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2. KAYECTBEH U KOJIMUECTBEH CBbCTAB

Magonap e kKoMOUHALUA OT AeBoocna (levodopa) v AekapOoKcHIa3HHA HHXUOUTOP OeH3epasu
(benserazide) (mon GopMarta Ha XuApoxaOpUa) B choTHOMICHNE 4:1.

Besika Tabnetka Manonap 200 mg/50 mg csaspxka 200 mg nesosiona u 57,0 mg 6eH3epa3suIoR
XHAPOXJIopHA (eKBUBaIeHTeH Ha 50 mg Oa3za).

[ToMoOIlIHM BELIECTBA ¢ U3BECTHO JCHCTBHE: ChABPXKA HATPHit (moA ¢opMara HAa HATPUEB AOKY3AT) U
MAaHUTOJL.

3a MBJIHHUA CNHCHK HA TOMOIIHHTE BENIECTBA, BHKTe TOUka 6.1,

3. JIEKAPCTBEHA ©®OPMA

Tabnetka

Mapgonap 200 mg/50 mg tabneTkH ca {UIMHIPUYHH, ABOMHOM3IIbKHAIMN TabneTKy, Onea0YepBeHy Ha
LIBAT, ChC C1ab0 H3paseHa Mo3acuHa cTpykrypa, ¢ Haanuc ROCHE u noro or ¢anara cTpaHa, v ABE
KPBCTOCAHHU JACITHTCIIHU YEPTH U OT ABETE CTPAHH.

4. KJIMHH4YHH JAHHHU
4.1 TepaneBTHYHH [IOKAZAHNA

[1apKMHCOHH3BM — UAMOMNATHYEH, TOCTEHLSDATHTEH.
IIpeaxoskalila HEBPOXHUPYPIHYHA HHTEPBEHIINA HE € IPOTHBOTIOKA3aHNE 3a IpUnoxeHre Ha Manomnap.

4.2 HJO3MpOBKA H HAYHH HA NPHJIOKEHHE

HO3MpoOBKaTa U HAYUHBT Ha NPHJICKEHUE BApUPAT H € BE3MOKHO CAMHCTBEHO Aa C€ Ja1aT
[IPEINOPBKH.

Ho3npoBka

Bw3pacmuu

[layuenmu, xoumo npedu mosa He ca 1eKy8aHuU ¢ AC8O0ONA
IlpenoprynTenHaTa HavyalHa f03a € 62,5 mg, TPU WIK 4ETUPH IBTH JHEBHO. AK
HallpeAHAJ CTaAMH, HA4YalHaTa fo3a TpadBa aa 6vae 125 mg, Tpy MBTH JHEBH
(nen ToBa AHEBHATA [103a CE€ MOBHIIABA CbC 125 mg, enud Wiy ABa IIBTH €1
MbJICH TEPAICBTHYEH €(PEKT WX JI0 MMOSBATa HA TEXKKH HEXKEJIAHU PEaKIIHH.




[Ipu HAKOK NALUEHTH B CTAPYECKA Bh3PacT MOXE Ja C€ OKaXKe HOCTATBYHO JIEYEHHETO Ja 3allOYHE C
62,5 mg, ellH W14 JBa OBTH AHEBHO, IOBUIUABAHKH Ao3arta ¢ 62,5 mg npe3 3-4 nuu.

EdexTrBHATa 103a OOMKHOBEHO C& HAMHpA B IPAHUIIMTE Ha ABE 0 4YeTHpH TadneTkH Manonap
200 mg/50 mg AHEBHO, pa3aeTeHa B HAKOJIKO JO3H, KATO [IOBEYETO OT MALIMEHTHTE HE C& HYKIAAT OT
noBede ot TPH Tabinetku Magomap 200 mg/50 mg nHEBHO.

OnTaMaTHO noa00peHrue 0OMKHOBEHO ce Ha0Mr0AaBa cie/l eIHA IO TPH CEAMHMIIM, HO IThJIEH
TepaneBTUYEH edekT oT Magomap mMoxe fa He ce nmposieu u3BecTHO BpeMe. [lopaau ToBa ce npenopn4Ba
Aa MMHAT HAKOJIKO CSAMHMUM IPeay Aa ¢€ MUCIH 3a YBEJIHUYEHHME Ha 103a1a HaJ CpeAHaTa 030Ba IrpaHHLa.
AKO BCe OLIE He € [IOCTHTHATO 33J0BOIHTENHO NI0A00pEeHUE, A03aTa Ha Maaonap Moxe fa Obae
I0BUILICHA, HO BHUMATENHO. PAKO ce Hanara ia ce npujarar nosede oT net tabnerky Mapgonap

200 mg/50 mg aueBHO.

JledeHueTo TpADBaA Ja NPOABIDKK HaH-MaNKo HIECT Mecella, Ipeau Ja C& HalpaBH 3aKJIFOYEHHE 33 HEYCIIEX
NOPaId JMIICA HA KIMHHUYEH OTTOBOP.

Ha naumeHTHTE, KOUTO NOKAa3BaT KOJIe0aHHA B OTTOBOPa, MOXKE Ja C€ MOMOrHE, KaTo HEBHATA 034 C¢
pazaeid Ha MO-MalKH, 0-4eCTO MpUIaradi Ao3m, 6e3 odadue /a ce mMpoMeHA o0lIaTa JHEBHA 1032.

Hayuenmu, koumo npedu mosa ca 1eKy8aHil ¢ 1e8000N

IIpenopvuysa ce creonama cxema: Tpabea aa ce NMPEeKbCHE CAMOCTOATEIHOTO NPUIOKEHHE HA JIEBOAONA U
Ha cleABalMa ACH Ja ce 3anouHe JeyeHue ¢ Manomap. JledeHuero Ha nanMeHTa TpA0Ba Ja € 3aM04HE C
oburo eana ao3a 125 mg Magonap AHEBHO MO-MAIKO, OTKOJIKOTO € 0OUMAT 6poii Ha TabJETKHTE WX
Karcynu jgesoaona 500 mg, npunarand npeau ToBa (HAIPUMED, aKO MALMEHTHT MPEAU TOBA € MpUeMall

2 g neBoIONA THEBHO, TOrABa Ha CIAE/IBAILKA ACH TOW/TA TpAOBA Ja 3al04YHe ¢ TPH ObTH o 125 mg
Manonap aueBHo). [lanuenTsT TpabBa Aa ce HabmoAaBa B NPOABIDKEHNAE HA €1Ha CEAMHLA U Clie] TOBa,
aKo € HeobX0IMMO, J03aTa Ja C€ YBEIHYH MO HAYHHA, OTIHCAaH 33 HOBUTE IALUCHTH.

llayuenmu, nposexcoanu npedxoxcoaujo aenenue ¢ Opy2u KOMOUHAYUY 1e6000RA/ UHXUOUMOP HA
oexapboxcurazama

IlpenmecTramata Tepanus TpaOBa Aa ce NpeycTaHoBH 3a 12 vaca. 3a aa ce ceeje A0 MHHHUMYM
BEPOATHOCTTA OT M0s1BA Ha HAKAKBH eeKTH OT NPEKpATABAHE HA JIEUEHHETO C JICBOJOIA, MOXKE a Obae
OT [107132a JIa C€ NPEKPATH NPEAX0XKIALIOTO JICUEHHE MIPE3 HOWITA | JIeyeHUeTo ¢ Manonap Aa Ce 3ano4He
Ha ciaeaBamarta cyrpuH. Havanuara go3a Maponap tpsadsa aa 6bsae 62,5 mg, TpH MM YeTHPHY OBTH
AHeBHO. Crie/t TOBA Ta3y J03a MOKE Ja ObAe MOBUILCHA IO HA4YMHA, OMHCaH 3a NaLMEHTUTE, KOUTO HE Ca
Ounu 1eKyBaHH [peaH TOBA C ICBOJOINA.

C Maponap Morar Aa 0baT npuiarasy ¥ ApYry aHTHNAPKHHCOHOBH nekapcTBa. [1poBek1aHOTO JICHCHHUE
¢ JIPYTH AHTHNAPKUHCOHOBH NEKAPCTBA, HAIP. aHTHUXOJIHHEPIULM KT aMAHTAIUH, Tpabsa fa NPOALIIKH
NpH 3arlo4uBaHe Ha nevdenue ¢ Magonap. C Hanpeasadero Ha JeyeHHeTo ¢ Maaonap obaue u NpU nosBara
Ha TEpancBTHYEH ePerT MOMKE Ja Ce HANOKH 103aTa HA APYTHTE JEKAPCTBA a € HaMalu WM
JIEKApCTBATA [TOCTEICHHO J1a CE CIIpaT.

ITayuenmu ¢ 6wOpeuno yapecdane
He ce nanara noHWkaBaHe Ha J03a1a TIPH JIEKO KM yMepeHo O0nbOpeuno yBpexaane (BXK. TOUkH 4.3 1

5.2).




layuenmu ¢ 4epHodpoOHo yapeoane

bezonacHocTTa ¥ euracHOoCTTa HA Manonap npH NalEEHTH ¢ YepHOAPOOHO YBpEKIaHE HE Ca
YCTaHOBEHH (BAK. TOUKA 4.3 U 5.2).

ITayuenmu 8 cmapuecka 8v3pacm

Bobnpeky ue npu MaiUeHTH B CTApUYECKa Bh3pacT MOKE JIa HMa CBhpP3aHa C Bb3pacTTa NOHIDKCHA
IOHOCHMOCT KBM JIEBOIOMNA, Majonap no NpUHITHII ¢¢ TIOHACH J00pe i HEXETTaHUTE PeaKIHU
OOHKHOBEHO He ca 00e3MOKOUTEITHHU,

Heduampuuna nonyaayus
He ce npenoppuBa ynorpebaTa npu MalMEHTH O 25-roAMIIHA BB3pacT M OPaJH TOBA JIMIICBAT
[IpENoOpPBKH 3a f03upade Ha Majgonap npu aera.

HayuH Ha OpUIOKEHUE

Manonap TabneTku ca npeAHa3HAYEHH 3a IEPOPATHO IpHIokKeHHe. Te TpAORa Aa ce MPHEMAT [0
BB3MOXKHOCT 30 MUHYTU IPEaU KK €MH Yac ClIe XpaHeHe, 3a Ja ¢e n3derHe KOHKYPEHTHHAT e(heKT Ha
NPOTEUHUTE OT XPaHATA BhPXY abcopOIMaTa Ha neBojona (BXK. Touka 4.5)  1a ce ChAEHCTBa 3a [10-05bP30
Havano Ha nefcTeue. HexenaHuTe peakiiuy OT CTPaHa HA CTOMAIIHO-YPERHUAS TPAKT, KOUTO MOXKE /1A
BB3HUKHAT IJaBHO B HAYAJIHHTE €TANH HA JIEYEHHETO, MOTAT Ja ObaT KOHTPOIUPAHH B FOIMa CTEIICH,
korato Magonap ce npuema ¢ HHCKOIIPOTEHHOBA 3aKycKa (Hanp. OMCKBHATH) WIH TEYHOCTH, WIH KOraTo
J103aTa DABHO CE YBEIHYARA.

4.3 I[IpoTHBONOKAZAHHSA

Maponap ¢ npOTHROIIOKA3aH ITPH:
¢ TAUHEHTH C H3BECTHA CBPBbXYYBCTBHTECIHOCT KbM JICBOAONA MM OeH3epasui, WIH KbM HAKOE OT
IOMOLIHHTE BEIXECTBA, M30POCHH B To4Ka 6.].
¢ TMALKHEHTH, MOJy4YaBallH HeCeNeKTUBHY HUXuOHTOPH Ha MOHOaMHHOOKcHAa3aTa (MAQ), nopaau

PHCK OT XHIEPTOHHMYHA Kpr3a (BkK. Touka 4.4). Cenexkrupuure MAQO-B nuxuduropu (Hanp.
CEJIETHITHH U pa3arivH) Wik cenekTHBHHTe MAQO-A unxuduropy (Hanp. MOKI0OeMHUI) HE Ca

npotusonokazaHi. Komouuarsa or MAO-A u MAQ-B HHXHOHTOPH € paBHOCTOHHA Ha
HecenekTusHO-MA O-nHXubupaHe 1 nopajy ToBa Ta3u KOMOUHaLMA HE TPAOBA 1d C¢ H3MOJI3Ba
€IHOBPEMEHHO ¢ nesoaona-0OeH3epasuy (BXK. To4ka 4.5).

¢ IIALUEHTH ChC 3aKPUTOBIBIIHA IIayKoMa (TOH MOXE Ja c€ MPHIAra Ipy OTKPHTOBIBIIHA TTIaAYKOMA,
AKO BETPEOYHOTO HAJITaHE OCTAHE NOJ KOHTPOIL), TEKKH NCHXOHEBPO3H HIH IICHXO03H; C
JEKOMITEHCHPAHA EHAOKPHUHHA (HaIlp. PeOXpOMOLIMTOM, XHIIEPTAPEOUIHUIBM, CHHIPOM Ha
Cushing), 650peuna (C H3KIFOUEHHE HA MAIUEHTH ChC CHHAPOM Ha HecrokonHute Kpaka (RLS),
KOWTO Ca Ha AWaIH3a) UM YepHOoApoOHa QYHKLMA; chpAcYHY 3a00/BaHUA (HAIP. TEKKH
CBPACYHM aPUTMHU U CHPALHTHA HEAOCTATHYHOCT).

® [AUUEHTH Mo 25-roauiuHa BB3pacT (Pa3BUTHETO HA cKeldeTa TpAOBa /1a € PHKIIOYHIIO).
OpEMEHHU XEHHU HWIK KCHH C IETEPO/ICH MOTEHIMAN NMPH OTCHCTBUE HA aICKBATHA KOHTPALICIILIVA
(Bxk. TOuka 4.6). AKO HACTBITM OpEeMEHHOCT [PH XKeHa, KOATO NpHeMa Maxonap, 1eKapCcTBOTO
TpA0Ba Aa Ce IPEYCTaHOBH (CHOpe] nMpelleHKaTa Ha JIEKYBallkg JIEKap).

4.4 Cnenyajanu npeaynpexaeHnsa U npeana3Hd MepKH npH ynorpeba

PE&KU,HH Ha CBPBXIYBCTBHTCIIHOCT MOXKE 1d BB3HHKHAT IPK JiKija, KOHWTO €A




[Ipedynpexcdenus, c8bp3aHU C HEGPONOSUYHY U RCUXUAMPUYHI ehermu

Jleuenueto ¢ Manonap He TpsaOBa Oa ¢ IPCYCTaHOBABA BHE3ANHO. BHE3alIHOTO NPEeyCTaHOBABAHE HA
JICYCHUETO C IEKaPCTBOTO MOXE Aa JOBEE 0 HEBPOJICIITHICH MaTUrHEHOTIOA00EH CHHAPOM, KOHTO
MOXeE [1a ObJic KHBOTO3acTpallIaBalll { XUIIEPIHPEKCHA U MYCKYJIHA CKOBAHOCT, BEPOATHOCT OT [POMEHH B
NCUXOJIOTHYHOTO ChCTOAHHE M TIOBHUIEHHE Ha cepyMHaTa KpeaTtuH ¢ocdoKrHa3a, KaTO B TEXKKH Clly4au
NOMBIHHUTENHATE [IPU3HALKY MOXE Jia BKIKYBAT MHOII00MHYpHSA, pabaoMuonu3a i octpa 0b0pedna
HeAoCTaThuHOoCT). [TpH nmposBa Ha KOMOMHAIA OT TAKMBA CMMITTOMH U IPU3HALIM MalHEHTHT TPAOBA 1a
ObIe MOCTABEH MO/ JIEKAPCKO HabMoAcHUE, a TPpH HEOOX0MMMOCT - K B DOJIHMYHHU YC/IOBHA H J1a MY C€
NPHIOKHA OBP30 U NOIXOASINO CHMITOMATHYHO IeveHHe. TO MOXKe Aa BKIKYBA Bb30OHOBABAHE HA
neyeHyneTo ¢ Magonap, caen karo Obje HAaNpaBeHA ChOTBETHATA OLICHKA HA ChCTOAHHETO.

[TanuenTuTte TpAbBa Aa ce HA0MIOAABAT BHHMATEIHO 32 BE3MOKHH HEXKEIIAHH ICHXUATPHYHH CHMITTOMH.
JlenpecuaTta Moxke aa Objle YacT OT KIMHUYHATa KAPTHHA Ha rauuenTH ¢ GonectTa Ha ITapkuucon u RLS,
a MOXKE ChIIO Ja B3HHKHE M IIPH MaLHEHTH, JIeKyBaHH ¢ Magonap. Beuuky nanpenty tpabsa aa ce
Ha0J101aBaT BHUMATENHO 3 IICUXOJIOrMUHH NPOMEHH U JETIPECHS ChC HIIH 0€3 CYHIIHTHH HAMEPEHUA.

[TpunoxeHnETO Ha NEBOAOIIA € OUNO CBBP3aHO ChC CHHIMBOCT U €NM3014 Ha BHE3AIHHU NPUCTHIH HA ChH.
BHe3zanHo HacTeNBaHE Ha CHH 110 BpeMe Ha AHEBHATa ACHHOCT, B HAKOM caydad Oe3 TOBa Ja ce OCh3HaBa
H 6e3 npenynpeauTendy npu3HaiM, ce chobiasa Muoro paaxo. [lanuenTrre TpA0BA Ja ca YBEIOMEHH 34
TOBa ¥ Aa ObJaT CHBETBAHHU Ja BHUMAaBAT, KOraTo o(upaTr WiH padoTaT ¢ MALIHHH 10 BpEME Ha JICUCHUE
¢ nesoaona. [lannenTHTe, KOUTO Ca UMM MPHUCTHI HAa CHHIMBOCT U/HIIM EfIM30] HA BHE3AITHO
HACTBIBAHE HA ChH, TPAOBA Ja ce BB3AbPXKAT OT 1odupane uin padota ¢ MawmHd. Moxe ga ce oomucnu
NOMBJIHUTEIIHO HAMAJICHHE Ha J03aTa WM MPEKpaTaBaHe Ha JICUCHHETO (BiK. ToUKa 4.7).

Honamunepauynu aexapemea: Ilaumenrure TpadBa peIOBHO Aa C€ MPOCIeAIBaT 3a Pa3BUTHE HA
HAPYILIEHUS HA KOHTPO/IA Ha UMITyIcHTe. [TaliMEeHTHTE U XOpaTa, KOUTO Ce TPHXKAT 32 TIX, TpAOBa 1a
3HAAT, Y€ MOXKE 1A CE NMOABRAT MOBCACHYCCKY CUMIITOMM HA HAPYLIEHUA HAa KOHTPOJIA HA UMIIYJICHTE KaTo
IATOJIOTHYHA CTPACT KBM Xa3apT, NOBHIICHO NUOHA0, XHIIEPCEKCYATHOCT, KOMITYJICHBHO XapuCHE UIIH
KYTIYBAHE, CKJIOHHOCT KBM ITPESKAaHe H KOMITYJICHBHO XpaHEHE [IPH MallHEHTH, JIEKYBaHH ¢ AOMAMUHOBH
aroHuctH 3a donect Ha IMapkuncoH. [Tpu pa3BUTHE Ha TAKHBA CHMIITOMM C€ NPENOPHYBA IPEPasrIeKIaHe
Ha JiedcHHeTo. He e ycraHoBeHa MpUYHHHO-CISACTBEHA BPb3Ka MEXAY NPUIIOKEHHETO Ha Manonap,
KOMTO He € 0NaMUHOB arOHHUCT, U Te3H chOutuda. Bee nak ce mpenophusa MOBUIIEHO BHUMAHHE, THH
Kato Manonap € A0ONaMUHEPIrUYHO JICKAPCTBO,

[Ipedynpescoenus, cevpianu ¢ Ounu ehexmu

HpﬂHOpT:plIHTEIIHO € [PH NAaUMEHTH ¢ OTKPUTOBIBIIHA INTAYKOMA /14 € U3BBPIIBA PEAOBHO H3MCPBAHC Ha
BBTPCOYHOTO HATATAHC, ThH KaTo TCOPETHYHO JICBOAOIIA MOXKE Aa IIOBHIIH BETPCOYHOTO HANATAHC.

[Ipedynpesicoenus, c8vbp3aHU C B3AUMOOETCNBLS

Axo ce Hajara o011a aHecTes A, 00HuaiiHoTo Neuenue ¢ Magonap TpsaOBa fa ce npoabIKH KOJTKOTO €
Bb3MOXKHO MO-CKOPO CJIe] XHPYPruyHaTa HHTEPBCHUMA, OCBCH B CJIYHal Ha NIPUIOKEHHE HA XaJIOTaH.
[Tpn obiia anecTe3us ¢ XaJoTaH pHeMBT Ha Magonap Tpadea na ce npeyctaHoBu 12-48 waca npean
OTIEPalKATA, ThH KaTO MOXKeE J1a Bh3HHKHAT KoNeOaHHd B apTEpHATHOTO HaJIAraHe H/WIH apHTMUA MIPU
IAUEHTH, KOHTO Ce JeKkyBatT ¢ Magonap. JleueHueto ¢ Magonap Mosxe J1a ce Bb300

OIepaluaATa, KaTO 103aTa Tp.FIﬁBEl oa Cc YBCIIHYaBd IMOCTCIICHRO A0 NOCTHIAHE
HHBO.




Ako Manonap tpabBa aa ce MpHIara npy MalKMeHTH, NONy4aBaly HeoOpaTuMi HeceneKTHBHH MAQ
MHXHOMTOPH, TPSOBA 3 HMA HHTEPBAI Hal-MaIko 2 ceaMHULM Mex Ay cupaHeTo HAa MAQO-HHEXHOHTOPE 1
Ha4yaJ0TO Ha JIedeHHETo ¢ Mazonap. B npoTrBeH ¢cnygaii HMa BEpOATHOCT Aa C€ MOABAT HEXEIAaHU
pPEAKUHMH KaTO XUIICPTOHUYHA KpH3a (Bxk. TOUkK 4.3 u 4.5).

ENHOBPEMEHHOTO MPHIOKECHHE HA AHTUIICHXOTHIIM, [IPUTEXKABAIIM CBOUCTBOTO 11a BJIOKUpaT
AOMAMHHOBHTE PEUENTOPH, 0C00eHO D2-pellenTOPHUTE aHTArOHUCTH, MOXKE J1a aHTArOHU3Hpa
aHTUNAapKKHHCOHOBUTE eeKTH Ha JeBoAona-OeH3epaszu. Jlepogona Moxe Aa HaMajHd AHTUICHXOTHYHHTE
e)eKTH Ha Te3H NeKkapcTBa. EHOBpEMEHHOTO NIPHIOKCHHE HAa TAKMBA IeKapcTBa TpAOBa Ja ¢Tapa ¢
MOBUILICHO BHAMAaHHE (BX. TouKa 4.5).

Manonap He TpAORa a Ce Mpuiara eHOBPEMEHHO ChC CHMIIATAKOMHMETHIM (KaTO eMUHEPPHUH,
HOpEMHEDPHH, H30IIPOTEPEHOI HIH aM(eTaMHH), Thi KaTO JIEBOAOIIA MOXKE JIa IOTEHIHPA TEXHUTE
edexTu. B cnydalt, 4ye € HeOOXORUMO €IHOBPEMEHHO IIPWIIOMKEHUE, TPAOBA Ja € U3BEPIIBA CTPHKTHO
HAOIIOACHHE HA ChPASYHOCHI0BATA CHCTEMA M MOJKE 1A C€ HAJIOKM HAMAIIABAHE HA 1034Ta Ha
CHUMIIATHKOMUMETHIUTE (BK. Touka 4.5).

Koraro ce sano4sa afr0BaHTHO JieueHHe ¢ MHxUbuTtop Ha COMT, Moxe na ce HajloKKM HaMaJICHHE Ha
J03ata Ha Mapgonap.

JleyeHMETO ¢ AHTUXOIHHEPIUYHY JIEKAPCTBA HE TPAOBA Ja C¢ NpeyCTAHOBABA BHE3AIHO, KOTATO CE
3an04Ba Tepanus ¢ Magonap, Teii KaTo Tps0Ba 1a MMHE M3BECTHO BPEME, IIPEJH 12 3aMOYHE €PCKTHT Ha
JEBOAONA.

KoMmbuHHMpaHETO ¢ ApyrH aHTUNAPKUHCOHOBH JIEKAPCTBA KAaTO aHTHXOIMHEPTHYHH JIEKAPCTRA,
aMaHTAHH, CEeNerunyH, OpOMOKPUIITHH U JIOTTAMUHOBH aHTarOHKCTH € JOMYCTUMO, BBIPEKH Y& MOXKE A
C€ 3aCHJIAT KAKTO XEMAHNUTE, TaKa U HEeKEIAHUTE PeakiHH OT JieueHHEeTo. MoKe 1a ¢ HAIO0XKH [1a ¢
HaMallH JO3UpOBKaTa Ha Majonap unu Ha ApyruTe BelecTsa (BxK. Touka 4.3).

Jlabopamopru mecmoee

Heo6x01uMO € peaoBHO NPOCTENABAHE Ha YepHOpobHaTa, 6hOpeuHaTa i ChpAeYHOCHA0BATA (PYHKIIHA,
1 HA Opod Ha KPBBHUTE KJIICTKH 10 BPEME Ha JISYEHHETO (BXK. TouKa 4.8).

Ha nanuentuTe ¢ auabeT TpAOBa JAa ce M3CIEABA Y€CTO KPBBHATA 3aXap, KaTo 103aTa Ha aHTHIHADETHHTE
IEKapCcTBa TPsAOBa Ja ce KOPUTrUpa B ChOTBETCTBHE C HHBATA HA KPBBHATA 3axap.

Tpabsa na ce moAXoaHu ¢ BHHMAaHKWE, KOraro JieBoona-0cH3epasn ¢e npuiara npy malueHTH ¢
NPEALIECTBAIIM HAPYLICHUS HA KOPOHAPHUTE apTEPUH, CHPACYHY aPUTMHH HIIH ChpICYHA
HENOCTAaTHYHOCT (BK. chiyo Touka 4.3). Crpaeynata QyHKIUS TpaOBa Jia ce NPOCIesaBa 0CONSHO
BHUMATEIIHO [IPY TaKHBA MALIMEHTH, KOraTo 3aroyea JICUCHUETO U Ciell TOBA PEOBHO IO BpEMeE Ha
IEYESHHUETO.

Cundpom na oonamunoea ducpezyrayus (DDS)

Manonap Moke Ja HHAYLMPAa CHHAPOM Ha AOTIAMHHOBA JUCPETYIAlMA B PE3yATaT Ha MIPEKOMEpPHA
ynorpe0da Ha npoaykTa. Mansk Opoli DalleHTH CTPagaT OT KOTHUTHBHH U TIOBEACHYECKH PAa3CTPOHCTRA,
KOHTO MOTar Ja ObJaT npsko CBhP3aHU ¢ IPHEMa Ha YBEIMUABALIN C& KOIMYECTBA OT JICKAPCTBOTO

JIBUrATEIHHUTE UM HAPYIICHHS.




3noKavecmeen MelaHoM

EnujaeMuonorudHHTE MPOYYBaHM MOKA3BAT, Y€ napenTure ¢ 6onecrra Ha [TapkuHCOH ca H3/10KEHH Ha
MO-BHCOK PHCK OT PA3BUTHE HA MENAHOM B CpaBHeHUe ¢ 06InaTa nmomyaaues (npubar3uTento 2-6 nbTH
no-sucok). He e scHO aany HaGIIFOaBaHUAT MOBMILCH PUCK ¢ IBJKH Ha Oonecrta Ha IlapkMHCOH My Ha
ApYTH (pakTOPH KATO JICBOAONA, KOATO C€ M3M013Ba 32 JICUeHUE Ha 3abomaBanero. [lopaau ToBa €
MpenopLUYHUTENHO NALMEHTUTE U JIEKApPHTE PEIOBHO Ja CIISAAT 3a MeJaHOM, KOoraTo JEBOIona-0eH3epasns
ce M3I0JI3BA 3a KAKBOTO U Ja € NoKasaHue. B ujaeannua cnydait TpadBa 1a ce M3BLPpUIBAT HEPHOAHYHH
KOXXHH TIperaeau OT JULA C NoAXo4ALa KBanudukaya (Hanp. AepMaToiIOo3H).

Hatpuii
Toea nekapcTBO chABPKaA [I0-MIKO OT 1 mmol Hatpuit (23 mg) Ha TabIeTKa, T.€. MOXKE J1a C€ KaXe, 4t
NMPAKTHYECCKH HE CBIBPXKA HATPHH.

4.5 BizanmoxelicTBHE ¢ IPYTH JEKAPCTBEHH NPOAYKTH K IPYrd OopME HAa B3IaHMOJeHCTBHE

DapMaKOKMHETHYHH B3aUMOICHCTBUASA

EAHOBPEMEHHOTO NMPUI0KEHHE HA AHTUXOIMHEPTHYHOTO ICKAPCTRO TPHXECKCU(PCHH/IMA ChC CTAHapTHA
nexkapcTBeHa hopMa Ha Magonap noHmKaBa CKOpPOCTTa, HO He U CTeneHTa Ha abcopbuMs Ha I€BOI0NA.
Tpuxexkcudenuaus, KOraro ce npunara eaHospeMmenHo ¢ Magonap HBS, He nosnussa
(papMaKOKHHETHKATa Ha JICROJOIIA.

EaHoBpeMEHHOTO NPHIOKEHKE Ha aHTHALMIH ¢ Magonap HBS namangea crenenTta Ha abcopOLmATa HA
aesoaona ¢ 32%.

YKenesuuar cyndar HamaigBa MaKCUMaIHaTa ria3MeHa koHueHTpauus 1 AUC ua nesonona ¢ 30-50%.
bapMaKOKHHETHYHHUTE NPOMEHH, Ha0JIIONaBaHH 110 BpEME Ha € IHOBPEMEHHO JIEUEeHHE C XKeNe3cH cyndar,

H3TIICHKd €4 KIHHHUHYIHO 3HAYMHUMH NPH HAKOH, HO HE TIPH BCUYKH TAIIHCHTH.

MeTtoknonpaMua 3acujiBa CKOpOCTTa Ha abdcopOuMst Ha JIeBO0IIA.

HDMHGPH,I[OH MOXEC dd YVBCIIHYH OHOHAIMYHOCTTA HA JIEBOIOIA nopaaM InoeBHIICHA 36COP6HHH Ha
JICBOJI0IIa B HCPBATA.

(DHPMHKOMHHMH'-IHH B3aHMOOeHCTBHA

HesponenTuiM, OMHATH U aHTUXUIICPTEH3MBHH JICKAPCTBA, KOUTO ChIBPKAT PEe3ePIIHH, IOTHCKAT
AelicTBuero Ha Maaomnap.
Psako ce choOllaBa 3a Bh3MOXKEH aHTArOHM3BM MEXAY JE€BOJIONA M THAZCTIAM.

Ako Magonap ce npMeMa OT NaUMEHTH, IOTyYaBaui HeoOpaTuMu HeceneKTMBHH MAQO- HHXUOHTOPH,
Tpsi0Ba Ja ce mpeBHAH HHTEPBA IIOHE OT 2 CEAMMUM MEXAy npeycTaHoBssaneTo Ha MAQO-nuxndbutopa
M HAYAIOTO Ha JIeUeHHETO ¢ Maznonap. B nporusen ciryuaii e BB3MOXKHO /12 Bb3HUKHAT HEXeETaH! eQeKTH
KaTo XUOEePTOHMYHA Kpu3a (BkK. Touka 4.3). Cenexruante MAQO-B unxuburopu, karo CENErHIvH H
pazarmiiuH, H cenekTuBHUTE MAQO-A nExubuTOpy, KaTo MOKIIOOEMHA, MOraTt Aa OBaT IpeANMCBAHA HA
NauveHTH, KOUTO ce NeKyBat ¢ Magonap. [IpenopbuBa ce aa ce npoMeHH J103aTa Ha JIEBOJIONA B
ChOTBETCTBHE C HHAUBH/YATHOTO CLCTOAHHUE HA NALMEHTA KAKTO M0 OTHOIIEHH KaCHOCTTa, TaKa
M Ha ITOHOCUMOCTTA KbM JekapcTBoTo. KombOunanus ot MAO-A u MAO-
Ha HeceleKTUBHO-MAQO-unxudupane U mopaad Tora Ta3u KoMOUHaIUA
eAHOBpeMeHHO ¢ Mazgonap (Bxk. Touka 4.3).




Mapomnap He TpsOBa Ja ce IPHEMA €JHOBPEMEHHO ChC CUMIATUKOMUMETHINH (TAKHBA KATO CITMHE(PUH,
HopenuHe(PUH, H30NPOTEPEHON HITH aM(PETaMHH, KOHTO CTUMYJIMPAT CHMIIATHKOBATA HEPBHA CHCTEMA),
Thi KaTO JICBOJOIIA MOXKE 1d 3aCH/IH TEXHUTE eekTu. B cnyuait, ue eAHOBPEMEHHOTO NPHIIOKEHHE CE
OKaX¢ HeOOX0AMMO, MHOIO € BAXKHO J1a c€ HaDIII0JaBa CTPUKTHO PeaKuuaTa Ha ChpACYHOCHIOBATA
CUCTEMA, 4 [03aTa Ha CUMIIATUKOMHMETHLIMTE MOMKE Ja C€ HAJIOKM J1a OBbJie HaMaJICHA,

KomMOuHMpaHeTo ¢ aHTHXOMUHEPIHYHH JIEKAPCTBA, aMaHTaIHH, CElIerIuH, OPOMOKPHIITHH U
AOIIAMHHOBH arOHUCTH € JOIIYCTHMO, BBIIPEKH Y€ MOXKE J1a C€ 3aCHIIAT KaKTo KEJAHUTE, Taka U
HEXKEIaHUTE PeakluM OT JAcucHHeTo. MoKe Ja ce HaloXKH Ja Ce HaMallH 03MpoBKaTda Ha Manmonap uian
Ha APYroTo JIEKaPCTRO.

Korato ce 3ano4sa agwBaHTHO JieueHue ¢ HHxubuTop Ha COMT, moxe na ce HaJloXH HaMalleHHE Ha
Jao3ata Ha Magonap.

JleueHHeTO ¢ aHTHXOJMHEPTHYHM JICKAPCTBA HE TPAORA ja C€ MPeyCTaHOBABA BHE3AMHO, KOraTo ¢e
3aImo4YBa tepanys ¢ Manonap, Thi KaTo TpaOBa fa MUHE H3BECTHO BpEMe, Ipeay 1a 3alo4He €PEeKThT Ha
AEBOJIONA.

Koraro koM0HHalmui OT JIEBOAONA B HHXUOHUTOP HA AeKkapOOKcUIa3aTa ca J00aBEHH KBM JICYEHHE Ha
IALMEHTH, KOUTO Beve NoJIy4aBaT aHTUXHIECPTEH3HBHH JICKApCTBA, Bh3HUKBA CHMIITTOMAaTHYHA
OpPTOCTATH4YHA XHITOTOHHs. JIeBojona-0cH3epazun TpadBa Aa ce npuiara BHUMATENHO NP NALKEHTH,
[I0JIy4aBallld aHTHXHIIEPTCH3UBHU JekapcTea. TpsadBa aa ce mpocacasBa apTepHATHOTO HAIAIAHE, 3a Aa
MOXE €BEHTYAJIHO /14 C€ KOPUIHPA [034Ta Ha BCAKO €HO OT JIEKAPCTBATa, AKO €€ HAJIOKHU.

EnHoBpeMEHHOTO MPHITIOKEHHE HA aHTHUIICHXOTHIIN ChC CBOMCTBA HA ONOKUpaHe HA A0IIAMUHOBHTE
peLEnTopr, 0CO0EHO aHTArOHUCTH Ha D2-pelienTopHTe, MOraT 1a aHTaroHU3HpaT aHTHIIAPKHHCOHOBHUTE
edheKTU Ha AeBoJONa-OeH3epasul. JIcBoaona MoXKe [1a HaMalld AHTUITCHXOTHYHHTE €(PEKTH Ha TE3U
aekapcTBa. EMHOBPEMEHHOTO NPUIOKEHAS HA TE€3HU JeKapcTBa TpadBa fa cTaBa ¢ HOBHIICHO BHUMAHHE.

Obwa anecmesus ¢ xaroman: IpueMbT Ha Magonap TpsOBa aa ce npeycraHosHd 12-48 yaca npeau

XUPYPrudHa Ofepanus, KOATO U3HCKBA 00IIa aHECTE3UA C XaJI0TaH, ThH KaTO MOXE 1a Bb3HUKHAT
konebGaHus B apTEPHATHOTO HANATaHE M/ HITH apUTMUSL.

OTHOCHO 001112 aHECTE3HA C APYIH AHECTETHIIH, BHKTE Touka 4.4 CoeldanHu IpeaynpexIcHus v
NpeAna3sHi MEPKH MpH yroTpedHa.

Bzaumoodenucmsua ¢ rabopamopru mecmose
JleBogona MoXe J1a NOBJIHAC PE3YATATUTE OT J1A00paTOPHU H3CIEBAHMA, BKIIIOUHTEIHO TECTOBE 34
KaTeX0JaMHUHUY, KPCATHHHH, THKOYHA KUCSIUHA U TTIIOKO3ypHsa. PesynTaTire oT TCCTOBETE HA ypUHATA

MOTrar ga 6']5}]&1" (I)EIHLUHB(}—HUHU}KHTSJIHH 34 HAJIHYHCTO Hd KCTOTCIA.

TectsT Ha Coombs MoxKe Aa nane PpauuBO-TIONIOKUTEICH PE3YIATAT NP MALHEHTH, KOUTO IPUEMAT
Manonap.

Bzaumooeiicmsus ¢ xpana

Korato Magonap ¢ He3abaBHO 0CBOOOKIABAHE HA IEKAPCTBOTO C€ NPHEMA C POTEHHH
ce HaOmronaBa HaMasBaHe Ha eekta My, Hama 1aHHu 3a BIUAHUETO Ha X
Ha Magonap nqucneprupaimt ce TAbneTKH KM Kancyinu ¢ YAbIKEHO 0cB0DO



Jierogora e roigsma HEYTPaAIHa aMHHOKHCCIMHA U CC KOHKYpHpa © NOACMHTC HEYTPAJIHH AMHHOKHCCIIHHH
OT IIPOTCHHHMTC B XPAHATA 33 TPAHCIIOPT NPC3 CTOMALUIHATA JINTaBHLIa 1 KPBBHO-MO3bYHATA 6apHe:pa.

4.6 D EePTHIANTET, OPEMCHHOCT H KbPMECHE

Deprunurer

He ca nposexaaHy npoy4Banui 3a GpepTHiIHTeTa (BXK. TOUKa 5.3).

bpemeHHOCT

JleuenueTo ¢ Manonap e OpOTUBONOKA3AHO Npyu OPEMEHHOCT ¥ NPH KEHU € ASTEPOIAEH NOTCHUNAL, KOUTO
HE M3M0/I3BAT €(DCKTUBHA KOHTpaLemus (Bx. Touku 4.3 u 5.3).

[IpenopnuBa ce IPOBEXAAHETO Ha TECT 32 OPEMEHHOCT MpEIx 3aM04YBaHE Ha JIEYEHUETO, 3a Ja Ce
U3KIIIOHH OpeMeHHOCT. JXKeHnTe ¢ JeTepo/ieH noTeHnyual TpaOea /1a U3N013BaT €eKTUBHA KOHTPAUCTILIMSL
10 BpEME Ha nedeHreTe ¢ Magomap.

AKO HACTBITH OPEMEHHOCT NIpH 'KeHa, pHeMalia Magonap, NpuaeKeHHETO Ha JIeKapcTBOTO TpAOBa A2 ce
IPEYCTAHOBH (KAKTO € NPEMOPbUAHO OT JIEKYBALIHS JICKAp).

besonacHarta ynorpeba Ha Magonap no BpeMe Ha paxk/JaHe He € YCTAHOBEHA.

KbpmeHe

He ¢ ycraHOBeHa De3onacHara ynotpeda Ha Majonap no BpemMe Ha KbPMEHE.

He e u3secTHO nanu OeHzepazu) ce eKCKpETHpa B KbpMaTa. MalkH, IIpU KOUTO Ce Halara JIeUeHHe C
Manonap, He TpsbBa 4a KBPMAT, 3aMI0TO HE MOXeE Ja C€ H3KIHUH BB3MOXHOCTTa OT Bb3HUKBAHE HA
CKEIeTHH Maa(opmallii IIpH OedeTara.

4.7 E¢gekTH BBpXY cnocofHoCTTA 32 IIoUpaHe U padoTa ¢ MAIlTHHH
Manonap MOXe Aa NOBIMAE B SHAUWTEAHA CTENICH CnocoOHoCTTa 32 odupade U padoTa ¢ MalllMHH.

[TanMeHTUTE, KOUTO CE JIEKYBAT ¢ JIEBOONA U OAYUAT ChHIMBOCT W/MIIM €NH30AH Ha BHE3AIHO
HacTBIIBaHE Ha CbH, TpAOBa Aa ca npeayIpedcHH Ia ¢ Bb3ABPAKAT OT WOGHPaHE UIH yHACTHE B
OEHHOCTH, IPH KOUTO HApYyIIEHATa OAUTEIIHOCT MOKE Ja H3TI0XKH TAX HIH APYTH XOpa Ha PHCK OT
CEpHO3HO HapaHsABaHE WK CMBPT (Hanp. padoTa ¢ MallMHH), 70 OT3BY4YaBAHETO HA TAKHBA
pEeLHIMBUPALIH €IHM30H H Ha ChHIMBOCTTA (BK. Touka 4.4).

4.8 HexelaHu NeKapceTBeHH peakIlNu

O0ob61enure Ha npoduia Ha 6€300aCHOCT

TabnuuHo IpEeACTABAHE HA HEXKETAHUTE PEAKLHUU

HM34yucaaBaHeTO HA ChOTBETHATA KAaTCTOPHA HECTOTA 3d BCAKO HEXKEIAHO ChOUTHE ce OCHOBaBa Ha

(=1/10 000 mo <1/1 000); muoro peaxu (<1/10 000); ¢ Hen3BecTHa YecToTa (OT HAJ
MOXeE [1a ObJ€ HAIPaBEHA OLICHKA).



CneanuTe HEXKENIAHH PEAKI[MH ¢d YCTAHOBEHH MPH ITOCTMApKEeTHHIoBaTa yrnorpeba na Magonap
(Tabmuua 1) Bb3 OCHOBA Ha CNOHTAHHH ChOOIEHH H ChOONIEHH OT TUTEPATYPHH U3TOUHHIIH.

Taduauua 1: Hexenann JeKapcTBEHN PeaKUHH OT MOCTMAPKETHHIOBATA YIIOTpeda

Hapymenus Ha KpLBTa K AMM@HATA cheTeMa

C HCH3IBCCTHA Y€CTOTa

XeMOIUTHYHA AaHEMMUSA

IIpexonHa 1€BKOIICHHA

TpoMmbouuTonenn:

Hapymienus Ha MeTa00aHIMA H XPaHEHETO
C HEU3BECTHA YECTOTA

HamaneH aneTur

IIcHXHYHH HAPYIIEHUS

C HCH3IBCCTHA YECTOTAa

CHHIpPOM Ha JOTIAMHMHOBA JHCPETYIALM

ChecTossHHE Ha OOBPKBAHE

Jenpecus

Bn3oyma*

TpepoxHocT™*

bBezcbHue*

XamouvuHauun™*

Haﬂynﬂocm*

JlesopueHTanms™

[TaTonoruyHa cTpacT KbM XasapT

[loBuiIeHo MTHOHIO

XHUIEPCEKCYATHOCT

KomnysncuBHO na3apyBaHe

[pesxmane

CHMNOTOM Ha HAPYIICHO XPaHEHE

Hapyienus Ha HEPBHATA CHCTEMA

€ HEHU3BECTHA HMCCTOTA

Areﬁﬂﬂ

Huzreyzus

Juckunesus (xoperdopMeHa 1 aT€TO3HA)

Davemyayuu 8 mepanesmuinul 0m2080p.
-  (DeHOMEH HA 3aMPDb3BaHC

-  BraomaBane B Kpag Ha fqo3ara

- ,on-off” edpexT

CHbHIHBOCT

(MHIpOM Ha HECTIOKOMHHTE Kpaka

BHezango zacnouBaHe

Cobpaednu HapylueHus

C HCH3BCCTHA YECTOTA

ApUTMUSA

Cba0BH HapyIIeHUA

¢ HCH3BCCTHA YECTOTa

OPTDCTBTHII Ha XHUINOTOHHA

CroManIHO-YpeBHA HAPYIICHUS

C HEH3BCCTHd HECTOTA

[‘agene

Ilospbluade

Huapus

IlpoMsiga B LBE€Ta HA CJIIOHKAT,




[TpomsaHA B LIBETA HA €3UKA
[Tpomsara B uBeTa HAa 3BOUTE
IIpoMsaHa B LIBETA HA YCTHATA JIMIaBHLA

XenaroOMINAPHN HAPYIIEHHAS

C HEM3BECTHA YECTOTA [lopHiieHH TpaHCAMMHA3H
[TopuieHa ajkayiHa ¢ocdarasa
[ToBuiena raMa-rIyTaMuITpaHchepasa

HapymeHusa Ha KOXKaTa H NMOAK0KHATA ThKAH

C HEM3BECTHA YECTOTA Crpbex
O0pur

HapymeHuus xa 6n0penuTe H NHKOYHATE NHTHINA

C HEHM3BECTHA YECTOTA [Toprena ypest B KPbBT4
XpomarypHi

* Te3n cLOUTHUA MOXKE Ja BB3HUKHAT OCOOESHO MPH MAIUCHTH B CTAPYECKa BB3PacT U IIPH NMalHEeHTH ¢
AHaMHE33 33 TAaKMBA HAPYILICHHUA.

Onucanue Ha M30paHu HeXenaHu peakiHu

Hapywenusa na kpvema u tumgnama cucmema: Uma cLobIIEHHA 32 XEMOJIMTUYHA aHEMHUS, MIPEXO/IHA
I€BKONEeHHs ¥ TpombonuToncHuA. IIpu Bcako NpoALKHTENHO JICHERUE C IEKAPCTBA, ChABPKAIH
NEBOAONA, TPSAOBA MEPUOMYHO Ja C€ NPOCIENIBAT OPOAT HA KPHBHUTE KIIETKH 1 4epHOApOoOHATA, H
OnOpeunaTa pyHKIMA.

[Hcuxuunu napywienus: JlenpecHsara MoXe Ja € 4acT OT KIMHUYHATA KApTHHA IIPH NAalMEeHTH ¢ OonecT Ha
[TapkuHCOH, HO MOXE Na cc HaOJIIoaBa U IPH NAUMEHTH, JekyBaHu ¢ Manonap. Bn3byaa, TpeBoxKHOCT,
0e3chHNE, XATIHHAUKY, HAJIYAHOCTH H BPEMEHHA JC30PUCHTALIA MOKE Aa Bb3HWUKHAT [JIABHO TIPH
HALMECHTH B CTAPYECKa Bb3pacT U NpH NAUMEHTH ¢ aHAMHEe3a 34 TaKUBa HApyIIeHHA.

Hapywenus na konmpoaa na umnyicume. Moxe 1a ce N0ABAT MATOIOIMYHA CTPACcT KbM Xa3apT,
NOBHIIEHO JUOUIO0, XMIEPCEKCYATHOCT, KOMITYJICHBHO XapUYeHe MM KYITYBAHE, CKIIOHHOCT KbM
IpesAAAHE U KOMITY/ICHBHO XPAHEHE NIPH MALMEHTH, NEKYBAHU C AONAMHHOBH arOHUCTH H/HIIH APYro
HOMAMHHEPTHYHO JIeYEHHE, ChALPKALLO AEBOIO0NA, BKIIOUHTENHO Majonap (Bx. Touka 4.4. CieuuanHu
MPEeAYIPEXKISHUA U TIpena3H MEPKU NPH yrioTpeda).

Hapyvuernus na nepgnama cucmema: B no-keCHUTE CTa 1M HA IEYEHHETO MOXKE J1a Bh3HMKHE THCKHHC3UA
(Ranp. xopengopMeHa UK aTETO3HA). Te3H peakiuu MOKE Aa C€ NPeoIoNIEAT K A CTAHAT IOHOCHMH
ype3 HaMaleHHE Ha 103aTa. IIpH NPOABIDKUTENHO NeUEHHE MOKe Aa ce HaD101aBaT ChIlo U QIyKTyanuu
B TEPANEBTHYHHA OTTOBOp. ToBa BKIIIOYBA €NIM304W Ha ,,3aMPB3BaHe”, BACLIABAHE B Kpas Ha 103aTa U
,on-off” edekT. Te 0OMKHOBEHO MOXKE 11a CE IPEOAONEAT WM Ad CTAHAT ITOHOCHMH YPE€3 KOPHIHPAHE Ha
[03aTa U KaTO Ce fIPUNArar o-Mainky eTHOKpaTHU J03u no-4ecro. Crnen T0Ba MOXE Aa CE€ HalpaBu
OTHOBO OIIMT 3a IOBHIIIABAHE HA [I03AT4 3a 3aCHUJIBAHE HA TepaneBTHUHHA edeKT. [IpUIOKCHUETO Ha
Majonap e cBbpP3aHO ChC CHHIMBOCT, KATO MHOTO PAAKO € 6110 CBBP3aHO € IPEKOMEPHA ChHIIMBOCT NIPE3
JEHA U ¢ €MKX30M Ha BHE3AIHO HaCTBIIBAIIO 3aCIHBAHE.

Cvoosu Hapyuwenus: OPTOCTATUYHUTE HAPYIICHUS OOMKHOBEHO c€ NOA00pABAT C/led HaManABaHE Ha
no3ata Ha Manonap.




CFHQMCRHHG-HPE?SHH HAPYWERUA. Hesxxenanure CTOMAILUHO-YPCBHHU PLAKIHMH, KOUTO MOXKE [1d CC ITOABAT
NpCAHMHO B PAHHHTE CTAAHH HA JICUECHUETO, MOXKE 1a C€ KOHTPOIHPpAT B 3HAUHUTC/IHA CTCIICH, KATO
Mﬂﬂ.ﬂﬂﬂp CC NMPpUCMA C XpaHa C HHUCKO CbALPKAHME HA TPOTEHHH HIIM TE€YHOCT, HIIH HPC3 0aBHO
YBCIHYCHHUC HAa RO3aTa.

Cundpom na HecCnoKotuHume Kpaxa: pa3BUTHETO HA ayrMeHTaUus (CMAHA BEB BPEMETO Ha CUMITOMHTE OT
BEUCPTa/HOLUTA B paHHKA cleno0e 1 Be4ep NpeiM IpueMa Ha clieBallaTa HOLHA 1034} € Hau-4ecTaTa
HEXKETIAHA PeaKiHA HA IPOABIDKUTEIHOTO JONAMUHEPIrUYHO JICHUEHHE.

H3caeosanus: LIBEeTHT HA ypHHATA MOXE J1a C€ IIPOMEHH, KaTO OOMKHOBEHO A00UBA YEPBEH OTTECHBK,
KOWTO NOTBMHABA, KOTaTO YPUHATa npecToM. Jpyrd Te/IeCHU TEYHOCTH HIH TBKaHH CBILIO MOXKE Ja
IPOMEHAT IIBETA CH HJIH Ja C€ OLBETAT, BKIIOUYHTEIHO CIIOHKATA, €31Ka, 3b0MTE M YCTHATA MUraBHIA.

CpoOlaBaHe Ha MOAO3HPAHH HEXKETAHH PEAKLIMH

CpoOLIaBaHETO HA NOAO3IUPAHN HEKEIAHH PEaKUMK CIIC/ pa3pellaBaHe 3a ynoTpeba Ha IEKapCTBeHUA
MPOAYKT € BaKHO. TOBa Mo3BOMNABA A2 NPOABIKH HaOMIOJEHHETO HA CHOTHOIIEHHETO 10133/ PUCK 32
JIEKapCTBEHMS MPOAYKT. OT MEAMIIMHCKUTE CIICUMATIHCTH ¢ H3UCKBA Ja ChODIaBar BCAKA NOJ03HpaHa
HEXKEIIaHa PeaKLys Ypes:

M3nbnHATETHA areHiMA 110 JIEKapeTBaTa

yi. ,,Jdaman I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcalT: www.bda.bg

4.9 IIpeaosupane

Cumnmonu u npusHayu

CHMIITOMHTE U IPU3IHAIIATE HA IIPENO3UPaHe Ca KAaYECTBEHO CXOAHHU € HEXKCIIAHNUTE PEAKLMH,
HabIIOMaBaHHu NPH IPUEM Ha JIEBOIONA-0eH3epastl B TEPAlICBTUYHH JO3H, HO MoTaT Aa OBJaT M 110-
CHJIHO H3pazeHu. IIpeao3upaHeTo MOKe 14 JOBEAE 10: ChPACYHOCHIOBU HEXKENaHU PEeaKuu (Hanp.
CBhpIEYHa apUTMHMA), ICUXUYHU HAPyIUEHHs (HaAmp. oObpkBaHe U 6€3ChHUE), CTOMATHO-YPEBHH
HapyLeHHA (Halp. ragcHe H MOBPHILAHE) U HEOOMIAHN HEMPOM3BOIHY JABIKEHUA (BXK. TO4KA 4.8).

Jlevenue

B 3aBHCHMOCT OT KIHHHYHUSA CTATYC HA TTAIIUEHTA JICYCHUETO MOXKE Ja BKIHOYBa MOHUTOPHPaHEe Ha
KHIHECHUTE (PYHKUHMH H HA3HAYaBAHE HA OOLIH NOAAbpAIM MepKU. [1pH HIKOH NAllHEHTH MOXE aa ¢
HAJIOXH CUMIITOMATHYHO JIEYEHHE Ha ChPASYHOCHIOBHTE [IPOSBH (HANp. ¢ AHTHAPUTMHYHY CPE/ICTBA)
HJIH CPEJICTBA, IOBAMABAILM LCHTPAIHATA HEPBHA CACTEMA (Hanp. KaTo peClIHMPaTOPHH CTUMYIIAHTH U
HEBPOJICIITHLH ).

OcBeH ToBa, MO-HATATHUIHATA aGcopGUMA Ha (POPMU C KOHTPOJIUPAHO OocBOOOKAaBaHe TPAOBA Ja ce
NPEAOTBPATH € IOAXOIAIH METO/H.

S. ®APMAKOJOI'NMYHHU CBOHCTBA

5.1 PapMaKOAHHAMHYHH CBOHCTBA

PapMakoTepalleBTHYHA IPyNa: AHTHIIAPKMHCOHOBH JICKAPCTBA, AOIIAMUAHEPTH
NO4BAO2.




Magomnap e aHTMRAPKUHCOHOBO JIeKapcTBo. JIeBogona (3,4-auxuapokcu L-deHnnaianut) € MEXKAMHEH
IPOAYKT Ha OMOCHHTE3ATa Ha ontaMuHa. JIeBojona (npexypcop Ha AONIaMHHAa) CE H3II0JI3Ba 32
MOBUILIABAHE HA IONIAMUHOBUTE HHUBA, Thil KATO TOH MOXe Ja IPEMUHE KPBBHO-MO3b4YHATa Dapuepa,
AOKATO CAMHAT JoNaMHH He Moxe. Ces HaBAM3aHe Ha N€BOLONA B UEHTpanHata HepBHa cucTema (1JHC)
TOH ce buoTpaHchopMIpa 10 JOTIaMHH Ype3 AeKapOoKcuIazaTa Ha apoMaTHuTe L-aMUHOKHCC/THHH.
HonaMuBsT striatum pallidum v substantia nigra ¢ U34EpIlaH B 3HAYMUTEIHA CTENEH IPH MAIIUEHTH C
OonectTa Ha [IapKUHCOH U ce cUMTE, Y TIPIIMKEHHUETO Ha JIEBOA0MA TOBHILIABA HUBOTO Ha JONMAMUHA B
re3u ueHTpoee. [IpeBphliaHeTo Ha JIeBOAOMNA B IONaMUH OT €H3MMAa J0la AcKapOOoKCcHiIa3a odade ce
U3BBbPIIBA U B eKcTpauepedpanauTe Thkanu. [lopagu TOBa HE MOXKeE Ja C€ [IOCTUIHE IBJICH TEPANMECBTHYCH
¢(PeKT H ce MOSBABAT HEXKETAHH PEAKIIHH.

[TpunoxeHueTo Ha HHXUOUTOD Ha nepudepHaTa aexkapOOKCHIa3a, KOHTO OJOKHpa eKCTpauepeOpaTHOTO
nekcapOOKCHIIMpaHE Ha JIEBOAONA €AHOBPEMEHHO ¢ JICBOAONA, UMA 3HAYMICIIHU IpeanMcTBa. T¢
BKJTFOYBAT HAMAJICHU HEXEJIaHu peaklHH OT CTpaHa Ha CTOMALIHO-YPEBHATA CUCTEMA, M0-0BP3 OTTOBOD
[1pH 3aI104YBaHE Ha JICYEHHETO H NO-MPOCTH CXEMH Ha Ao3upane. Manomnap ¢ koMOHHaLusA OT JIEBOAONA U
OcH3epa3u B CbOTHOMIEHUE 4:1, KOETO B KNIMHUYHH M3MIHTBAHNA € JOKA3aHO, ue € HaH-3aJ0BOJIUTEIHO,

Kakto [IPH BCAKA 3aMCCTHTEIIHA TCpailnuA IIIC 6"[:,.[[6 HYKHO [NpOABLIXKUTETHO JICHCHHUC C M&,EI,DHEIP.

5.2 PapMaKOKHHCTHYHHM CBONMCTBA

Abcopbrus

B kpBBHHTE NpodHU Mpey NPHIOKEHHUE HA JIEKAPCTBOTO CE€ U3MEPBAT HUCKH HUBA HA €HJAOTCHHA
nepogona. Cuea nepopanHo npunokenne Ha Magonap nepogona u Genzepasua Obp3o ce abcopOupar
rJIABHO B FOPHHTE OTAEIH Ha TBHKUTE YepBa, KaTo abcopO1MATa TaM € HE3aBUCUMA OT MACTOTO.
[IpoyuBaHusATa Ha B3aUMOAEHCTBUATA IIOKA3BaT, Y€ [10-T0JIAMa HacT OT JeBoxona ce abcopbupa, Koraro
ce npuiara B KomOuHaug ¢ 6eH3epasya B CpaBHEHUE ChC CAMOCTOATEIHOTO IIPHIIOKECHHE.
MakcUMaNHUTE [1a3MEHH KOHLEHTPAaLMH Ha 1€B0O/I0Na C& AOCTUraT IIpUONU3UTENHO CIUH Yac CCa
MprueMa Ha cTaHaapTeH Mapnonap. AGconmoTHata OUOHAIMYHOCT Ha JIEBOONa OT Npunoked Manonap
TabJIETKH ¢ He3abaBHO 0cBODOKNABaHE € NpHOIM3UTEIIHO 98%.

Maxcumannara mia3MeHa KOHIEHTPALKMSA Ha JIEBOA0NA U cTeneHTa Ha abcopbuus (AUC) ce yBenuyapar
MpONoOpLUHOHATHO Ha ao3ara (50 — 200 mg neponona). MakcnManHarTa mia3MeHa KOHUEHTPAllMA Ha
nesogomna € ¢ 30% nmo-HUCKa ¥ ce JOCTHTa Oo-KbhCHO, KoraTo Majaonap ce npuiara ¢bC CTaHAapTHA
3akycka. [IpueMBT Ha XpaHa 0OMKHOBEHO HaMansgBa cTenenTa Ha abcopOunsa Ha nesoxona or Magonap
TabieTKU ¢ HezabaBHO ocBoboxmaBane ¢ 15%, HO TOBa MOMXKE 11a BapUpA.

Pasnpenenenue

JIeBozona npeMUHaBa Mpe3 CTOMAlIHAaTa JIMraBUIla H KphBHO-MO3bYHATa apHepa ¢ NOMOIITa Ha
HACHIIAIA C€ TPAHCIIOPTHA CUCTeMA. T8 HE € CBbP3aHa C INIA3MEHUTE TpoTeUHH. beHsepasu B
TEepANEBTUYHU (031 HE NMPEMHAHABa KPBBRO-MO3bYHATA OapHepa. beHszepasu ce KOHLIEHTPHPaA IIPeJHMHO
B 660penure, Oenute gpobose, TEHKUTE YEPBA U YEPHUA APOD.

buoTpancgopManmg

[IOMY>KUBOT OT NPUONU3HTENHO 15 yaca 1 KyMynupa npu NalHeHTHTE, MOIy4af
Maaonap. JlekapboxkcunupaHeTo Ha JIEBOAOMNA, BOAEHIO J0 00pa3yBaHETO HA i



MOMOIITA Ha apOMaTHATA AMHHOKHMCEIIHHA eKapOoKcHaa3a, KOSTO OCBEH B YEPHHUA Apo0d, c& HaMHpa B
M300MIKE B UPEBHHA TPAKT, On0pennTe U chpueTo. HaMmaneHoTo nepubepHo AckapOOKCHIIMPAHE Ha
IEBOJIONA IIPH MPHIOKeHHE ¢ OCH3Epa3U/ Ce 0Tpas3ABa B MO-BHCOKHTE [I1a3MEHHU HHBA Ha JIEBOIONA H 3-
O-MeTHiIOIa.

Bersepasia ce XHAPOKCHIMPA OO TPUXHAPOKCHOEH3UIXMAPA3HH B UPEBHATA TMI'ABUIA H YEPHHA Ap00.
To3u meTabonur e MoeH HHXHOUTOP Ha AcKapOOKCHIa3aTa Ha APOMATHHTE AMHHOKHCEIHHH.

EanuMubaupane

[Ipu Hanmyue Ha OeH3epa3ua, MHXHOUTOP Ha nepuepHara JeKapOOKCHIa3a, CIIMMMHAIIMOHHHST
MOIYKHUBOT ¢ npuOnn3uTeNHo 1,5 yaca. IlpH nauyeHTH B cTapyecka Bp3pacT CAMMHHALHOHHUAT
MOJY>XHBOT € MalIko (23%) no-aener. KnupsHesT Ha nesojona e 430 ml/min.

bensepasua ce eTHMMHHpPA NOYTH HAMTBAHO upe3 6uorpaHcdopmupade. MeTabONUTHTE Ce CKCKpeTUpaT
OpeauMHO ¢ yprHaTa (64%) u B Malika creneH ¢ gexainnute {24%).

CrienpanHy onyaanydH

bBwbpeuno yapecoare
Hsma dapmakoxkuHETHYHH JaHHU € JEBO/I0NA IPY NAUMEHTH ¢ 0B0peyHo yBpeXKIaHe.

M neropona, 1 6eHzepazu ce OHOTpaHChOPMHPAT B rosisMa CTEneH, Kato no-Mainko oT 10% ot
HENPOMEHEHATA JIEROA0IIa C€ 0TAena npe3 6udpenuTe. [Topaau ToBa HE ¢e HaJlara MOHWKaBaHe Ha NO34Ta
IpH JICKO WIIM YMEpeHO OBROPEYHO yBpeXaaHe (Bxk. Touka 4.2).

Mﬂﬂﬂﬂﬂp CC I[TOHACH ,.[[06[)6 OT YPEMHYHH ITAITHCHTH Ha XCMOINAIH34.

Heprodpoono yepexcoane
Hama dpapmakoxMHETUIHH AaHHH C JIEBOLONA [IPHU [TALUMEHTH € YEPHOAPOOHO YBPEXaHE.

Cmapuecka sv3pacm

[Ipn nauueHTH B cTapyecka Bb3pacT (Hal 65 roauHy) eJIMMHHAIHOHAUAT nonyxuBoT 4 AUC Ha
JIEBOJOTA ¢a ¢ 0Kono 25% MO-BUCOKH, B CPaBHEHHE C NO-MJIAJH NauyeHTH. CTaTUCTHYECKH SHAYHMUAT
ed)eKT Ha Bb3PACTTA HIMA KIHHMYHO 3HAYEHNE U He Ce HANATAT POMEHH B I03UpOBKaTa (BxK. Touka 4.2).

5.3. IpeakInHUYHYE JAHHA 32 De30MacHOCT

Kapyunozennocm
He ca npoeexiany mpoyuBaHUs 3a YCTAHOBABAHE Ha KaHLEPOTeHHMA ITOTeHIHA1 Ha Mazonap.

Mymacennocm

Manonap v HeroBuTe ChCTAaBKHU (IeBOAONA H OEH3Epa3Ha) HE Ca MOKa3aIH MYTAar€HHOCT IIPY TE€CT Ha
Ames. Jluncear apyrv JaHHH.

Yepeocoane na hepmurumema
He ca npoBexaanu npoydsaHis Ha GpepTUiHTeTa IIPH XXKUBOTHM 3a OIEHKA Ha edekTa Ha Majomap.

W0

Penpooyxkmuena moxcuunocm



[Ipu cToltHOCTH Ha 103H, TOKCUYHH 332 MAlKaTa, € YCTAHOBEHO MOBHIICHAC Ha BhbTPEMATOYHATA
CMBPTHOCT (3ailM) W/MITH HaMaJisIBaHE Ha TErJIoTo Ha PeTyca (nabXoBe).

Hpyau
OGHI.HT& TOKCHKOJOIHYHH [IPOYYBAHUA IIPH IIITBXOBE Ca MNOKA3alH BE3IMOXKHO HAPYHICHHUC Had PA3BUTHCTO

Hd CKCJICTA.

B tazu BPBb3Kd HC Cd HATTHYHH APYTH JaHHH ITPH XHUBOTHH.

6. OAPMAINEBTUMYHHA JAHHHU
6.1 CIHCBLK HA NOMOUIHATE BelIECTBA

Beaxa madaemra co0wpia.

MauunTon

Kanuues xuaporendgocdar
MiuxpoxpucTania nenyiosa
[[pexxenaTHHU3MpaHO HAPEBHYHO HUIIECTE
Kpocnosuaon

Etnnuenynosa

Kenesen oxeunp (E172)

CHTHIHEB JUOKCHI, KOJIouaeH 0e3B0eH
Hatpues noky3ar

Maruesues creapar

6.2 HecbBMecTHMOCTH

Henpuioxumo.

6.3 Cpok Ha rogHoCT

4 roguHH

6.4 CrneunaiHz YCJIOBHA HA CHXPAHEHHE

Ha ce cexpansra nog 25°C.

Ja ce ceXpaHaBa B OPUTHHA/IHATA ONAKOBKA.

CoxpansiBanTe OyTHIKaTa IUTHTHO 3aTBOPEHA, 34 Jia ce NPEa3y OT BIAra.

6.5 BHA ¥ cHABPAKAHHE HA ONNAKOBKATA

TeMHEE, CTBKICHN OYTHIKH C DOJUNPOIKICHOBA Kalayka U ¢cBOOOAHO [10CTABEH CYLIHTE.

bymuakute chabpxar 50 unmm 100 Tabnerxy.

He BCHYKM BU/IOBE ONAKOBKH MOTaT ga OBIAT ITYCHATH B MPOAaxK0a.




6.6 Crnenuannu npeanazHd MepKH NpH H3XBLPAsAHE H pabora

Hsima cnelHajiHH U3HUCKBaHUS.

Heusznonspanuar JEKAPCTBEH NMPOAYKT HIH OTIIAABYHHTE MATECPHAIH OT HETO TpﬂﬁBEl Ad CC N3XBLPIAT B
CBOTBCTCTBHE C MCCTHHTEC H3UCKBAHA.

7. HPATEXATEJI HA PA3PEINIEHUETO 3A YIIOTPEBA

Pom brirapua EOO/, ya. ,,Pado Iletkor Kazanmkusara® Ne 2, Codua 1766, brirapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Paspewenne 3a ynotpeba Ne [1-0676
Perucrpamuonen Ne 20020187

9. AATAHA IIBPBO PABPEHIABAHE/TIOJHOBABAHE

HA PAZPEHIEHHUETO 3A YIIOTPEBA

Hara Ha nupBO pa3pemanale: 07.05.1993
Jata Ha nocnenHo moaHoBgBaHe: 26.09.2007 r.

10. JATA HA AKTYAJIL3NPAHE HA TEKCTA

Ouu 2023 r.

Madopar e peructpupana THproBcKa Mapka.




