| N3MBAHUTERHA ATEHUNS NO IEKAPCTBATA
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Paspewierue Ne
BG/MA/MP - ... 6;?/7/19022"25

1. HME HA JIEKAPCTBEHHA ITPOJAYKT

Unaonen SR 1,5 mg Tabnerku ¢ yab1keHO 0cBOOOXKAaBa
Indolen SR 1,5 mg prolonged-release tablets

NOGoBNBHUS N ...uveeeae.

2. KAYECTBEH H KOJIHMECTBEH CbCTAB
Bceaka tabnetka cbabpxa 1,5 mg unaanamun (indapamide).

[IoMOLIIHO BELECTBO ¢ W3BECTHO AcicTBHE: BCAKa TabneTka cbabpka 144,22 mg nakro3a
MOHOXHapaT.

332 MbJIHUSR CNIHCBK HA MMOMOLIHMTE BEillecTBa BHXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka ¢ yawimkeHo ocBobokKAaBaHe.

benu no nouru 6enm, KpLray, ABOHHOU3NBLKHANK (GUIMHPAHH TaDJIETKH ¢ YABIKEHO OCBOOOKAaBaHE.

4. K/INMHHYHH JAHHH
4.1 TepaneBTHUHH NOKA3AHHA
EceHumnanHa XUneproHus.

4.2 o3upoBKA H HAYHH HA NPHI0KEHHE

EGBHEO BKad

Enna tabneTka Ha 24 yaca, 32 npeANOYUTAHE CYTPHUH, Aa CE pUeMa usna, 6€3 1a ce caAbBKBA.
[1py no-roneMn 1034 aHTUXHUINEPTEH3IUBHUAT e()eKT HA MHAANAMH/IA HE CE€ YCWIIBA, HO CE YBE/IMYaRa

€KCKpELMATa HA CO.TAa (NOBHLIABA Ce CaTyPeTHUHHAT eeKT).

Hayuenmu ¢ 6vbpeuna Hedocmamvunocm (63ic. mouxka 4.3 u 4.4)

[Ipu Texka ObvOpeuHa HeJOCTATBYHOCT (KPEATHHUHOB KAWPBHC <30 ml/min), neyeHHeTo ¢ HHIaNnaMKHA
€ MPOTHBOIOKA3AHO.

TuazuaHuTe AMYPETHUUH H TEXHUTE aHAIO3W Ca HAIMBJHO €(PEKTHBHH CaMo Korato Ob0pedHuTe
(PYHKUHH ca HOPMATHH HJIH MUHHUMAIHO YBPEICHH.

Hayuenwmu 6 cmapuecka év3pacm (6. mouka 4.4.)

[TpH naLneHTH B CTapuecka Bb3pacT, HUBOTO HA IUTA3MEH KpeaTUHHUH Tpabea na 6bae perynupaHo B
CLOTBETCTBHE ¢ FOAHHHUTE, TErA0TO U nona. [lauueHTH B cTapuecka Bb3pacT MOraT Aa Obaart IEKyBaHH
¢ HHAANaMUA caMo, ako ObOpeyHUTe PYHKLUHMHK ca HOPMATHU WIH MUHHMANHO YBPEACHH.

Hayuenmu ¢ vepnoopooru npobiriemu (6ic. mouxka 4.3 u 4.4)
[Ipu Texko yBpeaeHa uepHoApPoOHA PYHKLMA, TE€UYEHHETO € NPOTHBOMNOKA3AHO.

[Teouampuuna nonyaayus
HMupanamua He ce npenopbuBa Mpu Jdeua H IOHOWHM, NOpaaM JIMNcaTa Ha 10CTaThy
eduKacHoOCTTa U D€30MacHOCTTA.




Ha4yuH HA NPUSIOKEHHE

[Tepopanno npruioKeHue.,

Tabnetkara TpaOBa Aa ce npuema uaa, 0€3 aa ce CIbBKBA K ¢ A0CTATHYHO KONMHYECTBO TEMHOCT
(HanpyMep uaLua Boaa).

4.3 IlporsHBonokasanus

- CBEPbXYYBCTBUTEIHOCT KbM HMHAANAMHA, APYTH CYI(OHAMH/IHN HITH KbM HAKOE OT NOMOLLHHUTE
BellleCcT8a, W30poeHH B Touka 6.1;

- TeKka 6bOpeyHa HeaOCTaTBHHOCT;

- yepHOApOoOHa eHLledaNoNaTHA UM TEXKKO YBPEAEHA YepHOAPOoOHa DyHKLHUA;

- XHMOKA/IHEMMUA.

4.4 Cpoeusansin npeaynpexIcHHS U NpeaNa3HH MEPKH NPH ynoTpeda

CneuranHy npeaynpexaeHus

[Tpu yBpeaeHa yepHoapoOHa (pyHKUMA, THAZHAHHUTE AKYPETHLIM MOTAT Ja NPHYMHAT YepHOIpOoOHa
eHuedasonaTha, ocobeHo B c/iyyad Ha enekTpoiMTeH aucbananc. B TakuBa ciaydyaM, npHeMaHeTo Ha
adypeTvka Tpadea na 6bvae HezabaBHO NpekpaTeHo.

DomouyscmeumeIHoCcm

JIoKnaaBaHH ¢a Cly4Yad Ha peakUuMM Ha POTOUYBCTBMTENHOCT NpH ynoTpeda HA THA3WU W THA3UIHH
auypetuuH (BK. Touka 4.8). [1pv nossara Ha peakunmn Ha GOTOUYBCTBUTETHOCT 110 BPEME Ha
JIGYEHUETO, € NPEeNOPBLYHTENHO TO Aa Obae NpeycTaHOBEHO. AKO € HeoDX0AUMO NMOAHOBABAHE HA
npyeMa Ha HHAAaNaMul, c€ NpenopbLUBa OTKPUTHUTE YacTH OT KOXKaTa Jia €€ Npeana3BaT OT CIbHYEBA
CBETJIMHA MJIHM OT H3KycTBeHa UV A ¢Betrnuna.

AXopouoaien uziug, oCmpa MUoOnus Y 6MOPUNHA 3AKPUMOBIbARA 2ATYKOMA

CyndoHaMHAKUTE WK 1€KAPCTBATA, MPOU3BOAHN HA CYNPOHAMHAMTE, MOraT Aa NpeaAH3BUKAT
HAHMOCHUHKPATHYHA PEaKLUMs, BOACLUA A0 XOPOHJAIEH H3IMB € Ae(EKT Ha 3PUTENHOTO NoJie, NPEXOIHa
MHOMNHA U OCTPa 3aKPHTOBIbJIHA rflaykoMa. CHMNTOMUTE BKAKOUYBAT B HAYANOTO OCTPO NOHUKEHHE
HA 3pUTE/IHA OCTPOTa WK O4Ha 0oJika 1 OOMKHOBEHO C€ MPOABABAT B PAMKHTE HA YacOBE AQ CEAMHLIM
cneq 3anouBaHe Ha feueHHeTo. HenekysanaTta ocTpa 3aKpUTOBIbIHA IM1ayKOMa MOXE Aa JoBeae A0
TpaiHa 3aryba Ha 3peHue. [1bpBHMHOTO AeyeHHe BKITIOUYBA NPEKpaTABAHE MPUEMaA Ha JICKAPCTBOTO
Bb3MOXKHO HaH-Ckopo. Moxe Aa ce HanoXu U Ja ce 0OMHC/IH HABPEMEHHO JIEYEHHE WITH XHPYpryudyta
HHTEPBEHLKSA, AaKO BbTPEOUHOTO HANATAHE OCTAHE HEKOHTPOJMPAHO. PUckoBUTE PaKTOpH 3a pa3BUTHE
Ha OCTPa 3aKPHUTOBIbJIHA ITIAYKOMAa MOrar [a BKJHOYBAT aHAMHE3A 33 aJIEpPrus KbM CyN(POHAMKIAH WIH
MEHHLIMIINH.

Homownu gewgecmsa

To3u nekapcTBeH NPOAYKT ChAbLPKA NAKTO3a MOHOXKWApAT. ITauMeHTH C peakyH HaCKEeACTBEHH
npodiemMH Ha rajlakTo3Ha HEMOHOCUMOCT, Lapp-n1akraseH aepULMT WM IIOKO30-ralakTo3Ha
manabcopbuns He TpADBA Aa nNpueMaT TOBA JIEKAPCTRO.

CneuManyu npeana3Hd MEpPKH NpH ynorpeda
- BoaHo-enektponuren DanaHc

- [InasmeH HaTpHH

HuBoTo Ha nna3mMeH HaTpuH Tpadsa Aa Obae UIMEPEHO Npeau 3anoUBaHe Ha JEYECHHMETO, KAKTO W Ha
paBHH HHTEPBANH ¢liea ToBa. BCako MypeTHUHO edeHue 61 MOrno na 1oBede 410 XUNOHATPHEMMUA,
NMOHAKOra ¢ MHOTO CEPHO3HH NOCTEACTBYUA. XUNOHATPHEMHUS C XHNOBOJIEMHS MOXE 1A A0BEOE A0
AeXUApaTaLKs 4 OPTOCTATHYHA XHUNOTOHUSA, EqHOBpeMeHHaTa 3aryba Ha XJIOpHH HOHH a
JAOBE/e 10 BTOpUYHA KOMNIEHCATOpHA MeTaboNUTHA ankano3a: CTENEHTa U YecToTaT
He3HauMTe HH. [TOHWKEHHETO Ha M1a3MeH HaTPHii MbPBOHAYATHO MOXE /1a € acH
3aTOBA CIEAEHETO HA HUBOTO MY € 0cobeHO BakHO v TpsabBa aa 6bae no-yecTo np
NauMEHTH W NALMEHTH, CTPadaiy ot UMpo3H (Bxk. Touka 4.8 1 4.9),




. [lna3zMeH kanuH

3arybaTa Ha Kajnui ¢ XMINOKATUEMHUA € I1aBHUAT PUCK NPH THA3HAHUTE AUYPETHLH H TEXHHTE
aHano3n. XHNOKAIHEMUATA MOXKe [a NPpeAn3BUKa MYCKYJ/IHH HapylieHud. CooluieHn ca cliyyau Ha
pabaoMHOIN3a, 0cOOEHO B KOHTEKCTA HAa TEXKA XHNOKATHEMHA. PUCKBT OT HACTBLIBAHE HA
xunokanvemua (<3,4 mmol/]) Tpabea na 6vae U3berHat Npyu HAKOH BHCOKOPHUCKOBH IPYIH NALMUEHTH,
HANpHMEP XOpa B CTapyecKa Bb3pacT, HEZ0XPaHEHH W/HAH NPUEMALIH MHOMO IEKAPCTBA, MAUMEHTHTE
C UMpO3a, KOMTO MMAT €AEM WJIM aCLMT, NaUMEeHTH C KOPOHapHa DonecT U CbpAeyHa HEAOCTATbUYHOCT.
B Te3u cnyudan XMNoKaMeMHATa BOAH A0 YBENHUYABAHE HA ChPASHHATA TOKCHYHOCT HA
AXWTUTANMCOBHTE NPENAPaTH U PUCKA OT APHTMHH.

ChulecTByBa pHUCK M 3a X0pa ¢ yabinkeH QT-HHTEpBa, HE3aBHCUMO AU TOH € BpOAEH UK
arporeHed. ETo 3auo, xunokaineMuaTa, KakTo U OpaaMkapauaTa, ca npeapasnonaraiy Qgakropu 3a
MNOABaTa Ha TEXKKH APMTMHH, B YaCTHOCT NOTEHUHUANTHO QaTaHuTe forsades de pointes.

[To-uecTo M3MepBaHE HA HUBOTO HA MJIa3MEH KaNUW € HANOXKHTETHO NIPH BCEKH €AMH OT
ropeonucaHuTe caydau. [TepBoTO TakoBa WamepBaHe TpAOBa ga Obae HanpaBeHO €1Ha CEAMMLA cnej
3a7104YBAHE HA NEYEHHETO. Y CTAHOBABAHETO HA XHNOKATHEMUSA H3HCKBA KOPEKUHWH. XHMOKATHEMHA,
yCTZHOBEHA 3a€HO C HUCKA CepYMHA KOHLEHTPALIMs Ha MarHe3vi, Moxe Ja He CE MOBJIUAE OT
NEUYEHHETO, OCBEH AKO CEPYMHHAT MarHe3snn He ObAC KOpPUTHpaH.

. [lnazmeH marxHesuu
Joka3zaHo e, ue THA3UINTE U TEXHHWTE aHAMO3M, BKJIIOYUTEIIHO HHAAMAMHKI, MOBHULLIARAT EKCKpeLUyaTa
Ha MarHesnil ¢ ypHHATa, KOETO MOXKE A4 JOBEAC A0 XHIIoMarHesnemus (Bx. Touku 4.5 u 4.8).

® [Ina3zMeH Kanuun

TuazuaHuTe QUYpPETHLM U TEXHUTE aHANO3H MOTAaT Ja HAMAaJAT OTAENAHETO Ha KalunH ¢ ypMHaTta ! Aa
NPUWYHHAT JE€KO H NPEXOAHO NOBUILABAHE HA HHBOTO Ha Mja3MeH Kanuui. OTkpurara
XHMepKanUueMHa MOXE 1a €& IbXKHY Ha Npeaxoxaaul HeAHarHoCTHUHMPpAH XHMEpNnapaTHpOHIAH3IbM,
Jieuennero Tpabea na 6bae nNpeycTaHOBEHO NPEeAH U3C/IEABAHETO Ha NnapaTupeouaHaTa (yHKLIHA.

- I'noko3a B KpbBTA
CneneHero Ha HUBOTO Ha IAKOKO3aTa B KPbhBTA € He0OX0AHUMO NMpH NaUMEHTH, CTPAAALIH OT AHA0eT,
0CODEHO NMPH HATUYUETO HA XHMOKATHEMHUH.

- [TukovyHa KUCEHHA
[Ipu xunepypuKeMHUUHH MaLUUEHTH, NPEAPA3NONOKEHHETO KbM NPUCTLAH HA NoJarpa MOXe aa ce
YBEIHUHU.

- bnO6peuHa ¢pyHkuHa U QUYypeTHLN

TuazuaHuTe AMYPETHLH U TEXHHUTE aHANO3M Ca HANMBJIHO €(EeKTUBHH caMoO Korato ObOpeyvHara
PYHKLMA © HOpMalTHA WM MUHUMAJTHO HapylueHa (mna3sMeH KpeatuHuH noa 25 mg/l, T.e. 220pmol/]
npH Bb3pacTHH). [IpyM mauneHTHTE B CTapyecKa Bb3pacT, HHBOTO HA Mia3MEeH KpeaTUHHH TpabBa na
ObAe perynupaHo B ChOTBETCTBHE C TOAMHUTE, TEIVIOTO H NOAA HM.

BropuuHara xunosonemMHa B pe3ynTaT oT 3arybaTta Ha BoJa U HATPHH, NPUYUHEHH OT AUYPETHKA B
HAYATIOTO HA JIEYEHHETO, HaMansea rnoMepynHara guntpauna. Toea MoOXe Aa JOBEIE A0 NOBUUIABAHE
Ha KpbBHATA Ypes M [U1a3MEeHHA KpeaTHHHH. Ta3u npexoaHa ¢pyHKuuoHalHa 6v0peyHna
HeJOCTAaTbYHOCT € 6€3 NOCNeACTBHA MPH NALHEHTH ¢ HOpManHa Ob0pevHa PyHKLMR, HO MOXKE Aa
BJIOLLM ChLIECTBYBalla ObOpeyHa HENOCTATBUHOCT.

- CnopTHucTH

MOXC Ja 1aa€ MO3UTHBHA PCaKLHA MNMPH TECT 3a DOMHUHI.

4.5 BzsaumopaeiicTBHE C APYIH J1eKAPCTBEHH NPOAYKTH H APYrd JOpMH HA BAE

HenpenopbuuTeHd KOMOUHAUMK
Jumuu




[ToBuULIEHO HHBO Ha NMNA3MEH NWTHIA C NpU3HALIM HA Npea03UpaHe, KakTo npu Oe3conHa nuera
(HamMaeHo OTAeNsHe HAa IUTHUH ¢ ypuHaTa). B ciyuaii, e ynorpedarta Ha AMYPETHLUM € HANOXKHUTEIIHA,
€ HEOOXOAUMO BHHMATENHO CleI€HEe HA HUBOTO HA IMTHRK Y CBOTBETHA NPOMAHA HA 103aTa.

KoMOHHALMKY, KOWTO M3UCKBAT NPEeANa3HA MEPKH NpPH yrnoTpeda

Hexapcmea, npuvunasawyu torsades de pointes

- Ki1ac la aHTHApUTMYUHH NekapcTBa (XMHHAWH, XMAPOXUHUAHH, NH30MKHPAMHUA);

- knac 11l aHTHapuTMHUUHKM nekapcTBa (aMHOAAPOH, COTANTOA, AODETUIHA, HOYTHIINA,
OpeTHIHYM);

- HAKOHW aHTUTICHXOTHLIM: (PEHOTHAZUHHK (XNOPMPOMA3HH, LIHAMEMA3HH, IEBOMENPOMA3HH,
THOpHAA3HH, TpHUdnyonepasuH), OeH3aMuaM (AMUCYNANPUA, CYNTTHPHA, CYATONPKHA, THANPUA),
OYyTHPOGEHOHH (apOMEepUION, XalonePHAo.);

- APYryu aHTHIICHXOTHUM (Hanp. NHMO3KR);

- ApYry BeluecTsa: Oenpuann, uMzanpua, audemanun, epurpomuuut 1V, xanodautpun,
MH30JIACTHH, NEHTAMKIKH, cnapdaokcaunH, MOKCU(MNOKCaUUH, BUHKaMUH [V, MeTaaoH,
acTeMH30J1, TepdeHanuH.

[ToBMWEH pHCK OT BEHTPHKYJIAPHH apUTMHH, 0cOOeHO forsades de pointes (XHNOKATHUEMHUATA €
puckoB dakTop). [la ce cneau 3a XHNOKATUEMHA W NPH HEODXOAHWMOCT 1a CE peryaupa npesu
3aMoYBaHe Ha JIeUeHHE C Ta3d KOMOMHaUuA. Moxke ga ca HeOOXOOUMH KITHHUYHH H3C/IEABAHHA,
eIEKTPOKApAHOrpaMu Y ONMpeIe/iAHE Ha MNA3IMEHUTE €NEKTPOIHTH.

Jla ce M3nON3BaT BEILECTBA, KOWTO HAMAT HEAOCTATHKA A NPEeAU3BUKBAT forsades de pointes npy
HAJIMYMETO HA XHIMOKAITHUEMMUA.

Hecmepouonu npomusogvnasumennu Cpeocmsa (CUCmeMHo nPUI0NCeHUe), BKIIOYUMETHO
cenrexkmusnu COX-2 unxubumopu, eucoxu 003u Catuyu1osa Kuceauna (=3 g OHegHo)

B1n3MOXKHO HaMangBaHe HA aHTUXHUNEpPTeH3UBHHUA edeKT Ha HHAanamuKaa. Puck ot texka 6b06peyna
HeAOCTATbYHOCT NpPH AEXHAPATHPAHM nauneHTH (HamaneHa riomepyaHa dbunrpauua). Ha ce
XHApaTHpa nalMeHTa U aa ce HabnropaBa 6bOpevHaTa PyHKUHA B HAAIOTO HA JICHEHHETO.

Hxubumopu na ancuomenzun-xoneepmupaujus enzuvt (ACE-uxubumopu)

Puck ot BHe3anHa XMMOTOHUA H/UNHU TekKKa OBbOpEYHA HEAOCTATBUHOCT MPH 3ar0YBaHE HA JIEYEHHUETO
¢ ACE-uHXuOUTOpPH, NpH HANHUKHETO HA ChLUIECTBYBaLla 3aryba Ha HaTpuii (0coOEHO NPH MauyeHTH
CbC CTEHO3a Ha ObOpeyHaTa aprepus).

ITpu xunepmonua, KOraTo rnpequLIHO ieYeHHE ¢ JHYPETHLIA MOXKE 1A € IPUUHHWIO 3aryba Ha HaTpHi,

€ HeoOXxoaumo:

- Aa Ce NpeycTaHOBH MPUEMAHETO Ha IHYpeTHKA 3 IHH NMpeay 3anouBaHe Ha JieueHHeTo ¢ ACE-
HHXHOMTOpA U aKO € HeoOXOIHMO, Aa Ce 3aNnOYHe OTHOBO NPHEMAHETO HA XHUNOKAITHEMHYEH
AHYPETHK WK

- Na ce 3aMoYyHe ¢ HUCKH HavyaaHu Ao3u ACE- nHXMOUTOpP, KOUTO NOCTENEHHO Ce YBENWYABAT.

HpH KOHZ2ecmuerRd Cbpdeqna HeoocmamuvyHoCm, JEHYEHUETO T’pﬂﬁBa Aa CC 3allOYHC C MHOTO HHCKA
A03a ACE-HHXHSHTOP, Mo Bb3IMOXKHOCT CNEL CbOTBCTHO HAMAJIABAHC Ha J0O34aTa Ha CHITLTCTBALUHA
XHITOKAJTHEMHYUCH JHYPETHK.

Bve ecuuku cayyau TpadBa aa ce caean 6uOpeunara ¢pyHkuus (HUBOTO HA (UTa3MEH KPEeaTHHHUH) NMpe3
MbPBUTE HAKONKO ceAMHLUM OT ynorpebata Ha ACE-uuxuburop.

Hpyeu cveounenus, npeoussuxsauu xunoxaiuemusn: avgomepuyun B (1V), 2roxo- u
MUHEPATKOPMUKOUOU (CUCMEMH U}, MemPAKO3AKMUO, CIMUMY.IUPAtU NAKCamusu.
YBenunueH puck ot xunoxkanuemus (aauTuseH edexr). [a ce cnean HUBOTO Ha a3
KOpHUrupa, ako € Heobxoaumo. Tpabea na ce Uma npeaBya NPy CbITLTCTBALLO NEY
Jla ce ynorpebaBaT HECTUMYIHPALIM NAKCATHRH,

barknoghen



[ToBuuiasa aHTUXMNEPTEH3UBHHA edekT. Jla ce xuapaTvpa NaUMEHTLT U a ce cliean 0bOpeuHarTa
pyHKUHMA NpH 3aN0YBAHE HA JICUCHHUETO.

Hueumanucoeu npenapamu

XUnokanMeMuara W/ uny xHnoMarHe3ueMuaTa npeapasnonarat KbM TOKCUUHUTE €DEKTH Ha
auruTanauca. Ja ce cneiy HUBOTO Ha M1A3MEH KATHH, MArHE3HHU Y ENEKTPOKAPAHOrPAMHUTE U NPH
HEOOXOAUMOCT /12 CE NMPOMEHH JIEUEHUETO.

Anronypurion
EQHOBPEMEHHOTO EYEHHE ¢ MHOANAMMA MOXE [1a YBEJIHYH CNyUauTe Ha peakLMH Ha

CBPBLXYYBCTBHTCITHOCT KbM aAJIOITYPHHOJ.

KomOuHauuu, kouto Tpabea fa ce B3emar noj BHHMaHHE

Kanuti-coxpanseawju ouypemuyu (aMuw1opuo, CRUPOHOAAKMOH, MPUAMMEPEH)

Bbnpekn ye Takuea koMOMHaUKMH O1Xa MO Ja ca OT 1oJ13a NPU HAKOH MAaLMEHTH, HMA PHCK OT
XHNOKATHEMHSA UAN XHNIEPKATHEMHUS, 0COOCHO NpH NMauHeHTH ¢ ObOpeuHa HEJOCTATHYHOCT UH
auaber. HUBOTO Ha na3MeH Kaliviil M eNEKTpOKapaAHOrpaMHTE TpsabBa Ja ce CNEOAT Y ako €
HeoOXoauMO, NeHEHHUETO Ja ce npepa3rieia.

Memdopmun

VBenuueH pyucK OT NaKTauuaosa, IpUYHHEHa OoT MeT(POpMHHA, NOPAaH NOTEHUHUATHA (YHKLHMOHAIHA
ObOpedHa HeAOCTATBYHOCT, CBbP3aHa C NPUEMAHETO HA AUYPETHLH, 0COOEHO OPUMKOBH AHYPETHLIH.
Ila He ce u3non3sa MeTQOPMHUH, KOraTo HUBOTO Ha IMJa3MeEH KpeaTHHMH HaaBuuiaea 15 mg/l (135
umol/l) npu muxke u 12 mg/t (110 umol/l) npu xenn.

ﬁod-mnmpacmnu gewecmea

B cayuaiil Ha gexpaparauns, NPpUYHHEHA OT AHYPETHLH, ChLIECTBYBA YBEITHUEH PUCK OT TEXKKA
O6bOpeuHa HeAOCTATLYHOCT, OCODEHO NPH NPHEM HA BHCOKH AO3H HOA-KOHTPACTHH BELLECTBA.
Heobxoauma e pexuapaTtaima npeav npHemaHe Ha HOOMpaHy BEUIECTBa.

Hmunpamun-nooobru anmuoenpecanmu (MpuyuKiuNHu), Hegporenmuyu
AHTHXHNEPTEH3IUBHUAT e(PeKT U PUCKDBT OT OPTOCTATUYHA XHUIMOTEH3UA <€ YBenuyasar (aAUTHBEH
edekT).

Karyut (xamyuesu coau)
PucksT OT XHNEpKalLUUWEMHs C€ YBEH4aBa Nopaan HaMalceHO OT/AENAHE Ha Ka/lLMi B ypUHATa.

L{uxaocnopun, maxporumyc
Puck OT NOBHLLIEH M1a3MEH KpEaTHHHH 0€3 NPOMEHH B HHBOTO Ha LMPKYJ/IHpaLll UHWKIOCMIOPHH, AOPH
KOraTo HAMa craj BbB BOAHUTE/HATPUEBHTE HUBA.

Kopmurxocmepoudu, mempako3akxmuo (cucmemen npuem)
[ToHwkaBaHe HA AaHTHXHUNIEPTEH3IMBHUA edeKT (3aabpKaHe Ha BOJA/HaTpHi nopanu ynotpedara Ha
KOPTUKOCTEPOHAH).

4.6 DepTHIHTET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT
Mma orpaHuyeHu aanHM (3a u3xoaa, npu no-mainko ot 300 cnyyas Ha 6peMeHHOCT) 3a ynoTtpebara Ha
HHaanaMun npu OpeMeHHH xeHH. [IpoabKuTenHaTa eKCITO3UUMS HA THA3HIH npe3
TPUMECTBHP OT OPEMEHHOCTTA MOXKE Ja HaManH 00ema Ha nna3MaTa 8 MaHYHHMA O
YTEepPOINNaUeHTAPHOTO KPpbBOOOpailleHHE, KOETO MOXKE 112 MPHYHHH U (PETOMAALE
3abapsHe B pacTexa.

[IpoyuBaHHATa NPH XXUBOTHH HE MOKA3BAT NPEKH HITH HEMPEKHK BPEIHH €PEKT
penpoayKTHBHATA TOKCHYHOCT (BXK. TO4YKa 5.3).




KaTto npeanaszHa mapka € 3a npeanoumraHe ga ce H30area ynorpedarta Ha HHAANaMHA NO BPEME Ha
OpeMEeHHOCT.

Kbpmene

Hma HegocTaThbyHa HHOpMaLIUA 33 EKCKpPEUMATa HA HHAAanaMu1/MeTaboNMTHTE B KbpMarTa.
HUyunanamMup e TICHO CBBbP3aH C TUA3HUAHUTE JHYPETULH, KOUTO MO BpEME HA KbPMEHETO C€ acouuupar
C HaMaNIgBaHe WX A0PH C MPeyCTaHOBABAHE Ha KbpMEHETO. Morar aa ce nosBaT
CBPbXYYBCTBHTETHOCT KbM CYJIQOHAMU]I NPOU3BOAHHTE H XHNOKATHEMHA.

He moxe Aa ce U3KNKOYU PHCK 32 HOBOPOAEHUTE/KbpMaUETaTa.
HMupanamua He TpaOBa Aa ce U3MOJ3Ba MO BpeMe Ha KbpMEHE.
depTUanrer

[IpoyuBaHHUATA 3@ PENPOAYKTUBHA TOKCHUHOCT HE M0KA3BaT €PEKT BLPXY GEPTUINTETA NPU MBXKKH H
KEHCKH NibxoBe (BXK. Touka 5.3). He ce ouakBar edekTd BbpXY PepTUNMTETA NIPH XOpa.

4.7 EdexTn BbpXy cnocobrocTTa 332 modHpaHe H padoTa ¢ MAIIHHH

HNupanamua He I[TpOMCHA 6,ELHTE:J]HDCTT&, HO B OTACHAHH Cl1yHaH, NO-CrICHHA/THO TIPpH 34NTO4YBaHEC HaA
NEYCHHETO HAH KOraTto ce npuﬁaﬂu APYT AHTHXHIOCPTCH3IKWBCH JICKAPCTBCH MNMPOAYKT, MOXKE 4 CC
O4YaKBaT PEAKLHH, CBBP3dHH C HAMAJIABAHE HA KPbBHOTO HAJIATAHE. B pC3viTaTrT Ha TOB4d,

cnocoBHOCTTA 3a YNPaBAeHHE Ha NPEBO3HH CPEACTBA KK 32 ONEpUpaHe ¢ MaillMHH MoXke aa Obae
HAPYLIEHA.

4.8 HexenaHH JeKAPCTBEHR peaklHH

O60611eH npodu Ha 6e30NacHOCT

Haii-uecTo ch001aBaHHTE HEXKENAHU peaKLIMK Ca XUNOKAJIHEMUSA, P€aKL{HU HA CBPBXYYBCTBHTENHOCT,
[MaBHO A€PMATONIOTHYHHM, [IPH JIMLA, NPEAPA3NONONKEHH KbM ANEPridHH W aCTMaTHYHH PEaKLHH H
MaKyonamyJiapHu O0pHBH.

THazuaHKTE OHYPETHUH H TEXHUTE AHAIO3H, BIUTIOYUTENHO HHAANaMH1l, MOraTt Aa NpeaAn3BHUKaT
Cl€AHUTE HEXEJIaHU JIEKAPCTBEHH PeakuHu, onpeacasaHHi Cnopea 4YECTOTATa Ha TAXHATA MNOABa KaTo:
mMHoOro 4ectH (>1/10); uectu (=1/100 go <1/10); neuvectu (=1/1000 no <1/100); peaxu (=1/10 000 no
<1/1000); muoro peakH (<1/10 000); ¢ Hen3BecTHA YecToTa (OT HATHYHHTE JAHHH HE MOXKe na Obae
HanpaeeHa OLeHKa).

Hapyiulenus Ha KpbBTa U JiumdHaTa CHCTEMA
Mhnoeo peoxu: TpOMBOLIMTONEHMUS, IEBKOMNEHUA, arpaHy0UHTO32, aNJIACTHYHA AHEMUA, XEMOJIHTHYHA
aHeMHA

Hapyuwienuns Ha MeTabonuimMa W XpaHEeHEeTo
Yecmu: xunokanvueMus (Bx. Touka 4.4)
Hevecmu: xunoHarpueMus (Bx. ToUka 4.4)
Pedxu: XMnoxaopuemMus; XunoMarHeamueMus
Muoeo peoxu: XUnepKaJlllHEMHA

HapylueHns Ha HepBHATa CHCTEMA
Peoxu: cpeTORBPTEXK, YMOpa, rnapobonue, napecte3us

C neuzgecmna wvecmoma: CHHKOT

HapyiiieHuns Ha ourTe
C nHeuzgecmua wecmoma. KbCOFNEACTBO, 3aMbIIEHO BUXKAAHE, HApPYLLIEHHE HA
3aKPUTOBIBJIHA I1ayKOMa, XOpOUAANEH U3JTHB




CbpACHHH HapyLIEHHS
Mrnozo peoxu: apuTmus
C neussecmua wecmoma. Torsade de pointes (motenunantHo @atanHu) (BXK. Toukn 4.4 v 4.5)

CbaoOBH HAPYUICHUA
Mnozo peoxu: XHNOTOHHSA

CTOMalLlIHO-YPEBHH HAPYLLIEHWUS
Heyecmu: noepbluaHe

Pedxu: ranene, 3anek, cyxora B ycrarta
Mno20 peOxu: NaHKpeaTUT

Hapyuienuns Ha 6b0peunTe U NUKOYHHUTE MbTHLIA
Mnozo pedxu: ObOpeuHa HEIOCTaTHLUHOCT

XenaroOuIHapHH HapyLIEHHS

Muozo peoxu: HapylueHHA Ha YepHOApPOOHaTa QyHKLMA
C neuszsecmua Yecmoma: Bb3IMOXKHA yepHoApOoOHa eHuedanonaTus B C1y4aH Ha YepHOApPOOHa

HEeAOCTATLYHOCT (BXK. Touka 4.3 n 4.4); xenatur

HapyuieHns Ha KOXAara U NOAKOKHATA ThKaH

Yecmu: makynonarnylapHi oOpHBH; peakUHH HA CBPbXYYBCTBUTENHOCT, MPEAUMHO AEPMATONOIHYHH,
NPy NAaUKeHTH, NPEAPA3NONOKEHH KbM aNepryyHi H aCTMaTHYHH peakiibu

Hevyecmu: nypnypa

Mnozo peoxu: aHruoenem, yprukapHs, TOKCHYHA eNUAEPMHUYHA HEKPOH3a, CHHAPOM Ha
CTHBBHC-/PKOHCHH

C neuzgecmna wecmoma.: Bb3MOXHO BJIOLLIABAHE HA NPEABAPHTENHO ChIUECTBYBALL OCTHP
OUCEMHHHPAH NYMYC €PUTEMATO3YC; peakuuK Ha GOTOHYBCTBHTEMHOCT (BXK. TOuUka 4.4)

HapyilieHHs Ha MYCKY/IHO-CKENEeTHATa CUCTEMA U ChEAUHHUTENHATA ThKaH
C neuzgecmua wecmoma: MyCKYJTHHM CNIa3MH, MYCKYJIHa cnaboct, Muanrus, pabgomMuonusa

HapyineHus Ha penpoAyKTUBHATA CUCTEMA W IMbPAATA
Hewecmu: epektunna nucyHKUHWA

Hicnensanus
C neuzgsecmua vecmoma.: EKI" ynbpmxen QT uHTepsan (BxK. Touka 4.4 v 4.5); NOBULUEHHA HYBA HA

KPbBHaA 3axap, NOBHINCHH HUBA HA MMTHKO4YHA KHCCJIHHA B KPbBTA, NOBHLUICHHU HHBa HA qepuonpoﬁume
CH3IHMH

Onucalue Ha M30paHKTE HEXXENAHU peakUMK
[To epeme Ha npoyuBaHuaTa hasa Il u 111, cpaBuasaw uHaanamua 1,5mg ¢ 2,5mg, ananusure Ha

MnIasMeHHUs Kanuid ca nokasanH J0303aBUCHM €(PEKT OT HHAAMAMMA;

- uHpanamua 1,5mg: nnasmen kanuit <3,4 mmol/l e Habaronasan npu 10% ot nauneHTuTe ¥ <3,2
mmol/l npu 4% oT nauneHTute cnea 4 ao 6 ceamuum neueHune. Cnea 12 ceamuyHO nevenue,
CPEIHOTO MOHHKEHHE Ha TU1a3MeHHs Kanui e ouno 0,23 mmol/l.

- *HaanaMua 2,5mg: nnasmed kanui <3,4 mmol/l ¢ Habntonaean npu 25% o1 nauneHTHTE M <3,2
mmol/l npu 10% oT naunenTure cnea 4 o 6 ceamuum neuenue. Cnea 12 ceAMUYHO NeueHue,
CPEIHOTO NMOHWXEHHE Ha TU1azMeHua Kanui € 6wno 0,41 mmol/l.

CpobiilaBaHe Ha Mog03HPAHH HEXETIAHH PeaKLHM
CpobiapaHeTo HA NMOJO3UPAHH HEXXeNaHU peaklHU ciie pa3pellaBaHe 3a ynotpeda Ha4fe

NPOAYKT € BaXXHO. TOBa NO3BO/IARA Aa NPOABIKMA HAONIOAEHUETO HA CHOTHOLUEHHET £/
nekapcTeeHus NpoaykT. OT MEAUIIMHCKHUTE CMELHATUCTH Ce H3HCKBA Aa chobillasa

MOAO3MpaHa HeXeNaHa peakura upes M3nbaduTenHa areHuMa no Jekapcreara, yii.
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebGcaiiT: www.bda.bg.




4.9 Ilpexosnpane

CuMnTOMM

YcTadoBeHo €, e HHAanaMua B 103u 10 40 mg, Toect 27 NbTH NOBEYE OT TEPANEBTHYHATA 1034, HE €
TOKCHUYeH. OCHOBHHAT NPH3HAK Ha OCTPO OTPaBsAHE € Nod ¢opMaTa Ha CMYLUEHHSR BbB BOJHO-
€JIEKTPOIMTHHS OanaHC (XMNOHATPHEMHUA, XHMOKaAUEMHS ). KIHHHYHO e Bb3MOXKH2 NnosfBa Ha rajicHe,
NOBpbLUAHE, XUITOTEH3HA, KPAMITH, CBETOBbPTEX, 3aMasiHOCT, ChHANBOCT, OOBPKAHOCT, NONHYPHS HIY
OJIMTYPHA, MOHAKOra 10 CTENEH Ha aHypua (nopagn XUNOBONEMUA).

JleueHue

[TbpBOHAYAAHWTE MEPKY BKIIOUBAT OBP30TO ENUMUHHPAHE HA IPUETOTO BELIECTBO(@) Ype3 CTOMALHH
NPOMHBKH W/WIH MPHEMAHETO HA AKTHBEH BBIVIEH, MOC/NE€ABAHO OT Bb3CTAHOBABAHE H& BOJHO-
€NEeKTPONUTHHUA DanaHC A0 HOPMATHH CTOHHOCTH B CMELIUANIM3HMPAHO 3aBEAEHHUE.

5. @®APMAKOJIOITHYHHU CBOUCTBA
5.1 PapmMakoJHHAMHYHH CBOHCTBa

dapmakoTepaneBTHuHa rpyna: JJuyperuuu, cynpoHaMHIH, CAMOCTOATENHO
ATC kon: CO3BAIL

MexaHH3bM HA JENCTBHE
HUunanaMua e cynpoHaMHAHO MPOU3BOAHO ¢ HHAOMOB NNPBCTEH, (PapMAKOJIOTHYHO CBBP3AH C

THa3WIHUTE AHYPETHLIM, KOWTO AE€HCTBA Ype3 NOTHCKaHe Ha peabcopbuMsara Ha HATPHH B
NMPOKCHMANIHATA 4acT Ha AHUCTAHUA TyOyn. To#l yBenvuaBa OTASAHETO HA HATPHH U XJIOPHAH C
YpPHHATa 4 B 10-MaJIKa CTENEH Ha Kanyui H MarHe3ui, KaTo N0 TO3® HAYKH YBEIHYABA KOJHYECTBOTO
OTAE/ICHA YPHHA U OCHLUECTBABA AHTUXHNEPTEHINBHO AEHCTBHE.,

[TpoyueaHus BbB ¢a3u Il u 11l nokaseaT aHTHXHNEpTEH3UBEH edEKT C NPOABIKHTENHOCT 24 Haca npu
MOHoTepanua. Toil ce e MposBUI NpU 4034, UMALLH ClTad AUy pPETHYEH EEKT.

AHTHXMIIEPTEH3INBHOTO ACHCTBHE HA MHAAMNAMKUA € CBBP3aHO ¢ NoJ0OpEeHHE Ha apTEepHANIHHSA
KOMMNNaibHC U HAMAJIABAHE HA apTepUOapHaTa U nepudepHaTa pe3uCTeHTHOCT.

HMupanamua HamansaBa XuneprpodyaTa Ha naBaTa KaMepa.

TepaneBTHUYHHAT e(PeKT Ha THAZHAHMUTE JHYPETULH U TEXHHUTE aHANO3H CE 3ara3sa MOCTOAHEH clen
onpeaefieHa 103a, IOKATO CTPAaHHUYHHUTE ePEeKTH NpOoAbIKABAT a HapacTeaT. ETo 3allo, no3ara He
Ouea na ObAe YBEIMUYABAHA, AKO NEUEHHUETO HAMA edexT.

JlokazaHo e 1o, Y€ NPOABLIKMTENIHOTO, CPEAHO-CPOYHOTO M KPATKOCPOYHOTO NPUIOKEHHE HA
HHAANAMKHIA MPH NAUMEHTH C XUIIEPTOHHUA:

- He NOBIMABA JUNKIHUS MeTabonu3bM: Tpurnvuepuam, LDL—xonecrepon u HDIL—xonectepon;
- He NOBAWABA BbIIIEXHAPATHUS MeTaDONMU3BM, OPK MPH NAUKUEHTU ¢ AHabeT ¥ XHNEePTOHHUS.

5.2 DapmakoKHHETHYHH CROHCTBA
HUnponed SR ce npeanara B 4034 3a yaAb/DKeHO 0cBOOOKAaBaHe, Da3upaHO Ha MATPHYHA CHCTEMA, [1pH

KOATO aKTHUBHOTO BCLUCCTBO CC HAMHUDPaA B HOCHTCIL, NO3BOJIABALL NOCTCNCHHOTO ocB0O0OKIaBaHe Ha
HHAanaMyiaa.

Abcopbuus
KonuuecteoTo ocBob0aeH HHAanaMua ce abcopbupa Obp30 H HAMBAHO Tipe3 CTO
TpakT. KOHCYMalMaTa Ha XpaHa NeKo yBENHYaBa CKOPOCTTa Ha abcopOuus, HO H
KOJMYECTBOTO Ha abcopOHpaHoTo BewecTBO. [TMKOBOTO HHBO B cepyma cnen en




HaGnogasa okos1o 12 yaca cien npuemale, NOBTOPHOTO NPUEMaHE HaManaBa pa3/IMKMTE B HUBATa HA
CEpyYMHATa KOHUCHTPALMA Mex1y ABeTe 1034. ChlleCTBYBAT HHAWBHAYAIHH Pa3IHKH.

PasnpeaeneHue
CBbpP3BAHETO HAa MHAANAMUL C V1a3MEHUTE NpOTeHHU € 79%. ITonyknBoTeT B Ny1azmarta € mexay 14

H 24 yaca (cpeaHo 18 yaca). PasHoBeCHaTa KOHUEHTPALMA CE NMOCTUra Ciesl OKOMO 7 AHHK.
[TOBTOPHOTO NpHMEMAaHE HE BOAW A0 HATPYNBaHE B OpraHuima.

EnHMHHUpAHE
EanmunupaneTo ctaea rnasHo ¢ yprHara (70% ot ao3ara) v dexannute (22%) noa ¢popmara Ha
HEaKTHBHH MeTabOJIUTH.

BUCOKOPHUCKOBH NALIMEHTH
DapMaKOKHHETUUYHWTE MapaMeTPy OCTABaT HENPOMEHEHH Npy nauueHTH ¢ 60peuHa
HEJO0CTATBLYHOCT.

5.3 IlpeaxknuHuuYHRE NaHHH 32 Oe30nacHOCT

Haii-BHCOKHTE A03H, MPHETH NEPOPATHO OT pa3IWYHK KHMBOTHHCKHU BUAOBE (OT 40 no 8000 nbTH
TepaneBTHYHATA 403a), NOKA3BAT 3aCHNBAHE HA NIUYPETHYHHUTE CBOWCTBA HAa HHAanaMHaa. OCHOBHHUTE
CHMIMTOMM Ha OTpaBsAHe, HabnoAaBpaHu NMPH NPOYUYBAHHUA HA OCTPATA TOKCHYHOCT HA NPHIIOKEH
MHTPABEHO3HO WIH HHTPANEPHUTOHEANHO WHAAMAMHK]L, Ca CBBbP3aHH ¢ (PapMaKOJIOrHYHOTO ACHCTBHE Ha
BELLECTBOTO, TOSCT OpaauIiHes W nepudepHa Ba3oannaraums.

HupanaMua € nokaszal OTPULATEIHH PE3YATATH NPH TECTOBE 32 MYTAr€HHOCT M KAPLMHOTEHHOCT.
[lpoyuBaHHA 3a penpORYKTHBHA TOKCHYHOCT HE ¢a NOKa3aan éMOPHOTOKCHYHOCT U TEPATONEHHOCT.
DepTHANTETHT NPH MBKKH H )KEHCKH MUTbXOBE HE € OWT HapyLieH.

6. ODAPMALEBTHYHHA JAHHHU
6.1 CnHCBK HA NOMOILIHHTE BEeUIIECTBA

Aapo:

J1AKTO3a MOHOXHUApAT

LAPEBUMHO HUUIECTE, NPEXKENaTHHU3HPAHO
XHNpOMENo3a

CHJHUHER AHUOKCHA, KONoHIeH, Be3zBoaeH
MarHe3WeB cTeapart

Ob6BuBKa:

XHIIPOMENO3a

makporon 6000

tuTaHoB qHokcua (E171)

6.2 Hec¢nrBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roamocr

3 ropuHH

6.4 ChnenHalHH YCIOBHA HA CHXPAHEHHE

To3n nekapcTBeH NPOAYKT HE H3UCKBA CMELHUA/THH YC/IOBHA HA ChXPaHCHHE.

6.5 Bujau cprabpxanue HA ONAKOBKATA




PVC/Al bauctepn
OnaxoBka oT 30 Tabnerku (3 dauncrepa no 10 TadieTkn).

He BcHuky BHOOBE ONAKOBKKW MOrar aa ObAaT NyCHATH Ha nasapa.
6.6 Chneumannn NpeAnasHH MEPKH NPH HIXBLPJASHE H paboTa

Hama cneuvanHy M3MCKBAHUA.

7. TIPHTEXATEJI HA PASPELHIEHHETO 3A YIIOTPEBA

EKODAPM I'PVII AL

yn. AtaHac [lykoe Ne29, et. 3,
1407 Codus, buirapus

Tes.: (02) 906 90 70

dakc: (02) 906 90 71

8. HOMEP HA PA3ZPEHIEHHUETO 3A YIIOTPEDBA

Per. Ne 20110354

9. JATA HA IBPBO PA3PEINABAHE/TIOTHOBBAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Jlara Ha nbpBO paspewasane: 03 roHu 2011 r.
Hara Ha nocneaHo nogHosasaHe: 09 mapt 2016 r.

10, JATA HA AKTYAJIMZUPAHE HA TEKCTA




