KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



1. HME HA JEKAPCTBEHMS IMPOJAYKT
HHIHWKOH SR 1,5 mg tabnerkn ¢ yABIDKEHO 0cBOfOXKIaBaHe
INDICON SR 1,5 mg prolonged-release tablets

2. KAYECTBEH H KOJMYECTBEH CBCTAB

Bcaxa Ttabietka ¢ YORDKECHO OCBOSO)K}IH.B&HB ChABpPKA AKTHBHOTO BEIIECTEBO HHIAIIAMHI
(indapamide) 1,5 mg.

[ToMouwny BellecTRa ¢ U3RECTHO JlelicTrAE: 144,22 mg akT03a MOHOXHMAPAT.
3a OBAHKA CIMCHK HA IOMOMIHKTE BEIIECTBA BHOXKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka ¢ yapmkeHo ocBobokaasate
Benu no noutu Geny, Xperiu, AROHHOHMBKHAMH GHIMHpaHH TabneTku.

4. KJIMHAYHUA TAHHH W3TbAHUTERHA ATEHLUUA NO NEKAPCTBATA
Kpamua xapaxmepucrmuxa Ha npegyiana - Npurawerue 1
4.1 Tepauemmmn NOKA3AHHS _ _ Kone Pez. Ne ;30/ ::i V&4 rvesssassenseraseaneesaens
EcenumManHa XMINEpTOHHS. ‘ " " Ré / Vord A7 /L7 ﬁ’J'«?’(J é%
4.2 lo38poBKa A HAYMMH HA NPHJICKEHHEE Y — /08’33'2311
O3HPOBKa |

Io 1 Ta6nerxa Ha 24 4aca, 3a IPeANOYHTAHE CYTPHH, 14 & TIpHEMa Iisia, Ge3 Aa ce cabBKBA.
ITpy 0-BHCOKM J03M aHTHXHMIEPTEHIUBHOTO ASHCTBHE HA KHAATIAMHUJ HE CC 3aCHNIB2, HO C¢ NOBUIIARA
camypeTHIHHA epeKT.

Bvbpeuna nedocmamvunocm (eoc. mouxu 4.3 u 4.4)

Ilpu Texxka 6wbpedna HenoctaThyHOCT (KpearwnmHoB kiMpbHC 1o 30 ml/min) neuenmerc e
MPOTHBOIMOKA3aHO.

TuasuaHuTe M THAIMOONOAOOHHTE JHYpeTHLH ca edHKacHH caMo Korato OpOpedHara (yHKIHA €
HOPMAJTHA WM JIEKO HapyIIEHA.

Hayuenmu 8 cmapuecka ev3pacm (eorc. mouxa 4.4)

TIpH naiyeHTH B CTapHecKa BB3PACT MIA3MEHHAT KPEaTUHHH TPAOBa J1a CE PEryinpa B 3aBHCHMOCT OT
BB3paCTTa, TEMIOTO U noja. [lauuenTd B crapuecka pp3pact morat ga 6paar aexyesarn ¢ HHIMKOH
SR 1,5 mg rabsieTxy, korato 6s0peyHaTa HM GYHKUHA € HOPMaTHA HJTH CaMO JICKO HAPYILICHA.

Ilayuenmu ¢ wepnodpobuo yepexcoane (8ac. mouxu 4.3 u 4.4)
Tlpu Texko 4epHOAPOOHO YBPEK/IaHE IEHEHHETO € NPOTHBONOKA3AHO.

Heouampuuna nonynayus
AHJAUKOH SR 1,5 mg ne ce nperopnupa 3a ynotpefa npH Aela M IOHOMIIH, MOP
DaHHHA 3a 6€30NACHOCT H e)HKACHOCT.

HaguH Ha npunoxenue

Iepopanno. -
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- CBpBX4YYBCTEMTEIHOCT KbM HHAANAMHKA, APYTH CYIPOHAMHIN WK KbM HAKOE OT NOMOLHHATE
BelllecTBa, H30POEHH B TouKa 6.1;

- Temxxa 6p6peuHa HEIOCTATLYHOCT;

- YepHoapoGHa eHUEeDATONATHR WK TEXKKM HAPYIICHHA Ha YePHOAPOOHATa (yHKINHS;

- XHNOKATHEMHA.

4.4 CuoenuadHE nNpeIynpexIcHHs H MPeINAIHA MePKH UPH ynorpeda

Cnelansy npefynpexacHas

B ciayuanTe Ha Hapymeda depnoapoGHa QyHKIMS THa3WAHHTE AWYPETHIH MOraT Aa NpeiH3BHKAT
yepHOApPoOHa eHuedanonaTHA, 0cOGEHO B CIyyad Ha HAPYIIEH eNeKTpolMTed Gamanc. B nonobuu
CITy4aH HPHIOKEHHETO HA JIMypeTrKa TpiabBa Aa ce cnpe He3abaBHO.

Domocercubunrusayus

Crobuern ca Cly4aH Ha YyBCTBHTENHOCT KBM CBETIHHA IPH ynoTpeba Ha THA3HA-CPOAHH
AHYPETHLHA (m:c TO4Ka 4 .8). Axo o BpeMe Ha NleueHHETO BE3HMKHE PEAKLIAA HA TYBCTBHTCITHOCT KbM
CBETNIMHA, Ce npenop'mna AcueHMeTo Aa OBje NpeycTaHOBeHO. AKO MOBTOPHOTO TPHEMAHE Ha
JHYPETHKA ce cYeTe 3a HeoOXO0XHMMO, ce TPEeNnopEYBa HATOKEHHTE YacTH OT TANOTO Ja ¢e 3AIHUTAT OT
CABHLE WIM 112 Ce M3Mon3Ba u3kycTeeHa UV A 3ammTa. 5
TTomownu selgecmea

IMaumesTH ¢ peaxu HacleACTBEHH NpoG/IeMH Ha ralakTo3Ha HEMIOHOCHMOCT, Lapp naktazeH nedpuouT
HITH IIKOKO30-TAIAKTO3HA Manaﬁcopﬁmm He TpalBa Jia IpHeMAT TO3H JIeKapcTBeH MPOTYKT.

Chneyuannu npednasnu mepxu npu ynompeba

Boano-eJleKTpoanTen 6ananc:

Iazmen Hampuii; .
Toit TpabGea na 6nae HBMBpBaH rlpe,au 3aIOvYBaHEe Ha net{eHHeTo u Ha paBHH HHTepBaJIH no Bpeme Ha

nevuennero. Begko nedenme ¢ auypeTHIH MOXe [a JOBEAS A0 XHIOHATPHEMHA, TIOHAKOrA ¢ MHOTO
cepuo3HH mocHeauup. IIOHKKEHMETO HAa IUIa3MEHHA HATpHIE OTHAdal0 Moxe Ja  Gwae
ACHMITTOMATHYHO, NOPaaH KOETO PEJOBHOTO MY ONpEAC/IAHE € BaKHO M JwKe Tpabea ga Gbae mo-
YECTO TIPM BL3PACTHM U GOJNHHM OT Mpo3a NanueHTH (BXK. To4ukH 4.8 n 4.9).

Thazmen xanuii:
3arybara Ha Kanwii ¢ XMNOKaNMEMMA ¢ TVIABHHAT PUCK OT H3MOJN3BAHETO Ha THA3HAHM M CPOIHH
AMypeTHUH. PHCKBT 0T HacThnBaie Ha xunokannemus (< 3,4 mmol/l) TpaGBa Ja GBae NpeaoTBpaTeH
TMpH XOPa ¢ BHCOK PHCK, Hallpumep Xopa B CTapuecka Bb3PacT, HEOXPAHeHH H/HIH TPETHpaHH ¢
MHOI0 JIeKapeTBa, IAACHTH ¢ LHPo3a, KOHTO HMAT eAeM H aclHT, NalHEHTH ¢ KOpOHapHa GonecT H
CHpPACTHA HeAOCTATEIHOCT. TIpH Tasy cHTYallM: XMIOKAIHEMHATA NOBHIIABA ChP/ETHATA TOKCHIHOCT
Ha JUTHTAJIMCOBHTE MPOLYKTH U PHCKa OT apHIMHH.

I/Irm“mmn ¢ yasikeH QT uHaTepBan ca cBINO pPHCKOBH, HE3aBHCHMO JATH npomxom;r ¢
KOHFEGHHTAIEH HJH ATpOTeHeH. XWNOKAIHEMMATA, TaKa KakTo W Opagukapamuara npa TIX €
npenpasnonaram; GaxTop 32 HACTLIBANE HA TEKKH apWTMHKM, CIELMaIHO TIOTEHUMaNHO (aTanHnTe
torsades de pointes. ' :

BBE BCHUKM OTOEIA3aHH NO-TOpe cnyqan ce H3MCKEa MO-pelIOBHO OTpenieAaHe Ha Kall
H’BpBUI‘O ONPpE/IENIAHE Ha TUIA3MEHHA KAIHii TpaOBa [1a ce MIBLPIIH €HA CEAMHIA ¢
NEYEHHETO.

VeraHoBeHata xunoxannemm 'rpaﬁna 2a ce KOPHMrup4.
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IInasmen xanyuii:

THasunHHTE ¥ CPOAHHMTE OUYpPETHLH MOTAT [a IOHIKAT EKCKPeLMATA HA KAMA C YpHHaTa W ja
OPCOU3IBHKAT JIEKO H TPaH3HTOPHO (IOBHMIIEHHE Ha IUIA3MECHHA Kallwid. YcTaHoBeHaTa
XHIIEPKANLHUEMHA MOXKE A3 ¢¢ JBDKH Ha NPeAXO0KIAll HeJHarHOCTHIVAPAH XHIEPIApaTHPCOHIHIBM.
Jleuennero TpabBa aa 6bAe NpeyCTAHOBEHO MPEIH HACACIBAHETO HA NApaTHPEOHAHATA (YHKIMA.

Kpvena zmoxosa: _
Habmonennero Ha KpBBHaTa INIIOKO3a € B®KHO NpH AuabeTuliTe, ocoGeHO NPH HATHYHETO Ha
XHIIOKATHEMHA.

Hurouna xucenuna:
Moske Aa ce YBeIHYH TEHACHIHATA KBM NPHCTEHIM OT MOJArpa IIPH XMAEPYPHKEMHYHH NALIMEHTH.

Brvbpeuna dynryun u 9 muyl;

TrasuauuTe ¥ CPOARKTE NMYPETHIM Ca HATLJIHO epeKTHBHH caMo Korato GuOpeunara ¢ynkuus e
HOPMAIHA HIIH MHHMMAJIHO yBpeAeHa (rUiasmeH kpeatHuH nof 25 mg/l, T.e. 220 pmol/l npu
Bb3pacTHH). IIpH naupenTu B CTAPYeCKa BB3PAcT [UIA3MEHHUAT KpeaTHHHH Tpibaa a Ob/ie oueHsBaH B
3aBHCHUMOCT OT BL3PacTTa, TETJIOTO M oA,

XHnoroeMusTa, KOSTO € BTOPHYHA Mopajy 23ary6aTa Ha BOAA M HATPHHA, HHAYIHPAaHH OT JHYPETHKA B
HAYaloToO HA JCYCHHETO, MpPEAW3BHKBA HaMalleHHe Ha TioMepynHara dunrpansi. Tosa Moxe Aa
Aosege A0 NOBHINABAHE HA KPLBHATA ypes M IUIasMeHMs KpeartWHHH. TasM TpaH3HTOpHa GBOpeuna
HEOCTATHYHOCT HAMA NMOCHAGACTBHA NMPH HHAMBHIH ¢ HOpMaliHa OnOpedHa QyHKuMs, HO MOxe A2
BJIOILIM CHINECTBYBAIA 6BOpeuHa HEJOCTATHYHOCT.

Cnopmucmu
Tpabra nma ce oOBpHe BHMMAHHE Ha CHOOPTHCTWTE, Y€ TO3M JIEKAPCTBEH NPOAYKT ChAbpHKa
JIEKAPCTBEHO BELIECTBO, KOETO MOXKE Ja Aafie NOJIOXKHTETHA PEaKIHA ITPH NOITHHI TeCTa.

4.5 BaaumopeiicTeue ¢ Apyru JeKAPCTBEeHH NPOAYKTH H APYrA (OpMHE HA BIaHMOAcHCTBHE

KomGunaium, kouTo He ce npenophysar

JTumuii

IloBMUIEHO HHBO Ha TUTa3MeH JHTHM ¢ IPH3HAUM HA [pEJO3MPAHE, KAKTO NpH Ge3CoNHa nuera
(HamaneHa eKCKpeIMA Ha JIMTHIA B ypuHara). Ako obaue e neobxomuma ymoTpebara Ha AUYpeTHIH,
TpAORBa ma ce 'npon'em;:(a BHHMATETHO Haiﬁmo;(eﬂne Ha HMBOTO Ha IUIa3SMCHHA JIMTHMI, KakTOo H
YTOUHABaHE HA NO3HPOBKATA.

Kom6uHamuH, KOUTO M3HCKBAT IpeANasHH MEPKH NpH yroTpeba

Aexapcmea, npununasawu torsades de pointes

- rpyna la aHTHApHTMHYHH areHTH (XHHBAKH, XHADOXHHHIMH, AH3OMHPAMHL);

- rpyna Il aHTHapATMIYHE areHTH (aMUORapPOH, coTanoN, AoeTHIHA, HOYTHIHA);

- HAKOH  aHTHOCHXOTHYHH  CcpeicTRa:  (eHOTHasuHu  (XNOpmpoMasHH,  [MaMeMmasuH,
JEBOMETIPOMA3HH, THOPHAA3HH, TpHdUyonepasuH), GeHzamMuzy (aMHCYINNPHI, CYINHDHI,
CYJITONpPHJ, THANIPHA),

- Syrupodenoln (Rponepraon, Xalonepuaon);

- Apyru: Genpuamn, umsanpui, Audemanwmwi, epuTpomuuuH IV, xanodaATpuH, MH30MacTHH,
[EHTAMHJTHH, criepGIoKcaliiH, MOKCH(IOkCALMH, BUHKaMuH TV,

TNoBnIIeH pHCK OT BEHTPHKYJIHH APHUTMHH, ocoﬁcHo torsades de pointes (xunokan
paxrop).

MoHHTOpHpaHe Ha XMIOKATHEMMATA M KOPEKUMA, aKO ¢ HEOGXOAMMO, TIPEH np
xomGuHaImA. KitiraHo, wiaameno-enexrponaTHo  EKT MonnTOpHpate.
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a ce M3NON3BAT BEIECTBA, KOMTO HAMAT HEJOCTATHKA Aa NPENHIBUKBAT forsades de poinies npw
HAIIMYMETO HA XHITOKAJTHEMHL, ' '

Hecmepouonu npomusosvsnanumennu cpedcmea (cucmemno npuroxcenue), exmovumenno COX-2
CeAEKMUSHI UHXUOUMOPU, Caruyunamu 6bé eucoxu dosu (> 3 g/oen)

BB3MOXKHO HaMaleHHe Ha aHTHXMIIEPTeH3NBHIA edeKT Ha HHAANaMHAA.

Puck ot ocrpa OpOpeuHa HEAOCTATHUHOCT NMPH OOE3BOJHEHH NALIHEHTH (HamaneHa [JIOMEpYy/IHa
¢urrpanns). Jla ce XAapaTHpa naumenta; na ce Habmopasa 6BOpeuHaTa PYHKUHA B HAYAIOTO Ha
JIEUEHHETO.

Huxubumopu na anzuomensun-xoneepmupawyus enzum (ACE)

Puck oT BHE3alHa XMIOOTOHHS H/HTH OCTpa OBOpevHa HEZOCTATHIHOCT, KOTATO 3aMOUHE JIEYCHHETO ¢
ACE uHxu6uTopa NpH HATMYHETO HA MPeIBAPHTEIIHO CBUICCTRYBALIA saryba Ha HATpHH (CrIeLHaIHO
IIPH NALMEHTH ¢BC CTEHO3a Ha Ob6peunaTa aprepus).

Ilpu xunepmonus, KOraTo NpeIBapUTeHOTO JeYeHWe ¢ AMYPETHLIA MOXe Ja JoBeae 0 3arybara Ha
HaTpHii, ¢ HeobxoanMo: _

- WIH 12 CE CTpe AMYPETHKa 3 JIHH [Pe/H 3aN0YBAHE HA JICYCHHETO ¢ MHXMOMTOpa HA AHMMOTCH3HH-
KOHBEPTHPAILMA SHIHM H, aKO € HeOGXOIHMO, J1a C€ 3arlO4HE OTHOBO XHIOKATHEMITHHUS THYPCTHK;

- WM J1a Ce afiaT HHCKK Havaani 1034 Ha ACE uxubuTopa, KaTo ce NOBHINABAT IIOCTENIEHHO.

Ilpu xonzecmusna cvpdeyna wedocmamwvyHocm Ja Ce€ 3al0uHe ¢ MHOTO HHCKa jo3za Ha ACE
HHXHOMTOpa, TIPH BBL3MOKHOCT CNel HAMansBaHe [03aTa Ha KOMOHHMpPAaHWA XHIOKATHEMHYeH

IMYPETHK.

Bue ecuyxu caywau na ce nabmonasa 6s6peunata GyHKIMA (ITA3MEHUs KPEATHHHH) IO BPEME Ha
ITBPBHTE CeAMHLM Ha NeuenueTo ¢ ACE muxuburopa.

Hpyveu  npodyxmu, npedussuxeawu  xunoxamuemus. ampomepuyun B (IV), ezmoxo u
MUHEDAIKOPMUKOUOU (CUCTIEMHLL), MEmPAKOIAKMUD, CIRUMYRUpaUY AaKCanmuey: NOBHIIICH PUCK OT
XMIIOKAIHEMHs (aAATHREH edexr), , o

H3nckBa ce HaGmoaeHue Ha IUIa3MeHus KaHMii 1 Aa ce Kopurupa npH HeoGxonumocT. Tpabsa na ce
MM NIPEIBH NPH YCTIOPE/IHO JHTHTAIMCOBO Tevdenue. Jla ce HMoN3BAT HECTHMYITHPALLM JAKCATHBH.

barnoghen
INoeuimapa aHTHXHTIEPTEH3MBHKA eeKT.
Ja ce xunparupa naupedTa; na ce Habmonaea 6upeanara PYHKUIMA IPH 3aN04BaHE HA JIEYEHHETO.

Huzumanucosu npodyxmu _
XHMNokamMeMHATa NPepasnoiara KbM TOKCHMHUTE eeKTH Ha IHTHTaNHCA,
Ja ce nabmopaea Twa3MeHKa xanuii H EKT" 1, ako e reobxonumo, 1a ce MPHCIIOCO0H NEUEHHETO.

Anronypunon
EnHOBpeMEHHOTO NeueHHE ¢ HHJANAMMI MOke Ja YBelHYH CJIyYaWTe Ha pEakuWH Ha
CBPBXUYBCTBHTEIHOCT KBM aJIOIYPHHOIL.

KomOuHanuy, kouTo TpabBa Aa ce B3EMAT MO BHHMAHUE

Kanuii coxpanssaugu Ouypemuyu (AMunopuod, CRUPOHOIAKMOH, mpuammepen)
Hokato nomoOHH paumoHanHH KOMGMHALHM €28 MONE3HH MPH HAKOH NANHCHTH, XMIOKATHEMHSA
(ocobeno npu manMeHTH ¢ Auabet wid ¢ GEOPeUHA HENOCTATEYHOCT) WK XHITePKall
nak aa HacTsIAT. Jla ce Habmopasa miasmenus kamui, EKT 1 mpu HeobxomuMocT
NIEYEHHETO. '
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Memqbopmun

Jlakraumnosa, npHYHHeHa oT MeT(OPMHHA, AB/DKAILZ Ce HA BB3MOXHA yHKmoHanHa OuOpeuHa
HEAOCTATHUHOCT, CPEp3aHa C AMYPETHIMTE H MO-crenuanHo OpuMkoBHTe muypeTHud. [la He ce
H3MI0/138a METHOPMHH, KOTaTo IUTA3MEHHA KPeaTHHHH npesumasa 15 mg/l (135 pmols/1) npu mexe
12 mg/i (110 pmols/1) npwm xenu.

Hodupanu xowmpacmuu eewecmea

[Ipu nanHuMeTo Ha NEeXUApaTalMa, MPHYMHEHA OT AMYDETHLH, CHUIECTBYBa NOBHINEH PHCK OT OCTpa
OnOpeuHa HEAOCTATEYHOCT, OCOOEHO KOraTO ¢e HIMON3BaT FoNieMH 103 HOAMpAHH KOHTPacTHH
cpencrea.

Heobxonuma e pexuapaTalis npeas BBExXAAHETO Ha HOMUpaHH MTPOXYKTH.

Hmunpamun-nodobru aimudenpecanmu (mpuyuiy), kegpoaenmuyy
AHTUXHIEPTEHIHBHUAT e(peKT M DUCKBT OT OPTOCTATHYHA XMMOTOHMA Ce yBeiWyapa (AIUTHBEH

edekr).

Kanyueeu conu
PACKDBT OT XHIIEpKAILIHEMHA Ce YBEMUARA IOPAH HAMAIEHOTO ETHMHHAPAHE HAa KAJILHA ¢ ypPHHATa.

Luxnocnopun, malcpo.auwc
Pucx oT MOBHINIEH IUIa3MeH KpeaTHHHH, Ge3 KAaKRHTO  Ja ca npomeml B uupxynnpamme HHBA Ha
LUKIOCIIOPHHA, AKE KOraTo JIMIICBAT NPOMEHH BbB BOIA/HAaTpRi.

Kopmuxocmepoudu, mempaxozaxmud (wcmeme_ﬂ npuem) _
[lonwker anTuxumeprensHpeH edexr (Bopa/HaTpuii 3aJbpkaHe mopagd AeiicTBueTo Ha
KOPTHKOCTEPOHIHTE).

4.6 @epTHaATET, GPEMEHHOCT ¥ KEPMEHE

Epemendocr _ _
Karo o610 npaBuio, BbBEXKAAHETO HA HYPeTHUM TpA0Ba Aa ce M30ATBa NpH GPEMEHHH XEHH H He

TpAGBa Aa Ce MIMOIIBAT 32 NedYcHwe Ha PUHONOTiUeH eaemM Ha OpemenHocTTa. JMypeTniMTe MOTaT
Aa OPIIHHAT QeTOINALCHTapHA HCXEMASA C PHCK OT HeoOpaTHMO YBpesiaHe Ha pacTexa Ha IUIoja.

Kbpmene
Knpmenero He ¢ npenopsuuTento (MHEAMAMHA] Ce EKCKPEeTHpA Upe3 MaiunHaTa KBpMa).

Deprunurer
IIpoyusaHusTa 32 pelIpOAYKTHEBHA TOKCHYHOCT HE MOKA3BAT eeKT BBPXY GEPTHIHTETA NIPH MBXKH U
AKeHcKu mwrbXose (BK.Touka 5.3). He ce ouaksar edext Bbpxy (peprivmirera rpu xopa.

4.7 Edextn Bbpxy cnocobroctra 3a mogapane k pabora ¢ MAmMAHRE

HHpanaMux He nMpoMeHs GIMTENHOCTTA, HO PEaKIMH, CBBP3AHM ¢ TIOHHKEHHETO Ha KPBBHOTO
HANATAHe, MOTAT Aa ¢¢ OYaKBAT B OTAC/IHH CIIyHaH, NO-CIIEHAIHO [IPH 3aNOYBaHE HA JICUCHHETO WK
KOrato ¢e NMpuGaBu ApYr aHTHXMIIEPTEH3MBEH NPOIYKT, B pesynTaT Ha ToBa, COCOGHOCTTA 3a
YTPaBIeHHE HA NMPEBO3HA CPE/ICTBA WIH 32 ONEPHpaHe ¢ MaIlIMHA Moke Jia 6Bb/ie HapyiueHa.

4.8 Hexenann NeKAPCYBEHH PeAKIHN

O6o6ien npodun na Gezonacnoet

Hati-uecto chobimapannTe HexxenannTe NIeKapCTBEHH PEaKIWH Ca Peakili Ha CRPEXY) '

MaKyJ10-fanyapHy oﬁpmm
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ITo BpeMe Ha KAMHAYHMTE npquBaHm XHIIOKTHEMHAA (TUTA3MEH Ka/THid <3 ,4 mmol/l) e HaGmogaraHa
npu 10% or narmenTuTe 1 <3,2 mmol/l npa 4 % or naimeHTHTE CNex 4 no 6 ceamuim neverue. Crnen
12 ceaMHYHO NeveHNe, CPEAHOTO NOHAKEHHE HA TA3MEHUA KATHH © 611.110 0,23 mmol/1.

lomsMa d9acT OT HeXeNaHHTE NEKAPCTBEHHM pPEaKlM¥, OTHACAINM C€ A0 KJIHHHYHHMTE HIH
nabopaTOPHHTE NapamMeTpH, ca 3ABUCHMH OT 103aTa,

O606nieHne B TAOTHYEH BH/I HA HEXENAHWTE PEAKIIHM

Ilo BpeMe Ha NedeHHETO ¢ HHAAMaMH[ cd HAGIOMaBaHM CHCAHMTE HEKENAHH PEaKLHH, NOAPCICHH

Criopen CacaHara 4ecToTa:

Mhmoro yecth (>1/10); wectu (=1/100 no <1/10); megectn (= 1/1000 no <1/100); peaxu (=1/10 000 oo
<1/1000); Muoro peaku (>1/100 000 go <1/10 000), c HemssecTHa YecToTa (OT HATHMIHUTE NAHHH HE
MOe Aa 6bje HanpaBeHa OLEHKa).

MedDRA _ . Hexxeanm peakinan YecroTa
CHCTEMO-OPranAn KJIacoBe -
Hapymenus na KpBbBTa H | ATpaHy/IOLMTO33 MHoro psako
JHEM(pHATA CHCTEMA AILIAacTHYHA aHEMHS MHoro paako
XeMOIHTHYHA AHCMHS Muoro paako
JlerkoneHns MHoro pagko
TpoMGonHTONEHHS MHoro pgKo
Hapymenns Ha mMerabosmima | 3arybara Ha Kanui C | C HeH3BeCTHA MecToTa
H xpaneHETO XHIOKANHEMHI, ocobeno
CEpHO3HA pH HAKOH

BHCOKOPHCKOBH TIAITHEHTH (BX.
Touka 4.4}

XHroHaTpHeMHs C HeH3BecTHA YeCcToTa
Hapymerus na HepsHaTa | CBETOBBpPTEXK Papko '
cHcTEMA YuopaemocT Pagko

I'napobomnue Panko -

Tlapecteann Paako

Cunkon C Hem3BeCTHA YecToTa
HapymeHps Ha 09HATE Kscorneacteo C HeH3BECTHA Y€CTOTA

3aMBIIEHO BHKAAHE

C Hen3BeCcTHa 9eCTOTa

Hapymenue Ha 3peHHETO

C HEHIBECTHA YeCTOTA

CopaevHE HADYINEHAH

ApurMus

MHuoro psgko

Torsades de pointes | C Hen3BecTHa wecTOTA
(noteniuManso gararHu) (BK.
ToukH 4.4 1 4.5)
CraoBE Hapymenne XHInoToHus MHuoro paiko
CroMamBo-apesnn [Mospbmane HeyectH
RApyImeAns I'agene Pagxo
3amex Pagko
Cyxora B ycrara Pagko
. TlaHKkpeaTHT MHoro panko
XenmatoOranapun napynmienus | AGHOpMHa yepHOnpoGHa Meuoro paaxo
byHkiwa -

HeproapobHa eHnedamonaTus

C Hen3BecTHA YECTOTA

MOXe Ja ce passHe IpH
HaJM4YHe Ha  4yepHoapoOHa
HEJOCTATHIHOCT (BAK. TOYKH 4.3
H4.4)
. . Xenatnrt
HapymeHns Ha KOXRATA H Peaxiuu Ha
MOAKOKHATA ThKaH CBBXYYBCTBHTENHOCT,

TIPETHMHO IEPMATOIOTHYEHH,

7




TIpH NALMEHTH C
TPEAPAsHOAOKEHOCT KBM

aNICprHYHM ¥ aCTMATHYHH

peaxuum

Makymonanyio3HH o6pHBH YectH
Nyprypa Heuectu
AHTHOSAEM - MHoro psxo
Vprukapus MHoro paako
ToxcHYHa eNHEpMATHA Muoro pajgko
HEeKpOoAKu3a

CunnpoM na Stevens-Johnson MHoro paako
B13MOXHO BIOMIABAHE Ha C Hed3BECTHA 9ECTOTA

Npe/IBAPUTETHO CHIIECTBYBANI
OCTHP JHCEMHHAPAH

EPHTEMATO3EH JTYITYC .
Peaknpm Ha - C HeHM3BECTHA 4€CTOTA
doToceHcHGHNHzAIMA (BK.
TouKa 4.4)
Hapymenng Ba Gn6pennre m | Bubpeuna negocTarbuHocT Muoro paake
DHKOYHATE IbTHINA
H3cnensanus EKT yasmwen QT (Bx. TouxH C sed3BecTHA HeCTOTA
4.4u4.5)
{losmnesnn HHBa B2 KpbBHA | C neHsBecTHA wecTOTa
3axap : '
TloBumenn HHUBa Ha MHKOYHA C HexzBecTHa YeCTOTA
KHCE/IHMHA B KPBBTA
TloBumienn HuBa Ha C HeM3BECTHA YECTOTA

YEPHOAPODHHTE eH3HMHU

C'boﬁg;anane Ha HONOIBEPARHE HEKEAAHH DEAKITHH

CrobmapaneTo Ha NMOAO3MPAHM HEXKENAHH PeakLMM Clle] paspeliapaHe 3a ymorpeta Ha JIeKapeTBEHUS
IPORYKT € BakHO, ToBa No3somiea Ja npoas/ky HAOIIOAEHHETO Ha CHOTHOMEHHETO NON3a/PHCK 3a
nexapcTBeua npoAykT. Or MeMHMUMHCKHTE CIeLMaTHCTH Ce€ H3KHCKBA Ja choDilaBar BCAKA
MORO3MPAHA HEKEJIAHA PEaKLA Ypes; -

MzrbnymTeHAa areHIma o JiekapeTeara
yAa. . Jlamsan I'pyes™ Ne 8

1303 Codmus

Ten.: +359 2 8903417

yeGcaiit: www.bda.bg

4.9 Ilpenosmpane

CyMITOMH
HnpanaMu H9Ma TOKCHIHOCT Ao 40 mg, T.e. 27 THTH noseye oT TepaTieBTHYHATa 11032,

CHMTOMHTE Ha OCTPOTO OTpaBfsHe ca NoJ (OpMaTa TPEAM BCHUKO HE CMYLIEHAA BBB BOIHO-
eNEKTPONHTHHA GasaHe (XHIOHATPHEMHA, XHIOKATHEMHA). K/IMHHYHO HMa BB3MOKHOCT OT IIOSBATa
Ha rajicHe, [IOBPEIaHe, XMIOTOHNA, KPaMITH, CBETORBPTEK, CHHIHBOCT, 00BPKAHOCT, II
OJIHTYPHA, BH3MOKHO JOCTHIAILM JI0 aHYPHA (JPes XHIIOBOIEMHS ). '

Mepin

Havanmuute Mepky BIIOUBAT Gbp30 €lIMMAHKHpaHe Ha 1OeTaTa cyOCTaHIHA qp
H/WIH BLBeAAaHe Ha aKTHBEH BEIVIEH, MOC/SABAHM OT BB3CTAHOBABAHE HA
6asaHc 10 HOPMAJICH B CIICIMATH3HPAHO 3aBeJICHME.



U2 g SEER

5. @©®APMAKOJIOrMYHH CBOMCTBA -
5.1 PapMaxoARHAMHYHH CBOcTBa

DapmakoTepaneBTHIHA rpyna: CyadonaMuis, CAMOCTORTENHO,
ATC xox: CO3BA11

MexaHH3EM Ha JelicTRHE

Hunanamun e cyndOHaMHAHO TNPOM3BOAHO ¢ HHAONOB NPECTEH, (apMAKONOrHYHO CBBp3aH ¢
THA3MAHKTE JUYPETHUM, KOHTO JeliCTBAT 4Ype3 noTUcKaHe Ha peaGcopbumATa Ha HaTpHa B
NPOKCHMANIHATA YACT Ha AMcTanHua TyOyn. Tofi moEHmaBa ypuHapHaTa ¢KCKpPELHA Ha HATPUA H
XIIOPH/IH H B [10-MAJIKa CTEIICH - eKCKPELMATA Ha KAIHil H MArHE3Hi, KATo 1O TO3H HaUMH YBE/IHYaBa
OT/ACIIAHETO HA YPHHA ¥ OCBIIECTBABA aHTHXHIIEPTEH3UBHO JeficTaHe.

Ilpu npoyueanmsara or ¢aza Il u III ¢ usnonspaHeTO HA MOHOTEpalHA €€ € NPOABHN
AHTHXUIIEPTEH3MBHHAA €(pEKT, KOHTO € npoAkIDKin 24 vaca. ToBa ce e NposBABANO NPH I03H, KOUTO Ca
cBe cnab HiuypeTHdeH edexr.

AHTHXMNEPTEHIHBHATA AKTHBHOCT Ha HHAANIAMMJ € CREP3aHa ¢ MojoGpaBaHe Ha KOMMIUIaifbHCA Ha
apTepUHATE ¥ HAMATICHN® Ha apTepHoNapHaTa M iepHQepHATa PEIHCTEHTHOCT.

Hnnanamun Hamasiapa JI€BOBEHTPHKY/THATA XUIEPTPODHS.

TepanesTHUHHAT edekT Ha THA3WZHHTE M CPOJHMTE AMYPETHUM HAl ONpefelcHa H03a npujioOHEa
¢opmara Ha mmaro, JIOKATO HEXKEJIAHUTE JIEKApCTBEHH eeKTH NMPOAB/DKABAT [d CE TOBUHIARAT.
Hosara ne Tpabea na ce ynenmana, aKO NICYEHHETO € HeeEKTHBHO. |

VCTaHOREHO € CBIIO, Y€ B KPATKOCPOUHO, CPEAHOCPOIHO H TIPOXB/DKATENHO JIEMEHHE HA NIALMEHTH C
XUIEPTOHHUS HHAAMAMHIBT: _

* He TIOBJIMABA IMITHTHIA METa00/IH3bM: TPHITIHLAPHAY, XOMECTEPON ¢ HUCKA TUTBTHOCT H XOJIECTEPOIl
¢ BHCOKA IUTETHOCT; 4 ,

* HE MOBJIHABA BHITIEXHAPATHIS MeTaGONIM3EM, IaXKe NPH NALMEHTH ¢ AHaGeT U XHIIePTOHMU.

5.2 PapMakoKEHeTHTHH CBOHCTB2

MHAWKOH SR 1,5 mg ce npeanara nexapcTBeHa dopMa ¢ yapKeHO ocBobOxKAaBaHe, OCHOBaHA Ha
MarpHYHa CHCTEMa, B KOSTO aKTHBHATA CHCTaBKA € MHCIIEPrHUpanHa B HOCHTEN, KOHTO riozoMara
YABIKEHOTO ocnoﬁo;manane Ha HHIanaMHza.

Abcopbyua

PpaxuHATa OT HHAATAMIIA, KOSTO ce ocBo00XaaBa, ce abcopbupa 6Bp30 1 6€3 OCTATHK TIpe3 racTpo-
HHTECTHHAJIHHA TPAKT,

XpaHeHero cnafo nosuaea Gbp3unaTa Ha aGcopOuMATa, HO He BB3ACHCTBA HA KOIHYECTBOTO HA
a6CcOpOHPAHOTO BEILECTBO. |

IIuKOBOTO HMBO B cepyMa cllen eIHOKDATHa [03a ce NONydaBa okono 12 waca crem upueMa,
TIOBTOPHOTO NMpPHJIaraHe HaMaJIfABa BapHALMMTE B KPbBHHTE HUBA MEXAY ABETE HO3H.

ChinecTBYBa HHAMBHIYATHA BAPHAGHIHOCT.

Pamn p_edeﬂeu ue
Cpbp3saHETO Ha HHAANTAMKI] € [NA3MEHKTE TIPOTCHHH ¢ 79%.

Tlony#HBOTET B INazMara e 14 1o 24 yaca (cpeano 18 yaca).
PaBHOBeCHaTa KOHUEHTPALMA C€ AOCTHIA Clefl 7 THH.
IToBTOPHOTO BBBEsKIAHE HE BOLH A0 HATPYITBAHE B OPraHM3MA.,

Memaboruzem _
Enumunupanero ¢ npeguMHo apes ypunata (70% ot gosara) u ¢ dexanunre (
HEaKTHBHH MeTaGOMUTH.



Huoueudu ¢ eucox puck " :
{DapMakOKMHETHIHHTE TAPAMETDPH He Ca IPOMEHEHH NPH IIALMeHTH ¢ 6E6pedHa HeIOCTATEIHOCT,

53 Ipeaxk HBEHYHA AHHA 33 6e30NACHOCT

Haii-pucoxmre 1031, BbBE#IaHH OPATTHO HA JKHBOTHHCKH BHzose, (40 1o 8 000 mpTH TepaneBTHYHATA
,11033) Ca IMOoKa3alnH 3acHaBaHe Ha ;mype’nml-[me CBOICTBA HA HHIJaraMuaa.

FJ'[E].BHHTC CHMITTOMH HAa mpanme o BpeMeE Ha HprT-[Ba[-!HH 3a ocrpa TOKCHYHOCT C HHOANMaAMHI,
BBBEACH PIHTp&BeH03HO HIH HHTpaHepPITOHCEIJ'lHD, ca CB'BpSaI{H C (papmaxonomqﬂom HACGHCTBHC HAa

uHIanaMHa, ToecT Opanumues W nepudepHa pasoaunarauys. [Ipy M3mMTBaHe 332 MYTareHHU H
KapLMHOTEHHH CBOHCTBAa HHAANAMHL € JAN OTPHLIATE/ICH pe3yJITaT,

6. @APMANEBTHYHH JAHHU
6.1 Cuorcbx Ha noMomnRTe BelllecTBa
Tabnerka

JlakTo3a MoHOXHApAT 7

IlapeBUYHO HHILIECTE, NIPEXKETATHHHIMPAHO
Xunpomencsa K100MCR

Cunuunes AuoKCHz, KONOHAEH Ge3BojeH
Marne3nes creapar ‘

DWIMOBO NIOKpUATHE
Xunpomesioza, makporon 6000, Turanos auoxcua (B 171).

6.2 Hmaue‘cmmloa:n

Henpunoxumo

6.3 Cpox' HA FOAROCT

5 rron‘m{'u

6.4 CoenmaiHH ycJoBHA HA cbxpaﬁenne

Tona JIEKaPCTRO HE H3UCKBA COELHMATHH YCTIOBUS Ha CHXPAHCHHE.
6.5 | BaI B chABpXaHAE HA OUAKOBKATA

Tabnerkure ca onakopann no 10 & Gmucrep or PVC/AL- $onro, nocraseHy B KAPTOHEHa OMAKOBKA.
Besika kaproHeHa omakoBka chabpxa no 30 tabnetku.

6.6 Coendgannn HpeiNa3nH MEPKY UPk AIXBLpasLe u paboTa

Hsama crieiManiy H3NCKBAHHA.

7. HNPHUTEKATEJI HA PASPENIEHHETO 3A YIIOTPEBA
QAPMAKOHC AT
6yn."Tletio K. Slsopos™ Ned4; ex:1, -

Codun 1164
Brarapus
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8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

PerNe 20'170043 7

| 9, AATA HA ITbPBO PASPENIABAHE/TIOJHOBABAHE HA PASPENIEHHETO 3A
YIIOTPEBA

Jlara Ha IrepBo pa3pemasane: 02.02.2017 r.
Jlata Ha nocneAHo NOAHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

01/2022
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