KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUA ITPOAYKT

Hapo6 80 mg TabneTku
Darob 80 mg tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

U3Mb/THUTENHA ATEHUMA NO NEKAPCTBATA

Kpamxa xapawmepucmuxa 1a npogyxma - [pusomenue 1

Paspewenue Ne
BGMAMP .. K3 D8 Dk -0k 106
O i o L O A

Besika Tabnerka Japo6 80 mg cuabpxa 80 mg cotanono xuapoxaopun (sotalol hydrochloride).

[ToMoOuIHM BelecTBa C H3BECTHO ACHCTBHE:

Besika tabnerka Japo6 80 mg chabpxa 26,75 mg n1akTo3a MOHOXHIPAT.

3a MbJIHKA CIIMCBK HA MOMOLIHHTE BellecTBa BHKTe Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

Benu, 0611 TabneTKH, H3MBKHAIM OT eHaTa cTpaHa ¢ Haanuc ,,80" U WUpoKa JeUTeNHa YepTa OT Apyrara

cTpaHa.

HEHHT(’:HHHTB yepTa € caMo 3a YJIECHABAaHE HAa CUYTNBAHETO C LIEM MNO-JIECHO NONIbLIAHE, a HE 3a pa3/Ie/IAHC Ha

PaBHH J103H.
4, KJIUHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHHA

Texka cHMnTOMaTHYHA KaME€pHa TaxuKapans.

CHMIITOMATHYHA HAaIKaMepa TAXHKApIHs, KOATO N3MCKBA JIeYeHHE KaTo:
- npo)MIAKTHKA HA XPOHHYHO MPEACHPIHO MBXKIEHE Cliell eNeKTPOKapIHOBEP3HO

- Ipo()HIAKTHKA HA MAPOKCH3MAIHO MPeAChPAHO MbKICHE

4.2 lo3npoBKa H HAYHH HA NPHJIOKEHHE

HOSHHOBKE

Buwspacmuu

[MauneHTH ¢ aHaMHe3a 3a MUOKAp/ieH MH(APKT WM C TeKKa CbpIeyuHa HeJ0CTaTbYHOCT W3HCKBAT 0COOEHO
BHUMATENHO HaOIOIeHHe M0 BpeMe Ha Mepuojia Ha TUTPHpaHE Ha [03aTa Ha TOBA AHTHAPHTMHYHO
nekapctBo. [lpekparsaBaHe Ha NEYEHHETO MPH MAUHEHTH ¢ MHOKapieH HH(ApKT W/HUIK CbPACYHH PHTbMHH
HAapYLUEHHS WK ClIel NPOAbDKHTENHA yroTpeOa TpsabGBa Ja cTaBa ¢ NOCTENEeHHO HaMaNeHHe Ha J103aTa, Thil
KaTo BHE3AMHOTO CIUpaHe MOXeE J1a HMa CHJIHO HEeraTHBHO BIIMAHHE BLPXY KIWHHYHOTO ChCTOSHHE.

Teoxcka cumnmomamuyna Kauvepuda maxuxap()w?

[TbpBoHauanua go3a e 80 mg coTanoaoB XHAPOXJIOPHI JIBa MBTH JHEBHO. AKO € He0OOXO0MMO IHEBHATA /1034
Moxke aa ce ysenuud 10 80 mg coTanonoB XHIPOXJIOPHI TPH MBLTH AHeBHO uiau ao 160 mg cortanonos

NHAPOXJIOPILI ABa [I'BTH THEBHO.

B Cﬂy‘laﬁ Ha KHBOTO3acCTpallaBalla apuTMHUA H aKo € H€06XOHMMO, JHEBHATA [03a MOKE da C€ YBCJIHYH 110

480 mg coTanoJioB XMAPOXJIOPHA, pasnpeneneHa B [Be MM TPH €OHOKpaTHH no3u. B tesm cn

TEHKKH HEKellaHH JIeKapCTBeHH peaklnH (ocobeHo NpoapuTMOreHHH edeKTH).




Cumnmomamuuna HadKamepHa maxukapous, KOAMo U3UCKea neyesue

Hayanuarta a03a e 80 mg coTano/ioB XHAPOXIOPHA ABA MLTH AHEBHO. AKO [03aTa ce noHacd Aobpe, Ho e
HeflocTaTbuHO edekTHBHA, [03aTa MOXe Oa ce yBenvvd a0 80 mg coTanonoB XHAPOXJIOPHA TPH NBTH
AHeBHO. [IpM maUMEHTH C NAPOKCH3MANHO TIPeACHPIHO MEXIOEHe Ta3d A03a He TpaGea nma Owae
HaIBHLIABAHA,

an NaLHEHTH ¢ XPOHHYHC NMPEOChpPAH) MBAKACHE, N03aTa MOXKE Ja C€ yBEJIHYH C HE MOBEUYE OT 160 mg
COTANNOACB XHAPOXNOpHI, NpPH YCIOBHE Y€ HA4YaMHATA [03a HE € 6una gocraTp4HO e(beKTHBHa, HO CS ¢

noHacana goGpe.

Cneupanyy nomynaiHu

Heduampuvrna nonynayua
BesonacHocTTa M edrkacHOCTTa Ha COTANOMOB XHIPOXMOPHA HE €A YCTAHOBEHH MPH J€Lid H IOHOIIH Ha
BB3pacT 10 18 rogusm.

Hayuenmu 6 cmapuecka gv3pacm
Tpabpa ga ce HMa NpedBHI NOTEHLMANHC OrpaHuyaBaHe Ha Gbfpeunara QyHKUMA, koraTo ce neKysaT
MNAUHEHTH B CTapyecKka Bh3pacT.

Hapywena 6vbpeuna ynxyus

Toit kaTo npy nauueHTH ¢ HapyweHa 6LOpeuHa (yHKIHA MHOTOKPATHOTO JO3HDAHe BOIH A0 OMACHOCT OT
HaTpyNBaHe, 103aTa NPH TE3H NAaUMEHTH TpAGBEa ha ce aJanTHpa BbI OCHOBA HA KPEATHHHHOBMA KIMPEHC,
K4TO Ce MOHUTOPHPAT ChpleYHaTa YyecToTa (He no-Manko ot 50 yaapa/MHHYTa) H KIHHHYHHAT oTrosop. [Tpu
MAUKEHTH ¢ TeXKa GHOpevHa HEOCTATBYUHOCT NMPHAMKEHHETO HA COTANONOB XMAPOXMOPHA TpAGEa aa ce
H3BBPLIBA caMo NoJ 4ecTo MoHuTOpHpaHe HAa EKI W Ha cepyMHMTE KOHLEHTPALMK Ha JTEKapCTBOTO.

HpH mapHeHTH ¢ KpeaTHHHHOB KHPEHC > 60 ml/min, cotanon TpAGea oa ce npunara Ha Bcexu 12 qaca. [pu
MALMEHTH ¢ KPeaTHHHHOB KIHpBHC Mexay 30 u 59 ml/min, cotanon TpaGBa ga ce mpunara Ha Beekd 24
yaca. [Ipy mauyeHTH ¢ KpeaTHHHHOB KIHpBHC Mexay 10 no 29 ml/min, cotanon Tpabea oa ce npunara Ha
Bcekd 36 nmo 48 uaca. [lpH nmauueHTH ¢ KpeaTHHHHOB KmMpbHC < 10 ml/min, posata Tpabea aa ce
HHBHIyaNH3HpA.

Hauwun Ha NPHAOKEHHES

TabneTkuTe ce NpHeMar Leu.

CoTanosioB xuapoxnopun He TpaGea Na ce MpHeMa Mo BpeMe Ha XpaHeHe, Thil kato aGcopOuusra Ha
AKTHBHOTO BELIECTBO COTAIONOB XHIPOXMOPHI, OT CTOMALIHO-YPEBHHA TPakT MoXe fa Obae 3acerHata nNpH
€AHOBPEMEHHOTO NMpHEMaHe ¢ xpaHa (ocoGeHo MAAKo H MiledHK NpoRykTH). He TpaGBa 1a ce mpaBu onuT 3a
yBeNM4aBaHE HA 03aTa, aK0 NAUMEHTHT He € OHN Ha NeYeHHe Hall-MANKo JBa A0 TPH JHH.

4.3 [HporHeonokazanHa

CoTaNlonos XMAPOXJIOPHA He TpA0BA Oa ce MpUIara npu:
®  CBPBXUYYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO COTANOMNOB XMAPOXIOPHI, KBM CyI(oHAMHOH HIH

KbM HAKOE OT MOMOILHMTE BeLlecTra, HiGpoeHH B Touka 6.1

3acTOiHA ¢hpae4Ha HepocTarbyHoCT {knac IV no NYHA)

LIOK

AHECTC3NA, KOATO BOJUH A0 HaMalleHHE Ha ChpACYHHA MHHYTEH obem

aTpHoBeHTpUKYNapeH (AV) 6nox BTOpa WIH TpeTa CTeNeH, OCBEH aKo HE € HalH4eH (PyHKIHORHpALL

nedcMeHKsp

cHHoaTpHaneH 610k

*  CcMHIPOM Ha DONHHA CHHYCOB BB3EN

s Opanukapnus (< 50 ynapa/munyTa)




puckobu GaKkTopH 3a torsade de pointes (Hanp. ChIECTBYBAIIO yab/okasaHe Ha QT-uaTeppana)
XHITOKATHEMHA

KHTOMArKe3HEMHA

XHIMOTOHHA

HanpenHanH cTagHi Ha mepHdepHa apTepHanHa oKITy3HBHa Donect

aHaMHe3a 3a XpoHuuHa oOcTpykTHEHA OenoapobHa Gonect uu OpoHxHanHa acTMa
MeTaloMHTHA auuzo3a

HeNneKyBaH GeoXpoMOoLHTOM

HH‘[’paBeHOZiHOTO NMPHIOKEHHE HA BEpanaMHn HIH JHITHA3EM KalLHCBH aHTArOHHCTH HAH Ha JpYrH
aHTHApPHUTMHYHH N1CKapCTea (KEI.TO nmonupauun) € NPOTHBOMOKA3AHO NPH NALHEHTH, KOUTO Ce JIEKYBAT ChC
COTaNOoNOB XHAPOXNOPHI (C H3KTIYCHHUE Ha cny'{aﬁ Ha CMEelHA METHLHHA).

44 CneuuaauH npeaynpesxaeHHs H NPeANA3HH MEPKH NPH ynotpeta

AHecteina
Kakto w mpu npyrure Geta-Gmokepu, cotanon Tpadea Oa ce mpwnara ¢ NOBHINEHO BHHMAaHUE NPH
NaLUEHTHTE, KOWTO €A NOMNOKEHH HA XHPYPrHYHA HHTEPBEHLINA ¥ IPHITIOKEHHE HA AHECTETHLIM.

Aunadunaxcus

Upes cBoiicTBata cH Oa Onokupa 6era-peuenTopuTe, COTAIONOB XHIOPOXJIOPHA MOXE [a NOBHLIM
YYBCTBHTE/IHOCTTA HA [AUMEHTa KbM ANEPTeHH H Aa YBENH4YH TeXEeCTTa Ha aHAGMIAKTHUHMTE PEAKLMHH.
[MamMeHTH ¢ aHaMMela 3a TEKKHM PeakLMH HA CBPBbXYYBCTBHTENHOCT M NMALUMEHTH Ha AEeCEHCHOWIMIHpala
Tepanus ca ¢ NOBHLIEH PHCK OT Pa3BHTHE HA MO-H3pa3eHH aHadIIaKTHYHH peakunH. [lopaau Tasu NpUYHHA,
TIpY TaKKMBa NALKEHTH COTATONOB XHAPOXIOPHI TPA0Ba Ja ce mpHiara caMo Npi abCoMIOTHH HHIHKAIHH.
Te3u naLMEHTH MOraT [a He pear¥par Ha oGHyaliHaTa K032 enMHepHH, KOATO CE H3INO/I3BA 33 JIEYEHHE HA
AIEPrHYHN PeaKLUH.

brOpeuHo yBpexkgane
Maugenty ¢ yspeneHa 6x0pedHa dynxkUMA TpaGBa Na OTyYaBaT NMO-HHCKK 103H H 2 GbIaT MORHTOPHPAHH.

Jlekapute TpaGBa ma MMaT npeneun, de OnOpeuHara QyHKUMA MOXeE Ja Ce YBPEAM NPH MALMEHTH B
cTapyecka Bb3pacT.

deoxpoMoIUTOM
CoTanonoB XHEpOXIopuA He TpAGBa Ia ce npunara mpH NaUHEHTH ¢ $EOXPOMOLMTOM, OCBEH aKO Te HE

NpHeMar eAHoBpeMeHHO anda-GrokepH.

3axapen auaber
Mpenopbusa ce HabGnioeHHe Ha NALHEHTH, KOMTO [NIadyBaT ¥ npH auabeTHud, uMaATa KpbBHA 3axap

3HAYHTEIHO BAPHPA (MACKHpAHE HA XUMOMTHKEMHIHH ChbCTOAHHMA).

HPH NMaLUKEHTH, KOUTO 3aNOUBAT feUeHHe ¢¢ HIHCKBA BRHMATENHO MOHHTOPDHpPaHE HA ChpAeyHATa AelHOCT
3a KaMEpHH apMTMHH BEB ¢833Ta Ha THTPHpaHe Ha AHTHApHTMHYHATa TEpamuA. Jleuenuero Moxe Oa
3ano4yHe CaMo, ako € HaIMUE HeoOX0oaHUMOTO 060pynBaHe 3a NMpOBEXKAAHE HAa peaHUMALMA H € OCHrypeHa
BbIMOKHOCT 33 MOHHTOPHDAHE. Ilo BpEME HA NEHEHHETO € HeoOxoaHM pPedOBEH KOHTPOJI.

XunepTHpeoUaIHIBM
AnpeHepruyHHuTe CHMNTOMH MOTaT fa Gbaat MackupaH. [TallHeHTH ¢ Mono3HpaHa THPEOTOKCHKO3a TpAbea

a C¢ JNCKyBaT ¢ BHHMAHHE, 32 Ja Ce u3berHe BHe3anHo OTApPBIIBAHE Ha Geta-Gnokapata. Toa Moxe da
MOBENE N0 3aCHIBAHE HA CHMTITOMMKTE Ha XHITEPTHPEOHINILM, BKIIHOYHTENHO 10 THPEOTOKCHYHA KPH3a.

Iepudepsy  UHPKYJATOPHH HApYIUEHHA, KaTO CHHADOM Ha PeliHO H KJavAMKALMO MHTEPMUTEHC:
MOKE J1a ce 3ACHIAT CHMITTOMHTE, 0C00SHO B HAYAIOTO HA NEYEHHETO.

IpoapHTMHZ




Haii-onacHara HexenaHa ekapcTBeHa peaKuya HA AHTHAPHTMHYHHTE JIEKAPCTBA NPH MNALMEHTH C AHaAMHEe3a
3a MHOKapIeH u(apKT Wid HapyllieHa kamepHa (yHKUHA € BIIOUIABAHETO HA ChLIECTBYBALUN apHTMHH HIH
NPOBOKHPAHETO Ha HOBK apuTMuH. JlekapcTea, KouTo ymbipkasaT QT-uHTepsana, MOTaT 0a NPEAHIBHKAT
torsade de pointes, nonuMopdHa KaMepHa TaXHKapAHA, KOATO ¢ CBbP3aHa ¢ yirb/kasaHe Ha QT-unrepsana,
OnuThT 10 MOMEHTA MOKA3Ba, Y€ PUCKA OT lorsade de pointes e cBbP3aH ¢ yabmkapaHe Ha QT-unTepsana,
HAMAAeHUe Ha CHPOEHaTa MecToTd, HAMAIEHHE Ha CEPYMHWTE HUBA HA Kanuit B Marsessi (Hamp. Karo
clegcTsHe OT ynorpeba Ha AWYpeTHUW), BMCOKM MIa3MEHH KOHUEHTpALMH HA COTAnon (Hamp. KAaTo
CNe[CTBHE OT Npefo3HpaHe unu GbOpeyHa HEAOCTATHUHOCT) U C eNHOBpEeMEHHATa ynoTpeba Ha coTanon
ApYrH NeKapcTBa KaTO AHTHOENPECAHTH H Kiac I aHTHapHTMMLM, KOMTO ca 61K acoLMUpaHH ¢ forsade de
pointes (Bx. Touka 4.5).

JKeHCKMAT MoJT MoKe 1a Gble ¢ yBelMYeH PHCK OT Pa3sBHTHE Ha forsade de pointes.

YecTtoTata Ha torsade de pointes e ao3ozaBucuMa. Torsade de pointes OOHKHOBEHO Ce moABARA CKOPO CIEN
3aMoYBaHe Ha JICYEHHe WIM el YBeNWYaBaHe Ha [103aTa K CMHPa CHOHTAHHO IIPH MOBEYETO MAUMEHTH.
BbrpekH 4e NoBeueTo ENU30AM Ha forsade de pointes ce caMOOrPaHHYABaT HMIIH Ca CEBP3AHH CBC CHMIITOMH
(Hanp. CMHKOMN), Te MOTAT A3 MPOTPECHPAT A0 KAMEPHO MBX/EHE.

[IpH KIHHHYHE H3MUTBAHHA HA MALMEHTH C HENPESKBCBALIA KAMEPHA TaxXHKAPAUA/KAMEPHO MBXKIEHE,
YecTOTATA HA TewKa mnpoapurmus (forsade de pointes WIM  HOBA HENMpeKLCBalla KaMepHa
TaxHKapaIHA/KaMEPHO MBxAeHe) € 61na no-Hucka ot 2% npyu nosu go 320 mg. Yecrorara ce e ypenuyuna
NoBeYe OT JBa METH NMPH NO-BHCOKH JO3H.

Hpyru puckosr ¢akTopu 3a torsade de pointes ca OWAH fpekoMepHoTo yawsmkasaHe Ha QT-uHTepsana u
aHaMHe3a 3a KapOHOMETaTHA MM 3acroiiHa cbpfedHa HeNoCcTaThYHOCT. IlalMeHTH ¢ HempekbCRalua
KaMepHa TaXHKapOHAd W BHAMHE3a 3a 3acTofiHa CbpIeYHa HEROCTATBYHOCT MMaT Hali-BHCOK pPHCK 3a
cepHo3Ha npoapuTMuA (7%).

CuOHTHA Ha TPOapUTMHA TpAOGBA 4a C& OUAKBAT He CaMoO TIPH 3aMOYBAHE HA JIeYEHHE, HO NpPH BCAKO
MIOBHILEHHWE Ha A03ATa; HMA TeHACHUIHA CHOHTHATA Ja Ce MOABABAT A0 7 OHH OT 3aNMO4YBAHE Ha JIEUEHHETO
HIIM C NOBUUIEHHE Ha fo3ata. CliefoBaTeNHO, 3anoYyBaHe Ha nevenue ¢ no3a ot 80 mg, ¢ mocTteneHHo
THTPHPAHE HA [03aTa KbM YBEIHYEHHE HAMAMABA pHCKa 32 npoapuTMui. Jlapo6 tpabea na ce u3nonsea ¢
MOBHIIEHO BHHMaHKE, ako QT-HHTepBanbT € no-rojgsM oT 500 msec mo BpeMe Ha nedeRuero H Tpabsa
cepuo3HO Oa ce OGMHC/IH HamalleHHe Ha NO3aTa WIH CNHpaHe Ha nedeHuero, worato QT-uHTepBansT
npeeHwH 550 msec. [TopagH MHOXECTBOTO PHCKOBH (PAKTOPH, CBBP3aHM ¢ torsade de pointes obaue, e
HeobX0aAMMO IOBHIIEHO BHIMaHHe HesaBucHMO oT (QT-HHTEpBana.

Icopuasuc
Bera-peuentopuute Giokeps Morat [a OTKIIOMAT NCOPHA3HC B OTAEAHH ciyvad. CHMNTOMHTE Ha Ta3H

Gonect ce 000CTPAT WK BOOAT 10 (OPMHpAIL ICOPHATHC EK3AHTEM.

BHezanmo npexpeBane

Ha6nionaeaHa € CBPHXYYECTBUTENHOCT KBM KATEXONaMHHH NPH MALMEHTH C MPEKbCHATO NedeHue ¢ Gera-
Gnokep. OTAenHK caydan Ha oGOCTPAHE HA AHIHHA NEKTOPHC, 3PHTMHHM K B HAKOM Cly4au, MHOKapieH
HHapkT, ca GUIH NOKTAIBAHH Cllel BHE3AMHO NpeKbCBaHe Ha Nevennero ¢ Gera-Gnoxep. INaunenture
Tpa6Ba ga ce HabmOaBaT BHUMATETHO NPH IPEKBCBAHE HA XPOHHYHO JIEYEHHE CBC COTANON, 0cOBeHo Te3u ¢
HcXeMKruna GonecT Ha ChpLETO. AKO € Bh3MOMKHO, A03aTa TpaGea Ja 6bAe HaManeHa MOCTENEHHO 3a NEpHOA
OT egua 1o aBe ceamuuM. Tbil kato M3XemudHaTa GoECT Ha CHPLUETO € 4ecTo CpelaHa W Moxe fa Gboe
Hepa3MOIHATA NIPH MALKHEHTH, KOUTO MOIYy4YaBaT COTANON, BHE3ANHOTO NPEKbCBAHE NPH MAUHEHTH C APHTMHSA
MOJKE A2 pa3KpHe NaTeHTHA KOpOHapHA HEROCTATEYKOCT. JJONBAHUTENIHO MOXE A C€ PA3BHE XHNEPTOHUL.

CbpaeyHa HEQOCTATBYHOCT
Bera-GnokepHTe MOratT QONMbIHMTEAHO Ja BIOWAT MHOKAPAHHA KOHTPAKTWIMTET H Jla 0BEAAT A0 TEKKa

ChpacyHa HEeJOCTATbYHOCT. HeobxoauMo € noBHLIEHO BHUMAaHHE, KOrAaTO CE 3aM0YBa JEYEHHE HA MatH

HavanrHa 4033 H BHHMATENHO YBCIIHUCHHE Ha JO3HTE.




[Mpecen MuokapaeH uHapkr

[Ipu naumentH cnex muoxapaeH HHApKT ¢ HapylweHa reBokaMepHa (YHKUMA TpAGBa da ce mpelLieHH
CLOTHOLIIEHWETO PHCK/NION3a OT NPWIOKEHHETO Ha COTanosl. BHHMATENHOTO MOHHTOPHPAHE M THTPHpaHE Ha
Jo3aTa C€a MW3KMOYMTETHO BajKHH B HAyaloTO HA JIEYEHHMETO W MO BpeME HA NPOCAENABAHETO.
He6naronpHaTHHTE pe3yNTaTH 0T KAMHHYHE W3MHTBAHNA, KOHTO BITIOYBAT AHTHAPHTMHUHH JIEKApCTBa (T.€.
ABHO YBENHHYEHHE Ha CMBPTHOCTTA), MpeLMONAraT, Ye coTalon Tpabsa Aa ce u3bArsa npH NaUMEHTH ¢
JesokamepHa Gpaxuia Ha H3ITIACKBaHe no-Hucka oT 40% 6e3 cepHO3HH KAMEPHH APHTMHH.

IIpoMeHH B enekTpoauTHHA Gananc

Cortanonoe xuppoxnopua He TpaGBa na 6bae w3nom3BaH NpPH NALHEHTH C XHOOKANHEMHA WITH
XMIOMAarKe3HeMHs MpeAl Bb3CTAHOBABAHETO Ha PABHOBECHOTO CBCTOAHHE, THH KATO TE3HW ChCTOAHHA
yBENHYaBaT ObDkKHHATAa HAa QT-HHTepRama W MOraT Ja yBenMHaT pUCKa 3a forsade de pointes. IIpH Texka
WM MepCHCTHpalla AHapHd HIH eXHOBpeMeHHa ymoTpeba Ha JNeKapcTBa, KOHMTO BoiaT 00 3aryba Ha
Marsesdii w/vunu kanmii, CTpUKTHO TpabBa A2 ce KOHTPOIHPAT ENEKTPONHTHHAT H KHCETHHHO-ATKAMHHAT
Gananc.

[IpoMeHu B enexTpOKapaHOIHAMATA

H3spazenHo yanmxaBadHe Ha QT-uHTepBana Hag 550 msec moke Aa ObAe MOKAa3saTeHO 338 TOKCHMYHOCT H
Tpa6Ba na ce uibarsa. CuHycoBa Gpanukapaus (chpaedHa 4ectota moa 50 ymapa B MmuHyTta) ¢ Gunra
nabmonagana npu 13% oOT BCHKM NAUMEHTHTE JIEKYBaHH CBC COTANONOE XMAPOXNOPHI B KIHHHYHH
HanuTBanuA. BpannkapousTta per se yBenuuaea pHCKa oT lorsade de pointes. CHHycoBa nay3a, CHHYCOB
apecT U AXCGYHKUHWA Ha CHHYCOBHS BB3€Nl €A CE MOABABAIM NPH MO-MANKo OT 1% OT BCHUKH NAUHEHTH.
YectoTata na AV 6ok I1 u 11T crenen € npunusurento 1%.

[MeanatpuyHa nonynauus
BezonacHocTTa M eMKACHOCTTA HA COTANONOB XMAPOXIIOPHI MpPH JEUa H IOHOWH A0 [8 roaMinHa Bb3pact

HE € YCTAHOBEHA.

IToMo1IHH BelllecTBa

Jaxmosa
TMauneHTH ¢ peakd OPMH Ha HACNEACTBEHA MAfAKTO3IHA HEMOHOCHMOCT, NMBJISH NAKTaleH Je(UUMT HAH
rMOK030-TanakTo3Ha Manabcopbums He TpaOBa Ja MPHEMAT TOBA NIEKAPCTBO.

Hampuii
Tosa nexapcTso ChABLPKA No-Manko oT 1 mmol Harpuit (23 mg) Ha TabneTka, T.e. MOXE [a ce Kaxe, 4e
NPaKTHYECKH He CbOBPXKa HaTpHil.

4.5 BsaamoaeficTBHe ¢ APYrH JeKapCTBEHH NPOIYKTR H ApYrH GOpMH HA B3anMoaeicTBHE

BiokepH Ha kalllMeBHTE KaHaIyeTa

EaonoBpeMeHHOTO TpuioxkerHe Ha OeTa-6nokepH M GNOKEPH Ha KANIHEBKTE KAHANYETa BOAM 0 XHMOTOHUA,
OpamHKapaKsd, POBOIHK HAPYILCHUA M ChbpAeYHa HeaocTaTbuHoCT. TpaOBa na ce H3GATBA IIPHIONKEHHETO HA
Geta-GoKepH B KOMOHHAUNMA C KapAHOAECNMPECHBHY OMOKEpH HA KaNLUMEBHTE KAHAMH KaTO BEPamaMHN H
AMRTHA3EM TIOPali ATHTHBHETE edekTH BBPXY aTpPHOBEHTPHKY/IapPHOTO NPOBexaaHe H KaMepHaTa GpyHKUHMA.

AHTHAPHTMUYHH JIEKapCcTBA
KoM6HBHpPaHOTO NeueHHEe ¢ aHTHAPHTMH4HK NekapeTea oT wiac | (ocoGeHo XHHMANH NTogoOHK BellecTsa) U
APYTH apHTMHMHE flekapcTsa ot kiac 111, Moxe na npeanseuka npexoMepHo yanmkasahe Ha QT-unrepeana,
KOETO € CBbP33aHO C MOBHILEH PHCK OT MOABATAa Ha kamepHa aputmuA. EnHoBpemedHara ynotpefa Ha
COTAJIONOE XHOPOXJIOPHA 3aCAHO ¢ OPYTW JEKApeTsa, KOMTO [pwiexasat Oera-peucntop Giiokupalla
AKTMBHOCT, MOXe Ja O0Beae A0 KyMynTaTHBHH Kkiac II edextn (HamanspaHe Ha KPbBHOTO HATATAHE M
ChpOSUHATA MECTOTA).

Hopaapenanun, kronnnny 4 MAO-yuHxnGuropu
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EIHOBPEMEHHOTO NpH/IaraHe Ha COTANONOB XHAPOXIOPHA H HopanpeHatHH Wi MAO-HHXHOHTOPH, KaKTO
H BHE3AMHOTO NPEKpaTABAHE HA €NHOBPEMEHHO NPHIAraH KIOHHIHH, MOXE Ia JoBeae A0 NMPeKoMepHo
nokaygaHe Ha KPLBHOTO HalAraHe.

Heepomyckyauu GaokepH Karo TyGoxypapuH
Hespomyckynnara 6nokana, npeausBHkaHa or TyGokypaphH, Moxe Na 6bae 3acunieHa ot Hera-Gnokupaluns
edieKkT Ha COTANICNIOB XHAPOXNOPHA.

I”[HC!I[HH H NIEPOPATHH XHITOMTIHKEMHYHH JIEKAPCTBA
E)IHOBPCMCHHOTO NPUIAraHe Ha COTaIO/I0B XHAPOXJIOpHA H HHCYNHH HIH MEPOPATHH aHTHOHAOETHH

JICKapCTBa MOX€ Ja MNpeaH3IBHKA XHNOTIHMKeMHA, ocobeHo NnpH CbyeTapaHe C ¢H3H‘{GCKH YCHITHA.
CHMIITOMHTE Ha TOBA ChCTOAHHE Morar Ja Osaat 3aMACKHpaHH.

Kanmuii-H3yepnealuy JHYPETH
Moske Ja ce MOABAT XHITOKATHEMHA WM XHNOMAarHeiHeMH s, KOeTo YBeNHYaBa MOTeHUHana 3a torsade de

pointes.

ﬂpy_‘l‘ﬂ Kanuﬁ-mqegnnagu JEKapCTEa

AmdotepHunH B (HHTpaBEeHO3HO NPWIMKEHHE), KOPTHKOCTEPHOIM (CHCTEMHO TPHIOMKEHHE) H HAKOH
NAKCATHBHM MOIAT CBINO Ja OBAAT CBLP3aHH ¢ XUnokanneMus. Husara Ha kanua Tpabea Aa ce Habnopasar 1
KOPHIHPAT M0 NOIXOAALL HAYKH N0 BPEME Ha €HOBDEMEHHO MPHIOKEHHE CBC COTATON.

Hpyru NexapcTea, koWTo yab/okapatr QT-unTepsana

EanospeMennarta yrnotpefia Ha cCOTANONOB XHAPOXJIOPHA C APYFH JIEKApCTBA, KOMTO yAwmkasar QT-
MHTEPBAJIa, KATO HAaNPHMEpP TPHLUMKJIHYHH H TETPALMKTHYHH aHTHIENPECAHTH (HMMIIPAMHH, MAMPOTHIIHH),
AHTHXUCTAMMHH  (acTeMu3on, TepdeHaauu), XHHONOHOBH anHTHOMOTMUM (Hamp. cnapdriokcauuH),
MAXpOITHAHH AHTHOHOTHUM (epUTPOMHMLHH), mpobykon, xanomepHaon, XanoaHTpHH HNM TEPOAMNMH, €
CBLP3AHA € MOBHKILEH PUCK OT POBOKHPAHE Ha NPOapHUTMOreHHH edekTH ( torsade de pointes).

[Ipy enHOBPEMEHHOTO MpWNaraHe Ha COTATONOB XHADOX/OPHIL ¢ TPHUMKIHYHH AHTHAENPECAHTH,
OapOuTypary, ¢eHOTHAZMHH, ONHOWOM, AHTHXHIEPTEHIUBHH JICKApCTRa, OMYPETHUM WIH Ba3oAUNaTaTopH,
MOXe O3 Ce MOMTYYH MPEKOMEPHO NOHHXEeHHE HA KPBBHOTO HANATAHE,

ﬂummucoau TIMTHKO3IHWOH

EIWHHYHH W MHOXKeCTBEHM I03H COTANION HEe [OBAHABAT 3HAYHMO HHBATa HA CEPYMHHA AWIMOKCHH.
]'IpoapHTMHanTe cLOMTHA ca GWIH NO-4eCTH Npv MNAaLUMeHTH, IEKYBAHH CBC COTANO/I, KOKTO Ca MOJy4YaBalH
H JHTHTATHCOBH FAHKO3MAHM, TOBA ofaue, Moxke na Ownae CBBEP3aHQ C HANHYHETO HAa XpOHHYHA ChpACHHA
HEJOCTATBYHOCT, KOATO € H3BECTCH PHCKOB (balcrop 33 NpoapyTMMA, NpH MNAaUHEHTH, KOHTO NpHEMAT
AHCHTANHCOBK TMUKO3UAH. B3aHMOAEHCTRHETO HA THITHTAJTUCOBHTE MNIHKO3UAH C GETH-GJ'IOKEPHTE MOXKE Ja
YBEIHYH ayPHKY/10-BCHTPHKY TAPHOTO IPOBOJHO BpEME.

HeraTuBHuAT XpoHOTpONEH K APOMOTPOIEH edekT Ha COTANONOB XHOPOXIOPHA MOTAT Aa C€ 3aCHIAT [IpH
€HOBPEMEHHOTO TNpPWIAraHe Ha pPe3epIHH, KIOHWAMH, anda-MeTwinona, ryaHQaluH WIHM ChpPAEYHH
THKO3UIH.

Beta-2-pelienTopHY arOHHCTH
Moxe ma ce HanoxkH GeTa-aroHMCTHTE Aa ObAAT NpPeONHCBaHK B MO-BHCOKH MO3H, KOraTto CE H3MON3BAT
€[IHOBPEMEHHO ChC COTAIOMN.

JlexapeTEeH0/nabopaTopHO BIANMOaENCTBue
[TpHcheTBHETO Ha cOTanol B YpHHATA MOXe O3 josele 00 (aluWBoO MOBHIIEHH HHBA HA YPWUHApeH

METaHEPPUH, KOralo ce W3no3saT GOTOMETPIYHA METOUK 33 HIMepBalie,
[Ipu naupeHTH, CyCnekTHH 3a (PEOXPOMOIMTOM, KOMTO Ca Ha JICYEHHE CBC COTANON, CKPHHHHI HAa YpKHa
Tps6Ba 1a ce u3BbpLLIBA kaTo ce Hanon3sa HPLC MeTon ¢ eKCTpakuHA Ha TBbpaata asza.

4.6 @DeprHAHTET, GPEMEHHOCT H KbpMeEHe




Deprunutet
JIMnceaT KIHHWYMHH JaHHM 33 QepTHAUTeTa TpH ynoTpelda Ka Toea nekaperso. Hama HanHvHM JaHHH 33

{epTHAHTET NPH KHBOTHH.

bpemenroct
[Mopany nunca Ha OMHT KM MOMEHTA, CBBP3aH ¢ ynotpebaTta Ha TOBA JIEKapcTBO MO BpeMe Ha GPeMEHHOCT,

COTANONOB XKApoxIopHI TpaGea na ce npunara no BpeMe Ha GpeMEHHOCT caMo /el BHHMATE/HA OLEHKA Ha
CBOTHOUWIEHHETO pHck/mon3a. JlexkapcTBOTO npeMHHABa Npe3 IUIALEHTAaTa ¥ ROCTHTA (HAPMAKONOTHYHO
AKTHBHM KOHLeHTpauuy B nnoga. Cremoparento, 6paaMkapiHa, XHNOTOHHA M XHNOTTHKEMMA MOTraT ja e
MOSBAT MpPM MI0AA HIAH HoBopomeHoTo. Eto 3amo neyennero tpaGea na ce cnpe 48-72 waca npeau
H3uncneHus TepMuH. HoboponeHHTe kbpmauera TpaGBa BHHMATENHO 4a ce HaGMIONaBaT 3a MpH3HALH 33
GeTa-6nokana 3a ChOTBETEH NEPHOL OT BPEME CAel paXIaHETO.

KnpMeng
3HAYNTEIHO KOJHYECTBO COTANOIOB XUAPOXIIOpHA ce oTaensa B kbpmaTa (20-23% ot nosata Ha Mailikara).

He ce npenopbusa NedeHMe CbC COTATONOB XWAPOX/IOPHE 1O BPEME HAa KLPMEHE. AKO COTAIONOB
XMIOPOXJIOPHI ce NMPHEMa 1o BpeMe Ha KbpMeHe, 6eberata Tpabpa ma ObaaT HabmOAaBAHK 3@ NPHIHALM Ha
Gera-6nokana.

4.7 EdexTn BLpxy cnocobnoctTa 3a modnpane n pabora ¢ MAIIAHA

Toea JICKapCTBO MOXKE /1a NOBIHAC HA HHAHBUAYANHHTE cnocoGHOCTH 33 ulocbupaue, pa601:a C MALUAHH KHIIH
Ge30MacHOCTTa Ha paﬁom B YCIIOBHA, KOHTO H3HCKBAT npeanaiHd MepkH. Tosa ce oTHacs Hali-seue 3a
HA4YaNl0TO HA NICYCHHETO, NPH NOBHIUABAHE Ha N03aTa WIH NpH NMPpOMAHA HAa JIEKAPCTBOTO € APYro, KaKTO H
NnpH eJHOBPEMEHHA ynm‘peﬁa Ha aJIKOXOoJ1.

4.8 Hexenann JekapcTBeRH peaKnul

CoTanof0B XUAPOXAOPUI ce NoHacs OoOpe oT noseuere naiueHTH. Hali-yecTHTE HEXENAHH NEKAPCTBEHH
peakuHH ce JumkaT Ha OeTa-peuentop 6GnoKHpaLIMTe CBOACTEA.

Hexenauure nekapcTeeHH peakuyH 0OHKHOBEHO €a TIPEXOAHH H PAAKO HIMCKBAT MPEKBLCBAHE WIH cnMpane
Ha nevennero. Takupa ca AWCOHeA, yMOpa, 3aMaiBade, rnapo0onHe, NOBHUIEHA TEMNEPaTypa, CHITHO
u3paseHa GpaaMkapaua WILTH XHNOTOHHA. Teln HeXXenaHH JICKaPCTBEHH PEakuMK 0OMKHOBEHO M3UYe3BaT C
Hamanene Ha po3ata. OCHOBHMTE HeXe/laHH JIEKapCTBEHH PeakUWH Ca CHeJCTBHE OT [IPOAPHTMHA,
BKIIIOMHTENHO torsade de pointes.

Hexenanure JICKApCTBEHH peakLMH CA OLUSHEHH Ha OCHOBATA HA CNEAHUTE YECTOTH.

Mpuoro gectu: (=1/10)

Yectr: >1/100 no <1/10)

Heuectn: (>1/1 000 no <1/100)

Penxu: (>1/10 000 no <1/1 000)

Mmuoro peakn: (<1/10 000)

C HeW3BecTHA YecToTa: (OT HATHYHHTE NaHHH He MOe Ja OhAe HanpaBeHa OleHKa)

Hapyiuenus Ha kpheTa # auMAHATA CHCTEMA
C neuzgecmua vecmoma: TpoMOGounTONEHHA

Hapyienus Ha MeTabonu3Ma i XpaKeHeTo
C Heussecmua wecmoma. YBenHueHHe Ha CTOWHOCTHTE Ha OOLIHA XOomecTepon H TPHIIHLEPHIAHWTE,

nonwxkaparc Ha HDL xonecrepona, xunormkeMus.

IICHXHMYHH HAPYIIEHHNS
Yecmu. TpeBokHOCT, 00BPKBaHe, NPOMEHH B HACTPOEHHUETO, HAPYLLIEHHA B CBHA, JENPECHA
C neuzgecmua yecmoma: XanioudHaLtHi, aOHOPMHH CBHHMILA




Hapvmeuml Ha HEpBHATA CUCTEMA
Yecmu: CuHKO, MPECHHKOII, 3aMaftHOCT, rnasobonue, NapecTeiIns

HapyiueHus Ha ouHTE
C vewssecmua yecmoma: KepaToKOHIOHKTHEHT, 3aMbLIEHO 3PEHNE, KOHIOHKTHEHT, HAMAIABAHE HA CTb3HHA

cekper (0coDeHO TIpH MALHEHTH, KOHTO TNOM3BAT KOHTAKTHH JIELUM).

CrpaeuHH HapYLIEHHA

Yecmu: Torsade de pointes, apuTMua, rpbana Oonka, 000CTpaHe HAa ChpAcuHA HEAOCTATBYHOCT,
OpanMKapaHd, NaNMHTAUMH, YOb/okapane Ha QT-uHTepBana, HapylWleHWe Ha ATPHOBEHTPHKYJIAPHOTO
NpoBeXaaHe, KAMEPHA TaXUKapaus, 000CTPAHE HA AHTHHA NEKTOPKC.

C Heuszgecmua wecmoma: CbpieyeH apecT

CuaoBy Hapyluenus
Yecmu: OBocTpaHe Ha nepudepHa OKITy3HBHA BonecT, cTyAeHH KpaiHHLIH

PecnuparopHu, rpbIHE 4 MEAHACTHHANHH HADYLUEHHS
Yecemu: Ircnuen

CToMamHo-upesHH HAPYIIEHHS
Yecmu: Kopemna Gonka, ranene, nospbllaHe, 1HApHa, NUCTIENICHA, NaTyl1eHLINs
C neussecmnua vecmoma: Cyxora B ycTata

HapyuieHus Ha k0oXaTa ¥ NOAKOKHATa ThKaH
Yecmu: KoxxHH peakInu

C wewzsecmua yecmoma. Anoneuni, XHIEPXHAPO3a, NEKApPCTBa C GeTa-Gnoxﬂpama AKTHBHOCT MOrar na
OTKIMOUYAT [ICOPHA3HUC, Aa YTEKHAT CAMITOMHTC HA TOBa 3afonspaHe WiK 5Ia ADOBERaT 10 NCOPHATHYHH
CK3aHTCMH.

Hapymenus Ha MyCKYJTHO-CKeneTHaTa CHCTEMA H ChEIMHUTENHATA ThKaH
Yecmu: MyckynHH cniasMy

Hapyluenus Ha BRINpoOM3BOAKTENHATA CHCTEMA H MBpIaTa
Yecmu: UIMnoTedTHOCT

O6wy wapvinenus W edekTH Ha MACTOTO Ha NPHICKEHHE
Yecmu; Ymopa, 0boctpaHe Ha cnaGocT, NOBHILCHA TEMIIEpaTypa, OTOK

Hacneasanus
Yecmu: HamareHne Ha KPBBHOTO HaNAraHe

Crofmasane Ha NOAOIUPAHH HEXENAHH PEAKLIH _
Crofl1aBaHeTo HA MOJO3MPAHU HEXENaHW peakUMH CNER pa3pellaBaHe 3a ynotpeDa Ha JekapcTBeHHA

MPpOAYKT € BaXKHO. Toea mo3ponsea na NpOaBIDKH HaONHOOEHHETO HAa CHLOTHOLIEHHETO l'lOJ'ISaprCK 3a
NEKaApCTBEHHA TNPOOYKT. OT MEeOMUMHCKHTE CNEUHAIMCTH C& HM3MCKBA Ja cbofluaBar BCAKa noao3npaHa
HEeXKeIaHa peakuHa Ype3 HAaUHOHAHA CHCTEMA 34 crobuapaHe:

H3nsnHHUTENHA areHUMSA [0 ISKapCcTBaTa
yn. ,Jdamsan [pyen” Ne §

1303 Codus

Ten.: +35 928903417

yeGcaiT: www.bda.bg

4.9 [Ilpenosupane

TTpeaHaMepeHOTo MK HEUMIEHTHOTO TIPEA03Mpate HA COTANON PAAKO € BOIHO A0 cMBpT. Xe
BOOM [0 rOMAMO HAMANEHHE Ha IU1A3MEHHTE HHBa Ha COTANON.
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CHMITOMH H IGYEHHE HA TPEN0INPAHE

Hati-yecTuTe MPU3HALA, KOMTO MOTAT 1a ce o4aKpat ca OpanuKapams, 3acTofiHa chpleyHa HeAoCTATBIHOCT,
XRIOTOHHSA, GPOHXOCHA3IBM M XHMOTITHKEMHA. B ciTyyaH Ha ro/aMo npeaHaMepeHo mpefo3apaHe Ha coTanon
(2-16 g) ca Gunu HabmoaasaHK CNefHHTE KIHHIYHH HAXOAKH: XMMOTOHUA, Gpanukapaus, yAbIKaBaHe Ha
QT-yuTepnana, paHHW KaMepHH KOMIUIEKCH, KAMEpHA TaXHKapaus, torsade de pointes.

B cnyuaii Ha peno3UpaHe JEYEHHETO ChC COTANON TPAGBA Ja GbAe NPEKBLCHATO W MaUMEeHTHT TpAGBa na ce
HabnionaBa BHUMATEJHO,

B nonrenHesue, ako € HeoGX0XHMO, ce Npe/arar ceaHuTe ne4yedHH MEPKH:

Bpaduxapdua: atponuu (0,5 1o 2 mg i.v.), Opyro aHTHXOJIHHEPrHYHO NeKapcTso, GeTa-anpeHepruueH
aroHMcT (H3onpeHanud, 5 ug/min o 25 pg, 6aBHO i. v.) HIH TPAHCBEHO3EH ChpAEYeH NefiCHHT.

Cepdenen Gaox (6mopa u mpema cmeneH): TPAHCBEHO3ER ChpIeueH NeHACHHT.

Xunomonua: AnpeHanun Moxe Aa 6bae OT NO-roAMa Noj3a, OTKONKOTO H3ONPEHATHH HIH HOPaIpeHANHH,
B 3aBHCHMOCT OT ACOLUMHpaHHTE dakTopA.

Epouxocnazum: aMunoduIMH Hnu aeposoneH GeTa-2-peLenTopeH aroHHCT.

Torsade de pointes: eNeKTPOKAPAMOBEP3HO, TPAHCBEHO3EH CHPOEYEHO TNEHCHHI, ANPEHANMH W/HIH
MarHesues cyndar.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 QapmaxonHHaMAYHE cBORCTRA

®dapmakoTepanesTyHa rpyna: Knac 11! antraputmuk, ¢ uspaseHo OeTa-peuentopHo Grokupase,
ATC kon: CO7AAQ7

CoTas00B XHAPOXIOPUA NPEACTaBlABE HECeNeKTHBHO OeTa-anpeneprino GAOKHpauwlo jexapcTso Ges
meMOpaHo-cTabuusHpalia WM BHTPEIIHA CHMIATHKOMHMMETHYHA AaKTHBHOCT W C HHCKa JIHMHOHA
pa3TBopHMocT. EnuncTeero Tol cpen GeTa-GnokepHTe NPHTEXABa XapaKTePHCTHKM KakTo Ha kiac II, Taka u
Ha xnac III aHTHapHTMHK.

D- u L- cotanon e xuapodWiHO aHTHapHTMU4HO nekapctBo oT knac II1 , ¢ u3pasena Gera-Gnokupaiua
axTuBHOCT. Knac I aHTHapHTMIYHOTO feiiCTBHE Ce ABIKH HAa OCTPO YAWDKapaHe Ha KpaiHara daza Ha
MOHO(AIHMA aKLMOHEH MoTeHnuan Ge3 TMOBNMABAHE HA CKOPOCTTAa Ha TpoBexaaHe. AOCOMOTHUAT
pebpaxtepes nepuoa e yabmkeH. To3K enekTpoHIHONIOrKUEH MEXAHH3IBM HA ACHCTBHE € CRBP3aH KAKTO C
NIABO- TAKa M ¢ AACHORBLPTAUIMA H3OMED W CE€ YCTAHOBABA B MpeachpAHeTo, AV Bh3ena, JOMbIAHUTENHHTE
BPB3KH H KAMepHTE.

Bera-anpenepriunmua Gnokupai edext Ges BLTpelIHa CHMNATHKOMHMETHYHA AKTHBHOCT, CBBP3aH C JIABO
BBpPTALINA HIOMEP, € H3pa3eH B €HAKBA CTeNeH KakTo BbpXy Oera-1, Taka M BupXy Herta-2-peuenropure.

B 3aBHCHMOCT OT CTENEHTA HA CHMMNATHKOBHSA TOHYC, COTAJION HamandBa ChpAeuHATa 4€CTOTa, MHOKAPIHHA
KOHTPAaKTHIKTET, NNA3MEHATA PEHHHOBA AKTHBHOCT H YBE/IHUABA ATPHOBEHTPHKYAPHOTO NPOBOIHO BpeMe.
ToHYCBT Ha riankaTa MyCKYNarypa MOXe [Ja ce TIOBHILM KATO PE3YNTAT HAa HEroBUA HHXHOMTOpeH edexT
pBpXy Gera-2-peuentopuTe.

5.2 MapmMakoKHHETHYHH CBOHCTRA

AbcopOuua H pasnpeaeneHHe

75-90% ot no3ata Ha coTanon ce abcopGupaTr oT cToMalHO-4peBHUA TpakT. [lopaad nunca Ha first-pass
etexT aBconoTHaTa GHOHANMYHOCT e Mexay 75 # 90%. OGembT Ha pasnpenenenue e ot 1,6 no 2,4 lkg.
CoTanon He ce CBbp3Ba ¢ IUIA3MEHHTE [IPOTEUHH.

buorpanchopMalus
Jlo MOMEHTA He ca yCTaHOBEHH GapMaKOIOrHYHO aKTHBHH MeTabonmuTH.

EnuMuHupaHe




CoTanonos XKAPOXIOPHA Ce eNMMHHKpa H3KmodyHTenHo nped ObnOpeuure. brOpeunusar wiupwhe e 120
ml/min 1 oTroBapsa Ha 06ILMA KJTHPBHC.

BpeMeTto Ha ninaimeH nosyknBotr e mpuOamznTendo 15 gaca. IMpu TepmuaanHa 6p6pevHa HEMOCTATEYHOCT

obaye, To MOKe Oa ce MoBHIIK O0 42 vaca. [IMKOBH Mia3MeHH HHBA Ce MOCTHraT oT 2 ;o 3 vaca cnexn
NEepopaHO MPHIIOKEHHE.

53 [peaxnHHHYHN TaHHH 33 GelonacHoeT

['lpemc.rmHuqHHTe OJaHHY, OCHOBAHH HA KOHBEHUHOHATHH NOPOY4YBaHHA 3a Ge3zonacHocT, XpOHHYHA
TOKCHYHOCT, TeHOTOKCHYHOCT M KAPUHHOTCHEH NOTECHLHAT HE [IOKA3BAT CﬂellH(l)H‘lHH PHCKOBE 33 Xopa.

[Mpoyueanna 3a penpoAYKTHBHA TOKCHYHOCT, MPOBEACHH ¢ TLTBXOBE M 3aliliM He ca YCTAHOBWIH HKAaKBH
TeparoreHHH edekTH Ha coTanonoe xugpoxnopun. Habmonaeo e HUcko Terno npu paxkaaHe NpH MTbX0BE
3a#LH, KAKTO H MPOMEHEHA ILTbTHOCT Ha PELIENITOPHTE B MO3bKA H NIPOMEHHM B NIOBEIEHYECKNTE MOAEIH MIPH
[LTbXOBE.

6. ©OAPMAINEBTHYHH JAHHH

6.1 CnoHcbLK Ha TOMOUWHKTE BellecTEA

JlaxTo3a MOHOXHMAPAT, UAPEBHYHO HHUISCTE, XMAPOKCHIPONHALENYI03a, HATPHER HHIIECTEH IHKOIAT
(Tun A), Ge3poJieH KONOHAANEH CHITULHEB NTHOKCHA, MATHE3HEB CTEapar.

6.2 HecoBMecTHMOCTH

Henpunoxnmo

6.3 Cpox na rogHocT

3 roauun

6.4 Chneunaaun ycI0BHS Ha chXpaHeHHe

To3n nexapcTBeH NPOLYKT HE H3HCKBa CIEUHAUTHH YCIOBHA 33 ChXPAaHEHHE,
6.5 Buan chABPXKAHHE HA ONAKOBKATA

TaGnerkute ca onakosanu B PVC/arymuHners 6nuctept, nocTapeHH B KapTOHEHA CrbBaeMa KyTHA, mo 20
nix 50 Tabnetky.

He BcHYKH BHAOBE ONAKOBKH Morat Aa 0baaT mycHaTH B ipogaxha.
6.6 CreunanHu npeanasHA MePKA NPH HIXBLPAAHE

Hama cneuranHy H3NCKBAHHA 33 H3XBLPNSHE.

Heu3nonseakuaT nekapcTBeH NPOAYKT WIW OTMAABYHUTE MaTEpHaH OT Hero TpabBa Ia ce M3XBBPNAT B
CBOTBETCTBHE C MECTHHTE H3UCKBAHHA.

7. NPHUTENKATEN HA PAJPEIHEHRHETO 3A YIIOTPEBA
Buarpuc EOO/]

otHc crpana ,,Cepanxa oducu*

Oy, CutHakoso No 48, eT. 7
1505 Codns




Bwarapus

8. HOMEP HA PAZPEUIEHHETO 3A YIIOTPEBA

Perucrpaunionen Homep: 20030334

9. JATA HA TBPBO PA3IPEHIABAHEMIOXHOBABAHE HA PA3SPEIIEHHETO 3A
¥YINOTPEBA

Jara Ha nbpeo paspetaade: 14 maii 2003 r.
Jara Ha nocnenHoTo nogHosApaHe: 5 apryct 2008 T,

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA
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