KPATKA XAPAKTEPACTHKA HA ITIPOAYKTA



1. HME HA JEKAPCTBEHHA NPOAYKT

UHAMKOH SR 1,5 mg TabneTku ¢ yABIDKEHO 0CBOOOKIaBAHE
INDICON SR 1,5 mg prolonged-release tablets

2. KAYECTBEH A KOJIHUYECTBEH CBCTAB

Beaxa Tabnetka ¢ yaemkeHO ocBoOoXkIaBaHe ChIBPKE AaKTHBHOTO BEINCCTBO HHIOANaMMZ
(indapamide) 1,5 mg.

TToMOLIHHK BEIIECTBA ¢ H3BECTHO AcHCTBHE: 144,22 mg 1aKTO3a MOHOXUIPAT.
3a MBJIHUA CIHCEK Ha MOMOLIHHTE BELIECTBA BIDKTE To4ka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka ¢ YABIKEHO OCBOOOXKAaBAHE
Benu a0 MOYTH Ge1H KPBIH, ABOMHOM3TEKHAIN QUIMHPAaHH TaONETKH.

4 KIAHWYHH JAHHH T ITITENHA ATEHLUS 1O IEKAPCTBATA

Kpamka xapaxnepucmuKa Ha npogyxma - Mpusoxenue |
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[lo 1 Tabnerka Ha 24 waca, 3a IPEANOYHTAHE CYTPHH; Ia ce TpHeMa 1ana, 6e3 Aa ce capBKBa.
[TpH 0-BHCOKM A03H aHTHXHICPTEH3UBHOTO AeHCTBHE HA MHAANAMUZ, HE CE 3aCHJIBa, HO CE ITOBHILIABA
canypeTHIHus edeKT.

Bwbpeuna nedocmamuvunocm (8. moyxu 4.3 u 4.4)

[Ipn Texka 6BOpeyHa HEAOCTATHYHOCT (KPEeaTHHHHOB KIAMpBHC mOZ 30 ml/min) nedeHueTro €
IPOTHBOMOKA3AHO.

THAIXAHUTE ¥ THA3MAOMONOOHHTE IMYpeTHLH ca euKacHM camo xoraro OpOpedHara QyHKIMA €
HOpMaJlHa WK JIEKO HapyIleHa,

Hayuenmu 8 cmapyecxa avspacm (6xc. movxa 4.4)

[IpH namierTH B Crapyecka BE3pacT IUIA3MEHHAT KPEaTHHHH TpAOBa fa ce PEry/idpa B 3aBHCHMOCT OT
BE3pACTTA, TErA0TO U mona. TalMeHTH B cTapuecka Bp3pacT Morar A2 ObJaT NeKyBaHH C HHIHUKOH
SR 1,5 mg Tabnetku, korato 6s6pednara UM PyHKIMA € HOPMA/THA UK CaMO JIEKO HapyIICHA.

Hayuenmu c weprodpobro yepexcdare (exc. moyku 4.3 u 4.4)
[TpH TEXKKO UePHONPOOHO YBPEXKAaHE ICUSHHETO € NPOTHBOIIOKA3aHO,

Heya u tonouin
MHIHUKOH SR 1,5 mg He ce mpencpruBa 3a ynorpeba mpH JAcUa M IOHOMIM, [TOpagM JIHIICATa HA

OAHHY 3a 6e30MacHOCT H e(PUKACHOCT.

HauyuH Ha npuiioXeHue

[lepopanHo.




4.3 IIporuBomoka3zaHus

- CBpBXUYBCTBUTEIHOCT KbM HHAATIAMHT, APYIH CYIPOHAMHIAN HIH KBM HAKOE OT IMIOMOLHHATE
BELLIECTBA, H30POSHH B TOUKA 6.1,

- Texka 0p0peuna HeIOCTATBYHOCT;

- YeproapoOHa eHIledanonaTys WilH TeXXKH HapyNICHHS Ha YepHOAPOOHATa QYHKIHA;

- XUNIOKaNueMH4.

44 CroenpaiaHu npexynpexieHHs U NpeANa3HH MePKH NIPH ynoTpebda

Cnenvanuu npenynpexieHus
B cmyuanTe Ma HapyiieHa 4epHOApoOHA (yHKUMA THa3UAHHTS HAHYPeTHLUH MOrar Na MpeaH3BHKaT

gepHOApoGHa eHnedanonaTus, ocobeHo B ¢iyyad Ha HapylleH enekTponuteH Gamanc. B nonoGuu
CIy4YaH NPWI0KEHHeTO Ha IUypeTHKa TpabBa J1a ce cupe He3abaBHO.

DomoceHcudbuAUIaYUA

CroOIIeHH ca cayYad Ha WYyBCTBHTETHOCT KBM CBeTIHHA TNpU ynoTpeba Ha THa3UA-CPOAHH
anypeTHiy (BxK. Touka 4.8). AKO IO BpeMe Ha NeYEHUETO Bh3HHKHE peaxiiusa Ha TyBCTBATCIHOCT KbM
CBETNIHHA, Ce MOpelopsuBa jedyeHHeTo Aa ObIe IpeycTaHOBEHO. AKO IOBTOPHOTO MPHEMAHE HA
OHYPEeTHKa ce cueTe 3a HeoOXomumMo, ce Npenoprypa U3NOKEHHTE YacTd OT TANOTO Ja C€ 3AlIMTAT OT
CABHLE WIH Ja ce U3MoN3Ba m3KkycTecHa UV A 3ammra.

lomownu gewgecmean
[TatMeHTH ¢ peAKH HACAENCTBEHH Npo6IeMH Ha ranakTo3Ha HEMOHOCHUMOCT, Lapp nakraseH Aeduiwt
HIIHM NTIIOK030-ranakTo3Ha ManabcopOimsa He Tpa0Ba Ja NpUEMAT TO3H JIEKAPCTBEH NPOAYKT.

Creyuanyu npedna3nu Mepxu npu ynompeba

BoaHo-eaekTpoanTeH 6aNaHC:

Hrasmen nampuit.
Tol TpaAGBa ma ObIc U3MEPBAH [IPEAH 3aM04YBAHE HA JMIEYEHHETO H HA PABHH HHTCPBAIM [10 BpEME Ha

nedyeHneTo. Beako JleueHHe ¢ JUYpETHUM MOKe Aa HOBeJe N0 XHMOHATpUEMHs, NMOHAKOra ¢ MHOro
CepHO3HM mocmeaui. JIOHWKEHHMET0 Ha IulasMeHus Harpuil oOTHayanmo Moxe Ja Onae
aCHMITOMATHYHO, TIOPAZH KOETO PEJOBHOTO My ONpeZeiiHe e BaXHO M jaxe Tpabsa xa Gpae no-
4eCTO IIPH BL3PACTHH H GOJHH OT Lppo3a nampeHTH (Bx. Touxu 4.8 u 4.9).

Ilnasmen xaauii.

3ary0ara Ha Kanuii ¢ XMIIOKAIHEMHS € IJIaBHHAT PUCK OT M3MOJ3BEHETO HA THASHAHH W CPOAHH
JTAypeTHUH. PHCKBT OT HAaCTBHIBaHE Ha XMnokanuemus (< 3,4 mmol/l) TpaGBa fa 6b1¢ NpeROTBpaTeH
IpH XOpa ¢ BHCOK PHCK, HalpHMEp XOpa B CTap4ecKa BB3Pact, HEAOXPaHeHH WWIM TPeTHpPaHHU C
MHOTO NIEKapCTBa, NAUKMEHTH ¢ IMPO03a, KOMTO MMAT eleM H acIHT, MaUXeHTH ¢ KOpOoHapHa foiecT u
ChPACYHA HeNOCTATRYHOCT. [1pK Tasy cHTyauMs XHMOKaTHEMHATA TIOBHINABA CHPIEYHATA TOKCHYHOCT
Ha AUTUTATHUCOBUTE MPOAYKTH M PUCKA OT APUTMHH.

Uupmeunu ¢ yaepmkeH QT #HTEpBaT ca CBLIC PHCKOBH, HE3aBUCHMO JalH HNPOH3XOALT €
KOHFEHMTAJNICH WIHM STpOreHeH. XWNOKAIHeMMsiTa, Taka KakTo ¥ OpagukapmHaATa TpU TAX €
NpeRPasoNaraly (GaxTop 3a HACTHMBAHE Ha TEHKKH apUTMHH, CMEIHATHO MOTEHUHAMHO QaraiHHTe
torsades de pointes.

BbB BCHukH oTOEIA3aHE MO-rope CIy4Yad € H3UCKBA MTO-PEAOBHO ONPESAC/AHC HA KallMA B ILIa3Mara.
[IppBOTO OMpenensHe Ha TUIa3MeHUA Kanuii Tpa0dBa 13 ce M3BBPIUH €AHA CeIMMIA CIIC/ HAUI0TO Ha
JIEIEHHETO.

YCcTaHOBEHATA XMIIOKATHEMHUA TPAOBA 14 C€ KOpPHIUpa.

Hnasmen kaaytii.

NPEAM3BHKAT JIEKO M TPAH3UTOPDHO [OBHMIUEHME HA IUIA3MEHMA  KaJIlpH.




-

XHNEPKATIHEMMA MOXE Aa ¢e OBIIXKY HAa MPESAXOAHAll HEAHArHOCTHUHPAH XUIIEPIapaTHPEOHIHIBM.
Jleuenuero Tpu6ea ga GbIe MPeyCTAHOBEHO NPEIH M3C/ICABAHETO Ha IAPATHPEOHAHATA QYHKLIHA.

Kpwera znoxosa:
HabmoaeHueTo HAa KPBBHATA IUIKOKO33a € BAKHO IpPH guaberurnre, 0COOCHO IMpH HAIUYHETO HA
XHITOKAJITHEMHA.

TTuouna xuceruna.:
Moke Ja ce YBENUYH TEHASHIIAATA KbM NPHCTHIIM OT NOAATPA NPH XUMCPYPHKEMMTHH NAlIHEHTH.

bvbpeuna gpynxyua u ouypemuni.

THA3HIHATE M CPONHUTE OWYPETHLM Ca HAMHIHO edeKTHBHH caMo Korato Oblpeynara QyHkuua e
HOPMAJTHA MM MHMHHMAnHO YBpeleHa (ImasMeH kpearmHud mox 25 mg/l, T.e. 220 pumol/l npu
pB3pacTHY). [IpH NalMeHTH B CTapUecKa BE3pacT MIa3MeHHAT KpeaTHHHH TpA0Ba 1a Ob/e OLeHABAH B
3ABHCHMOCT OT BB3PACTTa, TENIOTO M MOJA.

XHnoBoJeMIsITa, KOATO € BTOPUYHA MTOpajH 3arybara Ha BOAA M HATpHH, HHIYUHPaHH OT JIHYPETHKA B
HAaYAI0TO HA J€YEeHHMETO, NpeAU3BHKBA HAMAIEHHE Ha MIoMepynHara ¢unrpaumi. Tosa Moxke na
JiOBelle N0 NMOBHINABAHE Ha KPbBHATA yped W IUTasMeHHs KpeaTWHuH. Ta3H TpaH3MTOpHA OBOpevHa
HEJIOCTATBYHOCT HIMA [OCNEICTBHS NPH MHRMBHAH ¢ HOpMayHa OBOpeuHa QyHKIMA, HO MOXke Aa
BJIONIH ChIUEeCTBYyBaula Or0petHa HEAOCTATHYHOCT.

Crnopmucmu.:
Tpabsa ga ce 0o0BpPHE BHMUMAHHUE HA COOPTUCTHTE, Y€ TO3W JNCKAPCTBCH NPOAYKT ChABPKA
JIEKAPCTBEHO BEINECTBO, KOSTO MOXKE Na Jane HONOXKHTEIHA peaKkuysd IpyH AOMKHT TECTa,

4.5 B3anmoneficTBHe ¢ APYFH JeKAPCTBeHH NPOAYKTH U APYTH opMH Ha B3IaUMoAeHcTBHE

KoMOnnauum, xouTo He ce npenope4sar

Jumuis:

[IOBHIUEHO HMBO Ha IMUIa3MEH JIMTHH ¢ MpPH3HALM HAa NpeJo3hpaHe, KakTo Ipd Oe3conHa AWETa
(HaManeHa eKCKpelMs Ha JHTHH B ypuHara). Ako ofaue e Heobxoauma ynorpebara Ha AHYpPeTHIH,
Tps6Ba fia ce IpOBEXJA BHHMATeNHO HablloleHMe Ha HHBOTO Ha TUIasMEHMA JIHTHH, KakTo H
YTO4HSABAHE HA AO3HPOBKATA.

KoMOuHalMK, KOUTO H3MCKBAT ITPSANA3HH MEPKH NIpH YNIoTpeba

Jexapemea, npuvunasawu torsades de pointes

- rpyna Ia aHTMAPHTMWYHY areHTH (XHHUIWH, XHIPOXUHHHH, TH30TTHPAMHIL);

- rpytia 111 aHTHAPATMHYMHY areHTH (aMMOAAPOH, COTANON, AobeTHITHA, HOYTHIHI);

- HAKOH aHTHIICHXOTHYHH CPEACTBa: GPEHOTHAZUHH (XJIOpPMpOMAa3HH, LIHAMEMAa3HH, JIEBOMCIIPOMA3HH,
THOPUAA3HH, TprdnyonepainH), GeH3aMUAM (aMUCYANPUL, CYIHPHA, CYATONPHA, THAIIPHL),
GyrupoderoHH (AponepHaOI, XATONEPUAON );

- gpyrm: Oenmpumwi, UWsanpHn, Audemanun, epurpoMuumH 1V, xanoQaHTpHH, MH3ONACTHH,
MEHTAMEMH, cuepdoKcalH, MOKCHIOKCALMH, BUHKAMHH 1V,

[NoBHIIIEH PUCK OT BEHTPUKYJIHH apUTMHH, 0co6eHo forsades de pointes (XMIIOKUIHEMHATA € PUCKOB

(akTop).
MoHUTOpHpaHE HA XMIOKATHEMHATA ¥ KOPEKLHA, ako € HeoOXxoaumo, npely MPIaraHeTo Ha Ta3u
koMOuHauHa. KnuHHYHO, mazMeno-enekrponutHo 1 EKI” MoHHTOpHpaHe.

ﬂa Ce H3I0N3BAT BelHIeCTR4, KOMTO HAMAT HEJOCTaThKa Jd NMPCOU3BHKBAT torsades de QOfHIES IpH

HAJITHYHETO Ha XUIMOKAITHCMHA . .

Hecmepoudnu Rpomusoewb3nanumenty cpedcmea (CUCTIEMHO RPUNONCEHUE), BKAIOHUMERHO
CeNeKMUBHY UNXubumopu, canuyuaamu 6ve sucoxu 0osu (= 3 g/oen)
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BB3MOXHO HAMANCHIE HA AHTHXHNEPTEH3UBHUA e(PEKT Ha HHAATIAMH/IA.

Puck ot ocTpa 660pedna HegocTarsYHOCT IpH 06e3BOAHEHH NalMeHTH (HaMaIeHa TIIOMepyIHA
¢unTpauus). Ha ce xuapaTupa DanueHTa; aa ce Habmonasa OpOpeunara QyHKIML B HAYAIOTO HA
JICUYEHHETO.

Huxubumopu na anzuomensun-kongepmupawyus exzum (ACE)

PHCK OT BHe3anHa XUnoTeHs3ua u/uid octpa 650pedHa HeAOCTATEYHOCT, KOraTo 3aoyHe JIEYCHHETO ¢
ACE pHxubuTopa IpH HAUTUMYHETO HA NPEeABapPHTENHO CHUIECTBYBalla 3aryba Ha HATpHH (CIICIHATHO
MpH NALHEHTH ChC CTeHO3a Ha OBOpevYHara aprepun).

IIpu xunepmonus, KOraTo NMpeABapHUTENHOTO JIeueHHe ¢ JHYPETHLH MOXe Aa NoBele Ao 3arybara Ha
HATpUH, € HEOOXOIHMO:

- WIH Aa CE CIpe AMYPeTHKa 3 IHH NpeJH 3arouBaHe Ha JeYSeHHeTo ¢ HHXHOHUTOpa Ha AHTHOTEH3HH-
KOHBEPTHUPAIUMA CH3HM H, aKO € HeoOX0AUMO, 1a CE 3alI0YHE OTHOBO XUINOKATHEMHIHHA THYPETHK;

- WJTH [ C€ AallaT HUCKH HadanHH A03H Ha ACE uHxuburopa, Kato ¢¢ nNOBHILABAT [TOCTEMEHHO.

Ilpu xounzecmuena copdeyna wnedocmameynocm Aa Ce 3am0YHe ¢ MHOro HHcka nosa Ha ACE
HHXHOHUTOpA, TIPH BB3IMOKHOCT CJIeA HaMAIABAHE 703aTa HA KOMOMHHpAaHMA XWIIOKATMEMHYEH

OUYPETHK.

Bwe ecuuxu cayuau pa ce Habmogaea OvOpeunarta GyHkuua (Mna3MeHHss KpeaTUHHH) MO BpEME Ha
IBPBUTE CeaMUIH Ha neveHneTo ¢ ACE unxuGuropa.

Hpveu npodyxmu, npedussuxsawu xunoxaruemus: amgomepuyun B (IV), emoxo u
MUHEPARKOPMUKOUOU (CUCMEMHKU), MempPaKo3armuo, Crmumyaupawyu nakcamuey. TIOBHIICH PHCK OT
XHNoKanHeMua (aguTuBeH edekr).

Hzucksa ce HaOnmoneHHe Ha TNa3MEHHsA Kaluii U Ja ce KopHurupa npu Heobxoaumoct. Tpsabsa na ce
MMa NpenBU IPH YCIOPEAHO AHTHTAIHCOBO NedeHue. Jla ce H3NO0M3BaT HECTHMYJIHPALIH NaKCATHBH.

Baxnogpen
[loBHITaBa AHTHXHIIEPTEHIMBHNA edEKT.
Jla ce xunpaTupa nanuenTa; Aa ce Habmonasa 6s6peunara GYHKUMA MPH 3aN0YBaHEe HA JIeUeHHETO.

Huzumanucosu npodyxmu
XHnokandeMHUaTa npeapasrofiara KbM TOKCHYHATE edeKTH Ha AUTHTANHCA.
Jla ce HaOmronasa nuasmenys xanmii u EKI 1, ako e HeoOXoaHuMo, Aa ce IPUCIIOCcOoOH IEYeHHETO,

Anonypunon
EnHOBpeMEHHOTO NeYeHHE ¢ HHAANAMHBA MOXE J[a VBeJIWYH CiIyYanre Ha peakiHd Ha
CBPEXYYBCTBHTC/IHOCT KBM &JIOITYPHHOIL.

KoMOHHAaIIMK, KOHTO TPsAOBa a ¢ B3€MaT [10Jl BHHMAHUE

Kanuticvxpanasawu Quypemuyu (aMUI0Opuo, CRUPOROAAKMOH, mpuammepenr)

Hokaro nogoOHH palHoOHATHM KOMOMHAIIMKM ca MOJE3HH INPH HAKOM TMALMEHTH, XHIOKaIneMHd
(ocobero npu nauveHTH ¢ auaber wnu ¢ 6EOpevHa HENOCTATHYHOCT) WIHM XHIEpKATHeMHa MOTaT BCe
nax ga HacTeIAT. Jla ce HaOmozasa rnasmenns kanuii, EKI™ 1 npn HeoOXx0AHMOCT J1a ce mpepasrena
NEYEHHETQ,

Memdpopmun

JlakTawznoza, npHuMHeHa OT MeT¢OPMHHA, ABDKAIIA C& Ha BB3MOxHA (yHKUHOHanHa OwnOpeuna
HeNlOCTaThYHOCT, CBBp3aHa ¢ JUYPETHLHWTEe M Mo-CreudanHo OGpuMKoBUTe AuypeTHuHd. Ha He ce
U3TIOM3BA MET(HOPMHH, KOTATO IIa3MEHKA KpeaTHHHH npesuuiasa 15 mg/l (135 pmols/1) mpu MBKe H
12 mg/1 (110 pmols/1) npu xkeHm. —=

p—

Hodupanu xonmpacmnyu sewecmaa




[IpH HaMWMYKETO Ha JeXuIpaTauus, MPUYNHEHA OT AUYPETHLH, CBUISCTBYBA MOBHIOEH PHCK OT OCTpa
6b0pedna HEOCTATEUHOCT, OCOOEHO KOTaTe ©f W3MON3BaT roneMM HO3M HOOWpaHy KOHTPacTHH
CpencTBa.

Heobxonmma e pexuaparannsa npeid BbBSKAAHETO HA HOOUPaHH IPOJYKTH.

Hmunpamun-nodobru anmudenpecanmy (MPpUYUKIUIHY), HeeponRenmuyu
AHTHXHMIEPTSH3WBHUAT e()€KT H PHCKBT OT OPTOCTATHMHA XHUIIOTCH3HWA C€ yBEIH4YaBa (anuTHBEH
e)EKT).

Kanyuesu conu
PHCKBT OT XHIIEPKAILHMEMHA Ce YBEJIMYABA [TOpagy HAMAICHOTO eTHMHHHEPaHE HA KAILHA ¢ YPHHATA.

Luxnocnopun, tacrolimus
PHCK OT IMOBHMILEH IUTa3MEH KPEaTHHHH, 0e3 KaKBWTO M Aa ¢a NMpOMeHH B LMPKyNHpaillTe HHBA HA
IMKJIOCTIOPHHA, HAXKE KOraTo JIMTICBAT ITPOMEHH BBB BOAAQ/HATPHIL.

Kopmuxocmepoudu, memparko3akmuo (cucmemen npuem)
[ToHMWXKeH aHTUXHIEepTeH3uBeH edekr (BoJa/HaTpuii 3anbpiaHe IOpaNH OEeHCTBHETO Ha
KOPTHKOCTEPOMINTE).

4.6 DepTHIHTET, OPeMEHHOCT H KEPMEHE

bpeMeHHOCT

Karo o610 NpaBiIo, BEBEKAAHETO Ha AHYPETHLUH TpaAOBa Aa ce u3baArsa NMpH OPEMCHHM XEHH U He
TpabBa 1a ce H3MOA3BAT 32 JIeYeHHe Ha QU3HONIOTMYEH elleM Ha OpeMeHHOCTTa. JluypernuuTe MoraT
A4 NPUYHHAT QeronnaleHTapHa HCXEMHA C PHCK 0T HeoOpaTHMO YBPeXKAAHE Ha pacTexa Ha Iuoaa.

KepMeHe
KBpMeHETO He € NpenepbhuMTENHO {MHAANAMHIA C€ eKCKPETHPA Upe3 MaffyMHATA KBPMA).

(DepTunurer
[IpoyYBaHKATA 32 PENPOLYKTHEHA TOKCHYHOCT HE N0Ka3Bar ebekT BhpXy depTunnrera IpU MBKKH H
)KEHCKH IUTbX0Be (BXK.Touka 5.3). He ce ogakBar epekTH BBpXY QepTHIUTETA IIPH XOpa.

4.7 Edextu BbpXy cnocofHOCTTA 32 odHpane u padoTa ¢ MAMIHHH

Hupanamun He npoMeHs OJuTeNHOCTTa, HO peakliiM, CBBP3aHH C MOHHKEHHETO Ha KPBBHOTO
HALATaHe, MOTaT [1a CE€ OYAKBaT B OT/EIIHM CIYyYaH, IO-CIICHUANHO IPH 3aNoYBaHe Ha IYCHHETO HIH
KOraro ce npuGaBH ApYr aHTHXHIEPTEH3HBEH NPOAYKT. B pesyarar Ha TOBa, CnocobHoCTTa 32
ynpaBneHUe Ha MPeBO3HH CPEACTBA WK 3a ONSpHpPaHe ¢ MAIMHU MoKe A3 ObAe HapylIeHa.

4,8 Hexenaun JeKAPCTBEHM peaKLHH

O6obmen nmpodun Ha 6e30NMacHOCT

Hali-1ecTo cho6IABAHUTE HEXEIAHNTE JISKaPCTBEHH PEAKIMK €A PeaKLHK Ha CBPBXIYBCTBUTEIHOCT,
TIABHO AEPMATOMOTHYHH, MPH JIHNA, Npelpa3snolomKeHd KEM aJeprHYHH H aCTMAaTHYHH PCaKIUH H
MaKyJIO-IIAIyJIApHHA OOpPHBH.

[To BpeMe Ha KTMHHYHHUTE [IPOyYBAHMS, XHIIOKATHEMHs (TutasMeH kanki <3,4 mmol/l) e HaOmronaBaHa
npH 10% oT maumenTuTe ¥ <3,2 mmol/l npu 4 % oT nanverTUTe cea 4 10 6 ceaAMuLM NeueHne. Cen
12 ceaMHUHO JIeYEHHE, CPEAHOTO MOHIKCHKE HA IUTa3MEeHHA Kaui e 6wro 0,23 mmol/l.

FonAMa 4HacT OT HeXenaHWTe JEKAPCTBEHH peakUWH, OTHAaCAIM Ce HO KIMHUYHHTE MM
nabopaTOpHHUTE MApaMerpH, ¢a 3aBMCHMH OT Z03aTa.
O6001eHNe B TAGIHYCH B HA HEKENAHHTE PEAKITUH




[To BpeMe Ha JIeHEHHETO ¢ MHAanMaMuj ¢a HaGMIoAaBaHH CIICIHHTE HEXENaHW PeakuWH, [OApeNeHU

CIIOpes CIeAHATa YeCcToTa:
Muoro yectu (>1/10); uectn (=1/100 no <1/10); geuecrn (> 1/1 000 mo <1/100); peaxu (=1/10 000
no <1/1.000); muoro peaxu (=1/100 000 xo <1/10 000), ¢ HeH3BECTHA 4€CTOTA (OT HUTHYHHTE NaHHH

He MOX¢e a O5/I¢ HarpaBeHa OLICHKA).

MedDRA HexenaHu peaknuu YecroTa
CHCTeMO-0praHHM KJIACOBe
HapyumieHHs Ha KPbBTa H | ATpaHyJoOUMTO3a MHOTO paaKo
anmMbHaTa CHeTeMa AIIACTHYHA AHEMHS MHOTO pAAKO
X eMOJIHTHYHA aHEeM U MHoro paako
JIeBKOIEHUA MHoro paako
TpomGouuTonerns MHoro paako
Hapymenua na Merabonusma 3arybata Ha  Kamull _ C | C Hen3sBeCTHA 4ecTOTA
{ XpAHeHeTo XHIIOKAJTHEMHA, 0cOobBEeHO
Cepuo3Ha npH HAKOH

BHCOKOPHCKOBH NAIMEHTH (BX.
Touka 4.4)

XHUnoHATpHEMHS C HeHM3BeCTHA 4eCTOTa
Hapymenuss Ha HepBHAaTa | CBETOBBPTEK Psiaxo
CHCTEMA YMOpIEMOCT Panko

'nasoGonue Panko

ITapecTesun Panxo

CHHKON C Heu3pecTHa 4eCTOTa
Hapymenns HA ouHTE KBcornencTao C HeHW3BECTHA JecTOTa

3aMBIJICHO BHXAZHE

C HenssecTHA 4ecTOTA

Hapyl]IEHHE Ha 3PCHHETO

C Hen3BecTHA YecToTAa

CrpaoeyHH HapylIeHnsa

ApHUTMHA

MHoOro paako

Torsades de pointes
(noreHunanuo daranan) (K.

C HeH3BEeCTHA YecTora

TOYKK 4.4 1 4.5)
Ch08H HApYUIEHHE XHNOTOHUA MHOT0 pagKo
CToMalIHO-YpEeBHH ITospbluane HeuecTH
HAPYILIeHH S I"aneHe Psaaxo

3arnek Paako

Cyxora B ycrara Paaxo

[TaHKpeaTHT MHOro paako
XenarobuanapHn napyweHun | AbHopMHa yepHOApPOGHA MHoro paako

QyHBKLIHA

Yepuoapobua eHuedanonarvda { C HeU3BECTHA 4€CTOTA

MOXe Ja C€ palpHe IIpH

HaIMMAE Ha  4YepHOApoOHa

HEeOOCTAaTHYHOCT (BXK. TOUKH 4.3

n4.4) |

X enaTHT C HeM3BECTHA YECTOTA
HapyuwreHus1 HA KOXKATa H Peaxiuu Ha Yectu
MOAKOKHATA ThKAH CBBXYYBCTBUTEIHOCT,

NpeIUMHO AEPMATONIOTHYHH,
NPH NMANHEHTH C
NpenpasnolIoKEHOCT KbBM
ANEPTUYHHN ¥ ACTMATUYHH
peaKIMH

Maxkynonanyno3Hyu 00pHBH YecTH
[lypnypa HeyecTn
AHruHoeaeM MHOro psaako




VprHKapns MHuoOro paako
TOKCHYHA eITHICPMAIHA MHoro paaKo
HEKpOJIHU3a
CurapoM Ha Stevens-Johnson MHOro psiiko
Brs3aMoxkHO BIOLIABAHE HA C HeM3BECTHA 9ECTOTA
NpPEIBAPHTEIHO CHUICCTBYBALI
OCThP HHCEMUHHPAH
EPUTEMATO3EH JYIYC
Peakunu Ha C HeH3BECTHA 9ECTOTA
doToceHCHOWIH3aLNA (BX.
To4ka 4.4)
Hapymennss na 6n0peunTe M | brOpeuHa HeroCTaTEUHOCT MHoro psaako
MHKOYHHTE ILTHILA
H3cnensanus EKI yowmxed QT (Bxk. TOYKH C HeHM3BEeCTHA YecToTa
4.414.5)
[ToBHILIEHH HHBA Ba KPBBHA C HeM3BECTHA YECTOTA
3axap
ITosuileHH HHBA HA MHKOYHA C Hen3BLCTHA YECTOTa
KHCeIHHA B KPBBTA
[ToBHILIEHH HMBA Ha C Hen3BeCTHA 4ECTOTa
YEePHOAPOOHUTE SH3UMH

CrhofLiapaHe HA NOAO3HPAHH HEXKEJAHH PeaKIHH
Crpo0IaBaHeTo Ha MOAO3MPAHH HEXKEIIAHH PEakMU IS paspeliaBaHe 3a ynoTpeba Ha JIeKapCTBEHHA

MPOAYKT € BakHo. ToBa MO3BOJIABA J1a NPOABAKH HaOMIONEHHETO HA CHOTHOLIEHHETO NON3a/PHCK 32
JeKapCTBeHHs nponykr. OT MeMUIMHCKHTE CICHUMATHCTH C€ M3HCKBa Ja Cho0IaBaT BesKa
NOA03HpPAHA HEXKETaHA PEeaKIUA Ype3 HAllMOHANHATA CHCTEMa 33 ChOOINABAHE:

H3nenHuTeHE areHUMA 10 JIeKapcTBaTa
yi1. ,,JJlamaa I'pyes” No 8

1303 Codusa

Ten.: +359 2 8903417

yeGcaitr: www.bda.bg

4.9 Hpeno3upane

CHMITOMH

Huganamuz HaMa ToxkcHyHOCT A0 40 mg, 1.¢. 27 nbTH oBeYe 0T TEPANCBTHYHATA 1034,

CHMTOMHTE Ha OCTPOTO OTpaBAHe ca Mox ¢opmMara Ipead BCHYKO HAa CMYIUCHHMA BBB BOJHO-
CNEKTPONMTHHA Oananc (XHMOHATPUEMHA, XMIIOKATHEeMHA). KIMHHYHO HMa BB3MOXHOCT OT [OoABara
Ha TajieHe, NOBPBIIAHE, XHIIOTEH3HA, KPaMIy, CBETOBBPTEXK, CHHIMBOCT, 00BPKAHOCT, TONHYPHA WK
ONUTYpUs, BB3MOXHO JOCTHIAILM A0 aHYpHA (Ype3 XHITOBONEMHA).

Mepku
Havanuute Mepku BKIIOUBAT 6BD30 eNUMHHHUpAHE HA NoeTaTa CyOCTaHUHA Ype3 CTOMAIIHA IIPOMHUBKA

I/I/HJIH BBEBCKIOAHE Ha aKTHBEH BBIVICH, INOCIESABAHH OT BB3CTAHOBABAHC Ha BO.IIHO-GJ'IEKTIJOIIHTHHiI
DanaHc o HOpMElJIeH B CTICHAAIH3HPAHO 3aBCOACHKE.
5, @OAPMAKOJOIMNYHH CBOUCTBA

5.1 dapmakoanHAMHYHY CBOHCTBA

DapmakoTepaneBTHYHA rpyna: CyadoHamuan, caMmocTOATENIHO,
ATCron: CO3 BA 11




Mexanu3sM HA OSHCTBHE

WUnpanamug e cyndoHaMUAHO TPOM3BOIHO ¢ HHOONOB NpbCTeH, (apMaKoJOrHYHO CBBP3aH ¢
THASMAHNTE AMYPETMIM, KOWTO JeHCTBAT upe3 moTHCKaHe Ha peabcopbumsara HA HaTpHi B
NPOKCHMANHAaTa 4acT Ha HUCTIHNA TyOyn. Toli moBMmaBa ypuUHApHaTa €KCKpellHs Ha HaTpHi H
XJIOPHAHY H B MO-MANKA CTENEH - EKCKPEIHATA Ha Kanuii ¥ MarHesn, Karo 1o TO3H Ha4YuH yBCIMYaBa
OTHSJIAHETO HA YPHHA M OCHLISCTBABA AHTHXHIIEPTEH3UBHO ICHCTEHE.

ITpu mnpoyusanusita or ¢asza I u III ¢ wu3MON3IBaHeT0 Ha MOHOTEpAIlHA C¢ ¢ IPOABHI
AHTHXUIICPTECH3UBHHUA e(eKT, KoHTo € npoabmxun 24 yaca. Tosa ce € IpoABABAIO IIPH HO3H, KOUTO Ca
CBC Cnab quypeTHieH edeKT.

AHTHXHIIEPTEH3UBHATA aKTHBHOCT HAa HMHAANAaMHI € CBBLp3aHa ¢ noaoOpABaHe Ha KOMIUIAHBHCA HA
apTepUHUTe H HaMalleHHe Ha apTepHoNTapHaTa M nepudepHaTa pe3uCTCHTHOCT.

HHaanaMHa HaMansBa JJCBOBCHTPHKY/IHATA XHHEPTPOC])HH.

TepaneBTHUHMAT edeKT Ha THAUOHWTE W CPONHHTE THYPETHIM Haj OnpeleneHa Ho3a NpunoGHpa
dopmara Ha IUTATO, OOKATO HEXENAHWTE NEKapCTBCHH edeKTH MPOXBIIKABAT Ja CE IOBHINABAT.
Ho3ara He TpaOBa fa ce yBenHYaBa, ako JCUCHHETO € HeeQeKTHBHO.

YCTaHOBEHO € CBINO, Y€ B KPATKOCPOYHO, CPEAHOCPOYHO M NPOABIIKUTEAHO JIEYSHHE HAa NALMCHIH ¢
XMNEPTEH3UA HHAANAMHAET;

* He MOBJHABA JIHITHIHHAA MeTaboTHIEM: TPHITULPHAH, XOJIeCTEPON ¢ HUCKA ILTBTHOCT H XOJIECTEPON
¢ BUCOKA IUTETHOCT;

* He TIOB/IHABA BLIIEXUAPATHHA META00MH3EM, AAKE IIPH MALHEHTH ¢ RHabeT U XHIICPTOHHA.

5.2 QdapMakoKHHeTHYHH CBOlCTBA

HHIWKOH SR 1,5 mg ce npemiara B ieKapcTBeRa GopMa ¢ YABDKEHO 0CBO0OXKIaBaHe, OCHOBAaHA Ha
MaTpH4HA CHCTEMa, B KOATO aKTHBHATA CHCTABKA € AWCIEprHpaHa B HOCHUTEN, KOHTO moamomara
YIBIDKCHOTO ocsnﬁomaaaue Ha ¥HOanaMHuaa.

Abcopbyus

MdpakiHATa OT HHAANAMHUAA, KOATO ce ocBobOXKIaBa, ce abcopbupa OBp30 U 6€3 0CTaTHK Mpe3 racTpo-
HHTECTHHAIIHNA TPaKT.

XpaneHero cnabo mosuuiaBa 6bp3nHaTa Ha abcopOllMaTa, HO He BBL3EHCTBA HA KOJIHMYECTBOTO HA
abcopOHPaHOTO BELIECTRO.

[MuxoBOTO HMBO B CcepyMa clel €JHOKpaTHa [03a ce nonydasa okono 12 vaca cien npuema,
IIOBTOPHOTO MpHIaraHe HaMaIABA BApHALMHTE B KPBBHUTE HUB& MEXKIY JBETE HO3H.

CrlnecTByBa HHAMBHAYATHA BApHAOMIIHOCT.

Pasnpedenernue

Cpopp3BaHeTO HA HHAAIAMHA C TITIA3MEHNUTEe MPOTeHHH € 79%.
IMony:xHBOTET B nasMata € 14 go 24 uaca {(cpexno 18 yaca).
PaBHOBeCHATA KOHLEHTPALHA C€ AOCTHIA CNel 7 JHU.
IToBTOpHOTO BEBEXKIAHE HE BOJH 0 HATPYIBAHE B OpraHu3Ma.

Memabonuzovm
EnvMHHUpPAHETO € NpeiuMHO upe3 ypuHata (70% ot mosara) u c dexanuure (22%) mox popMara Ha
HEaKTHBHH MeTabOJIHTH.

Hroueuodu ¢ sucok puck
DapMaKOKHHETHYHHTE NTApaMeTPH HE ¢a NPOMEHEHH NPH NanMeHTH ¢ 6b0peyHa HEAOCTATEYHOCT.

3.3 IIpeaxkMHHHYHH AAHHH 32 DE30NaACHOCT

Haii-BHCOKHTE J03H, BEBEXIAHH OPATHO HA XHBOTHHCKY BHIOBE, (40 710 8 000 nbTH TepanesTHY
1033) ca MOKA3AIN 3aCHIBAHE HA ANYPESTHIHHTE CBOMCTBa HAa HHIANAMHIA.
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I'napHuTe CHMITOMH Ha OTPaBiHE M0 BpeME Ha NPOYYBAHMA 33 OCTPA TOKCHYHOCT C MHOANAMMZL,
BBBCACH MHTPABEHO3HO HWIH HHTPANCPUTOHEANHO, ¢a CBHP3aHH ¢ (PapMaKkoJOrM4YHOTO AcHCTBHE HA
HHanaMua, Toect Opagunues u nepudepHa Basomwnarauws. IIpu ManuTBane 3a MyTareHHH M
KapIMHOTEHHY CBOWCTBA HHIANIAMM], € NANl OTPHLATENIEH PE3YIITAT.

6. PAPMANEBTHYHH NAHHHA
6.1 ChnHchbK Ha NOMOIIHHTE BelleCTBA

Tabnerka

JIakT03a MOHOXHAPAT

Xunpomenosa K100MCR

LlapeBHYHO HMIIECTE, IPEKEIATHHHIUPAHO
CHiHLHeB THOKCHA, KONOUAEH 0e3BoeH
MaruesneB creapar

OUIMOBO TOKPHTHE
XunpomMenosa, Turanop guokcun (E 171), makporon 6000.

6.2 HecbBMeCcTHMOCTH

HenpmnoxpaMo

6.3 Cpox na rognocr

5 roIuAH

6.4 Crheudainn yca0BUS HA CLXpaHeHHE

To3u AexapCTBEH NPORYKT HE HINCKBA CICLHAIHH YCIOBHA Ha ChXpaHeHHe,
6.5 Buau chALPKAHHE HA OIAKOBKATA

Tabnerkure ca onakosanu no 10 B Gnucrep ot PVC/Al- donuo, mocTaBeHH B KapTOHEHa OIIaKOBKA.
Besika kapToHeHa onakoBKa ceaepika no 30 Tabnerkw.

6.6 Coeunannu npeINasHH MEPKH RPH H3XBBLPJAsHe H pabora
Hama cnenuanim H3HCKBaHus.

7.  HOPHATEXATEJ HA PABPELHIEHHETO 3A YIIOTPEBA
DPAPMAKOHC Al

oya.”Ileiio K. SiBopos™ Ned4, er.1,

Codun 1164
Bbrarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

9.  HATA HA II'bPBO PA3PEINABAHE/MOAHOBABAHE HA PA3SPEIIEHHETO 3A
YIIOTPEBA

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA

HoemBpu 2016
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