INPUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA ITPOAYKT
Homunpen bu-®opte 10 mg/2,5 mg ¢punmupann TabieTKu
Noliprel Bi-Forte 10 mg/2.5 mg film-coated tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Enna dunmupana tabnetka cbabpka 6,79 mg nepunmonpun (perindopril), exBuBansenTHn Ha 10 mg
nepunaonpui apruaus (perindopril arginine) u 2,5 mg unaanamuz (indapamide).

TTomoIiIHO BelecTBO € U3BECTHO JIEUCTBUE: TAKTO3a MOHOXUIPAT
3a IBIHUA CIUCHK HAa IOMOIIHUTE BEIIECTBA, BUKTE ToUKa 6.1.

3. JJEKAPCTBEHA ®OPMA

OunmMupana TabieTka.

bsina, xppria punmMupana TadyeTka ¢ mmaMeTsp 8 MM u paanyc Ipu u3BHUBKaTa 11 mm.

4, KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU NOKA3AHUS

Homumpen bu-®opre e mokazaH KaTo 3aMEeCTUTENTHA TepaIHsl 3a JIeUeHNe Ha eCeHIINa Ha XUIIEPTOHUS IPH
MAIUEeHTH, KOUTO BeUe ca KOHTPOJIMPAHU C IEPUHAONPHIT U WHIATaMHU]] TaBaH! €THOBPEMEHHO B ChIaTa

AO3UPOBKaA.

4.2  J103MpOBKAa U HAYMH HA NPUJIOKEHHE

ﬂO?:H[ZOBK&

Enna Tabnetka Hommmpen bu-®opte mHEBHO KaTo eIHOKpaTHA /1033, 33 MPEANIOYUTAHE € JIa Ce MprueMa
CYTpHH U IPEH XpaHEeHe.

CrenuaaHy IOnyJIann

Cmapuecka év3pacm (6xc. mouxa 4.4)

[lpu mammeHTH B HampenHala BB3PACT CEPYMHUST KpEaTWHHH TpsOBa Ja ce OLEHH B 3aBHCHUMOCT OT
BB3pACTTa, TEIECHOTO TerNo W moja. [lanmeHTH B HampenHama BB3pacT MoraT Jia ObaaT JICKyBaHHU, aKo
O0BOpedHaTa PYHKITHS € HOPMAJTHA U KaTo C€ MMa MPEABUI OTTOBOPa Ha KPBHBHOTO HAJIATAHE.

Bvopeuna neoocmamvunocm (6sic. mouka 4.4)

Ilpu Texka U ymepeHa ObOpeYHA HEIOCTATHYHOCT (KPEATMHMHOB KiIMpbHC mox 60 ml/min) nedenuero e
POTHBOIOKA3aHO.

OO61YafHOTO MEIUIIMHCKO MPOCIEAIBaHE BKIIOYBA YECT KOHTPOJI Ha KPEATHHUHA U KaJlUsl.

Yeproopobna neoocmamuvunocm (soic. mouxu 4.3, 4.4 u 5.2)
[pu Texxka YepHOAPOOHA HEJJOCTATHYHOCT JICUYSHUETO € MMPOTHBOIIOKA3aHO.
[pu nanmeHTH ¢ yMepeHa 4epHOIpoOHa HEJOCTATHYHOCT He € HeOOX0/IMMa MPOMsIHA Ha JI03aTa.

Heouampuuna nonynayus
Bezonacnoctra u epukacuocrta Ha Homunpen bu-®opte mpu gena u oHomM omle He € ycraHOBeHa. Hsma

Hann4Hyu nanad. Homunpen bu-®@opte He TpsiOBa na ce mpuiara npu Aeta U IOHOLIH

Hauwun Ha nmpmitosxkeHue




IIepopanHo npunoxeHue.

4.3 IIpoTuBONOKA3AHUS
Cévp3anu ¢ nepuHoOnpua:

- CBpBXUYYBCTBUTEIHOCT KbM aKTUBHOTO BellecTBO MM KbM pyr ACE nnxuburop;

- AHaMHe3a 3a aHTUOHEBPOTHYEH OTOK (0TOK Ha KBHHKE) BB Bpb3Ka € MPEAUIIHO MPUIIAraHo JEYSHUE C
ACE unxubutop (BX. Touka 4.4);

- HacnencTBeHn/uanonaTHueH aHTHOCHECM;

- Bropusr u TpeTusT TpUMECThp Ha OpeMeHHOCTTa (BXK. Touka 4.4 1 4.6);

- EnnoBpemenHa ynotpe6a Ha Homumpen bu-@opTte ¢ almmcKkupeH-chabpKay TPOAYKTH IpY HallueHTH
ChC 3axapeH auadeT uin ObOpedHo yBpexkaane (ckopoct Ha riiomepyinHa gurrparms (GFR < 60
ml/min/1,73m?) (Bx. Touku 4.5 u 5.1);

- EnnoBpemennata ynorpe0a npu jedeHue cbe cakyoutpui/Bancaprad, Homunpen bu-®opre He TpsioBa
Jla ce 3aIoy4Ba Npear Aa ca U3MHUHaIM 36 yaca OT MpUeMa Ha MocieJHaTa J103a CaKyOuTpul/BaicapTan
(Bx. Touku 4.4 u 4.5);

- ExctpakopnopanHu nedeHusi, BOAEIIM 10 KOHTAKT Ha KPBBTa C OTPULIATEIIHO 3apeAeHH TOBBPXHOCTH
(Bk. TOUKa 4.5);

- 3HaunMa JIByCTpaHHa CTEHO3a Ha OBbOpEUHHTE apTepHH WM CTEHO3a Ha ObOpedHaTa apTepus Ha
eIMHCTBEH (QyHKITHOHHpAIT ObOpeK (BK. Touka 4.4).

Cevp3aHu ¢ uHOANAMuUo:
- CBpBXUYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO WM KbM JIPYT CYI(POHAMHUT

- Texka n ymepena Ob0peuHa HEJIOCTATHYHOCT (KPEATHHUHOB KIHPBHC moa 60 ml/min)
- YepHoapoOHa eHiiedamonarus

- Texka yepHOAPOOHA HEIOCTATHYHOCT

- XunokanueMmus

Cevpzanu ¢ Hoaunpen bu-@opme:

- CBpBXUYYBCTBUTEIHOCT KbM HSKOE OT IOMOITHUTE BELIECTBA, U30pOEHH B TOUKa 6.1

[Mopayu nurica Ha nocTaThueH TepanesTudeH onut, Hoxumnpen bu-dopre He TpsiOBa ga ce U3non3sa mnpu:
- Ilanuentn Ha Tuanusa

- IlammenTtyn ¢ HeeKyBaHa JeKOMITIEHCUPaHa ChpI€YHA HEAOCTATHYHOCT.

4.4  CpoeuuaJHu npeaynpe:kaeHUs U MpeanasHu MEPKH NPH ynorpeda

CrnenmaJHu NpeaynpeRIeHus

Obwu 3a nepundonpul U UHOANamuo:

Jlumuesu npenapamu
KomOuHaImsTa OT JIUTHEBH TIpenapaTiH i KOMOWHAIMSTA Ha TIEPHH/IONPUI C HHAAMAMH] OOMKHOBEHO HE Ce
npernopbuBa (BxK. Touka 4.5).

Cevbp3aHu ¢ nepuHoOnpun.

eotino brokupane na cucmemama peHuH-aneUOmeH3uH-an0ocmepon (RAAS)

Wwma nannu, ye eqHoBpeMenHata ynorpeba Ha ACE maxubuTopu, anrnoreHsut ll-penentopHu 6J10Kkepy HIIH
ANMCKUPEH MOBHINIABA PUCKA OT XUIIOTOHUS, XUIIEpPKATHEMIs U HaMaisBaHe Ha ObOpeuHaTa QyHKIHs
(BKITFOUHTETTHO OCTpa OBOpedHa HemocTaThuHOCT). [lopaay TOBa He ce MpemophUBa IBOMHO OIOKHpaHe Ha
PAAC upe3 komOuanpanata ynorpeda Ha ACE maxubutopu, anrnotensuH [l-pernentopan 6mokepn nim
ajucKupeH (BXK. Touku 4.5 u 5.1).




AKO ce TIpelieHH, Ye Tepanusira ¢ ABOHHO OloKupaHe € abCOIIOTHO HEOOX0IMMa, TOBA TPSIOBa Jla cTaBa caMo
1071 HaOJFOICHUETO Ha CIICIUATUCT U TIPH Y€CTO BHUMATEIHO MOHUTOPHpaHe Ha ObOpeuHaTa GyHKIHS,
EJIEKTPOJINTUTE ¥ KPHBHOTO HaJISITAHE.

ACE naxuburopu u aHrnoTeH3uH II-pernentopHan 010kepr He TpsOBa 1a ce W3MOI3BAT STHOBPEMEHHO TIPH
MAIUeHTy ¢ nuabeTHa HedpormaTus

Kanuii-coxpanssawu nexapcmea, xanuesu 000asKu Uiy 3aMeCmument Ha CONMa, CbObPAHCAWU KATUL
KoMOuHHMpaHeTO Ha MEPUHONPHII C KAJIMH-ChbXPaHSBAIM JICKAPCTBA, KAJTUEBU JO0ABKYU WU 3aMECTUTEIN
Ha COJI, ChABPKAIIM Kaluii OOMKHOBEHO HE CE MPEnophuBa (BXK. Touka 4.5).

Heymponenuslacpanynoyumosa/mpomboyumonenus/anemust

HeyTtponenus/arpanynonuro3a, TpPOMOOITUTOIICHUSI U aHEMHsI Cce ChOOIIABAT MPH TAIWEHTH, MOTyYaBally
ACE wuaxubutopu. [lpn nmanvenTn ¢ HopmamHa ObpOpeuHa (yHKIHMS 0€3 APYTH YCIOXKHSABAIW (HaKTOPU
HEYTpONeHUsI ce cpema psako. [lepuHmonpun TpsiOBa 1a ce H3MOJI3BA C M3KIIOYUTENHO HOBHIIECHO
BHUMAaHHE NIPU MAlMEHTH ChC ChOBA KOJAreH03a, MMYHOCYIIPECUBHA TEpaIlus, JIEYEHUE C aJIONMyPHHOI WU
NPOKaNHAMHJ WM KOMOWHAIMA OT Te3W YCIOXKHsBalM (GpakTopu, 0coOEHO MpH ChILECTByBalla ObOpedHa
HEJO0CTATHYHOCT. HSIKOM OT TE3U MalMeHT! ca pa3BUIIM CEpUO3HU HH(EKINH, KOUTO B OTACITHH CIIyYau HE ca
OTrOBOPHIIM Ha MHTEH3UBHO aHTHOMOTHYHO JiedeHue. B ciryuail Ha M3non3BaHe Ha MEPHHAONPHUI TIPU TaKWBa
NaIMEeHTH Ce TPENOpbhYBa NMEPUOJMYHO HM3CIICABAHE HA JICBKOIUTUTE, a MalHueHTUTe TpsiOBa jga Obaatr
MHCTPYKTUPAaHH Ja ChoOIaBaT 3a BCsAKa MposiBa HAa MHQEKIUs (Hamp. BBH3MAJIEHO TI'bPJIO, IMOBUIIEHA
Temmeparypa) (BxK. Touku 4.5 u 4.8).

Penosackynapna xunepmonus:

[Ipu manmeHTH ¢ AByCTpaHHA CTEHO3a Ha ObOpEeYHaTa apTepus WM CTCHO3a Ha apTepUsATa IIPH SIUH
(hyHkmoHupair 0s0pek, JiekyBanu ¢ ACE uHXuOUTOpH, ChIECTBYBA OBUIIICH PUCK OT XUTTOTOHHS U
O0BOpeyHa HeJJOCTaThUHOCT (BK. TOUKa 4.3). JIeueHHueTo ¢ MUypeTHIM MOXKE J1a CTaHe JOMPHUHACSI (akTop.
3arybara Ha Ob0peuHa QYHKIMS MOXKE Ja HACTBIIN P MUHUMAJIHA U3MEHEHHSI B CEpYMHUS KPEaTHHHH
JIOpPH TIPY TIAIIMEHTH C €IHOCTPaHHA CTeHO03a Ha ObOpeYHaTa apTepusl.

Cepwxuyecmeumennocmlanzuoedem

AHTHOEZIeM Ha JIMIETO, KPAHHUIIUTE, YCTHUTE, €3MKa, TNIOTHCA W/WJH JIAPUHKCA C€ CHOOIIABAT PSIKO IPU
NalUeHTH JICKYBaHH C MHXUOMTOPH HAa aHTHOTEH3MH-KOHBEPTHPAILUS €H3UM, BKIIOUUTEIHO MEPUHAONPHI
(Bx. Touka 4.8). Tolf MOXe Ja HACTBHIIH 110 BCAKO BpeMe B XOJa Ha JieueHneTo. B TakuBa ciydan jedyeHHeTo
¢ TIEpUHIONPHII TPsAOBa &a ce TMpeKkpaTH He3abaBHO W TpsOBa Ja ce Ha3HAYM CHOTBETEH KOHTPOJ [0
HACTBIIBaHE HAa ITBIHO OOpAaTHO pa3BUTHE HAa CHMIITOMAaTHKaTa, MPeau OCBOOOXIaBaHE Ha MalueHTa. B
CIIyJawTe, TP KOWTO OTOKBT 3acsra caMmo JIMIIETO W YCTHUTE, TOBa ChCTOSHUE OOMYaliHO MpeMuHaBa 0e3
JieueHHe, BBIIPEKU Y€ MMa 110J13a OT aHTUXUCTAMUHOBH CPEJCTBA 32 00JIEKYaBaHEe HA CHMITOMATHKATA.
AHTHOEIEeM, CBBP3aH C OTOK Ha JIapuHKCca, MoXe a Obae dartaneH. Korato nma 3acsrane Ha e3uka, IJIoTUCA
HJIK JIJapUHKCa C BEPOATHOCT 3a O6CprKIlI/I$I Ha JUXATCIIHUTC ITbTHUILA, He3a0aBHO TpSI6Ba Ja CC MPUII0XKHU
MTOIXOIAIIO JIEYEHHE, KOETO BKJIIOUBA IOAKOKHO IPHIIOKEHHE Ha afpeHaanHoB pasrsop 1:1000 (0,3 ml mo
0,5 ml) u/umu Mepku 3a OCHTypsiBaHe Ha IPOXOJIUMOCT Ha TUXATEIIHUTE ITHTUIIA.

[Ipu mamuenTn ot uepHaTa paca, noiydaBamu ACE umaxuburtopm, ce cboOmiaBa 3a Mo-BHCOKA YECTOTa Ha
aHTHOEJIeM, OTKOJIKOTO TIPH JIMIla OT OsjiaTa paca.

ITarmenTn ¢ amamHe3a 3a anrnoeneM HecBbp3aH ¢ ACE-HHXHOWTOpPHO JieUeHHE ca C IMOBHIICH PHUCK OT
aHruoeneM 1o Bpeme Ha jedenne ¢ ACE uaxuburop (Bxk. Touka 4.3).

UpeBeH aHTHOEIeM ce ChOOIIaBa psIKo Mpu manueHTH, JekyBanu ¢ ACE naxubutopu. Te3u manueHTH ca ce
OTIJIAKBaJIM OT 0OJIKa B KopeMa (¢ uiu 0e3 rajieHe Uik MOBPhIIaHe), B HSIKOU clIy4ad He € HMAaJIo
npe/ecTBanl JULeB anrnoeeM, a Huata Ha C-1 ectepaszara ca Ouii HOpMalTHH. AHTHOEIEM € OnII
JMAarHOCTHIIUPAH Ype3 Pa3iudHK MPOIeypH, BKIroUUTeTHO adpomuHanHa CT wim ynTpas3ByK, Wid 1O
BpeMe Ha oIlepaltysl, a OIJIaKBaHUsITA ca IpeMuHany cien ciiupane Ha ACE uaxuburtopa. UpeBHUAT
aHTHOe/IeM TPsAOBa 1a ObJie BKIIOUCH B qud)epeHIaiHaTa [iardosa npu naruentH, npuemariu ACE
WHXUOHUTOPH, OTUIAKBAIIM CE OT OOJIKa B KOpEeMa.



KoMOuHHpaHeTO Ha IEPUHIONPHII ChC CaKyOUTPUJI/BaJICAPTaH € MPOTUBOIIOKA3aHO MOPAIH YBEIIMUCH PUCK
ot anruoeneM (Bx. Touka 4.3). JledeHne chc cakyOMTpruT/BaJicapTaH He TpssOBa 1a ce 3amodBa IpeIu aa ca
M3MUHAIH 36 Yaca OT MpHUEMaHeTo Ha TIOCIIeIHATA [103a OT JICYCHUETO ¢ TIEPUHIONPHUI. AKO JIEYSHHETO ChC
cakyOuTpHII/BajicapTaH € MPeKpPaTeHo, JCYSHUETO ¢ TISPUHIONPUI He TPsIOBa /1a ce 3arouBa Ipejy Ja ca
M3MHUHAIK 36 Yaca OT IPUEMAaHETO Ha MOCJIeAHaTa 103a CaKyOuTpuil/Bancaprat (BxK. Touku 4.3 u 4.5).
EnnoBpemennata ynorpeda Ha ACE nnxubutopu ¢ NEP unxuburtopu (Hamp. parekamorpui), mMTOR
UHXUOUTOPH (Hap. CHPOINMYC, EBEPOTUMYC, TEMCHPOIUMYC) U TITUITHHHY (HAIP. TUHATIHUIITHH,
CaKCaIJIMIITHH, CUTATVIAIITHH, BUJIIATINIITAH) MOJXKE J1a OBE/IE JI0 TIOBHIIIEH PUCK OT aHTHOeaeM (Harp.
MOJ{yBaHe Ha TUXaTEeIHUTE IIHTHINA WITH €3WKa, ChC WK 0e3 HapymeHo aumane) (Bxk. Touka 4.5). TpsoBa na
ce TIOAXOXK/Ia C MMOBUIIICHO BHUMAaHKUE KOTaTo ce 3armouBa parekaaorpui, mTOR uHxuOuTOpH (Hamp.
CUPOJIUMYC, EBEPOJIMMYC, TEMCHPOIUMYC) U TJIMIITUHY (HAIp. JIUHATIMITHH, CAKCATJIMIITHH, CUTATIUIITHH,
BUJIIATVIMIITYH ) TIPH MALMEHT, KoiTo Bede mpuema ACE uaxuburop

Anagunakmoudnu peakyuu no epeme Ha 0eceHCUOUIUZAYUL

Wma n3onupanu choOmEeHN 32 MAUEHTH MOJTyYaBally POABJIKUTEHH, )KUBOTO3aCTPAIIaBAIIN
aHaUIAKTOMIHH peakunu rnpu yrnorpeda Ha ACE uHXHOUTOpHU MO BpeMe Ha JIeCeHCHOMIN3NPAIIO JIeueHHe
C OTpOBa OT UUIMOKPWIN HacekoMu (myenu, och). ACE uaxuOuTopuTe TpsaOBa a ce M3MOMI3BAT C MOBUILICHO
BHUMAaHHE [IPH AJIEPTUYHY NAIIMEHTH JIEKYBaHHU C JIECEHCHOMIN3AIMS U J1a ce U30sTrBaT IPH MPOBEKIAIIUTE
UMyHOTepanusi ¢ oTpoBu. Te3n peakiuu obade MoraT Ja ce u3berHat upe3 BpemenHo crnrpane Ha ACE
WHXUOUTOpPA 32 MUHUMYM 24 daca TIpeId JICUSHHUETO MPH MAIMeHTH, HyKIaenu ce eqaoBpemMeHHo oT ACE
WHXUOUTOPH W JIECCHCUOMITA3AIHSL.

Anagunakmoudnu peaxyuu no gpeme na LDL agepesa

Psaxo manumentun, nomydaBamd ACE maxuOutopn, mo BpeMe Ha adepesa Ha JIMIONPOTEHHHUTE C HHUCKA
mrsTHOCT (LDL-adepesa) ¢ aekctpan cyndar ca UMaiH KUBOTO3acTpallaBalld aHAQWIAKTOUAHN PEaKInH.
Te3u peakuuu ce n30sArBaT upe3 BpeMeHHO cnupane Ha ACE-naxuOuTopHarta Tepanus npeau HavaaoTo Ha
BCsiKa adepesa.

Iayuenmu na xemoouanusa

AHapUIaKTOHIHN PEaKIMU ca ChOOIIABAHU NP MAIMCHTH, MPOBEXKIAIIN THATN3a C BHCOKOIPOIMYCKIHBU
(high-flux) memOpanu (Hanp. AN 69®) u nexyBanu exHoBpeMenHO ¢ ACE unxubutop. Ilpu Te3u naiueHT!
TpsibBa Ja ce OOChIM H3IOJI3BAHETO HA pPA3IM4YeH BHJ AUATM3HH MeMOpaHW WIM pa3iHyeH KIac
AQHTUXUIICPTCH3UBHU CPE/ICTBA.

ITvpsuuen andocmeponuzvm:

[TanmeHTH ¢ TBPBUYEH XHUIIEPAIIOCTEPOHU3BM KaTO LSJI0 HE C€ BIHSIST OT JICUSHUE C aHTHXUTICPTEH3UBHU
JIeKapcTBa, ACUCTBAIIM Ype3 HHXUONpaHe Ha cCUcTeMaTa peHUH-aHrrnoTeH3uH. [lopaau ToBa ynorpebaTa Ha
TOBA JICKAPCTBO HE CE€ IMPETOPHUBA.

bpemennocm

He tpsa6Ba na ce 3anousa neyenne ¢ ACE uaxubutopu mo Bpeme Ha 6pemeHHOCT. [lanmenTkure, KOUTO
TUTaHApaT OpEeMEeHHOCT, TPSOBa /la MPEeMUHAT Ha aJTepHATHBHO aHTUXHUIIEPTEH3UBHO JIEYCHHE, KOETO € C
yCTaHOBEH MpOoQuIT Ha 6e30MacHOCT 3a yroTpeda Mo BpeMe Ha OpEMEHHOCT, OCBEH aKO MPOABIKUTETHOTO
neuenne ¢ ACE nHXuOuTOp He ce cuere 3a KpaitHo HeoOoxoaumo. KoraTto OpeMeHHOCTTa € TOTBBP/ICHA,
neuenneto ¢ ACE unxuburopu tpsOBa He3a0aBHO Jla ce MPEYCTaHOBHU U, aKO € MOAXOMALIO, /Ia C€ 3aTI0YHE
AJTEPHATUBHO JieueHue (BXK. TOUkH 4.3 u 4.6).

Cesvp3saniu ¢ UuHOAnAmuo:

Yeprnoopobrna enyepanronamuis

[Ipu HapymieHa yepHOAPOOHA (QYHKIMS THA3HIHUTE JUYPETHIM W TEXHUTE aHAJIO3W MOTAT JIa MPHYHHSAT,
0COOCHO B CITy4ad Ha eJIeKTPOIUTEH Iuchamanc, 4epHOIpoOHa eHIedanonaThs, KOsSTO MOXKe Jja IIporpecupa
JI0 YepPHOIpOOHA KoMa. B Te3u cinyvan npreMaHeTo Ha TUypeTHKa TpsiOBa Jia ce crnpe He3abaBHO.

Domocencuburuzayus
Crnyyan Ha ¢doToCeHCHOMIM3auMs ce ChOOIaBaT MpH MPHUEM Ha THA3WUIHWA TUYPETHLH U TEXHUTE aHAJIO3U
(Bx. Touka 4.8). Ilpm HacTeIBaHe Ha (POTOCEHCHOMIM3AIUSA TI0 BPEME Ha JIEUEHHETO CE IPENophuBa



cnupaHero My. Korato oBTOPHOTO IpUIIO)KEHUE HA AUYPETHKA C€ CUUTA 32 HEOOXOIUMO C€ IPernopbuBa
Ipeana3BaHe Ha OTKPUTHTE YacTH Ha TSUIOTO OT M3JaraHe Ha CIbHYEBAa CBETIMHA U M3KYCTBEHU
YITPAaBUOJIETOBH JTbYH.

IIpenna3am Mepku npu ynorpeda

Obwu 3a nepuHOONpUL U UHOANAMUO .

bvopeuna neoocmamvunocm

Ipu Texka 1 ymepeHa Ob0peuHa HeIOCTaThYHOCT (KeaTUHHHOB KiupbHC < 60 ml/min) neuenuero e
MPOTHBOIOKA3aHO.

[Ipu HsKOM MALMEHTH C XUIIEPTOHUS U Oe3 MpeIecTBaIly POSBY Ha ObOPEUHH YBPEXKIaHUS, IPH KOUTO
O0BOpedHUTE KPBHBHU MPOOH MOKa3BaT PYHKIMOHATHA ObOpevHa HEJJOCTaTHUHOCT, JICYCHUETO TPsIOBa J1a ce
IPEKbCHE U 110 BB3MOKHOCT J1a ¢€ Bb300OHOBH C ITO-HHUCKA J103a MIIM CAMO C €IIMH OT IpeTapaTuTe.

[Tpn TakuBa NanMEeHTH MEIUIIUHCKOTO HAOIIOICHHE TPSIOBa a BKIIIOYBA YECTO KOHTPOJIMPAHE Ha KAJIUs U
KpeaTHHHHA B cepyMa, JBE CEAMUIN CJie]] HaJaJoTO Ha JICYCHUETO U CJIe] TOBA 110 BpeMe Ha TeparneBTUIHO
CTaOWMJIHUS NIEPHOJ TIpe3 Ba Mecela. 3a ObOpeyHa He0CTaThUHOCT Ce ChOOIaBa IIIaBHO PH MAIUEHTH C
TEKKa Chp/ACYHA HEJOCTATHYHOCT MM TIPH JIATeHTHA OBbOpeyHa HEJOCTATHYHOCT BKIFOUMTEIHO CTEHO3a Ha
PEHAJIHUTE apTEePUH.

JlekapcTBEHUST HMPOIYKT OOMKHOBEHO HE CE MPErnopbyuBa MpH OWiiaTepaliHa CTEHO3a Ha PEHAJTHUTE apTepuu
WM TIPY €IMHCTBEH QYHKIMOHUpAIL ObOpEK.

Xunomonus u 3aeyba Ha 600a u eneKmposumu

IIpn Hanmare Ha 3ary0a Ha HATPUH CHINECTBYBA PUCK OT BHE3AITHA XUITOTOHUS (0COOCHO PH HHANBUIH ChC
CTeHO3a Ha peHaHuTe apTepun). [lopaam ToBa € HEOOXOIUMO CHCTEMHO KOHTPOJIHPAHE HAa KITHHUYHUTE
CUMITOMH Ha 3ary0a Ha BOJA U €JIEKTPOJIMTH, KOUTO OMXa MOTJIH J]a CE TOSBAT BCJIEICTBUE Ha
WHTEPKYPEHTHH JUapHs WK MoBpbinane. [Ipu TakuBa manueHT! peloBHO TPsIOBa Jla ce KOHTPOJIUPAT
€JIEKTPOJIUTUTE B CEpyMa.

W3zpazenara XUIOTOHHS MOXKE Jja HAJIOKH MTPUIIOKEHUE HA MHTPAaBEHO3HA WH(Y3HS HA N30TOHUYEH Pa3TBOP
Ha HaTPHEB XJIOPHU/I.

[IpexomHaTa XUTIOTOHHS HE € MMPOTUBONOKA3aHNE 32 MPOIbIDKaBaHe Ha jiedeHneTo. Cies Bb3CTaHOBSIBaHE HA
JIOCTAThYHU KPBBEH 00eM M KPHBHO HAJIATAHE JICUEHHUETO MOXKE Ja OB/Ie Bh3CTAHOBEHO C HaMaJleHa /1032 TN
caMo C eIMH OT TpenapaTuTe.

Cepymen kanuii

KoMOuHanusTa Ha EpUHIONPHIT U MHIATIAMK]T HE MOXKE Ja IPESI0TBPATH HACTHIIBAHETO HA XUITOKAIUEMHUS,
0COOCHO TpH AUAa0CTUIIN WK TIPY TAIIMeHTH ¢ ObOpeUHa HeJ0cTaThuHOCT. KakTo mpu BCcUyKu
AHTHUXUIICPTEH3UBHU CPEJCTBA, B KOMOMHAIMS ¢ JUYPETHK, PEIOBHO TPSOBA JIa C€ KOHTPOJIMpPA CEPYMHOTO
HUBO Ha KaJHs.

Tomownu sewecmsa.
Homunpen bu-®opTte He TpsOBa 1a ce mpuiiara npy NanueHTH ¢ PSIKATE HACNICACTBCHU MPoOIeMH Ha
raJiakTo3Ha HEIOHOCUMOCT, OOIIl JIAKTAa3¢H JCPUIIMT WK TJIFOKO30-TajlaKTO3Ha MagadcopOuusl.

HuBo Ha nHatpuii
Homunpen bu-®opte chapprka mo-manko ot 1 mml marpwuii (23 mg) 3a exna tabiaeTka, KOETO O CHIIECTBO
O3Ha4aBa, Y€ He ChIbpKa HATPHUH.

Cesvp3sanil ¢ nepuHOOnpu.

Kawnuya

[Ipu ynorpeda Ha MHXHUOUTOPH HA AHTMOTEH3WH-KOHBEPTUPAIIUS CH3UM Ce ChOOIaBa 3a cyxa Kanumna. Ts
Ce XapaKTepu3Hpa ChC CBOSITa YIIOPUTOCT U C HEMHOTO M34e3BaHe clie]l IpeKpaTsaBaHe Ha jJeueHuero. [pu
MosiBaTa Ha TO3W CHMIITOM TPsIOBa /1a C€ MMa MPEIBU/I ITPOTCHHA ETHOJIOTHS. AKO BBIIPEKH TOBA CE&
npeamnoyuTa npeanuceaneTo Ha ACE nHXuOUTOp, MpoabKaBaHETO Ha TOBA JICUCHHE IPH MTOsBAaTa HA
KaIlUTAIa TPSIOBaA J1a Ce MPeOoIeHsBa.

Ileouampuuna nonynayus



EdukacHOCTTa M MOHOCUMOCTTA Ha TIEPUHJIONIPHUI TIPU CAMOCTOSTEIIHOTO MY MJIH KOMOMHUPAHO TpUIIaraHe
IIPY JIelia ¥ OIPACTBALIU HE Ca IPOYUEHH.

Pucxk om apmepuarna xunomownus u/unu 6vOpeunHa HeOOCMAMBUHOCHL (8 clyyaume HA CbPOEUHA
HeooCmamvyHocm, 3a2yoa Ha 6004 U eleKmpoIumu U m.x.)

3HaYUTEIHO CTUMYJIUpPaHe Ha CUCTeMaTa PEeHUH-aHTHOTEH3MH-aIJ0CTEPOH ce HabronaBa, 0coOeHO 1Mo
BpeMe Ha roysiMa 3ary0a Ha BOAa U €JICKTPOIUTH (CTPUKTHA AWETa C OTPaHUYEH MPUEM Ha COJI WK
MPOABIDKUTENHA TUYPETUYHA TEPAITHs), TP MAMEHTH C HUCKO U3XOJHO apTEPUAHO HAJSATaHe, B CIIyYa Ha
CTCHO3a Ha PEHATTHUTE apTepHH, IEKOMIICHCUPaHa ChpJCYHa HEIOCTATHYHOCT MIIH IUPO3a C OTOLH U ACIIHT.
CrnenoBaTenHO, OJIOKMPAHETO HAa Ta3W CUCTEMa MOJKE Ja IIPEeIN3BHKa, 0COOEHO M0 BpEME Ha IBPBOTO
npreMaHe Ha JIeKapcTBEHHsI IPOJIYKT M Mpe3 IbPBUTE J[BE CEAMUIIH Ha JICUSHHETO, BHE3AITHO CIIaJ[aHe Ha
KPBBHOTO HAJATaHE W/WJM TIOBHIIABAaHE Ha CEPYMHHS KPEaTHHHH, KOETO TOBOPH 3a (DyHKI[HOHAIHA
O0BpOpedHa HepocTaThuHOCT. [IoOHAKOTa TOBa HACTBIIBA OCTPO, HO PSIIKO M MO PA3IMYHO BPEME Ha JICUCHUETO.
[Ipu TakuBa cirydaun JeyeHHETo TPSAOBa Aa 3a104Ba C MO-HUCKH J103H, KOUTO NOCTETIEHHO J1a CE YBEINYaBar.

Xopa 6 cmapuecka 6v3pacm

[Mpeau HauanoTO HA JIEYEHHETO TPAOBA Ja ce u3cienBaT ObOpeuHaTa GyHKIUS U CEPyMHUS KaJlUi.
Hayannara 1103a B ociieAcTBUE TpsAOBa Ja ce aJalnTupa clopes IpoMsHaTa Ha KPbBHOTO HaJIsSIraHe, OCOOEHO
B CJIyyauTe Ha 3ary0a Ha BOJa U €JIEKTPOJIUTH, C IIeJI 1a € N30ErHe I0sBaTa Ha BHE3AIIHA XUIIOTOHUS.

Amepockneposa

Puck oT XUMOTOHUS CHILECTBYBA MIPU BCHYKH MALUEHTH, HO 0COOCHO BHUMaHKeE TPsiOBa /1a ce OTAeNs Ha
NalMeHTH ¢ HCXeMUYHa 00JIECT Ha CHhPLETO WM LUPKYJIaTOPHA HENOCTaThYHOCT Ha MO3bKa. [Ipu TakuBa
Cllyday JICUSHHETO CJIeIBa 1a 3aIl09HE C HUCKA J03a.

Penosacxkynapua xunepmonus

JledeHneTo Ha peHOBACKyJIapHaTa XUIIEPTEH3US C€ ChbCTOH B peBacKyJapu3anus. Bernpeku ToBa,
WHXHONUTOPHUTE HA AaHTHOTEH3WH-KOHBEPTHPAIIHAS €H3UM MOTaT Ja ObJIaT MOJIE3HH IIPH MMAIlUeHTH C
pEeHOBacCKyJIapHa XHUIEPTEH3MUsI, KOUTO 0YaKBaT XUPYpPrUIHa KOPEKIHS, a CHIIIO TOTaBa, KOTaTo TaKaBa
HaMeca He € Bh3MOJXKHa.

Jleuenunero ¢ Honumnpen bu-dopte He € moAXOIAII0 TPU MAIIUEHTH C YCTAHOBEHA WUJIU MOJ03UPaHa CTEHO3a
Ha OLOpEYHUTE apTepuu, ThH KaTO JICUCHHETO TPSAOBA Ja ce 3arovHe B OOJHUYHHU YCIIOBHS B JI03a MO-HUCKA
oT chabprkamara ce B Honunpen bu-dopre.

Covpoeuna nedocmamvyHoCchm / medcka copoeuna HedOCMAambyHOCH

IIpu marueHTH ¢ TeXKa ChpaedHa HepocTaThuHOCT (IV cTenen) He e momxomsamio jJederne ¢ Homumnpen bu-
dopre, THif KaTo TO TPsAOBA Ja 3aMOYHE MO MEIUIIMHCKA KOHTPOJ ¢ HamaJieHa HavyajlHa j103a. JIeueHneTo ¢
OeTa-0NoKepy TMPH MAIMEHTH C XUTIEPTOHHS M KOPOHAPHA HEIOCTATHYHOCT He TPpsAOBa aa ce crupa: ACE
MHXUOUTOPHT TPsOBa Aa ce 106aBU KbM OeTa-010Kepa.

Juabemuyu:

[pu marnueHTH ¢ HHCYINHO-3aBUCUM 3axapeH JuadeT (COHTaHHA TeHJICHIHS KbM MOBHUIIICHH CTOMHOCTH Ha
cepyMHUs Kanuii) nedenneto ¢ Homumpen bu-®opte TpsOBa aa 3amouBa Mo IeKapcko HaOII0IeHne ¢ HUCKa
HayaJlHa J03a.

'mukemusta TpsOBa a ce KOHTPOJIMpPA CTPOrO NpH IUMAOETHIM, NPOBEXKAAIIM JICUCHHE C MEepOpaHU
AHTHAMA0CTHU CPEACTBA WM MHCYJIMH, 0cOOEHO mpe3 mbpBus Mecell Ha JieueHneto ¢ ACE unxubutop (8orc.
mouka 4.5).

Emnuuecku pasiuku

Kakro Ipu BCHUYKHU I/IHXI/I6I/ITOpI/I Ha aHTUOTCH3WH-KOHBCPTUPALIIUSA CH3UM, NCPUHAONPHUIT € 3HAYUTCIIHO I10-
Heeq)eKTI/IBCH 3a MOHMXXAaBAHC HAa KPBBHOTO HAJIATaHC IIPU 4YCpHATA paca, OTKOJKOTO MIpU APYTHUTEC pacu,
BCPOATHO MOpaau 1mo-rojigMarta 4€CToTa Ha HUCKOPCHUHOBU CHCTOSAHUA CPEA YCPHOKOXKHU XUIICPTOHUILIHN.

Xupypeust | anecmesus
WNuxubruropute Ha aHTHOTEH3WH-KOHBEPTHPAIIUS €H3WM MOTAT Ja NMPUYHHST XUIIOTOHHS B CIydauTe Ha
aHecTe3Msi, 0COOEHO KOTaTo MPUJIOKESHHUIT aHECTETHK TIPUTEKaBa XUIIOTCH3UBHH CBOICTBA.



Ilo Tasu mpuymMHa ce TMpEnophUBa JCUCHHUETO C MHXHOWUTOP HA AaHTHOTCH3WH-KOHBEPTHPAIIUS CH3UM C
YOBIKEHO JEWCTBHE, KaTO HAIPUMEP MEPUHIOIPIUI, 1a OBAE CIPSHO, aKO € BH3MOXKHO, CIUH JICH TpPeIu
orepanuATa.

Aopmua unu mumpanua cmenosa | xunepmpogpuuna kapouomuonamusi
ACE 1psi6Ba 1a ObaT U3M0JI3BaHU C MOBUIICHO BHUMAHHUE MTPH MALUEHTH ¢ OOCTPYKLUS Ha U3XOAHUS TPAKT
Ha JIsIBaTa Kamepa.

Yeprnodpobra nedocmamvuHocm

Psaaxo ACE nnxuburopute ca CBbp3aHH CbC CHHAPOM, KOWTO 3alI04Ba C XOJECTaTUYHA XKBITCHULA U
nporpecupa 10 GpyIMHHAaHTHA YepHOAPOOHA HEKpO3a U (IIOHSIKOra) CMBPT. MeXaHU3MbBT Ha TO3U CHHAPOM
He e u3sicHeH. [lamuenTy, nonyuaBamy ACE UHXHOUTOPH, KOUTO pa3BUBAT KBITCHHUIIA MIIM 3HAYUTEITHO
MOBHINIABAaHE HA YEPHOIPOOHNUTE €H3UMH, TPAOBa aa mpekpatsit npuema Ha ACE naxuOutopa u 1a 6p1at
HOCTaBEHH T10]1 CbOTBETEH MEMIIMHCKU KOHTPOI (BXK. TouKa 4.8).

Xunepkanuemus

[loBumaBane Ha cepyMHHSA Kanuii ce HaOnronaBa mpH HsAKoM mauueHTH jekyBanu ¢ ACE muxuOuropw,
BktountenHo nepuHponpwi. ACE mHXuOUTOpUTE MOrar Jaa NpeIu3BUKAT XUIEpKaTHEeMHs, ThiH KaTo
WHXUOMpAT 0CBOOOXKIaBaHETO Ha anmocTepoH. OOMKHOBEHO epekTa He € 3HAUMM MpH MAIUEeHTH ¢ HOpMaTHa
O0bOpeuna ¢yHkusa. PuckoBuTe ¢akTopw 3a pa3BUTHETO Ha XWIIEPKAIMEMHs BKIIOYBAT OBOpedHa
HEJIOCTAThYHOCT, BJOIIAaBaHe Ha OwnOpeuHata GyHKIMs, BB3pacT (> 70 roawHM), 3axapeH auader,
MHTEPKYPEHTHH YCIIOXKHEHHUSI, 0COOEHO IeXUApaTalus, OCTpa ChpledHa AEKOMIICHCALUsl, MeTa0OoJIMTHA
alMao3a M €IHOBPEMEHHA yIHoTpeba Ha KalWid-ChbXpaHSABAIM JUYPETUIM (HAmp. CIUPOHOJAKTOH,
CIUIEPEHOH, TpPHUAMTEPEH, AaMWJIOPUI), KaJIHeBH J00aBKH WJIH KaJlUH-CHIbPKAIIM 3aMECTHTENN Ha
roTBapcKaTa COJI; WM MAlMEeHTH IpUEMAIlM JPYTd JEKapCTBEHH CPEACTBA CBbP3aHU C IIOBMILIABAHE Ha
CEpyMHUS KaJui (Hamp. XenapuHU, KO-TPUMOKCA30J1, U3BECTEH OLIE KaTO TPUMETOIPUM/CyndaMeToKca3o,
apyru ACE- uHXuOUTOpH, aHTarOHUCTH HA aHTHOTeH3UH-1I penenTopuTe, aneTuiIcanuuuioBa KuceluHa > 3
g/nen, COX-2 naxudburopu u HecenektuBHU HCIIBC, nMyHOTIOTHCKAIM CPEACTBA, KATO IIMKJIOCIIOPHH HIIH
TaKpOJIMMYC, TPUMETOIPHM) ) U OCOOCHO aHTAarOHWCTH Ha AJJOCTEPOHA WM AHTMOTEH3WH PEUENTOPHH
onokepu. YmorpebaTa Ha KalveBH H00aBKH, KaIWH-ChbXpaHSBallH JUYPETUIM WM KaJWH-ChIbpiKaIINd
3aMECTUTENIN Ha TOTBapCKaTa CoJl, 0COOCHO TpH MAIMCHTH ¢ HapyIeHa Oh0peuHa (YHKIIHS MOXKE 3 TOBEIE
JO 3HAYMTENIHO IOBHIIABAaHE HA CEPYMHHMs Kajauid. XWIEpKaJueMusTa MOXKe Ja NPUYUHHM CEPUO3HH,
noHsikora (atamHu aputmud. Kanmii chxpaHsBaliuTe AUYPETUIM M QHTHOTEH3WH PELENTOPHUTE OJIOKepH
TpsOBa J1a ce M3MOJI3BAT C BHUMaHWE Ipu nanueHTd, npuemamu ACE uHXuOUTOpH, U CepyMHUS Kalluil
O0bOpeunaTa QyHKUMS TpsOBa Nla ce HaOmOAaBaT. AKO eJIHOBpEMEHHATa yrmoTpeba Ha ropecrioMEHATHUTE
CpeIcTBa ce IpueMa 3a MOAXOAAIIA, Te TpAOBa Ja ObJAaT M3MOJI3BAHU C IOBUIIEHO BHUMAHHUE U IPH YECTO
KOHTPOJIMPaHe Ha CepyMHUs Kanuii (Bxk. Touka 4.5).

Cevpzanu ¢ unoanamuo:

Boono-enexmponrumen 6anamnc

Cepymen nampuii

Tps6Ba ga ObAe M3CIEBaH NPEAX HAYAIOTO Ha JICUCHHUETO, a ciie]] ToBa peaoBHO. [loHmkeHneTo Ha
CEpyMHUS HATPUH MOKe J1a ObJie MbPBOHAYATHO OE3CUMIITOMHO U 3aTOBA € HAaJOXKUTEIHO PEJOBHO
u3scnenBane. MscienBanero TpsOBa Ja Ob/ie MO-4€CTO MPU HAIpeIHaIa Bb3pacT U MallMeHTH C Ipo3a (BK.
touku 4.8 u 4.9). Besiko neuenue ¢ AMypeTUIy MOXKe Jja TPHYMHN XUTTOHATPUEMUS TIOHSAKOTa C MOHOTO
CEPUO3HHU IOCJIEANIY. XUIIOHATPUEMHSI C XUIIOBOJIEMHUS MOXKE J1a € IPUYMHATA 33 AeXUApaTalus 1
OpPTOCTaTH4HA XUIOTOHMs. EnHOBpeMeHHaTa 3ary0a Ha XJIOpUAHU HOHM MOXeE Ja JOBEAE 10 BTOPHYHA
KOMIIEHCAaTOpHa METa0O0IMTHA ajKallo3a: YeCTOTaTa M CTENEeHTa Ha To3H e(eKT ca crnadu.

Cepymen kanuii

3ary0aTa Ha KaJuil ¢ XHIOKAINEeMHs MIPECTAaBIsIBA OCHOBEH PUCK IIPU THA3HJHUTE ANYPETHIN U TEXHUTE
aHa03u. XHUIOKAINEeMHUATa MOXKE J]a IPeTN3BHKa MYCKYJIHU HapymieHus. ChoOIIeHN ca ciaydan Ha
pabromuonm3a, 0coOEHO B KOHTEKCTA Ha TeXKKa XUITOKATMEeMHs. PUCKBT OT HacThIIBaHE HA XUITOKAJTHEMHS
(< 3,4 mmol/l) TpsbBa na ce npenoTBpaTABa MPH HIKOH BUCOKOPUCKOBH IOIMYJIAllUH, KaTO JIUIA B
Harpe/Haua Bb3pacT W/UK C HeIOXpaHBaHe, HE3aBUCUMO JaJIi IIPUEeMAT MK HE TIOBEYe JICKAPCTBEHU

8



CpEeJICTBA, MAIMEHTH C IIMPO3a C OTOIH U aCIUT, KOPOHAPHO OOJIHU U MALMEHTH ChC ChPACYHA
HEI0CTAaThYHOCT.

B Te3u ciydan XunokanuemMusTa MOBHUILIABa ChbpACYHATA TOKCUYHOCT Ha ChbPACYHHUTE TNIMKO3UIN U PUCKA OT
PUTBMHHU HapyLICHUS.

C noBuIIeH pUCK ca 1 JuLa ¢ yabibkeH QT MHTEpBa, HE3aBUCUMO Al TOM € C BPOJCH WIIN SITPOTeHEH
Ipou3X0Jl. XUMOKAJIMEMHTa, KAKTO M OpaJinKapIusTa, ielicTBa Kato (pakTop OaronpusTCTBAIL
HACTBIIBAHETO HA TEXKKU PUTHMHH HapyIieHus, ocodero torsades de pointes, kouto Morat na 6baaT
(haramHn.

B®B Bcuuku ciyyan € He00X0IMMO T0-4ECTO U3cieBaHe Ha cepyMHus Kanuil. [IspBoTO M3cnensane Ha
CEepyMHUS Kalluil TpAOBa Ja ObJe Mpe3 MbpBaTa CeIMHIIA CIIe/ 3a[I0YBAHE Ha JICYCHUETO.

[Ipu ycraHoBsiBaHE HAa HUCHK KaJIHi € HEOOXOJMMAa KOPEKIHsL. XUIIOKATHEMHS, YCTAHOBEHA 3a¢THO C HUCKA
cepyMHa KOHIIEHTpAIis Ha MarHe3uii, Moke J1a He Ce MOBJHsE OT JIEYEHNUETO, OCBEH aKO CEPYMHUST
MarHe3ui He OblIe KOPUTHPaH.

Cepymen xanyuu

TuazuaHuTe AUYPETUIM U TEXHUTE aHAI031 MOTaT J1a HaMaJIsAT ypUHHATAa EKCKpelus Ha Ky U Ja
MIpeIM3BHKAT JIEKO U MPEXOAHO MOBUIIaBaHEe Ha IJIa3MeHaTa KOHIIEHTpalys Ha Kallus. 3HaYUTEIHOTO
MOBUILIEHUE HA CEPYMHHMSI KM MOXKe 1a Ce IBJKU Ha HEMAarHOCTHIIMPAH XUIeprnapaTupeonan3sM. B
TO3M CIIy4ail JedeHneTo TpsiOBa a ce Crpe Mpeau N3CIEABAaHETO Ha MapaTUPEOUIHATA (QYHKIHUS.

IThazmen maenesuii
JlokazaHo e, 4e THa3uOUTEe W TEXHHUTE aHAIIO3H, BKIFOYMATEITHO WHAANAMUJ, MOBHUINABAT EKCKPEIHITa Ha
MarHe3uii ¢ ypruHaTa, KOeTO MOXe Jia JIOBEJIe 10 XUIoMarane3neMus (Bx.Toukd 4.5 u 4.8).

Kpvena saxap
[MpocnensBaHeTo HA KpBBHATA 3aXap € BAYKHO MPH JHA0ETUIN, 0OCOOCHO MPH HANWYME HA XUTIOKAJIHEMHUSL.

Ilukouna kucenuna
[Ipyn manmeHTH ¢ XUTIEPYPUKEMHS MOXKE Ja C€ TIOBUIIH PHCKBT OT MOJATPO3HU MPUCTBHITH.

bvopeuna gynkyus u ouypemuyu
TuasugHuTe JUYPETHIM W TEXHUTE AHANO3U Ca HAMBIHO e()EKTUBHM CcaMO MpH HopMmaiHa ObOpevHa
(YHKIHS WK TPU MUHUMAJIHOTO i yBpexaane (cepyMeH KpeaTuHuH npubimusutento mox 25 mg/l, t.e. 220
pmol/l 3a Bb3pacTHH).
[Tpu marmeHTH B HaNpeHaNA Bb3pacT CTOMHOCTHTE HA CEPYMHUS KPEaTHHUH TPsOBa 1a ObAaT OlCHSIBAHU
CIIOpe]T Bh3pacTTa, TEIECHOTO TETJIO | moja mo ¢opmysarta Ha Cockroft:
cler = (140 - Bp3pact) X renecuo Terio / 0,814 X cepyMeH KpeaTHHIH,
KBJICTO:

BB3pACTTa Ce MPEJICTABS B TOJUHH,

TEJIECHOTO TETJIO — B K(,

CepYMHUST KpeaTHHUH — B micromol/I.
Ta3u Gpopmyia e moAXOAsIIA 32 MBXKE B HalIpeIHAJIa Bh3pacT U TpsiOBa 1a Ob/ie aJanTupaHa 3a )KeHU upe3
yMHOXaBaHe Ha pesynrara 1o 0,85.
XUTNOBOJIEMHUSITA, TTOSIBHJIA CE B PE3YJITAT Ha 3ary0a Ha BOJIA ¥ HATPHI B HAYAJIOTO HA IUYPETUYHATA
Tepanwsl, IpeM3BUKBa HaMaJsIBAHE Ha TIIoMepyiHaTa GuiTpanus. ToBa Moxe Ja JOBee J0 MOBHUIIaBaHEe Ha
CEpYMHHUTE CTOMHOCTH Ha KPEaTHHUHA U ypesTa. Tas3u nmpexoaHa GyHKIMoHATHA ObOpevHa HeJOCTATHYHOCT
HE BOJIM JI0 HEXEJIaH! MOCICICTBHS MPU MAMEHTH ¢ HOpMaHa 0b0peyHa QyHKIUSA, HO MOKE JIa BIOIIN
e/lHa HaMnyHa OBOpeYHa HeIOCTATHYHOCT.

Cnopmucmu
CrioptuctuTe TpsIOBa Ja 3HAAT, Y€ TO3U JICKAPCTBEH MPOIYKT ChAbPKa aKTUBHO BEIIECTBO, KOETO MOJXKE Ja
MPEIM3BHKA TO3UTHBUPAHE HA PE3YJITATUTE MPH JTOMMHIOB KOHTPOJI.

Xopou()aﬂeH usniue, CUIHO KbC021e0Cme0 U 6MOPUHHA 3AKPUMOBCBIIHA 2ldyKoma

Cyﬂ(i)OHaMI/I,Z[I/ITe WJIN IIPOU3BOAHUTE OT CyJ'I(l)OHaMI/I)I JICKapCTBa MOraT 1a IPUYIUHAT UANOCUHKpPATUYHA
pcaKknus, nu3passBaliia c€ B XOpOUJaJICH U3JIMB C ,[[e(l)eKT Ha 3pUTCIHOTO MOJIC, NPEXOJAHO KbCOTJICACTBO U
0OCTpa 3aKpUTOBI'bJIHA ITIayKOMa. CUMIOTOMUTE BKIIOYBAT OCTpPO HAaYaJIO HAa HaMaJICHAa 3pUTCJIHA OCTPOTa UJIN
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o4Ha 00JIKa U OOMKHOBEHO CE MOSBSIBAT B PAMKUTE Ha 4aCOBE J0 CEJMHUIIM CJIe]] 3all04BaHe Ha IpreMa Ha
nekapcTBoTO. HenekyBaHaTa 3aKpUTOBI'BIIHA INIAYKOMa MOXE JIa TOBEJIE JI0 TIOCTOSIHHA 3ary0a Ha 3peHue.
[IppBOHAYATHOTO JIUEHHE CE U3pa3siBa B CIIHPAHE NpUeMa Ha JIEKapCTBOTO KOJKOTO CE& MOXKE MO-CKOPO.
Moxe Ja ce HaJOXHU Ja ce OOMUCITH ChOTBETHO MEJUIIMHCKO WIIM XUPYPIHYHO JICUECHHE, aKO BBTPEOYHOTO
HaJIATaHe 0CTaBa HEKOHTPOJIMPAHO. PUCKOBHTE (DAKTOPH 33 PA3BUTHETO HA OCTPA 3AKPUMOBEHIHA TIAYKOMA
MOTarT Jia BKJIFOYBAT MPEIIIECTBAIIA ANePrisi KbM CyJI(hOHAMHUIN UK ICHUIIMITHH.

4.5 JlekapcTBeHM B3aMMOJeHcTBMA U APYrH (POpMH Ha B3auMojeiicTBHe

Obwu 3a nepundonpuil U UHOAnamuo:

Komounayuu, koumo ne ce npenopvusam:

JluTHeBH NpenapaTH: UMa ChOOIIEHHs 32 00PaTUMO MOBHUIIIABAHE HA CEPYMHUTE KOHIICHTPAIIMU Ha JIMTHSI
Y TOKCUYHH PEAKLUH [IPH €IHOBPEMEHHO NPHIIOKeHHe Ha nuTHeBH npenapatu 1 ACE naxuduropu.
YHOTpe6aTa Ha DCpUHIONPUII B KOM6I/IHaHI/I$[ C HHAanmaMuJa 1 JJUTUCBU IperapaTy HE CC NIPEIIOPHUBA, HO aKO
Ce HaJIOKK KOMOMHHpaHe, TPIOBa J1a ce IPOBE/Ie BHUMATEIHO KOHTPOJIMPAHE HA CEPyMHHUS TUTHI (BK.
Touka 4.4).

Kombunayuu, usuckeauwiyu cneyuaing HuUManue:

- Bakuogen:nopuieH aHTUXUNIEPTEH3UBEH edekT. KoHTpoimpaHe Ha KpbBHOTO HAJITAHE U MPH HYXJa
KOPEKIIHSI Ha J103aTa Ha aHTUXUIIEPTCH3UBHOTO CPEACTRO..

- HectepouaHu npoTuBoBb3NaMUTETHH JekapcTBeHn npoaykTu (HCIIBC) (BKII0OUMTETHO
aleTUJICATNIMIOBA KucejimHa > 3g/neH): korato ACE maxuburopu ce mpremMar eTHOBPEMEHHO C
HECTepOUIHU MPOTHBOBB3MANATEIHN JEKAPCTBEHH ITPOIYKTH (HAIIP. alleTHIICATUIINIOBA KUCEIMHA B
Ito3u 3a nevenne Ha pp3nanenns, COX-2 naxubutopu n HecenektuBHU HCIIBC) Mmoxe nma ce Hamanu
aHTuxuneprensuBHus eekt. EnnoBpemennata ynorpeda Ha ACE unxuburtopu 1 HCIIBC moxe na
JIOBEJIC JI0 TIOBUIIICH PHUCK OT BJIOIIaBaHE Ha ObOpeuHaTa (hyHKIUS BKIIOUMTEIIHO U Bh3MOXKHA 0CTpa
OBOpeyHa HEeJJOCTATHYHOCT U ITOBHUINIABAHE HA CEPYMHHUS KaJIUi 0COOCHO IPY MAIMEHTH C MPEAIIecTBaIla
ciaba 0bOpeuna (ynkius. KomOuHanusaTa TpsOBa a ce npujiara ¢ BHUMaHUEe 0COOCHO TP MAIlMEHTH B
HarpeaHana Bs3pact. [lannentute Tpa6Ba aa ca 1o0pe XuaApaTHpaHH KaTo cleBa Jia ce IPOCIeIH
O0bOpeunara QyHKINS cie3 3a1oYBaHe Ha €JHOBPEMEHHOTO JIeUEHUE, KAKTO ¥ IIEPHOTUYHO CIIe] TOBA.

Kombunauyuu, uzuckeawiu enumanue:
- HAMUNpaMuHONOX00HH AHTHAENPECAHTH (TPUIUKIUYHHI), HEBPOJIENTHIH: TOBUIIICH
AHTUXUTICPTCH3UBEH C(PEKT U MOBHILICH PUCK OT OPTOCTATHYHA XUTIOTOHHS (aAUTUBEH €(PEeKT).

Cewvp3saniu ¢ nepuHoonpu.

JlaHHM OT KIMHHMYHM [pPOYYBAHMS IIOKAa3BaT, 4Y€ JBOMHOTO OJIOKMpaHE HA pPEHUH -aHTMOTEH3WUH
annocreponoBata cucrema (PAAC) upe3 komOunmpanata ynorpeba Ha ACE maxuburopm, anrnotensus I1-
peLenTopHu OJIOKEPH WJIM AIHCKUPEH CE CBBP3Ba C IMO-BHCOKA YECTOTA HAa HEXEJIaHW CHOUTHUS, KaTo
HanpuUMep XUIIOTOHUS, XWIEpPKaJueMus M HamansBaHe Ha ObOpeyHaTa (QyHKOMS (BKIIOUHUTETHO OCTpa
O0BOpedHa HEeJOCTaThYHOCT), B CPaBHEHHUE € YIOTpebaTa camo Ha €JHO CPEICTBO, AeicTBaiio Brpxy PAAC
(Bx. Touku 4.3,4.4u 5.1).

Jlexapcmea, nosuwiasawu pucka om aneuoeoem

EnnoBpemennara ynorpeba Ha ACE WHXHOUTOPH ChC CaKyOMTpHII/BajicapTaH € MPOTHBOIOKAa3aHa, Thil KaTo
TOBa MOBHUIIIABA PUCKA OT aHTHoeIeM (BK.TOUKH 4.3 u 4.4). CakyOouTtpr/BancapTaH He TpIOBa Ja ce 3armoyBa
Mpenu Jia ca U3MUHAIM 36 Yaca OT MpueMa Ha MOCJeHaTa J03a OT TepanusaTa ¢ nepuHaonpui. Jledenune c
TIEPUHIOTIPUII HEe TPSIOBA J1a ce 3armoyYBa Mpeau Aa ca U3MUHaM 36 Jaca clie]] mpueMa Ha ToceIHaTa 1033 OT
cakyOutpui/Bancaprat (Bx.Touku 4.3 u 4.4).

EnnoBpemennara ynotpe6a Ha ACE naxubutopu ¢ panekagotpwit, mTOR nHXuOuTOpu (Hamp. cupoimmyc,
€BEPOJIMMYC, TEMCHPOJMMYC) ¥ TIIMOTHHU (Hamp. JIMHATJMITHH, CaKCarJUITHH, CHUTArJUIITHH,
BHJIATIIATITH) MOYXE JIa IOBEE IO MIOBUINICH PUCK OT aHTHOEEM (BXK.Touka 4.4).

Jlekapcmea, npeduzeuKkeauiy XunepKaiuemus
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Bwrnpeku, de cepyMHUSI KaJMii OOMKHOBEHO OCTaBa B HOPMAaJIHH T'PAaHHIM, XUIEPKAIMEMHS MOXE Ja ce
MOSIBU IIPU HSKOM NalueHTH, jJekyBaHu ¢ Homunpen bu-®Dopre. Hsxou nekapcTBa WM TepaleBTHYHU
KJIaCOBE MOTAT Ja yBEJINYAT YeCTOTaTa Ha XUMEPKAINEMUS: AINCKUPEH, KAJIMEBHU COJH, KaJIUi-ChXpaHsIBaIlH
IuypeTuny (Hamp. CHUPOHOJAKTOH, TpuamTepeH wim ammiopun), ACE-mHXuOWTOpW, aHTAarOHUCTH Ha
anruoteHsus-1I peuentopure, HCIIBC, xenapuHu, UMyHONOTHCKAIIU CPEACTBA, KATO LUKIOCIOPUH WU
TaKpOJIMMYC, TPUMETONIPUM M KOTPHUMOKCA30J (TpUMETONpUM/CyidaMeToKkcaszon), Thil KaTo € U3BECTHO, Ue
TPUMETONPUM JeicTBa KAaTO KajWil ChbXpaHsBall] OUYPETHK KaTto amuiopuia. KoMmOunHamusta oT Te3u
JIeKapcTBa yBeJln4aBa pucka oT xunepkanuemus. Ilopaau ToBa, komOunupanero Ha Homumpen bu-®opre ¢
ropecrioMeHaTUTe JISKapCTBa He ce MPenopbyBa. AKO € MpelnicaHa eIHOBpeMeHHa ynoTpeda, TpsoBa J1a ce
MOIX0X/1a C BHUMAHKE M C YeCTO MPOCJesIBaHe Ha CEPYMHHUS KaJInii.

Komounayuu, koumo ca npomueonoxazanu (6ic. mouxka 4.3):
Amnckupen: [Ipyn manueHtuTe ¢ muader WM HapylleHa ObOpeuHa (yHKIMS ce yBenndYaBa pHCKAa OT
XUTEepKaTueMHsl, BIOIIaBaHe Ha ObOpevYHaTa PyHKIUS U ChPASYHOCHIOBATA 3a00JIEBAEMOCT H CMBPTHOCT.

ExcrpakopnopaJiHu je4eHus:

EKCTpaKOpHOpaHHI/I JICYCHUA, BOJACHIM O KOHTAKT Ha KPbBTA C OTPHULIATCIIHO 3apCaACHN IMMOBBPXHOCTHU, KAaTO
HampUMep JUaiu3a WM  XeMOQWITpalUs ¢ ONpelelieHM BHCOKOMPOIYCKINBA MeMOpaHu (Harp.
MOJIMAKPIIIOHUTPHITHN MeMOpaHn) U adepesa Ha JMMOMPOTEMHH ¢ HUCKA TUTBTHOCT C JAEKCTPAHOB CyIdar,
MOpajv TOBUINEH PUCK OT TEXKKH aHAPWIAKTOMIHU peakiuu (BkK. Touka 4.3). [Ipm HeoOXxommmocT OT
NoJOOHO JiedeHue TpsAOBa Ja ce OOMHUCIM H3MOJN3BaHE Ha JAPYr TUN AHANM3HM MeMOpaHH WM Ha
AHTHXHIIEPTEH3UBHO CPEJICTBO OT JIPYT KIIac.

Kombunayuu, Koumo He ce npenopvueam:
-Anucknpen: [1pu nanuenTuTe 0e3 AradeT UK HapyIIeHa ObOpeyHa QyHKIUS ce yBeIndyaBa prucKa OT
XHUIEepKaTueMus, BilollaBaHe Ha ObOpeuHaTa pyHKIHA U ChpJACYHOCHI0BaTa 3a00JI€BaeMOCT U CMBPTHOCT
(Bx. Touka 4.4).
-Komounupano neuyenue ¢ ACE- uHXuOuTOpP ¥ aHrHOTEeH3UH-PelenTopeH 0oKkep: B muteparypara ce
CHOOIIaBa, Y€ MPHY MAIMEeHTH C YCTAHOBEHO aTePOCKIEPOTHIHO 3a00IsBaHe, ChpIeYHa HEAOCTATHYHOCT WIIH
mabeT ¢ KpaliHO OpraHHO yBpekaaHe KoMOuHupaHoTo jJedeHrne ¢ ACE- mHXuOUTOp M aHTHOTEH3UH-
perenTopeH OJ0Kep € CBbP3aHO C MOBUIIICHA YeCTOTa Ha XUTIOTOHUS, CHHKOII, XUTICPKATUEMIS U BIIOIIIABAHE
Ha ObOpeynaTta QpyHKIMS (BKIIOYHTEIHO OcTpa ObOpedHa HEIOCTATHYHOCT) B CPaBHEHHE C YIOTpebarTa Ha
€JIMH PeHUH-aHTMOTeH3MH-aIIOCTEPOH — JeicTBall areHT. J|BoiiHOTO OokupaHe (Harmp. upe3 KOMOMHHUpaHEe
Ha ACE- nHXHONUTOp ¢ aHTAarOHUCT Ha aHTHOTeH3WH-1I perenTopuTe) TpsOBA ga ce orpaHUYaBa camo 10
OTJIEJTHU CIIyYad C HETIOCPEACTBEHO HaOIo/IeHNe Ha ObOpeyHaTa (yHKIHS, CEpYMHHES Kalluil 1 KPBBHOTO
HajsraHe (BX. Touka 4.4).
-EcTpaMmycTuH: Pruck oT yBennuaBaHe Ha HEXXEJIAHUTE PEAKIIMH, KATO aHTHOHEBPOTUYCH OTOK (aHTHOCIIEM).
-Kanuii-cbXxpansiBaiu JuypeTunu (Harnp. TpuaMTepeH,aMUuJI0OPHA. .. ), Kanuii (cosn): XunepkaameMus
(noreniuanHo atayHa), 0COOCHO ChbBMECTHO ¢ ObOpeUHa HEAOCTATHYHOCT (aAUTUBEH XUIICPKATUEMHUCH
edext). KoMOmHMpaHeTo Ha IEPUHIOIIPUII ¢ TOPECITOMEHATHTE JIEKApCTBA HE CE MPEnophuBa (BXK. TOUKA
4.4). Axo BBIPEKH TOBA € TIOKa3aHa KOMOWHMpaHa yroTpeba, T TpsiOBa Aa ce MpoBeXk/1a BHUMATEIHO U C
PeIOBHO HAOIOIEHUE HAa CepyMHHSI Kaluii. 3a yrorpeda Ha CIUPOHOJIAKTOH MPH ChpAeYHa
HEJI0CTaThYHOCT BK. TOUKaTa ,,KOMOMHAIINY, N3UCKBAIIX CIIEIIMATHO BHUMaHHE" ",

Komobunayuu, usuckeauwiy cneyuaing GHUManue:

- AHTHAMA0ETHHU cpeacTBa (HHCYJIMH, MEPOPATHH XHNOTJIMKEMHUYHH MpenapaTH):

EnmpeMuonornyarTe MpoyvYBaHUS MPEIIoNaraT, ye efHoBpeMeHHoTo npuitokeHne Ha ACE- naxuburopu u
MPOTUBOINA0ETHU MeIMKaMeHTH (MHCYJIMH, TIEPOPATHHA XUTIOTIIMKEMUYHH TpenapaT) MOXKe Ja JJOBee
IIo 3acuiieH e()eKT Ha HamalsiBaHe Ha KPhBHATA 3aXap C PHCK OT XUTOTJIMKeMus. ToBa sSBJICHUE U3TIIeKIa
€ TI0-BEPOATHO Ja Bh3HUKHE TIPEe3 IIbPBUTE CEIMUIIM Ha KOMOWMHUPAHOTO JICUCHHUE U TP TTAIIUCHTH C
OBOpeyHa HEJOCTATHYHOCT

- Kaamii-HechxpansBamm auyperunu: llarmenTure, nprueMamy IAYPETHIH, ¥ OCOOEHO OHE3U ChHC
3ary0a Ha 00eM W/HJTH COJIM MOTaT Jia MMOYyBCTBAT IIPEKOMEPHO OHMKaBaHe Ha KPHBHOTO HAJISTAHE CIIEH
3anouBaHe Ha JiedeHue ¢ ACE-uaxuouTOp. BB3MOXKHOCTTA 32 XHIIOTOHUIHH eEKTH MOXKE JAa C& HaMaJH
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4pe3 crupaHe Ha AMYpEeTHKa MM Ype3 yBeJIndyaBaHe Ha o0eMa MM IpueMa Ha COJIM Mped HayauoTo Ha
JIEYeHNE C HUCKU U TIOCTETIEHHO HApaCTBAIH JO3H MTEPHHIOIPHIL
Ipu apmepuanna xunepmonus, KOraTo MPeANIITHO JEUeHHE ¢ TUYPETHK MOXKE J1a € MPUIMHIIIO 3ary0a Ha
comm/obeM, TpsOBa wnm mpeaw 3amouBaHeTo Ha ACE-uHXHOWUTOp 1Ma ce crpe OUYpPeTHKHT (B TaKbB
Cyd4ail BIOCIIEICTBHUE MOKE ITOBTOPHO JIa C€ BBBEJIE KalHii-HEChXPaHIBaIll INYPETHK), MM IPHEMBT Ha
ACEuMHXUOHUTOp /A2 ce 3aovYHe ¢ HHUCKA /1032 U MIPOTPECUBHO Jia HapacTBa.
Ilpu xonececmugna cvpoeuna HedoCcmamuvuyHocm, JeKyeana ¢ ouypemux, npueMbT Ha ACE-uHXubuTOp
TpsiOBa Ja 3al0YHEe C MHOTO HHUCKa 71032, N0 BB3MOXKHOCT cJiel HaMallsiBaHE Ha J03aTa Ha CBBP3aHHA
KaJINi-HeChXPaHsBAIIl JUYPETHK.
BbB BcHukn cioydam TpsOBa nma ce HaOmomaBa OwnOpewyHaTa (QyHKIMSA (HHBaTa Ha KPEATHHHWH) IIpe3
ITEPBUTE HAKOJIKO ceMMUITH Ha yiedueHueTo ¢ ACE-uaxXubuTOp.

-  Kaamii-cpbXpaHsiBaiu AuypeTUnH (enjiepeHoH, CnMpoHoJakToH): C eIIepeHoH WIH CIIHPOHOIAKTOH
B HUCKH 103U 0T 12,5 1o 50 mg Ha neH u ¢ ACE-uHXUOUTOpH B HUCKH JIO3U:
[Tpu neuenne Ha chpredna HegoctarbuHocT oT Kiac -1V (NYHA) ¢ ¢ppakuus Ha ustinacksane < 40% u
npeauniHo JiedeHne ¢ ACE-uHXuOuTOpH M OPUMKOBH JMYPETULM CHIICCTBYBA PUCK OT MOTCHIIUAIHO
¢aTanHa XunepkanueMus, 0coOeHO MpH HecTa3BaHe Ha MPEINICaHNTe MPETOPBKY 3a Ta3d KOMOWHAIIHS.
[Ipenu na 3amouHeTe KOMOMHHUPAHOTO JICUCHHE, TPOBEPETE OTCHCTBUETO Ha XUIIEPKATMEMHUS H HApyIlIeHa
O0pOpeuHa QyHKIHSL.
[IpenopbuBa ce CTPUKTHO HAOMIOAEHHE 3a KaJIMEMHUS W KPEaTHHHHEMHS €KeCeJIMHUYHO Tpe3 ITbPBH
MeceI] OT JIEYEHHETO U €KEMECETHO BITIOCIIC/ICTBHE.

Komounauuu, usuckeawmu enumanue:

- AHTHXHIIEPTEH3WBHM CpeICTBA M Ba3oamiararopu: EqHoBpemMenHaTa ynorpeda Ha Te3u BEIecTBa
MOJKE J1a YBEJIMYM XUIIOTOHUYHOTO JCHCTBUE Ha MepuHIoNpl. KOMOMHMPAHETO C HUTPOTJIUIICPUH U
JIPYTH HATPATH WK APYTH Ba30JUJIATATOPH MOJKE AOIMBJIHUTEIIHO Ja MOHMKH KPhbBHOTO HAJIATAHE.

- AoOnypuHOJI, HUTOCTATHIIM WJIM HMYHOCYNIPECHBHHU CPe/ICTBA, CHCTEMHH KOPTHKOCTEPOUIU WU
NMPOKAHHAMU/: eIHOBpeMeHHOTO npuiarane ¢ ACE uHXuOuTOpH MOXKE J1a TOBEJIE /10 MOBUIIICH PHCK OT
JIEBKOIICHHMS (BXK. TOUuka 4.4).

- Amnectrerumu: ACE nHXHOUTOpHUTE MOTAT J]a 3aCHJISAT XUTIIOTEH3UBHUTE e(DEKTH HA HAKOW aHECTETUIU
(Bk. TOuKa 4.4).

-  Cumnaromumerunu: CUMIATOMUMETHIIUTE MOTAT Jla HAMAJIAT aHTUXUIICPTCH3UBHOTO JICHCTBUE HA
ACE- unxuburopure.

- 3jaTHM npenapaTu: ©Ma PEIKH ChOOIICHHS 38 HUTPUTOMIHH PEAKIIMU (CHMIITOMATHKATA BKIFOYBA
3a4epBsABaHE HA JIUIIETO, TaJICHE, TOBPBIIIAHE M XUMTOTOHUS ) IPU MALMEHTH MPOBEXKIAIIN TEPAITHS C
WHYKEKIIMOHHO 37aT0 (HaTpueB aypoTromanar) u eanoBpeMeHHO ACE-UHXHOUTOPHO JicueHue,
BKJIFOUUTEITHO C TICPUHIOTIPHIIL.

Cesvp3saniu ¢ UuHOAnAMuo:

Kombunayuu, usuckeauiu cneyuaing 6HUMaHue:

- JlekapcTBeHH cpeacTBa npeausBukBaim torsades de pointes: mopaau pucka OT XHITOKAIHEMHS,
WHJanmaMu;] TpSOBa Ja ce Mpuiiara ¢ MOBUIICHO BHUMaHUE B KOMOWHAIIHS C JISKAPCTBEHH TPOAYKTH,
KOMTO Mpeau3BuKBaT torsades de pointes, kato, HO He camo:

- Kiac la aHTHapUTMHUYHU CPeICTBA (HAMp. XUHUANH, XUAPOXUHUIIH, TU30IHUPAMUL),

- xac |1l anTHApUTMIYHYE cpencTBa (Harp. aMHOIapoH, J0(ETIIHI, HOYTHIIHT, OPETHITIYM, COTAJION),

- HSIKOW aHTHIICUXOTHUIIH

(heHoTHA3MHH (HAIp. XJIOPIPOMa3HH, IHaMeMa3HH, JJEBOMENPOMa3HH, THOPUAA3HH, TpUQIIyonepasrH),

OeHzamu Iy (HAIp. aMUCYIIIPUJL, CYJITUPHL, CYJITOIPH I, THATIPH]T),

OyTUpOGheHOHHU (HAIpP. JPOIICPHUIOI, XATOIEePHION),

JPYTH aHTUTICUXOTHITH (HaIIp. MHMO3H),

JIpyru cyOcTaHIwy (Hamp. GeTpHIiI, IU3apHI, JH(PEeMaHnI, EpPUTPOMUIIMH i.V., Xao(aHTPHUH, MA30JIACTHH,

MOKCH(DIIOKCAIIMH, TICHTAMH/IMH, ciap(IOKCAIMH, BAHKAMUH 1.V., METAJI0H, ACTeMU30J1, TepheHAINH).

[a ce mpenoTBpatsiBa XUIMOKAINEMHSITA, AKO € HEOOX0AUMO Jia c€ KOpHrupa: KoHTpoiupane Ha QT
HHTEPBA.

- JlekapCcTBeHU CpeICTBA MOHUKABALIU CepyMHUs Kaymii: amdorepunud B (3a i.v. mpunoxkenue),
TJIFOKOKOPTUKOUIN ¥ MUHEPATKOPTHKOHIH (38 CHCTEMHO MPHII0KEHHE), TETPAKO3aKTH I, CTUMYJIAPAIIN
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MEPUCTAITHKATA JJAKCATUBHY CPEJCTBA. TIOBHUIIIEH PHCK OT Xumokanuemus (aautuBeH edekr). Jla ce
KOHTPOJIpa CEpyMHUS KaJHil ¥ aKo € He0OXO0IMMO J1a ce KOPUTHpPa; 0COOEHO BHUMAHKE € HEOOXOIUMO B
cIydai Ha JIeUeHUE CAUTUTAIMCOBH IIpenapati. TpsOBa ma ce M3mo3BaT HECTUMYITHPAIITH JIAKCATHBHH
cpeacTBa.

- JluruTajucoBH npenapatu. XUIOKAJIHNEMHATA H/WITH XUTIOMarHe3ueMHsITa Mpeapasnoiarat KbM
JIUTUTAINCOBa TOKCHYHOCT. [IpenopbuBa ce na ce mpocineassa miazMeHus kanui, maraesuit u EKT u,
aKo € He0OXOIMMO, JICYSHUETO J1a ObJIc KOPUTHUPAHO.

- AsonypunoJi: KoMOMHUPaHOTO JIeYeHUE C MH/AIAMU]] MOXKE Jla YBEJIMYHU YECTOTATa HA PEaKIUU Ha
CBPBXYYBCTBUTEITHOCT KbM aJIOIYPHUHOI.

Komounayuu, uzuckeauiu enumanue:

- Kanuii cbxpansiBaluy quypeTuny (AMHIOPUA, CHUPOHOJIAKTOH, TPHAMTEPEH): BBIIPEKH, Ye
panMoHaJIHUTE KOMOWHALIMY ca OT 10JI3a 32 HSKOH MAIlMEeHTH, BCE MaK MOTaT Ja Ce MOSBSIT XUITOKaTHEeMUs
WM XATIOHATpHEMUsl (0cOOEHO TpH MaleHTH ¢ ObOpeuHa HerocTaThYHOCT Mk 1uabet). [Ina3menus
kanuit u EKI TpsOBa ma ce mpocnesBaT 1, ako € He0OX0IMUMO, JICYEHHETO J1a ce IIpepasriea.

- MeT(dopMHH: pUCK OT JaKTaTHA alU103a IPEAU3BUKAHA OT METQOPMHUH, IOPAU Bb3MOKHA
¢yHKIIMOHATHA ObOpeYHa HEJOCTATHYHOCT CBhP3aHa C JUYPETUIH H OCOOCHO C OPUMKOBH AUYPETHIIH.
Jla He ce u3non3Ba MeTQPOPMHUH, aKO CEPYMHUAT KpeaTuHuH Haasuimasa 15 mg/l (135 micromol/l) 3a
mbxke U 12 mg/l (110 micromol/l) 3a »xenwu.

- Moa-chbabp:KalM KOHTPACTHH CPEACTBA: B CIydaii HA IEXHAPATAIMS IPEIU3BUKAHA OT TUYPETHUIIH,
CBILECTBYBA MMOBHUIICH PUCK OT OCTpa ObOpevYHa HeIOCTATHYHOCT, 0COOCHO MPU ynoTpeda Ha BUCOKH
JIO3H HOA-ChABPIKAIIM KOHTPACTHH cpencTBa. TpsdBa qa ce mpoBene pexuaparaius npeay IpuiaraneTo
Ha HOA-ChIbPIKAIIOTO KOHTPACTHO BEIIECTBO.

- Kauumii (cosmm): prCK OT ITOBMIIIABAHE HA CEPYMHMsI KaJIIUi, TOpaIid HaMaJleHa eJIMMAHALINS Ha KaII[iii
C ypHHaTa.

- IMKJIOCIOPHH, TAKPOJHMMYC: PUCK OT ITOBHUILABAHE HA CEPYMHHS KPEaTUHHH 0e3 IpOMsHA Ha
UUPKYJIUPAIIKS OUKIOCIIOPHH, AaXKe U TIPH JIMIICa Ha 3ary0a Ha CONU U BOJa.

- KopTukocTrepouan, TeTpako3akTuja (CHCTEMHO NPUJI0KEHNE): HAMAISIBAHE HA aHTHXUIEPTCH3UBHUS
edexT (3aappKaHe Ha COJ U BOJa JBJDKAIIO €€ Ha KOPTUKOCTEPOUIUTE).

4.6 @epTuanTeT, GPEMEHHOCT U KbPMEHE

[Ipensua egexTrTe HA OTAETHUTE CHCTABKU B TO3M JIEKAPCTBEH MPOAYKT BEPXY OPEMEHHOCTTa U KbPMEHETO,
Honunpen bu-®opte He ce npenopbuBa npe3 MbpBUs TPUMECTHP 0T OpemenHocTTa. Homunpen bu-®opre e
IPOTHUBOIIOKA3aH 110 BpeMe Ha BTOPHSI U TPETUSI TPUMECTBP 0T OpeMEeHHOCTTA.

Homunpen bu-®opTe He ce mpenopbyBa 1o BpeMme Ha KbpMeHe. TpsaoOBa ia ce B3eMe pelleHre Jau /1a ce
MpeKbCHE KbPMEHETO Wi Ja ce cipe Homunpen bu-®opre npeasu BaxxHOCTTa Ha TOBA JISYEHHUE 32
MaiKara.

BpemenHocT

C@bD3aHu c nepuﬂdonpwz:

He ce mpemopbuBa ynorpedata Ha ACE uHXu0MTOpM N0 BpeMe HAa NbPBUS TPHUMECTBP OT
OpemenHoctTa (B:K.4.4). Ynorpedara Ha ACE uHXUOMTOPHU € IPOTHUBONOKA3aHA M0 BpeMe Ha BTOPUS U
TpeTusi TPUMECTHP OT OpeMeHHOCTTA (BikK. TOUKH 4.3 u 4.4).

EnupeMuonornyHuTe TaHHH OTHOCHO PUCKAa OT TepaToreHeH e(eKT KaTo pe3ynrar oT ekcrno3uius Ha ACE
HHXHOUTOPH 110 BPEME Ha IMbPBUS TPUMECTBD OT OPEMEHHOCTTA HE ca yOeIUTEIHH: BCE MaK HE MOXKE Ja ce
M3KITIOYH JIEKO TIOBHIIIABaHE Ha pucka. [lalMeHTKUTe, KOUTO TUIAaHUPAT OPEMEHHOCT, TPIOBa Ja MPEMHUHAT Ha
aNTEPHATHBHO aHTUXUIIEPTCH3UBHO JICUCHUE, KOCTO € C YCTAHOBECH MPOQIIT Ha 6e30MacHOCT 3a yrmoTpeda mo
BpeMe Ha OPEeMEHHOCT, OCBEH aKo MPOABIKUTEIHOTO JeueHne ¢ ACE uHXHOHTOp He ce cuere 3a KpaiHO
HeoOxoaumo. Korato 6peMeHHOCTTa € MOTBBpAcH], eueHueTo ¢ ACE nnxubutopu TpsiOBa He3abaBHO J1a ce
MPEYCTAHOBH U, aKO € MOAXO/IAIN0, J]a CE 3alI0YHE aJITSPHATHBHO JICUCHHE.

W3BecTHO e, ye excnozunusra Ha jneyenne ¢ ACE mHXuOUTOpU MO BpeMe Ha BTOPHUS M TPETUS TPHUMECTHP
npeau3BUKBa (DETOTOKCHMYHOCT MpH 4YOBeKa (HaMaisBaHe Ha ObOpeyHata (QYHKIMS, OJUTOXHIIPAMHHOH,
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3a0aBsiHE Ha OCH(HUKALUATA HA Yepena) U HeoHaTalHa TOKCHYHOCT (0bOpeYHa HeloCTaThYHOCT, XUIIOTOHUS,
XUTNepKaaneMus) (BxK. Touka 5.3).

Axo excriozuruata Ha ACE WHXHOUTOp ce CIIydd OT BTOPHS TPUMECTHP OT OPEeMEHHOCTTA, CE MPEophIBa
YITPa3ByKOBO MpocCIIesiBaHe Ha ObOpedyHaTa GyHKIHS U Yepera.

HoBopoaenute, uuniito maiiku ca npuemanu ACE naxubutopH, TpsOBa fa ce HabIr0#aBaT BHUMATEIHO 3a
XUNOTOHUA (BXK. Touku 4.3 1 4.4).

Cevp3anu ¢ uHoanamuo:

JlunicBar winM wMa orpaHwdeHH NaHHH (1mo-Manko oT 300 3aBpprmum OpeMEHHOCTH) OT ymoTrpebaTa Ha
WHJIANaMUJ] TP OpeMEHHU JKeHH. [IpObIDKUTENHATA THA3UIHA CKCIIO3HIUS Tpe3 TPETUS TPUMECThp Ha
OpEeMEHHOCTTa MOXeE J]a HAMaJH TUIa3MEHUs 00eM Ha MaW4YMHHUS OPTraHU3bM, KAKTO U YTepPO-TUTAICHTAPHUS
KPBBOTOK, KOETO MOKE Jia TPUYUHU (PEeTO-IIAIICHTaApHA UCXEMUS U 3a0aBsiHE Ha pacTexka.

[IpoyuBanusTa MpH KUBOTHU HE TIOKA3BAT MPEKH WIIM KOCBEHH BPEIHH JEWCTBHS IO OTHOIICHUE Ha
penpoayKTUBHATA TOKCHYHOCT (BXK. TOUKaA 5.3).

Karo npenma3na msipka, 3a peANoYUTaHe € Ja ce n30srea yrnotpedara Ha HHIAMAMI 10 BpeMe Ha
OpEeMEHHOCT.

KbpMmene:

Honunpen bu-®opre He ce npenopbyBa IpU KbpMEHE.

Cevp3zanu ¢ nepuHOoOnpuL:

[Topaau munica Ha MHGOPMANIKA OTHOCHO yIOTpebaTa Ha MEPHHOIPIII IO BpeMe Ha KbpMEHE, TEPHHIOTIPHIT
HE Ce MMPeropbhyBa U B TO3H CIydaid 3a MpeaIoYNTaHe ca aITePHATHBHY JICUSHHS C TI0-100pe YCTaHOBEH
npoun Ha 6e30MacHOCT, 0COOEHO KOTaTo Ce Kacae 3a KbPMEHE Ha HOBOPOJICHO WJIM HA MPEXKICBPEMEHHO
POJIEHO JEeTe.

Cevp3zaniu ¢ uHOanamuo:

Hsama moctarpuHo mHGpOpMAIWs 32 €KCKPETHPAHETO HAa WHAWIIAMHJ WIH MeTaOOIUTHTE MYy B KbpMarta.
Moske f1a ce MOSBU CBPBXYYBCTBUTEIHOCT KbM CYI()OHAMUIHU MPOU3BOIHH M XUIloKanueMusi. He moxe na
Ce U3KITI0YH PHUCK 32 HOBOPOJICHUTE/KbpMaveTaTa.

MupanamMun uma roiasiMo CXOICTBO C THA3UIHHUTE TUYPETUIM, KOUTO Ca CBBP3aHH B IEPUOa HA KbPMEHE C
MOHWKCHHE WU JIOPH CIIHPAHE Ha OTACISHETO HA KbpMa.

MupanamMun He ce npenopbpyBa 0 BpeMe Ha KbpPMEHE.

DepTUIANTET

Obwo 3a nepundonpui U UHOAnAMuUO

[IpoyuBanusTa 3a peMPOAYKTHBHA TOKCHYHOCT HE MOKa3BaT BIHMSHUE BHPXY (QEPTHIINTETA MPH KESHCKU U
MBKKH ILTBX0BE (BXK. Touka 5.3). He ce oyakBa BiMsHUE BBPXY QEpTHIUTETA IIPU XOpa.

4.7 EdexTu BbpXy cHocoOHOCTTA 32 o upaHe U padoTa ¢ MAIIUHA

JIBeTe akTHBHH BeIIECTBA, MOOTACTHO WM B koMOuHanus B Homunpen bu-®oprte, He oka3BaT BIUSHUE
BBPXY CIOCOOHOCTTa 3a modupaHe W paboTa ¢ MAIlWHU, HO TPH HSIKOW MAI[UEHTH MOTAT Ja HACTBIAT
WHJMBHUIyaJIHM pPEaKIMM CBbP3aHH C TIOHIMKABaHE HAa KPBBHOTO HaJAraHe, OCOOCHO B HAYallOTO Ha
JICUCHUECTO HUJIU B KOM6I/IHaHI/I$I C ApYyru aHTUXUIICPTCH3UBHU CPCICTBA.

B pesynTaT Ha TOBa MOKE J1a C€ HAPYIIH CITOCOOHOCTTA 32 Mo¢upaHe Wik padoTa ¢ MaITHHH.

4.8 HexesaHu JeKapCTBeHH PeaKIu
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a. O00011eH nmpohua Ha 6E30MacHOCT

[Ipuaranero Ha HEPUHAONPUI HHXHOWUPA OCTa PEHUH-aHTMOTEH3WH-aJII0CTEPOH M BOAM IO TEHAEHINS KbM
HaMaJIsiBaHe Ha KaJueBaTa 3aryba npuuiHeHa ot uHaanamu. lllect mporieHTa OT mannueHTUTe Ha JICUYCHUE C
Hosmumnpen bu-®opre nonyyasar xunokamuemus (cepymen kanuit < 3,4 mmol/l).

Haii-uecto HabronaBaHUTE HEXETAHU PEaKIUU ca:

- C NepUHAONPHIL: 3aMasHOCT, TTIaBOOONINE, TAPECTE3Hs], AUCTEY3Hs, 3PUTEITHI HAPYILCHHS,
CBETOBBPTEXK, IIYM B YIIUTE, XUIIOTOHUS, KALIUTHIIA, TUCITHES, KOPEMHH OOJIKH, 3aIeK,
JUCTICTICHSL, INApusl, TaJIieHe, IOBPBIIaHe, ChbpOexk, 0OpUB, MYCKYJIHH CITa3MHU M ACTCHUSI.

- ¢ MHAANaMHJ: XUMOKAINEMHS, PEaKIUH Ha CBPBXUYBCTBHUTEIHOCT, OCHOBHO KOXXHH, ITIPH
NAalWeHTH, MPEeAPasNoIoKeHH KbM aJIePrHYHM pEakIMd M acTMa M MaKyJIONamyJlIo3HN
o0OpuBH.

b. TaOnuyeH cIMCHK Ha HEXKETAHUTE PEaKLIUU

CrneHUTE HEXEJIaHW JICKApCTBEHHM PEaKIMK ca HaOJII0JaBaHU MO BpeMe Ha KIMHUYHYM W3MUTBAHUS W/WIA
MOCTMAapKETHHTOBA YIOTpeOa ca MoJIPE/ICH! CIIOpe/T YeCTOTaTa CH 110 CIICTHUS HAauWH:

Muoro uectn (>1/10); gectn (>1/100, <1/10); neuectn (>1/1000, < 1/100); peaxu (>1/10000, <1/1000),
MmHoro peaxu(<1/10000), ¢ Hen3BecTHa YecToTa (OT HATHYHHUTE JaHHHU He MOXKe Jia ObJle HAallpaBeHa OILlEHKA).

YecToTa

MedDRA
CucreMo-opraneH

He:kegaaHu peakinu

KJjac

Ilepunaonpui

HNnapanaMux

Nudexuun n

Punur MHoro peaku -
HHpecTaluu p
Hapymenus Ha
CuHIpoM Ha HeaJleKBaTHA CEKpeLus Ha
€HJOKPUHHATA Penxu -
anTuauypetudamns XxopMoH (SIADH)
cucrema
Eosunodummms Heuectn™ -

Hapymenus Ha
KPbBOHOCHATA N
JuM(pHaTa cUcTeMa

Arpanynonnrosa (Bx. Touka 4.4)

MHoro peaku

MHoro penku

AmacTiyHa aHEMUS

MHoro penku

[Tanuronenus

MHoro penku

JleBKOTIIEHUS

MHoro penku

MHoro penku

Heytponenus (Bx. Touka 4.4)

MHoro penku

XEeMOJIMTUYHA aHEMUS

MHoro penku

MHoro penku

Tpombormronenws (Bx. Touka 4.4)

MHoro penku

MHoro penku

Hapymenus Ha

CBpBX4YYBCTBUTEIHOCT (PEAKIINH,
OCHOBHO JIEPMAaTOJIOTHYHU, TP MAIUEHTH

HMYHHATA CUCTEMAa | C MPEpPa3oI0KEeHNE KbM aJICpTUIHH U i Hecrn
ACTMATHYHY PEAKITHN)
Xunormikemus (Bx. Toukw 4.4 u 4.5) Heuectn* -
XunepkanueMus, 00paTiMa Mpu CIupaHe
(Bx. TOuKa 4.4) Heuectu™ -
Hapymenne Ha
MeTadoJu3Ma u XwumoHatpueMmus (Bx. Touka 4.4) HeuecTu* Heuectn
XpaHeHeTo XHUNOXJIOPUEMHUSL - Penxu
XHUIIOMarue3ueMus - Penxu
XunepkajauueMust - MHoro peaku
XunokaJimeMus - Yectun
ITIpomsiHa Ha HACTPOCHUETO Heuectu -
Henxuunu Henpecus Heuectn™ -
HapyLIeHUsI PazcTpoiicTBO Ha ChHS Heuectu -
O0bbpkBane MHoro penku -
Hapymenus Ha 3amastHOCT Uectn -
HEpBHATA CHUCTEMA I'maBoOoane Yectn Penxu

15




ITapecTesus Uectu Penxu
Hucreysus Yectn -
ChHIHBOCT Heuectn™ -

C HeusBecTHa
Cunkon Heuectn*

qgecrora

Bb3MoKeH HHCYNT BCIICACTBUE HA
MIpeKOMEpHa XUIIOTOHUS IIPH
BHCOKOPHCKOBH MalMEHTH (BXK. Touka 4.4)

MHoro penku

Bb3MOKHOCT 32 Bb3HUKBAHE Ha
YepHOApOoOHa eHlledanonaThs B CIy4ail Ha
YepHOAPOOHA HETOCTATHUYHOCT (BXK. TOUKH
43u4.4)

C HeusBsecTHA
YecToTa

C HeusBsecTHA

Yectn
3pUTETHN HAPYIICHUS 4eCTOTa
C HemsBecTHa
Muonus (Bxk. Touka 4.4) -
4ecToTa
Hapymenns na C HeusBecTHA
OcTpa 3aKpUTOBI'bIHA TJIAYKOMA -
ouuTe 4eCcTOTa
C HemnsBecTHa
XopouganeH U3IuB -
4ecToTa
C Heus3BecTHA
3aMBIIICHO 3pEHUE -
4eCcTOTa
Hapymennst na CBETOBBPTEXK Yectn Penxu
XO0TO U Ja0UpPHHTA
y P [Ilym B yumiute Yectu -
CrpuebueHe Heuectn™ -
Taxukapaus Heuectu* -

Cobpaeynn
HApyIIeHUS

AHrnHa niekropuc (BXk. Touka 4.4)

MHoro penku

Aput™us (BKITIOYUTETHO OpauKapusi,
BEHTPHUKYJIApHA TaXUKAPIHUS, TPEACHPIHO
MBXKJICHE)

MHoro penku

MHoro penku

NndapkT Ha MHOKapa BEpOSITHO
BTOPHYEH B CJIEJCTBUE HA TEXKA
XHUIIOTOHUS IPU BUCOKOPHCKOBH MALIMEHTH
(Bxk. TOuka 4.4)

MHoro penku

Torsades de pointes (moTeHIMATHO
¢aranun) (BX. Touku 4.4 u 4.5)

C HeussecTHA
4ecToTa

XumnoToHus (M CBbP3aHU C Hesl e(eKTH )

Yectun MHoro penku

CoaoBu Hapymienusi | (BX. Touka 4.4)

Backynut Heuectn™ -

3agepBsBaHe Penxu™ -

. C HeusBecTHA
®enomeH Ha PeliHo -
4ecToTa

Kamumuna (Bx. Touka 4.4
PecniupaTopuu, ( ) Yectu -
rPbAHM U

pra Jucraes Yectn -

MeIUACTHHAIHA

Bponxocnaszem Heuectu -
HApPYUIEHUSA

Eo3uHoduiaHa mHeBMOHUS MHoro penku -

Kopemna 6omka Uectn -

3anex Yectn Penxn
CromamHo-upeBHu | [Iuapus Yectn -
HAPYLIECHUSAS Hucnencus Yectu -

l'anene Yectu Penxu

IToBpbi1ane Yectun Heuectn
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CyxoTa B ycTara

Heuectn

Penxn

[Tankpeatur

MHoro penku

MHoro penku

Xenaro-oumauapHu
HApYLIEHUS

Xemnatut (Bxk. Touka 4.4)

MHoro penku

C HeusBecTHA
4ecToTa

AHopMaiHa 4epHoIpoOHa (hyHKIHS

MHoro penku

Hapymenus na
KOKATa U
NO/IKO’KHATA ThKAH

[Ipyputyc Yectu -
O6pus Yectn -
Makysonamnyno3es o0puB - Yectun
Yptukapus (Bx. Touka 4.4) Heuectn MHoro penku
Anrnoenem (Bx. Touka 4.4) Heuectn MHoTrO0 penku
[Typnypa - Heuectn
Xunepxuaposa Heuectu -
Peakunm Ha poTocencuOnmsanus Hewectu™ C neussectha
4eCcTOTa
[Memdurons Heyectu* -
BiomaBaHne Ha ricopuasuc Penxu* -

Eputema myntudopme

MHoro penku

TokcuyHa enmaepMaiHa HEKPOIH3a

MHoro peaku

Cungpom Ha CTuBbHC-J[>KOHCHH

MHoro peaku

C HeusBsecTHA

MyckynHu criazsmu Yectu
4ecToTa
BB3MO0KHO BiIOIIaBaHE HA Beue C HensBecTHA
CBILECTBYBAL OCTHP AUCEMUHHUPAH JIYIyC -
Hapymenns na YecToTa
€pUTEMATO3YC
MYCKYJIHO- *
Aptpanrus Heuectu -
CKeJIeTHATa cucTeMa C nemspectia
U CheJUHHUTEJHATA Muanrus Heuectu™
TBKAN 4ecToTa
C HeusBecTHa
MyckynHa c1abocT -
4ecToTa
C HeusBecTHa
Pabnomuonmza -
4ecToTa
Hapymenns na brOpedHa HegOCTaTHUHOCT Heuectn MHoro penku
0bOpenuTe U Anypust/onurypus Penxu* -
NUKOYHUTE MbTHINA | OcTpa 6b0peYHa HEJOCTATHYHOCT Penxu -
Hapymenusi Ha
BB3IPOM3BOAMTEIHA
P Epexrunna nuchyHKIms Heuectu Heuectn
Ta CHCTEMa H
rbpaaTa
ActeHus Yectn -
Bonka B repaute Heyectu* -
OO0mm HapylmeHus u "
Hepasnonosxxenue Heuectu -
edekTH HA MACTOTO "
[Tepudepen orok Heuectu -
HA MPUJIOKEHHE "
ITupexcust Heuectn -
YMmopa - Penku
IToBuieHa kpbBHA ypest Heuectu™ -
IToBuIIEH KPBbBEH KpEaTUHUH Heuectu™ -
[ToBuIIeH KpbBEH OMINPYOUH Penku -
[ToBumen yepHoapoOEH eH3UM Pk C HeusBecTHa
HscaenBanus YecTora
[ToHnxeH XeMOTJIOOMH U XeMaTOKPUT (BIK. MHOT0 peKit C HeusBecTHa
Touka 4.4) P YECTOTa
C HemnsBecTHa
[ToBuiena kpbBHA 3axap -
4ecToTa
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C HeusBsecTHA
[ToBuIlleHa MMKOYHA KMCEJIUHA B KPBBTA -

4ecToTa
Yaemxken QT unrepsan B EKD (Bk. TOUKH C Heus3BecTHA
44 u4.5) i 4eCcToTa
HapansiBanus,
2;?)?;3;;:““ [Tapane Hewectn™ -
YCJI0KHEHHUSI

* Yecmomama e uzHuciena Om KIUHUYHY USHUMBAHUSL 30 HeCENAHU PeaKyuul, YCMaHOBeHU Ype3 CROHMAHHO
cvobwasane.

Ornrcanre Ha N30paHUTE HEXETAaHH PeaKIIny

ITo Bpeme Ha mpoyuBanusita ¢aza Il u III, cpaBusBamm wHmanamux 1,5mg c 2,5mg, aHamM3uTe Ha
TTa3MEHHsI Kalluil ca MOKa3aJid J0303aBUCUM €(PEeKT OT WHIATIaMHU/I;

- Uapanamun 1,5mg: mnasmen kammii < 3,4 mmol/l e mHabmonasan npu 10% ot nanuentute u < 3,2 mmol/l
npu 4% ot nanuentute caen 4 1o 6 ceamuiy geuenue. Crnen 12 ceAMUYHO JIeUeHUE, CPEAHOTO TTOHIKEHUE
Ha mIasMenus kanui e ommo 0,23 mmol/l.

- Unmanamun 2,5mg: mua3Men kamuii < 3,4 mmol/l e HabmonaBan npu 25% oT nanueHTuTe U < 3,2 mmol/l
npu 10% ot manmenTute cien 4 1o 6 ceqmunu JedeHue. Crnex 12 ceAMUYIHO JeUeHUE, CPETHOTO TIOHUKEHNE
Ha mIa3Menus Kaaui e omio 0,41 mmol/l.

Cho0uiaBaHe HA NOAO3MPAHN HEKEJAHW PeAKIMN:

CroOmaBaHeTo Ha MOIO3UPAHU HEKEIAHU PEeaKLUu ClIe]] pa3pellaBaHe 3a ynorpeda Ha JeKapCTBEHUS
IPOJAYKT € BakHO. ToBa M03BOJISIBA J]a IPOIBIKY HAOIIOJCHHETO Ha ChOTHOIIEHUETO TI0JI13a/PHCK 32
JIeKapCTBEHUS MPOAYKT. OT MEJUIIMHCKHITE CIIEIMAIIMCTH CE€ U3UCKBA J]a ChOOIIABAT BCSIKA MOJIO3UPAHA
HEXKeJIaHa peaKlys Ype3 HallMOHaJIHAaTa CUCTEMa 3a ChOoOLIaBaHe:

bwarapus

W3nbnuutenna arenius mo nekapcreata (MAJT)
Va. ,,Jamsa ['pyes® Ne 8

1303, rp. Codust

Ten.: +359 2 8903 417

yebcaiiT: www.bda.bg

4.9 Ilpepo3upane
CumMnToMu

Haii-xapakTepHaTa HexellaHa peakiys B clydyai Ha Ipeo3upaHe € XMIIOTOHUATA, TOHSIKOra CBhp3aHa ¢
rajicHe, IOBPBIIaHe, KPaMITH, 3aMaiiBaHe, ChHIUBOCT, 00BPKAHOCT, OJIUTYPHS, KOSATO MOXE Jia IpepacHe B
aHypus (IbJKAIIA Ce Ha XUMOBOJIeMHUATa). MoXKe J]a HaCThIISIT HAPYIICHUS Ha BOJIHO-COJICBUS OanaHC
(XHTIOHATPUEMHSI, XUTIOKATNEMHUS ).

Mepku
Hauannute Mepku, KouTo TpsiOBa Ja ce MpeAnpueMar, BKIYBAT Obp30 STUMHUHHPAHE HA TIOSTUTE BEIICCTBA

ChC CTOMAIIIHA IPOMHBKA W/MITM BhBEKJaHE Ha aKTHBEH BBIJICH, OCIIEIBAHN OT BH3CTAHOBSBAHE HA BOIHO-
€JIEKTPOJINTHOTO PAaBHOBECHE [0 HOPMAJIHO ChbCTOSHUE B CIIEUAIN3UPAHU JI€4eOHH 3aBEACHUS.

[Ipu 3HauUMTENTHA XUITOTOHUS TALMEHTHT CE ITOCTaBs JIETHAJ 110 IPh0 ¢ HUCKO MOJIOKEHHUE Ha Ii1aBaTa. AKO €
HEO0XOIMMO, MOKE J1a C€ MPHUJIOKHM HHTPABEHO3HA MH(Y3US Ha M30TOHUYEH Pa3TBOP HA HATPUEB XJIOPUL
WM J1a € MIPUJIOXKH IPYT METOJ Ha yBeJIM4YaBaHE Ha HUPKYJIHPAIIUSI 00eM.

[Nepunnonpunar, akTHBHATa (popMa Ha MEPUHIOIPHII, € THATH3UpyeM (BXK. Touka 5.2).

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 ®apmakoaMHAMHYHH CBOIiCTBa
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dapmakoTepaneBTH4Ha rpyna: nepuaaonpun u quypetuiy, ATC xon: CO9BA04

Homumnpen bu-®oprte e koMOMHAIMA OT aprTHHUHOBA COJI HAa EPUHAONPHII, €TUH HHXHOUTOP HA
AaHTHOTEH3MH-KOHBEPTHPAIINS €H3UM, U UHAANIAMU, €AUH XJIopcyiidamonieH quypeTuk. HeroBure
(hapMaKOJIOTHYHY CBOWCTBA MPOM3THYAT OT T€3HW HA BCEKH KOMITOHEHT MOOTACIHO M TOITBJIHUTEIHO OT TE3H,
JIBIDKAIIY CE Ha aINTUBHUS CHHEPTU3HM B PE3YJITAT HA KOMOWHUPAHETO Ha JBaTa Ipernapara.

Mexanuszmu na deticmeue

Cevp3saniu ¢ nepunoonpui:

[lepurmonpui e THXUOUTOP HA AaHTHOTEH3WH-KOHBepTHpamusa eH3uM (ACE nuHXxn6uTop), KOWTO NMpeBphIIa

(xoHBepTHpa) aHTHOTEH3WH | B aHTMOTEeH3MH 1] (Ba30KOHCTPUKTOP); JOMBIHUTEIHO EH3UMBT CTUMYJIIHpA

CEKpeLHsITa Ha alI0OCTEPOH OT HaA0bOpeUYHaTa Kopa M CTUMYJINPA pasrpakJaHeTo Ha OpaAuKUHUH

(BazogunaTaTop) A0 HEAKTHBHU XEHTAIICITHIH.

ToBa BoaM 10 CIETHUS pe3yJITaT:

- HaMaJIsgBaHE Ha aJlJJOCTEPOHOBATa CEKpeLus,

- yBeJIMYaBaHE Ha IJlJa3MeHaTa peHUHOBA aKTUBHOCT, Thil KaTO allZIOCTEPOHBT HE MOXKE Ja OCBIIECTBIBA
oTpuIaTenHaTa oOpaTHa Bpb3Ka,

- HaMmaisiBaHe Ha TOTATHOTO Mepu(epHO ChIOBO CHIIPOTUBICHUE, TPEUMYIIECTBCHO B 00JIaCTTa HA
CBIOBETE, KPHBOCHAOIABAIIM MYCKYJIMTE U OBOperuTe, 03 mosiBa Ha IPUIPYKaBaIla PEeTSHINS Ha COJI U
BOJZIa WU pe(IIEKTOPHA TaXUKAPAUS IPH MPOABIDKUTENHO JICICHHUE.

AHTHXHHepT€H3I/IBHOTO Z[eﬁCTBHe Ha ICPUHAOIIPUII CC ITPOSABABA U MPHU NALUCHTHU C HUCKAa UJIK HOpMaJHa
PCHUHOBA KOHLCHTpAI M.

Ilepungonpun oKa3Ba CBOETO JACWCTBHE Ype3 AKTHBHHUS CH METa0OIUT mepuHionpuiar. Jlpyrure

MeTabOoJINTH ca HEaKTHBHH.

[lepurnonpun HamansiBa paboTata Ha CHPLETO:

- Ype3 Ba3OAMJIATHPAIIHS CH €PEKT BbPXY BEHHUTE, BEPOSTHO MPEAN3BUKAH OT IIPOMEHH B MeTa0OIM3Ma Ha
MPOCTArJaHAUHUTE: HAMaJIsIBaHE Ha IIPEIHATOBAPBAHETO;

- 4Ype3 HaMaJIsIBaHE Ha OO0IIOTO MEePU(PEPHO ChAOBO CHIPOTUBIICHUE: HAMAISIBAHE HA CIICHATOBAPBAHETO.

WscnenBanus Ha MAMEHTH ChC ChPJICYHA HEJJOCTATHYHOCT Ca IMOKa3aJIu:

- HaMaJsBaHE Ha HAJSTAHWSTA Ha ITBJIHEHE HAa JIBaTa U JiFICHATAa KaMepa,

- HaMaJIIBaHE Ha 00IIOTO MEepH(PEPHO CHIOBO CHIIPOTHBIICHHE,

- yBeIMuYaBaHE Ha yIapHHs 00eM Ha ChPIETO M NOA0OpsBaHEe Ha ChPIACYHUS HHJIEKC,
- yBeIMYaBaHE HAa PErMOHAITHHS KPBBOTOK B MYCKYJIHTE.

[TonoOpsiBaT ce U pe3ynraTuTe OT paboTHATa Ipooda.

Cevp3sanu ¢ UuHOANAMUO.

WNupanamun e cynpoHaMHUIHO POU3BOTHO C HHAOJIOB MPBCTEH, (HapMaKOJIOTHYHO OJMHM3BK 10 THAZUIHUTE
nuypetuny. UHmanaMug nHXHONpa peadcopOIusTa Ha HATPUK B KOPTUKAIIHUS JIUTYITHOHEH ceTMeHT. ToBa
IIOBUIIABA €KCKPELMATAa HA HATPUH U XJIOP C YPUHATA, a B [I0-MAJIKa CTENEH —KCKPELUATa Ha Kaauil 1
MarHe3ui, ¢ KOeTO MOBUIIaBa AUYype3aTa U OKa3Ba aHTUXUIIEPTEH3UBHO JEHCTBUE.

DapMaKOAMHAMHYHY eeKxTH

Cevpsana ¢ Honunpen bu-Popme:

[Ipy manMeHTH ¢ XUMEPTOHMS, HE3aBUCUMO OT Bb3pactra uM, Honumnpen bu-dopre ynpaxHsaBa 1030-
3aBUCUM aHTUXUIICPTCH3UBEH €(PEKT MO0 OTHOIIEHUE HA TUACTOJMYHOTO M CHCTOIHMYHOTO apTepUaIHO
HaJsIraHe MpY JIETHAJIO0 WK U3IPAaBEHO MOJIOKEHHUE Ha TSUIOTO.

PICXEL, MHOTOIIEHTPOBO, PaHIOMH3HUPAHO, JBOHHO-CIIIIO MPOydYBaHE C aKTWBHA KOHTpOJIA OIEHSIBA C

exokapauorpadus edexra Ha KOMOMHauusATa nNepuHAoNpwI/MHIanmamua Bbpxy JIKX  cmopsmo
MOHOTEpAIUsTA C EHANAIPHIL.
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B PICXEL xwunepronunu ¢ JIKX (onpeneneHa kato HHICKC Ha JieBOKaMepHaTa MyckyinHa maca (LVMI) >
120 g/m? 3a mwike u > 100 g/m? 3a sxeHn) ca OUIM PaHIOMHU3UPAHM A TOJTYYaBaT MM MEPHHIONPHUI TEPT-
OyTtmnaMuH 2 MQ (eKBUBAJCHTHU Ha 2,5 M epuHAONPUI apruHuH)/mHAanaMuy 0,625 M, WM eHaganpr
10 mg BeaHBX IOHEBHO 3a CpPOK OT enHa roauHa. [lozata e Ouia ajmanTupaHa B 3aBHUCUMOCT OT
KOHTPOJIMPAHETO HA KPBBHOTO HAJSITaHE 0 NEPUHAONPHI TepT-OyTHiaaMuH 8 Mg (ekBuBasieHTHH Ha 10 mg
NEPUHIONPHII apTHHUH) ¥ WHAanmamua 2,5 mg win eHananpun 40 mg semabxk aHeBHo. Camo 34% ot
MAIMeHTUTE Ca OCTAaHAJM Ha JIEYeHHWE C MEePHHIONPII TepT-OyTriaMuH 2Mg (eKBHBaJEHTHH Ha 2,5 mg
mepUHIONpII apruuH)/uamanamun 0,625mg (cpenry 20% ¢ enamamnpua 10mg).

B kpas Ha npoyusanero LVMI e 6un curHudukaHTHO MO-MallbK B TpymaTa ¢ MepUHIONPUI/UHAANaMu (-
10,1 g/m?), orkonkoTto B rpymata ¢ eHamampui (-1,1 g/m?) cpex momynammsTa BKJIIOYBAIIA BCHUYKU
paHIOMH3MpaHH NAalMeHTH. MexayrpynoBara pasinuka B npomsaata Ha LVMI e -8,3 (95% CI (-11,5,-5,0), p
< 0,0001).

ITo-no6bp edexr Bepxy LVMI e mocturnar ¢ mosa mepurmonpmn 8 mQ (exBuBajmeHTHH Ha 10 mg
NIEPUHIONPHIT ApTUHYH )/UHIanaMu 2,5 mg.

ITo oTHOIICHHE HAa KPBBHOTO HAJATaHe, M3YMCICHATA CPeHA CTOMHOCT Ha MEXIYrpyIoBaTa pasiinuka Cpe/
paHIOMH3MpaHaTa IMolyJianus e, CboTBeTHO, -5,8 mmHg (95% CI (-7,9, -3,7), p < 0,0001) 3a cHCTONUYHOTO
u -2.3 mmHg (95% CI (-3,6,-0,9), p = 0,0004) 3a auacToJM4YHOTO KPHBHO HaJsIraHe, B 1M0JI3a HA Tpymara ¢
HEePHHIONPHII/MHIATTaMHU T

Csvp3saia ¢ nepunoonpui:

[lepunaonpui e akTUBEH IPY BCUUKU CTEIICHU Ha XUNIEPTOHMS, JIEKa 10 yMepeHa WM Texka. Hamanssane
Ha CUCTOJIMYHOTO U AUACTOJIMYHOTO apTEPUATHO HAJISITaHe ce HaOMoaBa Mpu JIETHANO U CESII0
MOJIOKEHHUE Ha TSJIOTO.

AHTHXUIEPTEH3UBHOTO JCHCTBHE CIIe/l €HOKPATEH MPHEM TOCTUTa MaKCUMyMa cu ciiesl 4 1o 6 Jaca u ce
3ara3Ba Haj 24 Jaca.

CrIiecTByBa BUCOKA CTETIEH HA OCTATHYHO OJIOKMpaHEe Ha aHTHOTEH3MH-KOHBEPTHPAIINS €H3UM KbM 24-1s
yac, npuonusureaso 80%.

[Ipu nauyeHTH ¢ TepaneBTUYEH OTTOBOP HOPMAJIM3UPaHe Ha KPbBHOTO HAJISITaHE HACTHIIBA 3 €IUH Mecel U
ce 3ara3Ba 0e3 MpU3HaLK 32 Taxu(puIaKcus.

CriupaHeTo Ha JICYEHHETO He BOAU 10 e(heKT Ha OTHEMaHe BbPXY XHIICPTOHUSITA.

[lepunponpun ¥Ma Ba3oquIaTaTHBHH CBOWMCTBA M BB3CTAHOBSBA E€NACTUYHOCTTA HA TOJEMHUTE apTepuH,
KOpUTHpa XUCTOMOP(QOMETPHYHHTE IMPOMEHH B PE3UCTHBHUTE apTEepUd W BOJAW A0 HaMallsiBaHe Ha
JeBOKaMepHaTa XUIepTpoQusl.

[pu HeoOxoqMMOCT, 100aBSHETO HA THA3UJICH TUYPETUK BOAU J0 aJUTUBEH CHHEPTU3HM.

KomOunanusaTa Ha MHXMOMTOpP Ha AHIMOTEH3MH-KOHBEPTHPAIIUS €H3MM C THA3UJEH AWYPETHK IIOHMKaBa
PHCKa OT XUIIOKAJIHEMHUs, CBbP3aH ¢ ANypEeTUYHATA MOHOTEpAMNusl.

Cswvpsana ¢ undanamuo:

WHpanamun, kKaTo MOHOTEpAIHsl, UMa aHTUXHUIIEPTCH3UBEH e()eKT, KOWTO MpoabinkaBa 24 yaca. To3u edekr

HACTBIIBA MIPH JIO3H, TIPU KOUTO AUYPETHUHUTE e(HEKTH ca MUHUMAJTHU.

HeroBoTo aHTHMXUINEPTEH3UBHO JCHCTBUE € MPOMOPLUOHAIHO Ha MMOJ00PSIBAHETO HA apTePUAITHUS

KOMIUTalaHC M Ha HAMaJIsiBAHETO Ha OOIIOTO U apTEPHOIAPHOTO MEPU(PEPHO CHIOBO CHIIPOTUBIICHHE.

MunanamMun HaMasIBa JIeBOKaMepHATa XUIepTPOQHs.

Koraro eqHa KOHKpeTHA /1032 Ha THA3UIHUTE TUYPETHIIN WM TEXHUTE aHAIO3U OBbJe MPEeBHIIICHA,

AHTUXUTIEPTEH3UBHUAT €EKT IOCTUTA TIJIATO, IOKATO HeXelaHnuTe e(heKTH MPOAbIKABAT JIa Ce YBEIMYaBaT.

AKo JieueHHeTo € Hee(peKTUBHO, 103aTa He TPSIOBa Ja Cce yBeInJYaBa.

OcBeH TOBa, JOKa3aHO €, Y€ B KPATKOCPOUEH, CPEHOCPOUCH U IBJITOCPOUCH IIJIaH MPU HAIUEHTH C

XUTIEPTOHUS UHIATIAMU/T;

- He oKa3Ba eEKT BbPXY JUIHUAHUSA MeTaboau3bM: Tpurimuepuante, LDL-xonecreposn u HDL-
XOJIeCTepo,

- He oKka3Ba e(eKT BbPXY BBIVICXUAPATHUS META0OIN3HM, BKIIOUUTEITHO U IIPH XUIICPTOHUITH C THA0ET.

ﬂaHHH om KAUHUYHUmMeE npoy4eanus 3a osotinama b610okada Ha cucmemama PEHUH-AHCUOMEH3IUH~

anoocmepon (RAAS):
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JBe ronemu panaomusupanu Koutposmpanu npoyuBanus — ONTARGET (ONgoing Telmisartan Alone and
in combination with Ramipril Global Endpoint Trial - Texymro rimo6anHo U3nMTBaHe 3a KpaliHU TOYKH Ha
TeJIMHCapPTaH, CAMOCTOATETHO U B KomOuHaIwus ¢ pamunpiur) 1 VA NEPHRON-D (Knmuaudrao npoy4uBane
CBBP3aHO C pa3BUTHE Ha HedponaTus npu 1uadeT, NpoBeJeHO OT MUHUCTEPCTBO 1O BRIIPOCUTE HA
BETEpaHMTE) — IPOyyBat ynorpebdara Ha komOnHanusaTa oT ACE maxuburtop u anruorensut ll-penentopen
Gtokep.

ONTARGET e npoyuBaHe, mpoBEEHO MPH MAlMEHTH C aHAMHE3a 33 ChPACYHO-CHI0BA WM MO3BUYHOCH0BA
Ooect, WM 3axapeH nuadeT THIM 2, IPUIPYKEHH C TaHHH 32 YBpeKIaHe Ha epeKTOpHH opraHd. VA
NEPHRON-D e npoy4Bane mpu naipieHT! CbC 3axapeH nuadet TN 2 u quadeTHa HeporaTHsl.

Tes3u mpoy4yBaHus HE IOKa3BaT 3HAUYMM OJIaronpusiTeH eekT BbpXy ObOpeduHNTE U/UIIN ChPIACUYHO-ChIOBHTE
MOCJICIIN 1 CMBPTHOCT, KaTo CHIIEBPEMEHHO ca HAaOJI0AaBaH! MOBHILEH PUCK OT XUMEPKAIUEMHS, OCTPO
yBpexIaHe Ha ObOpEITe 1/UiIK XUIIOTOHUS B CpPaBHEHHE ¢ MOHOTepanusaTa.Kato ce umar npeasuj
CXOIHUTE UM (papMaKOAMHAMUYHHU CBOMCTBA, TE€3U PE3yATaTH ca NpuiIoKuMH u 3a Apyru ACE nnxuburopun
u aHruoTeH3uH ll-peuentopuu Onokepwu.

ACE unxubutopu u anrnotensut ll-penentopau 6510kepH cie0BaTeTHO HE TPAOBA 1a ce U3MOI3BAT
€HOBPEMEHHO MPH MAaLUEHTH ¢ AuadeTHa HepOomaTHsL.

ALTITUDE (Knuan4HO poy4BaHe MPOBEJCHO ¢ alTUCKUPEH MPH MAEHTH ChC 3aXapeH quadeT THII 2 C
W3I0J3BaHE HA CHPJCYHO-CHIOBU U OBOpEUHH 3a00JsIBAHUS KATO KPAiHU TOYKHU) € TIPOy4YBaHe,
IpeJHa3HAYEHO Ja U3CIIeBa I0I3aTa OT 100aBsSHETO Ha AIMCKUPEH KbM cTaHAapTHa Tepamnusi ¢ ACE
MHXUOUTOP WM aHrHoTeH3uH ll-penienTopen 60Kep MpH MalMEHTH ChC 3axXapeH AuadeT THI 2 U XPOHUYHO
0BOpeuHo 3a0osABaHe, ChpACYHO-CHA0BO 3a00sIBaHe UM U 1BeTe. [I[poyuBaHeTo € mpekpaTeHo
IPeXIEeBPEMEHHO MOpaa MOBUILEH PUCK OT HEOMaronpusITHU mocueaniy. Kakto cbpaedHo-cha0BaTa
CMBPT, TaKa U HHCYJATHT ca I0-YeCTH B rpyIaTa Ha allICKUPEH, OTKOJIKOTO B TpyIaTa Ha riamebo, a
IPEICTABIABALINTE HHTEPEC HEXKENaHU CHOUTHS M CEPUO3HU HEXKEJIaHU ChbOUTHUS (XUIIEPKATIMEMUs,
XUTOTOHUA 1 OBOpedHa aucyHKIHMs) ce ChOOIaBaT M0-4eCTo B Tpymara Ha alllCKUPEH, OTKOJIIKOTO B
rpymnara Ha miane6o.

Ileouampuuna nonynayus
Jlunicar manHM 3a ynorpebdara Ha Homunpen bu-®opte mipu gemna.

5.2 ®apMakoOKHMHETHYHHU CBOCTBA

Cewvpsanu ¢ Honunpen bu-@Popme:

EnHOBpeMEHHOTO BBBEXJaHE Ha MEPUHIONPUI M HMHAANAMH] HE MPOMEHsI TeXHUTEe (PapMaKOKMHETHYHU
CBOICTBA B CPAaBHEHUE C OTJEIHOTO UM BBBEXKJIAHE.

Cevp3anu ¢ nepuHoonpu:

Pe3opOnmsa 1 OMOHAJIMYHOCT

Cren nepopaiHo BbBeXIaHe abcopOuusaTa Ha MEPUHAONPIII € Obp3a U MUKOBaTa KOHIIEHTPALHSI Ce€ JOCTHra
3a | yac. [Ina3sMeHuAT MOMYKUBOT HA TIEPUHIONPUII € paBeH Ha 1 gac.

Tpil KaTo MpUEeMBbT Ha XpaHa HaMalsABa KOHBEPCHATA JO TEPHUHIONPUIIAT, a OTTaM W OHOHAJIMYHOCTTA,
MIEPUHIOTIPIII ApTUHUHOBA COJI TPsIOBa Jja ce prueMa IepopaiHO BEIHBK JHEBHO, CYTPUH MPEAN XpaHEeHE.

Pasnpenenenue
O6embT Ha pasnpezaencuue ¢ npudmusurenno 0,2 I/kg 3a HecBbp3anust nepuHgonpwiat. CBbP3BaHETO Ha

nepunaonpujar € IMJIa3MCHUTC IIPOTCHUHU € 20%, TJIaBHO C AHT'MOTCH3WH-KOHBCpTHpAIUd CH3UM, HO
IMOKa3Ba 3aBUCUMOCT OT KOHLCHTpalusiaTa.

buorpanchopMarus

IMepungonpun e nekapcTBeH mpekypcop. JlBameceT W ceJeM MPOIEHTa OT MPHETOTO KOJHYECTBO
TIEPUHJIOTIPUIT JOCTUTAT JI0 KPHBOOOPAIICHHETO Mo hopMaTa Ha aKTUBHHUS METAa0OIUT mepuHionpuiaT. B
JOIIbJIHCHHUE KbM AKTUBHOTO BEILICCTBO HepI/IH)Z[OHpI/IJ'IaT HepI/IHI[OHpI/IJ'I JaBa omiIe 1eT MeTaGOHI/ITa, BCUYKHUTC
HeakTHBHU. [[MKOBY TUTa3MEHU KOHIICHTPAITUN Ha TICPUHIIONIPUIIAT CE€ TOCTUTAT B paMKUTE Ha 3 10 4 Jaca.
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EnumMunupane
IlepungonpunaT ce eIMMUHHpA ¢ ypHHATA, a OKOHUYATSITHHUAT IONYXHBOT Ha HECBBbp3aHaTa (pakmus €

npubu3uTenHo 17 yaca, K0eTo BOM /IO PAaBHOBECHO CHCTOSIHHIE CPETHO cien 4 THH.

JIMHEeHHOCT/HEIMHENHOCT
JeMoHCcTpupaHa € THHEeHHA 3aBUCUMOCT MEXIy IIpHeTaTa 1032 MePUHIONPUI U IJIa3MEeHATa EKCIIO3UIIHSL.

Crenuaaay momyJiaiun

Xopa 6 cmapuecka 6vb3pacm:

Enumunanusta Ha mepuHIoONpUIiaT € HaMaJeHa IpU CTapyecka BB3PacT, a ChII0 U MPHU MAIUEHTU ChC
ChpJicUHa WM OBOpEYHA HEJAOCTATHYHOCT.

bvopeuna neoocmamvunocm:
[lpu OBOpedHa HEMTOCTATHYHOCT € IKENaTeHa aJanTaius Ha J03aTa, B 3aBUCHMOCT OT CTENEHTa Ha
HapYyIICHUETO (KPEATHHHHOBHS KITUPHHC).

B cayuaii na ouanusza:
KiupbHCHT Ha TEPUHAOIPHIIAT MIPH AUajn3a ¢ paBeH Ha 70 ml/min.

Luposa:

Kunernkara Ha nepuHAONPWI € NPOMEHEHAa NpPU NAUEHTH C LUPO3a: UYEPHOLPOOHUST KIMPBHC Ha
M3XOAHOTO BEILECTBO CE€ HamassBa HanojoBuHa. KomndecTBOTO Ha 0Opa3yBaHus IEPUHAONPUIAT, 00aye, He
HaMaJIsiBa U 3aTOBA HE € HEOOXOAMMO J1a ce Kopurupa no3ata (k. Touku 4.2 u 4.4).

Cevp3anu ¢ uHOanamuo:

Pe3opbrus

Wnpanamun ce pe3opbupa Obp30 U HATBIHO OT XPAHOCMUJIATEHUS TPAKT.
[IukoBara mia3MeHa KOHLIEHTpauUMs IOPU Xopa c€ AOCTUTa MPUOSU3UTEIHO CIUH Yac Clel IMEepOpanHo
BBbBEXKJaHE Ha Ipernapara.

Pasnpenenenue
CBBp3BaHETO C TUIA3MEHUTE NPOTeUHH € 79 %.

buotpanchopmanus v enuMUHApaHe

Bpemeto Ha mony-ennMuHupaHe e Mexay 14 u 24 daca (cpenHo 18 waca) MHOTOKpaTHOTO BBBEKIAaHE HE
BOJM /10 KyMyJauus. Exckpenusra e riaBHo ¢ ypunata (70 % ot nosata) u ¢pexamuute (22 %) nox popmarta
Ha HEAKTHBHU META0OIUTH.

Crenuaany momyJiaiun

bvopeuna neoocmamvunocm:
dapMaKOKHHETHYHUTE CBOMCTBA HE Ce TIPOMEHST MPH MAIUEHTH ¢ OhOpedHa HEeJOCTATHYHOCT.

5.3 IlpeaAKJIMHUYHH JAHHM 32 0€30MACHOCT

KoMOuHanusTa nepuHa0npuil/MHIaaMiI IPUTEkKaBa MAJIKO I10-BHCOKA TOKCUYHOCT B CPABHCHHE C Ta3M Ha
HeliHuTe KoMIIOHEeHTH. [IpHu TIsXoBe He ce Ha0Io1aBa MOTeHITMpPaHe Ha ObOPETHNUTE TTPOSIBH.
Kombunanusra, o6ade, mpeAn3BUKBa TaCTPO-HHTECTHHAIHA TOKCUYHOCT IIPU KydeTa, U TOKCHYHH e(peKTH
BBPXY MalUMHNS OPTaHU3bM 0€3 TepaToreHeH eeKT MpH MITbXO0BE.

Brmpeku ToBa, Te3u HexenaHu eheKTH ce HaOMI01aBaT MPH 103U, B CPAaBHEHHE C KOUTO U3IIOI3BAHUTE
TEpareBTUYHH JIO3H CE€ HAMHPAT B 00cera Ha CUTYpHO Oe30T1acHUTE.

CG'bD3aHu C nepundonpwz:
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B npoy4BaHus 3a XpOHHYHA MEPOPATHA TOKCHYHOCT (TUIBXOBE W MAiiMyHH) MPUIIEIICH OpraH ¢ ObOPEKsT,
KOMTO MOKa3Ba 00paTHMH IPOMEHH.

B npoy4Banust mpoBeeHu iN VItro wiam in Vivo He ce HaOmo1aBaT MyTareHHH epeKTH.

[Ipoy4BaHus 3a PENPOAYKTHBHA TOKCHYHOCT (IUTXOBE, MHIIKH, 3aiI[ 1 MAaiMyHH) HE TIOKa3BaT MPU3HALH
Ha eMOpUOHaJHA TOKCHYHOCT HWIIM TepaToreHeH edekr. Bce mak, WHXHOMTOPUTE HA AHTHOTCH3HH-
KOHBEPTHUPALINS CH3UM, KaTo KJ1ac, MPeIM3BUKBAT HEXENaHU e(DEKTH BbPXY KbCHUTE €TAlld HA PAa3BHTHE Ha
IUT0/1a, KOUTO BOJISAT JI0 CMBPT Ha IUIOJA M BPOJCHH Ae(EKTH TP TPU3AYH U 3aili: HAOII01aBaT Ce PEHAHH
JIe3MH W TIOBHIIIABAHE HA TIEPH- WM IIOCTHATAIHATa CMBPTHOCT. DepThimTeTa He € OWI HAPYLIEH HUTO MPH
MBKKH, HUTO [IPH )KCHCKH TUIHXOBE.

B mbArocpouH# npoydYBaHUs MPH IUTHXOBE M MUIIKK HE e HaOJII01aBaT KAPIHHOTCHHU e(eKTH.

Cevp3saniu ¢ UHOANAMUO:

Haii-BucokuTe 1031 BBBEICHU TIEPOPATHO MPH Pa3IudHu BUA0BE >KHBOTHU (40 1o 8000 mbTH ITO-TOJIEMH OT
TepareBTUYHATA /1032) MTOKAa3BaT 3aCHUJIBaHE Ha JUYpEeTUYHHTE e(peKTH Ha WHAarmaMuj. [ TaBHUTE CHMIITOMH
Ha OTpaBsSHE B MPOYYBAaHUA 32 OCTPAa TOKCHYHOCT C HMHTPABEHO3HO WJIM HHTPANEPUTOHEATHO BbBBEACH
WHJAMaMu]] ca CBbpP3aHU C (PapMaKOJOTMYHOTO JCHCTBHE HAa WHIANaMHI, T.C. OpamumnHes U nepudepHa
Ba30MJIATaLIHSL.

IIpoyuBannaTra 3a penpoAyKTHBHAa TOKCHYHOCT HE TIOKAa3BaT EMOPHOTOKCHYHOCT HWIIM TepaToTeHEeH
MOTEHIHAI, a PepTIIMTETHT HE Ce HapyIaBa.
WHpanamun He MOKa3Ba MyTareHHU U KapIIMHOTEHHH CBOMCTBA B TPOBEACHUTE M3IMTUTBAHUS.

6. DAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa MOMOIHHUTE BellecTBA
Cowpyesuna:

JlakTo3a MOHOXUApAT

Marnesues creapat (E470B)
ManTtonekcTpuH

CunuieB muokcu, 6e3BojeH koouaeH (ES51)
Hatpues Hummecren raukonat (TUm A)
Quamoso nokpumue:

I'muniepon (E422)

Xumpomenosza (E464)

Makporon 6000

Maruesues creapar (E470B)

TutanoB quokcun (E171)

6.2 HecnbBMecTHMOCTH

Henpunoxxumo.

6.3 Cpok Ha roAHOCT

3 roguHU

6.4 Cnelma.mm ycioBus Ha CbXpaHCHUE

CrxpaHsBaiiTe OnakoBKaTa ITBTHO 3aTBOPEHA, 32 Ja Mpea3uTe OT BIiara.
JlexapcTBEHUSAT MPOIYKT HE U3MCKBA CIEIMAITHY YCIOBHUS Ha ChXpaHEHUE.

6.5 JlanHuW 3a oMaKOBKAaTa
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14, 20, 28, 30 uiu 50 TabneTKH B MOJMIPONUICHOBA OMAKOBKA, CHAO/ICHA ¢ OTPaHUYUTEN 32 TaOJICTKUTE U
3amyIragka OT MOJUETUIICH ¢ HUCKA IUIBTHOCT U OSUT CYIIHUTE.
T'onemuna Ha onmakoBkute: 1 x 14, 1 x 20, 1 x 28, 1 x 30 uau 1 x 50 TadneTkw.
2x 28,2 x 30w 2 x 50 TabieTkn
3 x 30 TabneTku
4 x 30 TabneTku
10 x 50 TabneTku
He BcuukM BUIOBE ONTAKOBKU MOTaT Ja ObJIAT MyCHATU B IPOaK0a.

6.6 CrhenuaJiHu NpeANa3HU MEPKH NPHU U3XBBbPJIsTHE

Hsama CIICIHAaJIHN U3NMCKBAHUA.

7. MPUTEXATEJ HA PASPEHHIEHUETO 3A YIIOTPEBGA

Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex

OpaHuus

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

Peructpammonen Ne: 20090198

9. JATA HA ITbPBO PASPEITABAHE/ITIOJHOBABAHE HA PASPEILIEHUETO 3A

YIHOTPEBA
15.05.2009

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA: 05/2023 r.
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MNPUJIOKEHUE I11

O3HAYEHUSA BbPXY OITAKOBKATA U JINCTOBKATA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHMU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

{KAPTOHEHA KYTUs}

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Homumnpen bu-®opre 10 mg/2,5 mg ¢punmupanu TabieTku
NIEPUHIOTIPHIT ApTUHWH/WHIaIaMuU]]

Noliprel Bi-Forte10 mg/2.5 mg film-coated tablets
perindopril arginine/indapamide

‘ 2. OBSIBABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enna ¢dunmupana tabnetka chappixa 6,79 mg nepuHmonpuil, choTBeTCTBaNM Ha 10 My mepuHmonput
apruHuH U 2,5 MQ WHIAmaMu;g

‘ 3. CIIMCBK HA IOMOIIHUTE BEIMECTBA

C’B,I[’Lp)l(a JIAKTO3a MOHOXHJpAT. 3a roBeue I/IH(i)OpMaI_II/IFI MMpOYCTCTEC JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/IHA OITAKOBKA

14 punmupanu TabneTku
20 ¢unmupanu TabIeTKU
28 dunaMupaHu TabJIETKU
30 prnmupanu TabIeTKH
50 ¢punmmupanu TabIETKH
56 ¢punMupaHu TabIETKH
60 punmupanu TabneTKH
90 dpunmupanu TabJIeTKH
120 ¢punmupanu TabIETKH
100 pummupanu TabICTKH
500 ¢punmupanu TabIeTKH

l 5. HAYMH HA ITPUIATAHE U ITBT/UIIIA HA BBBEXK/JIAHE

Ilepopanna ynotpeba. [Ipenu ynorpeba npouyeTere TMCTOBKATA.

CBXPAHSBA HA MSACTO JAJIEY OT IIOIVIEJJA U TOCET'A HA JIEHA

6. CHELNUAJIHO ITPEAYHPEXJAEHUE, YE JIEKAPCTBEHUSAT INPOAYKT TPSABBA JIA CE

I[a CC CbXpaHsBa Ha MsACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOJANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onmeu no:
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9. CIIEHUAJIHU YCJIOBUS HA CBXPAHEHUE

C’BXpaHSIBafITC OINaKOBKaTa IJIbTHO 3aTBOPECHA, 3a 1a NPEANIA3UTEC OT BJiara.

10. CIHHELHUAJIHU TIPEJAITA3HU MEPKU ITPU NU3XBBHPJIAHE HA HEU3IIOJI3BAHATA
YACT OT JIEKAPCTBEHHUTE IMPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT TAX, AKO
CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA ITIPUTEXXATEJISAI HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHuus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Peructparmonen Ne: 20090198

| 13.  TAPTHJEH HOMEP

TTaptuaen Ne:

14. HAYUH HA OTITYCKAHE

HeKapCTBeHI/IHT IMPOAYKT C€ OTIIYCKa IT0 JICKaApPCKO MPECATINCaHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

l 16. HH®OPMAIINSA HA BPAJIOBA A3BYKA

Homumnpen bu-®opte 10 mr/2,5 mr

‘ 17. YHUKAJIEH HIEHTUO®UKATOP - IBYU3MEPEH BAPKO/I

JBynsmepeH Oapko ¢ BKJIIOYCH YHUKAIEH UICHTH(PHUKATOP.

‘ 18. YHUKAJIEH HWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPSABBA JIA CbABPXAT MAJIKUTE OITAKOBKHA

(KOHTEHMHEP)

| 1. HUME HA JIEKAPCTBEHUA IPOAYKT

Homunpen bu-®opte 10 mg/2,5 mg ¢punmupanu tabneTku
NEePUHIONPHI aPTHHUH/WHIAITaMH

| 2. HAYYH HA ITPUJIATAHE

[lepopanna ynorpeba

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. TAPTHMJIEH HOMEP

ITaptunen Ne:

| 5. CBAbPKAHHUE KATO MACA, OBEM WJIHN EJIMHUIN

14, 20, 28, 30 umu 50 TabmeTku

|6. IPYTO

CbKpalieHue Ha THUTE OT ceMHIATA

MOH
BT
CP
YET
MET
Cbb
HEJ
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b. JUCTOBKA
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JlucroBka: I/IH(l)OpMal[Hﬂ 3a manueHTa

Hoaunpea bBu-®opte 10 mg/2,5 mg puamupanu TabaeTku
TIePUHAOIIPUI ApTUHIH/MHAATAMH]T
Noliprel Bi-Forte 10 mg/2.5 mg film-coated tablets
(perindopril arginine/indapamide)

IIpoyeTeTe BHUMAaTEIHO HAJIATA JUCTOBKA MPeEAN a 3all04YHeTe /1a MpUeMaTe TOBA JIEKAPCTBO, Thil
KAaTO TH ChAbp:Ka BaxHa 3a Bac nundgopmanus.
- 3amaszeTe Ta3u JIMCTOBKAa. MOJe /1a ce HaJIOXH JIa sl MPOYETETE OTHOBO.

- Axo nMare HJIKaKBU JOIIBJIHUTENHN BBIIPOCH, IONUTaNTe Bamms nexap wim ¢hapmaienT.

- Toga nekapctBo € npeanucano Ju4Ho Ha Bac. He ro npeorcThiBaiiTe Ha Apyru xopa. To Moxe a UM
HaBpeIly, HE3aBUCHMO OT TOBA, Ue MPU3HAIIUTE Ha TAXHOTO 3a00IIsABaHe ca ChIINTE, KaTo Bammre.

- AKO MoJTyuuTe HSKAaKBU HEXEJaH! JIEKAapCTBEHU Peakiyy, yBeaomere Bamms nexap uinn papManesT.
ToBa BKJIIOUBA M BCUUKU BB3MOXKHU HEXEJIaHU peaklii, HEOHCaHU B Ta3M JMCTOBKA. Bukre Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA:

Kaxkso npencrasnssa Homumnpen bu-®opte u 3a kKakBo ce U3M0I3Ba
Kaxso TpsiOBa ma 3naere, npenu na npuemere Homumpen bu-®dopte
Kax na npuemare Honmunpen bu-®opte

Bb3MOXKHM HEXENaHU peakuu

Kak na cexpansasare Homunpen bu-®opte

ChbabpKaHue Ha ONIAKOBKATa M JOM'BJIHUTEIHA HH(POPMAaLUs

S wnE

1. Kaxso npeacrasiasaa Honunpea bu-®opTre u 3a KaKBO ce U3I0JI3Ba

Honunpen bu-®opre npeacrasisiBa koMOMHALKS OT JIB€ aKTHBHHM CHCTABKHM MEPHUHIONPUI M MHIAIAMUI.
Toli e aHTUXUIIEPTEH3UBHO CPEICTBO M CE U3IOJI3BA 32 JICUEHHE HA BUCOKO KPHBHO HAJISITAaHE (XMIIEPTOHUS).
Honunpen bu-®opre ce mpexamucBa Ha manueHTd, kKouto Beue mpuemaT 10mg mepungonpun u 2,5mg
WHJAMaMu B OTIEIHH TaOJNIeTKH, Te3U MallMeHTH MOraT BMECTO TOBa Jla IpueMar eaHa tadnerka Homumpen
bu-®opre, KOATO ChIBPKA U ABETE ChCTABKU.

Ilepungonpu mprUHAIIEKHA KbM KiTac oT JekapcTa, HapeueHn ACE uaxuburopu. Te meiicTBar upe3
pasmmpsiBaHe Ha KPHbBOHOCHHUTE CHJIOBE, KOETO 00JIEKIaBa CHPIETO IIPH U3ITOMITBAHETO HA KPBB MPe3 TAX.
Wepanamun e nuypeTtuk. JuypeTnnnTe yBennyaBaT KOJMYECTBOTO HA ypHUHATA IPOU3BEKAAHA OT
O0bOpenute. MHmanamum, ob6ade, € pa3inyeH OT APYTUTE TUYPETHIIN, ThI KaTO BOAH IO MHOTO JIEKO
IIOBUIIIaBAaHC HA KOJIMYECTBOTO 06pa3yBaHa ypuHa. Bcska oT akTUBHUTE CHCTaBKU MOHMKaBa KPBbBHOTO
HaJIsiraHe, a IPUETH 3aCJIHO T€ BOJIAT JIO M0-J100p0 KOHTPOJIUPAHE HAa KpBBHOTO Bu Hamnsrane.

2. Kaxkso TpsioBa na 3naere, npeau na npuemere Hoaunpesa bu-®opre

He npuemaiite Hosnmunpen bu-®opre

- aKO CTe aJepru4Hu KbM NepuHaonpui mwin Hiakoi apyr ACE nHxuOurop, i KbM WHAATAMUA] WIN
JIpyTH cyn(OHaMHUAN MM KbM HAKOS OT OCTAaHAJIUTE ChbCTABKH HA TOBA JIEKapCTBO, (M30pOCHH B TOUKa 6),

- aKoO CTe MMOJTy4YaBalli CUMIITOMH, KATO HAIPUMEP CBUPEIIO JHIIaHe, OTOK Ha JIUIETO MM €31UKa, CUJICH
CHpOEK MITH TSKKU KOXKHU OOpUBH, NTpH npeanniHo jeuenne ¢ ACE uaxuburop win ako Bamm kpsBHU
POJHHHU ca MMAaJA TIPU IPYTH 00CTOSITENICTBA TAKUBA CUMIITOMH (CHCTOSIHAE HAPEUCHO
AHTHOHEBPOTHYCH OTOK),

- aKo mMmaTte AuadeT WM HapyleHa ObOpeuHa QYHKUHMS U ce JIEKYBaTe C JIEKapCTBO 32 IOHMKaBaHE Ha
KPBBHOTO HaJIsITaHEe, ChABPKAILO AJIUCKUPEH.

- aKO CTe C TeXKO YePHOAPOOHO 3a00IsIBaHE WITH CTPaAaTe OT ChCTOSIHUE, HAPEYEHO YePHOAPOOHA
eHuedanonatus (JereHepaTUBHO 3a00JIsIBaHEe HA MO3bKa),
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ako cre ¢ OpOpeuHo 3a00IsBaHe, IPH KOUTO CHAOsBaHeTo Ha Bammre 6b0penu ¢ KpbB € HaMalleHO
(creHo3a Ha OBOpedHaTa apTepus),

aKoO CTe Ha JUAJIM3HO JIEYEHHUE, WM HAKAKbB APYT BuA (GuiTpanus Ha KpbBTa. B 3aBucHMoOCT OT anaparta,
KoiiTo ce u3nonspa, Homumnpen bu-dopre moxke aa e Henoaxo 1 3a Bac,

aKO CTe C HUCHK KaJlui B KPbBTa,

aKo MMa CbMHEHHE, Y€ CTE ¢ HeJIeKyBaHa ChpJeyuHa JeKoMIIeHcanus (TeXKa 3apbiKKa Ha BOJa,
3aTpyIHEHO AWIIAHE),

aKo cTe OpeMeHHa ciel TpeTus Mecel] (1o-100pe e ChIo Taka aa uzbsreare Homunpen bu-®Dopre npe3
paHHaTa OpEMEHHOCT - BUXKTE TOUYKa ,,bpeMeHHocT™),

aKo MPOBEXKIATE MM HACKOPO CTE TPOBEXK/IANH JICYCHUE ChC CaKyOUTPHII/BalIcApTaH, JIEKapCTBO,
M3IIOJI3BAHO 32 JICYSHHE Ha Chp/eYHA HEJOCTAThYHOCT, Thil KaTO PUCKBT OT aHTrnoeeM (O0bp30 MoayBaHe
1o/ KoKaTa B 00J1aCT KaTo I'bPJIOTO) € MOBHIIEH (BX.,,[IpemynpexacHus u mpeana3Ha Mepku™ u ,,JIpyru
nexapctsa 1 Homumpen bu-®opte®).

IIpeaynpe:kaeHus U NpeANasHU MePKH
l'oBopete ¢ Bamms nekap wim ¢apmanest, npenu na npuemere Homunpen bu-®opre:

aKo CTe C a0pTHA CTeHO03a (CTeCHSBaHE Ha TJIaBHUS KPBBOHOCEH ChJ] M3JIU3AIll OT ChPIETO) WU

XUIEePTPOPUIHA KapArnOMHUONATHsI (3200JIIBaHE HA ChPJCYHHS MYCKYJT) WIIM CTEHO3a Ha PEHAHUTE

apTepuu (CTECHSIBaHE Ha apTepusaTa cHaOmsBama Ob0peka ¢ KpbB),

aKo MMaTe ChpACYHa HEJJOCTATHYHOCT HIIH IPYTH MMPOOIIEMH ChC CHPIIETO,

aKo mMarte npobiaemMu ¢ ObOpelUTe HITH CTE Ha TUANN3a,

aKo yceliare HamalsiBaHe Ha 3peHHETO Wi 00Jka B ouuTe. ToBa MOXKeE Ja ca CHUMIITOMH Ha 3a/bpiKaHe

Ha TEYHOCT B ChJIOBHSI CJIOH HAa OKOTO (XOPHOUWJIANICH U3JIMB) WK HA MMOBUINIABAHE HA HAJSATAHETO B

OKOTO M € Bb3MOKHO JIa Ce MOSBAT B PAMKUTE Ha YacoBe J0 ceaMHIM clies npuema Ha Hommmpen bu-

®dopre. AKo He ce peAnpreMe JieueHre, TOBa MOXKe Ja JOBEJe 10 IIOCTOsIHHA 3ary0a Ha 3peHue. AKo

MO-PaHO CTE UMAJIH ANePrusi KbM IMEHUIMIINH WM CyJI(OHAMHUI, MOKE JIa CTE U3JI0KEHU Ha TI0-BUCOK

PHCK OT pa3BUTHE Ha TaKWBa HAPYIICHWUS,

aKo MMaTe MYCKYJTHH HapyIIeHUs, BKITFOUBAIIHN 0OJKa B MyCKYJINTE, 9yBCTBHTEIHOCT, CIa00CT MIIH

KpamIiu,

aKo CcTe ¢ YepHOAPOOHU mpodiIeMH,

aKo CTpaJaTe OT KoJareHo3a (KokHa 00JIeCT), KaTo HaIPUMEP CUCTEMEH JIYIyC epUTEMATO3yC WU

CKIIEpOAepMHUS,

aKo MMaTe aTepocKiepo3a (BTBbpAsIBaHE HA apTEPUUTE),

aKo CTpajaTe OT XUIIepIapaTupeonin3bM (MIOBHIIIEHA AKTUBHOCT Ha TIAPAIIMTOBUIHATA JKIIe3a),

aKo cTpajare oT mojarpa,

aKo cTe ¢ auader,

aKo CTe Ha JIMeTa C OTpaHWYCHNE Ha COJITA MIIM M3I0JI3BaTe 3aMECTUTENH Ha TOTBApCKaTa COJ

CBHABPIKAIIH KaJIHH,

aKo MmpueMaTe JTUTUEBU IpenapaTy WK Kalui-ChXpaHsSIBally JIeKapcTBa (CIHPOHOIAKTOH, TPHAMTEPEH),

WJIM KaJIMeBH T0OABKH, Thil KaTo TsaxHata yrnoTpeda ¢ Honmunpen bu-®dopre TpsOBa na ce nzdsraa

(BwxkTe TOUKa ,,[Iprem Ha ApyrH gekapcTBa‘).

aKo cTe B CTapyecka Bb3pacT,

aKo CTe UMaJIM peakIuu Ha (OTOCEHCHOMITH3AITH,

aKo MMaTe Te)KKa aJepruyHa peakiiys ¢ MoIyBaHe Ha JINIETO, YCTHHUTE, yCTaTa, €3UKa WIIA I'bPIIOTO,

KOSITO MOYKE J1a 3aTPYAHU MPETITBIIAHETO WM TUIIaHeTO (aHTHoeaeM). ToBa MOXKe Jja ce CIIy4Hd TI0 BCAKO

BpEMe Ha JICUCHHETO. AKO pa3BHETE TAKHBA CHMIITOMH, TPSIOBA Jla CIIpeTe JICUSHUETO 1 He3a0aBHO Ja

MIOCETUTE JIEKap.

aKo Mpuemarte HIKOe OT CIEAHUTE JIEKapCcTBa, U3IMOJI3BaHH 3a JIEYEHHE Ha BUCOKO KPBBHO HaJIsTaHe:
naurnotensuH Il peuenropen 6iokep (ARB) (u3BecTHH ollle KaTO capTaHM — HAIIpUMEP BajicapTaH,
TeJIMUCapTaH, updecapTan) 0co0eHO, aKo uMate OBOpPEeUHN POOIIEMH, CBBP3aHH C TUA0ET.

- aJHUCKUpEH.

Bammsar nexap Moxe nepuoJuyHoO J1a npoBepsiBa Ob0peuHaTa Bu QpyHKIMS, KppbBHOTO HajsraHe u
KOJIMYECTBOTO Ha €JIEKTPOJIMTHUTE (HAMp. KaJinii) B KpbBTa Bu.
Buxre cpiio nndopmanusTa o3ariaseHa ,,He npuemaiite ¢ Homunpen bu-®opre™.

aKO CTC C YEPHOKOX IIPOU3X0/, ThH KaTo PHUCKBT 3@ aHTUOCACM IIpU Bac moxe Ja € I1o0-TroJisIM 1 TOBa
JICKapCTBO MOXKC 1a € I0-MaJIkO C(I)CKTI/IBHO 3a IIOHUKaBAHC HAa KPBBHOTO Bu HaJIAraHe, OTKOJKOTO IIpr
ManueHTH, KOUTO HC Ca YCPHOKOXKHU,
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- aKo cTe MalMeHT Ha XeMOoIralii3a ¢ MeMOpaHH ¢ BHCOKa ckopocT Ha moToka (high flux),
- PHUCKBT OT aHT'HOEJIEM € TIOBHINEH, aKO IIPUEMAaTe HAKOE OT CIIEJHUTE JIeKapCTBa!

- parekamoTpui (M3MOJI3BaH 3a JICUSHHE Ha THAPH),

- CHPOJHMYC, €BEpOIUMYC, TEMCHPOJIUMYC U JPYTH JIEKapCTBA, IPUHAUICIKAIIH KbM KIIac
JIeKapCTBEHU MPOAYKTH, HapedeHn MTOR naXuOuTOpH (M311013BaHN, 32 J1a ¢e MPEAOTBPATH
OTXBBPJISIHETO HA TPAHCIUIAHTUPAHU OPTaHU U TIPH PaK),

- cakyOuTpui (HaJu4eH KaTo pUKCHpaHa J030Ba KOMOMHAIMS ¢ BaJicapTaH), U3MOI3BaHH 32
IMPOABJIKUTEIHO JICUCHHUE HAa ChPAC€UYHAa HEAOCTATBYHOCT,

- JIMHATrJIMIITUH, CaKCarJIMIITUH, CATArJIMIITUH, BUJIJATTIMIITUH U APYTHU JICKApCTBa, IIPUHAJICKAIITN
KBbM KJIac JICKapCTBEHHU MTPOIYKTH, HAPHYAH TIIMITHHY (M3IO0I3BAaHH 32 JICUCHNE Ha THA0ET).

AHruoenem

AHrnoenem (Texka aJepruyHa peakiys ¢ IOAyBaHe Ha JMIETO, yCTHUTE, ycTaTa, €3UKa WK I'bPIOTO, KOATO
MOXe€ J]a 3aTPyAHU MPETIbIIAHETO WK AUIIAHETO) € ChOOIIEeH MpY NauueHTy, JexyBanu ¢ ACE
uHXuOuTOpH, BKIrounTenHo ¢ Hommmpen bu-®opre. ToBa Moxke Aa ce CIy4u 1O BCSIKO BpeMe Ha JICUEHHETO.
AKO pa3BHeTE TaKMBa CHMIITOMH, TpsIOBa Ja cripete jedeHuero ¢ Homunpen bu-dopre u HezabaBHO 1a
nocetute Jekap. Buxre cpimo 1.4.

Kaxere Ha Bamms nekap ako MUCIIATE, 4e CTe OpeMeHHa, MUIH ue MOoJke Aa 3abpeMeneere. Homumpen bu-
®dopTe He ce mpernopbyBa Mpe3 paHHaTa OPeMEHHOCT U He TpsiOBa Ja ce B3eMa, ako cTe OpeMeHHa Clie]
TpPEeTHUs Mecell, Thil KaTO MOXe Jla HaBpeIU Cepro3HO Ha Bammero 6ebe ako ce u3moi3Ba mpe3 To3u Iepruo/I
(Bx. «BpeMeHHOCT U KbpMEHE» ).

Axo npuemate Homumnpen bu-®opre, Bue TpsoBa na ysegomute Baius nekap wiv MeIUITUHCKUS

MEePCOHAIT:

- aKko Tps6OBa ma ObIeTe MOI0KeH(a) Ha aHECTE3HS U/ OTIEPaIIHs,

- aKo HacKOpoO CTe UMaJIH IUAPHs WM MOBPBINAHE, HIIM CTE 00e3BOAHCH(),

- ako TpsiOBa na ObaeTe nookeH(a) Ha auanu3a win LDL adepesa (KosiTo peicTaBisiBa OTCTpaHsIBaHe
Ha XO0JIeCTepoJI OT Bamara KpbB ¢ TOMOIIITA HA MaIlIHHA),

- ako Tps0OBa Ja ObJeTe MOIOKEeH(a) Ha IeCeHCHOMIM3aIns 32 HaMallsiBaHe Ha e()eKTUTE OT aJieprusiTa
KBbM YXKHJIBaHE OT T4eJia WK 0ca,

- ako TpsiOBa Ja ObJeTe MOI0KEeH(a) Ha METUIIMHCKO M3CIIeIBAaHE, KOSTO U3MCKBA MHKCKTHPAHE Ha HOT-
ChABPIKAIIO KOHTPACTHO BELISCTBO (BEIECTBO, KOSTO MpPaBy BUAMMHU Ha PEHICH OpraHu KaTo ObOpeK
WU CTOMAX ).

- aKo WMaTe IMPOMSHA B 3pCHHUETO WIIM 0OJTKa B €THOTO WIIH B JIBETE OYM JoKaTo B3eMate Homumpen bu-
®opte. ToBa Ou MOTIIO Ja € IPU3HAK, Y€ Pa3BUBATE TIIayKoMa, KOETO € MOBUIIIaBaHe Ha HASTAHETO B
okoto (ouunte). TpsadBa na mpekpatute jgeueHrero ¢ Homumpen bu-®opre u ma moTepcute nekapcka
ITOMOIII.

Crnoptuctute Tps0Ba aa 3HadT, ue Homunpen bu-®opre chabpka akTHBHO BELIECTBO (MHAAMaMU), KOETO
MOJKe J1a TIPEeIM3BHKa MO3UTHBUPAHE HA PE3YIATATUTE NMPH JOTTUHTOB KOHTPOJL.

Jeua v roHOImIN
Homumnpen bu-®opre He TpssOBa 1a ce maBa Ha Jema U FOHOIIIH.

JApyru nexapcrBa u Hosmmnpesa bu-®opre
Wndopmupaiite Bammst nexap win papMalieBT, ako mpueMaTe, WM HACKOPO CTe MpUeMalld WK UMa
BEPOSITHOCT J1a IpUeMaTe KaKBUTO U J1a OWIIO IPYTH JIeKapCcTBa

Tps6Ba na ce uzbsTBa ynorpebara Ha Homumpen bu-®dopre c:

- JMTHEBH mpemnaparty (M3M0J3BaT Ce 3a JICUCHUEe Ha MAHUH WITH JICTIPECHS),

- agucKupeH (JIeKapCcTBO 3a JICUeHHE Ha XUTIEPTOHHUS ), aKO HIMATE 3aXapeH MuadeT MM MPoOIeMH ¢
O0BOpenuTe,

- KaTui-ChXpaHABAIU TUYPETUIN ( TPHAMTEPEH, aMUTIOPHU/T), KATMEBU COJIH, IPYTH JIEKAPCTBA, KOUTO
MOTaT J1a TOBUIIIAT KAJIUS B TSAJIOTO (TaKWBa KAaTO XEIMAPHH, JICKAPCTBO M3MOI3BAHO 33 pa3perkaaHe Ha
KPBBTa U 33 IPEAOTBpPATIABaHE HA ChCUPEIH; TPUMETOIPUM M KO-TPHUMOKCA30J1, TIO3HAT OIE KaTo
TPUMETOIPUM/CYI(paMeTOKCa30I 3a JIedeHHE Ha HHPEKINH, TIPUUYHMHEHN OT OaKTepusi),
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- ecTpaMyCTHUH (M3IOJI3BaH IIpH JIeUEHUE Ha PaK),
- JIpyTH JIeKapCTBa 3a JIeYeHNe Ha BUCOKO KPHBHO HAJIATaHE: MHXUOUTOPH Ha aHTMOTEH3WH-KOHBEPTUPAII]
€H3UM U aHTMOTEH3UH-PELIEITOPHH OJIOKEPH.

Jleuenueto ¢ Honumnpen bu-dopte Moxe 1a ObJe MOBINUSHO OT JPYTH JIeKapcTBa. MoXe Ja ce HAIOXH
Bammsr nexap na mpomenu no3ata Bu n/unum na B3eme Apyru npeanasHu Mepku. HempeMeHHo cho0OmeTe Ha
Bammus nexap, ako mpuemare HIKoe OT CISIHHUTE JISKapCTBa, Thi KaTO MOXKE J1a € HEOOXOAMMO CIEIMaIHO
BHHUMAHUC:

- JIpyTH JIeKapcTBa 3a JCUCHHUE Ha BUCOKO KPBBHO HAJATAHE, BKIIOYUTEIHO aHTHOTeH3MH 1 penenrtopHu
oiroxepu (ARB) nmm anuckupeH (BUkTe ChIo nHpOpMaImsaTa o3ariaBeHa ,,He mpuemaiite Hommmpen
bu-®opte* u , [lpeaynpexaeHns u npeAna3Hu MEPKH MPH yIoTpeda“) Win ANy peTUI (JeKapcTsa,
KOUTO YBEIMYaBaT KOJIMYECTBOTO ypUHA, TPOU3BEICHO OT OBOpeIuTe),

- KaJnuii-ChbXpaHsBAILH JICKAPCTBA 3a JIEYSHUE Ha ChpJeYHa HEAOCTATHYHOCT: EIICPEHOH U
CIIMPOHOJIAKTOH B 103U oT 12,5 mg 1o 50 mg Ha zeH,

- JIeKapcTBa, KOUTO Hail-uecTo ce M3MOI3BaT 3a JIeUeHNe Ha AUapus (parexa oTpIl) WK 3a Ja ce n30erHe
OTXBBPISTHETO HAa TPAHCIIAHTHPAHN OPTaHU (CHPOJIMIMYC, EBEPOJIMMYC, TEMCHPOIIMMYC U APYTH
JIeKapCcTBa, MPUHAJIEKAITN KbM KJIac JIEKapCTBEHU MPOoayKTH, HapeueHH mTOR maxubutopn). Bix.
Touka ,,l [penynpesxxaeHus u mpeana3Hu MepKy IIpy yroTpebda,

- cakyOuTpun/BancapTaH (M3MOJI3BaHU 32 MPOIBIDKUTEIHO JICUCHHE HA ChP/ICYHA HEJAOCTATHYHOCT). Bxk.
ToukH ,,He npuemaiite Homunpen bu-®opre u , [IpenynpesxxaeHus u npeana3Hid MEpKH Mpy yrnorpeda™.

- AHCCTCTUYHHU CPCACTBA,

- HOJHO KOHTPAaCTHO BEILECTBO,

- aHTHOWOTHIIN, U3MOJI3BAHN 32 JIeUeHHe Ha OaKkTepramHu HHPEKIUHU (Hamp. MOKCH(IIOKCAINH,
crrapdI0oKCaIiiH, HHXKEKITMOHEH EPUTPOMHUITHIH),

- MeTamoH (M3MOJI3BaH 3a JICYCHUE Ha 3aBUCUMOCT),

- mpokanHamuj (3a JIeYeHHE HA HEPUTMHYHA ChPJICYHA ICHHOCT),

- anmomypuHOI (3a JeYeHHe Ha 1oarpa),

-  AHTHUXUCTAMHWHHU, U3IO0JI3BAHHU 3a JICUCHUC Ha aJICPIrUIHU pCaKIMU, KaTO CCHHA XpeMa (Hanp. MH30JIaCTHH,

TepdeHaanH, acTeMU30),

KOPTHKOCTEPOUIM U3IOI3BAHM 32 JICYEHUE Ha Pa3InYHU ChCTOSHHS, BKIFOUHUTEITHO TEXKKA acCTMa
PEBMATOHJICH apTPUT,

- HUMYHOCYNPECOPH M3IMOJI3BAHH 32 JICUCHUE HA aBTOMMYHHHU HAPYIICHHS WK CIIe]l TPAHCITAHTAIIMOHHA
XMPYPTHs 3a MPE0TBPATIBAHE HA OTXBBPJISHETO HA MPHUCAJCHHUS OpraH (Hamp. [UKIOCTIOPHH,
TaKpOJIUMYC),

- xanohauTpuH (M3MOI3BA CE 3a JEUSHHE HA HIKOW BHI0BE MaJlapHsi),

- TmeHTaMHUAnH (M3M0J13Ba ce 3a JIeueHHe Ha ITHEBMOHHS),

- MHDKEKITMOHHM 3JIaTHH MpenapaTH (M3M0I3BaHy 3a JICUeHHEe Ha PEBMATOMIHH MTOJIHAPTPUTH),

- BHHKaMHH (M3010J13Ba CE 3a JICUYCHHUE HA CUMIITOMATHYHN HAPYIICHUS Ha MO3HaBaTeIHATA QYHKIHS TIPH
Harpe/Haa Bb3pacT, BKIOYUTEIHO MIPH 3ary0a Ha mameTTa),

- Oenmpumui (M3M0NI3Ba CE 32 JICUSHHE HA AHTHHA MEKTOPHC),

- JIeKapCcTBa, KOUTO CE U3MOJ3BAT MPHU MPOOJIEMH ChC CHPACUYHHUS PUTHM (HAMP. XMHUANH, XUIPOXUHHUTHH,
JU30MTUPAMUJI, AMUOIAPOH, COTAJION, HOYTUIH, TOMESTUIIN, AUTHTATUCOBH TIpenapaTu, OpETHIHYM),

- mu3anpuI, audeManu (M3M0I3BaH| 3a JeUeHHe Ha CTOMAIITHO-UPEBHHU MPOOIEMH),

- JIMTOKCHH WM APYTH ChPIACYHH TJIHKO3UIM (32 JICUCHHE Ha KapAHOJOTHYHH TIPOOIEMH),

- OGaxmoden (3a eueHne HA MYCKYJIHAa CKOBaHOCT HACThITBAIIA MTPH 3a00JIIBAHUS KATO MHOXKECTBEHA
CKJIEpPO3a),

- JIeKapcTBa 3a JieueHHe Ha quabeT, KaTo HalpuMep HHCYJIHH, MET(OPMHH HITH TITUITHHH,

- KaJIUEBH MPENapaTH, BKIIOYNUTEIHO KAIIHEBH 100aBKH,

- CabWTENHU CPEeCTBA, CTUMYJIMPAIIH IEPUCTANTHKATA (HATp. CeHA),

- HECTEPOHJHH MPOTHBOBBIMATIUTEIHHU CpeacTBa (Hamp. HOynpodeH) Wik BUCOKH 03K CATUIMIATH (HAmp.
Al TUIICAITHITIIIOBA KUCETHHA (BEIIECTBO, KOETO CE ChABPIKA B MHOTO JICKAPCTBA, M3ITOJI3BAHH 34
obrekuaBaHe Ha OOJIKA M TIOHMIKABaHE Ha TEMITEpaTypaTa, KaKTo U 3a MPEI0TBPATABAHE Ha CHCHPBAHETO
Ha KPHBTA)),

amporepunyH b B nHKeKInu (3a JIeYeHHe Ha OCTPH T'HONYHM 3a00IIABaHHS),
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- JIeKapCTBa, M3MOJI3BAHH 32 JICUCHUE HA TICUXUYHHU PAa3CTPOMCTBA, KATO HATIPHUMEDP JCTPECHs], TPEBOXKHOCT,
mn30(peHus....(Harnp. TPUIMKIMYHNA aHTHICTIPECAHTH, HEBPOJICTITHIIN (KaTO aMUCYJIIIPU/, CYJITHPUI,
CYJTOIIPH, THANIPH, XaJIOTIEPUIO0I, APOTIEPHUION),

- Terpako3aktuj (3a JeueHne Ha 6onectra Ha Kpon),

- TPUMETONPUM (32 JieueHne Ha HHPEKIUN),

- Ba30AWJIATATOPH, BKIFOUUTEIHO HUTPATHU (JEKapCTBA, KOUTO Pa3MINpPBAT KPbBOHOCHHUTE CHIOBE),

- JIEKapCTBa, U3MOJI3BAaHU 3 JICUCHHUE HA HUCKO KPBBHO HaJIATaHe, IIOK WM acTMa (Hamp.edeapuH,
HOPAJPCHAINH WK aJPCHAIIHH).

Houunpena bu-®opre ¢ XxpaHu ¥ HAITUTKH
3a npenmountane ¢ Homumpen bu-®opte na ce nmpruema npean XpaHeHe.

BpemeHHoOCT M KbpMeHe
AKko cTe OpeMeHHa MIIM KbPMHUTE, CMSTaTe, Ye MOXKe Ja CTe OpeMeHHa, WU IJIaHupaTe OpEeMEeHHOCT,
NoChBETBaTE ce ¢ Bamms nexap miu papmanesT, npean ynorpebdara Ha TOBa JIEKapCTBO.

Bpemennoct

O6ukHOBeHO Bammust siekap me Bu mockBeTBa na cripere npuema Ha Hommpen bu-®opte npenn na
3a0peMeHeeTe WM BeAHara oM pazoepeTe, ue cre OpeMeHHa U 1€ BU IIOCHhBETBA J1a B3EMETE IPYTro
nexapctBo BMecto Homumpen bu-®opre. Homunpen bu-®opre He ce npenopbusa npy paHHa OpeMEHHOCT U
He TpsiOBa J1a ce B3eMa ciie]] TPETHUs Mecell 0T OpeMEHHOCTTA, Thil KATO MOXE CEPUO3HO Jla HABPEIH Ha
Bamiero 6ebe ako ce u3noi3a ciej TPeTUsi Mecell 0T OpeMEHHOCTTA.

Kbpmene

Homumpen bu-®opte He ce npenopbyuBa Mpu Maiiku, KOUTO KEPMSIT, M Bammsr iekap Moxe J1a n3depe Ipyro
nedeHue 3a Bac, ako uckate 1a KbpMHUTE, 0COOCHO ako 0e0eTo Bu € HOBOPOIEHO MilH TTPEkKACBPEMEHHO
pozneHo.

ToBopete ¢ Bamms nekap He3abaBHO.

Ilopupane u padoTa ¢ MAIIIUHHA

Honnnpen BH—d)opTe OOMKHOBEHO HE IOBIIMSBA CHCTOSHUCTO HA 6,E[I/ITGJ'IHOCT, HO IIpU HAKOU TMALOHWCHTHU
MOraTt Aa HaCTBIIAT MHAWBUAYAJTHU PCEAKIMKU KAaTO BUCHC Ha CBAT U CJ'Ia6OCT, CBbP3aHU C IIOHUKABAHC Ha
KPBBHOTO HaJIsITaHE. B PE3yaTaT HAa TOBAa MOXKE [1a CC HApPYyIIHU CITOCOOHOCTTA 3a I_HO(I)I/IpaHC nim paGOTa C
MalInuHH.

Hoaunpea bu-®opre chbabp:ka jJakTo3a (BUI 3axap).
Axo Bammst nekap Bu e cro01mIiIL, 4e UMaTe HEIMMOHOCHMOCT KbM HSIKOM 3aXapH, CBBPIKETE CE C HETO MPeTn
Jla 3aII0YHETE J1a IPUEeMATe TO3U JEKAPCTBEH NPOAYKT.

Hosmmnpea bu-®opre cbabpxka HATpUH
Homumnpen bu-®opre cbappixa mo-manko ot 1 mml natpwuii (23 mg) 3a exHa TabieTka, KOSTO MO ChILIECTBO
03HauaBa, Y€ He ChAbpKA HATPUM.

3. Kak na npuemarte Hounpea bu-®opre

Bunaru npuemaiite TOoBa JeKapcTBO TOYHO KakTo Bu e kazan Bamms nekap wim dapmamneBT. AKo HE cTe
CUTYPHH B HEIIO, onuTaiTe Bamus iekap wiu GpapMarieBT.

[IpenoppunTennara g03a € eqHa TabiaeTKa JHEBHO. 3a MpeANoYrTaHe € Ja IpueMaTe TableTkara Cu CyTpUuH
u nipeu xpaneHe. [Ipuemaiite Tabnerkara ¢ yaiia Boja.

AKo cTe npuesu noseye oT HeodoxoaumaTta n103a Honunpena bu-®opre

AKO CTe IpHesu moBede TabJeTKH, He3a0aBHO ce CBbpiKeTe ¢ Baius nekap mim Haii-0IM3K0TO METUITHHCKO
3aBEJICHUE 3a CIICIIHA ITOMOII. AKO KPbBHOTO BY HajsTaHe criagHe 3HAYUTEIIHO (CBBP3aHo C TajeHe,
MOBPBINAHe, CIIa3MH1, 3aMassHOCT, CHHJIMBOCT, IICHXUYEeCKa 00BPKAHOCT, TPOMSIHA Ha KOJMYECTBOTO YPHHA,
npou3BeieHa OT OBOpenHTe), 3aeMaHeTO Ha XOPU30HTAIIHO TTOJ0XKEHHE Ha TAJIOTO C TTOBJAWTHATH JIOJHU
KpaitHunm Moxke 1a Bu 0b1e oT mosnza.
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Ako cte npomycHauu aa npuemere Hosmnpen bu-®opre

Baxno e ga mpuemMate BameTo JekapcTBO BCEKH ACH, Thil KATO PEIOBHOTO JICUCHHE € MO-e(PeKTUBHO. AKO,
obade, mporycHeTe /1a B3eMeTe eqHa no3a Hommmpen bu-dopre, B3eMeTe cnenBamiara 103a Mo 00M4aifHOTO
Bpeme. He B3eMaliTe qBoiiHA 7032, 32 1a KOMIIEHCHpATe MPOITycHAaTaTa TabIeTKa.

AKko cTe cripesu npuema Ha Honmnpea bu-®opte
Tbif KaTo JIEYSHUETO HA KPBBHOTO HAJIATaHE € O0MYAHO 3a 1151 )KUBOT, Bue TpsOBa 1a ce mochBeTBATE C
Bamusg nekap npenu Ja cripete NIpueEMaHETO Ha TO3U JIEKAPCTBEH MPOAYKT.

AKO mMaTe HAKaKBH JIOMBJIHUTEIHN BBIIPOCH, CBBP3aHHU C yIIOoTpedaTa Ha TOBa JIEKapCTBO, MOJISI TIOTINTANTe
Bamms nexap wim papmarnieBT.

4, BBb3MOKHN HeKeJIaHU PeaKkun

KakxTto BcuukH jekapcTBa, 1 TOBa MOXKE Jia TpeIM3BUKa HeXeJlaH! peakiluy, BBIIPEKH Ye He BCEKU TH
MOJTy4JaBa.
Crpere 1a npueMaTe TO3M JieKapCcTBeH NPOAYKT U He3a0aBHO MoceTeTe JeKap, aKo MoYyBcTBaTe
HSAKOSl OT CJIeTHUTE HeKeJIaHH PeaKI[UH, KOUTO MOTaT J1a ca CepHO3HU:
- TexbK CBETOBBPTEK WJIH MPUTIAJIAHE ITOPaH HUCKO KPBBHO HaJIsTaHe (YeCTH — MOTaT Ja 3acerHar
1o 1 Ha 10 yoBeka),
- BponxocnasbeM (cTaraHe B 'bpANTE, XPUIITEHE U HEJAOCTHK HA BB3IyX (HeYecTH) (MOTAT J1a 3aCETHAT
1o 1 Ha 100 yoBeka),
- [logyBane Ha TUIETO, YCTHUTE, yCTaTa, €3UKA WM I'bPJIOTO, 3aTPYIHCHHUE B TUITAHETO (AaHTHOCIEM )
(Bx. Touka 2 , JIpenynpexxaeHus u npeanasHu Mepku‘‘) (Hedectu) (Morat na 3acerHat 1o 1 Ha 100
JOBEKa),
- TexXKu KOXHH peakiini, BKIIIOYNTEITHO epuTeMa MyATH(opMe (KOKeH 00pHB, KOMTO YeCTO 3a1ouBa
C YepBEHU CHPOSIIH yIaCThIIN IO JHUIIETO, PhIIETe U KpakaTa Bu) wim MHTEH3UBEH KOXEH 00pHB,
KOIIPUBHA TPECKa, 3a4epBsBaHE Ha KOXKaTa Mo [s10To Bu Tsm0, cuneH chpOex, u3lpuiBaHe, OeeHe
Y TIOJTyBaHEe Ha KOXaTa, Bh3NaleHue Ha nuraBuiute (cuHapom Ha CTUBBHC-/[)KOHCHH) WITH IpyTH
aJIepruyHy peakiuu (MHOTO penku) (Morart jaa 3acerHar jo 1 Ha 10 000 yoBeka),
- CbpaeyHOCHIOBH HapylIeHUs (HEpaBHOMEPEH ChPJCUCH PUTHM, aHTHHA TIEKTOpHC (OOJIKU B
BPANTE, YSTIOCTTA U I'bpOa Mpu PU3UUECKO yCHiine), HHPapKT) (MHOTO peaKH) (MoraT Ja 3acerHaT
mo 1 ma 10 000 goBeka),
- CirabocT B pBIIETE WM KpaKaTa WiIu IPOOJIEMH ¢ TOBOPa, KOETO MOXKE J1a € TIPH3HAK 32 BH3MOKCH
WHCYNT (MHOTO penkn) (Morat aa 3acerrar 7o 1 Ha 10 000 goBexka),
- Be3manenue Ha maHKpeaca, KOETO MOJKeE JIa IPUYHHH CHUITHU OOJIKH B KOpeMa U T'bp0a, MPUAPYKEHH
C 4yBCTBO Ha CHITHO HEPA3IMOI0oKeHne (MHOTO peakn) (Morat ga 3acerHat no 1 Ha 10 000 yoBeka),
- [loxxbnTABaHE Ha KOXKaTa WM O4YHUTE (FKBJITEHMIIA), KOETO MOKE J1a € CUTHAJI 33 XeraTUuT (MHOTO
penku) (morat aa 3acersat g0 1 Ha 10 000 goBeka),
- JKuBoTto3zacTpaiaBai HepaBHOMEPEH Chp/IeUeH PUTHM (C HEM3BECTHA YECTOTA),
- 3a0oJisiBaHe HAa MO3bKa, MPUIUHEHO OT YepHOIPOOHA OojiecT (YepHOApoOHa eHiledamonaTus) (¢
HEW3BECTHA YE€CTOTA),
-MyckymHa cabocT, KpaMIH, 9yBCTBUTEITHOCT WA OOJIKa U 0COOCHO aKO €JHOBPEMEHHO C TOBa Ce
YyBCTBATE 3JI€ WJIM UMaTe BUCOKA TEMIIEpaTypa, TOBa MOXKE J1a C€ ABJIKK Ha aHOPMAaJIEH MYCKYJIEH
pasman (C Hem3BeCTHA YECTOTA).

B HE3XO0111 pej Ha YecTOTaTa UM HEXETAHUTE PEaKIIK MOTaT Ja ObJaT CICTHATE:

- UYectm (Mmorat nma 3acersat no 1 Ha 10 qoBeka ):
Hucku HHMBa Ha Kanuii B KPBBTa, KOXKHH PEAKIIMU TIPU XOpa, TPEIPA3MOJIOKEHH KbM aJepPTHYHH
ACTMATHYHH PEaKI[UH, I1aBOOONIUE, BUCHE HA CBST, CBETOBBPTEK, U3TPHIIBAHE HA KPaWHHIIUTE,
HApyIICHUS HA 3PCHUETO, MyM B yimuTe (yCellaHe 3a IIyM B YIIUTE), KAalUIKIA, HEJTOCTHT Ha
BB3IyX, JAUCIHEs) CTOMAIIHO-YPEeBHH HapyineHus (rajeHe, MOBpbIaHe, OOJKH B KOpeMa,
IMPOMCEHCH BKYC, JUCIICIICHUA UJIX 3aTPYJHCHO XpPaHOCMUJIAHE, IUapH, 3aHCK), AJICPruyHu peaKIiuu
(kaTo Hamp. KOXKHU OOPUBH, CHPOEXK), MYCKYTHH KPAMITH, TyYBCTBO 3a YMODA,
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- Heuecrtu (morart ga 3acersar o 1 Ha 100 goBeka ):

[IpoMeHn B HACTPOEHHWETO, NIETIpECcHs, HApPYIICHHS HAa CBHHs, ypTUKapus (KOIPHBHA TpeckKa),
nypaypa (YepBeH TOYKOBHIEH OOpWB), OO0JIACTH OT W3MpHIIBaHE, OBOPEYHM TIPOOIEMH,
HMIIOTEHTHOCT (HECIIOCOOHOCT Jja C€ IOCTUIHE WM HOJIbPKa EPeKLus), U3M0TABAHE, U3JIHUIIBK
Ha eo3nMHOGWIM (TN OelM KPBBHU KIETKH), MPOMEHH B TapaMeTpuTe OT JabopaTOpHH
H3CJEIBAaHMS: BUCOKO HMBO Ha Kalui B KpbBTa, 00paTUMO MPH CIIUPaHe, HUCKW HUBA HA HaTpUH B
KpPBBTa, KOETO MOXXE Ja JI0Bele 10 00e3BOAHSBAaHE M IOHW)KaBaHE Ha KPHBHOTO HAaJSTaHE,
CBHHJIMBOCT, IIpUIIaJaHe, chpleOueHe (ycelane Ha cbpAeyHUs Bu puTbM), Taxukapaus (ydecTeH
CBhpACYCH PUTHM), XHUIIOTJHKEMHUsi (MHOTO HHCKO HMBO Ha KpBbBHATa 3axap) NpPU MAIMEHTH C
IabeT, BacKynHuT (Bb3MajeHHE Ha KPHbBOHOCHHTE CHJIOBE), CYXOTa B ycTaTa, peakluud Ha
(hoToceHcnOmnmm3anus (MOBUIIEHA TyYBCTBUTEIIHOCT HA KOXAaTa KbM CIBHIIE), apTpairus (OOIKu B
CcTaBHTE), MHAITHS (OOJIKH B MYCKYJIHTE), OOJKH B THPANTE, HEPA3MOIOKCHHE, TIEPUPEPEH OTOK,
BHCOKa TeMIIEpaTypa, yBeIndeHa KpbBHA ypesl, yBeJIMUCH KPEaTHHUH B KPBBTA, MAJaHe.

- Penku (morat na 3acernart g0 1 #a 1000 qoBeka):

BromaBane Ha Tcopuasuc, MPOMEHH B IapaMeTpUTe OT JabOpaTOPHU HU3CJCABAaHUS: HHCKO
CBhIbpXKAHUE Ha XJIOPHUJ B KPBBTA, HUCKO ChAbPKAHUE HA MarHe3uil B KPHBTA, MTOBUIIICHO HUBO Ha
YepHOAPOOHUTE €H3MMH, BUCOKH HHBA Ha CEpyMHHUA OMIMpyOHH, yMOpa, 3a4epBsiBaHE, HAMaJIEHO
WJIM JIATICBAIIO OT/CIISIHE HAa ypHUHA, OCTpa ObOpedHa HeIOCTaTHYHOCT.

TbMHA Ha IBAT ypUHA, TaJICHE WM MTOBPBIIaHe, MyCKYJHH KPaMIId, ChCTOSHHE HA 0OBPKaHOCT U
npumagpiyd. ToBa MOXe Jla ca CHMITOMH Ha cbcrosHue, HapedeHo CHAJIX (cunapom Ha
HeaJIeKBaTHA CeKpellysd Ha aHTHIUYPETHYSH XOPMOH).

- Mmuoro penku (Morat aa 3acernar 1o 1 Ha 10 000 goBeka):
OOBbpKaHOCT, €O3WHO(HIHA MHEBMOHUS (PSAIBbK BUJ TMHEBMOHUS), PHHUT (3amylieH HOC WA
TeJaln] HOC), TeXKHA IpodyieMu ¢ ObOpemuTe, TPOMEHH B KPBBHUTE IMapaMeTpH, KaTo HaMaJleH
Opoii Ha OenuTe W YEPBEHUTE KPHBHH KICTKH, MOHUXKCH XEMOTTIOOMH, HaMayeH Opoil Ha
TPOMOOIIUTUTE, BUCOKU HHBA Ha KaJIUs B KPbBTA, aHOPMalHa YepHOAPOOHa (yHKIHSI.

- C HeusBecTHa 4ecToTa (OT HAJIMYHUTE JAHHU HE MOXe Jja O'b/ie HalpaBeHa OICHKa 32 YecToTaTa):,
[IpomsiHa B enekTpokapanorpaMaTa, IpOMEHH B TTapaMeTPUTE OT JIA00OPATOPHU U3CIICABAHUS:
BHCOKH HUBA Ha MMKOYHA KHCEJIMHA U Ha KPbBHA 3aXap, KbCOTIEACTBO (MHOIHS), 3aMbTIICHO
3peHue, 3pUTEIHU HAPYIIICHNS, HaMallIBaHEe Ha 3PEHUETO WK OO0JIKA B OUUTE IMTOPAJTU TIOBUIIICHO
OYHO HajsraHe (Bb3MOXXHU IIPHU3HALM Ha 3aIbPKaHE HA TEUHOCT B CHJIOBUS CIOW HA OKOTO
(XopHoUIaICH U3JIMB) UM HA OCTPA 3aKPUTOBI'BJIHA INIAYKOMa), TPOMSIHA B IIBETA, U3TPHIIBAHE U
0oJiKa B IPBHCTHTE HA PHLIETE MM Kpakata (eHoMeH Ha PeitHo). Ako cTpagaTe OT CUCTEMEH
JYIyC epuTeMaTo3yc (THIT 32001IBaHe Ha KOJIareHa), TOM MOXE /1a ¢€ BIIOIIIH.

BB3MokHM ca HapylieHHs Ha KpbBTa, ObOpenunTe, 4epHus Ipod MM MaHKpeaca (3aCTOMAIIHATA XkJie3a) U
MIPOMEHH B 1a0OpAaTOpHUTE NapaMeTpu (KpbBHUTE H3ciieABaHMs). Moxe Ja ce Hanoxu Bamus nexap na Bu
Ha3HAauy M3cie/[BaHe Ha KPBBTA 3a KOHTPOJIMpaHe Ha BaiieTo cbCTosHUE.

AKO NOIy4YuTe HIKOM OT TE€3U CUMIITOMH, CE€ CBBPKETE ¢ Balus nexap Bb3MOKHO Hail-CKOPO.

Cpo0maBaHe HAa He:KeJIaHU PeaKIUu

AKO MONTyYHTe HIKAKBH HEXEJIaHH JICKAPCTBEHU Peakiuy, KOHCYITUpaiTe ce ¢ Bamms nexap niu
Q)apMaueBT. ToBa BxII0UBa BCUYKH BH3MOKHHM HEOIMMCAHH B Ta3H JINCTOBKA, HEXKCJIAHU pCaKIUU. MosxeTte
CBITIO J1a CHOOIIUTE HEXEIAHN PeakIuy JUPEKTHO (Ha ITOCOYSHUS T0-0ITy aJIpec):

W3mbiHuTEIHA areHuus 1o JieKapcTBaTa
yi. ,,Jlamsin I'pyeB® Ne8

1303 Codus

ten:+359 28903417

yeOcaiiT: www.bda.bg
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KaTto cpoOuiaBaTe HeXKeTaHH peakIMM, MOXETe 1a JajJeTe CBOS INPUHOC 3a IOJydaBaHE Ha IIOBEYe
WH(pOPMAIUS OTHOCHO 0E30MaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Cbxpanenue Ha Homunpen bu-®opte
ChxpaHsaBaiiTe TOBa JIEKAPCTBO Ha MSCTO, HEAOCTBIIHO 3a ACLA.

He n3nomnsBaiite TOBa J€KapcTBO ClIe]] CPOKA Ha TOAHOCT, OTOEISI3aH BbPXY KapTOHEHATa OIIAKOBKA U
KoHTeiHepa. CpOKBT Ha TOAHOCT OTTOBApS Ha MOCIEAHUS ACH OT MOCOYSHUS MECETI.

CrxpaHsBaiiTe KOHTEITHEepa MIIBTHO 3aTBOPEH, 3a Jia MpeanasuTe OT Biara. JIekapCcTBEHHUIT IPOAYKT HE
W3HCKBA CIIEIMAIHU YCJIOBUS HA ChbXpaHCHHUE.

He n3xBbprsiiTe nexkapcTBaTa B KaHAIM3aMATa WIK B KOHTEHHEpa 3a JOMaIIHK oTnagsuu. [lonuTaiite
Bamms hapManeBT kak ga U3XBBPIMTE JIEKApCTBATa, KOUTO BeUe HE M3MOMI3BaTe. Te31 MEPKH I11e CTIOMOTHAT
3a ora3BaHe Ha OKOJIHATa Cpefa.

6. Cobabp:kaHue HA ONAKOBKATA M Apyra uudopmManus
KaxBo cbabp:ka Hosunpena bu-dopre

- AKTHBHUTE BEILECTBa Ca IEPUHAONPHII ApTMHUH U uHAanamua. Eqna punmupana tabieTka cbabpxa
10mg nepuHIONpUII apruHuH (ChOTBETCTBAIIM Ha 6,79 My nepunaonpui) u 2,5 MY UHIANaAMK]L.

Jlpyrute ChCTaBKM B ChpLICBHHATa Ha TabJeTKaTa ca: JIAKTo3a MOHOXHUApAT, MarHesueB creapat (E470B),
MaJITOACKCTPUH, CHIIMITUEB AUOKCH, KosonneH Oe3BozieH (ES551), HaTpueB HuIleCTeH riukoyatT (Tun A), a
BbB (DMIIMOBOTO TOKpuUTHE Ha Tabnerkara: riumepon (E422), xunpomenosa (E464), makporon 6000,
MaruesueB creapaT (E470B), tutanos muokcun (E171).

Kaxk u3ruexna Hosmmnpen bu-®opre 1 KakBo CbAbpP:Ka 0NIAKOBKATA

Honunpen bu-®opte, punmupanu TabieTku, ca 6enu Kpbriid GUIMUpPaHHA TaONETKU ¢ JUaMETHP 8§ MM u
panuyc npu u3BuBkara 11 mm . Enna ¢punmupana rabnetka cpappka 10 mg nepuHIonpui apruauH u 2,5
MQ WHAAaAMHUI.

TabneTkuTe ce npoaasar B onakoBku ot 14, 20, 28, 30, 50, 56, 60, 90, 100 , 120 unu 500 TabneTky.

He Bcuuky BHIOBE OITaKOBKM MOTat ja ObJaT IycHAaTH B Ipoaxoa.

IIpureskaTesn Ha pa3pelieHUETO 32 YIOTpeda U MPOU3BOAMTET

IIpurtexaTten Ha pa3pelIeHHETO 32 ynoTpeda:
Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex

DpaHuus

IIpouszBoagureJ:

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy - ®pannus

u

Servier (Ireland) Industries Ltd
Gorey Road

Arklow - Co. Wicklow — Vpnauaus

n
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Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03-236 Warsaw,

[Tomnmra

MecTeH npeACcTaBUTEL:

Cepue Memnukan EOOJ]
Ten: 02/921 57 00
Codus
To3u JiekapcTBeH NPOAYKT € pa3pelleH 3a ynorpeda B crpanute wienkue Ha EUII nox ciexnure
HMeHa:
Benrus PRETERAX 10 mg/2,5 mg
boearapus Homunpen bu-®opre 10 mg/2,5 mg ¢punmupanu TabaeTku
Kumsp Preterax 10 mg/ 2,5 mg
Yemika perryonnka Prestarium Neo Combi 10 mg/2,5 mg
Ectonust NOLITERAX 10 mg/2.5 mg
OuHIAHIMS COVERSYL COMP NOVUM 10 mg/2,5 mg
Opannus BIPRETERAX 10 mg/2,5 mg
I'spuus Preterax 10/2,5
Ucnanmus NOLITERAX 10 mg/2,5 mg
Wpnangus COVERSYL ARGININE PLUS 10 /2.5 mg
Utanust NOLITERAX 10 mg/2,5 mg
JlatBus NOLITERAX 10 mg/2.5mg
Jlutra NOLITERAX 10mg/2,5mg plévele dengtos tabletés
JlrokcemOypr PRETERAX 10mg/2,5mg
Manra COVERSYL PLUS 10mg/2.5mg
Xonanaust COVERSYL PLUS arg 10mg/2,5mg
[Mommra NOLIPREL Bi-FORTE
[Mopryranus PRETERAX
PymbHUS NOLITERAX 10 mg /2,5 mg
CrnoBakust NOLIPREL Bi-FORTE A
CrnoBeHuUs BIONOLIPREL 10mg/2,5mg filmsko oblozene tablete

JlaTa Ha mocJeTHO Mpepa3riexaane Ha JucToBkara: 05/2023 r.
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