HPRIOXKEHHE I

KPATKA XAPAKTEPHCTHKA HA TPOAYKTA



L HME HA JEKAPCTBEHHA MPOAYKT

BHCOILTIOC AJI 5mg/12,5 mg duwivupans Tabrerks e /005 ° 57
BISOPLUS AL 5 mg/12,5 mg film-coated tablets - }27&»7 = M b i ,Lg .4

2, KAYECTBEH H KOJAMYECTBEH ChCTAB

Beaxa dmmvmpana tabnerka Bucommoc AJl 5 mg /12,5 mg chaspxa Karo akTHBHH BEIIECTBA 5 mg
Guconpononos (hymapar (bisoprolol fumarate), exsuanenrex Ha 4,24 mg Guconponon 1 12,5 mg
xunpoxnopotuasng (hydrochlorothiazide).

3a TRiHMA CIHCHK HA TIOMONTHHMTE BEMIECTEA, BHKTE TOYKA 0.1,

3. JEKAPCTBEHA ®0OPMA

®wmupaHa Tabnerka.

Bbrconunoc AJl Smg /12,5 mg
Po30BH 10 YepBeHH, KPHIiH, GukoHBeKCHH duMEpanu TabieTku. Tabnerkure uMar peneden oTnedaTsx
“B-H” 1 “5-12"0T expara cTpaHa | ¢ ZEMTEIIHA YEPTA OT JIBETE CTPAHH.

4. K/MHHAYHHA JAHHH
4.1 TepaueBRTHINHN NOKAZAHHS

EceHimanHa XHISPTOHHA,

Qukcupasara 2030Ba KOMOMHAIMA € IIOKAa3aHA NMPM [AUMCHTH, NPH KOHTO KOHTPONET HA KPBEHOTO
HAJTAHE HE € AICKBATEM NpH M3LON3BaHe Ha OHCONPOnonoB d¢ryMapar M XHAPOXTOPOTHA3HA
CAMOCTOATCIIHO,

4.2 [o3upoBKA B HAMHMH HA NPWIGKCHAS

durcHpaHara 030Ba KoMOmHap (5 mg Gucompononos gymapar /12,5 mg XHAPOXIOPOTHA3AA) MOKE
Jid C€ MPHIIATa NPH NAIMEHTH, YHETO KPBBHO HAJMTAHE HEe Ce KOHTPOJHPA aACKBATHO IPH H3NOI3BAHE
caMoCTORTeAHO Ha Grconponoi (5 mg) H xuapoxnoporHasky (12,5 mg.).

AKO KIHHIMHO € TO-NOIXOAAIIO, MOXKE A3 CE IPEMHHE OT MOHOTEPANMS KM (PHKCHpAHA KOMOMHALS.

o BKA
ObuuaiiHaTa HavanHa 034 ¢ 1 TabneTka aHERHO.
IpenoprHea ¢¢ HHAMBIMAYAIHO THTPHPAHE HA KO3aTA.

Tlpu HeoOXOOwMOCT, aKO AHTHXHNEPTEH3HBHMA eQeKr OT NpHeM Ha eapa TabneTka IHCBHO €
HEAOCTATHYCH, [103aTa MOXe fia Obae yBeinrieHa 1o 2 Tabnerku JHEBHO.

TlaywiepTy B cTapdecka BE3pacT
HopManHO He c€ M3MCKBA KOPMTHMPaHE Ha n03aTa. [Ipenopsysa ce TO Jia CTapTHPA ¢ BB3MOKHO HAif-
HMCKATa JI03a.




5x0peuna H yepHOAPOOHA HENOCTATRIHOCT

TTpH FALMEHTH C JeKa O CPETHO Texkka 6n0pedHa HEAOCTATEYHOCT (KPeaTHHHHOB KIMPHHE > 30 ml/min)
M JIeKa JO CPEHO TEKKA YePHOAPOOHA HENOCTATHYHOCT HE O H3HCKBA KOPHIHDAHE Ha j03aTa. Berpexu
TOBA, IPH MALMEHTH C JIEKO A0 YMEPEHO HAPYIIEHWe HA YepHoapobHaTa GyHKuUHA ¢ HEoOX0mMM NEKapPCKH
KOHTpOJ (BIK TOUKA 4.4),

HemaTpyuni nAUHEHTH
JimricBa ONHT B MEOHMATPHATA ¢ KOMOMHAIMATA OHCODPONONOR (yMapat/XHAPOXIOPOTHA3HA, NOPATH
KOETO H3MON3BAHETO HA Ta3H KOMOMHAIIMA TIPH JIELA HE CE TIPENOPHYBA.

Haywn Ha npanarase
OuvupanmTe Tabnerky Tpa6Ba Aa ce NPHEMAT LEJH, C MATKO TEYHOCT | He Tpabsa Jia ce CTBKBAT.
ITo mpurmn Bucommoc AJI Tpabra na ce mpreMa CyTpHH.

4.3 Hporaponoxasagns

¢  CBpPBXYYBCTBHTENHOCT KbM OHCOMPOIONOB (JyMApaT, XUAPOXIIOPOTHAZHA, K APYTH THASHAH,
cyNbOHAMMUITH, WIH KbM HEKOE OT MOMOLTHMTE BEIECTEE HA TOSH IEKAPCTBEH NPOAYKT, H30POCHH B
To4Ka 6.1;

®  OCTpa CHPAEYHA HEAOCTATEIHOCT HITM Y0 BPEME HA eM30 4 Ha JICKOMIICHCHPaHa CHpPACYHA

HEAOCTATHIHOCT, KOHTO U3HCKBAT HHTPABEHO3HA HHOTPOIIHA TCPalHA;

KAD/IHOTEHEH HOK;

2 win 3 crenieH AV 610K,

CHHIPOM Ha OOJTHMA CHHYCOB BB3€L;

CHHOATPHANEH OJIOK;

CHMITTOMATHYHA OpaavKapays;

TeRKH GOpMH Ha TepwpepHa apTEPHAIHA OXITY3KEHA 5OJISCT WIH TEHKY POPMH Ha CHHAPOM Ha

Peimo;

TexKa OPOHXHANHA acTMa WM TeKKa XPOHHIHA o0cTpykTHBHA OGenonpobua Honect,

MeTabOMHTHA angosa;

pedpakTOpHA XHITOKAIHEMHUR,

TEXKA XHNOHATPHEMHA;

XHNEPKAITHEMH;

TeAka GEOPETHA HEHOCTATHYHOCT ¢ ONHIYPUS WITH aHyPHA (KPEaTHHHHOB KpupEHC < 30 ml/min

H/Hm cepyMer kpearsnns > 1,8 mg/100 ml);

OCTEP TTIOMEpPYNOHehPHT;

TEHKKA YEPHOAPOOHA HENOCTATEYHOCT, BKIIOUHTETHO YEPHOAPOOHA PEROMA H KOMa

HEIEKYBaH PEOXPOMOLIMTOM (BIDK TO9KA 4.4);

TIOAATDA;

KbPMEHE (Biok TO4Ka 4.6);

efHOBpEMeHeH npHeM Ha (roxradert 1 cynronpun (Blox Touka 4.5);

4.4 Coenuarnsu npeaynpexIcHAS H OPEIIAIHA MePKH Iph ynorpeda

IpexscBanero Ha TepamuaTa ¢ Oeta-Onokepn (HanpuMep OHCOmpoNoAoB $ymapar) He Tpsbsa za craBa
PA3KO, OCBEH aKO HAMA %CHM MOKA3aHMA 33 TOBA. 1IpH IPOIWIKMTENHO JIeUcHHE, 0COOEHO TPH HAMYHE
HA HeXemuana GoNecT Ha CHPLETO, mpHEMET Ha Ouconpononos Gymapar/XuApOXnopoTHasun TpadBa
MOCTENEHHO Jia ¢& CIHpa {KaTo 003aTa C& Pasieid HANONOBMHA B MPOXbLKCHUE HA 7-10 mum), THA kato
BHE3aITHOTO CNIMPaHe Ha TepanmMaATa MOKE Ja HOBeAe /10 0CTPO RIOMABAHE Ha ChCTOAHMETO HA TTAIMEHTA.

Brcormoc AJl TpsOBa na ce MpHnara BHUIMATENHO IIPH NTANHEHTH ChC:




¢ CHPACYHA HENOCTATHYHOCT (NPH NALUMEHTH ChC CTA0WIHA XPOHHYHA CHPACYHA HEAOCTATEYHOCT
JICYeHHETO TPaOBa Aa 3anoyure ¢ OHCONPoRoIoB GyMapaT KaTo MOHOTEpAItHl ¢ DPOMAH2 Ha J03aTa Ha
OIpeAcieHH HHTCPRIM);

o 3axapeH amaber ¢ TONEMH OTKIOHCHHA B CTOMHOCTHTE HAa KPBBHATA 34X4p; CHMOTOMUTC Ha

XHIOITIMKEMHS MOTAT 3 OBIAT MACKHPAHH

CTPHMKTHO ITIAXyBaHe

AV Oxoxk - I creneH

Anruna Ha [puHIMeHTaT

nepag)epHa aprepHanHa OKTy3HBHa DonecT (BIOUIABAHE HA CHMIITOMMTE € BE3MOXHO, OCOOEHO B

HAYANOTO HA ISICHHETO)

XHIIOBOJCMHsA

yBpeAeHa HepHOAPoOHaTa dyHKI

" 8 0 O

-

IMonobuo Ha aApyru Gera 6noxepw, OmMconpononos GgyMapar Moke A yBEIHYH YYBCTBHTCAHOCTTA KbM
ANEPreHH K TEKECTTA Ha aHADMIAKTHUHMTE peaxiH. CHIOTO C¢ OTHACH H 32 JECCHCHOMTM3MpamiaTa
Tepanus. [[punaraneTo Ha enrHePHH He BUHATH MOXE A J0BEJE MO OYAKBAHMS TEPaINeBTHAEH eeKT.

TaipenTH ¢ NCOpHA3MC HWIH ¢ AHAMHECTHIHM JAHHH 3a TicopHasuc TpadBa xa mnomsar Oera OnokepH
(manp. 6ucoNpPOIONOB GyMapar) caMo Cle BHHMATE/HA NPECHKA HA CHOTHOMICHHWETO ONI3a/PHCK.

Ipu neqenue ¢ Gera Ga0KEPH CHMITTOMHETE Ha THPEOTOKCHKO3a MOTaT ia ObaaT MacKHpaHI.

MMarpenTau ¢ peoxpomourTom Sucorpononos yMapar MOXKe ia ce IPHEMA 1B CHel PEKPATABAHE HA
6nokanara Ha ada peuenTopHTe.

Ipw manwmesrtu nox o6ma anecte3na: 6era-6nokanara HAMANABA Y€CTOTATA HA APUTMHWTE W MHOKapHaTa
HCXEMHs [0 BPEME HA YBOJA B AHECTE3HATA M HHTYOALMATA, KaKTO H B CNSAONEPTABHHA NEPHOA,
TomacrosmeM ce NpeTopEIBa NOAbPRamaTa fera-010Kana Aa NPOTRLKH IICPHONICPATHBHO.
AnecresmonorsT TpabBa za Omae yeenoMeH 3a HanuuMero Ha O¢ra-0mokaga nopags BBH3MOKHH
B3aMMOACHCTBHA C JIPyTH NEKAPCTBEHM NPOIYKTH, KOWTO /Aa JOBEAAT A0 OpammapyTMum, otciabsare Ha
pedexcHATa TAIXHKAPAHA H HAMaNeHa PehIEKTOPHA CIOCOOHOCT 33 KOMIICHCHPAHE HAa KPBBO3arydara.
Ips npeneHka 3a HEOOXOOMMOCT OT NMPEKPATABAHC HA Tepamemra ¢ OeTa Gokep DpeaH oriepalATa,
NpEYCTAHOBABAHETO C¢ HIBLPIEEA ITOCTCTIHHO M (JIEABA Ja 3aBPINM Npuommxurenno 48 waca mpemm
AHECTCIMATA.

Tlpu GpoHxXmanHa acT™Ma MM APYT BHA XPoHHYHA oOcrpykTBHa GenonpobHa fonect, KOATO MOKE Na
NOBEZE O NOSBATA HA CHMITTOMH, C€ TIPETIOPHBA CHITETCTBAINA Tepanks ¢ GpoxxomHmararopy. Ilonsrora
TIPM MEIMEHTH ¢ aCTMA MOXKE /2 FB3HMKHE NOBHIICHO CHOPOTHRIICHHE OT CTPaHA HA  AWXATCIHHTE
HTMINA; TOFABA CE HANAFA VBENHUABAHE HA A03aTd Ha P2-crvMynanrtere. ITanpeHTH ¢ OpOHXOCHASHM
{Gpoxxmanya acTMa, OOCTPYKILIMA HA MXATEHATEe MHTHIA) Tp2OBa 13 OBAaT BHHMATERHO NPOCICAABAHH.

Axo peaxips Ha (POTOUYBCTBHTEJIHOCT HACTBHIIAT CE€ MPENOPHYBA 3allMTA HA OTKPHTHTE 4aCTH HA TANIOTO
Cpenly CITBHYEBa CBETIMHA WM H3KycTBeHa VB cpernmma. Ilpu TexkuTe cilyuau TepanusTa Tpabsa aa ce

TpexparH.

[IpoXLIKHTETHOTO MPHEMAHE MOKE A AOBEAE N0 BOAHO-CHCKTPOIHTHH CMYIICHHT M NO-CHIELMATHO A0
XHMOKAHEMMA M XHIOHATPHEMWX, HO CHINO M XMIIOMATHCIHCMMA, XWIIOXIODEMHA, KAKTO H J0
XHIEPKATIIACMUA.




[To Bpeme Ha ABIrOTpaliHO NedyeHWe ¢ Gmcompononos GyMapar/XHAPOXAOPOTHASHA € HEOOXO/HMO
PEAOBHO /1A CE MBCIIEABAT CEPYMHHTE €IEKTPONHTH (IO-CIICIHANHO KAIHI, HATPHH, Kanuuii), KpeaTHHHH
M ypes, CEPYMHHTE AMITHAM (XOJIECTEPOI M TPHTIHLICPHH), ITHKOYHA KACSIMHA, KAKTO H KPEBHATA 3axap.

Tlo speme Ha nedeHue ¢ Bucornoc AJL, nammenTure TpA6Ba Aa IPHEMAT AOCTATHYHO TEUHOCTH, KAKTO H
Gorara Ha Kanmwif xpaka (Hanp. OaHAHM, 3eNMEHYyLH, SAKH) 3a Ja KOMICHCHDAT ¢BEHTyamHata 3aryba Ha
ki, 3arybarta Ha KamMif MOXE 1A Ce¢ KOMIIGHCHDA H 9pe3 eAHOBPEMCHHO NpHEMAaHe KalHi-
CHXPAHABAITH AUYPETHIH.

Hp}l DAIHCHTH ¢ XHIEPYPEKeMHA HMA MOBHIIEH PHCK OT YECTH IMPHCTEITM HA NI0AATpa.

MertaboNHTHA ATKan03a MOXe /14 C¢ BIIOIH 0P HAPYIIECHHE HAa BOIHO-EICKTPOIIMTHOTO PABHOBECHE.
T1pu narmenTH ¢ XONeMTHA3A ¢a JOKIANBAHM CIIy4aH Ha OCTEP XONCHHCTHT.

Hemenanomen par na roxcama

B xpe enmsaeMHMONOrHIHH NPOYIBAHHAA, OCHOBABANIH C¢ HA JATCKHA HAIMOHAJICH PAKOB PErUCTED, €
Ha0MONaBaH MOBHIIEH PUCK OT HEMEJIAHOMEH pak Ha Koxkara (HMPK) [6azanHoxIeTHEH KapLEHOM
(BKK) u cksamosnoknersyeH kapiHoM (CKK)] npu HapacTBamia ekCTIO3HImMA HA KyMyaTHBHA 1032

XHAPOXIOpoTHazME (XX T3). ®orocencubumusupanmpre epexrn Ha X XT3 MoraT 1a ASHCTBAT KaTo
BEPOATCH MEXAHM3LM 33 passuTHe HAa HMPK.

Hawmenrire, npuemanm X XT3, Tpabea na 6saar undopmuparm 3a pucka or HMPK u chBeTBaHH
PEHOBHO X2 TIPOBEPABAT KOKATA CH 32 HOBH JIC3HH ¥ He3a0aBHO J1a CHOOIHABAT TIPH [IOABA HA
TIOAC3PHTEIHH KOXHH Je3uH. Ha manseHtHTe TpAOBa Aa ce MPENopHYAT Fh3MOXKHH NPEBAHTHBHH MCPKH,
KATO OTPAHMMEHO W3/IAraHe Ha CIYGHYEBA CBETNMHA M YNTPABHOJICTOBH JTb4M, 4 B CIIyIaH Ha eKCIIO3HIA,
MOAXOAAINA 33IITHTA, 33 Aa ¢ CBEAE A0 MHHMMYM PHCKET OT Pax Ha Koxkarta. [ToA0spUTeHuTe KOKHH
ne3nr TpAOBa Aa OBAaT MOWIOKCHE HA He33DABHO H3CHeABAHE, NOTCHIMATHO BKIIOYBAI0 XHCTONOTHIHA
wicnensanna Ha Ouoncuanm Mavepuanu. [Tpepasrnesxnane Ha ynotpebara Ha XXT3 Moxe Aa ce HAOKH
M [PM [NALFEHTH, KOHTO ¢4 uMamn npeaxoned HMPK (8%, cemo Touka 4.8).

XopouOanen uus, Gcmpa MUORIT U 6MOPURHA IAKPUMOBZBIRG 2AaYKOMA

CyndonaMuzre MM JICKapcTBaTA, NPOHIBOIHH HA CyMPOHAMHAMTE, MOTAT A2 NPEAWSBHKAT
HIMOCHHKPA3HA, BOALIA A0 XOPOHAAEH H3IHB ¢ AeeKT Ha 3PHTEIHOTO NOJIE, PEXOAHA MHOTIHIA K
OCTPa 3aKPHTOBIHIHA TAyKOMa. CHMITTOMMTE BIJIOYBAT OCTPA HauanHa (pasa HA NOHIDKEHA 3PHTEIHA
ocTpoTa, HoTKa B OKOTO, KOSTC CE NOABABA B PAMKHTE HA 9acOBE JIO CEAMHLM OT HAYANOTO HA JICUCHHETO.
HenexypaHata 3aKpHTOBIBIIHA TIIAYKOMA MOKE A3 AOBEAe IO 3aryba Ha speHneTo. Karo mspeoHadamma
MApEA, JEYCHACTO TpA0Ba 14 GbIe MPEYCTAHOBEHO BE3MOKHO Hali-O5p30. HezabasHa Nexapcka NOMORL K
XUPYPrHIHA HAMECA MOKE /3 C& HAJIOKH, KO MOBMIICHOTO BETPEOUHO HANAraHe He MOjKe 1a Obae
koHTponHpano. Karo puckos axTop 3a mosBa HA 3aKPHTOBIBIIHA TISYKOMA MOKE 3 C¢ CYHTa aHAMHE3a
33 AICPTHA KbM CYTIPOHAMMITH HITH NS HHLIWITHH.

Ocmpa pecnupamopia moxkcuuHocm

Cren npHeM HA XMAPOXIOPOTHAZHY C& CHOOMABAT MHOIO PSAKH TEKKH CIy4aH Ha OCTPa PeCAHpATOPHA
TOKCHYHOCT, BKIHOYMTEIHO OCTEP pectmparopeH auctpec cuaapoM (OPJIC). Cnen mprem Ha
XHAPOXAOPOTHASHA OOHKHOBEHO C¢ pazsupa GenoApobeH OTOK B paMxHTe HA MEHYTH 0 Yacose. B
HAYANIOTO CHMITFOMMTE BKITFOYBAT MCTIHES, IOBMIICHA TEMTIEPATypa, BIomaBane Ha GenoapobHara
¢yexupa 1 xumoronns. Tpu cemuenme 33 ARDS Tpa6sa na 6sae copas npremsT Ha BUCOIUIIOC AJl
M 13 Ce MPHIOKH MOAXOMAmO NederHne. XuIpoXnopoTHasH He Tpa6Ba 1a ce MPHIIara Npy MALHEHTH,
KOHMTO Nipein T0Ba ca nostysasanu OPJIC cien npueM Ha XBAPOXIIOPOTHASML.




O6ma wrpopmarms
Tpabma ga ce WMa mpenBHA, Ye NOPANH CMYNICHHA B CEPYMHOTO CHRBDKAHHE HA KRTHH, HIKOH
JICKAPCTBEHH NMPORYKTH MOTAT A3 OBJAT NORNHAHH.

- [IpoTpBONORAzaHH KOMOHHALH
Dnoxmageun: Buaconponon Momke A3 MHXMOMpE KOMIIEHCATOPHATA CHPHEYHO-CHAOBA pEakKiMd KHM

fnoxradeHn-HAAYIHAPAHA XANOTOHMA HITH IHOK.

Cynmonpud: eIHOBPEMEHHOTO MpHeMane ¢ OHCONpONON MOXE Aa AOBENE AO YBENMYECH PHCK OT
BEHTPHKY/IAPHA aPUTMHA.

KoMOMHAIHH, KOHTO HE C¢ NPenopLYBaT
Jumuti: Buconpononos (yMapar/XumpoxnopoTHazH MOXe Ja YCHIH KapAHOTOKCHYHOTO H
HEBPOTOKCHYHO ACHCTBHE NIOCPEICTBOM HAMAJIABAHE HA THTHEBATA CKCKPELHA.

Kanyuesu anmazonucmu om eepanamunos mun u 6 NO-MQUIKA CMEneX Om ounmuaseMoeama zpyna:
orpHUaTeleH edekT FBPXY CHKPATHMOCTTA M MPEACHPAHO-KAMEPHATa MPOBONHMOCT. MHTPaBeHO3HOTO
TPHMJIATAHE HA BEPANAMKII [IPH MANMSHTH, KOMTO ¢4 Ha NieueHue ¢ Oera Gnokepn MoKe 713 AOBEAS O TeHKa
XHIIOTOHHA H aTPHOBEHTPHKYIAPEH OJI0K.

Anmuxunepmensuetu nexapcmeen npodyKIMy ¢ YeHmpanno oeiicmeue (HanpumMep Pe3eprut, Memuaoona,
ayancpayun, xronuoun): ETHOBPEMEHHOTO NMPHIOKEHHE HA AHTHXHICPTCH3WBHH NEKAPCTBEHH IPOMYKTH
¢ LEHTPamHO NeHCTBHE MOXKE Ja J0Bese JI0 MO-rojaMo 3a0apsHe Ha CHPACYHATA YECTOTA W CHPACUHMA
ofeM W JI0 BasOMMNATAIMA. PA3KOTO NpeKpaTiBaHe Ha JCYCHMETO, OCODEHO AaKO [MPEAmEcTBa
MPEyCTAHOBABAHE Ha JIceHHe ¢ Gera-Bnoxep Moke fa yBenHwH pHcka OF “rebound xumepTonms™.

Monoamunooxcudasnu unxubumopu (oceen MAQ-B unxutumopy): TloBmassa XMNOTCH3HBHMA edexT Ha
B-Ox0OKEpHTE, HO YBEIWIABA PHCKA OT XHIIEPTCHIHEHH KPH3K.

Kombanaim#, xoHTo TpAOEa A3 C& NPHNIATAT ¢ BHHMAHKE:
Kanyuesu anmazonucmu om ouxudponupuounoe mun (Hanp. nugeounus):

EXHOBPEMEHHOTO NPHIATAHE MOXE /3 JOBEAES 0 YBEIMMCH PHCK OT XHIIOTOHMA, KATO HC MOXKE Ja Ce
H3KIOYM M TMOBHIIEH PHCK OT MO-HATATHIIHO BAOINABAHE HA KAMEPHATA NOMIICHA (YHKIMA NP NALMEHTH
CHC CHPACYHA HEAOCTATBYHOCT.

EQHOBpEMEHHOTO NPHIATAHE ¢ JAPYTH AHTHXMIIEPTCH3HBHH CPEACTBA HIH JNCKAPCIBEHH INPOAYKTH C
TIOHWKABAMG KPHBHOTO HANATSHE AcCTBME (HANPAMED TPHLMKIMYHM AHTHICTIDECAHTH, OapOuryparH,
(peHOTMA3HHM) MOXKE 13 YBEIIHIM PHCKA OT XMIIOTOHHA.

ACE umxubumopu (wanp. xanmonpun, enananpun), anzuomensun Il pewenmopnu aumazonucmu
(nanpumep nocapman). PHCK OT 3HAYMTENECH CMAN HA KPLBHOTO HAlArane Wwm octpa Gebpedna
HENOCTATEIHOCT, 0co0eHO B HauanoTo Ha nederrero ¢ ACE HEXMOHTOP NPH NAUMCHTH ¢ NPEAMISCTBAI]
HatpHes Aedinmr (0COOCHO NpH NALMEHTH CBC CTeH03a Ha Gebpednara aprepus). AKO NpeAmecTsana
JAYPETHIHA TEPAIHA € AOBENA A0 HAMAIABAHE HA HATPHA, COpeTre AMYPETHKA 3 JHH MPEAM HAYANOTO Ha
TeparmuaTa ¢ ACE mixuburopa wim 3anoasere tepamit ¢ ACE HEXHOMTOP B HUCKH 03K

Knac-I anmuapummuunu nexapcmeeny npodyxmu (Hanp. dusonupamud, xunudun). eEeKTHT BLPXY
BPEMETO Ha ATPHO-BCHTPHKYJIAPHATA HPOBOAMMOCT MOXkE XA OBJ¢ NOTCHIMHDAH, 3@ OTPHLATENHHA
HHOTPOICH 6heKT ~ yBEIHYCH.




Knac-Ill aumuapummuunu nexapcmeenu npodyxkmu (Hanp. amuoOapon): ehexTbT BEDPXY BPEMETO Ha
aTPHO-BEHTPUKYJIApHATA MPOBOAMMOCT MOKE /ja Obae noTeHUHUpay

Hsxou anmuapummuvny nexapemeenu npodyianu mozam oa undyyupam torsades de pointes: Knac 1A

AHTHAPHTMHYHH JICKAPCTBEHH NPOAYKTH (IwsormpamMu, XuHkaun), knac 111- sanp.aMuoxapoH, coTanomn.
XHIOKANHEMHATA MOKE JA YIICCHH BB3HHKBAHETO Ha forsades de pointes.

HeaHTHapuTMM9HH CPeJICTBA, KOMTO MOTAT A3 MHAyUMpar forsades de pointes (Hamp. acTeMH3ON

TIPHIOKEH HHIPABEHO3HO, EPUTPOMMIMH, XanohaHTPHH, NEHTAMMIHH, CNAp{IOKCAlHH, TepheHaaMH,
BMHKAMMH). XHIIOKAIMEMHANTa MOKE 13 YIIECHA B3HMKBAHETO Ha forsades de pointes.

Ilapacumnamuxomumemuyy (GKNIOYUMENHO MAKPUR): MOXKE Ja C€ YBEIMYM BPEMETO Ha aTpmo-
BEHTPHKYIApHATA POBOAUMOCT H PHCKA OT OpamUKapIHi.

Apyeu 6ema 6norepu 3a roxanuo npunosxcenye ( 8x1. KARKU 3@ O%Y): MOraT Na NOTCHOMHPAT CUCTEMHHTS
epexTH Ha OHCONPONONOR (yMapart.

Pesepnun, anga-memundona, zyawayun wiu RIOHUOUH MOTatr Aa JOBEAAT A0 CHIHO CHANaHe HA
KPBBHOTO HAJBII'aHe, CHPESTHATA YECTOTa HilH /1 3a0aBAT CHPIEUHATA POBOJHMOCT.

Hucynun unu Opyeu npomueoduabemuu nexapcmeenu hpoOyxmuy: 3acHIBAT e(peKTa HA NMOHIDKABAHE HA
KpbBHaTa 3axap. bnoxajgara Ha OerTa-agpeHOPEHCITOPHTE MOMKE O3 MAacKHpA CHMITTOMHIE HA
XHIOTJTHKEMUA.

Anecmemuyu: orcnabease pa pedneKCHATA TAXMKAPAMA M YBEAMYABAHC PHCKA OT XMIOTOHM (BHXKTE
Touka 4.4),

CopOeunu 2auxo3udy; yIRDKABARE BPEMETO HA aTPHO-BCHIPHKYApHATE MPOBOJMMOCT, HAMANABAHE Ha
CHPACTHATA 4eCTOTa. AKO O BpeMe Ha JeueHMeTo ¢ Bucommoc AJl PH3HHKHAT XMIIOKANCMHA H/WIH
XHIIOMAIHE3HEMUA, MHOKApIBT MOKE 13 NPOABH NPHIHAIH Ha HAPACHAJA TyBCTBHTEIHOCT KBM ChpPACIHH
TJIAKO3UAH, BOACHIA AO 3aCHIICH e(PEeKT M NNPOABA HA HEXEIAHH PeaKIMH OT CTPAHA HA ITHKO3HIINTE.

Jexapemeenu npodyxmu, unxubupauu hpOCMazIanduROUA Cunme3. HAMANABAT XANOTCH3WBHEA eeKT.
TTpunaraHeTo Ha CATMIGUIATH BHE BUCOKH JO3H MOXKE [a NOTEHIMPA TEXHHTC TOKCHYHHTE e(peKTH BEPXY
UEHTPAITHATA HEPBHA CUCTEMA.

an HAUMEHTH, PasBHBAIMH XHMIIOBOJIEMHA CHHOBPCMCHHOTO NPHIOKCHHC HA H ecmepout)u u
NPOMUBOSLINATUNIERY CPEOCMEA MOKE A TIPOBOKHPA oCcTpa Op0peyHa HEIOCTATEYHOCT.

Bema-cumnamomumemuiu; KombuHanmsTa ¢ GHCONpPOION MOKe a HaMamH edekTa Ha BETE NeKapCcTRa

Cumnamuxomumemuyy: xOMOMHHMpaHeTo ¢ OHMCOMPOON MOXE A3 HAMANH epexra W Ha JBara
TeKapCTREHH NPOAYKTR. BrcokM 2031 Ha ermmedpHH Moxke Ja ca HEOOXOMMMHE 33 JICYCHHE HA ANePTHIHH

peaKiHu.

Cumnamonmumemiagti, xoumo axmusupam arpa u bema- adpenopeyenmopume:
KomburupaneTo ¢ OHCONPONON MOXe [a AOBeAe /0 TOBHINABAHE HA KPBBHOTO Hawirawe. Takuea
B3AMMOJICHCTBHA €A NO-BEPOATHH IPH TNPHIIAraHe HA HeCeNCKTHBHH Gera-bnokepn.

EmsoBpeMeHHOTO npunarate Ha Brcommoc AJ1 w kanui-ryGermm nexkapCcTBeHH I1po,



(TIOKOKOPTHKOMAW, aneHOKOpTHKOTpomien XopmoH (AKTX), kapberokconod, amdorepumun B,
($ypo3eMHA MM JIAKCATHBH) MOXE /A NpeAu3BHKA ySCHIaBaHe 3ary0ara Ha Kandid.

Memundona: xemonusa, FeTKAmA c¢ Ha HOPMHpAHE HA AHTHTENIA KbM XHAPOXJIOPOTHASHI € OIHCAHa B
H30JMPaHH CITydaK.

E(exrsT Ha 1eKaPCTBCHH NPOAYKTH, MOHFDKABAINA NHKOYHATA KHCCHMHA MOXE A3 CC YAWDKH TIPH
€JHOBPEMEHHOTO TIPHJIATaHE Ha OHCOTIPOIONoB (ymapat/ XHAPOXIOPOTHAZHA,

Xonecmupamun, xonecmunon: wamanspar aGcopOmsTa HA XUAPOXJIOPOTHAZHI OT KOMOBHHIDAHHA
TICKApCTBEH NpoaykT Brconmic AL

Epeomamunoeu Oepusamy: nicpudepHi IMPKYTAIHOHHA CMYINCHHA.

Tpuyuxnunnu  anmudenpecanny, Oapbumypanni, (DeHOMUQSURY, KAKMO U GHMUXUNEDMEHIUBHU
Aiexapcmeenu npodyKmu: yBENHJaBaT ¢HeKTa HA NOHMKABAHE HA KPEBHOTO HAATAHE,

Pughamnunun: Neka peyKId HA TUIA3MEHMA TIOMyAKHBOT HA OHCOTIPOJION, BEPOATHO TIOPAIH WHAYKIHA HA
yeproApobHHTe MeTaGommsHpany ewshMH. OOHKHOBEHO He € HEOOX0AMMA KOPEKIMA B AO3HPAHETO.

EbexTsT Ha Muoperaxcanmu om mun-xkypape MOXKE [a C& YBEMYHM WM YIBDKH OT OHMCONpOJIQIOB
$yMapaT/XuapOXAOPOTHASH,

Uwyocramun (mwacnodocdammn, dayopoypammn, Merorpexcar): Tpabsa na ce ouAKBa yBETHCHA

TOKCHYHOCT BbPXY KOCTHHMA MOFBK.

JApyrs koMOHHALMH, KOMTO TpAORA /la c¢ M3MION3BAT ¢ BHMMAHMC Ca NEPOPAIHUMIE QHIMUKOAZYAAHMYU
(aHTHTpOMOOLIFTHIAT eeKT MOXKE N3 C& HAMATH YPE3 UINONBBAHE HA THASHOH) H npobeneyud (HaManisa

THYpeTHIHOTO AciicTBHE).

KomOunatmm, wsncksamy obchxaane
Mecdghnoxeun: yBeMIcH PHCK OT GpamHKAP/IHL.

KopTHKOCTEpOHAK: NOHWKEH AHTHXHIICPTCHIHBEH eeKT

4.6 @epTHIATET, GPEMEHHOCT H KhpPMERE
Bpemensocr

HaAma JOCTATEYEH KNMHMYEH ONMMT € XHAPOXNOPOTHAIWI WM OHCONPONON MO Bpeme Ha GPEMEHHOCT,
0COOCHO Tipes NMBPBHA TPHMecTHp. HAMAa JOCTars4ro NPCAKIHHHYHH NPOYYBAHHA C KHBOTHH C
XHIPOXNOPOTHAIH)L, a IIPOYIBAHHATA ¢ GHCOTpONON HE JOKA3BAT TepaToreHeH eext. Buconponon, p-
anpeHoLenTopeH GIIoKep MoHWXABA TUIALCHTAPHATA Nepdy3Hd, i IOPATH TORa MOXe Aa 3a6aBd pacTexa
HA IUI0AA, A2 NPEAM3BHKA BETPEMATOUYHA CMBPT, a00PT HIH NPEKICBPEMENHO POKARHE.

Hexenanm peakipm (HanprMep Gpagekap/s, XHIOTIHKEMAS) MOXKe JA ce Habozanar npu deryca wimi
HOBOPOIEHOTO.

AKo neueHKeTo ¢ f-aapeHonenToped Gokep ce cumTa 33 HeOOXOIHMO, TPROBA AR CE NPHAATa EKapCTBeH
IPOAYKT ¢ ACKa3aH npodui Ha GezonacHocT. CTpHKTHO TPAOBa A3 ce NPOCISAABAT YTCPOILIAUCHTaDHIAL
KPBBEH IIOTOK H PasBHTHETO Ha wiofa. HooponeHoTo Aete chimio TpsfBa peAoBHO 1a Obne

npernexiano. CHMIITOMH HA XHIIOTTHKEMHN H Opamukapaid OOMKHOBEHO C¢ 09AKBAT 1IPE3 ITEPBUTE 5
JHH. XHApOXKOPOTHAIH/ TIPEMUHABA Npe3 IUTatieHTaTa. Criope dapMakomorHus Mexﬂlﬂ‘B‘BM Ha
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HapyIIeHHs HA eNEKTPOIHTHHA OanaHc M TPOMOOLHTOIICHHA.

XuapoxXnopornasuy He TpA0Ba a C H3NMON3BA NPH FECTATHOHEH OTOK, TeCTAIIHOHHA XMIIEPTOHHA HITH
TIPECKNAMIICHS, TIOPATH PUCK OT MOHIKABAHE HA NNA3MEHUA 00eM M ITIANeHTapHa XHTonephy3us, Oes fa
#Ma GnaronpuaTeH eekT BEPXY X042 Ha 3a00mABaneTo. XHAPOXIOPOTHA3HI He TPAOBa a ce npriara 3a
JIEYEHHE HA SCCHIMATHA XMIICPTOHMA IPH OPEMEHHH JKESHH, OCBEH I0 H3KHOYEHHE B PEXKH CITy4au,
KOTaTO HE MOXE 1A CE TIPHAOKH APYTO JICICHHE.

Krpmene

XHApOXNOPOTHAIHA Ce OTACHS B KbpMata. He e M3BecTHO mocera nanm OHCOMPOIION €& eKCKPETHPA CHIIO
TIP3 MARAMHOTO MIBTKO.

3aroBa TO3H NIEKapCTBEH NPOAYXT He TpA6Ba Aa ce MPHIAra 1o BpeMe HA KbPMEHE.

Tpabra na ce m3bepe anTEpPHATHBHO NEYCHHME ¢ YCTAHOBEH mpoui HA O€30MACHOCT MO BPEME Ha
KBpPMEHE, 0CO0EHO MPH HOBOPOACHO WIH NMPEXIEBPEMEHHO POZIEHO JeTe. XHAPOXIOPOTHASH/, MOKEe Aa
HHXHOMPA MPOAYKIMATA HA MAKYHHO MIIKO.

DeprimiTeT

Hama HaTHIHM NpeKNMAMYHH ZAHHW ¢ XHAPOXIOPOTHASHI H Oucomponoin. KakTo apyru nekapcrea,
M3IOM3IBAHM TPH JICYSHHETO HA XMIICPTOHHA, KIHHHYHHMTE NOKJIANH NOKA3BAT, Y€ XHAPOXJIOPOTHA3HI H
Huconponon Moke A2 MPHYMHAT HMIIOTEHTHOCT IPH MBKKA HHAHBHIH.

4.7 EdexTH BLpXY cioco0HOCTTA 33 mIohHEpase B pabora ¢ MamMHK

Buconpononos $ymapar/ XumpoxnopoTHasH, HAMAT HIIH HMAT HE3HATHTENICH SECKT BEPXY
criocobHOCTTa 33 modHpaHe | ynpaBJicHHE Ha MAIIMHHE.

Tlopany HHAMBHTYATHY OTKIIOHEHHA B PEAKIIMMTE KBM JICKAPCTSEHUA NPOAYKT, oba4e, crnocoOHOCTTa 33
modHpane ¥ YIPaBICHKE HA MANIMHA MOXe 1a O6s1e HaManeHa. Tosa TpAGBa fa ce HMa NpeaBHA OCOOCHO
B HAYATOTO HA JIEYESHHUETO, NIPH HPOMAHA B JICHEHHETO, KAKTO H IPH KOMOMHHpaHe C aIKOXOML

4.8 HemeaHu JICKAPCTBEHA PESKTTHHA
CrolmeHnTe HeXKENAHH ICKAPCTBEHA PSAKIMH HA TO3H JICKAPCTBEH NPOAYKT €& OTHACAT INIABHO K0
ReropHTe hapMakonoruaHu SPeKTH.

CHeTeMo-OpraHeH Yecrw (>1/100 no | Heuecrn (>1/1 000 | Pemxn (>1/10 000 | Muoro pemxy C
KJIac <1/10 ao <1/100) ao <1/1 000 (<1/10 000) HEH3BECTHA
4eCcToTa
Hapymenna Ha JICBKOTICHHA Arpanyno-
KPBBTa M THMdHaT2 TpoMOGOLIA- L7032
CHCTEMA TONEHHA
Hapymenun Ha XHIICPTIMKEMHA 3ary0a Ha aneTHT
MeTaboImM3Ma 1 XHICPYPHKEMHA
XPaHEHETO CMYIHEHHS BhB
BOJHO-
ENEKTPOITHTHOTO
pasHOBecHE (mo-
CICEMANHO
XHTIOKANHEMuA H
XHIIOHATPHEMUA, HO
CBILO U
XHIIOMATHE3HEMHS,
XHIIOXJIOPEMHSI,




KAKTO ¥
XHNIEPKATI{HSMHA )
MmeTabonuTHa
anKanosa
[ewarHu HApYIICHHA B CBHA | KOIIMapH
HapynicHuA AetipecHs XaMOUHHATTHA
Hapymenns 5a
HepBHATA CHCTeMa | ymopa*
CBeTOBBpTEXK*
riasobonme*
Hapymenmss Ha HAMAJICHO KOHIOHKTHBUTH | XOPOHTANCH
ouMTE ChIBOOTACHAHE (14 H3IIHB
ce HMa NPEaBHA
IIPH HOCEHE Ha
KOHTAKTHH JIEIIH)
HAPYIICHUA B
3PCHHETO
Hapymenua pa Hapymierim Ha
YXOTO H ImabHpHETa Cayxa
Cupacusn Opamyxap s
HAPYTIEHHA HApYIEHHd B AV-
MPOBOJMMOCTTA
BJICIDABAHE HA
ChpAEYHATa
HEAOCTATHIHOCT
Croaoeu vapymenss | Y celiane 3a CryACHH | OPTOCTaTHIHA
HIIH H3TPBITHATH XHITOTOHHA
KpaiHuupTe
Pecrmpatophn, OpolxocniazeM npH | aleprudeH paaMt | OCTEp
TPBIAHH H MAIMEHTH C pecrmparopeH
MEMACTHHAIFN OpoOPXmANHA ACTMA OWCTPEC CHEAPOM
HApYHIeHHA HIH 0OCTPYKTHBHO (ARDS) (Bx.
3abonaBaHe Ha TouKa 4.4)
IMXATENTHATE
ITHTHINA
CroMammHo-ypeBHA  |TafgHe, CTOMANTHA OOIKa
HAPYIICHHS TIOBPBIAHE, MAHKPCATHT
Jwapua
3amnek
Xenaro-0uaMapHsu XETATHT
HAPYIICHHA HBIITCHHIIA
Hapymerwus Ha PeaKLHH Ha B-6mokepuTe
KOXKara H CBPBXYYBCTBHTENH | MOTAT Ja
NOAKOWHATA THKAH oct (cuphex, HPOBOKH-PAT MITH
3avePBABAHE, BJIOTIAT
o0bpue, TICOPHASHC HITH
doronepmarmr, Aa HAAYI#HpAT
Iyprypa,
YPTHKapHA)
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KOWKEH JyTyC
CPHTEMA-TO3YC

HapymeHnx Ha MYCKYIIHa cnabocT M
MYCKYJIHO- cnasM#
CKEJIETHATA CHCTEMA
H CHeIMHMTEHATA
ThHEAH
HWscnenparnis Veemuaers HUBa Ha |oOpaTuMo INosumenu HUBa
TPHMTTHMIEPH/WTE H | YBENHUABAHE Ha Ha
XOJIECTCpONIa CepyMHHA qepHOApOGHATE
KPEaTHHHMH H Ypes ex3uMH (ASAT,
I'moxoszypun MOBHINCHK HHBA HA ALAT)
aMHIIa3a
O6nH Hapylennd | ymopa ACTEHHA Bonka B repamre
Hapymenns Ha Epexrwma
BB3IPOHIBOAMTEHA THChHYHRIHA
Ta CHCTEMA M
THpOATa
OO0 sapymenus H | Ymopa* acTexus Bonka B repTe
ethextn
Heormasmm — Hemenanome
J06pOKAYECTBEHH, H paK Ha
JIIOKATECTBCHH H KOara
HeollpeZieneHM (BKI1. (DazamHOKIC
KHMCTH H TIOJTHITH) TBYCH
KapIHHOM K
CKBAMO3HO-
KIIETHICH
KAPLAHOM)

*Te3u CHMIITOMH Ce Cpemar 0coOEHO B HAYANOTO HA JIeMEHHETO, Te ce NMpoABABAT B IIOBEHETO CAyHaH
JIEKO H 9eCTO NPSMHHABAT caex 1-2 ceapmi.

Onucarue na u3BPARE RENCEAAHY PLaKyull

HemenanoMeH pak Ha KOkaTa: Be3 OCHOBA Ha HANMHYHMTE JAHHW OT €NMACMHOJIOIHYHH POYYBAHHA ©
HalIIoAaBaNa 3aBUCHME OT KyMyNaTUBHATa 038 BPE3Ka Mexay XX13 u HMPK (8x. coilo ToukHd 4.4 4

5.1).

Cneyuannua 3abenexncxa
K/IMHIIHY CHMITTOMH HA XHIOKATHEMHN, OTOAHANOCT, yMOPa, MyCKYJIHA cIaboCT, NapecTe3Hy, Mapesy,
anATHA, AJHHAMHA HA TNATKATA MYCKYRATypa CBC 34lCK, METEOPHIBM MM CHpAEYHA apHTMMA,
MIAPaNHTHYSH KIEYC, CMYIIEHHE B Ch3HAHKETO, koMa H npomerH 8 EKT.

JleuendeTo TpabBa fa ce NPEYCTaHOBH NPH:

TIAHKPEaTHT

pepaKkTOpHI HAPYIIEHHS B IEKTPONMTHIN (anaHc
OPTOCTATHHH HAPYIIEHHA

peaxi Ha CBPEXIYBCTBHTETHOCT
MPOXBIKMTENHH FaCTPOMHTECTHHATHH CMYTHCHHS
cMymenss B [THC
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OCTEP XOJIECTA3HC
HAIM9IHE HA BaCKyJIHTH
BIIOINABAHE HA CHIICCTBYBANIA MHOIHA
TI3yKOMa
®  KOHUCHIPAIMA HA CEPYMEH KpeaTHrms Noseye ot 1,8 mg/100 ml wmn kpeaTHamHOB KiMpsHC < 30
mg/min,

Crobmasane Ha NOJO3NPAHA HEKENAHY PEAKIHI

CrobmasaHero Ha NOZO3MAPAHH HEREITAHH PEAkIAM CEA paspelIaBaHe 3a YNoTpeDda Ha JeKapCTBECHHA
HPOAYKT € Bawkso. ToBA MO3BONABA A2 NPOXBIDKH HAGMIONEHMETO HA CHOTHOMEHHETO NO38/PHCK 32
NEKAPCTBEHUA NPOAYKT. OT MEIMUMHCKHUTE CIICLMANHCTH & W3HCKBA Ja ChoO1IABAT BCAKA NOI03UPana
HEXKENAHA PEaKIHsi Jpes:

H3menmuTeHa arcHIA 1o JeKapcTBaTa

yu. ,,Jdaman ['pyes” Ne 8

1303 Copua

Tew: +359 2 8903417

yebcaitr: www.bda.bg
4.9 TIpenoimpane

CRMOTOMRA

CuMNTOMH Ha Npego3upane ¢ HeTa-ONoKepH BINOYBAT GPAMKAP/IS, XHIOTOHHA, OPOHXOCHA3HM, 0CTPa
CHPISYHHA HEJOCTATEIHOCT H XHIKOTIMKEMHUA.

CHIIECTBYRa OIpaHMGEH ONMT ¢ MpERo3HpaHe Ha Owcompononos d¢iymapar. Habmoaasanu ca
Opanukapmus WHIH XHNOTOHMA. BCHYKH TAUMEHTH ca ce¢ Bb3cTanoBumu. ChiecTBysa IIMpOKa
MHICpHHIMBHLYAITHA BAPHALMA B YYBCTBHTEHOCTTA KbM €MHMHA BHCOKA 1032 GHconpononos drysmapar
H e CMiTd, Y€ N0 BCAKA BEPOATHOCT MALMEHTHIE CBC CBHPACHHA HEAOCTaTbYHOCT €2 MHOIO
YyBCTBHTEITHH.

KnuyyvHaTa KapTHHa Ha OCTPO MM XPOHHYHO TNPEAO3HpAHE ¢ XHAPOXIOPOTHA3HA C€ ONpEacnd oT
CTeneHTa Ha 3ary0a Ha TeYHOCTH M eNexTpormira. Hal-yecTo CPeniaHH CHMIITOMH ¢8 38MafHOCT, TACHE,
CHHIIMBOCT, XHIIOBOJICMHEA, XHITOTOHMA, XHATIOKAIHMEMEA.

Jegenne

Tlo mpusigan B cAyuait HA Npeo3HpaKe, ¢& NPEnopLYBa NMPEKpaTsBaHe Ha TepanmaTa ¢ Buconmoc AJl B
IPOBEXAHE HA NOANBDKRMNO K CHMIITOMATHYHO JICYeHHE.

Otrpani4eHH JaHHH COYAT, 9¢ 10 BCAKA BEPOATHOCT OHCONpononos HyMapar He ce IoN1aBa Ha

Juamma. CTeneHTa Ha OTCTPAaHIBaHE HA XHAPOXJIOPOTHA3H] YPE3 AMAIHIA HE € YCTAHOBCHA.

5. ®APMAKOJOI'MYHHM CBOMCTBA
5.1 @apMakoxHHAMITHNA CBOHCTBA

DapMaKoTepanePTRYHA FPYTIA: CEleKTHBHU OeTa ONIOKEPH M THAIHIH
ATC xom: CO7BB07

Mexans3nm Ha AelicTBHE

Buconponon

Buconponon mnpencrapmasa Oera Onokep, KOHTO 3agMa MEXIMHHO MSCTO OT ITI
THNOGHIHOCT/ XHAPOG HIHOCT. Buconponon MIPHTEKABA BHCOKA

(“xapaHocenexTHBROCT”) 6¢3 BHIPEINO CHMIIATOMMMETHYHO NEHCTBHE H 063
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Membpanocrabimnupam edekr. Upes Onokupane Ha ChpAcuHATe OeTa peLienTOpH OHCOMPOIION IIOTHCKA
OTTOBOPa KEM CHMIIATO-aAPEHEPTHYHATA AKTHBHOCT. TOBa NpHYMAABA HAMANABAHC HA CBpP/CYHATA
YeCTOTa H KOHTPAKTHIHOCT M TI0 TO3H HAYMH HAMANABA KOHCYMAIMATA HA KHMCIOPOA OT ChPACYRHA
MYCKYJL.

Xudpoxnopomuasuo

XuapoxmopoTsasHa e OeHZOTHANMAZMHOB AEPHMBAT, XOHTO NIEPBMYHO VYBEIMYABA eJEeKTPOJIHTHATA
€KCKpela H BTOPHYHO NOBHIIABA OTCINHETO HA YPHHATA, UPe3 OCMOTHYHO CBBP3BaHe C BOJA.
Harpuesssr Ttpancmopr or Os0pewsmre tyOynm no xpeera e Huxubupano. ToBa npenoTeparsBa
HaTpHepara peabcopbipia. Harpuypenmnar eekT e NpHApYAEH OT YBeJIMYEHME HA KATHCBATA H
MATHE3HEBA CKCKPELHA.

XeapoxopoTHasHn, MHXHOHpa TMPEAOMHHAHTHO HATpWeBaTa aGcopbmms B amcTaTHMA TyOyn, Taka de
OKOJIO MakCHMAnNHO 15% OT HATpHH, TIPEeMHMHABANI TIOMEPYNHATA QUITpALMA MOXKE 18 CE EKCKpEeTHpPa.
KomuuecrsoTo 0TACNCHM XJIOPHIH CHOTBETCTBA HA HATPHEBOTO H3MbIBAHE.

XuapoxmopOTHAsHI NPHIHHABA CHIIO M YBEIMMABAHE HA KANHMEBATa CKCKPELMA, KOSTO 3aBHCH OCHOBHO
OT KATHEBATA CEKPOIMA B MCTANHMTE M ChOMparerrM TyOyim (yBemmucHa oOMIHA MEXKIY HATPHEBH M
KameBH Honm). CamMyperHdHHAT HiIH AMYPETHIHHAT e(eKT HAa XHAPOXIOPOTHA3HI HE C¢ MOBIHABA OT
AIAN03a WK aNKAN03a.

Cxopocrra Ha THOMepynHa GHITpalids B HAYANOTC € HAMANCHA N0 JeKo yammxeHa. [lo Bpeme Ha

TIDOTHIIAHTENHO JICYEHHE C XMADOXJOPOTHAZHY KANIHEBATA eKCKpels mpes OnOpermre ¢ HamaneHa,
IIOPAZM KOETO € BEIMOKHA XHIEPKAIHEMHS.

XuApoXIOpOTHAIHA HaMa/liBa Tiepud)epHATa PESHCTEHTHOCT Ype3 OTNyCKaHe HA TNAIKATa MyCKy1aTypa
HA KPHBOHOCHMTE Ch/IOBE.

ITpy DAUMEHTH ¢ XpOHHYHA 6EOPETHA HETOCTATEYHOCT {KPEATHHHHOB RIHPHHC 10-Mamko oT 30 ml/min
H/WIH cepyMeH xpearvHvE oxoXo 1,8 mg/100 ml) xunapoxnoporvasun ¢ ordactu HeedexruseH. [Ipn
napentd ¢ Os0peuna u  ADH-uyscreurenen Ge3pkyceH aualer, XMAPOXNOPOTHA3HMI HMA
aHTHIMYpeTHYeH edexT.

Hemenanomen pak aa KoxaTa: Bbs 0CHOBE HA HAUTHIHHTE JARHH OT CTIHIEMHOJOTHYHHA NIpOYYBaHNA €
HaO/moaBaHA 3aBHCHMA OT KyMYJIATHBHATA 71033 BpB3ka Mexany XXT3 u HMPK. Expo npoyusaiie
BIUTIOYBA NOMYNALHA, CRCTOAMma ce ot 71 533 cny4an na BKK u 8 629 crywau va CKK, 4 nonynamys ot
croTseTHO 1 430 833 u 172 462 nopxomsmmu kouTpond. Bucokara ynorpeba ua XXT3 (kymynaTuszo =50
000 mg) e cenp3ana ¢ xkopurHpan OR 1,29 (95% JIH: 1,23-1,35) 3a BKK 1 3,98 (95% JIH: 3,68-4,31) 3a
CKK. Habmonasata e sCHa BPB3ka KyMyaaTHBHa 1038-0TroBop kakto 3a BKK, raka u 33 CKXK. Jlpyro
MpOyHBaHe NOKa3Ba Bh3MOKHA BPL3Kka Mexay paxa Ha ycraute (CKK) 1 excrosmmaara #a XXT3: 3a 633
CIy4aH Ha Pax HA YCTHHTE ¢ noadpana monynaums ot 63 067 noaxoImid KOHTPONM, KATO C& HINO0N3Ba
cTparernd 3a B3eMaHe Ha npobH, onpefienena or pucka. JleMOHCTpAPAHA € BPE3KA KyMyT4THBHA J038~
otrosop c kopurupan OR 2,1 (95% JIH: 1,7-2,6), sapacrsam no OR 3,9 (3,0-4,9) 3a Bucoka ynorpe6a (~
25000 mg) n OR 7,7 (5,7-10,5) 3a Haii-BHCcOKaTa KyMynaTHBHa 032 (~ 100 000 mg) (B&. CHLIO TOUKA
4.4).

5.2 <DapMaAKOKHHETH'HH CBOHCTBA
Bucanponon

Abcopbima
BronanmmaHOCTTa Ha GHconpomon or GpriMmupanure TabneTxs € okono 90 %. Buconpomnon ce abcopbupa

o
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Apob (< 10 %) pesynrupa B abcomorna 6uonammuHocT ot 88 %. Brconmponon Moxe 3 ce NMpHEMA Ha
TIpaseH CTOMAX HIM TIO BpeMe Ha 3aKycka, 6e3 ToBa Jia ce 0Tpa3 Ha abcopOiuaTa Mt OHOHANMIHOCTTA,

Paznpenenetme

CpBp3BaHeTO Ha IUIa3MEHMTE OpoTeHHH ¢ Guconponox e oxono 30 %. [aTodusnonormHHITE TPOMEHH B
IIA3MEHHTE MPOTEHHM Kato al rMKonpoTenHy, He TPAOBa 12 WMa edeKT BEPXY (apMakoKMHCTHKATA HA
Suconponon, [TMKET HA NasMEHATa KOHICHTPAaIHA OGMKHOBEHO C& AOCTHTA Cliej Okomno 1-3 waca cnen
npeemaneTo. Brconponon mpHICkasa yMepeHa JMroQWIHOCT M IO TAa3H NPHYMHA CE CBHp3Ba cnabo ¢
IIAIMEHHTE NPOTEHHM, HETOBMAT o6em Ha pasnpeaenenue e 226 + 111 (x + SEM).

Braorpanchopmarpis

Buconponon ce OTCIPaHABA OT OPraHW3Ma Ype3 /B3, CKBHBAICHTHO SEKTUBHH KIHPBLHCOBH ITETHINA:
TIOJIOBMHATA OT HETO C& TPAHC(HOPMHUpa IO HEAKTHBHH MeTabONHTH B YEPHHA OPOG M TAXHATA EKCKPELHA €
npes GbOpeyate, a APYTaTa NOMOBKHA C& eKCKPETHPA KAaTO HerpoMeHeHa cybcTarma npes GnOpeinire.

Erckperp
InasmeHuMaT enuMMMHALHMOHEH nonyxcuBoT € 10-12 yaca. Cuax B AUC-cTOlHOCTHTE H2 GmCOmpomnon B
steady state ca OHOexBMBANCHTHH BHE (HKCHpaHATa KOMOHHAIME C XHAPOXNOPOTHA3HA H

MOHOTNPEIAPATa.

Xuopoxaopomuasuo

AbcopOia

Criex nepopanie NpHIoKeHAS 0k00 80% OT XHAPOXNOpOTHA3HE ce abcopbupa OT CTOMAITHO-YPEBHIA
Tpakr. CHcTemHara HamrauocT € 71 £ 15%.

Pasnpenencnne
CpEp3BaHETO ¢ IUIA3MEHMTE NPOTEHHM HAa XWAPOXNOpOoTHasha € 64%; OTHOCHTENHHAT obeM Ha
pasnpeacncuue € 0.5-1.1 kg,

Exckperps
Ipu 3apaBu xopa mopeue ot 95% OT XHAPOXIOPOTHAHI C& eKCKperHpa mped Onbpermre karo
HETIpOMEHEHa cyOcTanupa.

Tlpu HopMama Os6peyna QyHKIRS TAMHHALHOHHOTO BpeMe HAa nomyxmpor ¢ 9-13 waca. [TukeT Ha
TUIA3MEHATa KOHLICHTparyd 0OHKHOBEHO ce IOCTHTA e 2-5 Jaca.

Tosu mepHos ce yBeNMYABA TPH HATHYME HA HamarneHa ObGpevHa ywkmas u e okono 20 waca npH
TELHCHTH ¢ TepMAHATHA OEOpeTHA HEAOCTATRYHOCT.

HuyperHurmsT eeKT 3anousa b paMxuTe Ha 1-2 4aca H B 3aBHCHMOCT OT AO33Ta C& MoAaspxa 38 10-12
yaca. AHTHXHIIEpTEH3HBHMAT ediekT npoAkDKasa A0 24 1aca.

53 IlpeaknaarTHaN JaHHH 33 6e30MaACHOCT
Tlpe/HMHAMYHM CTAHJAPTHH TECTOBE (ABATOCPOYHA TOKCHYHOCT, MYTArCHHOCT, TCHOTOKCHYHOCT H
KapLMHOTEHESH TCT) [OKA3EAT, 1¢ OHCONMPOION WiIH XHIPOXJIOPOTHAZH] HE €3 TOKCHYHH 33 J0BCK. Kakro
apyrure Oera OnoxepH OHCONPONON FBB BHCOKH JO3H, NPH NPOYYBAHHN BHPXY CKCIICPHMEHTANHH
AKHBOTHH, TIOKa3Ba TOXCHYHH e(pekTH BHPXY Maiikara (HAMAJIABA PHEMA HA XPaHa M TETJOTO HA TWIOTO)
u kbM eMOpuona/eryca (ysemmvaBa pesopOLuaTa, HAMANABA TETNOTO Ha NOKONEHMETO, 0DOpaTHO
(H3HYeCKO pasBHTHE HA TWIOTO A0 Kpas HA NakTanpaTa). bruconponon xakTo i XHAPOXJIOPOTHASHA He ca
TeparoreHHn. JIMICBa yBeNHdaBaHe HA TOKCHYHOCTTA, KOTATO ABATa KOMIOHEHTa Ce TPHEMar
&XHOBPEMEHHO.
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6. DAPMANEBTHYHH JAHHHA

6.1 Coacbk HA TOMOIIHITTE BEINECTBR

Anpo Ha Tabnerkara;

MHKPOKDHCTAJTHA LEy1032

xammer xaaporendocdar
TPeKEATHHHIHPAHO LAPEBHYHO HHIIECTE
CHIIHITHEB THOKCHI, KOjioHeH bessonen
MarHe3Hes Creapar.

Q0pMBKa HA TAONETRATA;

Xurpomenosa

JHMETHKOH 350

MAKpPOToJ

THTauHes guokcud (E 171)
xkene3ed okcHy uepseH (E 172) .

6.2 HecnrpMecTuMOCTH
Henpuroxuamo.

6.3 Cpox Ba rogmocT
4 roHHH.

6.4 ChnenranuH yCIOBHN HA CHXPAHEHHE
Jla ce ceXpaHssa B OPHTHHAITHATA OMAKOBKA.
Ja ce cexpanasa nox 30 ° C.

6.5 Bnag = coabpxanne HA ONAKOBKATA
PVC/PE/PVDC/Al 6muctep.
OpuriHanas onakosky ot 30, 50 u 100 TabneTku

6.6 CoenEanHH Npe/NIAIHA MEPKH NPH H3XBLPISEE H paloTra

Hama cnenmaniy H3UCKBAHAS

HensnompaHuaT NPOAYKT WM OTHANBYHATS MATEPHANH OT Hero TpabBa Na ce H3XBBPIAT B CHOTBETCTBHE
¢ MECTHHTC H3HCKBAHHA.

7. TPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

ALIUD® PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
I'epmarma

E-mail: info@aliud.de

8. HOMEP HA PAIPEHNIEHHWETO 3A YHOTPEEBA

Pernctpammonex HoMep: 20060157
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9. JATA HA ITHPBO PAIPEIIABAHETIOMHOBABAHE HA PAPENIEHHUETO 3A
YHOTPEBA

Jara Ha mepso paspemnasane:11.04 2006 1,
Jlara na mocnemso nognosseane: 15.11.2011

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA

1172021
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