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POHHIIATL 3 mg dunMipanu TaloeTro ;

2. KAYECTBEH H KOJTHUECTBEH ChCTAB
Roawa dmnnnpana Tadnerea cnospaa 3 mg pucnepwaou (respiridons).

[ToMOMIHH BelIECTRA:
Bcaka funmupana Tatnerka or 3 mg cROBpAE 177 ME 1axT032 1 ap.
34 NBIHHA CAHCHK HA IOMOLIHKTE BEIIECTEA. BHATE TOUKa 6. 1.

3NEKAPCTBEHA ©GPMA

PCHHIAJL 3 mg dwnsmmpans Ta0MSTKH, C HEAT UBAT, © opMa HA KANCYIA, NEBOHHO MITBKHATY, &
RIEOHATO peteHa o3nauerHe OT GAHATA CTpAIA ByKsa “A”, a OT ApyTaTa CTpara ™ 337, ce cpenwa
NUHHE Mescy 57 1 3"

4 KIHHHYHN AAHHH
4.} TepanesTaiun RORAYANNS
POHHJIAT & NoKa3aH 3a NeweHKs Ha WH30Dpenns,

POHHUIAI e nokasail 33 TeUeHHs Hi YMEPEHRH 40 TEHKH MAHHHHH enini0NH NP BHNONIPHO
pasCTRORCTED.

POHHJTAT & nokazaH 3a KpaTkocpOYHO NEUEHHE (10 6 CROMALM) HA EPCHCTHPAA ATPECHA TIDH
nalHeliTH ¢ YMEPEHA 10 TexKa JEMEHUMA Ha AALKaHMED, KOUTG ca HeWYBCTBWTRIHA KM
HedapMakcADTHHITETE NOAXOAH 1 TP KOHTO HMA PHCK BT caMoHapaniBaHe HIE HAPSHABAHE HA
OKOTHHTE.

FOHWIIAJ e nokasax 33 KPATKOCPOIHS CHMNTOMATHEHO JIEVEHNE (20 & CEAMMLIH) HA
NEPCHCTHPAILA NOBEISHYSCKE arpeCHA NPH NS1a Ha BhIpacT Hal 5 rORWHH H DK KPHOMWH G THACHNGE
CROMASHS EpHTERUETE Ha DSM-1V, NPT KOUTO TEAKECTTA Ha ArPeCHRHOTY HAH JpYTe JSCTPYKTHRHO
MOBEAEHHE KIHCKBA JApMaKONOrIYHO IEUeHHE, DapMaroOTHUROTO ARHEHHE Tpadea Ja GLie
HEpAZLEeTHa 4acT OT Mo= W HPOKA AporpaMa za nmedgide, BKIDYBALLA MCHED-COUANHE M
oBpA3OBATENHA MHTEPBEHUH, TOBA & NPETIOPBYHTEIHE, 8K0 PHOMEPHAOH CE NPELITICEA OT
CMEUMAMICT 110 JSTCKA HEBPONOTHA, 1eTCKO-HOHOWECK Y [ICHXHATSP HAH OT NEKAPH, ARCpe SANOSHETH
C NEMEHUETO Ha NORCIEHYSCKD PACTHHICTBO NPH O2UAa H KDHOLIH,

4.2 Joanpopxa N HAYKH 1A NHHI0KEHNE

LUdaodpenys

Buapacru

POHMIAAN Mo#e 0a ce napa efHEX HAK 0B THTH AHERHO.
MaunentHTe TPAGEA 13 Fano4saT & 2 MK PHENePHNoH Ha nek. Jlozara MOXKE 12 Obag MOBHILEHA HA
RTOPNA O2H HA 4 mg. B nocneacTilie A034Ta MO#E 14 OCTAHE HeTIpOMEHEHA HITH A3 Ce
HEOUEHAYANHIHPA NO-HATATEK, 3KD € HeoDxoNHMGe. [ToReaeTd NAUHEHTH €& MYBCTBAT AoGpe npA
GHEBHA A0AE Mesny 4 u 6 mp, [Tpy HAKOH NAUFEHTY MO#E 13 € NoANo1Amoe KOPHIHpaHe Ha 103273 B
[TPOEBIIHEHHS HA NO=-TBNERT nﬂpﬂﬂﬂ, KAKXTo H Mo-HHCKA HAMATHA H NOoAEPAALTIA TO3a.
Ilo3uTe Han 10 mg AHEBHO He ca NOKAIAM Io-n100t) ediekT 0T NO-HUCKATE D03 H MOHE
NPUYHHAT NO-UECTa NOAPA HA CRETPANMPaMHAH CHMOTOMATHEA, be30nidCHOCTra Ha TO3H




oT 16 mg OHeBRO, He & NONATAHA Ha OUEHKa, | CIEN0BATENEQ TE HE &2 penopbHBaT,
Xopa a cmapuecka avIpactt

[TpencpbyBa ¢ HananHa no3a o7 0,5 Mg s IHTH HA A2H. Tazi NOSHPOBKA MOKE A2 Gbag
WHAHBUIYANHC KODHIUPAHA ¢ YBENWYeHHe ot 0,5 mg IEa nbTa Ha IeH 10 | gy 2 mg Apd ITETH HA
IEH.

Hefa 1 Joncuiu

He ce npenopb4pa ynoTpefara Ha PHCNEPUICH NPH LA H FOHOLIH N4 18-roaniHa BL2pacT ¢
LIMZOGDEHHA FOPANH HETOCTATEYHO AAHHH 33 BhHKACHOCT.

WanuiiHe enu3gan TpE SunoJApHH pazeTpoicTea

Bospacmuu

POHWJAT Tpabea Aa ce Napd BEIHBH IHEBNHO, KATO CF 3afdHHE © 2 mg PUCTIEPHAOH, KOPHIHPAHE
HA I01ATA, GKO HMA OOKAMAHNA 33 TOBA, TpADEA 14 C2 NPABH HA HHTEPBAN, HE NO-MA/IRH OT 24 yaca, A
TO ¢ YBENHYAPANE Ha A03aTa o | ME AHEBHS. PUCTIEpHACH C& TTPUNAra NPH MBERABD OIMpAnc B
muTepEan ot 1 1o 6 mg oHeRRS A0 CIITHMHAUPAHES Ha HUBOTO HA ehikACHOCT H TOMIEPAHTHOCT TPH
goekH naugent, JHesHa 2034 1180 6 Mg PHCNEPHAOH HE & HICNENEAHA NP IMLIEHTI © MaHHREH
ENMH300H.

KaKED TP BEAKD CHMITOMATHARD NSaeiue, TRONABAANTEHATS eUeHIE & POHHIAT tpatea
HENPEKROHATO T4 ¢& OlgHARE 1 OGOCHOBABE.

XOpa & CrapHecid Gh3pac

[penopsusa ce HayanHa Joza ot 0,5 mg 18a NLTH AHCRHO. Ta3w po3a ce NPEUEHARA HHAHBLIYANHD
npid yeeruuenne ¢ 0,5 g nea N&TH JHEEHO A0 | ¥nK 2 mEg Ae2 meTH SACBHO. ThHH KETO KIANHYHHAT
ONMT NPH XOPA B CTAPHECKA BB3PACT € OrpaHHicH, ynorpebara Tpaiea a3 @ BHHMATEAHA.

Lleya 4 IR

He ce npenopbiea ynoTpelaTa Ha PHCNEPHTIOH NH 1EUA H KOHOLWE NOJ 1 8-roaRILHA BRIPACT ¢
GUNONAPHA MAHHA TIOPAIH HEBOCTITHIHO JAHHH 32 e{pHKaCHOCT.

[lepcuCTHpallla ATpecus NP MAUHEHTH ¢ YMEDEHA KO TeAkA AEMEHITHA Ha Anuxaime

Ipemope4ea & HauanHa ao3a OT 0,25 mg 1Ba NBTH AHEEHO. Tay AomipoBka Moe 0a e0e
HHIVBHAYATHO KEOPHIUpaHE ¢ NOBHILSHNES OT (0,25 mg OBa MsTH JHEBHO, 110 HE TIO-YECTC OT BCSKH OT
BOEKH BTODH [eW, ako € wenfxonumo. QUTHMANHATA 1030 & 0,5 mg 193 ITETH OHEEHO 32 NOBEUETO
nauxeRT, Hakoy naumnenTy, ofade, MOKe 13 ¢8 YyecTear 2o0pe oF 1034 10 1 g ABa IbTH JHEBHO.
FlpH NauyenTy ¢ NEPCHCTHPALA @rPECHA IPH AEMSHLKA Ha Anuxatimep POHMIATI ne ce npunara
noBeye oT 6 cenvuun, [T BpeMe Ha IEYESHHETO NANHEHTHTE TPAGE 1a ot TIONIATAT YECTO i PELOBHS
Ha OLCHKA H OTHOBO Aa Ce NpElEHABA H2OGXOAHMOLTIa OT NPOLRNAABARS Ha JIEHSHHETO.

[oBeneHyecK i pascTPoicTEA
Hea w ionowt om 5 g 1 8-soduuig ge3pacm

35 DALHEHTH © Terno =30 kg ce Npernopetea NLpRoHatdanHa 103 0,5 myg BeIHL# OHEBHO, Tazu
LOHPOBKS MOwe A3 fu1e HHIHBHIYANHO KOPUrHPata ¢ (0BHIISHAS OT 0.5 mg BEAHLHAK JHERHO HE
NO-YECTO OT MHTEPBANH Npe3d #AHH OSH, Ak € HeoBXOIMMO. 34 NOBEueTo NALHEHTH DTTTHMARHATL
A0EMpoBka e | mg Beanbx AHEBHO. HAKOH NauyenTH ofaue, MOXe aa ce YyecTpar aofpe ot 0,5 mg
PEAWLH IVERHD, GORATG TRYTL MOKE [A UMAT Hywaa oT 1,5 mi BepHEH IHEBHD. 34 NaLHENTH <
Terne <50 kg ¢2 Tpenopruea NEPBOHAHATHE ROAHPORKA OT 0,25 mg pefADH IHERHO. Tau NO3HPOBKA
MOMe 12 Gbiie KAEHBIIYAI0 KOPHIHPEHE © osullcHue oT 0,25 mg peaHbN GHCBHO HE M0-4
MHTEPBATH TTPER JEH, AK0 £ eoBxomano, OntHMannaTa osa e 0,5 mg eenllk QHERHO 33 1




nanHerTi. HAKOH nauqenTy odaqé MOKE na Ce HyBCTRAT nofpe o7 0,25 Mg RETHEX IHERHO, A0KATO
APYri MOKE Ja HMaT HY#AA oT 0,75 Mg BEAHBRK NHEBHO.

KakTo PR PCAKG CHMITOMATHMEG JISUEHHE, NPOIBIAHTETRIT o neuenne ¢ POHMIATN Tpadea na
CE QUEHARA MepHAOJHYHD,

POHIAN He ce mpenopbiea npH LEUa nod 5-roqMIIHE BEIPACT, TH HATO HAMA ONHT IIDA NEUd,
NO-MANKH OT 5 FONHHIL, C TAKHEA pateTpoAcTBa,

YppemnaHe Ha GeOpelrTe H YepH AR npob

TMauwenTurs ¢ Andneuna Yepewaaie HMaT nolHECHL cnoCoOHOCT 4 ENHMHHUPAT aKTHEHATA
AHTHNICHXOTHYES (PPaKLML, OTKOAKOTO BbIPACTHHTE ¢ HOPMAIHZ fropeura fy HKURA.

TManueHTHTE ¢ YBpeagHa (iyHRUWA HI HEpHWA ApoD WMAT TOBHINEHA NJASMEHA KOHUEHTPAUWA Ha
cpofOIHATE PPAKUHA HA PHCNEPHIOH.

Hezagucumo 0T HHAHKALHKTE, HAMATHATA B GIeABALINTE JOIHPOBKH Tpakea Na ¢a HAMATTEHH
HATIONUBTHE ¥ KOPHFHPAMETO Ha A03aTa Tpa0ea na Ghe no-GaBno TIpH NaldeHTH ¢ SEOpeuHO 1
qepHOOPOOHO YEDEELaHE.

POHWUIAT Tpatea 04 €8 Npuars BHUMATEIHG NPH TE3H rpynid NaLEHTH,

HaugHH Ha IpunoEkeHie

POHMJIAJN € 22 DepopanHo neqsHis. APAHATA HE oATHARA adeopbunsTa Ha POHHIAJL

[To¥ UpeKpATABAHE HA JIe4eHHETO C& IPENOPBYEa NOCTRIEHHO HaM andBane Ba nozara. Muoro paako
Ce OIHCBAT OCTPH CHMOTOME [IPH PARKO IPEKECRINE LA EeHHET) ¢ BHCOXY A03H AHTHNCHAOTHHEH
ASKAPCTEZ, BKNIOUHTENHO TANEHE, NOSPBLIANE, WINOTABAHS H fescpHne (B Touka 4.8), Mowe 14 ce
HAGTICAARS H ERIOSHOBLBAHE HA NCHXOTHYHHTE CHMIATOMH I CE CEOOLUIAES 32 NOABA HA HEBONEEH
NBHCATENMHH pazcrpoiicTsa (KaTo WAIPHMED BRATUIAA, TUCTORIA 1 AHCKMHESRA )

Hpevunasane om OV aRRunCIXOmum

Korato & MEAHITHHEKY ONPaBIAIe, £ NPEIDPBYBa NOCTENCHAD LN HPAIE Ha TPIHLIHOTO IEUEHKE,
KOraTo 3anoduea Aevennero ¢ POMMIAN, Cuiuo Takd, 2K ¢ MEIHUHNHCKT ONPaBIAKD, NPH
NpeMHEABAHE HA TALIMEHTA OT DETI0 AITHICHXOTHIHI NpenaparH ce TPENnopBURA TEPATUATA &
POHMJIAF pa sar0vHe B aelis H GISABAIATA HERCKIHA 0T exemard. HeobxaaNMocTTa OT
POABIAABAAC HA NPOBEKAIHOTC SHTHNAPRUHCOHOBD agueHye TpAGBA NEPHOAHYHO Aa c2
NDENALCNER 2.

POHWJAT nepopaney pasteop:

32 HHCTPYKIIHH OTHOCHD WIXBLP/AKE 1 palioTa POHHIAI rmepopanisH pa3Teop BETe TOUKA 6.6
4.3 IpoTHEONOKAIAKEA

CBpPBAIYRCTRHTENHOCT KBM aKTHBHOTO BEIISCTRO KW KLM KEKOe 0T TOMOLIHATE BEILECTRA.

4.4 Cneunani Opeaynpe&ncais B Npeanaiii MepxH npi ynoTpeda

[AlYENTY B CTARMECKA BL3PACT ¢ ACMEHLUHA

O cMepmnoct

[Tput BE2PACTHH TALMEHTH ¢ AEMEHUHA, Sy BAHI ¢ ATHRHHN ANTHOCHXOTHLY, &€ HalnIaea
YBENNYABAHE ¥ CMBPTROCTTA & CPABHEHNE ¢ N1aued0 NpH METaAHANH3 H& 17 KOHTPOAKpAKK
IpOyYBAKUS, NPOBSAEHH & ATHIUIHH AHTHICHAOTHLA, pEMOUHTENHG 1 € pHenepHACH. [Ipy
fAAUESo-KOHTPONUPEHK NPOYHEAHHA B IONYNALHATL TALHEHTH, NeKYBaHH & PHCNEPLIOH,
CMEDTHOCTTE € 4% NPH MERyBAHK C PRCNEPHLOH NAUNEHTH, CPABHEIIDN € 3,1% npH NAUNERTH Ha
nranebe, CEOTHOWEREETD HA BEPOATHOLTH {35% OOBEDUTENEN warepeany ¢ 1,21 (0F; 2.1).




CpequaTs BRIPAcT Ha NALHEHTHTE ¢ ISTAMEH H3X0A € %6 ToakaH (Mexmy ©7-100).
EOHOGDEMENRNO NPUROKCERUE H YPOIEMUD

MpH NAauedo-KOHNTPOMHPAHY KNHHEAYHH NpOYMSaHHd ¢ PHCOEpHIGH, Npd NAUHEHTH B CTApHecks
EBIDECT ¢ JEMEHIMA, NCKYRIHT SMHOBPEMEHHO ¢ (YPOZEMHI W PHCMERRACH, ce Hafmoaasa To-
picOka CMEPTHOCT (7,3%; cpenHa BBIpAcT 89 romuHK, MEKLY 75-97) B CpaBHEHHE C DALHEHTH,
MEKYBAAH caMo C pucnepumoH (3.1%; cpenna Bhipact #4 roamey, Meway T0-26) unn caMg c
gypozemun (4,1%; cpenna BBIPACT 80 roamHn, Memay 67-90) YBelHWueHaTa CMBPTHOCT MpH
DALHEHTH, NMeKyBaln ¢ (ypodsMull W DHCOEPHROH, € HalmoaasaHa TRH A¢ OT ofLI0 4ETHPH
KTHHHYHY [IpQy4patua, EaHOBpeMEHROTA NPHAGHEHHE HA PHCNCPUIOOH © OPYTH LHYPETHIH (rnaBHe
APHIOMKEHMETO HA THAZNIHN AHYPETHLH B HICKH A03) He C¢ CRBP3PA ChC CHILOTO 3AKTHONEHHE,

He & HAMEPEH NATOHHIMOAOIHHISH MEXERNIEM R FAWE TIOCISROBATENCH MONSA, yofite na ofncuu
npHUMHEATE 38 HaBAAaBAHATA CMBITHOCT. Binpexy Tosa TpRGEA 04 ©F BHUMARA W 2 ¢¢ BIEMAT NPEL
BN DIONAHTE ¥ PHCKOBETS OT T8KABA KOMGHMHAauuy WIHW CLOBTCTEALD NGYeHNE ¢ IPFTH CHITHH
AHYDETHUH, NPEAH 14 C¢ BieMe peleHue 33 HeliHOTD MpUTAraHe. Hama YBEMHYSHA CWEPTHOCT TTPH
NATHENTHTE, KOUTO [pWeMaT ApYrH AHYPETHUH KATe CHIBTCTRALD HEUEHHE SACAHO ¢ PECTIEPHAOH.
He3aBMCHMO OT NEYeRHeTs, JEXHAPATALMATA & PHCROB fakTop 3 CHMEDPTHRCT H TpAORA BHEMATENHO
4 C& MIGArEa NPH TAUMEHTH B CTap2eCcka BB2PacT ¢ NEMEHLINA.

Heserany MOTEMHOCEI0EH peakuny (HMCP

TTpH ITALESE KOHTPONHPARKY KTHHHYEH NPOYSIRAHIA IIPH TaIMeNTH B CTApYeCcKa BEIPACT © AEMEHINA
KM@ 2AUATENHD NO-BHCOK NpouelT {NpHENHIHTeHG 3-KparHe [OBHLIABAHE ywa HMCP, xaro
HETIPAMED WACYAT {BHMOMATEARD ShC SMTRTeR WINGL) W WPEROIHE MCXEMHUHM OQHCTBRIH N0
NALVEHTH , IEKYBAHH ¢ PUCNEPHICH , B CPABIIEHHE ¢ TTALHCHTH, IpHEMALLH nnanefio (cpenHa Br3pacT
25 rONHEM; OHanason oT 73 o 97). Cplpannre AaHHM OT © nnauefo KOHTPOMTHpaHE npoyYRaHHe
[ABHO TIPH TTALMEHTH B CTapuecka BE3pact (65 ronunu) ¢ AeMeHHA TORAIAT, HC HMCP (cepuoany
W He-CepHO3HM, KomOMHHpanu) ¢& TOYHasaT [IpH 3,3% (33/1009) OT NaunelTHTE,IEKYBARN ¢
pucnepuaon, o npw 1,2% (8/712} nph MalBENTATE, npemad  anauebo. OTHOWSHHETO Ha
REpOATHOCTTA {95% aopepuTenen uTepoan) e 2,96 (1,34, 7,50).MexaHH3MET 32 TOM NOBHIIEH PHCK
4& & WipecTeH. [IOBMIIEHWAT PHCK HE € M3KMIOMSH 34 [IPYTH JE(THMICHXOTHUM WAL IPy¥TH rpyni
nanuenTi. POHMIAT Tpafipa ma G2 Npunara ¢ BH{MaHWE O NALHSHTT © PRCKORH axTOpH 23
WHCYIIT.

PucisT o7 HMCP & Jmaunmo no-BUCOK TPM MAUMENTH CBC eMeceH WIH ChA0B THD AeMeHUHA npi
CPAEHERWE C IEMENLNRA Hi Amrdabivep. 2aT0Ra TAnMeHTW o apyT THO UBMEHIMA, [PATTHHHA OT
JeMeHLR Ha ANMIXaHMep, He TpA(Ra 12 L& IEKYRAT ¢ PHCIEPHAOI.

TexapuTe TpI6RA T2 IPeUSNIST PHCKA H NON2ATA OT TPWIOKSHIETD Ha POHHIAJ npu nauHeHTH B
CTAPUECKA BRIpEcT ¢ JeMEeHLINA, FATO BIBMAT NP, BN npuer:T}WHHTE KPHTEPHI 38 HHCYAT npd
BCEKH CDiH MauMeHT. [lauMeHTHTE WP XOpaTa, KOWTO & [{NAORarT 38 TAX, tpafra na Owaar
NpenynpelcHH HezaGagin 12 COOUIABAT 38 NPHIIIALK 1 CHMTTTOMY Ha HMCF k310 BHesana cnaboeT
TH CKOBAHOCT HA JTMLETO, PHUETE MIH KPAKATA, H 33 RPOGNEMU ¢ POBOPA HIH Tho speHHeTo. BeHuKH
FBIMOAHOCTH 33 NIeYeHHe TpAGBa A4 ¢ OfMUcasT KexabasHo, BEMICHHTENHD THEYCTAHOBABANE HA
NCUEHHETO & PHENEPHAGH.

POHMIIAN Tpafiea na ce HIMQM3BA 34 KPATKOCPUHHE NEHSHHE HA TTEPCHCTUPAINA arpecHd npH
PRUFENTE © YMEDEWA A0 TeWKd  NEMSHUME HA AnmxafiMen caMo  KATO ACNEBMHEHHE  KbM
lie{bapmuuﬂgrﬂqﬂﬂ're oAXONR, KOMATo T¢ BMar OrpaHHiIeHA eq';emuﬂlmm‘ WM 1€ €3 eHEACHW H
OpH KOWTO HM3 PUCK OT CamMOoHApaHABatic KW HAPIHABAHE H3 CROMHHTE. Haupentire Tpadea
pEIOBHO A3 GBIAT nognaraid Ha NPEOUeHEKa, KAKTD W HeOOXCOAHMORTTA OT NPOABLNLKABAHE HE
NEYSIHCTO,

OpPTOCTATHY HA XHTTOTOH KA




Mopany anda-HrokupaioTe AEACTRUE HA PHCMEPHION @ EBIMOMHA MOSEATA HA {OPTOCTATHHHA)
XHNGTOHHE, OCOBEHD II0 BPEME Ha HAYANHHA NEPHOA HA AJANTHRAHE RA 04T K AHAMYHO JHAIMA
NNOTOHHE 2 HAGIONEBa B TOCTMAPKETMHIOBHA DEPWON, (P eiHOBPEMENHL TIPAMCIKEHHE HA
PHCNEPHAOH H 3HTHXHNEPTEHIHBHO [TEMSHIE, POHHAAJ TpaGea 03 ce IIpMara BEHMATEAHQ MPH
NAUVMEHTH, 33 KOMTD Ce 3HAE, Y& HMaT  Chpasulio-ChalBo safonaeake (Hanp. CepasuHa
HeIOCTATHYHOCT, WHGAPKT Ha MUDK3pIa, HAapyWeHus i NpOBOAHMOLTTA, AexHOpaTILAg,
KHMOROMEMUA, HAW MOIBUHOCHIOBA G0OMecT), W 103ata TpAadsa 14 fpAe NOCTENEHHO ATANTHPAHA
cnoped NPenopEkHTE (B, TOUKA 4.2} AKO ¢€ TIOADH KHIOTOHNE, Tpadea A ve OOMHCITH HAMAMEHHS
Ha AOZATA.

Ktoma prcknHesns/ ExcTpandpaviiHy CHMITTOM R (KAETIC)

HlexapeTnenure IPOAYETH CbE CBOHCTEA HA ANTATGHICTH H AONZMHHOBWTE PELENTORH, Cd CEBPIAHH
¢ HITYUMPEHETS HA KBCIA THCKHHEIMA, KOATR Co XAPAKTEPHIUPA ¢ PATMUYHH HEBOMSEL ABNHEHKA,
HPENHMHEO 13 €3HKA H/MIH THUETO. [lospaTa Ha eRCTPRNHPAMIIHA CHMITOMATHKA & PHCKOB fakTop 32
Kboha [VCKVBEIHA, AKC C2 TOABNT TIPH3IHALR H CHMNTOMY HA KeoH2 nucrvHesns, Tpabea fa of
GfMUCAK CIIMPAHETO HA BOHYKH AHTHNCHXOTHLH.

Hesponentayenl Mamrdéd CHHIDOM {HLC)

[IpW NpUNOHEHHE HA SHTHACHXOTHAUH & CLOGIIAED 34 BBHIHMKBAHE HA HEBPONENTHUEH ManHTHCH
CHHAPOM, KOHATQ ©e XAPAKTEPH3HPA € XHNESDTIEPMHN, MYCKYNHA PHUAIHOCTIIECTA0IHOCT  Ha
BEreTATMEBHATA HEPBHA CWCTEMA, NPOMEHEHO CBH3HAHWE W [OBHUIEHH HMBA HA CEePYMHATR
kpeaTvnpochoritaia. JIONsNHENTENHY CHMNTOME MOTAT A4 GuAaT MHOMIOSHHYpYA (pafiaoMuonKia)
 ocTpd OuOpPEUHA HEQOCTATBUHOCT. BE To3d coyvald, BCHYRH QHETUTCHXOTHIIH, BEAKUHTENHG
POHHNAM, Tpadea na HELAT CAPEHH.

[apkinconopa SoaLct W JIEMEH NS © TN Ha Lewy

Nexapire Tpadka 1A OPEUEHAT DPHOKOBETE CTIPAMO NOA3ATA, KOMATO MPCOIKCHAT aHTHNCHXOTHIH,
prnouutenie FOHWIATL na naumed ™ & [T9pPKHHCOIORE BoaccT HIH IEMENURs ¢ Tenua Ha Lewy
(DLB). Brimosknn & BAaowabade HA TlapkiiconosaTa ponecT or puonepyacH. [lpu neete rpyni
CHIWECTEYEA NOBHITEH PHCK OT PASBITHE 113 HEBPONENTHICH MATMTHEH CHHAPOM, KAKTO H TIORHILEHA
YYBCTBHTEANOCT Kb AHTHICHXOTHHINTE JEKAPETBA; TEIM nallieRTH CE MSKNKFIBAT OT KAHHHRHU
npoyyeadua. [ipossara Ha TaIM MOBHUIEHA GYBCTBMTEAHOCT  KaTo  JOTBIHEHHE KEM
BRCTPALMPAMHIHATA CHMNTOMATHED MOME A2 BRNIHEI obbprsane, oOHy(GHNALHO, NOCTYpATHA
HecTA0WNHOCT ¢ YECTH NALAHHA.

HuneprAHKEMH

38 XKMNEPrAHEEMHA WK oBQCTpARE Ha CHILECTBYRALL OTAPRIT OHAGeT ce CLOOLAERE B MHOTO PEakH
CIIyyal No BPeME Ha NEe4eHHETO C POHMAJ. [Npenoppysa cé NOLXOLALD KIMHAYHD HaOniolEHHeE
HA DALHENTH ¢ MHAGET ¥ Ha MAUMEHTH ¢ PHCKOSH G2KTOpH 32 palBHTHE Ha 3aXape AHaGeT.

XHOEPTPONAKTHHEM N

[IpoyyeaHua ¢ TEEGHHH KYITYpH TMOK33BAT, Ye PACTSHET Ha KIETKH NP TYMOP HA CBpOaTa NpH
JOBCKE MOXa GI Co CTHMYJIMpPA OT fIPOMAKTHH. Makap ue He & ACHA BpLikdta ¢ NPUADHKEHIETO HA
AHTHTICUXOTTLN, JOKOTKOTO & JOKA3AHO B KNHHNGHY W eniieMHONOTIHH TROYHDAHHA, NpENopEUEd
ce [ORHLIEHO BEMUMAHAE TIDH NALWEHTH CBC 3HAYHMEA AHAMHESE. POHWUIAN Tpabea ma ce npHaara
BHHMATE/THO [IPH NAUHEHTH C IPETILECTRAMA XHNEPTIPONAKTHHEMHSA W IIPH TIALMEHTH C BEPOATHOCT 33
TIPOIAKTHH-3BHCHMH TYMOPH.

Voenaaeane e (FT- MHTERBANG

B noCTMAPKETHHTOBHS NEPUOL MHOMO PAAKD C& cROBWARA 33 YAbTKaBsane Ha QT-nhTepBaa,
¢ OPYTHTE AHTUOCUNOTHUY, TpaGea 13 c¢ BHMMIBA, KOTATO PHCEPHAOL L& npeAnKcaa




Vi HOWTO Co THAR, uE CTPRART ©T CHPISMMO-ChE0aW 3abonasaHMA, EOHTO HMAT QaMUIHE
ofpemenenoct 32 yawmweH  QT-HuTepean, Bpagukapius  MIH  eneKTPOnHTEH OMcEanaHe
(XMIOKATHEMHA, XHMOMATHE3UEMUA), TeH KaTo TORL MOXE A4 NOBHLIK PHCKL OT PHTBMHH
HApYWEHWA, KAKTO ¥ TIHH SNHOBPEMEHHATA ynoTpeda Ha NeKapeTea, 3a KoWTo C& 3HAE, M YAb/AABAT
{JT-uHTepBana.

I pynNanEIy

POHHJIAN Tpatea Na ¢€ H2TOA3EA BHHMATSIHG TIPY NANHERTH, ROHTO HMAT SHAMHEID 33 IPHITANEIH
HITW ApYCH CHCTOARIA, KOUTO NOTEHLHATHO MOraT 13 HAMANAT NPara id Moo,

[ IpHANHFEM

Mo epeme Ha neuenuero ¢ POHMIAT moke 1a ce nOMyHH NpHAMHIEM NOpaaH Heroeua atda-
anpeHepriven Gnokupalll ediexT.

Perymypane (13 TenecHats TeMNepaTypa

CMATR €&, 48 AHTHTICHXOTHUHTE PAICTPOREAT crocoGHOCTTA 113 OPrasisma Aa pETYMIpa TelECHATA
Temneparypa. Jofpe & Ba ¢e BieMaT ChOTBETIIH MEPK, KOTATO POHWIAN e NpeOmHepd Ha
[IayellTH, KOHTO €8 H3narar Ha ¢eeTOAHNA, KOHTO MO A1 10T pHHEGElT %4 TTOBHLIAREHE Ha TEMSCHATA
TEMIEpATYPa, HAIPWMER YCUNEHo {MIMUECKO HATOBApBAIC, U3nATAHS HA TONAMA TOPEMHA,
NONYHABAHE HA CLITLTCTBALD NEYRHHAE © BHTHROINKEPTHYHA AKTHBHOCT @it [EXHAPATHPIHE.

Jela 0 oHOMY

[Ipedy MINKHCBAIE HA PHEOCPHAOH Ha ACLd HIW KIHOIKM © MoBsneHUecKi Pa3CTPOHCTRAR Tpabea
NAMOCTHO OUEHABSHE 34 (UIHEZNHH ¥ COUHANHM NDHUWHH HAa arpeciBHOTO NOBSASHHE KATO
HANPIMEp IPHIMHARARE HA Bo/Ka M HECROTRETCTBAIN KA cpellaTa UEKAHHA.

[lpi Tas¥ rpyna Tpadsd BHUMATENHO [A CE CNElH CENATHERHAT SekT HA PHCTIEMHACH TIOpalH
BEIMOEKHITE MOCHEIMUM BBPXY CHOCOUHOCTTA 33 YUSHE, [MposaiiaTa HA BPEMETO 112 NEITArAHC Ri
PHCNIEPHAOH MOXe A3 MoneOpH SLAIEHCTRHETD HA CENATUBHOID CPENcTBy BBPXY BHHMAHHETO Ha
Nelara H HOHTE.

PHENEPHMIOH Ce CEDPIRA CBC CPENHO YBE(HYEHHE HA TEMECHOTOC TETNO | HHAEKEE Ha TEnSeCHaTa Maca
(UTM). JledenuneTo © PHCOEPHACH & MPOIBUKHTENHOCT ne 1 roavea He NOKa3Ba HCUWERAHH
MEKAPCTBEINH PEAKIIMH FhPXY PACTeHE W [IONOBOTO CRIPARAHE. [IpomenHTe B PRCTA NPH TEINCCPOHHR
EKCTEHIHBHE OTBOPEHH TPOYYBAEHA CA B PAMKHIE HA HODMATA, OUakEIHa 33 Be3pacTTi. EdesxTHTe
BbpXY TOMOBOTO CHIPABAHE W PBCTA TR QRAFOCPOTHO AEMEHHE ¢ PHCOEPHWAOH HE 3 ARSKBATHO
[IPOYUEIIH.

Ilopad NOTEHUMANHKTE eeKTH OT MPOABLAHTETHATY XHNEPNPONAKTUHEMHA BEPXY PacTedka M
NONCEOTe ChIPAEaHE NPH JEua H KHOWKE rpafiea na c¢ NpasH PenesHa KIMHKYHA Ouellka Ha
EHIOKPHHHHEA CTATYC, BRIKUHTENHO WIMEPBAHE Ha PBCT, TEro X nefoed CEIMEAKE, KOHTPOI HA
MEHCTPYAUHATA K APy rid NOTEHIMANID CELIAL ¢ TPONAKTHHE efeETH.

Tlo BpeMe Ha Nededdg ¢ PHCIEPHAOH DEIOBHO tpafea 3 ce CNGLH 33 CRCTPanHpPamMHAHG
CHMIITOMATHKS H GPYTH OPHTATENHN Hapry IHCHHA.

34 cneuH)WIEN TPenopEKH IPH J03HDORKS MTPH ASLA H HOHOMIA BIAKTE Touka 4.2,

! !ﬂM'DQI,HH BESIIIECTEA

DUAMUPEHHTE TafneTky ChIbPEAT JNARTO34. [lamneHTd € peOrkH HACNeACTBCHH nediexT Karo
HEIOHOCKMOCT KBM ralaKTa3a, TebBUrT Ha Lapp AaKTa3a WK HA FIIOK030ranakTuha manadcopdung
He TPAGEA 13 NDHEMAT TOBA NEKAPCTBC (OTHACA C& CAMO 10 (pVTMHpAHHTE TaGIETHH).

4.5 BsanmoneficTaie ¢ APYTH JICKAPCTBEIIH MPOSYKTH 1 ARYTH Qopain HA plaHmMoneitcTeHe

KakTo o npH Apyri anTHNCHXOTHUM, BHIMATENHDG & oBAUCNA MINHCBAHE HA PUCTICPHADH
ASKAPCTREHM MIPOAYKTH, 33 KONIO C8 3Hae, HC YALAKARAT QT-unTephana,




AHTHAPHTMKELM (HATIP. XMMHIMWH, TH3ONHAPAMHL, npokaHkamid), koac T AHTHAPHTMHIN (AL,
AMHOTIAPOH,  COTATON), TPHLHENHIHE  2HTHASNPECAHTH (Hanp, AMHTPHITHANH), TETPAUHKIHAHE
AHTHARTIPECIHTH (Hanp.ManpoTHAHE), HIKON AHTHXHCTAMWLH, APYTH AHTHICUNOTHIH, HAKOH
AHTMMANApHiAM TekapcTea (Hanp. XHHHH H wmedhnogHH}, W C JSKAPCTEA, KOHTO NpAYHHABAT
ENEKTPOIHTEH AHCHANAHC (XHITQKATHEMHA, NMNOMATHEIHEMUA } HH GPA0HKAPINA, WAH TAKHBA, KOHTD
HEXHOHpAT YepHOIPOBHHA MeTabonuipm  HE pHenepuaon. Tozf CTIHCEE € NPHMEPSH, & H&
HIYEDMATENEH.

Homenyuar na POHHITAT da noghtiasa opy2it AeKapemacii RPOAVKITH

PHenepinoil Tpsfea na ¢ yruoTpetara ¢ NOBMIIEHD BHHMAHKS TIpH el TPATHONHCTBAlLM BETUSCTES,
noofieno PENIOYEALN ATROXON W GEH30NVASEnHIY nopand NOBHIISHHAT DHLK OT CeaHpaHe.
POHHIIAT Mo®e [a aHTaroHW3Hpa eekTa HA MCBOIONA M HA ApYTH NONAMWHODH ArOHHCTH. ARG
TaIK KOMOHHALMA CE CHHTA 3a HeOONOIHMA, oCofeHD NPH KDAgH cranuit na Tapgurconosa Gonect,
TpaGBA 14 08 HAMTMLLE Hal-HKCKATA BHEXTHEHE 1034,

KIMHH4HO IHEMMMA XHNOTOHMA o6 Ha0mogaea B MOCTMAPKETHRrGSHA NEPHOA NPH BAHOBRCMEHHD
TPHNaraHe Ha PHEREPHALH © HHFHKHHEFT'EHEHBHG NeUgHHEe,

POHMIAT He MOKA3BA KNHHAYHO FHAYMM edexT FEPXY (apMAKOKHHETHKATL Ha nuTHH, Banpoar,
THMOKCHH HIH TOMHPEMET.

omesyuan na dpyeume REKApCmEeHH NPGAYIMH 08 HOGIUAB POHETAT

HagecTHo &, 48 wapdavaiendi HaMandba NnaiMenira KOHUEHTPAUWA HA AKTHEHATA AHTUACHXOTHIHA
dpakuma Ha pucnepuiod, [ToaobHn eeKTH MOrAT Ja c¢ HabNAABAT HANPUMED C pubamiiHLEH,
denrTont o deHodapbuTan, KOKWTO ChLIO HitlyURpaT vepHoapobuMa gH3MM CYP 3A4, K2KTO H P-
prkonpoTerHa. KoraTo ce 3anoyBa Hnl CIHPa MEYEHHS © kapBamaselHH WK © OpYTH HHAYKTORE Ha
yepHoapatuns cHaum CYP 3A4 [P-rnukonpotenya (P-gp), TNEXKAPAT TpAGeE 13 TIPeoueHw
noanposkata Ha POHETAJL

IyoxCETHH M NApOKCETHH, KOHTO &4 WixuBnropt na CYP 206, noenuasat nAaasMeHdrd
KDHUEHTPALHA Ha PHEREPHOH, IO B AA-MaNka CTE[IEH Tad Fa aHTHNCHXOTHUHaTA Qpaxima. (HaKBa
ce, ue ApyrH mnxnénTopu Ha CYP DN kAT XHIHAHE MOYKE 1A MOBTHAAT NNAsMeHATA KOHUCHTRALINA
HA PHCNEPHACH [0 M0AGGER HAYWIL. KoraTa c¢ 3AM0YRa HIH NPeyCTAHOAIBA EAHOBPEMEHHC ICHEHHE C
(BIYOKCETHH MW TIAPOKCETHH, JEKapar rpafiBa Ja NOANGKU HA TPEOLEHKA NOIHPOBKATA Ha
POHHIAJL

Bepanamitn, KoATo e uHxabutop ha CYT 3A4 7 P-gp, NOBWLIABA TUIATMEIATE KOHUEHTPALMA Wi
PHCTIEPHIOH,

[alaHTAMHH W OOHENS3HIT He MOKAIBAT KMHHHYHO JHAYMM ehesT BHPXY (PapMAKOKHHETHKAT HE
PUCTIEPUIOH M BLPXY AKNTHBHATA AITHICHXOTHARZ ppasund, DeHOTHIIMENTE, TPHUHETHYHHTS
AITHAENDECanTH M Wikon Gera Onokepw MOMAT 13 (QRMANAT TINA3MEHaTa KOHLEHTPAUHMA Ha
PHCTISPHAOH, HO HE M Ha 2KTHBHATA BHTHRCHROTHHHA ppakupd. AMHTUDHITTHIHE B¢ NOBAHABA
(paPMIAKOKHHETHRATA HA PHCREPWAOH H HA AKTHBHATA AlTHOCHMNOTHYHE (PparuHA. LIHMETHAHH H
PAKUTHIMH NORKINARAT GHONANHHHOCTTE Ha PHOTIEPHADH, HO caMo HEIHAMUTSNHO TA3M Ha BKTHBHATA
ANTHICHXOTMYHA dpaxuHa. EpHTPOMULH, KOHTO e HiouTop na CYP 3Ad4, e npoMeHd
(papMAKOKHHETHKATA HA PUCIEpHADH, HHTO HA AKTHEHATA AHTHNCHXOTHYHA $PAKLIHA.

KomGuHIpaaTa ynoTpeba Ha AEUXOCTHMYNAHTy (HaTp. mernadernnat) ¢ POHUAAL npu neua H
JOHOUIM HE NPOMEHS (DapMaKOKHHETHHATE eHUKACHOCT Ha PCHHJIAL

BiokTe Touxa 4.4 OTHOCHO NOBHIUEHA CMBPTHOLT Mpi NAUMEHTH B CTAPUCCRD BEIPACT ¢ ASMEHLIAR,
TpUeMally SAHOBPEMERHG C TORA bypO3IEMHIL

EnvospemenHaTa ynotpeda Ha nepopanci PO LA ¢ nansnepuilod HE C& NpenopLyed, Th




KATO MANHIEPWAOH € AKTHBEH MeTAsonHT HA PHCNEPHIOH H ROMOHHAIMATA Ha JEETE NEKApPCTBA MOKE
a4 A0pens Ao AONBMHUTEAHA CRCIINIH UHA HAa AKTHRHA AHTHNCH KOTHYHA ¢pﬂEI.IHH.

4,6 BpemMepntLT H KbMeHe

BpemeHHoCcT

HisMa DoCTAaTbah AaEWW 33 yRotpeSara w3 puonepunon nipH Gpemernd  werH. CLriacho
NOCTMApkeTHIIFOBH  JaHHK OOparHM2  exCTpanHpaMHina cUMATOMATHKA TPH HOBOPOASHE &
nabmonagaka cnel ynorpe$a Ha PHCTIEPHAOH MO BPEME HA TOCNEJHOTO TPHMECeund Ha
DpeMEHHOCTTA. 3aT0OBA HOBOPOINEHHTE TpRbBEa L3 ce KOHTROMTHPAT BHHMATENHO, PUCTIEpHOICH HE €
teparoreded NpH IPOy4BAHHI € HRBOTHY, HO ca HadmooapallW ApYrH BAIOBE TORCHUIOCT BRPXY
PenpOLYKTHBHATA  CHCTEMA (e, Touwkn 5.3). [lorenunantgaT - DHCR npd xopa He &
wgeeTen.Crenosarentzo POHHJIAT 11e Tpadea Ja ce H3nOM3Ea NpH SpemMeHHOCT, OCBEH B Cyyal Ha
KaTeropuuna HeoGxonuMocT. AKO e HeOBXOIHMO T4 BBIe COpAH N0 BPEME Ha OPEMEHHOCTTR, TOBA HE
TpAGEA B3 CTARA N3RETHDIR,

Kipmene

Tlpu mpoy4EAHEA © AKHBOTHY € YCTAHOBEHD, HC PHCMEPHACH H F-XHAPOKCH-PUCICPHAOH CF QTOSIAT B
MALKOTO. WCTAHOBEHO €, g PUCTICIHACH H QXU OPOKCH-PRCTICHHAOH €8 OTOEA 1 B KhpMAT B MaJTRH
ko decTaa. HAMA HANMMAMA JAHHH 33 HEWENAHY PRakLHY Dkt KbPMAtera. Creaopare/ido NONATA 07
KL{IMEHETD & TO-IOAAMA B CPABHEHUS & TTOTEHUHAMHHA PUCK 32 DETETD.

4.7 Edpext BEPXY cnocolnocTTa 32 wodnpaHe 1 38 padora ¢ MAKIHHA

POHMAT MOMKE f2 1M MAHUWANEH WAG YuePes ediext EBpXY CNOCODHCCITA 34 WORRPAHE 1 34
pafiora ¢ MalliHH [OPATH NOTEIUNATHHA ediexT BLPXY HEpEHETA CHCTEMA M RBPXY SPEHMETC (B
Touka 4.8}, CnenoeartenHe naUHEHTHTE TpaGea a3 GLOaT (HRETBAHH 04 HE [ohRpaT W A3 He paboTAT
¢ WAILIHH, ACKATO HE CTAHE W3BECTHA TAXHATA KHIHBHIYANHA LyBCTH MTEJTHOCT KBM NERapCTROTO.

4.8 Hemenan peakLHEn

Haii-yerTo chOGMIABANHTE HERENaHH IEKAPCTECIIH PEAKLINH (HJIP) {paanpocTpaHenue = 10%} ca:
NAPKHHCOBHFBM, TNABOOONHE W DeICEAHE. Mo-mony cneasar peHuks HIIP, 3a koHTO co ¢hodmasa 8
KAHIYHHTE POUYUBZHUR B MNOCTMAPKSTHHIOBHA NSpHOA. Tlpunarar cg cagounTe TEPMMHE 34
wecToTaTa: MHOTO yecTi (= 1/10), vectn (>1/100 1o <1/ 1), peveery (=1/1000 no <] A0, peawm
(>1/10,000 ao <1/1000), MHOrCG pansh (<110 00}, ¢ Hep3BecTHA MECTUTA (OT HATHUHWTE JAHEH 1i¢
Ma#e Aa Gb0¢ HanpaseHa DIEHKa),

B pamMxiTe Ha BCAKO MPYNHPAHE B 3ABHCHMOCT OT MECTOTATA HEAKENAHHTE IEKAPLTEEHH pSaKLH €2
3G pospar B HU3XOAAU PEX RO OTHOWISHHE HA TAXHATA CEpHOZHOCT.

HepteNaHd NeKARETBEHIL PEAKIHH KO MedDRA Gaja DanuH Ha CHCTEMO-OPraHRNl KNAroBL

Wi neneanun

Hecmu [TOMUIEHHE §(3 NPONAKTHE B KPBETA, NOBHIDABAKE HA TernoTa

Hevecmu VrbaxapaHe Ha QT-HHTepBLNA HA KAPINOTpamMaTa, nATONOMRYUHA
/EKTPOKAPIHOMPAMA, NOBULICHHE HA KPBBHATA JAXP,
nOBHILIEHHE 113 TPAHCAMHHASHTE, HAMANISHHE Ha {ETHTE KPEBEH
<IETKN, NOBHILEHHE HA TENECHATA TEMNEPATY DA, NORHUISH e B
e0IHHOMATTE, IAMATEHHE HA xepornoDNHA, I0BUUIEHHS HA
kpeaTHEGOCHORIHAIATA B KPRETA

Penki {TamaHe HAa TEAECHATA TEMNEparypa

Copneunn HAPYICHns

YecTii TaxykapaHi

Heuecmn ATpuoBeHTpIKynapes Gnok, SenpeH BnoK, NpeackpLH

Cunycesa Gpanukapivs, naTMHTALHA




Hapywerns HA K'ATA H THMpIATA CHETEMA

HeyeeTH ANEMHE, TPOMBOIHTOIEHHA

Penxu [padyOLHTONEHHA

{ HEH3BECTHE MECTOTA ATPARYNOUHTO3A

Hapyulenug HA HEPBRATA CHCTCMA

Munza vacmi TIAPKUHCOHHIEM , r1as0sonne

Yeoru AKATHIHG, CBCTORLPTEX, TPEMOP, AHCTOHKA,COMIIQTERTHOCT,
CEIHpaHe, NETAPrHA, DHCKHAEINA

Heveemu Hepearnpane Iia CTHMY.1H, 33ryGa Ha Ch3HAHHE,

CHHRON, TIOOTHCHAT( HHBD Ha CHIHAHRETD, MOIEIHOCEIOE
HHITHIEHT, HpeXOIeH HCXeMHUEH NPHCTE M TH3APTPHA,
HAPYILIEHHE HA BHHMAHWETD, XUNEPCOMHMA, CBCTORBRTEH NPH
cTOEHE NPAB, HAPYWEHNE 113 FAEHOBECHETD, KEHCHA ZHOKHHESNA,
HAPYLUSHIE HA roBCpa, Hapyena KQOPOHHAWWA, XUNSCTEIHA

Fenky HesponerrTuue Manurued CHHIPOM, AHaBeTHa KoMa,
MOZBYHOCTIOR) YEPERIAHE, MO3BYHA MCXEMHI, IBHRATCNHH
HAPYIIEHHA

HapynieHua HA 04UNTE

Yactn HeACHY BIAIAHE

Heavecmu K OHIFHKTHBHE, OHHA XHITCHEMHI, CEKET OT OHKTE, OTOK HA
QYHTE, CYXH OuH,TOBHIDEN ChI300TIENIHE, doTodolna

Penxu HamMalleHa 3pHTeNHa DOTPOTA, BEPTEHE Ha OHHTE, TAayKaMa

HapyuleRua HA YXOTC B JaHDHATS

Heuectnt BORKa B ¥XOTO, LIyM B YILHTE

PecnHpaTopHNE, FPLAHH H MeanacTRMAAHN HAPYILEH

Yeonu JlMcrnuen, eNHCTAKCHE, KATUNWLA, CERPET OT HOCA, {ONKE BB
(pAPHHECH T TAPHHECA,

Hewecmu CBHPKAHE, ACTHPALHOHHE THEBMOHHA, Deonpaden 3acToH,
AANYIUGHEA BA AXIDEHETO, XPUNOBE, KOHTCETHA Ha [HRATEIHHTE
TETHILA, JHCOHNA,

Pengu CHIAROM HA aTHEs TTo epeMe (1 ChH, XHNSPBEHTHIAUHA

CroMamno-4peBHH HADYIICHHH

Yectn TNoBpsllane, AHApKs, 3anes, raleHe, fonka B kopesa,
OHCTIENCHA, EYX0TE B YCTATA, CTOMALWICH mickompopT

Heuectnu TIncaris, TacTpHT, eKansa HIKOHTHHEHLNA, diexanom

Pedwu OOUTPYRUMA Ha SepBaTa, NAKPEATHT, GTOK HA YCTHHTE, XEeHIHT

Hapyurenua na Gulpennte 1 naxoyHNETe THTHILA

HecTH Exypeza

Heuectn TIM3YPUs, HeanspRane Ha YPTHATA, TONAKHYPUL

Hapywenid H3 KOKATE B NOIK0KIATA TEEAN

Yecrn COpHE, EpHTEMa

Hewecmu AHTHOBIEM, NCIHH HE KORET, FRPUAIAAE Ha KORATE, CRpOeW,

AKHE, TEMUrMelI THPEHE FLa KOMATA, ANQITCLIHA, cehopesH
OEPMATHT, CYXA KOHA, XHICPEEPATE3A

Peakn [leproT

Hapywess Ha MYCKYAHO-CXeNeTRATA CHCTCMA H C1LEAHEHTENHATA THEAH

YeoTu ApTpantug, 6onka B repha, GONKA B KPAHHHLINTES
Hexecru Mycrkynna cnadoct, MuairHa, HOnKa BBE BpaTa,

OTOK 113 CTABHTE,
HApYWEHHE Ha CTOMKATA, CROBAHOCT 11i CTABHTE, £0JKA B
MYCKYTIWTE ¥ KOTTWTE na TIRRRUA Kol

PenxH PadacmMuoniia

Hapymenis Ha eHAOKPUAHATA CHLTEMA




Peakn HecnoTeeTCTRATLA CEXPELA HA AHTHIWYPETHICH XOIMOH

Hapyuienus ua MeTadonnima H XpAHERETO

UeeTH [TopHUIEH aNeTHT, HaMATeH anerHY

HeuecTH AHOPEKCHS, NTRMHIHOCHA

MHuoro penkH [rafeTna keToAUM IO

C HeH3IReCTHA YOCTOTA BoaHa HHTOKCHKAUHA

Hedexuue v HadecTALHA

Yecmi TTHeBMOHWE, TR, Gpowyut, HHQexUy Ha FOPHUTE JHXATENRH
METHLIA, HHHEKIHE HA THKOUHHTE DETHILE

Heveeriu CHHY3SHT, BHPYCHI HHPEELTH, HHGEKLHI HA YXOT0, AHrKHA,

LIBJYTIMT, BBINANEHHE Ha CPSIHATO ¥XK0, HH eKLIH Ha OUHTE,
TOKARH3UPAHE HHDeKWHA, akapORCPMATHT, WHBEKLIHHE Ha
MHXATEMHHTE METHIE, OHHXOMH KO3

Pedwut XPOHHUHO BEANAMEHHC HA CPRIHOTO ¥RL

CraDEH HAPYWEHHA

HewglTH ¥unoTOHKS, OPTOCTATHYIIZ XHNOTOHHIA, 3AUCPBRBARL

QLM HAPYILEHHEA H ederTH Hi MACTOTO Ha NPHATKCHKHS

YeeTH TeMneparypa, yMopa, nepHfepEH OTCLH, ACTCHHA, Gnnxa B
TRROUTE

Henect# CrroK KA THUETO, LAy el e Ha NOXOAKATE, AGHOPMHK

yCemailHg, HepaiMOIDHeHUe, rpH OOMoA0iHN CHMOTOMHE,

FARAD, DHCROWMGONT B CEPANTS.CTY LSHIL TRBIKH
Fenxw TeHepany2upan DTOK, XHITOTEpMHA, 35CTUHEHTEH CHHAPOM,

CTYICHH KpafHHIN
Hapymeusst HA HMYHIATA CHCTEMA

Hevetty CBDEXYYBCTRHTEIIHOCT

Peoru TekapeTeeHa CRPBXUYBCTRHTEMHOCT

C HEU3EECTIRA YECHIONI AnaduaakriiuHa peaKuUs

Xemaro-GATHAPIH HAPYIICHHA

Penrn BaTenHuA

HapywleHidA Ha SLANpOW3BOIMTEMHATA CHCTEMA B MERAATA

HeHecTH AMEHOpESR, ifapymela cexcyantia gy KK, EpCKTIIN

AHCHYHEINA, HEYCNEX Ha SAKYNALHATA, TANAKTOREA,
THHEKOMACTHA, HepenosHa MeHCTRYATEA, BANG TEYEHHE

PengH [IpHETTHIBM

F¢HXHYHE HAPYILEHHA

AMriozo vecmu ReachHUE

YectR TpepoHocT, DEAMOKCHCTRO, HAPY IEHRE HA CBHA

Heuecti CLCTOREME Ha 0ORpEAHOCT, MAHIEA, TOITHEHATA aninmoo,
ANATHI, HEPBHOCT

Pedru AHODraIMEa, NPHTEREN HekT

XHMepOpONAKTHHCM WA B HEEDH CAyJaH BOOH 10 CHHCHOMACTIR, HAPYLIEHIH Ha MORETHYAUHATR, AMERopey , [ANSETHICA.
EKCTPaNMIMBAIIH  HApYIISHHs Mowke 03 BA ! MAPKMACOUNTEM (ODHIHA CAMHBRUASA, BTRENVIABAHS HA  CHENETHATE
MYCHKYARTYP, TAPKUACOTIMTENM, JTHPABCHS, PHCHAHOST KaTe $p{HaTo KONEND, OpaIHKHHEIHA, XHOOKHREIHY, MACKOBHUHD
NHUE, MYCKYNHO RAOPEXKEHHs, LKHIUETHA, BRATHA PHIHLNGET, MYCEKYARL PHIHAHOLT, NAPKHHCOHORY noNoaKa B adiopMed
pedierc ua TaedenaTa),akaTHIHA {EReamOKONCTEY, XHIIEPKHHETNA W CUHIPOM Ha WEEOKOIIHA FDaK], TREMOP, BACIHHETHA,
[AMCKHACIHA, MYCKYIRH ItOTPenBaHAd, KOPeMTETIsE, ATETOTE H M HORN0INY ], JHCTIHA. JMCTORHATA BEMHIED OHCTOHAR,
MYCKYAHH  CITASWH, NWOEPTOHHA, TOPTHRGAHMG, HEBDIEDH MYCEYAHH  KOHI[ELAR, HONTDARIYRI  Ha RYCEY IRTE,
Gnedapocnainel, ORYJIOTHRHA, MAPANMIE B3 EIMKR, JHOSTH  CHAIMA, PApHEIrOENaaLN,  MHOTOHHS, DOHCTOTOHYC,
AnOfAPMMIBANEY. COEFM, [IEBPOTOTONYE, TR HA E3ikd 4 UemOCTHA oipdBoeT, THEMOpET BEMOCBA TpRHOpP H
QCTATRYSH MAPKNHEOHOB TLREMOp. T]:I-Jiﬁﬂﬂ o3 co ordenesx, Y& Cd BKITHMENH INHPDE CIEKTRP OF CHMITFOMH, 100 HE B
HEoSXOTHMG TE 13 HMAT SRCTPETIHPE HEEIL TTROHIXO 1.




Cneppa cniesk ua HIIP, cesp3ann C PHACTISPHACH, KOUTO <4 gnpedeneHy kato HIIP o speMé H
KIHHYIHUTE TIPOySBaHHA, H3CALIBal SPNroneHCTRAINA HICREKLIHOHEH PHCEPHADH , HG KOUTO BE
ca onpeneneny kate HIP npu KIHHIMHE MPOYHBARHA Ha TEpOPANHNA PUCTIEPHADH.

B Tasx Ta0IHUE He ¢a BKNoueHy oHe3H HIIP, konTo ca CIEUHatie CBLPIAHH C© HHAKCKIMOHHWA HAMIH
HA NpHIHYHRSHES B pHETICPHIOH,

NonsAMHTENIHA HEMETAHH NEKAPCTBEHN DEAKUHH, 38 KOHTH ¢t cROOIABRE NPH HHESKLUHATHEE
PHCAEPNACH, HO e i IIPH NEPOPATHHSA PHCALPIAGH , wnacaduunpann no Med DRA Daia naHsy
HA CHCTEMO-0PTAHHI KAACOBE,

HacneasanHa

HamansBaHe HE Ternoro, TMOBUILEHHS HA rama-CIyTamki-Tpancdepazara,  MOBHIISHHES Ha
YepHOLPODHATE CHINMH

CEpasani HAPyERNS

BpaagikapiHA

HapyuieHHel HA KPEBLTA 11 TNMGHATA CHCTEMA

HeyrponenHa

Hapyu¢Hid HA HEPEHATA CHLTEMA

[Tapectesnd, MPUIATEK

HapyiicHHA Ha OYITE

bredapotnazeh

Hapymenns Ha YXoT0 H NabapunTa

CReTOBBDPTEEK

YBpeHIAIHa HA FACTPOHHTECTHHANHAR ThakT

ILG0H0N, CNATHM Ha S3HMKI

HapylWeHHRA 112 KOKATA 6 [0AK0HATA THKAH

Exraema

HapyLleHNA Ka MYCKYIHO-CHENeTHATA LHCTEMS H CHEIHENTLIHATA ThKAI
Boka B CeOANHIMHEA MYCKY

Hnderuti « EHgecTanH

MitheKuiH Ha JONHATE AHXATETHH MHTHLL, HEeR MM, FACTPoEHTERHT, NOLKRMKEH abcnec
HapaHABAHHA H OTPABAHHA

[Tanade

CnaoBH HADYWIEH

K HTTepTOHNA

OFH HAPYIWERHA H eheKTH Ha MACTOTO A NMPHAOKEHNE

Eonxa

TMcesx HYHH HAPYEHHA

Henpecun

Erbapmiu sa kgca

KakTd H ¢ BOHYKH APYrH aHTHNCHXOTULM, @ MHOIO PEAKH cnygad B NOCTMAPKETHIITOBUA [1epHOL ce
choBIARa 33 YARUEARaHe HA QT-HHTEPBARA CIEN TIPHCM Ha PHETIEPHAOH. JADYTH ChPARYHH eekTH
OT TOZW KIac, 3a KOHTO ce ChOGIABA N AHTHTIC HXOTHINTE, KOHTO yabmmapar (T-HHTERBANA,
BiniOYBAT KAMEpHA APKTMHA, BHESATIHA CMEDT, CHPASHEY 2pecT @ Torsedes de Pointes,

Togauaane No Besno

[pn ¢paBHenve Ha TPy BL3PACTHH NAlHCHTY ¢ whzodpeHHl, OTTOBADSIUM HA KpuTepld 34
noKaMBAHE 113 TECNO =7 % OT TeNECHOTO TETNO, TRETHPAHH FLOTBETHO ¢ PACTIEPHOCH H ¢ NNAUEO0 B
chopHH 6- 00 B-CenmuyHH nanefo  KOHTPORHPAHH KIMHUYHH  NPOYMBARIA, CF yOTAHOBARA
CTATHCTHYSCKY ZHIYMMO NO-TONAMO NOKAUBAHES HA Terad [pH rpynata ¢ pucnepupon(is%a), B
CpaBHEHAE © PYNaTa ¢ mnauedo {9%). Tipn CuiHpaTenHu AnaueSo KOHTPONUPEHH 3-CeAMHIHE
NpoyIBAHHA NP PL3PACTHY TAMEHTH ¢ OCTRA MAHTA [pouenTsT Ha NOBHIIABAHS Ha TerN0T




B Kpasd H2 HICTIGARAHETO ¢ CPABHNMO IPH JBETS IPYTIH - pucnepnicH (2,5%) u mraugho (2,4%) - 4

o MamKa TID-EHCOK TNV KOWTPONHATS TPYIa (3,3%). B roaynaly 114 024 W HHOWH € nopeIenyeCkH
¥ Opyfd pascTpoicTea ¢ LECTPYKTMEHO MOBENCHHE, ApPM ARAFGCPOUHH NpOYUBAHUA TErNOTO CE
YBENHUABA CPEnHO ¢pe 7,3 Kg cnell 12 Meceua AeueHue, JHaKpAROTO MOKAYBAAE HA TEMIO 34 FIAPABHTE
Iewa Ha BR3pAcT OT 5 no 12 roaHey € 3 a0 5 kg rogrong. Or 12 a0 16 TOTMITV TOBL TICRZMEINE HA
rerng OT3 mo 5 kg rogHumo ¢f HOLOBREA OpH MOMHIETATA, AOKATO MOMUETATA HALNABAT
NPRGAWIMTENHD 3 KZ FOAHIDHO.

ﬂﬂ]‘]‘bHHHTEHHﬁ HHﬂ}_DEMEIlHH 34 CneUHanHH rpynid TauueHTH

HemenaHHTE NEKAPCTRERH PAKUHE NPW NALUEHTI B ¢TRpUecKa BEIPACT © AEMEHLNA WITH NDH paf<dit:]
33 KOHTO CE CHOGUIaBa NO-YECTo, DTRONKDTO NPH BRIPACTIIR NALHEHTH, CA OIHCARY 110 O0NY:

Haytenmy 6 CMAaPNECKd EbIpach € eEMERYUA

TIps kAUHEMHY NPOYYEAHRS ¢ NAEHTH B CTApiCeka apapact ¢ Aevenuns karo HIIF ca ChHDEHNA
pexodHH HEXEMAUHK NPHCTBNE H MOTEYIIOCEAOBKH HHLHIEHTH ¢ HECTo1a ChOTESTHD o1 4% 1 1,5%.
B gomblHSHMUE, CIEMIWTE HIP o crobeHH ¢ YECTOTA =5%, NPK NATMEHTH B CTAPYECKA ph3pacT C
fementMa (Te ce Hadmopapar no4YTH N8a MBTH 0-4ecTD, OTKOMKOTO TIpM APYrHTE BR3PACTHR
TarHeHTH): HEPEKUHE HE THKOUAWTE TR, nepudiepHH OTOLLT, NETAPTHA H KAUINHU.

Hena

Coobilasa Ce 33 CIETHHTE HeKeNaHH NSKAPCTEEHW PEARLMH © yeCTOTa 5% DpH Acua H KHOLWH (Ha
prapacT OT 5 1o 17 romunu), KOHIO C€ HaBMOIABaT MOYTH 1Ba NETH [0-YECTO, OTKOAKOTS MpPH
K IHHISHH NPOYYBAHAA NpH BRIPacTen. i IMWBOCT LEANDANE, YMOPL, rnasobonde, TaRMUIEH AnCTHT,
MIOBPEUUAHE, HH{PeEUMH HE TORHITIC AMxaTENHH OHTHIUE, HA3anH3 KOHMECTHA, EOpeMHi Bonka,
CRETOBBPTEN, KALUTHUG, TEMNENaTyPa, TPEMOP, JHAPHA H BHYpe3NC.

4,9 Tlpexosnpane
LI OMY

Hal-oBMmo, CHMITOMHTE M TpHIHALMTE Ca TEIM, XOWTO &2 pesyNTAT Of (O-CHARD WipajABte Hi
H3BerTHHTE (ApMARONAruuHH ehekTH HA pUETCPIICH. Te BKMOYBAT CLHIHBOLT W CERHPAHE,
TaXHKAPAMA H XHMNOTOHHS, W EKCTRANUPAMHLHH CHMITOMH. fIpu HpenoskpaHe o¢ chobulapa 3a
yoBJI#ABARE HA QT-HHTEpBANL n 34 MEpHOBE, na Torsade dp Poinis ¢ cnofulasn bR BRIKA ©
KOMGHHHPAHO TIPEIO3MPAHS Ha POHHWIA » mapokeeTnd. B cyuall Ha QCTPO MPEnOsHpanes, Tpabea
oa e B38Me npelBiil BBIMOEHLCTIA 48 CA BKN KMEHW MHOTO JIEKAPCTEA.

JTeyerie

OcurypeTe W NOSAEDRAATE NPOXOTUMH IHXATEIHHTE THTHINE, 33 13 MEKE Aa Hba allckBaTHa
okcureHALME H BeHTHRALMA. TpAdsa na ce oBCHIM M3BBPUIBAHETO HA CTOMAWIEH NABAR {cmei,
MHTYGMpPaHETO, aKO NALUHEHTET ¢ P feachauafe) W DABAHETO HA AKTHRSH BBINEH 38GRHO CBC
cHABHTEIHH CPEACTRE, CAMO KOTard NeKapeTBOTa € NPHETO TIPSR MO-MaNKo OT eRHE 1ac , Tpabsa Aa
ce madOWHe HeTAlaEuD MOEMTODHDAHS HA ChpaeTHO-CHAOBATA CHCTEMZ H TOBa TPAGBEA 04 BRAKMER
RpOABIRHTENHY MOHUTOPHDAHE Ha eNEKTPORApAROTpAMATA, 34 18 CE YNIORAT BBEIMOMHATE APHTMHA.
Ia POHHMIAT mama creudfpuued {HTHACT, Tlopaan Tosa Tpaliea A ce NOCTAHOBAT CBOTBETHM
NOIABPAAMY MEpKY., XHNOTOHAATA | IMPKYNATOPHHA KONANC Tpafisa Aa OuiaT nexyBaHW CbC
CLOTEETHI MEPKY KaT( BEHOIHD BIHBAHE Ha TEUHOCTH n/HAH Ha CHMAATHEOMHMETHITH, B cayall Ha
TeKA EKCTPANHPAMIIHA CHMITOMATHKA TpaGpa fa ce Nanar AHTUXCAHHERrHHRH CPEOCTEA.
ORIMITENHOTO MeTHUMHCKO HAGIIOISHHE M mounTopupae TPAORL 13 NpOARLEAT, OOKATO
MAIHEHTET C& Bh3CTAHORM.




5. PAPMAKOJIOTUIHY CBOUCTBA

3.1 PapmMAE0IHEAMHMEHH CBORCTRA

DapMaKOTEPANEPTHYHA rpyna: yyrH AHTHNCHXOTHLA, ATC ko NOSAXOS
Meranusss HE GelCRIgNE

PUCHEpUIOH € CENEKTHREH MOHOAMWHEPTHICH ARTAMOHHCT € yAuKaniy ceolictea . To# HMa BHCOK
adpuIATET KbM CEPOTOHHHEPIHURNTE 5-HT2 u aonamenepruvpnTe D2 pelenTopi. Prenepidon ce
cpep3sa # ¢ anda l-anpenepruiNHTe pENENTOPM, W © MO-HHCHK apuunter kM Hl -
SUCTAMHHEPTWHUHUTE H anda 2-aRpeHeprHyHKTE PelerTopH. PucnepHaoH HAME adHHUTET KbM
XONMHeprHYNHTE PeURITOpH. BEIPERH, 4 PUCNEPUIOH & MOLLEH D2 aHTAroHIET, 33 KOSTO ©F CHHTE,
yg MoACGPABA TIORMTHBHHTE CHMMTUMH TIPH wysodpenns, Tof BOAW 10 no-crabo NOOTHCKAHE Ha
NEHTATETHATS AKTHBHOCT M fo-cnafa KATANENCHH, OTEOAROTO KMNACHMECKHIC AHTANCHXCOTHLH,
EﬂﬂﬂHﬂH{}ﬂHHHT OEHTRAMEH CEPGTDHHHUE M JamasMunoe AHTATOHWIBM MOWE A HAMANAT
BE]J{]HTHDCITR 14 NMoABEd HA -E}EGT[}EIHH]}EMH,EHH HemETIAHH ]:JE-H}I:IJ.HH H A4 |3IEL'31|.[H|ZIHT TEpElHEB’TH‘:I.HEiTCI
AeticTBHE 38 NOBIHABANS HA HETATHREHTE H aQieKTHBHIATE CIMITOMI HE IMHIOq PRHUATA.

diapmarodinasuNg efiermu
Hiusodipanud

EHEKTHRHOCTE Ha PUCITEPHIOH NPH KPATROCHOMHO ACHEHHE Ha wHAchpeHA ¢ YOTAaHOBSHA B HETHPH
Npoy4BAHHEA, & NPONBILAHTENHOCT oT 4 no B cenMHUM, NpH KOMTQ Ca BRIGHEHH 2 500 IAaLHEHTH,
KOHTO OTTOBAPAT Ha KPHTEpHMTE 38 mizodiperKa, onpeneaeHd B DSM-1V. B enno H-CEIMHHHO,
nmauefe KOHTPOMUPARG KNHKHYHO NPOYMBAHE, KO0 EHIOMBA EOPWIFfRMS wa 03T HA
prcHepAcH 00 10 mg Ha agH, pasfeneHd ka 2 [pHEMa JHERHD, PHCTEPHIDH € C no-nobEp eext B
gpappenye ¢ NAaueSo ne OTHOWSHHE Ha oBIIHS cOOp OT KPATKATA MCHXMATPHINA chana 33 OueHka
[BPRS] B envo 8-cenmuuwo, naauefo KOHTPOMMpAHD KNHHEHHO DPOYHBANHE C HETHRH HKCHPAHW
Aozu puenepuacd (2, 9,10, H 16 wig JHEERHO, IAdeHd OBa NETH [HEsHO), BCMYKWTE 4 TPYNT HA
pHCepw/I0H ¢a € N0-A061p edekT B CPABHERHE C nnauefo ne oToWenHe Ha oSwmud chop nO CranaTa
33 MORUTHEHE W HETATHERH CHMITOMH {PANSE). B eano L=CEAMUYII0 KNHHHYHO npoyHBIHE 33
CpABHARARE Ha JQ3MTE, BKNKOUBZIND 5 §MECHDAHW 003K pHCnepHAoH (1.4, 812, 0 16 Mg JHSEHO,
MANEHH B4 NBTH JHERND), TPYNWTE HA PUCITCRHION B G034 4, 8, 1 16 mg AHSRHO HMAT NO-N0GHP
afhewt & CIHBHEHKE C IPYNATE HA PHCMCPHACH B 11033 | thg na OTHOWEHHE HA DDA chiop no PANSS,
B egno 4-CEOMUEMHO, NAAUEB0 wOHTPOMIpand KIMHEMHO NPOY4Bale 33 CPaBHABAHR H2 A03NTe
pucnepHAoH {4 n § mg nHesHD, AaleHH BEANLA NHEBHO} M [BETE TPYOW HA PHCOEPHACH HMET o=
nofiep edekT B CpaBHeHdE C Mnanebo No OTHOUIEHNC Ha kgkonEo oT pesynvature no PANSS u
MIMepBaHeTo Ha OTroBopa (>Z0% HAMATCHIE HA oBima chop no PANSS). B eane no-GrirocpotiHe
RAWHHYHO TPOYMBAHE ¢ BBIPACTHH amBYAITOPEY NAUMSITH, KOWTO OTIOBAPAT HA KpPHTEPHY 33
misodpeiia Ha DEM-TV 1 kouTo MPR NPHDOKEHIE na AHTHNCHXOTHYHA TEpanHd ca KIMHHICCRH
CTABMIKE NOHE 31 & CEaMHUM, Ca PAHIOMU3HDAHH KLM Tpyna, TeNyH akala prcnepuoon oT 2 10 8 mg
Ha Oei, MM KLM [Pyna ¢ XaJionepidion, 3a 1 no 2 roapvu, a 23 Guoar HaGnIasaHE 38 NOABA HA
peuaue. [[auMeHTHTe, KOUTO oy HaBsaT puciepiioH, HMAT 3HATHTENNIO TIO-IRABT Tepudil OT BRpEME

0 PeLiHAHE B CPABHENNE T TDYIETA B MRIMERTITIE Ha nEMeHs © XATONepHIoT.

Monuting emusofu npu GunoRap K PASCHpPOicHea

EdiKacHOCTTA HE MOHOTEPANMATA ¢ PUCOEPHAOH [pPY HenOCPEACTBEHO JEHEHNE HA MaHUiHVTE
eAHEOMH, CELPIANH C ORIUAAPHO PACTPOHCTRO [, ¢4 AEMOHCTPUPAKK & TPY ABOKHO-CNENT, nnauebo
KOHTpOJHPAHH TIPOYYBAHWA HA MOHOTERATHITA fTpH  NPHOTHANTENHO 220 nauHeHTH, FOHTO HUMAT
BHIIOARPHO PACTPoAcTBO [ BB3 OCHOEL 2 RPHTEPHHTE HA DSM-I1Y, TlpH TpH OT NpOYUBAHHATA
PHEREPHADH B 1032 ©T 1 10 & mg AHEBHG {HAULTHA NOIMPOBKA 3 ME B JIBS IPOYYBAHHI ¥ 7 mg B SAHO
NpOYHBAHE} HMZ 3HAYHTEMHO mo-mofup efexT B CPABICHWE C nragedo Opi NpedBapHTENHD
Onpee/TeHHA TLPEAYER KPRt TPk, T.8. PO ANETE WA b cop 0T OLEHBYHATA CKald
wa Young [YMRS] 0T 43x0NHOTO HUBO 10 TPET2TE CCAMULA. BTOpUYHHTE PE3¥NTATH 3




g OOHKHOBEHO B ChOTBETCTBHE ¢ TMBPRHMAMA pezynTal, TIpOUEHTWT OT TIRUAEHTHTE, KOWIG WMAT
HastaeHre =50% na ofmus cbop or YMES 0T M3XOIHOTO HARD OO 3-TaTa cenmuUa, ¢ 2HAYHTETHO
MO-EHCOK ¢ PHCTIEPHAGCH, OTHDIKOTO © nnaueSo. EqHo OT TPHTE [IPOYMBaHHA BKMIOHBA Ipyna 3a
NeNEHUE & XANOTIEPHADA ¥ 9-ceAMHUHA ABOKHO-CMANE (aia HA HOLABLPKALIO JIEHEHHE. EdHKracHoeTTa
Cé TIORABPEKA NIC BPEME Ha LEnua S-ceAMHUEH NepHOL Ha (OANBIAALLIO neacHHe, [IpoMsHATA HA
oS ¢fop or YMRS 0T H3x0UHOTO HHBO ITHXAIA NPONBNAHIEIHO ToROBPEHHE B & CPABHHMA 34
PUCTIEPHIOH H XaN0TepHAT Ha 12-Ta CeAMHIE.

Ederirenccria W3 PUONEDUINN B A0NBITHEHHS KA CTAPWMITM2ATOPHTE HA HACTPOCHHETSR TERH
MEYSHUETO HE OCTPATA MAHUA © NOKA3EHA B CIHO OT ABETC J-ceaMutHE apoiHo-cnenH NPoYURAHHA
npu npHGoMzRInHO 300 nauHeHTH, KOHTO OTPOBAPAT HA gpuTepHuTe Ha DSM-IV 33 GHNCNAPHO
paserpoiictea L B e0HO 3-CenMUMHO NPOYHBIHE pueTeprIon B 4033 OT | oo & tng NHEBHG, KaTo ce
3aTIouBA ¢ 2 ME LHEBHO, NAdeH B JONBIHEHRE K:M AHTHIt WOH BAANPOAT, € ¢ I0-100%p ediekT OT
NTHTHA KNH BaINpoara, Jagedd Oe3 PHCNEPHICH, NpH NpeOBApHTENHD ONpEaeneHaTa NbPBHIHA
KpafiHa Touka, T.€. TPOMIHATA 1A 0O ¢Bop o7 YMRS 0T {3X0AHOTO HUEO 1O 3-Ta COAMHUA.

[Tpu BTopo 3-ceAMHUHO IpOYYRaHe pulTIEPrHADE B 1033 OT 1 m¢ 6 mg AHEBHO ¢ Hauanya 103a o7 2mg
AHEBHO AATEH 3ASAHO ¢ IHTHE, BAADROAT KN RapaMazelliy, He @ [o-IoLp OT NWTHE, SAANPOAT HIK
KapbaMaieTH, JA02HH §e3 PHCNCPHIOH, NPH HAMANRBAHE HA peaymrata o ¥R, EARD BLOMOTERS
OGACHENWE 33 HEYCOEXA HA TOBA HICTEIBAHS € HHAYKLWATA M3 KMHDPRHCA HA PHCTTEPHOOH H Q-
KHAPOKCH-PHENEPHIOH OT xapdaMaselii, KOETo BOAH A0 NO-HHCKH OT TEPANSRTHYHHTS HHBA Ha
PHCNEPHIOH W 9-xuapokeH-preneprIoH. [Ipa H3KMOUBAHE Ha TEYNATA Ha xapOamasefHi OT post-hoc
aHANHIA PHCNENMAOH, KOMOHHUPEH ¢ NUTHIE MAH BAANpOAT, HMA Me-1005p ediekT OT THTHE 1nH
BANIPOAT, fAaneHy §e3 PHCREPUIOH, 22 HAMAICHHE Ha ofiinua chop ot YMRS.

Mepeucmupawa a2pecus npu JeMeryus

EfuKacHorTTa Ha PUCIIERHAOH TIPW neqeHdE HA OOBETEHMECKH M MCHXOTHYHA CHMOTOME TipM
nemeruys (BPSD), kouTo BKNWABAT HAPYWEHRNA B TIOBEACHHETO KATQ arpecBHOCT, TPEROWHOCT,
RCANO3A, AKTMBIOCT W AWPEKTHEHW HAPYLWEHMA, & NeMoHCTpHpana NpH 3 nnoHHO-GNETH, Nnauedo
kpHTpomMpard 12-CeaMHuHH npoydRaHHA HA 1 150 rauMedTH B CTApUYeCka BBLIPACT ¢ ABMCHIHI.
EQHOTC TPOyYBRHE BKIOMBA HRCHPAHT 103H pHenepHanH o1 0,5 1 M 2 mg LHEBRO. lpete
MpOYYBAKHA ¢ TEBKABH JO3W BEMHOMRAT PHCNEPHIOH B aGxeaT oT 0,5 1o 4 mg mHeBHO M CBOTBETHO OT
(0,5 ao 2 mp GHEBRO. PHCNEPIOCH HOREIEA CTATHCTHYECKH IHAYHME H KNIHHUYHO BIAHHA efesTHBHOCT
HPH NederHeTd HA Qrpecks W NO-MANEE ediewT NpH Je4eHHETO HA BY20YNaATA H TPEROraTa [pH
MaudedTy B CTAPHMECKA BB3PACT C NEMEHNHA (CROpen OUSHKETA 3B TATOAUTUA HA NOBSISHKETE B
OLIEHBUHATE £Xana 33 GONecTTa Ha ANuxafMep [BEHAVE-ADN] B B cKAAAT2 H2 Cohen-Mansfield za
sp36yaa [CMAI]). Edesmir 0T nEtenneTa ¢ pUcnepiios © HEFABHGHM OT peIyiTara oT HICICABAHETD
A MHEH-3CHeTBaHeTe Ha Temauen cratye (MMSE) w crefoBateliie ot TEWECTTA HA DEMEHLHATAE,
OT CESTHEHHTE ¢BOWCTEA HA PHCIEPULCH; OT HANHHHETO HEH NHNCATA HAa [CHXO3; OT BHAA 114
TEMEHIIHATA - Ha ATLXaiMEp, Chnoba UMK CMEecend. (Bac. Tousa 4.4}

Hoagedenuweckit PasCmpoliched

EdMracHoctTé H2 pUCnepHICH NpH ASCTRYKTHBHO OOEEAEHAE & ABMORCTRWRARA TPH LB AR HED-
CHEmY NAALCHD KOHTPOMHPAHI Npay BaHHA NpH Iprdmusarenio 240 (alUMeHTH Ha BB3PACT OT 5 A0
12 romWnH ¢ awareosa cnopen DSM-TV pascrpolctsa, © necrpykrusne noesnedne (PIIT) W
TpaKU4HA HETEMEKTYATHE MYHKIHA HIH NICKD HAiL yMEpeHO YMCTBEHD M30CTABAHE/3ATPYIHEHH ITPH
yuenero. [Ipi ABETS NPOYBAHHT PUCTIEPUAOH B 1033 0,02 1o 0,06 mgke/ned MoKa3BA IHAMUTEIHO
no-noep ebekT B CPABHEHHR C nnauedo IpY MPeIBApUTEAHC ONpeleneta NbpRRHa Kpaiiha TOUES,
T.2. TIPOMAHAT? OT H3XOAHOTD HUBO AD £-Ta CEIMHIIA HA PESYNTATHTE OT [IQBCKANATA 22 Ipofnesuoro
noeneiye o1 DOPMYAIPa 32 KTACHPAHE HA AETCROTO NOBEASHNE Ha Nisonger {N-CBRE).

5.2 PapMakoKHAETHYHH CBOACTEA

POHMJIATT nepopaneH pastoop € EuoexpnsanenTen nd POHHEJAIL (punMupaild TAONETKH.
Pucnepuacy €2 MeTabonKiHpa 0o Y-XHApOKCH-pHCNSPHAOH, KoiHTD HMa noncdda papmaxon
AKTHBHOGT KATO PHENEpRGOH (B, BroTpaiichapyaund | emIMHHMpaHE).




Abcopliyun

PucnepidoH ¢ a0copdupa HamLAHO CICH NEPOPANEH NpHeM, Karo JOCTHTA NHKORA ILNE3MEHA
xoHUEHTpauia 33 1 5o 2 vaca, ASCOAIOTHATA NepopanHa SuoHATHIHOCT HA PUCIEPUICH & 70 %
(CV=25%). OTHOCHTENHATA Nepopalia OMOHAMHHHOCT MA [WICMEPHACH OF Tabimerkara e 24 %o
(CY=10%) B cpapHeHue ¢ pazrhopa AGCOpSUMAT 11 Ce NOBNHABA OT XPaHa H 3ATORA pACTEPHTCN
Mofe A c¢ AZBA CBC WM Ge3 XpaHa PABHOBECHUTE CTORHOCTH 32 PHCNSPRICH C& NOCTHTAT 33 1 AeH
MpH TIOBEYETO MAIMEHTH. PaRiOBECHNTE CTOHHOCTA 113 9-XMApPOKCH-PHCTIEPHACH C& AOCTHIAT 38 4-3
AHH OT HAa4AnoTo Ha JO3TPAHETD.

Pasnpedengnie

Prcrepumon Ghpao ce pazmpenens i opraHusma, OO0eMET 113 PaPEieneHie ¢ 1-2 1/kg. B mnasmara
pHCNERpHAOH C& CBEPABA C anbyMWH U C andia-1-KHeSn MHKGIPOTENH, CBLPIEIHETD HA PACTIEPHIOH C
NNAIMEHTTE IPOTENHH & 90%, a ToBa Ha F-XHAPOKCH-pHoNEPUAOH & T7%0,

BruompancopMain o ETUMENUDORE

PhcnepiaoH ce metaSommanpa ot CYP 2D6 mo B-xuipokcH-PHCNEpRIGH, KoHTO HMa nOAo{Ha
apMaKonoruuna  AKTHBHOCT KAKTO PHCMRPUAOH. Pucnepuor  [THGC QoM IPOKCH-PHETIEPHAOH
ofipasyBaT AKTHBHATA AHTHNCHXOTHYHA gpakuna. CYP 2D6 e O6&KT Ha MeHeTHYSH NeNHMOPPHIE.
ExCTeHsHeAMTE  MeTsfomwzatopn CYP 2D6 Obpso mpespulliaT PUCOepHROHA B 5-XHODOKCH-
PUCTIEPHICH A0KaTO cnabiTe Merafomusatopr CYP 2D6 ro npeBphllaT MHOMG no-Hapye. Benpexn
Yg EKCTEHSHBHHTE WeTASOMMIATOpH HMST NO-HHCKA KOHUSNTPIUWE HE DHCMCPWOOH H no-EHCORA
EOHUBMTPAIME. Ha 9-XMAPOKCU-DUCNEPHIOH OT crabHre MeTAfoNH3ATOPH, HAPMIKORIHETHKATE HA
pHorEpRAoH B 9-Xu0POKCH-PHCNEPHACH B komBulauwa (T.e. aKTHBHATA AHTHIICHXOTHUHA dipaxuHz)
CE eTHHHYHA H MEOTOKPETHA TOIHPOBKA € CNOIHA NPH SKCTEIIZUBHNTE 1 cnaBiuTe MeTafoTHIATOPH
Ha CYP 2D46.

Jpyr meTalONHTEH NBT KA PUCTEPUAOH € N-neankunNpaHeTo. Hzcneapanua ir viire pa HOBEUIKHTS
yEpHOAPODHH MHKPOIOMHU NOKA3BAT, 4€ DHCNEPHACH B KIWHAMHO 3HaMHMA KOQHLEHTPAUA HE
HHXHOHpa IHAMHTENHD MeTASOMH3MA HA JICKADCTRATA, KOHTO GE merabonuznpar ot LHToXpoM P50
a0eHIMMUTe, BRTorTenHe CYP 1A2, CYP 246, CYP 2C8/9/10, CYP 2D6, CYP 2El, CYP JA4
CYP IAS. Erna cenMuua ofel KOTo € JaaeHa, 70% oT Dooard €@ SRCKPeTHpa ¢ ypHHaTa H 14% ¢
Jekamunte. B ypHHATD PHCIEPHIOH TUIOC $-XHAPOKCH-PHCNEFALUH MPELCUTARAREAY 35-45% o
A0aTa. OCTAHANOTO €2 HEAKTHRHN METADONHTH, Cren nepopanc NpHEN Npi MERXOTHHHIL HALHSHTH
PHCTIEPHIOH 08 ETHMHHWPE C NONYAHBOT QT OXOMo 3 4ach. ENHMHEALMOHHAAT TIONy#HBOT Ha 5-
XHAPOKCH-PUCTISPHIAOH W HA AKTHBHATA AHTHIICHXOTHYHA parusn & 24 Jaca.

Suneinem

[IrasseHaTs KOHUSHTPANUA HA PANEpRIOH € NPOIOPUMOHAHA HA A03ATA B TEPANSETHHHA odxBaT Ha
Ao3aTa.

Henpeenmiu 6 cmapyecka guipacm, ¢ eprodpebre u Delpeino popeHcHond

Enso npoyYBaHe Ha eaMHHYIZ 4023 NORA3BA  CPEAHO 43% [O-BHCOKA AKTHRHA ILTASMEHA
KOHIENTPAlHA HA AHTHICHXOTHYHATA (PAKIHA, 318% No=ABIEr NONYAMEIT H HAMANEH KMHPBHE HA
AKTHRHATA AHTUNCHNOTHYHA dpaguma ¢ 30% TpW nauueiTHTe B CTAPYECKS BhIpacT. Habnmpaea ce
N0-BHEOKA TUIABMENA KOHLEHTPALTA HE AKTHBHATA AHTHICHXOTHYHA PPAKUKA 1 HAmaleH KIHPLHE Ha
AKTHBHATS ATHNCHXOTHYHA QPakuus cpento ¢ 60% Npy nauxedTHTe ¢ OROpeyHa HeoeTATLIHOCT.
[MnasmeiaTa KOHUEHTpaUMA N3 pHCMEPMICH €  NGPMAMHA TpA TATHEHTH ¢ uepHOApoGHa
HEMoCTATLUHOCT, HO cpeaHaTa ceobolHa PRaKLUEa Ha PHCCPHACH B [NTZ3MATA CE DOBHIIARA ¢ 0KONO
35%.




Hena

WEpMAKOKRHETHRATE  HA  DHCMEPHAOH, KA D-XMIPOKCH-PUCIIEPHAOH W HA  HEAKTHBHATR
AHTHNCHXOTHYIHA DPAKLIA NPH GEUATA G IOMO0HH HA Te3d NpH BEIPACTHHTE,

floq, pacea w HMBHORCHYIENE

EaMH JrapMAKOKHHETHHEH AHANWI HA NALHEHTHTE HE TIOKA33 oyehHAHO TOBTHABARE HA
(papMaKOKHHETHEATA 11a PHCTIEPHAOH AU Ha aRTHBHATA AUTHICHXOTHYHA @Ak OT mond, pacara
M HABHIIHTE 32 THOTIOHOILY USHE,

£.3 MpeakAHHIMHA AAHHE 34 Ge30nacHocT

Tpi NPOY4EAHHA 13 XPOHHUHATA TOKCHYHOCT, TIPH KOHTO Q03nPaneTo Sanoted NpH NOICBY HE2PETIH
TITEXOBE ¥ KYULT, 3ABRCHMI OT A0META SPERTI C4 HATHLE B MBKKHA H EHCKIA reHUTANEH TPAKT K B
rpbaHuTe #iead. Temn eexTH ¢ CRBR3aHH C NOEHINEHHTES CePyMHI HHBA HA NPOIAKTHE,KOHTO cd
peayATAT oF SIOKMQALATE QKTHBRACT HA DUCRPMACH CIPAMO JONAMHHOBIITE D2-penentop. UcBeH
TOBa NPoyyBaHHATA ¢ TERAHHH KyNTYPH NOKAIRAT, HE PACTLRET Ha KJISTKHTE Ha paxd Ha repaara npH
4OECKA BEPOATHOD 2 CTHMYIMEAH OT IPONaKTHH. PHCNEPHIoH He € TEPATOrEHEN TIPH ILIBXOBE H SatiLH.
[IpH DpOYYBAHMA € PHCMEPHMIOH BRPXY PENpOnyKIMATI HA 1afiur ca HaGMOOZRAHK HEWENAHH
NeKapcTEEHH PEAKUKK BHPXY HABHUMTE 33 €BBKYNNEHHS AA POIHTENHTE, TELNOTO TP panaHe H
NPEHHBAEMOCTIE HA IOTDMCTBOTO, TpH TTEX0BE WITPAYTEPMHHATA SXCTOZAUHA HA PHCIETHAAOH C8
CBEP38E C KOTHHTHBHH ACGHUINTH B HANPCAHAN BBIPACT. Apyrd AHTArOHNCTH HA JO0aMUH, KOTATO OF
gapar Ha OpEMEHHW KHBOTHH, OKA3BAT CTPHUATENCH ethel DBBPXY YUeHeTD M IBHIATERHOTO
pAIBHTHTE HA NOKONSHHETO. B cepra OT HICISMBAHHA PHCIEPHIOH KE nokas’ea regotoxcHiHOCT. ITpH
nepapanruy IPOYHBRAHHA A KAHUEPOISHILCTTA  HAa DUCTICPHAOH NpH MOBX0BE W MHIIKA Ca
HAfNEOAABAHH  YBEAHUEHHE HA AICHOMHTE HA XHIO{PHzaTa (Tp¥ MHIIK), Ha 2IEHOMHTE Ha
EHAOKPHIEHA NaHKPeac (TIPH NABXCBE] ¥ Ha aNeHOMHTE Ha TELANHTE HIESH (v [pw mBara BUOZ),
Tesy TYMOPY MEraT fga GwiaT CEEPIAHE C YOBNHEHHA AUTATOHNIBM KBM AcTmavuHoBHTE D2-
peLienTopi 1 ¢ XHNCPTPONSKTHHEMHEATA, JHANEHHETO HA TedW HAXOAKH Ha TYMOPH P TPHIAYH 11O
OTHOWEIHE HA PHCKA TIPH XOP4 & HEHIBECTHO. Iy vitre H vive MOOSIMTE ¢ WHBOTHH [TOKA3RAT, HE
BHCOKHTE [OFH DHCNEPHIGH MoraT [a NpelHIBHKAT YABNAARAHE HA QT-HHTepeana, EOCTO
TEOPETUUNO € CRBPIBA ¢ IOBHLEHHR PHCK oT Torsade de Pointes TIPY NAUMEHTHTE.

5. PAPMAIIEBTHYHH JAHHH
&.1 CnpuesX HAa NOMOIHHTE BEUesTEA

POHMAAN 2 mg duaMupani Tabnersi

Hapo na ralineTrara

JlakTo3a MOHOXHIET

MugpokpHeTanHa neny/iosa (E460)
Marnewnes CTRADET

CHANUNes KOnouaane GeanofeH MHOKCHI

NMorpatne Ha TalaeTkaTa
Xunpomenosa (E464)
Tpemyren tnakon (E490)
TuTtanoa oookcnd (E171)
Maxporon

HBLAT ENEIEH OKCHT,
Hepaen meneiell ORCHI
Yeped #enieH OKCHI




6.2 HecheMeECTHMOETH

HenpHIOoHHMO.

6.3 CpoK HA ropHOCT

2 IDOFHH

6.4 Cnemranik yCN¢ERA HA CEXPAHERHE
Tz ce CEXpanssa IIpW TEMIEPaTypa noxa 259,

6.5 Janun 33 GNAKCBKATA

PYC/PE/PVD GIMCTEDH OT ATyMEHKHERO (ONHO.

POHMAAN 3 mg puimupai TADASTRY 8 ONAKOBANH B Sancrepy, KoMTO cearpmar 10 frnMupadi
TabneTLn.

EAHCTERHTE Ca NOCTABEHH B KADTOHEHA KYTHA DD 2 H 6 OaHCTCpa B KYTHA,

6.6 CrLelHATHN IpEANAJEHH MEPKH NP HIXELRARHE i padoTa

HeH3NoM3BaHEAT MPOOYKT MR OTNAOBHHHTE MaTepHany O HETO TpadiBa 04 08 WERFBDPAAT B
CROTRBETCTBHE € MECTHHTE NIHCKBAHME.

= IPUTEXATES HA PASPEIMEHHETO 3A YIIOTPEBA

POMACTPY TPEHJIHHD ECON
1404, Tp.Codms, Gyn. Brarapan” Mo 81 ax B, e1.5, oduc 13
EBnrapid

§ HOMEP{A) HA PARPELLEHHETO 3A ¥TIOTPEBA

20110322

¢. JATA HA ITLPBO PASPEULABAH EAIOJHOBABAHE HA PASPEIEHHETO 34
¥IIOTPEBA

17.05.2011

10. JATA HA AKTYATHIHPAHE HA TEKCTA
(9. 2012




