKLUS
Mlpuxas “%‘22’3“‘?.‘.’,?.2“52’},‘;%’;%2""““"""" (nrdopmanus aias nannenTa)
M-&;.Xéc&%.. 10 MEAHUHHCKOMY NPUMEHEHHIO NpenapaTa
JIOPAEC
(LORDES)

Toprosoe nassanue: Jlopaec (Lordes)
MexayHapoaHoe HenaTeHTOBAHHOE HAMMEHOBAHME (MHH): de3nopartaaun

Onucanne
Cunue Kpyrisie ABOSIKOBBIITYKJIBIC TAONETKH, HOKPBITHIE TUIEHOYHOMH 000J104KOH, ¢ IPaBUPOBKOH

Nobel (U ) Ha 1 cTtopone

dopma Bbinycka
Tabnetkn, HOKpHITHIE MIEHOYHON 060I04KOMH

Cocras

1 TabneTka conepxut: ne3noparamun 5 MT; BCTIOMOTaTe/IbHBIE BEIECTBA: KalbLHs ruapodochar
AUTHAIPAT, IEJTI0NI03a MUKPOKpUCTALIHYeckas PH102, KpaXMan KyKypy3Hbiil, Tanbk, Onanpait
II cunnit 85F20578 (moMMBHHUIOBLII CIMPT, MOMUSTHIEHTHKOAb (E 1451), Tutana auokcun
(E171), tanex (E 553 b), FD & C cunmii # amoMuuuii nak (E132), xenesa oxcupn xenToii (E
172)).

Papmaxomepaneemuyeckas — espynna;  AHTUIHCTAMHHHELE CpeacTBa  IIsl  CHCTEMHOTO
npuMeHeHus. Koo ATX: RO6AX27.

IlokazaHus kK npuMeHeHHIO

IIpenapar mpumensiercs y B3pOCIBIX M MOJPOCTKOB B BO3pacTe 0T 12 JjieT u cTapiie s
O0JIETYeHHUs CHMITTOMOB, CBSI3aHHBIX C:

-a/UIEPTUYECKUM PUHHUTOM;

-KpaluBHULIEH.

Cnoco6 npumenenus u 1o3upopanue

Bapocibie u noapoctku (12 ner u crapure): mo 1 tabnetke S Mr oauH pa3 B I€Hb HE3aBHCHMO OT
IpyeMa ITHIIH.

Tepanuio uHTEpMUTTHpYIONIETO AIIEPTHIECKOTO PHHUTA (CUMNITOMBI MeHee 4 NHel B Hememo
WA MEHEE 4 Hellenb) HEOOXOIMMO POBOIUTD C YHUETOM NaHHBIX aHAMHE3a, OCTAHOBUTH IOCIIE
HCHC3HOBCHHA CUMIITOMOB U BO30OHOBHTE I10C/IE ITIOBTOPHOTO MX MOSIBJIEHUSA.

[Ipu nepcuctupyromem AIIEPrHECKOM PUHHTE (CUMITOMEI Goltee 4 mHel B Henemo wiu Goee
4 Hezmemb) HeoGXOmHMO TMPOROIDKATE JICYCHHE HA NMPOTSHKEHHH BCErO NEPHOAA KOHTAKTA C
aJlJIEPr€HOM.

Y NauMeHToB C OYEYHOM U MeYeHOYHOH HENOCTATOIHOCTBIO KOPPEKLIKS I03bI He TpefyeTcs.
Knunnueckue wuccnenosanus AC3lopaTanvHa HE BKIIOYAIM [JOCTATOYHOE KOJIMYECTBO
MAlMeHTOB B BO3pacTe 65 neT u crapure, YTOOEI ONPENEUTE OCOOCHHOCTH JO3UPOBAHHS Y HHX
N0 CPaBHEHHIO C MOJIOABIMH NAUMEHTaMH. KIHHHUYECKHH ONbIT He BbIIBHN pasnuyui Mexay
TMOMHIIBIMH 1 MOJIOZIBIMH AaLMEHTaMH. B nesom noabop m03s1 s mosxkuioro MaLKenHTa JOJDKEH
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IPOBOJUTECS ¢ OCTOPOXHOCTBIO, YYMTBIBASI OOJIBIIYIO YacTOTY CHMDKEHHE (QYHKIUM IedeHH,
MOYEeK WM CepAla W HaJd4he COMyTCTBYIOIHMX 3ab0ieBaHMH WM ApYroH JeKapcTBEHHOM
TepamnuH.

CymectByer orpaHd4YeHHas HHOOPMAUHS O KIHHHYECKOH 3((EKTHBHOCTH Ha3HAYEHHS
Jie3110paTaiHa moapocTkam ot 12 o 17 ner.

BezomacHocte U 3QQeKTHBHOCTE Ae3nopaTafMHa Yy JeTedt B Bo3pacTe a0 12 Jer He
yCTaHOBJICHBL.

Ilo6o4noe geiicTBHE

B KIMHWYECKHX HCIBITAHUAX B PaMKaX MOKA3aHHHM, BKIIOYAIOINMX ALNEPrHUECKHHA DHHAT H
XPOHHYECKYIO HIHONATHYECKYIO KPAlMMBHHILY, IPH PEKOMEHAYEMOM €XeIHEBHOH 103e S5 Mr,
HeXeNaTeIbHEIC dQQEeKTb GbUM 3apErUCTPUPOBAHBI B IPYIINE Ae30pATaAHHA y 3% MALHEHTOB,
4T0 OBUIO GOJbLIE YHMCNA TAIMEHTOB C HEXeJATENbHBIMH 3(pQEeKTaMu B rpymne miaue6o.
CaMBIMM  pacmpOCTpaHEHHBIMM — HEGNArONPHATHHIMU  SBICHHAMH  OBUIH
yromisieMocTs (1,2%), cyxocTs Bo pTy (0,8%) u ronosuas 6o1s (0,6%).
IIpumenenue y oemeii:

B ximHMYeCKOM HCCeNOBaHUM ¢ 578 HECOBEPIIEHHONETHHMH MALMeHTaMH oT 12 xo 17 ner
HauOOJIee YaCTO BCTPEYAOIIMMCH HEXENATeNbHbIM 3(Q(eKkToM ObUIa TONOBHAs 60Mb; 3TO
Habmonanoce y 5,9% manMeHToB, MOIYYAOLIKX fe3nopatagdi 4 6,9%
IOJIy4yaromux 1iare6o.

[IOBBIIICHHAA

MAaHEHTOB,

YactoTa HexenarensHbIX 3(EKTOB, 0 KOTOPHIX MOTydeHa HHOOpMaLUs M3 KIMHHYECKHX
MCCIIEIOBAHUH N0 CPaBHEHMIO C mnanebo, a Takke H3 MOCTMAPKETHHIOBOrO IEpHOAA,
mpuBe/eHa B Tabmuue. OLeHKa 4acToTh: O4YeHb Yacto (>1/10), wacto (>1/100, <1/ 10); newacro
(=1/1000, <1/100); penxo (>1/10 000, <1/1000); ouers pexko (<1/10 000).

Cucrema opranos Yacrora

Habsironaemble HexkenaTeabHble 3¢ eKTol

Hapymenus co  cropous! | He usBecTHo | [TOBBIIEHHBIH anmeTHT

obmeHa BEHIECTB U ITMTAHUS

[Icuxuueckue HapymeHus [NanmronuHanuu

AGHOpManbHOE IOBEICHHE, arPeCcCHs

Ouens penko
He usBectro

Hapymenns co  cropossl Yacro I"onoBnas 6onp

HEPBHOM CHCTEMEI Ouenb penko | [0M0OBOKpYKeHHE, COHIMBOCTD, GECCOHHHLA,
IICHXOMOTOpPHAS TMIEPaKTHBHOCTD, CYA0POTH

Hapywenns co  croponsi | Ouens peaxo TaxuKapaus, cepaieduenue

cepaua He usBectHo | yanunenune unreppana QT

Hapymenus co  croponsl Yacto Cyxocthb BO pTy

KEIIYJOYHO-KHUIIIEYHOTO

Ouens peaxo

Bosb B xMBOTE, TOWIHOTA, PBOTA, AHCIEICHH,

aKTa Japest
Hapymenus co  cropomst | Ouens penxo | [Tosbimenue YPOBHS IIEYEHOUHBIX (HEPMEHTOB,
IIEYCHU TNIOBBILICHHE YPOBHS OMNIUpPYOUHA, renaTuT
He u3sectho | XKenrtyxa
Hapymenus co  cropomsr | He u3sectHo | PoTo4yBCTBHTENBHOCTD

KOXH U INOAKOXXHBIX TKaHel COTITACOBAHO
Hapymenus co  cropors! | Ouens peaxo | Muanruss | MMHHCTEPCTBOM 3[IPABOOXPAHEHHS
N PECITYBJIMKH BEJIAPYCh
CKEJIETHO-MBIIICHHON H IIpnkas Muuucrepersa 34paBOOXPaHEHHA
COCOHHUTEIILHOU TKaHH Pecnybankn Benapycs
O61mue HapyieHus Yacro YTomiseMocTh
Ouens penko | Peaxuuu THIIEPYYBCTBUTEIBHOCTH (TaKHe Kak

aHaQUIAaKCHUs, AHTHOHEBPOTHYECKHH  OTeK,
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JUCIIHO3, 3Y]1, ChlIlb, KPAITUBHULIA)
He u3BectHo | Acrenus

Hccnenosanus He u3BecTHO | YBenuuenue Macchl TENA

Ileouampuueckas nonynsayus

Hpyrue HexenatenbHble 3GEKTH, 0 KOTOPBIX COOOWANOCH B OCTMAPKETHHIOBEIH IIEPUON Y
NEJHAaTPHYECKUX MAllUEHTOB ¢ HEH3BECTHOM YACTOTOH, BKIIIOYANW yaiuHeHHe HHTepBana QT,
apuTMUIO, OpanKKapaMIO, HCHOPMAITBHOE MOBEIEHHE U arPeCCHIO.

IIpornBonoka3zanus

-[IOBBIIIEHHAS YyBCTBUTEIBHOCTD K JIOPATAAUHY H APYTUM MHIpEIUEHTaM IpenapaTa;
-IIEPHOL OEPEMEHHOCTH U JIAKTAIIUH; COTJACOBAHO

-feTcKuit Bospact 1o 12 ner. MHHUCTEPCTBOM 3/IPABOOXPAHEHHSA

PECIIYBJIHKH BEJAPYCh
Tpukas Munucrepersa anparooxpanenns
Mepb! PeI0CTOPOKHOCTH Decnymuxn Benapycs

TpebyeTcs OCTOPOKHOCTH NP NpPHMEHEHHH INperapaTa y MAlUeHTOB ¢ THKETOH MOYeuHOi
HEJI0CTaTOYHOCTEIO.

Jlesnoparagun crenyer HasHAYaTh C OCTOPOXKHOCTBIO MALIMEHTAM C CYIOpOTaMH, HMEIOIIHM
CyIOpOrd B MEIMIHHCKOW HIIM CEMEHHOH HCTOpUM, U TJaBHBIM 06Pa3oM MAaleHbBKUM JETSM,
KOTOpBIE 0Ojee NOABEPKEHBI DA3BUTHIO HOBBIX CYJOPOr NPH JEYCHHH J€3/0PATAAHHOM.
Menuuunckue paGOTHUKM MOTYT PAacCMOTPETh BONPOC O TIPEKPALICHWH PUMEHEHHS
AE3710paTaiiHa y MalueHTOB, KOTOPhIE HCIBITHIBAIOT IIPUCTYI BO BPEMS JICUEHHS.

B KIMHUYeCKHMX MCCIIEIOBAaHHUSX [PU Ha3HAYEHHH Je3NopaTajuHa B Ho3e 20 Mr B TeyeHue 14
AHEH HE OTMEYAIM CTATHCTHYECKH HIH KIMHIYECKH 3HAYMMEIX H3MEHEHHH CO CTOPOHbI
CEPACIHO-COCYAUCTOH CHCTEMBL. B KIIMHUKO-(apMaKoIOrHIeCKOM HCCIEIOBAHHHE TIPHMEHEHHE
Ae3nopaTaqMHa B 03¢ 45 MI/IeHb (B 9 pa3 Bhlule TepameBTHUYecKoi) B TeueHue 10 gueit He
BBI3BIBANIO y/muHeHHs uHTepBana QT na OKI'. IIpu npuMeHeHny npenapara B pekoMeHIyeMoit
03¢ 5 MI YacToTa COHJIMBOCTH He IpPeBbIIANA TAKOBYIO B IPYIIE IUIane60. B KIHHHUECKUX
HCCIICNOBAHKUAX AE30PATaIHH HE BIIMSI HA IICUXOMOTOPHYIO QYHKIUIO B 03¢ 7,5 MT.
ObheKTHBHOCTE H 6€30IaCHOCTh IPUMEHEHHS TaGNeTHpPOBAHHOMN dopMEl fe3mopaTtaguHa y
AeTeH B BO3pacTe M0 12 j1eT OKOHYATENLHO HE H3yUeHbL.

B cocras nexapcTBeHHOro mpemapara BXOAMT Kpacutenb E 132, KOTOPBIM MOXET BBHI3BIBATH
aJUIEPTUYECKHE PEaKLIHH.

Brusnue na cnocobrocme ynpasnsme mpancnopmubimu cpeocmeamu u pabomame ¢ Opyaumu
MEXaHUIMAamu. .

Ha ocHOBe KIMHHYECKUX MCTIBITAHHH YCTAHOBIEHO, YTO Ae37I0paTalul HE OKa3bIBAET HHKAKOTO
BIHSHASA MITM HE3HAYUTESILHO BJIHMACT Ha CIIOCOOHOCTD YNPABIISTH TPAHCIOPTHEIMH CPEACTBAMH
U IPYTHEMH MEXaHHU3MaMH.

Hannenter omKHBI GBITH MPOMHGOPMHPOBAHBI, YTO GOJBIIMHCTBO MOJeH HE HCIBITHIBAIOT
COHJIMBOCTB. TeM He MeHee, eCTh HHAUBHIYATbHBIE PA3IMUMS B OTBETE HA BCE JIEKapCTBEHHBIE
CpPeACTBa, IOSTOMY NAUMCHTaM PEKOMEHIYETCS HE 3aHUMAThCA JEATEeNhHOCTBIO, TpeGyromeit
YMCTBCHHOTO HANPSDHKEHHS, TaKOH KaK BOXAEHME AaBTOMOOHIS WIH YIpaBlieHHE IPYTHMU
MCXaHU3MaMH, 10 TEX II0p, MOKa OHU HE YCTAHOBAT COOCTBEHHBIH OMBIT HA JIEKAPCTBEHHOE
CPELCTBO.

Ipumenenue 6 nepuoo bepemennocmu u naxmayuu

Bonb1oe komuuecTBO HaHHBIX 0 GepeMeHHBIX XKeHIuHax (Gonee 1000 ucxon0B 6epeMeHHOCTH)
HE YKa3blBAlOT HH Ha JAe)OPMALMOHHYIO, HH Ha (OTO-/HEOHATAIBLHYIO TOKCHYHOCTE
AesnoparanuHa. MccnenoBaHus Ha XMBOTHBIX HE YKa3blBAlOT HA NPAMBIE HIM KOCBEHHBIE
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BpPEIHbIC BO3ACHCTBHS B OTHOLIEHHH PENPOAYKTUBHOM TOKCHYHOCTH. B KayecTBe Meph!
NPEOCTOPOXKHOCTH, JKeMaTeNbHO U30€rath MCIOJb30BAHMS [€3N0paTajuHa BO BpeMs
OepeMeHHOCTH

Hesnoparanun ObUT BBISBJICH Y JA€Ted, HAXONAMMUXCS HA I'PyTHOM BCKapMJIMBAHHH MAarepsMH,
NOJyYaBIIKMH JieYeHHe. Bimsnue nesnopatannHa Ha HOBOPOXKIECHHBIX/MIIAAEHIEB HEU3BECTHO.
HeobXonuMo NpUHATE PEMIEHHE O TOM, CIIEAYET JIU IIPEKPATHTh rPYAHOE BCKAPMIIMBAHUE HIH
IIPEKPATUTE/BO3AEPKATECA OT TEPalHU [E3NOpAaTaAWHOM, MPHHHMAs BO BHAMAHHE HOJIB3Y
TPyTHOTO BCKapMJIMBAHHS 11l peOEHKa M T0JIb3Y TEPANTHH IS KEHIIUHBI.

DepmunvHocmu

JlaHHbIE O BIUAHUM AE€3/I0PATAIHHA HA MYXCKYIO HIIH EHCKYIO (hepTHIBHOCTD OTCYTCTBYIOT.

B3anmoneiicTBHSA ¢ APYrHMH JIEKAPCTBEHHBIMH CPEICTBAMH
B KIMHHYECKHX HCCIENOBAHMAX MNE3NOpATAfMHA KIMHHYECKH 3HAYHMBIX TIPH3HaKOB
B3aHMOJICHCTBHUS C 9PUTPOMUIIMHOM U KETOKOHA30JI0M HE YCTAHOBICHO.

JleanoparauH He yCHIMBAET HErATHBHOE JEHCTBHE aJIKOrOJIs Ha ICHUXOMOTOPHYIO (DYHKIHIO.
Tem He mMeHee, GBUIM 3aPETHCTPUPOBAHEI CTYYaH HENEPEHOCHMOCTH ANTKOTOJIS U HHTOKCHKAIIHH
BO BpeMs IpHMEHeHHs mnpenapara. [lostomy pexoMenmyercs coGIIONATH OCTOPOXKHOCTH IpH
OJTHOBPEMEHHOM IIPHEME AJIKOTOJIS.

N COTIAACOBAHO
IIpumenenue y demeri MHUHHCTEPCTBOM 3/IPABOOXPAHEHHSA
HccnenoBanus B3aUMOAEHCTBHS TPOBOAMITUCEH TONBKO 1S B3poqupix. PECIYBJIMKH BENAPYCH
Hpukas Munucrepersa 3N paBOOX PaHEHHUA
Pecnybanku Benapycs

Ilepenoszuposka ‘
Bo BpeMs mOCTMapKeTHHrOBOro HaGMIONEHHsS YCTAHOBIIEHO, YTO HEOIaroNpHsTHEIE PEaKIUH,
CBASAHHBIC ~C  IICPENO3MPOBKOH, aHANOTMYHBI TEM, KOTOPhle BBISBJEHH Ha  (hOHe
TCPAIIEBTHUECKUX 103, HO BeTUYHHA 3P HEKTOB, MOXKET GBITH GOJIBILE.

Cumnmomul

Bo Bpems KIMHMYECKMX WCHBITAHMH MHOTOKDAaTHBIX 03, KOTNA BBOIHIIH Jo 45 wmr
ne3q0opaTafiuHa (NEBATh KIMHUYECKHX [03), HHKAKHX KIHHHYECKH 3HAYHMBIX sddexToB He
Habmonanocs.

Jleuenue

B ciy4ae nepenosupoBKH peKOMEHIYIOTCS CTaHAApTHBIE MEpBI /I YAaleHUs HEBCOCABIIETOCs
4KTHBHOTO BELIECTBA, CHMIITOMATHYECKAs 1 IOIEPXKHBAIOIIAS TEPATIHS.

Jlesnopatanu He ynansercs ¢ MOMOIIBIO TeMOAMANN3A; HE H3BECTHO TaKXXe, yAalsieTcs i OH
IIyTeM MEPHTOHEANBHOTO JUAIN3A.

Ileduampuueckas nonynayus

Bo BpeMs MOCTMapKkeTHHroBOro HabIIONEHHS GbLIO YCTaHOBJIEHO, YTO HEONArONMpPUATHBIE
3 deKTrI, CBA3AHHEIE C NMEPENO3UPOBKOMN, AHATOTHYHEL TEM, KOTOpbIC OBbLIM BBIABIECHBI Ha (oHE
TIPAIMEHCHHUS TCPANICBTHUECKHUX [103, HO BENMYHHA 3P (HEKTOB, MOKET ObITh HOIbIIE,

YenoBHs XpaHeHHs U CPOK FOAHOCTH

XpaHHTh [P TemmepaType He Bbiue 25°C B OPUrHHAIBHOM YNaKOBKE JJIS 3alIWThl OT CBETA.
XpaHuTh B MECTaX, HEJOCTYIHBIX IS ICTEH.

Cpok rogroctd 3 rona. He uenons30BaTh mocie oKOHYaHUS CpOKa rOJHOCTH.

Yc0BuA 0TIIyCKa U3 anTek
Bes penenra.
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Ynakoska
Tabnetku 5 Mr, mokpeITHIE MIEHOYHON 060M04KO#, B Grictepax us [TBX/TIB/IX-amomunus o 10

TabseTok B 6iucTep, 1, 2 wm 3 GmucTepa ¢ HHCTPYKUKEH 0 IPUMEHEHHIO B KAPTOHHYO I1a4KY.

Hndopmanus o npoussoauTesie
Bnadeney nuyensuu: Ho6en Unau Canaiin Be Tumkaper A.lLL, r. Ctambyn, Typuus.
IIpouszsooumens: Hoben Unau Canaiiu Be Tumxaper A.LLL, r. Jio3mke, a. Canmxaknap, Typuus.

COTJIACOBAHO
MUHHCTEPCTBOM 3[IPABOOXPAHEHHSA
PECIYBJINKH BEJIAPYCh

[Ipukas Muuucrepersa 3npaBooxpanenus
Pecnybanxu Benapycs




