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Beaxa dumv-tabaera cpaspxa 150 Mr npormadesoH XHAPOXIMOPHL, |

3a nomompTe BemecTEa BAX 6.1,
PAPMAHEBTHHEA ®OPMA
Gunm-Tabnersn
Besm, Kpbrimi, ABOHHO-H3MTBKHANY, 0OBHTH TaONeTH ¢ pa3fenHTeNTH] YePTa OT efHaTa CTpaHa.
KJHHHAYHY OCOBEHOCTH

4.1.TepaneBTHYHH MOKa3aHH

TlpodunaxTaka u neyerue Ha:

- HafKaMepHU TAXHKAPAHH B TAXHADHIMHM B Ha KAMEPHH TaXHKapIHH.

- CHMITTOMATHYHM KAMEPHH TaXMKAPJHHK U PHTEMHHM HADYIMEHHS, KOraTo BIIH3AT B
cp0BpakeHHe H ¢ IPYrH HOAXOMH .

4.2, oaupane ¥ Ha%MH HA NPUIOKEHNE
HosupaneTo Tpa6Ba xa ce MpOBEKI2 HHAHBHAYANHO H NOX HaOMOASHHETO Ha KapAHOAOT
¢ MHOTOKpaTHO Hpocneassatie Ha EKT, xppBHOTO HanAraye u enextponutrisa Gananc,
Kaxro u gpyrure aHTHapHTMENHENA cpeAcTBa nponaderon TpabBa jda ¢e mpuara
BHHMAaTEIH0 B NIEPHO/A Ha ONPEASIIiHe Ha H03aTa 0Co0SHO NpH NALHMSHTH B HATpeqHana
BB3pacT WIH TAKMBA C yBpeleH Muokapy. JlosupaHeTo Aa ¢e IpoBeka Bb3 0CHOBA Ha
KHIAVBHAYAIHEA TEPaneBTAYeH OTr0BOp U HOHOCHMOCT.
3amouBaHero Ha Tepans ¢ npormadeHor MINCKaBa CTPOro HabmoxneHue ¥ Tpabsa fa crasa
TIpY HAIHYUEe Ha anapaTypa 3a CHeINHA TePard K Bb3MOXHOCT 33 MOHHTOPEH KOHTPOIL.
TTo BpeMe Ha TepansTa oa ce NPOBEXAAT KOHTPOIHM nperneny (Hanp. Ilpes 1 mecent
crannapauo EKT, pecn. 3 mecena-xonnep EKT u & onpenenenn cmysait EKI mpu
Harosapsane). [Ipu Bromasase Ha OTACHHE NIapaMeTpH - yApDKasade #a QRS-
HHTEPBana, Pectt. yEbvkanane Ha QT-usreprana ¢ nosese or 25% wm PQ-nxrepsana ¢
niosese or 50% unn HapacTsase Opos MAH TEXKECTA HA PUTEMHITS HapyIneH s,
TEPATMATA C& IPOKOHTPOIIHPA CTHOBO,
TperoppunTEHATA HEAMBHAYATHA 1032 € 150 Mr na 8 vaca (450 mr muesHo). Crex
MHHUMANEH HETEPBAX OT 3-4 DHM H03aTa MOXE K4 ¢¢ yBemidasa ¢ 225 mr xa § gaca (675
MT JHEBHO) H aKO & HeoDxoamumo Moxe xa gocturae 300 mr xa 8 gaca (900 mg JHEBHO),
Edexrupuoctra 1 6e3BpeAHOCTTa HA JHEBHH KO3, KOHTO C3 IO-BHCOKH OT 900 M, HE &
ycramosesa. B ciryuali Ha sHaUnTeNHO yARIDKaBaHe Ha cermenta QRS wnn nossa Ha AV-
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6nox I unu III crenen fosara Tp#0Ba A2 ce HaManH Ui TEPAIIHATA A3 CE HNPEYCTAHOBH
JOKaTO Ce MOCTHIHe HopMamasupare Ha EXT .

B cryuaii Ha yepenenH veproapobny B/ 050peany QyHKImH MoxKe Xa ce Habmrozasa
aKyMyJIupaHe Ha NeKapCTBOTO MPH NpIIarafe Ba TepanesTHYHH KO3H. 3aToBA IPH
TakuBa naumeHTH nponadieHoH TpabBa Ha ce mprnara rog, EKT -xoutpon ¢
eNHOBPEMEHHO ClIeHeHe Ha IDIA3MEHHTe KOHIIGHTPALHH Ha JIeKapCTBOTO.

Ipy mamueHTH B Halpeaiana Bb3pacT, NPH TAKHEa ¢ HCTODHA 33 3HAWMTENIHO YBPEHeH
MEOKAPK Ko3aTa Ha nponadeHon Tpa0Ba fa ce yeeiJapa MHOro 6asHO npes
TIPBOHATANHNFA €TaN Ha JIeYEHUSTO.

Ilpu siena npenopBRMTENIHATA CPERHA AxeBHa fo3a e 10-20 mr /kr, pazpenena na 3-4
nipueMa.

4.3. IlporuBonoxaianus

Bpamuxapaus;

BporxocnacTHgHy ChCTofHUA {0CTHD GPOHXOCIIA3hM, aCTMa),

Kappuorenes ok ¢ NPOH3XOH, PasHYeH OT 3PATMITICH,

Ilpes rapBHTE TPH MeCeHa Cles npeKkapan NHPapKT Ha MHOKApa WIH IPH HaMaJleHH
cepreust yuxnuu (afterload<35%) ocser NpH NAMEHTH C XKUBOTO3ACTPANIABAMIH
KaMepHH apHTMHY,

Heosnangna KOHTeCTHBHA ChPAEYHA HENOCTATHIHOCT;

H3pazena xunoron,

CHro-aTpHasy, aTPHOBSHTPHKYIAPHY ¥ HHIDABEHTPHKYNAPHH HAPYIIe-HHA B
TEHEPHPAHETO H/HITH NPOB&XEAHETO Ha mvmyicHTe (AV-6510K, CHHEPOM Ha GomHIA
CHHYCOB BB3eJI) IPH OTCECTEHE Ha NEHCMEHKDD.

MuacTesns rpaBuc;

EnexrponnTeH xucbanamxc;

CBpbX4uyBCTEHTETHOCT KBM NPOnafeHoH.

4.4, CrienHasiHK YRA3aHHA H NPEeANAIHE MEPKH

Qxrosepi 2003
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B cryqaii va yasmwkasane xHa QRS-xommnexca ¢ 20% mosata Tpsbsa Aa ce penylmpa Hik
NieyeHMeTo Aa ce NPeKkCHe no Hopmannsupare Ba EKIT. Axo B xo#a Ha nedesHe ¢
nponateson ce noasaT cummroMu Ha 11 wn I crenen wa AV-6nok, Aosata Tpabsa wiH
Ia ce peAyLHpa, HAK TEPANHATa A2 C& NPEyCTAHOBH.

Hponadgenos He GuBa Aa Ce IpHIara HPH MALKEHTH ¢ KOHTCCTHEHA CBDAEYHA
HEROCTATHYHOCT MM ¢ HrdapkT Ha MHOKapAa. B ciryyail, 4e mpHnaraxero My €
HAJIOKHTENHO, CHPAEIHATA HEAOCTATHYHOCT TPA0Ba Aa € HABAHO KommencHpaHa, Kakro
H APYrd aHTHAPHTMHYEH cpefcTea oF I Kiac nponadeHOH ¢ Npiiara caMmo npx
MALHEHTH ¢ XHBOTO-3aCTPAIIAEAINM KAMEPEH apuTMu. Y norpedaTa My NpH He TONKOBA
TEXKH KaMEPHH aPHTMUM HITH HeNOKYMEHTHPaHN HENOKYMEHTHDAHH XaMepHH Tpadsa [a
ce u3bsrsa. X

FlopoSuo Ba APYTHTE aHTHAPUTMHYHH CPEACTBA NporadeHoH MOXE A BIOIH
CHHIECTBYBAIATa ApHTIMHA WK Ja HPEAH3BHKA HOB IPHCTEII HA apATMEA. JaTOBa
xnuarusoro ¥ EKI #HabmoneHue npean H 10 BpeMe Ha edeHHeTo ¢ nponadienod ¢
3aEBIDKATENHO, AKO y NALMEHTA € HAMHIE eiekTponuTeH aucbanaxnc, Toi 1padbsa pa ce
KOpHrHpa Npedy 3aroysane Ha TEPaniTa ¢ NponadeHomH.
Iopanu Sera-Gnokupaltns cH edeKT nperapaTsT He bHBa Aa ce IpMiara Iy
CTpajamiH OT ACTMA HAH Apyri OPOHXOCHACTHIHH HapyIICHHUI.
Ha ce 136area ynotpebara My IPH MHE3CICHHA IPaBUC.
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DPONIADEHOH ARAKANOHA
Tlpw &p6pevna 1/FEny YepHOAPOoOHA HEAOCTATHYHOCT OA C& NPHIAra BHHMATEIHO H ChC

CBOTRETHa PEAYKIHA Ha HO3aTa.
XemonpanusaTa He € eeKTUBHA 33 SAUMHHHPaHe Ha IponadieHOH OT KPEBHHAA TOK.
Vrnorpebata na nponadenoH npu nanuenTH nox 18 rox. 1pabea za ce uabsrea, TaH KaTo
merosata GesonacHocT ¥ eeXTHBHOCT He ¢a JOCTaThYHO AoOpe Npoy4eH: 3a TasH
BB3PACTORA IPYTa, HE3ABHCHMO J¢ He Ca HaO/mONaBaky CTPAHIIEM eexTH V MATKYA
6poit ena ¥ HOBOPOXEHH, JIeKyBaHy ¢ npornadeHox 1o nosox pedpakTepHH HaAKaMEpPHH
M KaMEPEH apUTMUH,

Ipu nalMeHTH B HANPERHANE BB3PACT TPAOBa Aa Ce NPHIAraT HO-HHCKH KO3M.

4.5, JlexapcTBeHH | JPYFH B3aHMOaeHCTBHS

EnHoBpeMeRHOTO NPUIOKEHNE Ha TIPonadeHOH 1 NperapaTty, HOHMKABAIH ChDICUHES
pPHTBM 1/¥nH KOHTpakTiyrer (Hanp. Sera-Oroxepi) Moxe Ja JOBSHE N0 NMOTeHHHpane
Ha edexTa my.

TiponadesoH MOXe Aa AOBEE A0 NOBHIIABase Ha TUIA3MEeHATE HHEA HA JHIOKCHH,
NPONPAHONON, METONPONON, BaphapuH, Teohpy, ITHKIOCTIOPHE H JS3HIPaMUH.
Humetupps MoXe Ja DOBHINY NlIa3MeHOTO HHEBO Ha mponadiesoH ¢ xo 20%.
IIpenaparsT He OHBa na ce yHoTpebABa EXHOBPEMEHHO B KOMO@HALHA ¢ PHTOHABHD,
xuHunUH (IpH NaUHEeHTH C eKCTeH3UBeH MeTabonuTen heHoTHID).

Pudavrmrmn 1 erobapOurran MoraT fa MIOHIKAT IUIA3MEHHTE HHBA Ha nponadesoH.
IMpu xsnokaHeMHYHY CHCTOARMA (yrioTpeba Ha AMYPETHIE) € HaIHLE 3aCHNEH NPo-
apHTMHUCH e(pexT Ha nNpemapaTa.

En#OBpEMEHHOTO NPHIATAHE Ha JIOKAIHH aHecTeTHM (Hanp. MPH HMINIRHTHPAHE Ha
nefcMeiKsp, XUPYPTHIHH HHTEPBEHUHH HIH 350H1 MaBHITYAIlHH) MOXE /ia YBeIHIH
PHCKa OT HEBPONOTHMHHN cTpaBMuHy ebexry. B cnyyaii Ha eppoBpeMeHHO NpHUAaraxe Ha
nponadeHOH H MHAOKAHH 0% (opMaTa Ha BRTPEBEHO3HO BIIMBAHE HEraTHBHAAT
uHOTpOoneH edeKkT Ha nponaeHOH MOXE fa Ce YCHIIH, 8 e()eKTHT BBPXY YHBILKABAHETO
Ha HpeRCcHPAHATa M KaMmepHaTa pedpakrepHoct Aa otcnabue.

ERsoBPeMEHHOTO TIPHIIOKEHME Ha aHTHAPHTMIYHY cpeacTBa oT 1 xnac (B ToBa HCIO H
nporiad)eHOH) ¢ TPHUMKIHYHY AHTHAENPECAHTH He C6 IIPEHOPHIBa, IOPa | BEPOATHOCTTA
OT JONbRHHUTENEH edexT BepXy yabDKasaneTo Ha QT.

BraMoxHO ¢ B3auMOneiicTEHET0 Ha HponaheHOH ¢ OpanHuTe AHTHKOArynanTy. B To3n
cayuvail ce yornsa eexThT Ha AaHTHKOATYIaHTHTE, JaTOBa NpPH TAKMBA NALHEHTH CO
INperropBYBa CIEACHe Ha KPpbBOCHCHPBAINUTE IOKA3ATEIH,

4,6, BpemeHHOCT U JIaKTAIHS
Bes3onacHOTO NpHIOKEHHE Ha nponaleHOH IO BpeMe Ha OpeMeBHOCTTa He € YCTaHOBEHO.
Tponad)eHOH MOX€ Ja Ce NpHnara o speMe Ha OPEMEHHOCTTA CaMO a0 0JaKBaHaTa
TION3a 33 MalikaTa NPeBHINaBa TIOTSHUHANHMA PUCK 3a IICA3.
B niepuona Ha KbpMene nponadieHoH Aa ce TIprnara ¢ 06006HO BHHMaHHe.

4.7, Bausnne sbpXy cnocoGuocTTa 3a ynpasienne Ha MIIC u pabGora ¢ manmisH.

B ciryuaii Ha DOsA8a Ha CTpaHuyHy edekTH (HapyIIEHHE B 3PEHUETO, CBETOBBPTEX, PAKO
cHamaHe Ha KpbBHOTO Hajmrase) modupatero # paboTata ¢ Mammuuy 1pabsa ja ce
B30ATEAT.

Orxosepr 2003
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4.8, Herenann edextn

Cupoeuno-co008a cucmema

Crexnure Hoxenand ed)eKTH MOTaT Aa ce HabIrONABAT 110 BpEME Ha AeUSHHeTO C
nponadeHoH: chpuebHeHe, KaMepHR (HOpHIANVH, YCHIBaHe HIM NPOBOKUPaHe Ha
apuTMAY, ONOKHPaHe HA KHOH OT CHONA Ha XHC, CHEO-aTpHaNes Wi AV-6nok,
Gpapuxapansd, XANOTEH3UA, OTSKHABAHE HA CHPAESIHATA HEZOCTATEIHOCT H
OPTOCTATHHHH HAPYINEHAA Ha KPbBHATA IMPKYIIAIHA.

Cmomauno-upeenu

Haii-gecture u3skHCEROBH eEKTH ca OT CTPAHA Ha CTOMALIHO~IPEBHHAS TPAKT.
OBHKHOBEHO TE €4 CHEACTBHE HA BHCOKH IbPBOHAYANEH JO3H ¥ C& NPOSBABAT KATO
TalieHe, MOBPHIIAHE, MPOMAHA B JYRCTBHTENHOCT Ha YCTATa, METaNCH Hild FOPHHE BKYC B
ycrara, 3aleK, TECUETCHs, AHapHi, aHOPEeKCH, KOpeMiH OO, THIICa Ha BKYC H
aperut. HaOmogasanu ca NMOBHIDGHW CTOMHOCTH Ha YEPHOAPOOHITE 6H3HMH, X0JISCTa3a
B/ UK XenaTT.

Hepsna cucmema

Br3moxHa € I0ABa HA HeXKeNaHH HeBPONOrHIHH edeKTH OT THIA HAa HAapYyIIEeHHA B
3pPEHMETO, CEBETORBPTENK, YMOPAEMOCT, riasolonue, aTakcHsA, Oe3ChHHES, TPEBOXKHOCT,
cnaboct, napecTesny, 00BPKBAHE WM EKCTPAIIHPaMHEICH CHEAPOM; TICHXWYIHH
HapyIIeHuA KaTo CTpax ¥ 0OBPKBAaHe, AOPH BHUOSHHA H XaMIOMHHAIMH.
Xemamonozuynu

BrisMoxHH ca CTpaHu4HH e(EKTH KATO HEEKONSHUA, TPOMOOLHTONEHHA,

Hpyeu

AneprivHy KOXKHH peaxlHy karo oOpHB, HanoTasaHe, Copbex, 3auepBaBate, yPpTHKapHA
ca pefKH H 0OMKHOBEHO IPEXONHH CIeK IPeyCTAHOBABAHE Ha ICYSHHETO.

Crasuu GoiIkH, AyIyc epETaMaTosyc, HedpuTed cuHApoM, B cloyyal Ha HaManeHa
TIOTEHTHOCT [a Ce MOTHPCH JIEKapCKH ChBET NPSAH NPEKbCBAHE Ha JIEHHETO,

4.9, Hpenosupaxe

CrToMbpu 2003
4/8

Cusmnmomu na npedosupane

CrpheyHy CUMATOMHE

ToxcuunuTe edexT Ha npona(heHO Ce M3Pa3fgBaT B FeHEPHPAHETO B MPOBEXAAHETO Ha
HMITyJICHTE, YEBIDKaBaHe Ha PQ, yasmxasane Ha QRS, mopTHcKane Ha CHHYCOBMA BB3ET,
AV-6rox, xaMepHa TAXUKApOHA ¥ BeHTPUKYNapHa GHODHIaims, yBemaeH ’
KOHTpaxkTHnHTeT (OTpHUIaTeneH HHOTpoNeH edexr), KOHTO IpH TEXKH Cy9aH MOXe Aa
TIpepacHe B KapAHO-BacKyNapes IHoK.

Excrpaxapauansy CHMITOMH

Morar na ce HabmogaraT riaBofonne, 3aMagHOCT, 3aMBITICHO 3PSHHE, TTAPECTO3HH,
Tpemop, rafgeHe, 3aleK H CyXOCT B YCTaTa, B TeRKUTE CITydan MOTAT A3 €8 TIOABAT
KNOHHYHH ['BPUOBE, [1aPECTe3HH, ChHMIBOCT, KOMA H amHes.

Mepra: 6 cayuaii na npedosupane
B momsnHenue KM OCHOBHATA TEpaiHA TpAOBA Aa C& CHEHAT XKH3HEHHTe QYHKIHH H aKO
€ HeoOX0AMMO Ja Ce HPHIOKM HHTCH3HBHO JISUCHUE,

Cneyuduunu smepxu
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Penyuupane Ha nosara ¥ IPeKbCBaHe Ha neuennero. IIpy HyKna arponuH.

SA- u AV-6nox I u III cmenen
Arporms,

Opuunpenanus,
Cropaeder nedcrmry, ako ¢ Heobxomumo.

Humpaeenmpurxynapen 6nox

Penynupare Ha Ho3aTta WiH NPeKpCBaHE Ha ISUSHMETO, SEKTPOCTHMYNALHEA PH
Heobxonmpmoct. IpH HeBE3MOKHOCT 3a enektpocTimyianya QRS-umrrepraneT Moxe fa
C& HAMAaHH ¢ BUCOKH NO3H OPLIHNPEHANHH.

Copoenna nedocmamsyHOC, RPUOPYIHCEHA OM NOHUNCEHO APMEPUATHO HAAZAHE
IlpexncaaHe Ha Tepanmara.

Benoapofen 0TOK, BHCOKH [O3H HHTPOTTHIIEPHH, FHYPETHLH H aKO € HeoOXonumo
KaTexonaMiHu (aOpPeHANHE W/MIH AOMaMEH K JoOyTaMu)

Heuente e cnyuail HA NPeOO3UPAHE CC CYUYUOHA YeT

B chyuait 5a Te)xa xunoroHus ¥ OpafuxapAud (2Ko NaUUeHTHT HE € B Ch3HAHHUe)!
atporuH 0.5-1 Mr i.v., anpenamus 0.5-1 Mr i.v., nady3us ¢ anpenamis npH
Heobxomumoct, CropocTTa Ha HHEGY3HATA 33BHCH OT KITHHHYHEA OTTOB0p.

Tpw KoHByNICHT: AHazenaM 1.v.

C men fa ce ocHrypaT cBOGONHM AUXATENRH IBTHINA: HATYOUPaHe H Npiiaraye Ha
mucpenakcanTy (masKyporuyM 2-6 0.5-1 mr), ako e HeoSxompuMO.

upryrnomopen utox ROpacu acuckmonus Wi KaNepra Quopurayus
OcHOBHM MEpKH NPH KapAHO-MynMoHansa peanamanus (ABC-npaeuna):

A, HuxaTensn mprHina (CBODOAHY AUXATENHH IIBTHING H/HIH HHTyOamus).

B. Peciupanus (NOBHIIEH DOCTHII Ha KHCIOPOJ ¥Pe3 MEXaHH4YEH PECIHPATOpP).

C. Unpxynamus (BbHIISH CBPASISH Macax, ako e HeobXomuMo U B NPONBIDKEHHE Ha
HAKONKO yaca). Anpenamas 0.5-1 Mr 1v, s 1.5 mr, pasreopeH B 1 mir pusHOnoruyeH
Pa3TBOP M NPUIIOKEH SHAOTPAXEaNHO. B 3aBHCHMOCT OT KIHBHYHHA OTTOBOP ropHaTa
TEpaXMA MOKE /1a CE TIOBTOPH.

Hatpues xunpoxapGonar 8.4%. CraptHpa ce ¢ 1 mu/kr TenecHa Maca. Jla ce nmostopu
cnen, 15 mus.

Jedubpunanus B cnyyail Ha kamepHa Gubprnanys.

Benozro npunoxkenue Ha 5-15 mEq xanues xaopyx, Jla ce TOBTOPH B ciydai Ha
PE3UCTEHTHOCT KbM TepanuaTa. MHdy3us ¥a KaTexonamuHu (aApesarnusH u/EnM JoNaMHH
u gobyramus). Tlpu HeobxomumocT HH(Y3HS Ha KOHIEHTPHPaH (HINONOIMYEH PasTBop
(80-100 mEq) 3a ia ce IOCTHTHS CEPYMHO coRero #uBo 145-150 mEqg/l.

CroMarasa IPOMHUBKa, fekcameTason 25-50 mr i.v., 1 mu/kr copburon 40% 1.v., nefic-
MeiiKEp, CHMIOTOMATHIHA PEaHUMALIHA.

Enmmusanusra 9pe3 xeMonepysst He ¢ eeKTHEHA.

Topayy Bucokns adumuTeT XBM UiasMennTe Senrerm (>95%) u ronemus obem Ha
pasnpeZieneHHe XeMOoAHan3aTa He e edexrusHa.
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ODPONIAPEHOH AJKAJOHA
5. ®PAPMAKOJAOTHYHH JAHHH

5.1. @apmMaxosHHAMHYHH CBOHCTBA

(dapMaxoTepaneBTHHHA IPyNa; Ic Kiac aHTHAPUTMITIHH CPEACTBA.
ATC xogm: CO1BCO3

INponaderon e MEOLO e)eKTHBEO AHTHAPHTMHATIHO CPEACTEC, XaTo eEKTHT My C& HBIDKH
Ha cTabHIIHIAPaHE Ha KieTEYHATAE MeMOpana ypes uHxHOHIMA Ha TpaHcMeMOparHus
HpEHOC Ha HATpHH B KIeTkata. TlponadeHoH HMa ToKaneH aHecTeTHYeH edexT K
gacTH4HO Onokapa OeTa-aApeHEPTHIHNTE PENSHTOPH H KAIUHCBHTS KanalH.

Tlopanu Te3n MexaHH3MH nponadieHOH YABIDKaBa NPORBIDKHTIHOCTTA Ha aKIHOHHES
noreHuHAan ¥ edexTHBHUS ped)paKTEPEH TIEPHOA, IOBXATA IIPara Ha BB30YIAH MOCT,a
CBILIO 32038 HPOBOAAMOCTTA M CIIOHTAHHATA AHaCTONHYHA ASIONAPH3ALHA.
IMporadierion oxassa BIHAHRME BEPXY BCHYKH YIACTHIM HA CHENH(IIHATA NPOBOOUMOCT
Ha CBPLIETO W IOPa K TOBA HMa H3KIOIMTENSH H HagexaeH edext npy HAPYIIEH A Ha
CBPHAEUHHEA PHTEM OT Pa3liHyeH IPOH3XOA.

5.2, PapMaKoOKHRETHYHH CBOHCTBA

Crex nprem npes yerata npomaderon ce abcopbupa HoYTH HAITBIHO OT
XPAHOCMIJIATONHMA TPAKT; ITEPBOHAYAIHHAT e(exT ce npoaeasa 30 MUH. Clen pHeMa
KaTO MaKkCHMarHa KOHLUEHTPALKs ce HOCTHra criek 2 Ko 3 yaca, MetabonmHsupa ce B
uepHwA APoD KaTO CTENEHTA Ha MeTabolH3EM € FeHeTHUHO AeTepMunnpana. IIpH xopa ¢
eKCTeH3uBeH MeTabonnTel (HeHOTHII © HATHIE OKCTEH3HBEH MEeTabONH3BM J0 ABa
aKTHBHH MeTatonuTa npes nepsara dasa, S-xunpoxcumponadernon 1 N-genponsn
nponad)eHOH, ¥ 0 ZPYry HeakTHBHH MeTaboruty. B Mansk rpouenT or xopara ¢ faseH
MetabonuTen heHoTHI ce 06pasysa MAIKO MM KOPH HHKAKbB 5-XHIPOKCHIIPONaieHOH.
IlponaderoH 4 HEroBUTE METabONHTH Ca MOMIOKEHH H Ha MIOKYPOHHIHPAHe,
CucteMuaTa SgoHanHYHOCT Bapupa Mexay 5 no 50%, xaTo 3Ha4HTEHO OTPA3AEa
Merabonuama npes wepBata ¢asa. Hluporssst Aranas’oH 32 OHOKAMMIHOCTTA € CHEACTBHE
Ha zBa daxropa. HanuaueTo Ha XpaHa yBenHyasa OHOHaNMYIHOCTTA ITPH eKCTEH3HBHHTE
Merabonaiizepu (oxosro 90% or narwentaTe). B nonsmienne, SHoHaMIMHOCTIA C8
YBENMYABA C yBeJYaBaHeTo Ha fodaTa. AGcomorHaTa GHonamraHoCcT 3a Tabnerxa ot 150
mr e 3.4%, a npu Tabnerka or 300 mr e 10.6%.

Tponadernon ce cepp3sa nosede ot 95% ¢ GenTenuTe, rNasHo ¢ anda-1-rnrKonpoTeHH.
Haii-sHcokHTe KOHIESHTPALHE Ha IpexapaTa ca s fenure gpobose.

TponaderoH ce ekckpeTHpa upes ypauaTta (38%) u dexanuute (58%) riasHo nox
dhopmaTa Ha KomorpaHu MeTabomaTH. Bpemero Ha nomyenuMunanms € 2 1o 10 yaca
Ipu eKcTeH3uBHuTE MeTatonaiizepu 1 10 ao 32 yaca npu GasHuTe MeTabonakiaepy, KoeTo
OCHIYPSBa ABATOTPAHHA TIPOTEKIHA OF MAPOKCHIMAlHA TAXUKADHS H TAXHAPHTMHAL.
TporradieroH npemuHaBa nmianeHTapHata Gapuepa. 4-9% ot rnnasMeHaTa KOHRLEHTPALHA
C€ eKCKPETHPA B MaiIMHOTO MIIAKO,

IpenaparbT He ce OHaTH3HPA.

5.3. OpeakansaHyHH JanyH 3a GesonacHocT
Ocipata, DOZOCTpaTa H XPOHHIHATA TOKCHYHOCT Ca M3CNIeABAHY BbPXY MIBXOBE,
MHILTKH, Ky9eTa ¥ MalMyHH, '

~ QrIoMep: 2003
6/8



®

ALKALOHILD

PROPAFENON ALKALOID / SKOPJE
IMPONHAPEHOH AJTKATOH]

OCHOBHUTE CHMITTOMI Ha OCTPA TOKCHHUHOCT €a: aTAKCHA, HaMaleHa NoIBIKHEOCT,
TORHYHH ¥ KIOHHHAM KpaMIIH, YMATO MHTEH3HTeT 3aBACH OT £03aTa H Ha1HHA HA
DPUNAarafe.

TloxocTpaTa TOKCHYHOCT BKIOYR2 3a0aBiHe, HaManeH Gpoit Ha EPHTPOLUTATE,
TPEBOMKHOCT, 3aryba Ha Terno. XucToNnorHIHO HE G OTKpHBAT npomes. Tlpa MaiMyHH
033 OT 2 Mr /KT IPEAW3BHKEA XHIIOCIIEPMIS, 8 MIO-BUCOKH AO3M — HEKPOCTIRPMILA.
EerTET BEPXY CHEPMATOTEHE3aTa € obpaTumM.

XpOoHUUANTE TOKCHKONOTHIHM HICHSABAHHS Y Ky4eTa He 1okassat KIHHIAYIHE,
XEMaTONOrH4HH, SHOXHMYTHA U APYTH NpoMeHH. IpH mrexoBe 032 OT 270 mr / xr npe3
ycTaTa B HPOXBIUKEHNS Ha 8 CORMHIIE BOIM JO MORTHCKAI edexT BBEPXY HGHTpRIHATA
HepeHa cHctema. I10-BECOKH F03H MPEAH3BHKEAT APOMCHI B Gr6pewyTe ¥ B UepHHA AP
¥ Tio-BHCOKa cMbpTHOCT, Iloxobmu edexTH ca HabmonABaHE NPH Kydera IpH xo3u 240
Mr/Kr 33 mepHoxX oT 6 Mecera.

TepaToreHHy H3CHEABAHUA Ca NPOBEKAANHA BEPXY NNBXORE, 3afiug ¥ Ky3era.
Iponadieros HAMA TEPATOTEHEH ePEKT. FEmbprotoxcrusy eeKTH BR3HAKBAT IPH IO3H,

. TOKCH4HH M 3a Maiixara. TIporaheHOH He HOBI¥ABA TUIOMOBUTOCTTA Y ITHXOBE, MMIMIGE H

3afiny, He3aBHCHUMO OT daKTa, e MHOTOKPATHOTO My IpHIIAraHe FPEeAH3BHKBA
HapylLIeHUs B CHEPMATOTEHE34Ta.
Tiponadenon HAMA KaHIEPOTEHEH A MyTareHeH edexT.

6. ®APMANEBTHYHA OCOBEHOCTH

6.1. Couchik Ha DOMOHIHHTE BEIIECTBA

JlaxTto3a

MuKpOKpHCTANHA LGIYNo3a

Hatpues ckopOeneH IIIHKONaT
Margesues creapat

Hatpues naypun cyndar

MeTmxaap OKCUIIPOITII LeIyyo3a

Tank

Cycriensus 3a GHnMHEpane Ha TabpeTaTa

6.2. HecbBMeCTHMOCTH

HamMa

6.3 Cpox Ha rogHOCT

Tpu (3) roguum.
JTia He ce ynoTpebABa Clex MSTHIAHE HA CPOKA Ha TOMHOCT.

6.4 ChenuanHH yKa3aHH# 3a CbXpaHenue

Owrromppn 2003
/8

TabneTuTe A3 ce ChXPAHABAT IPH TEMIIEPATYPa MO-HHCKA OT 25°C, npEnaseHH OT

CBETJIHHA.
I[a Ce ChXpaHABa Ha HEZOCTERIIHE 3& JgHa MEeCTa.
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6.5 JHaunuH 32 ONAKOBKATA
TabnernTe ¢a ONAKOBaHHA BEAHAra B Ka(aB0 HeyTpanHo ¢TeKI0 OF 30 MII, KOSTO ChIOBpIKa
40 tabmera ot 150 M.
Kyrum, cepppaamy 40 rabnern or 150 mr.

6.6. HucTpyxuus 3a ynorpeba

Camo 3a nepopansa ynotpeba.
(Bx 4.2.)

7. AME ¥ AXPEC HA IIPUTEXKATEJIA HA PASPENIEHHMETO 3A YIIOTPEBA
ATIKAJIOWJ] AT - Cxomje

Byn. “Anexcargsp Makenoscks™ 12
1000 Ckorme, PerryOmixa Makexosus

Tlpouseouten

AJIKATIOW AL - Cromje

6yn. Anekcangep Maxenoncku 12
1000 Cxomife, Penybnuxa Maxegossa

8. PEIrMCTPAITHOHEH HOMEP

9. IEPBA PEFMCTPALIAA HA IPOAYKTA B BhJTAPHA

10. JATA HA HOCJEJHA HA PEJAKITHS TEKCTA

Mapr 2004

Orromepr 2003
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