JITT 000710-300916

MUWHWUCTEPCTBO 3JIPABOOXPAHEHMSI POCCUMCKON ®E/IEPALIMA
HHCTPYKIUS

o npnmeHeHmo JleKapCTBeHHOI‘O npenapaTa JUISI MEAUILIUHCKOI'O HpHMCHCHHﬂ
MHUPANEKC® 111

Perncrpannonnsiii nomep: JII1-000710
Toprosoe nanmenoBanune: Mupanekc I1/]
MexIyHAPO/HOE HEMATEeHTOBAHHOE HAHMEHOBAHME: [IPAMHIIEKCOJI

JlekapcrBennast popma: TabIeTKH MPOJOHTUPOBAHHOTO JACHCTBUS

1 TabneTka [TPOJIOHTHPOBAHHOI'O JICUCTBUS COACPIKHUT:

JIEUCTBYIOIIEE BEIIECTBO:

NpaMHUIICKCOJIa JUTUAPOXIIOPpHIa MOHOTI'HApAT

|

|
Cocras:
0,375 mr; 0,75 mr; 1.5 mr; 3.0 mr uiu 4,5 mr (3ksuBasienT 0,26 mr; 0,52 mr; 1,05 mr: 2,1 Mr unm

3.15 Mr npamMunexKcosaa OCHOBAHMS);

BCIIOMOI'aTC/IbHBIC BCIICCTBA:

Tabaemru 0ozuposxou 0,375 me

runpomesuiosa 2208 - 112,500 mr; kpaxman Kykypy3ublid - 119,375 mr; kapbomep 941- 15,000 mr;

KPEMHUS TMOKCH/L KOJUTOM/IHBIH - 1,500 Mr; Maruus creapart - 1,250 wmr.

Tabaemru oosuposxou 0.75 me

runpomesuiosa 2208 - 148,500 mr; kpaxman KyKypy3Hblii - 160,620 mr; kapbomep 941- 16,500 mr;

KPEMHHUS IMOKCH/T KOJUTOUAHbIH - 1,980 Mmr; maruus creapar - 1,650 mr.

Tabaemxu dosuposxou 1.5 m2

runpomersuiosa 2208 - 157,500 mr; kpaxmain Kykypy3Hbli - 169,650 mr; kapbomep 941- 17,500 mr;

KpeMHUs JMOKCU KOutonanbiil — 2,100 mr; maruus creapar - 1,750 mr.

Tabaemru 0ozuposxou 3,0 m2

runpomesuiosa 2208 - 191,250 mr; kpaxmain Kykypy3Hbiit - 209,075 mr; kapbomep 941- 17,000 mr;

KPEMHHSI IMOKCH/1 KOJUTOMAHBIN - 2,550 Mr; maruus creapar - 2,125 mr.
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Tabiemku 0ozuposkou 4,5 me

runpomesiosa 2208 — 225,000 mr; kpaxmain Kykypy3Hbiii — 250,000 mr; kapbomep 941- 15,000 mr;

KpPeMHHMs THOKCHT KOJuTonHbli — 3,000 mr; maruus creapat — 2,500 mr.

Onucanne:

Tabaemku 0ozuposxou 0,375 me

benbie mam moutu Oelbie, KPYIJbl€ JABOSKOBBINIYKJIBIE CO CKOLICHHBIMU KpasiMH tabnetku. Ha
OJTHOM CTOPOHE TabJIeTKH I'paBUpPOBKa JIOTOTHIIA KOMIIAHUM, Ha IIpyI‘Of/'I CTOPOHE — I'PaBUPOBKa

«P1».

Tabaemku oozuposxoit 0,75 me

Benbie uianM mouytu Oesble, KPyriible ABOSIKOBBINYKIIbIE CO CKOIICHHBIMH Kpasmu Tabierku. Ha
O/IHO# cTOpOoHEe TabJeTKH IpaBHPOBKA JIOTOTHIA KOMIIAHWHM, HA JIPYroil CTOPOHE — rpaBMpPOBKa

«P2».

Tabaemru do3uposkou 1,5 me

benple uau moutu Oesible, OBaJIbHbIE JABOSKOBBINMYKIIble TabneTku. Ha oaHoil ctopoHe TabieTku

rpaBUPOBKA JIOrOTHIIA KOMITAHMH, HA JIPYTOi CTOPOHE — rpaBupoBKa «P3».

Tabaemku 0ozuposxou 3.0 me

Benwle uau mouytn Oesble, OBajbHbIE ABOSKOBHINYKIble TabneTkn. Ha oanoii cTopone TabieTku

rpaBMpOBKA JIOTOTHIIA KOMIIAHUH, HA APYTOH CTOPOHE — rpaBUPOBKa «P4».

Tabremru oo3uposkou 4,5 me

benple uau noutu Oenble, OBaJbHbIE JIBOSKOBBINYKIble TabneTku. Ha oanoit ctopone tabierku

IpaBUPOBKA JIOrOTHUIIA KOMITAHUH, HA IPYTOH CTOPOHE — IpaBupoBKa «P5».

dapmakoTepaneBTHYECKasi TPynna: 10haMHHOBBIX PELENTOPOB arOHUCT.

Koa ATX: N04BCO05

dapmakKoJI0OrH4ecKue cBoicTBa

®apMaKoIHHAMHKA

[Ipamunekcosn - aroHUCT JO(PAMUHOBBIX PELENTOPOB, C BBICOKOH CEJIEKTUBHOCTBIO M
CHelM(pUUHOCTBIO CBsA3bIBACTCS € J0GaMUHOBBIMM peLentopamMu noarpynnel D), U3 KOTOpBIX
obnamaer Hambojee BbIPAKEHHBIM CpoAcTBOM K Dj peuentopaM. YMeHbmaet aeQuiuT

JIBUTATEIbHOW aKTHBHOCTH TIPH TIAPKUHCOHM3ME 3a CYET CTHMYJIHPOBaHHUS J10(aMHUHOBBIX
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pelenTopoB B MojocaToM Teie. [IpamMuriekcosq MHrHOMpYeT CHHTE3, BBICBOOOXKIEHHE M 000poT
nopamuna. Ilpamunexkcon in vitro 3ammmaer J0(GpaMHHOBBIE HEHPOHBI OT JIEreHEepaluH,
BO3HHUKAIONIEH B OTBET HA UIIEMHUIO MM MeTaM(eTaMUHOBYIO HEHPOTOKCUUHOCTD. [IpamMunexcosn in
Vitro 3amyinaeT HeHpOHbl OT HEHPOTOKCHYHOCTH JIEBOJAOMNML. J[0303aBUCHMO CHHIKACT CEKPELHIO
MpOJIAKTHHA.
B KJIMHMYECKMX MCCJIEJOBAHMAX HA 3A0POBLIX J00pPOBOJIBLAX, Y KOTOPHIX YBEJIUYHMBAIN J103Y
Mupanekca I1J] ObicTpee, 4eM B NPUHSATHIX PEKOMEHIAUMSX (Kaxk/ble 3 JiHA), BIUIOTh /10 4,5 MI' B
CYTKM, HabJII0/1a/10Ch YBEJIMUEHHE apTepPUaIbHOTO JIaBJICHHs M YaCTOThI CEP/ICUHbIX COKpalleHuii. B
MCCIIe/IOBAHUAX € ydacTHeM OOJIbHBIX JlaHHbli 2 dexT He Habmroaascs.
Knunuueckas s¢pghexmusnocme u b6ezonacnocms npu nevenuu b6oaesnu Ilapkuncona
YV nanMeHToOB NpaMHUIIEKCON o0JerdaeT MPU3HAKA M CHMITOMBI MAMONATHYECKOH Oo0se3HH
[TapkuHcoHa. B niaie6o-KOHTPOJIMPYEMbIX HCCIIEI0BAHUAX MPAMMUIIEKCOIA MPUHUMAJIA y4yacTHe
npubsmsuteabHo 1800 naumentoB ¢ [-V craausimu 3aboneBanns no Xéu u Spy. M3 Hux
npubmsuteabio 1000 manMeHTOB HAXOAMIMCh Ha MO3JHHMX OdTanax 3a0ojieBaHMs, WMEJH
JIBUTATE/IbHBIC HAPYIICHUS U MTOJYYalld COMYTCTBYIOILYIO TE€PAIUIO JIEBOIONON.
Kak Ha paHHMX, TaK U Ha MO3JAHUX cTaausx Oosesun ITapkuncona, 23pPeKTUBHOCTD TIPAMHUIIEKCOIA
COXpaHsjlach Ha MPOTSHKEHUM NMPUOIU3UTEILHO IECTH MECALEB KOHTPOJIMPYEMbIX KIMHHYECKHX
‘ ucereioBannit. Ha OTKpBITBIX 3Tanax MCClie/I0BaHMi, MPOJOKUTEIBHOCTBIO DoJiee TpeX JIeT, He
OBLJIO OTMEYEHO NMPU3HAKOB CHUKEHHS (P PEeKTUBHOCTH Mpenapara.
B KOHTPOJIMPYEMOM JIBOMHOM CJIETIOM KJIMHHYECKOM HCCIIE0BAHUU MPOJIOKUTEIBHOCTBIO 2 rojia
NepBUYHAs Tepanus TMPAMHUIEKCOJOM 3HAUMTEIbHO 3aMeulsia pa3sBUTHE JIBMIaTe/IbHBIX
HapylIeHWH W CHIDKaJa 4YacTOTy MX BO3HHUKHOBEHHS B CPaBHEHHMM C IIEPBHYHON Tepanuei
neBojionoit. HecMoTpst Ha TO, YTO NMpPH MCHOJIb30BAHWM IPAMUIIEKCOJIA TPOUCXOAUT OTCPOYKa
pa3BUTHs JIBUTATEIIbHBIX HAPYIICHHI, IPUMEHEHHE JIEBOJIOMBI CIIOCOOCTBYET O0Jiee BhIPa)KEHHOMY
YAYYIICHUIO JIBUraTeIbHOM (QYHKIMM (M3MeHeHHe cpejaHero 3HauyeHus no ikaise UPDRS
[VauduumpoBannas peiiTuHronasi Ikaina oueHku Oone3nn Ilapkunconal), mosromy cieayet
cobmoaary Oananc Mexay cBoiicTBamMM 3THX mnpenaparoB. OOmasi yacToTa BO3HHKHOBEHHS
raJUTIOIIMHALIMNA ¥ COHJIMBOCTH ObLIa B 11€JIOM BbIIIE HA Tare MOBBIMIEHUS J103bl B IPYIIIE IpuemMa
npamunekcona. Tem He MeHee, He ObUIO OTMEYEHO 3HAYMMBIX pa3IMyMii Ha HTane
nojyIepXkKuBatomeii tepanuu. DTH (akThl cleayeT y4YUTHIBATb IMPH IEPBUYHOM HA3HAYCHHH
npaMuIeKcosia nagueHTam ¢ 6onesnsto [lapkuncona.
Ouenka OesomacHoctn u 3 ¢dexTuBHOCTH mnpenapata Mupanekc [1Jl npu snedyenun Oose3Hu
[lapknHCOHA MPOBOAMJIACH B paMKaxX MEXK/YHapOJHOW MpOrpaMMbl pa3pabOTKH JIEKapCTBEHHOTO

npenapara, BKJIOYABINEH TpU pPaHAOMH3UPOBAHHBIX KOHTPOJUPYEMBIX HCCIICOBAHMA. llBa
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¥iccle0BaHMsl OBbLUIM TIPOBEJICHBI y MAMEHTOB HAa PaHHUX cTaauax Oone3nu [lapkuHCOHA, OIHO — Y
NalueHToB Ha NMO3HUX cTaausXx Oone3nu [lapkuHcoHa.

B sBoitHOM cienom miane60-KOHTPOJIMPYEMOM HCCIe0BAaHNH, BKIOYaBmeM 539 mainueHToB Ha
paHHMX cTaausx Ooneznu [lapkuHcOHa, OBLIO MPOJAEMOHCTPUPOBAHO MPEBOCXOACTBO IpenapaTa
Muparneke 1)1 nax nuane6o crycrs 18 Heaenb edeHNs KaK COTJIACHO TMEPBUYHBIM (Pe3yJIbTaT 110
[I+I1I wactsmM mxanel UPDRS), Tak u BropuuHbsiM (4actota orBeta B cooTBeTcTBUM ¢ CGI-I
[IITkana obuiero KaMHUYECKOro Briedatienus - yuyumenue] u PGI-I [Illkana oOmero BrneyaTaeHus
NalMeHTa - YIydlleHHe]|) KIOYeBbIM KOHEYHBIM TOoukaM d(QexTHBHOCTH. VY MAlMEeHTOB,
MOJIyYaBIIMX JICYCHHE Ha MPOTsHKEHHHM 33 Hezlenb, ObLIO MPOJAEMOHCTPHUPOBAHO COXPAHEHHE
s¢dexTuBocty npenapata. Ha 33 wuenene wucciepoBanns Mupaneke I1J1 B Bume TabieTox
IIPOJIOHTMPOBAHHOTO JAEHCTBHUSI MIPOJIEMOHCTPHPOBAI HE MEHBIIYIO 3G (PEKTUBHOCTD 10 CPABHEHHUIO
¢ TabneTkaMM HEMEICHHOrO BBICBOOOXK/IEHHs corsacHO pesyinbTatam ouneHku no II+III gactsam
mkansl UPDRS.

B aBoitHOM cienoM  11anebo-KOHTPOJIMPYEMOM  UCCIIEOBAHMM, BKIIIOYABIIEM B CyMMe
517 mauMeHTOB Ha NO3AHUX cTaausx Oone3nn [lapkuHCOHA, MONIYYaBHIMX COIMYTCTBYIONIYIO
Tepanuio JIeBOIOMOM, ObIJIO MPOAEMOHCTPHPOBAHO MPEBOCX0ACTBO npenapara Mupaneke [1]] nan
muanebo crnycrs 18 Heaenb JieueHus: Kak Juis nepBUuHOi (pesyiabrar mo II+III gacTsm mkaibr
UPDRS), Tak W Juis BTOPUYHOH (NEPHOA «BBIKIKOYEHHSA») KIHOYEBBIX KOHEYHBIX TOYEK
3 PEKTUBHOCTH.

B JBOIfHOM CIIEIIOM KJIMHMYECKOM WCCJIEIOBAHUM Y MMAIMEHTOB HAa pPAHHUX CTaausax O0Jie3HH
[TapkuHcoHa Obl1a IpoBe/IeHa OlleHKa YPPEKTUBHOCTH U IEPEHOCUMOCTH TEPEX0/Ia 3a OJIHY HOYB C
Mupanekc TabneToK HemeUIeHHOro BbicBOOOXKIAeHMs Ha Mupaneke IIJI npu coxpaHeHun
CYTOYHOM 103bl. DPPekTuBHOCTL coxpaHunachk y 87 u3 103 manueHTOB, KOTOpbIC NMEPEILTH Ha
npuem npenapata Mupanekc [1/1. 13 stux 87 nanmentos y 82,8% 103a He nperepresia M3MEHEHHI,
y 13.8% ona Obuta yBenuueHa, a y 3.4% - ymeHblieHa. Y 8 u3 16 nanmeHTOB, KOTOpBIC HE
COOTBETCTBOBAJIM KPHTEPHsIM coxpaHeHusi d(pdexTuBHOCTH cornacHo pesynbraram II+II1 wacTsam
mkaiasl UPDRS, u3MeHeHMs 1O CpaBHEHMIO C MCXOJHBIM YPOBHEM HE SBJISUIMCH KIMHHYECKH
3HaYMMBIMH. TOJIBKO y OJIHOTO MalmMeHTa, KOTOpblii mepemen Ha npueM Mupanexc ]I, Obu10
OTMEYEHO HeXKeJlaTeIbHOE sBJIEHHE, CBSI3aHHOE C MPOBOAMMOIL Tepanueil U moejekiiee 3a coboi

NpEKpalieHUEC JICYCHNU.

®apMaKOKHHETHKA
Bcacwieanue
[Ipamuniekcosn mocie mnpuéMa BHYTPh OBICTPO ¥ IIOJHOCTBIO BcachiBaeTcs. AOCOMOTHas

6H0210CTyHHOCTb cocraBiseTr Oosnee 90% U MakcUMalbHas KOHLECHTpauus B IJIa3M€ JOCTUIa€TCs
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npuGIM3ATENIBHO Yepe3 6 yacoB. PaBHOBeCHas KOHLEHTPALHS JOCTHIAETCs HE MO3/IHEE YeM Yepe3 S5
JHelt perynspHoro npuema. Kak mnpaBuio, NpHeM INHIIM HE BIMAET Ha OMOMOCTYIHOCTH
npamunekcona. Ilocie mnpuema OkupHOH mMmM HabmogaeTcs HeOOJIBIIOE  YBEIHYCHHE,
npubamsuTenbHO Ha 24% mocie npHeMa OJHOKpaTHOH 103bl M Ha 20% mocine npuema
MHOTOKPATHBIX /103, MAKCHMaJIbHOW KOHILEHTPALUM U 3aMe/UleHHe, NMpUOIM3UTENIbHO Ha 2 4aca,
BPEMEHH JIOCTI)KEHHSI MAKCHMAJIbHOW KOHLEHTpPAllMM, HE HMEOIHe KIMHUYECKOro 3HAYCHHS.
[Tnomaas noa @K kpusoii (AUC) He U3MeHsIach B 3aBUCUMOCTH OT IPHEMa THIIH.

I[IpamMuneKkcos NposBiIAeT JHHEHHYI) KHHETHKY M OTHOCHTENIBHO HeOONbIIYI0 BaphuabenbHOCTH
YpOBHEHl B IUIa3Me MEKAy TNalMeHTaMu, He3aBUCUMO OT (apmaneBTuueckoit ¢popmbl. Tak,
cornacHo ucceoBanmio I ¢a3pl, B KOTOpOM M3ydanach (papMaKOKMHETHUKA NIPaMHIIEKCO/Ia B BU/E
TabJIETOK ¢ HEMEJUIEHHBIM BBICBOOOXK/IEHHEM U MPOJOHIMPOBAHHOIO JEHCTBUS TpU TpHEME
HATOIIAK, 3HAUYEHUs MHHUMAJILHONW U MaKCUMaJIbHOU KOHIEeHTpalwii B iazmMe KPOBU (Cpin, Crmax) 1
AUC ObulM 5KBHBAJEHTHBI JUIS OJAMHAKOBBIX CYTOYHBIX 103 mpenapata Mupanekc I1J] B Buze
TabNEeTOK MPOJOHIMPOBAHHOTO JEUCTBUS NP TpUEMe OJMH pa3 B CYTKM M TabJIETOK Ipenapara
Mupariekc B Bi/ie TaOJIETOK ¢ HEMeUIEHHBIM BBICBOOOKICHUEM IIPH IIPUEME TPH pa3a B CYTKH.
IIpuem omuH pa3 B cyTku mpenapara Mupaneke I1]] obecneunBaeT MeHee yacThie KojeOaHus
KOHIIEHTpAIlMM TPaMHUIEKcosa B Ila3Me KPOBH Ha NPOTSIKEHMHM CYTOK B CPaBHEHWH C NPUEMOM
NpaMUIIeKcosia B BUjie Ta0JIeTOK ¢ HEMEIJIEHHBIM BBICBOOOXK/ICHUEM TPU pa3a B CYTKH.

B 1o Bpemsi Kak Macca Tesa He okasbiBaeT BiusiHUs Ha AUC, Ob110 00Hapy»KeHO, YTO OHA BIIUSET
Ha 00beM pacrpe/ieieHus. a TaKUM 00pa3oM, 1 Ha MaKCUMasIbHble KOHIEHTPAUMH Cnax. CHIKEHME
maccel Tesna Ha 30 Kr nmpuBOAUT K NOBBINEHHIO Chax Ha 45%. Tem He MeHee, npu NPOBEJICHUN
uccnenosanuii 111 a3l B momysisiiny naueHToB ¢ Oose3Hpto IlapkuHcoHa He OBUIO OTMEYEHO
KJIMHUYECKH 3HAUYMMOTO BJIMSIHMSI Macchl Tella Ha TepaneBTUYECKOEe JEHCTBHE M NMEPEHOCUMOCTD
npenapara Mupanexc [1/1.

Pacnpeoenenue

[Tpamuriexcos cBsi3bIBaeTCs ¢ OeJIKaMM T1a3Mbl B OUEHb He3HauMTeIbHOM cTenenu (<20%) u umeet
Oosbioit 00béM pacnpenenenust (400 n). Habmopanuce BbICOKME KOHIEHTpAIMU Ipemapara B
TKaHSX TOJIOBHOT'O MO3ra KpbIC (MpUOIM3UTEILHO B 8 pa3 BhIlIE, YEM B ILIa3Me).

Memabonuzm

VY yenoBeka MpaMUIIEKCOJ1 O ABEpraeTcs MeTadoIu3My B HE3HAUYNTEJILHON CTEIICHH.

Buiseoenue

Oxono 90% mo3bl BeIBOAMTCS 4epe3 1ouku (80% B HEM3MEHEHHOM BHJIE) U MeHee 2%
oOHapyxkuBaeTcs B Kaje. OOmmil KJIMpeHC Npamuiekcona cocrtapiser okoiao 500 mi/mun,
NOYeYHbIN KIUpeHe coctaBisieT okoao 400 ma/mun. [Tepron nomyssiBeenus (Ty) konebaercs ot

8 4y Mos1oIBIX M 10 12 4y MOXKHUIIBIX JTIOAEH.
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Ioka3zanus K NPHMEHEHHIO

CuMnTomMaTHyeckoe JieueHWe Hauonatuueckoil Oosne3nn IlapkuHcoHa y B3pOCIHBIX B BHJIE
MoHoTepanuu (6e3 JeBOJONBI) MM B KOMOMHANMM C JIEBOJOIOI, T.€. Ha BCEX CTaJIHsX
3a00J1€BaHMs, B TOM YHCJIE Ha MO3/JHEN cTajJuu, Korja cHuwkaercs dQdekT oT npuema JIEBOIOMbI
WIM OH CTAQHOBHMTCS HEMOCTOSHHBIM, M BO3HHMKAlOT (IyKTyalluu TepaneBTHdYeckoro sddexra

((bCHOMeH «M3HAIIMBAHWA» KOHIA J103bl U (bEHOMCH (<BKJ'[}O‘{eHMH—BbIKH}O‘lCHl/Iﬂ>>).

IIporuBonokasanus
[ToBbIlIeHHAs YYBCTBUTEIBLHOCTD K TIPAMUIIEKCOITY HIIM K JII0O0OMY KOMIIOHEHTY Ipernapara.

JleTckuii Bo3pact a0 18 ner.

C 0CTOPOKHOCTBIO
[ToyeuHass HEAOCTATOYHOCTb, CEPACUHO-COCYAUCThIE 3a00J€BaHUs, TCUXOTHYECKHE HaApYyIICHMS,
apTepuasibHasi TMIOTEH3Us, OJHOBPEMEHHBIN NPUEM aHTaroOHMCTOB JO(aMHUHOBBIX DELENTOPOB,

CCAAaTUBHBIX MpeNapaToB, 3TaHOJIA.

Ilpumenenne npu 6epeMeHHOCTH H B IEPHO/ IPYIHOI0 BCKAPMJ/IHBAHUS

bepemennocmn

Bausinue Ha GepeMeHHOCTDb M JIAKTAIMIO Y YeJI0BEeKa He UCCIIEI0BAHO.

Bo3moXkHOE BO3/EHCTBHE NPAMUIEKCOJTA HA PENPOAYKTHBHYI (YHKUHMIO HCCIIEN0BAIOCH B
HKCMIEPUMEHTAX Ha JKUBOTHBIX. [Ipamumexkcon He NpOSBISET TEPATONEHHOCTH Ha KphicaX H
KPOJIMKAX, 0JIHAKO B JI03aX, TOKCUYHBIX JUUISi OEpEMEHHBIX CaMOK, ObLI SMOPHOTOKCUYHBIM Y KPBIC.
Bo Bpemsi OepeMeHHOCTH npenapar cjielyeT Ha3HauaTh TOJbKO B TOM ClIy4ae, €C/Ii NOTeHIHalbHas
110J1b3a ISl MATEPU NPEBBILIAET MOTEHIUAIBbHBINA PUCK JUIs 11J10/1a.

I pyonoe eckapmaueanue

BeiBe/ieHUe npernapara ¢ rpyAHbIM MOJIOKOM Y JK€HIIMH He u3ydanochk. KoHleHTpauus npenapara B
MOJIOKe Kpbic ObLIa BbIIE, YeM B Iuia3Me. [10CKOJIbKY NpaMHIIEKCOJ] HHTHOUPYET CEKPELHIo
NPOJIAKTHHA, MOXKHO MPEAMNOI0KUTh, YTO OH TaKXke MmojaasiseT gaktauuio. [Tosromy npenapar e
clielyeT NPUHUMATh B IEPUOJ KOPMJICHUS TPYbIO.

DepmunvrHocms

Bmusaus Ha  (epTUIBHOCTH y 4EJIOBEKa He M3y4aluch. Pe3yibrarhl  MCCII€IOBaHMM,
IIPOBOJIMBINNXCS HA )KMBOTHBIX, HE YKA3bIBAIOT HA HAJIMYWE NPSIMBIX WM KOCBEHHBIX IPU3HAKOB

HeOJ1aronpusTHHIX BAMSIHUIA Ha epTHIILHOCTD Y CaMIIOB.
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Cnocod npuMeHeHHs H 103bl

[Ipeniapat Mupanekc [1]] cieayer npuHUMaTh OJMH pa3 B JIeHb, MPHOIN3UTEIBHO B OHO U TO XK€
Bpemst JiHs. TabneTku MporyiaThiBalOT 1IEJTMKOM, 3aluBas BOJOMH, TabJIETKM HeJb3s pa3KeBbIBATh,
pasznaMbIBaTh WIK U3MeJbuaTh. TabneTKu MOTyT IIPUHUMATBCS HE3aBUCUMO OT IpUEMa MHUIIIH.

Ecau npomyieHa jio3a npemnapara, To €e Clie/lyeT MPHHATb, €CIM ¢ MOMEHTa OOBIYHOIO BPEMEHH
npreMa npouuio He Oonee 12 yvacoB. Ecau mpomuto Gonee 12 yacoB, TO NPONYIIEHHYIO J103Y
NPUHKUMATH HE CIIEJYeT, OuepeHas J103a J0JDKHA TPUHUMATBCS Ha CIIEYIOIHiA 1IeHb B 00BIYHOE
BpeMs.

[TanmeHTOB, KOTOpHIE YXK€ MpPUHUMAIOT TabieTkh Muparnekc, MOXKHO I€peBeCTH Ha TabJIeTKH
NPOJIOHTUPOBAHHOTO AeiicTBUsS Mupanekc [1/] B Teuenue cyTok, B TOM ke J103€.

Havanenas mepanusi:

Kax mpejicTaBieHO HIDKE, 03y CJIEIyeT MOCTENEHHO yBEJIMYMBaTh, HAYMHAS CO CTAPTOBOM 103bl
0,375 Mr B JieHb, ¥ 3aTeM MOBBIINATH Kaxble 5-7 aHei. [l npeaoTBpalieHus HeKelaTeIbHbIX

10604HBIX YQEKTOB 103y CleAyeT NOAOUPATh 10 AOCTHIKEHHUS MAaKCUMAJILHOTO TEPAaNeBTHYECKOTO

spdexra.

Heoenu Josza (me) Ionnas cymounas 0oza (m2)
1 0,375 0,375
2 075 0,75
3 1,50 1,50

Ecin HeoOXoauMo JlajibHeliinee yBeJIn4eH!e J103bl, JTHEBHYIO 103y MoBblmatT Ha 0,75 mr yepes
HeJleJIbHbIE HHTEPBaJIbl 10 MAKCUMAJIbHOI /10361 4,5 MI' B JI€Hb.

Iloooeporcusarouyee neverue:

WuauBuayaabHble 03Bl JOJDKHBI HAXOAUThCs B MHTepBaje oT 0.375 Mr 10 MakCHMaJbHOW J103bI
4,5 Mr B JIeHb. B OCHOBHBIX MCCJIEJOBAHUSIX, IPOBEJACHHBIX B Ha4aJIbHON M Pa3BEPHYTOM CTAIUAX
3a00JIcBaHKsl, B XOJie TOBBIIEHHUS 703kl 3P(EKTUBHOCTH JiedeHHs] HaOJK0Janach HadyuHas C
JTHEBHOIT 71031 1,5 M. DTO He MCKIIIOYAeT TOro, YTO Y OT/JEJIbHBIX MAllMeHTOB J103bl BhIIE 1,5 MI' B
JICHb MOTYT IPUBECTH K JIOTIOJIHUTEJIBHOMY TepaneBThueckomMy 3¢ @dexTy, 0cOOEHHO Ha MO3/HeN
cTajuu 3a00JIeBaHMS, KOT/1a MOKa3aHO CHU)KEHUE J103bl JICBOIOIIBI.

Ipexpawenue nevenusi:

IIpu pe3kom mnpekpamieHuu Tepanuu A0(GaMUHEPrHueCKUMHU IpernaparaMd BO3MOKHO pa3BUTHE
3JI0KaYECTBEHHOTO HEHPOJENTUYECKOrO0 CUHAPOMA, MOITOMY J03a Ipenapara J0JDKHA CHUXKAThCS
Ha 0,75 Mr B CyTKH, IO TeX MOp, Moka cyrouyHas no3a He gocturnet 0,75 mr. ITocne sroro p03y

cieayet cHukath Ha 0,375 Mr B cyTku (cM. pazaen «Ocobble yKazaHUs»).
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Hosza ona nayuenmos, nNOIY4arouwux coyemanHtoe jleyenue 1e6000Nou.

[Ipy OTHOBPEMEHHOI Teparnuu ¢ JIEBOAONOH PEKOMEH/IYETCs 110 MEpe YBETMYCHHUs JI03bl, a TAKKe
BO BpeMsl MOUIEPIKUBAIONIEH Tepariy IPAMHUIIEKCOIOM CHUKATh /103y JIEBOJIOMBL. DTO HEOOXOAUMO
JUIS TIPETIOTBPAIIEHNS Ype3MePHOii 10paMUHEPIrHYECKON CTUMYJISIINH.

Jo3za ons nayuenmoes ¢ noyeyHou HedoCmamo4HoCmbvlo:!

BeiBejieHre PaMHUIIEKCOIa U3 OpraHu3Ma 3aBUCHUT OT (PYHKIIMH MTOYEK.

V nanueHToB ¢ KJIMPEHCOM KpeaTuHUHA Bbime S0 MJI/MUH CHUKEHHE CYTOYHOM J103bl WM YaCTOThI
npuema He Tpedyercs.

V nanueHToB ¢ KIMpeHcoM KpeatnHuHa oT 30 10 50 MJI/MHH jle4eHHe Cjie[yeT Ha4uHaTh ¢ JI03bl
0,375 Mr mpemnapara Yepe3 JeHb. Uepe3 OJHY HEJENIO TepamuH, mepesl yBEIMYEHHEM CYTOYHOM
JI03b1, CIEAYET IPUHATH MEPHI MPEAOCTOPOIKHOCTH U TIIATEIBHO OLEHUTh TEPANeBTHYECKUH OTBET
U TOJIEPaHTHOCTh. Eciu HeoOXoauMo JaibHeliliee yBEIMYEHHE J03bl, JHEBHYIO 103y ClleAyeT |
nosbpimathk Ha 0,375 MI mpaMHIIeKcoJ1a yepe3 HejleIbHble HHTEPBAIbl 10 MAKCUMaIIbHOM 10361 2,25
MI IIPAMMIIEKCOJIa B JI€Hb.

He pekoMeHiyeTcsi TIPOBOAMTH JICYEHHE MALMEHTOB ¢ KJIMPEHCOM KpeaTuHHMHA HuxKe 30 Mr/MuH
NIOCKOJIbKY OTCYTCTBYIOT JIaHHBIE O JIeYeHUH TabIeTKaMu NPOJIOHTHPOBaHHOTO AeiicTBus. Creayer
pPaccMOTpET 11eJ1ec000pa3HOCTh UCTIONIB30BaHus Npernaparta Muparneke TabaeTKH.

Ecnu (yHKIMS MOYEK CHU3UIACH B XO/1€ MOUIEPKUBAIOIIETO JIEYEHMS, CIEIYIOT PEKOMEHIAIMAM,
NIPE/ICTABJIIEHHBIM BBIIIIE.

Jloza 015 nayuenmoes ¢ ne4éHoYHou HedoCmamoyHOCmMbIO:

CHWKEHHUS JI03b Y MAIMEHTOB C MEeYEHOYHOM HEJOCTATOYHOCTHIO He TpedyeTes.

Jlo3a 015 0emeit u nNOOPOCMKOE:

BezonacHocTh ¥ >(QQeKTHBHOCTL Tpenapara y AeTeil U MOAPOCTKOB B Bo3pacte 10 18 e He
YCTaHOBJIEHA.

Ilo6ounoe peiicTene

YacTora nMoOOYHBIX peakilvii, KOTOpble MOTYT BO3HMKaTh BO BpeMs Tepaluu, IpUBEJCHa B BUJIEC
cleayiomei rpagamuu: odeHs dacto (>1/10); wacro (>1/100, <1/10); newacto (>1/1000, <1/100);
peaxo (>1/10000, <1/1000); ouens peaxo (< 1/10000); HeyTOUHEHHON YaCTOTHI (4aCTOTa HE MOXKET
OBITH OLIEHEHA 10 JOCTYIHbBIM JAHHbBIM).

B Tabiuie npuBe/IeHbl CBEJICHHMs O MOOOYHBIX peakiusx, KoTtopeie Berpedannch y 0,1% n Gonee
NAIMEHTOB, NPUHAMABIINX [PAMUIEKCOJ] B CIydyae, €CJIM peaKUui0 CYMTAIM KIMHUYECKH
3HaYMMOM. BoabmMHCTBO 1OO0UYHBIX 3(EKTOB OBUIM JIETKUMH MM cpeaHeil TskecTn. OOBIYHO
noOOYHbIEe PeaKIK MOSBISUIMCH B Hayajle Kypca Tepalui U UCYe3aid NpU NPOAO/LKEHUH MpHeMa

npemnapara.
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V naiueHToB ¢ 601e3Hbt0 [TapKMHCOHA NPH JI€YEHNH TPAMUIIEKCOJIOM 110 CPABHEHHMIO € Manebo
YacTBIMM  HEXKeJIaTeJIbHBIMU  peakiusMu  (>5%) ObulM  TOIIHOTA, JUCKHUHE3WS, CHMKCHHE
apTepUabHOTO JIABJICHHS, TOJIOBOKPYKEHHE, COHIMBOCTh, OECCOHHMIA, 3aIlop, TrajlTOLMHAIMSA,
rosioBHasi 00J1b ¥ ¢1abocTh. YacToTa BOBHUKHOBEHHS COHJIMBOCTH TOBBIINAIACH MPU MPUMEHEHUN
103 Bbime 1,5 mr/cyr. CaMoil 4acToii He)kenaTeIbHOW peakiueil npu npueMe B KOMOMHALMHU C
7eBOIoNON Oblia JuckuHe3us. CHIKEHHe apTepraaIbHOIo JaBJIEHUs] MOKET BOSHMKHYTh B Havase

JICYCHUA, 0COOEHHO ec/Iu J103a IIPaMHUIIEKCOJIa TUTPYETCS CINIIKOM 6bICTpO.

Cucrema OpraHos YacTtoTa BO3HUKHOBEHUS [TobGounas peakuus

Nupeknunonubie 1 Hewacto [THeBMOHUS
napasuTapHble 3a00JieBaHuUs

Hapymenuss co  croponsl | Hewacto Hapymenue CEKpeLnu

YHJIOKPUHHON CUCTEMBI AQHTH/IMYPETUYECKOTO ropMOHal

Hapymenust ncuxuku Yacro AHOMaJIbHOE [IOBEJICHHE
(CMMNITOMBI ~ UMITYJIbCUBHBIX M
KOMITYJIbCUBHBIX JEHCTBHIA ),
QHOMAJIbHbIE CHOBU/ICHUS,
CIYTaHHOCTb CO3HAHMS,
ra/UTIOIMHALIMY, O€CCOHHHIIA

Heuwacto CKJIOHHOCTL K nepeenaﬂmo',

NaroJOrMYeCKUil MIONMUHT, Open,
runepdarusi',
THIIEPCEKCYaIbHOCTD,

paccTpoiicTBa IMOUI0 (MOBBIIEHHE
abu0,  TOHMWXKEeHHe  JUOUI0),
napaHoiisi, naToJioruyeckas Tara K
a3apTHBIM HrpaM, OeCIOKOMCTBO,

JIeJTUpUi
Penxo Manus
Hapymenuss co  cTOpoHbl | O4eHb 4acTo ["on0BOKpYXKEHUE, JINCKUHE3Hs,
HEPBHOM CHCTEMBI COHJIMBOCTh
YacTo ["onoBHas 6011b
HeuyacTo AMHe3Msl, ITUNEPKUHE3NS,
BHE3aIHOE 3achilaHue, 0OMOPOK
Hapymenuss co  cropons! | Hacto VYXxyameHue  3peHus  (BKitodas
opraHa 3peHus JIATIJIONIMIO, CHUIXKEHUE  OCTPOTHI

3peHUst U YETKOCTH BOCTIPUSTHS)

Hapymenus co  croponsl | Hacto CHMKeHne apTepUaIbHOTO
CEepACYHO-COCYAMCTOM JIaBIICHUS
CHUCTEMBI
Heuacto CepaedHasi He0CTATOYHOCTh
9
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Hapymenuss co  croponsl | Heuacto Opplmika, MKOTa
JIBIXaTeJIbHOM CUCTEMBI,
OpPraHoB TpYAHON KJIETKH H
Cpe/loCTEeHUS
Hapymenuss co  cTopoHsl | O4eHb yacTo TommnoTa
ey I0UHO-KHIIIEYHOTO
TpaKTa Yacto 3amnop. pBoTa
Hapymenus co ctopons! koxku | Hedacro Peakiuy runepyyBCTBUTEIILHOCTH,
M TO/IKOYKHBIX TKaHEH 3yJ1, ChIIlb
OO6mme  pacctpoiictBa  u | Yacro CnabocTtsb, nepudeprueckue OTeKH
HapyLIECHUS B MECTE BBEICHHUS
JlaGopaTtopHbie u | Yacro CHuKeHHe Maccel Tejla, BKIOYas
MHCTPYMEHTA/IbHbIEC JaHHbIE CHHJKEHHUE aNMeTUTa
HeuacTo YBeJIUYeHHe Macchl Teaa

' Jlannwiii no6ounviii sghghexm 6v1n 3ahukcuposan 6 NOCMpeucmpayuoHnbIxX HabaoOEHuUsX.

C seposimuocmoio 95% kame2opust 4acmonmvl He NPEBLIULAENT K HEYACMO Y, HO MOJICem ObiNb HUNCe.
Tounas oyenka kame2opuu yYacmomvl HEBO3IMOICHA, NOCKONILKY OaHnasi noOOYHAs peakyus He
saguxcupoeana 6 6aze OAHHBIX KIUHUYECKUX UCCIedosanutl, cooepicauyen ungopmayuio no 2762
nayuenmam ¢ 6onesnvio [lapkuncona, npunuMasuux NPAMunexcol.

Ha ocHoBanuM aHaim3a OOBEJMHEHHBIX JAHHBIX, TMOJYYEHHBIX B paMkax manedo-
KOHTPOJIMPYEMBIX MCCIIEIOBAHUN ¢ ydacTtueM 1778 maumeHTOB, NPUHUMABIIHUX MPAMHUIIEKCOI, H
1297 naunmeHTOB, MPUHUMABIIMX IU1anedo, B o0eux rpynmnax 3aduKCHUpOBaHbl HeXKelaTebHbIE
peakiu. Y 67% NauMeHTOB, MPUHUMABIIUX TPAMHUINEKCOT, U Y 54% NauueHToB, MOJIyYaBIINX
nuanebo, Habmo1aIM He MeHee O/IHOM peaklMy Ha JIEKapCTBEHHBIH Npernapar.

Connueocmo

[IpuMeHeHHEe TPaMMIIEKCOIa 4YacTO CBS3aHO € COHJIMBOCTBIO M HEYacTo — € 4Ype3MepHOM
COHJIMBOCTBIO B JIHEBHOE BpeMsi M CJydasMH BHE3alHOro 3achimanus (cMm. paszgen «Ocobble
YKa3aHUs»).

Paccmpoiicmea nubuoo

Ha ¢one npuema mpamurekcosia He4acTo MOryT Hal/0/1aThesl HapyIIeHUs JIMOMI0 (TOBBIIEHHE
WUJIA CHUJKEHUE).

Cumnmomvt UMNY1bCUBHBIX U KOMNYIbCUBHBIX OCUCMEUT

YV nainMeHTOB, MOJYYarOUIMX TEparnuio aroHucTamu AodamMuHa, BKIIOYAs NPAMMIIEKCOJ, MOMKET
HaO/II0aThCs  MATOJOTMYecKas CTPacTh K a3apTHBIM ~ WIpaM,  TOBBbIIIEHHE  JIMOUJIO,
TUIIEPCEKCYaTbHOCTh, HABA3UMBOE JKEJIAaHUE TPATUTh JCHBIM WM JIeJIaTh MOKYIKH, KOMITYJIbCUBHOE

nepeeaanue (cM. pasjaen «Ocolble yKazaHus»).
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B MeXrpynmoBoM, peTpPOCHEKTHBHOM CKPHHMHTOBOM HCCIIEJIOBAHMM METOJIOM  «Cydyal —
KOHTPOJIb», BKItouaBmeM 3090 naumentos ¢ 6ose3nbio Ilapkuncona, y 13,6% n3 Bcex Mal@eHTOB,
Noay4aBmMX JOGaMUHEPIHYecKyl0 WIM HeZo(haMHHEPIHYecKylo —Tepanuio, HaOIoaIuch
CHUMITOMBI PAaCCTPOMCTB KOHTPOJIS Haa MNOOYKICHHAMH Ha NPOTHKEHHUM TOCJIEJAHUX IIECTH
mecsitieB. HaOmoiaemblie MpOSIBIICHUS] BKJIIOYAIN NATOJIOTMYECKYIO CTPACTh K a3apTHBIM UIpaMm,
HABA3YMBOE JKEJaHWE JieJlaTh TIOKYNKH, KOMIIYJbCUBHOE Ie€peelaHne ¥ KOMITYJIbCUBHOE
CEKCyaJIbHOE MOBEICHHE (THIEPCEKCYaIbHOCTD).

Bo3MOXkHBIE He3aBUCHMBbIE (AKTOPHI PUCKA PAa3BUTHUSI PACCTPONUCTB KOHTPOJIA Haj NOOYKIACHUAMH
BKJIIOYAIN J0()aMUHEPIHYecKyio Tepanuio U 0Oojee BHICOKHE 103l IPH J10(paMUHEPrHYECKON
Tepanuu, 6osiee MOJIOI0 Bo3pacT (<65 net), HenpeObiBaHNe B OpaKe ¥ HaJMYMe B CEMbE CIIyyaeB
[aTOJOrMYECKOr0 BI€YEHMs K a3apTHBIM UTPaM, 0 KOTOPBIX COOOIAI TTAIMEHT.

Cepoeynas nedocmamoyHocnb

B XoJe KJIMHMYECKMX HCCJIEJIOBAaHUN M 3a BpeMs IMOCTPErMCTPAIlMOHHOIO OINbITa TMPUMEHEHUS
OTMeyYasiach CepjieuHas HeJOCTaTOYHOCTh Y MAlMeHTOB, MOJIYy4YaBHIMX NpaMurexkcoil. B xoxe
(bapMaKosNMHUAEMUOIOIHYECKOr0  MCCIIEIOBAHUS TIPUMEHEHHE NpaMMIeKcoa OblIo CBA3aHO ¢
MOBBIINIEHUEM PUCKA CepACYHON HEJOCTATOUYHOCTH 110 CPABHEHHUIO C OTCYTCTBHEM €0 MPUMEHECHUS

(nabmonasmeecs cootHomenue puckos 1,86: 95% JIU, 1,21-2,85).

Ilepeno3uposka

Crydaun BeIpaKE€HHOM MEPEe103UPOBKH HE OIMCAHbI.

IIpeononazaemvie cumMnmomvl, CEOUCMEEHHbIC (HAPMAKOOUHAMUYECKOMY NPOPUIIO  A2OHUCTMOB8
Qohamunoselx peyenmopos: TOUIHOTA, PBOTA, I'MIEPKUHE3Hs, TaUIOLMHALMM, BO30YKICHHE H
CHID)KEHME apTepHaJIbHOTO JaBJIEHHUS.

Jleuenue: yCTAHOBJIEHHOIO AaHTUJ0TAa HE CYLIECTBYET, IPH MEPEAO3MPOBKE PEKOMEHJYETCs
IPOMBIBAaHME  JKEJIyJIKa, IPUEM aAKTHMBUPOBAHHOIO  YIJs, CHMIOTOMarHyeckas — Tepamus,
BHYTPHBEHHOE BBEJICHHE )KUIKOCTH, KOHTPOoJb DKI .

D heKTUBHOCTH NPOBEICHUS IeMOMaIN3a He YCTAHOBJICHA.

ITpu npuznakax Bo30yxaeHus LIHC B03MOKHO Ha3HaYeHHE HENPOJIETITUKOB.

B3aumoaeiicTBHe ¢ IPYTHMH JIEKAPCTBEHHBIMH CPeACTBAMH

Ceszvieanue ¢ benxamu niamvl Kposu

[Ipamuniekcon B He3HauuTenbHO# crenenn (<20%) cpsa3biBaeTcs ¢ OenkamMu IUIasMbl M
nojaBepraetcs Ouorpancopmanmu. [losromy B3auMoOAEHCTBHS € JPYTMMH  CPEACTBAMH,
BIMSIONIMMU Ha CBs3bIBaHWE ¢ OeJKaMM IJIa3Mbl MJIM BbIBEJeHHE 3a cuéT OmorpaHchopmaluy,

MaJIOBEPOSATHBI. BlaumojielicTBue ¢ AHTUXOJIMHEPIUIYCCKUMHU CPEIACTBAMU HE U3Yy4allOCh. OI[HaKO,
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IIOCKOJIBKY aHTUXOJIMHEPIrUYE€CKUE JICKAPCTBEHHbIE CPEACTBA B OCHOBHOM BBIBOAATCS IIYTEM
6n0Tpch¢opmauuu, MOTEHIIMAJILHOE  B3aUMOJIEMCTBHUE € MIPaMUINICKCOJIOM  MaJIOBEPOSTHO.

q)apMaKOKHHeTI/I‘lCCKOFO B3aMMOJIEUCTBUS C CEJIETUIIMHOM WU JIEBOJIOTION HET.

Hu2ubumopwvi/KoHKypenmsl akmueHo20 nymu 6bl0e1eHUs npenapama noykamu

[[MMeTHIMH COKpaIlaeT MOYeYHbIi KIMPEHC MpaMHUIEKcoia PUMEPHO Ha 34%, BEPOSATHO, IyTEM
YIHETEHUs] KaTHMOHHOW CEKPEeTOPHOM TPaHCIOPTHOM CHUCTEMBl TOYEYHBIX KaHaibleB. [Tosromy
JIEKAPCTBEHHBIE CPEJICTBA, KOTOPHIE SBISIOTCS HMHTHOMTOpaMH 3TOTO METabOIMYECKOro IIyTH
AKTHBHOTO BBIJICJICHUs Tpernapara Mo4ykamu, JuOO0 BBIBOASAIIMECS OTHM IIyTeM, TaKHe Kak
IMMETHINH, aMaHTaJWH, MEKCHJIETUH, 3UJIOBYJAMH, IUCIUIATHH, XUHUH U IIPOKAaWHAMMU/I, MOTYT
B3aMMOJIEMCTBOBATh C TMPAMMUIIEKCOJIOM, YTO MOJKET TIPUBECTH K CHWXKEHHMIO KJIHMpEHCa
npamurnekcosna. CieayeT y4uThbiBaTh BO3MOXKHOCTb CHMIXKEHMs J03bl IpaMUIIEKCOJIa TNPU TpUeMe
3TUX JIEKAPCTBEHHBIX CPEJCTB OJJHOBPEMEHHO ¢ npenaparom Mupanekc I1/1.

Couemanue ¢ 1€6000n01

[Ipn yBenuM4eHUHM J103bl Tperapara y HAaUMEHTOB ¢ 0Ooje3Hplo IlapkuHCOHA pEKOMEHIyeTcs
CHI)KEHME JI03bI JIEBOJIOMBI, IPU ATOM JI03y JAPYTHUX HPOTHBONAPKUHCOHMYECKUX JIEKAPCTBECHHBIX

CpEACTB HEOOXO0IUMO NOAACP)KUBATh HA MOCTOAHHOM YPOBHE.

BeseicTBHe BO3MOXKHBIX aUIMTUBHBIX 2 EKTOB, NallieHTaM ClieyeT PEKOMEH/I0BaTh NPOSBIIATH
OCTOPO’KHOCTH TPU NpUEME JIPYTUX CEJAAaTHBHBIX JIEKAPCTBEHHBIX CPEJACTB WJIM QJIKOTOJS B
couetaHuu ¢ npenapatom Mupanexc I1/1.

Aumuncuxomuyeckue 1ekapcmeenHvle npenapantol

OJTHOBpEMEHHBI MpUEeM AHTHIICUXOTHUYECKHX JICKAPCTBEHHBIX CPEJACTB M IpPaMHIIEKCONa He
pexomenayercs (cM. pasaen «Ocobble yKazaHUs»), HalmpuMep, €cld BO3MOXKEH J0(aMuH-

AQHTarOHUCTHYECKHH P DEKT.

OcoOble ykazaHus

loyeunas neoocmamounocms

VY manMeHTOB € TMOYEYHOW HEJ0CTaTOUHOCTBIO PEKOMEHIYETCs CHUMKEHHWE JI03bl IIpernaparta
Mupanexke I[1/] (cMm. pazaen «Cnocod npuMEeHEHUs ¥ 103b1»).

Lanmoyunayuu

ajunolMHAMK ¥ CIYTAaHHOCTh CO3HAHUS - W3BeCTHble MMoOOYHbIE S(deKkTel NpH JIeYeHUH
aroHucTamMu 10)aMuHa U J€BOIOTION.

[ajumonuMHanuy yaiie HaOI0Iar0Tes Mpu JedeHnu npenapatom Mupanekc I1]] B komOunanmu ¢

JIEBOJIOTION Y MAalMEHTOB ¢ pa3BEpHYTON craaueil Oone3nn IlapkuHcoHa, 4eM IIpH MOHOTEPAIUH
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nanueHToB ¢ Oose3Hbpio IlapkuHcoHa Ha paHHeit crajuu 3aboneBanus. llanmentos cieayer
NpOoMH(GOPMUPOBATE O TOM, YTO MOIYT Ppa3BUBATLCS TaUOUMHAIMK  (TPEUMYIIECTBEHHO
3puTenbHble). [lalMeHThl J0JDKHBI OBITh MPEAyNpPEeXJIeHBl O TOM, YTO MOTYT HaOII0AaThCs
raJUTIOLIMHALINY, BIIMSIONIME HAa CIIOCOOHOCTD K BOXK/ICHHUIO.

Pacecmpoiicmea konmpoas Hao nobysjcoenuem

[TalMeHTHl U JIKMIA, KOTOPble O HUX 3a00TATCS, AOJKHBI OBITH NMPOMH(GOPMUPOBAHBLI O TOM, YTO B
CBSI3M C JIEYEHMEM TMAlMEHTOB J0(paMHUHEPTUYECKMMH CPEJICTBAMU BO3MOKHO BO3HHMKHOBEHHE
PU3HAKOB AHOMAJIBHOTO TOBEJCHHS (CHMIITOMOB MMITYJIbCUBHBIX U KOMITYJIbCHBHBIX JEHCTBU),
TAKOTO KakK CKJIOHHOCTb K TepeeaHuio, HaBsI3UMBOE JKeJaHUE JeJaTh MOKYNKH (IIaTOJOrMYeCKHi
IIOTITUHT ), MOBBILIEHUE TUOH/10, TUIIEPCEKCYAIbHOCTh U NATOJIOTHYECKas TAra K a3apTHBIM MIPaM.
B Takux ciydasx JOJDKHO OBITh PAacCMOTPEHO pelleHHe O CHWKEHHH J03bl/TIOCTENEHHOM
NpeKpaleHUH JICUYCHHUS.

Manus u oenupuii

3a manMeHTaMH CJEAYeT NMPOBOAMUTH pEryjsipHoe HaOIOJCHHE Ha IPEAMET Pa3BUTHUs MaHUM H
nenupus. [TalmeHTsl U JIMa, OCYIIECTRISIONMX YXO0/1 3@ HUMH, JA0JKHBI ObITh OCBEOMJIEHBI, YTO
MaHUsi ¥ JICJIMPUA MOTYT BO3ZHMKHYTH y TNAaIlMEHTOB, NMPUHUMAIOLIMX IpaMunexcosn. B ciaydasx
pa3BUTHUS MOJOOHBIX CUMIITOMOB CJIEYET PELIUTh BONPOC O CHUKEHMHM J03bl Ipenapara Wi ero
OTMEHE.

Ilayuenmul ¢ ncuxomuyeckumu HapyueHusMu

V nanMeHTOB € TNCUXOTHYECKUMH pacCTpOHCTBAMM Ha3zHayeHUe J10(aMHHOBBIX aroHMCTOB B
COYETAaHUH C MPAMUIEKCOIIOM BO3MOJKHO TOJBKO IOCJE IMPEABAPUTEIBHON OLEHKH BO3MOXKHOIO
pucka-nosib3el. OJHOBPEMEHHBINH IpUeM TpaMUNEeKCoNda M AHTUICHUXOTUYECKHX CPEICTB HE
PEKOMEH/1yeTCsl, HallpuMep, eCJii BO3MOXKeH Jo(aMuH-aHTaroHucTHYeckuit 3ddext (cM. paszaen
«B3auMoieficTBHE € IPYTUMH JIEKAPCTBEHHBIMU CPEICTBAMMY).

Og¢manvmonozuveckuit MOHUMOpUHZ

Pekomen1yeTcst IpoBepsiTh 3peHUe Yepe3 onpeieIEHHbIE HHTEPBaAJIbl BPEMEHU WJIH JK€ cpasy rocie
Ha3HA4YEHHUs IpernapaTa pyU HaJIMYUU HapyLIeHWH 3peHusl.

Tsoncenvie cepoeuno-cocyoucmoie 3a6071€6aHus.

HeoOX0uMO MIpOSIBISATE OCTOPOXKHOCTH TPH  HAJIUUUK Y OOJILHOIO TSKENIOTO  CepAEeYHO-
cocyaucToro 3aboneBaHus. B CBS3M ¢ pUCKOM pa3BUTUSL OPTOCTATUYECKOW T'MIIOTEH3MM IIpH
NpoBeJCHUH J0(aMUHEPrHUecKOi Tepanuu pEeKOMEHYeTCs KOHTPOJMPOBAThH apTepHalibHOE

JIaBJICHUE, 0COOEHHO B HayaJjie JICUCHUsI.
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Jluckunesus

[Tpu npumenennn npenapara Mupanekc I1J] B koMOMHaMy ¢ JIEBOAONON HA TMO3JAHUX CTaAMAX
Oosiesnu IlapkuHCOHA, Ha HA4YaJbHOM JTane noadopa J03bI MOKET pa3sBUTbCs JAMCKUHE3Ms, B
ciiydae TOSBJICHHSI KOTOPOii 103y JIEBO/10TIBI HEOOX0AMMO YMEHBIIUTh.

Buesannoe 3acvinanue u coniuocmo

[lanmMeHToB CcllelyeT Npeaynpek/aTh O BO3MOXKHOM ceaaTuBHOM s(dexre mpenapara, BKIIOYas
COHJIMBOCTH M BHE3AIHOE 3achillaHWe BO BpeMs JHEBHOMH jaesTesnbHOCTH. Ciydau 3achiliaHHs BO
BpeMsi TOBCEJHEBHOM JeATEIbHOCTH, HMHOrAa 0e3 Kakux-J1u00 MNpeAllecTBYIOMMX MPH3HAKOB,
oTMeuanu Hedacto. IlammeHTtam cieayeT OOBSCHHTb, YTO B CIIyyae TOSIBJICHMS IOBBIILEHHOM
COHJIMBOCTH WJIM STHM30/I0B BHE3AMHOTO 3aChiIaHUsi BO BPeMsl JIHEBHON aKTHBHOCTH (Hampumep,
NpHU pasroBope, MpUéMe MUIIKA U T.JI.), KOTOPble MOTYT CIYYMThCS B JI0OO€ BpeMsi BO Bpems
J€YEHHs, WM HEJIb3s BECTH aBTOMOOM/Ib WJIM y4YaCTBOBAaThb B IIOTEHIMAILHO OINACHBIX BUAAX
JeSTeTLHOCTH, U CJIEYET IPOKOHCYIBTHPOBAThCs ¢ BpauoM. HeoOXoamMo paceMOTpeTh BOIIPOC 00
YMEHBIICHUH J103bI UM NPEKPALIEHUH TEPANny NPenapaToM.

M3-3a BO3MOKHOCTH Pa3BUTHS a/UIMTUBHOTO 3 deKTa HeoOXO0AUMO ¢ OCTOPOKHOCTHIO TPUHUMATH
OJTHOBPEMEHHO C TPAMUIIEKCOJIOM JIPYTHe CeIaTUBHbIE JIEKAPCTBEHHBIE NIPETIapaThl HITH aJIKOTOJIb.
Menanoma

DNUIEMUOIOIMYECKHE HMCCIIEIOBAHUS TIOKa3aliM, 4TO Yy HalueHToB ¢ Oose3npro IlapkuHcOHA
MMeeTCsl BBICOKHI puUCK (0T 2 10, npuOIM3UTENBbHO, 6 pa3 BBIIIE) Pa3sBUTHS MEIAHOMBI, Ye€M Y
o0mieii monynsiuu. SIBIsieTCst I ATOT MOBBIIEHHBINH PUCK clieicTBHEM Oosesnu IlapkuHcoHa, uim
CBsA3aH ¢ IPYrUMH (HaKTOpaMH, TAKMMH KaK TIPHeM JIEKapCTB, KOTOPhIE HCIOJIL3YIOTCS TIpH 00JIE3HH
[TapkuHCOHA, HEU3BECTHO.

BesencTBrie NpUYMH, IPUBEICHHBIX BbIIIE, MAIMEHTH! U JIUNA, KOTOPbIE O HUX 3a00TATCS., JOJKHBI
ObITh TPOMH(GOPMUPOBAHEI O TOM, 4YTO B IEPUOJ IpUEMa IPAMHUIEKCOTAa WM JIPYTHX
no(haMUHEPrUYEeCKUX JIEKapcTB HEOOXOIMMO BHUMATEIbHO OTHOCHTBCS K BO3MOXKHOMY Pa3BUTHIO
MeJIaHOMBI.

3noxkavecmeenuvliil HeUpPOIenMuYecKUuil CUHOPOM

Wmerorcst cOOOIIEHNsT O TOM, 4TO MPH BHE3AaIMHOM TPEKpAIeHUn Tepanuu J1o(paMuHepruyecKuMu
npenapaTaMd MOTYT HaOJIIOAAThCSl CUMITOMBI 3J10KAUECTBEHHOTO HEHPOJIENTHYECKOTO CHHIpOMa
(cM. pazzen «Crocod MpUMEHEHUs U J103b1»).

Ocmamxku 6 cmyine

HexoTopble manueHTHl cOO0IIaMM O HaIMYMM B (eKalusX OCTATKOB, HANIOMHHAIOIIUX IIEJIbie
tabiaeTku mpenapata. Ecim manmeHT coobmaer o nmoJo0HOM sBICHHMM, Bpay JOJDKEH NPOBECTH

IIOBTOPHYIO OLICHKY PCAKIMU MallMeHTa Ha JICYEHUEC.

14
98681



JIIT000710-300916

Binsinne npenmapara Ha  cnoco0HOCTH  YNPABJEHHS TPAHCHOPTHBLIMH  CPEJCTBAMM,
MeXaHH3MaMH

[Ipamuniekcos MOXET OKa3bplBaTh 3HAYMTENbHOE BIMSHHE Ha CHOCOOHOCTH  YIPaBisATh
TPAHCIIOPTHBIMU CPEACTBAMHM MM paboTaTh ¢ MexaHm3MaMH. MOryT BO3HHKaTh TaJUIOLMHAIMH
WUJIU COHJIMBOCTb.

[TanMeHTHl, NPUHAMAIOIIME PAMHUIIEKCOII, Y KOTOPBIX Pa3BUBAIOTCS COHJIMBOCTH M/MJIH BHE3aIHbIE
MPUCYTIBI CHA, JIOJKHBI OBITH MHPOPMUPOBAHBI 0 HEOOXOJAMMOCTH BO3JEPKATHCSA OT YIPaBICHHS
TPAHCIIOPTHBIMU CPEJCTBAMH WJIM 3aHATHH JEATEeIbHOCTBIO, TPH KOTOPO# M3-3a ociabiieHHOM
OMTETBHOCTH OHM MOTYT NOJIBeprarh ce0si WM JPYruX OMacHOCTH IOJIYYEHHUs CEPbE3HON TPaBMBI

MK CMEPTH (Hanpnmep, Inpu pa6OTC C MeX&HPBMaMH) J10 MCYE3HOBCHHS YKa3aHHBIX CUMIITOMOB.

®opma BbINYCKA
Tabnetkn npononrupoBanHoro jaeicteus 0,375 mr, 0,75 mr, 1,5 mr, 3,0 mr, 4.5 mr.
[To 10 Tabnetok B Oiuctep u3z Al/Al.

1 wim 3 GmcTepa ¢ MHCTPYKIMEH 110 TPUMEHEHUIO B KAPTOHHYIO NAUKy.

Yeaosus XpaHEeHHUH

XpaHUTb B CYyXOM MecTe NpH TemnepaType He Boime 25 °C, B HEIOCTYITHOM JUlsl AeTel MecTe.

Cpoxk roanocrn
3 roja.

He ucnoas3oBath npenapar 1nocje UCTCUYCHUA CpoKa roJIHOCTH, YKa3aHHOI'O Ha YIIaKOBKeE.

Ycaousi OTInycKa

ITo peuenry.

HaumenoBanue H ajapec IOPHINYECKOr0 JIHIA, HA HMSI KOTOPOIr0 BbIIAHO PerucTpanHOHHOE
Y10CTOBEpEHHE

bepunrep Unrenpxaitm Uutepuemnn I'M6X, I'epmanus

bunrep Itpacce 173, 55216 Unrenbxaiim-Ha-Peiine, ['epmanus

HanMeHnoBaHHe M aJipec MeCTa OCYIECTB/ICHHsI IPOM3BO/ACTBA JIEKAPCTBEHHOI0 Npenapara
bepunrep Unrenbxaitm ®apma I'M6X u Ko KT, ['epmanus

bunrep [lItpacce 173, 55216 Unrenbxaiim-Ha-Peiine, ['epmanus

98681




JIIT000710-300916

Ioay4unTs 10M0THHTEILHYI0 HHPOPMALHIO 0 IPpeNnaparTe, a TAKKe HANIPABHTDL CBOH
npeTeH3uH H HHPOPMALHIO 0 HeKeIATeIbHBIX SIBJICHHSIX MOKHO 10 CJIeyIomemMy ajpecy B
Poccun:

00O «bepunrep Mureapxaim»

125171, Mockaa, Jlenunrpaackoe mocce, 16A, ctp.3

Ten: +7 495 544 50 44

®axc: +7 495 544 56 20

Memnekep 1o peructpanuu .
00O «bepunrep Uureapxaim» (//‘Zéﬁw Bockpecenckas M. .
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