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1. HUME HA JIEKAPCTBEHMUS ITPOAYKT T e R BEE prnaren e

Ko-Ilakcen 2 mg/0,625 mg Tabnetku
Co-Paxene 2 mg/0,625 mg tablets

Ko-Tlakced 4 mg/1,25 mg Tabnerkn
Co-Paxene 4 mg/1,25 mg tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Ko-Ilakcen 2 mg/0,625 mg tabneTku

Enna tabnerxa chabpixa 2 mg Tepr-0yTHnamuHoB nepusaonpun (perindopril tert-butylamine) u 0,625
mg WHaanaMmu (indapamide).

Ko-Ilakcen 4 mg/1,25 mg Tabnerku

Enna tabnerka coabpixa 4 mg repr-OytraamuHoB nepunaonpmi (perindopril tert-butylamine) u 1,25

mg uHaanaMua (indapamide).

3a IBAHHUA CIIMCHK HAa MOMOCIIHHUTE BELIECTBA BUKTE TOUYKA 6.1

3. JIEKAPCTBEHA ®OPMA

Tabnerka.

Ko-ITakceH 2 mg/0,625 mg TabneTku
bana o noyrH 6s1a KancyaoBuaHa TabneTka ¢ AeNHTeNHa YepTa OT ABETe CTPaHH.

Ko-Ilakcen 4 mg/1,25 mg Tabnerku
bsana 10 noutH 6ana kancynopuana tabneTka, riagKa oT ABeTe CTPaHH.

4. KAHUHHYHH JAHHH
4.1. TepaneBTHYHH MOKA3AHHSA
Ko-Ilaxcen 2 mg/0,625 mg e nokasaH 3a neyesHe Ha €CeHIIHalHa XHIIEPTOHUS TPH Bb3PacTHH.

Jleuenne Ha eceHuManHa xuneproHuda. Ko-ITakcen 4 mg/1,25 mg TabneTkn € mokasaH [IpH NALUCHTH,
YHETO KPBBHO HANIATAHE HE € JOCTAThYHO KOHTPOIKPAHO CaMO C NEPUHAOTIPHIL.

4.2, HA03HpOBKA H HAYHH HA NPHJIOKEHHE

Ho3npoBka

Ko-Ilakcen 2 mg/0,625 mg TaGaerxkn
O6uualinara f103a e eqna Tabnetka Ko-ITakcen 2 mg/0,625 mg AHEBHO KaTO €AHOKPATHA [
OPECANOYHTAHE € [la Ce NIPUEMA CYTPHH, IIpeiH XpaHeHe. AKO Cliel] €AHOMECEYHO NeYEHH
MOCTUTHE KOHTPOJI HA KPBBHOTO HAJIAraHe, A03aTa MOXe [a ce YABOH.

Ko-ITakcen 4 mg/1,25 mg Tabnerku



Enna rabnerka Ko-Tlakcen 4 mg/1,25 mg nHeBHO KaTo eAHOKpATHA 1034, 34 NPEAIIOUMTAHE € 1A Ce
MpHEMA CYTPHH Opeau XpaHeHe., 110 Bb3MOXHOCT ce npenopbyBa TATPUPAHE Ha 103aTd HA OTACIHHTE
koMnmoHeHTH. Ko-Tlakced 4 mg/1,25 mg tabneTku TpaOBa ga ObAe H3MOA3BAH, KOTaTO KPHbBHOTO
HaNAraHe He ce KoHTponupa gocrarbuHo ¢ Ko-TTakcen 2 mg/0,625 mg. Koraro oT KiHHHYHA TeAHA
TOYKA € NOAXOAAIIO, MOXKE Jla Ce HMAa NMPEABUA AHPEKTHO NPEMUHABAHE OT MOHOTEpANHA KbM Ko-
[Taxcen 4 mg/1,25 mg Tabnerxu.

ClieuHaTHH NONYJalluH

{Iayuenmu 8 cmapuecka ev3pacm (8xc. mouxa 4.4)

Ko-Tlakcen 2 mg/0,625 mg TabneTku

Jleuenuero TpabOBa na 3anoyne ¢ obHyaitHaTa ao3a ot equa tabnerxka Ko-Tlakcen 2 mg/0,625 mg
JIHEBHO.

Ko-Ilakcen 4 mg/1,25 mg Tabnerxu
Jleuenunero TpgOBa Ja 3anoyHe, clie] KaTo c€ B3eMAT IpeJBHJl OTTOBOPBT HA KPBBHOTO HajlsSraHe U
CBCTOAHMETO HA ObOpeuHaTa GyHKIMS.

HHayuenmu c 6vbpeuna nedocmamvunocm (8. mouka 4.4)
[TpH Texka 6B0peyunHa HenOCTAaTHYHOCT { KPEaTHHHHOR KNHPbHE 1o 30 ml/min) se4yeHHeTo €
NPOTHBOIIOKA3AHO.

Ko-Ilakcen 2 mg/0,625 mg Tabnetku
[1pn nmauueHTH ¢ yMepeHa 6b6pedHa HeAOCTATHYHOCT (KpeaTHHHHOB KIHPBHC 30-60 ml/min)
MaKCHMaIHaTa f03a TpadBa aa e egHa tabnerka Ko-Tlakcen 2 mg/0,625 mg JHEBHO.

Ko-Ilakcen 4 mg/1,25 mg Tabnerku

Ilpx nansenTH ¢ ymepena 6b0peyHa HEAOCTATEHHOCT (KpeaTHHHHOB KIMPBHC 30-60 ml/min) ce
IPENOPLYBA 3alI0UBaHe Ha JISUEHHETO ¢hC CBOOOAHA KOMOHHALIMA B NOAXOAA1A J03HPOBKA.

[Ipy nauMeHTH ¢ KpeaTHHUHOB KNMPBHC, NO-roisM WK paBen Ha 60 ml/min, HE ce H3HCKBA NPOMAHA
B JO3UPOBKATA.

O0r4aiiHOTO KNHHUYHO HaOIoieHUe TpAOBa 1a BKIIOYBA YECTO KOHTPOIMPAHE Ha CTOMHOCTUTE Ha
KPEeaTHHUHA H KaJlu4.

Hayuenmu c veprodpobna nedocmamuvunocm (8xc. mouka 4.3, 4.4 u 5.2)
[1pu Texka yepHOapoOHA HEOCTATLYHOCT JIEYEHHETO € MPOTHRONOKA3AHO.
[Tpn naunenT ¢ yMepeHa YepHoApoOHA HEAOCTATHLYHOCT HE € HeoOxoAMMa NIpOMAHA Ha fo3ara.

Hecuampuuna nonyrayun

beszonacHocTTa H edHKACHOCTTA HA NISPHHIOTIPHI/HHATIAMHA/L TPH NeAMATPHYHA MIONYJIAlUs BCE OLIE
HE € yCTaHOBeHa. HsiMa Hanu4Hu JaHHH.

Ko-Ilakcen 2 mg/0,625 mg ne TpsgOBa na ce mpuiara npu Aena ¥ IOHOLIH.

HauuH Ha NpHIOIKEHHE
[lepopanno npuioxeHne.

4.3. IlporuBonokKazanus

Cevp3anu c nepundonpui:

- CBpbX4YyBCTBUTEIHOCT KM NepHHIonpui uiu apyr ACE uaxuburop; g

— AHaMHe3a 3a aHF'HOHEBPOTHYEH OTOK (0TOK Ha KBHHKE) BBB BPE3KA € MPEAULLIHO
ACE unxuburopu (Bx. Touxa 4.4);

- Hacnencteen/iianonatnued aHTHOHEBPOTHYEH OTOK;

— Btopu ¥ TpeTH TpUMECTbp HA OpeMEHHOCTTA (BXK. TOUYKH 4.4 U 4.6);




- EnnospeMennara ynotpeba ¢ anMCKMpeH-ChIbPKAIIH MPOAYKTH IPH MALHEHTH CBC 3aXapeH
anadet riH 6LOpeuHo yBpexaaHe (CKopocT Ha riaoMepyana ¢unrpauns (GFR<60 mn/mun/1,73
M’} (B, Touku 4.5 u 5.1).

— EnHospeMeHHara ynotpeba cbe cakybuTpwi/Bancapran (Bx. To4kH 4.5 1 5.1).

- Ecxrpakoprniopanuu neueHus, BOJEIIHM /0 KOHTAKT Ha KPbBTA C OTPULIATENHO 3aPeACHH
IOBBPXHOCTH (BX. To4Ka 4.5);

— 3naunma ByCTpaHHA CTeH03a HA ObOpedHHTE apTepHH HITH CTEHO3a Ha ObOpevHaTa apTepHs Ha
€IMHCTBEH (yHKUMOHHUpall, ObOpek (BX. Touka 4.4).

Cevp3anu ¢ unoanamuo;

— CepbX4YyBCTBUTENHOCT KbM HHAANAMMA MM KbM APYT CYIGOHAMUA;

- Texka OL0peyHa HeAOCTATEYHOCT (KPEaTHHHHOB KIHPBHC NOA 30 ml/min);

— YepHoapobua ennedanonartis;

— Texko yBpexraHe Ha 4yepHoIpoOHATa QYHKIMSA;

— XHUNTOKATHEMUS,

— OCHOBHO NMPaBHJIO € TOBA JICKAPCTBO J1a He ¢c& KOMOKHHpa ¢ HEAHTHAPHTMHUYHH CPEACTBA,
yabmxasaiin QT vHTepBana W npean3BUKBALLH torsades de pointes (BX. Touka 4.5)

- KepmMeHne (Bx. Touka 4.6).

Cevp3anu ¢ nepundonpur/andanamio;
- CBPBXYYBCTBHTEIHOCT KbM HAKOE OT MOMOLLHHTE BeLecTBa, H30poeHH B Touka 6.1;
Topany nunca Ha AoCTaTh4eH TEPANeBTHUCH ONUT NEPHHAONPHI/HHAANAMKU/ HE TpADBa fa ce
NpUiiara npm:
-  MAUMEHTH Ha XEMOAHANTH3A;
~ MAaUHECHTH C HEJIEKYBaHa ChpAcuHa JeKOMNEH cau.

4.4 Chnennaans npeaynpexiends H NpeRnasHy MEPKH Npu ynorpeda

Creyuanny npeoynpexcoenus, obuy 3a nepunoonpPUL 4 HHOAHAMUOQ!

3a HUCKOI030BATA KOMOMHALMA NepuHAonpul/MHAanaMua 2 mg/0,625 mg HIMa 3HAYHTENHO
HaMAaJIABAHE HA HEXKENAHHUTE JIEKAPCTBEHH PEAKLIHH B CPABHEHHE ¢ HAH-HUCKUTE 0A00pEHH JO3UPOBKH
Ha OTACITHHTE MOHOKOMITOHEHTH, C H3KJIKOUCHHE HA XHITOKATMEMHS ( BXK. TO4Ka 4.8).

He Moxe na ce U3KII04H NOBHLLIEHa Y€CTOTA Ha PEAKI[HH Ha HEMOHOCHMOCT AIPH €AHOBPEMCHHA
EKCMO3HLIMA Ha NALMEHTa HA JIBe HOBH 32 OPraHu3Ma aHTHXHIICPTEH3UBHH JeKapcTBa. 3a Na ce
HaMaJlH TO3H PUCK, NaLUCHTHT TPIOBRa J1a Ob2le BHUMATETHO HAONI0AaBaH.

Humuu:
EAHOBPEMEHHOTO NPUAOKEHHE HA JIHTHH ¢ KOMOMHALIHA OT NEPUHAOCIPUI U HHAaNaMK] OONYaiHO He
Ce NpenopepYBa (BX. To4Ka 4.5).

Cevp3anU C REPUROORDUTL.

Heouno broxupane na penun-anzuomenzun-aroocmeporosama cucmema (PAAC)

Wma nannm, ye eqnoBpemennara yrotpeba Ha ACE uHXHOUTOpH, aHMMOTEH3HH I-perenTopHu
HNOKEPH UM ATTHCKMPEH MOBHIIABA PUCKA OT XMITOTOHHA, XHIIEPKATHEMHA H HaMallsBaHe Ha
ObOpeyHaTa QyHKUMA (BKAOUHTENHO ocTpa Ob0peyHa HeaocTaThuHOCT). [Topaau ToRa He ce
npenopwsysa ABoHHO Onokupare Ha PAAC upes komOunHpanara ynotpeba Ha ACE HHXHOUTOpPH ¢
anruoTen3HH ll-perentopru 6nokepu WM anuckupeH (Bx. Touku 4.5 1 5.1).

AXO ce NPELIeHH, Ye TepanuaTa ¢ ABOoIHO OMoKHpaHe € abconoTHo HeoOXoauma, ToBa TpabBa 1a

OBOpeynarta GpyHKUUS, ENEKTPOJHTHTE H KPBBHOTO HAJIArAHE.




ACE unxuburopu u anrinorensun [[-penentopHy Gnokepu He TpsaOBa a c¢ M3MON3BAT SAHOBPEMEHHO
[IpH NalHEeHTH ¢ JuabeTHa HeponarTus,

Kanuti-coxpanaeawyu ouypemuyy, xanuesy 006A6KY UMK 3AMECMUMENN HA COAMA, CLOBPICAWY KAAUU
KoMOHHUpaHETO HA MEPHHAOIIPHI ¢ KATHHA-ChbXpaHABaLH AHYPETHIIH, KaJIHEBH A00aBKH UIH
3aMECTHTENH Ha CONTA, ChAbPXKALUM KaHil 00MKHOBEHO He CE MpenopbuBa (BX. To4Ka 4.5).

Heymponenus/azpanyroyumo3q/mpomMOoyumonerust/ aneMus

[1pn naumenTty, npueMauy ACE uHxnOHTOPH, ca Habnl0JaBaHH HEYTPONEHHA/arpaHyIOLHUTO34,
TpoMOOLIUTONEHNUA U aneMHd. [lpu nauMesTn ¢ HopManHa 6bOpevuna dyHkIHA, Oe3 Apyru
yCIOXHABAIUH (aKkTOpH, HEYTPONICHUA ce pa3BuBa paaxo. [lepunaonpun TpsabBa fa ce U3Moa3Ba C
H3KIIOMHTE/THO BHUMAHHWE OT NALHEHTH C KOJAareHOBH ChAOBH 3a00nABaHNA, Ha HMYHOCYIIPECHBHA
TEPANHA, NeYSHHE ¢ AIOMYPHUHON HNH NPOKAHHAMML WITH TIPH KOMOWHALMA OT TE3H YCJIOKHSABALIH
t(pakTopH, 0cODEHO B CIyyas, KOTAaTo CHINECTBYBA IPENBAPHTENHO YCTAHOBEHA yBpeaeHa 6b0peuna
¢pyHkuua, Haxou OT Te3n nauMeHTH pa3sBUBAT CEPHO3HH HHAPEKLIMU, KOHTO B HAKOJKO Cllyyas He ¢e
MOBJIMABAT OT HHTEH3HBHO AHTUOHOTHYHO JIeU€HHE. AKO HAa TAKMBA MALMEHTH CE€ HA3HAYH
MEPHHIONPHI, CE NIPENOpPBYBa PSAOBHO MPOCNEAsiBaHe Ha OPOA Ha JIEBKOMHTHUTE H NMALHEHTUTE TPAOBa
la ObaaT npefynpeacHH aa choOLIABAT 3a BCAKAKBH NMPH3HALM Ha HH(peKIuA (HanpHMep BB31ATeH0
I'BpITO, TemiIeparypa) (Bx. Touka 4.8).

Penoceackynapua xunepmonun

I1pu nanueHTH ¢ NBYCTpaHHA CTEHO3a Ha ObOpeyHaTa apTepHd HIH CTCHO3a HA apPTEPHATA NPH ¢IUH
dbyuximonupaul 0p0pek, nekyBaHu ¢ ACE HHXHOWTOPH, CHINECTRYBA NOBHIIEH PUCK OT XHIIOTOHUS H
OBOpeuHa HeZIOCTaTBYHOCT (BX. Touka 4.3), JleueHHeTo ¢ AMYPeTHLH MOXKE J1a CTaHE AOTIPHHACHIIL
axrop. 3aryba Ha 6b0peuHa GyHKIHA MOKE 14 HACTBIIH NPH MHAHHMAIHKH H3MECHEHHSA B CEPYMHHS
KPEaTHHHH AOPH NPH NAlHEHTH ¢ €AHOCTPaHHa CTeHo3a Ha ObOpeyHarTa apTepus.

C8puxuyscmeumentocm/anzuoedem

HMma cbobieHu 3a peaKH cTyyad Ha aHTHOEAEM Ha JIHLETO, KpailHHIIHTE, YCTHUTE, IMTABHLIMTE,
€31Ka, IIOTUCA WK NapHHKCa NPH MAIMEHTH, JieKyBani ¢ ACE WHXHOWTOPH, BIIIIOHHTEINIHO C
nepuHAoNpHI (BXK. Touka 4.8). ToBa Moxe Ja ce TOSBH MO BCAKO BpeMe HA JieueHHeTo. B Takuea
CITy4ad NEpHHIONPUII ¢ [TpEKpaTABa He3abDABHO M Ce npeAnpHEMa NOAXOAALIO [TPOCIEAABAHE, KOETO
NpoIbJDKaBa 40 MbIHOTO OT3IBYYaBAHE HA CHMIITOMHUTE NPH NalWeHTa. B cayyanTe, KOraro OTOKbT C¢
OTpaHUYH MO JIMLETO H YCTHHTE, ChCTOAHMETO 1O MPUHIIKI, C& OBIagABa 0e3 JeHEHHE, MaKap e 3a
00JieKYaBaHe Ha CHMIITOMUTE € MOME3HO NPHIaraHeTo Ha aHTHXUCTAMHHOBH JIEKAPCTBA.
AHrvoeaem, MPOTHYALL ¢ OTOK Ha JIAPHHKCA, MOXe 1a MMa ¢aTasieH H3xoa. B cnyuaure, Ipyu KOUMTO
MMa aHTHKHPAHE Ha e3HKa, NIOTHCA HIIH TAPHHKCA, KOETO MOXKE 1a NPUYHHH 0OCTPYKUHA Ha
JAUXaTeJIHUTE ITbTHLIA, HE3a0aBHO TPAOBA /a CE 3aMouHe CHELIHO JeUeHHe, KOSTO MOXeE Aa BKIOUBA
MOAKOXHO NpuiIoxkeHue Ha agpeHanud 1:1000 (0,3 ml go 0,5 ml) w/uam aa ce npeanpreMart Apyru
MOAXOAALIN MCPKH, 3a Ja C€ OCHIYpH NMPOXOAHUMOCT Ha JUXAaTEHUTE ITbTHLIA.

[TpH YyepHOKOXKH nauueHnTH, NpueMallti ACE uHxubHTOpH, ce cHobiliaBa 3a 1o-roisaM pUck oT
AHTHOEAEM B CPaBHCHHE ¢ NPEACTABUTEANTE HA APYTH pacH.

[TaneHTH ¢ aHaMHE3a 3a aHTHOEAEM, HeCBBP3aH ¢ jicueHHe ¢ ACE HHXUOUTOP, MOXKeE 1A ca U3I0KEHH
Ha MIOBHLIEH PHCK OT aHTMOCAEM B npolieca Ha npuemane Ha ACE unxuburopa (Bx. Touka 4.3).

KFiMa penku ChoOLIEHMS 32 YPEBEH AHTHOHEBPOTHYCH OTOK [IPH MALUEHTH, JIeKyBaHU ¢ ACE

B HOPMAIHH CTOHHOCTH. AHFTHOHEBPOTHYHHAT OTOK € ON AMarHOCTHLWHPAH Ype3 MpolieT
BRIIOUHTENHO aDAOMHHANHA KOMIIOTHPHA TOMOTPpadua AR YATPa3BYK, WIIN N0 BPEME H




oTOK TpAOBa ja ObJie BKJIOUEH B AudepeHiiHaNHaTa quardo3a Ha npuemaind ACE uaxuOutopu
NaLueHTH ¢ Honka B KopeMa.

KomOunupaHeTo Ha IEPHHIONPHIL ChC CaKyOHTPHII/BANCAPTAH € MPOTHBOMOKA3AHO NOPAH YBEIHYEH
PHCK OT aHruoeneM (Bx. Touka 4.3). Jleuenue cbe caxyOuTpun/Bancapras He Tpsa0Ba Aa c€ 3amoupa
Npead 1a ca U3MHHANK 36 4aca 0T NnpHeMaHeTo Ha MOCJIeAHATA 033 OT IEUYEHHUETO ¢ NEPHHICTIPHIIL.
AKO IEYEHHETO ChC CaKyOHTPHII/BATICApTaH € NpeKpaTeHo, ISUSHHETO ¢ IEPHHIONPHI HE TpA0OBa Aa
3aM0YBa NPEAM Aa ca H3MHHaMK 36 yaca OT MPUEMAHETO Ha MOC/EHATa 103a CaKyOHTpu/BancapTaH
(Bx. ToukH 4.3 u 4.5). EaHoBpemennara ynorpeba Ha aApyra NEP unxubutopn (Hanp. pauckaaoTpHil)
1 ACE nHXHOHTOPH CbIIO MOXKE /1a YBENHYH PHCKA OT aHrHoeAeM (Bxk. Touka 4.5). Ilopaau ToBa e
HeoDXOMUMO BHUMATEIIHO OLICHBAHE HA CHOTHOIIIEHHETO MOJI3a-pHCK MPEeRH 3aOYBAHETO HA NeUeHHe
¢ NEP nHxuOuTopH (Hanp. pauekagoTpui) Npy TAUMEHTH, NEKYBAaHU ¢ NEPUHAOIPHIL

Fornospemenna ynompeta ¢ mTOR unxbumopu (Hanp. cuponumyc, egeporumyc, MeMCuponumMyc)
I1p1 naunenTH, NpopeXxaaliy ¢ HOBpeMeHHO nedeHne ¢ mTOR HHXHOUTOPH (HAIIP. CHPONIUMYC,
€BEPOJIMMYC, TEMCHPOIMMYC) MOXKE Ja MMa TIOBHINEH PUCK OT aHTHOeReM (Hanp. MoJyBaHe Ha
JUXATENHHTE MbTHINA HIIH €3UKa, C WK 0e3 pecnHpaTopHo HapylieHHe) (BXK. ToUuka 4.5).

Anagurakmoudnu peaxyuu RO 8peme Ha OeCeHCUDUNUIAYUA

Mma efuHHYHY choOLIeHH 3a NaliHeHTH, npaeMaiud ACE HHXHOHTOPH, PH KOUTO ca HabmonaBaHH
NPOALJDKMTENHH )XHBOTO3aCTpalllaBallld aHAQUIIAKTOMAHH PEaKL|i N0 BpEME Ha JICHEHHE 32
HECEHCUONITH3ALHA ¢ OTPOBA Ha LIMIIOKPHIIH HacekoMH (muenu, ocH). ACE unxubutopure tpsidBa na
ce MPUJIAraT ¢ NOBULUEHO BHUMaHHUE NPH AIEPTHYHHN NallMEHTH, JTeKYBaHH ¢ JeCeHCHONIH3aUus, U 1a
ce U304rBaT Npu MHAHBUAM B NIPOLECA Ha HMYHOTEPaIHs ¢ 0TpoBa. Takupa peakuun obade Morat 1a
OBAAT NpeaoTBpaTeHH upe3 BpeMeHHo cnupane Ha ACE nuxuOuTopa none 24 vaca npeaH Ha4aIoTo
Ha JeCeHCHOUIH3auMaTa IIPH NAUWSHTH, HyX1aemHu ce KakTo oT ACE uaxuOuToph, Taka H oT
JAECCHCHOUNH3aLIMA,

Arnadhunaxmoudnu peaxyuu no 8peme Ha agepesa na aunonpomeunume ¢ nucka nivmuocm (LDL)
B penxu cnywau npu naumeHnTH, npuemMauid ACE naxubntopu mo BpeMe Ha adgepesa Ha
nunonporenHuTe ¢ HUcka mbTHOCT (LLDL) ¢ aexcrpanos cyndar, ca HabnwaasaHu
YKHBOTO3aCTpalaBaly aHapUNaKTOUAHM peakini. Te3n peaklMM ce u3dArear upe3 BpeMEHHO
nmpekpaTasane Ha nedenneTo ¢ ACE nnxubutop npenu Beaka adepesa.

Hayuenmu na xemoouanusa

[1pu nauuenTH, AMANTU3HPAHY ¢ MeMOpaHH ¢ BHCOKa cxopocT Ha moToka (high flux) (Hanpumep AN
69®) u egHoBpeMeHno sekyBanu ¢ ACE uHxubuTtop, ce cbobHIaBa 3a Bh3HHKBAHE Ha
anagpunakTouaHH peakunu. [lpu TakuBa nauueHTH TpaOsa ga ce pasricaa H3NoN3BaAHETO HA pa3/lHYeH
BHJ JHaIM3Ha MeMOpaHa WNW Ha aHTHXUNEPTEH3URHO ACKAPCTBO OT pa3/IMUEH KJac.

[Tvpsuuen ardocmeponusbm

[TanpeHTH ¢ IbPBHYEH XUNESPAIAOCTEPOHUIBM KATO 1510 HE C€ BIMAAT OT ACUCHHE C
AHTUXHMINEPTEH3WBHH JIEKAPCTBA, ASHCTBALIM Ype3 HHXHOMpaAHE HA CHCTEMaTa pEHHH-aHMOTCH3HH.
[lopanu ToBa ynotpebara Ha TOBA JIEKAPCTBO HE CE& MPENopbhyBa.

bpemennocm

ACE unxuburopu He TpsiOBa Ha ce 3anoyear rno speMe Ha OpeMenHocT. OCBeH KOraro
mpoab/kaBaHeTo Ha JieyeHnetro ¢ ACE HHXHOMTOp ce cuHTa 3a )KM3HEHO BaskHO, NALHEHH,
MIaHUpaLy OpeMeHHoCT, TpA0Ba Aa IPeMUHAT Ha aNTepHAaTUBHO aHTHXHINIEPTEH3UBHO JICYCHHE, KOETO
HMMa YCTaHOBEH IIpogui Ha be3onacHocT 2a ynotpebda npu 6peMerHoct. Koraro ¢e yCTaHOB

Ce 3aMo4YHe alTepHATHBHA TEpaNnus (BXK. TOUKH 4.3 H 4.6).



Cevpzanu c unoanamuo:

Yeprodpobra enyegaaronamun

I1pn yBpenena yepHoapoOHa yHKUMA THASHAHUTS AMYPETHLM U TEXHHTE AHANO3KH MOTaT Ja
MPHIUHAT YepHOAPoOHa eHuedanonatyia. B Taxbe cyvait npueMaHeTo Ha JMypeTHKA BegHara Tpsaosa
7ia ce MpeyCTaHOBH,

DomouyecmeumenHocm:

Cnyyau Ha peakuud Ha GOTOUYBCTBUTEIHOCT €& CHOOIIEHH NPH THA3M,IH U THA3WTHU NPOU3BOAHH
AnypeTHum (BK. To4ka 4.8). AKO 110 BpeMe Ha JIEYEHHETO C€e TOABAT PCaKHK Ha
(GOTOYYBCTBHTENHOCT, CE NPENOpPhYBa NPeKpaTABaHE HAa NEUCHHETO. AKO IOBTOPHOTO NPUEMAHE Ha
JAUYPETHKA C€ CYETE 32 HEODXOAUMO, Ce MPENnopBLYBA H3IOKEHUTE Ha CBET/IMHA YacTH Ha TAJIOTO Ja
OBJaT 3alUHTEHHU OT CITBHUE MM H3KYyCcTBeHH UVA.

Crneyuannu npednasnu Mepxu npu ynompeba

OBy 3a nepuHOOnpUL U UHOGNRAMUG

Bvbpeuna neoocmamuvunocm

ITpu Texka OB0peuHa HenOCTATBYUHOCT (KpeaTHHHHOB KAMPBHC < 30 ml/min) nedenuero e
POTHBOIIOKA3aHO.

[Ipy nauuenTy ¢ XxunepToHus U H€3 peALIecTRalla NPoABA Ha OBOPEYHH YBPEXKIAHUA H IIPU KOUTO
OBOpEeUHUTE KPBEBHUTE H3CHEABAHMA NTOKa3BaT dpyHKIMOHANHA ObOpeUHa HEAOCTATHYHOCT, TEYEHHETO
TpAOBa /1a Ce MPEKPATH U N0 BL3MOXHOCT J1a C€ TIPOABIDKH ¢ MO-HUCKA J1033 HIH CaMO € €Ha OT
CBCTABKUTE. [1pu TakiBa malMeHTH MEIHIHHCKOTO Habmoienne TpadBa 1a BKIOYBA YECTO
KOHTPOJIMPaHEe HA CTOMHOCTUTE HA KpEeaTMHHHA U KaJiud ABE CEIMHITH Clle], HaYaloTO HA JISUCHUETO, a
CJI€l TOBA MO BPEME HA TEPalleBTHUHO CTAOKHIHKS Nepuoyl - mpe3 ABa Mecela. 3a Ob0peyHa
HEJOCTATLYHOCT Ce ChOONLIaRa rIIaBHO MPH TTAIMEHTH C TEXKKA ChPASYHA HEAOCTATHYHOCT Wit NPH
naTeHTHa OBp0peuHa HeTOCTATHYHOCT, BKIIOYHTENHO CTEHO3a Ha ObOpetHuTe apTepuH. JIekapcTBOTO
obHYaiiHO He ce npenopbyBa B ¢jiyuail Ha ABYCTPAHHA CTEHO3a Ha OLOpeUHUTE apTepHy MK
eavHCTBEH pynkuHoHupam On6pek.

Xunomouua u 3a2y6a Ha 800a u enexmporumiu

[1pu Hanuume Ha 3aryba Ha HaTpuil CblIECTBYBA PUCK OT BHE3allHA XUMOTOHHA (0COOEHO NpH
HHJMBH/H CbC CTEHO3a Ha OpOpeuHuTe apTepuu). [lopasu ToBa € HEOOXOAUMO CHCTEMHO
HabJII0leHHe 3a KITMHUYHH NPH3HALIE Ha 3ary0a Ha BOJA H €JIEKTPOIHTH, KOUTO OHXa MOTJH A4 ce
NOABAT BCIEACTBHE HA MHTEPKYPEHTHA JHAPHA WM NTOBpbLIaHe. [Ipy TakuBa NanyenTH pel0BHO
Tpsi6Ba /1a Ce KOHTPOJIMPAT €JIEKTPOJIUTHTE B CEPYMaA.

3HAUYMTEHATA XHIIOTOHUA MOJKE /1A HAJIOXKH BKIIIOYBAHE HA BEHO3HA HH(Y3HA HA H30TOHWYEH Pa3TBoOpP
Ha HATPUEB XJOPUJ.

[lpexoaHaTa XHIIOTOHHA HE € NPOTHBONOKA3aHUE 33 NPOABIDKABAHE HA IcueHHETO. Cnea
Bb3CTAHOBSBAHE HA JOCTAThYEH KpPbBeH 00€M M KPbBHO HAIAraHE JISUEHHETO MOXKe Ja 3anodyHe
OTHOBO C MO-HHCKA J03a H/IY CaMO C €1HA OT ChCTABKHTE,

Cepymen kanuii
KomOuHaluaTa Ha nepuHIONPHI H HHAAIIAMHU HE MOKE Aa IIPEAOTBPATH HACTHIIBAHETO Ha
XUIIOKATHEMIA, 0COOEHO NMpHU AuabeTHLH HITH NalieHTH ¢ 0b0peyHa HeaoCTaThYHOCT. KakTo npH
BCHYKH AHTHXHNEPTEH3MBHH CPECTRA, ChAbPIKAILH JANYPETHK, PSAOBHO TPSOBa 1a ¢ KOHTPOAHPA
CEPYMHOTO HHBO Ha Kajlug,

Homownu gewgecmsa
[lauHeHTH ¢ peaKH HACNEACTBEHH NPOOIEMH HA HEMOHOCHMOCT KBM TaJlakTo3a, Il
Ae(UUKT HITA FIIOKO30-TallaKTo3Ha MaiabcopOLus He TpAGBa /ja npieMar ToBa Ji



Cavp3zanu ¢ nepundonpui

Kawnuya

[Ipu n3non3saHe Ha MHXUOUTOPH Ha AHTMOTEH3WH-KOHBEPTHpaUIUA €H3HM ce choOIIdBa 3a Cyxa
xauuiia. Ts ce xapakrepu3upa che CBOATA YIIOPHTOCT U ¢ HeHHOTO H3Ye3BaHe Clie]| NPEKpaTaBAHE Ha
neyerreTo. [Ipu nogpata Ha TO3M CHMIITOM TPsOBa Jia C& WMa TIpeBH/L ATPOr¢HHa eTHOI0THA. B
ciydai, 4e ce npeanoumTa npeanucsaneto Ha ACE uHXuOWTOp, TO MPOABLIKABAHETO Ha TOBA
NIeYeHUe IPY NOSIBATa Ha Kalwuua TpsadBa Ja ce NpeoueHH.

Heduampuuna nonyrayus
EdexTHBHOCTTA 1 0€300IACHOCTTA HA NEPUHAOIPUA TPH CAMOCTOATSIAHOTO My Wik KOMOWHWPAHO
NpUiarade npy Jela ¥ KHOIIH He ca NPOYYECHH.

Puck om apmepuaria Xunomonust wuiu 6vopeuna Heoocmamueunocm (8 cnysawme Ha Cobpoeuna
Hedocmamvurocm, 3a2y6a Ha 800a u eASKMPOTUNY U M.H. )

3HAYUTEIHO CTUMYJIMPAHE HA CHCTEMATA PEHHH-aHIHOTEH3UH-AJIJIOCTEPOH ¢e Habmoaasa 0codbeHo 1o
BpeMe€ Ha rojisMa 3aryfa Ha BoJa H elCKTPOJINTH (CTPHKTHA Oe3coHa AReTa WIIH HPOABAKUTENHO
IUYPETHYHO JICUCHHUE), TIPH MAlHEHTH ¢ HUCKO HM3X0AHO apTepHaltHO HalsArade, B ¢JydaH Ha CTeHO32
Ha OBOPEUHHTE apTEpHH, 3aCTOHA ChP/CUHA HEAOCTATHBYHOCT HIH LIHPO3a C OTOLH M ACLHT.
CneaosateiiHo ONOKHPAHETO Ha Ta3H CHCTEMA ¢ HHXHOHTOD Ha aHMHOTEH3HH-KOHBEPTHPALLUS €H3HM
MOXe Ja IpeJH3BHKA, 0c00eHO Mo BPeMe HA IbPBOTO NMPHEMAHE HA NeKAPCTBOTO H NIPE3 NMbLPBUTE ABE
CeIMUIIM Ha JIEYEHUETO, BHE3AMHO CAAaAaHe Ha KPBBHOTO HANATAHE /WM MOBUILIABAHE HA CEPYMHUA
KpPEaTHHHUH, KOETO MOBOPH 3a pynkuHoHaNHa OBb0peuHa HenocTaThuHOCT. IloHsAKora, Makap v psjko,
110/100HO CHCTOAHHE HACTBIBA OCTPO H MO Pa3lIHUHO BPEME B X0/1a HA JICUEHHETO.

ITpu TakHBa caydyan Jie4eHHETO TpSOBA ia 3al10URA C MO-HHUCKH A03H, KOMTO NOCTEIEHHO Ja ce
yBEJIMYaBar.

[ayuenmu 6 cmapyuecka ev3pacm

IIpenu HayanoTo Ha JeyeHUeTo TpabBa Aa ce u3cneaBaT OpOpeuHaTa GyHKUUA U CEPYMHHAT KajluH.
HavanuaTa no3a tpabea BnocinencTsre Aa ce ajanTyupa Cnopel NPOMAHATA Ha KPbBHOTO HANATaHeE,
0c0DEHO B ClIy4auTe Ha 3aryba Ha BOJA W eJIEKTPOSIUTH, C e Aa ce H3Derne nospara Ha BHE3anHa
XHINOTOHHA.

Amepocxneposa

PHCK OT XHNOTOHHA CBUIECTBYBA ITPH BCHYKM NAUEHTH, HO 0co0eHO BHUMAanHe Tpa0dBa Jia ce OTAeIA
Ha TIALMEHTH ¢ HCXEMHYHa 00JIeCT Ha CHPLETO WIH LHPKYNATOPHA HEAOCTATBYHOCT Ha MO3bKa, [1pn
TaKHBa CJIYYaH J€YEHHETO CIIeABa Ja 3aMo4yHe ¢ HUCKa J1034a.

Penoeacxyrapua xunepmonus

JledeHHUETO Ha PEHOBACKYJIApHATA XUITEPTOHHNA C€ ChCTOH B peBacKylapH3anms. BeIpekH ToBa,
HHXHOHTOPHTE HA AHTHOTEH3IWH-KOHBEPTHPALIHSI €H3MM MOTAaT A4 ¢a MOJS3HH NMPH TIAMEHTH ©
PCHOBACKYIapHa XHAEPTOHHA, KOMTO OYAaKBAT XHPYpru4iHa Kopekiud, a Cbllo 1 Torasa, Koraro
TaKaBa HAMECAa He € Bb3MOXKHA.

AKO NepHHAONPUIYHHAANAMH,] ce TIpeAITHILE HA MALHEHTH C YCTAHOBEHA HITH [IOA03HPaHA CTEHO3a Ha
OEOpeyHHTE apTepHH, JeUcHHETO TpaOBa Aa ce 3ano4yHe B OCIHHYHH YCIIOBHS C HUCKA 1034, a
OBLOpeuHarTa (yHKIMS U CePYMHUST KPeaTHHUH TpaOBa fa ObIarT npoceaBaHH, Thil KaTO HAKOH
NAMEHTH pa3BUBaT PyHKIHMOHANHA GBOpevHa HEOCTATEYHOCT, KOATO NPETHPNsiBA 0OPATHO pPa3BHTHE
clie[l CIIMPAHE Ha JIEUCHHETO. R

Cupoeyna HedocmamvyHOCI/MeXCKA CoPOEUHA HEQOCMAMbYHOCH




[1py naumenTy ¢ Texka chpaeuHa HenocrarbunocT (1V crened) nedeHHeTo TpabBa Aa 3arno4ysa noj
NEKapcKo HabnroaeHue 1 ¢ HUCKa HAauasIHa N03a. Jledenuneto ¢ Oera-OnoKepH NMPH XHNEPTOHULH C
KOPOHApHa HEAOCTAThYHOCT He TpsOBa 1a ce cnupa: ACE uuxubutopsT 01 TpabBano aa ce npubasu
KbM OeTa-0J10Kepa.

Huabemuyu

[1py nanueHTH ¢ HHCYIMHO-3aBHCHM 3axapeH auader (CMOHTAHHA TEHACHUHMS KbM MOBHLIEHH
CTOHHOCTH Ha CePYMHUA Kanuit) JieueHneTo TpAORBa /a 3aMoYHe NMoJ JekapcKo HabmoaeHHE ¢ HUCKA
HavasiHa ao3a. Ilpes nopeua Mecew ot redyeHneto ¢ ACE HHXHORTOPH HA AHA0ETHIM, KOUTO MPUEMAT
NepopanHy aHTHAMAOETHH NperapaTH HIKH HHCYJIHH, TPsiOBa /1a ce U3BBPLIBA PEIOBEH KOHTPOJI HA
IIMKEMUATA (BXK. TOUKE 4.5).

Emnuvecrku paznusus

IHonodno Ha octananute ACE wHXUOHTOPH, neprHIONPHA MOXe fa OBAE No-MaNKo eeKTHBEH 34
HaMaNsABaHe Ha KPbBHOTO HAJIAIAHE TMPH YEPHOKOXKH, OTKOJKOTO IIPH HEYEPHOKOXKH, BEPOATHO
nopaan npeodianaBaHeTo H2 NO-HUCKH PEHHHOBH HHBA Cpell YEPHOKOXKATA NOITynalug oT
XMNEPTOHHLIK.

Xupypeuuna unmepeesyus/anecmesnus

MHXHOHTOPHTE HAa AaHMHOTEH3MH-KOHBEPTHPALIHA €H3HM MOraT Ja NpeAM3BHKAT XMIIOTOHHS NTPH
aHECTEe3Hd, 0CODEHO KOTaTo H3NOI3BAHUAT AHECTETHK € C [IOTEHLIMAIHO XUITOTEH3HBHO ACHCTBHE,
ITo Ta3u npu4HHA ce npenopbuka mpueMaHeTo Ha ACE WHXHOUTOPH ¢ MPOABIKHUTENHO JACHCTBHE,
KaKbBTO € H EPHUHIOIIPHIL, MO BB3MOXHOCT Ja C€ IPEKBCHE €AWH JSH NPEAH XHPYpPrH4yHaTa HaMeca.

Aopmna cmeno3a uny Cmeno3a Ha MUmpaiHama K1an/xunepmpoguuna KapouoMuonans
[Tpn nanueHTH ¢ OOCTPYKIMA Ha H3XOAHHSA TPakT Ha JsiBara kamepa ACE uHxubutopute Tpadaa na ce
ynotpedaBaT ¢ NOBUINEHO BHUMAHHE,

Heprodpobna nedocmameunocm

Panxo ACE naxuburopure ce CBBP3BaT ChCe CHHAPOM, KOHTO 3aMouBa ¢ XONECTATHYHA JXBITEHUIA U
nporpecupa 10 ¢ynMuraHTHa yepHOApoOHa HeKpo3a U (NoHAKora) cMbpT. MexaHH3MET Ha TO3H
CHHJPOM He € u3sicHeH. [Ipu nayueHTH, nonyqaBamy ACE uHXHOUTOpPH, KOUTO Pa3BUAT KBITCHHIA
WIK U3Pa3eHO [IOBHINABaHe Ha uyepHoApoOunTe eH3uMu, ACE uHxuburopsT TpaOBa aa Obae cripsH U
A3 c€ MPOoBeae NOAXOARO MEAUIIMHCKO HAOmMoaenne (BXK. Touka 4.8).

Xunepranuemus

[loBMinaBaxe Ha CepyMHHA kanui ce HabmroaaBa Npyu HAKOM NaLUeHTH, NekyBaHd ¢ ACE
MHXHOHTODPH, BKIIOMMTENHO NEPHHAOIPHI. Puckosute GakTopH 3a pa3ssUTHC HA XHIIEPKATHEMHA
BIJIFOYBAT NALMEHTH ¢ OBOpeUuHa HEJOCTaThYHOCT, BiiOIIaBaHe Ha Op0OpeyHara pyHKUHS, cTapyecka
Bb3pacT (> 70 roauHHM), 3axapeH AuabeT, yTeKHABAIN ChOHTHA, NO-CNEUHATHO AeXHApaTalts, ocTpa
CbhpZICYHA JAEKOMIIEHCAlMA, MeTabOMHTHA aungo3a 1 €JHOBpeMeHHa yrmoTpeda Ha Kanui-
CbXpaHABaLIM MY pPETHLY (Hanp. CIMPOHONAKTOH, EIUIEPEHOH, TPHAMTEPEH HIH aMHJIOPH/L), KalHEBH
J00aBKY HIIH KaNHH-ChABPIKAILM 3AMECTHTEIM Ha TOTBAPCKATA COJI; HM NaLUeHTH, TPHEMALLH APYIH
JISKapCTBA, CBBP3aHU ¢ TOBUUICHME HA CEPYMHHA Kanuii (Hanp. XenapuH, KO-TPHMOKCa30], H3BECTEH
OLIE KATO TPHMETOIIpUM/CyidoMeTOKCaz0M, ApYrH ACE HHXHOHMTOpH, aHTarOHUCTH HA AHTHOTEH3NH
[I-peuentopuTe, auetTuncanuiunoBa kuceanHa > 3 g/nen, COX-2 uHXuOUTOPU U HECENeKTHBHH
HCTIBC, uMyHOCYNpECHBHH CPeACTRA, KATO LHKIIOCIOPHH WK TAKPOIKMYC, TPUMETONPHM).
Ynorpebara Ha KaueBH A0GaBKY, KAMHA-ChbXpaHABAlM AHYPETHLM MM Kanuii-ChbAbpKally
3aMECTHTENIHM Ha rOTBapcKara coll, 0CO00eHO NpPH HalHEHTH ¢ HapyieHa 6b0pedHa GyHKuMsA, Morar aa
JAOBEAAT A0 3HAYHMO [IOBHUIABAHE HA CEPYMHHKA KaNIUH. XUNepKanueMusTa MOXe Ja NIPHYH

BEILECTBA CE CHUTA 3a [TOAXOAM1IA, Te TPA0Ba Aa OBAAT N3NOA3BAHH C IOBHILEHO BHH
YECTO KOHTPOJIMpaHe Ha CepyMHUS KalIHi (BXK. Touka 4.3).



Cebpsanu ¢ undanamuo.

Boono-enexmponumen bananc

Cepymen Hampuii

TpsOBa ma ce U3cneaBa Npe 3aM04BaHE Ha ICYCHHETO, & el TOBA [TOAJIEXKH Ha PEACBEH KOHTPOI.
Bcgka AHypeTHdHa Tepanus MOXe Aa NpeH3BHKA MOHWKaBaHe HAa CEPYMHHS HATPHIA, KOSTO MOXe Ja
M3 CEPHO3HH NocieacTBHA. [ToHHKABAHETO Ha HATPHA MOXE B HAYaIOTO Ja NpoTeye 0e3CHMNTOMHO
M 33aTOBA € HEOOXOAHMO PENOBHO Aa ce udcnenpa. KourposT Tpadsa Aa Objle N0-YECT IIPH NALMEHTH
B CTAp4eCKa Bb3PacT U MpU THUA ¢ 1Hpo3a (BK. Touku 4.8 u 4.9).

Cepymen xanuii

oM PUCK NipH JIeUCHHE ¢ THA3UAHA AUYPETHIH H TEXHUTE aHAJIO3H € 3arybara Ha Kanui M
XHMOKaJIHEMUATA, PUCKBT OT NOsARA HA NOHIKEHH CTOHHOCTH HA cepyMHuNd Kamuid (< 3.4 mmol/1)
TpaOBa Ja ce npefoTBpaTaBa IpH BUCOKOPHCKOBH IPYIH MAIlHEHTH, KATO TE3H B CTAPYECKA Bb3pacT
H/WIH C HEJIOXPAHBaHE, HE3aBHCHMO JIaNH MONYYaBAT [IOBeYe OT eQHO JICKAPCTBEHO CPEACTBO,
NagHEHTH C UMPO3a ¢ OTOUM M aCIHT, KOPOHApHO OOIHH M NALHEHTH CbC CbPACUHA HEAOCTATHYHOCT.
Ilpy TakHBa Clyyau XHMOKAMEMHATA MOBHIIIABA MHOKAPAHATA TOKCHYHOCT Ha ChPACUHHTE
TIUKO3HH H PHCKA OT PHTBMHH HapyLIEHHS.

PHcKOBH ca ¥ nauueHTH ¢ yabked QT-uHrepBa, HE3aBHCHMO JIAJH € OT KOHICHHTAJICH W
ATPOICHEH MPOU3IX0A. XHUNOKANHEMHUATA, KakTO W OpanukapansaTa, ca npeapasnonaramny Gakropy 3a
HAacTBIIBAHE HA TEXKKH PUTBMHH HapYlIeHHs, 0co0eHO Ha forsades de pointes, kouto morar fa Onaar
daransu.

[Ipu BCHYKH NOCOYEHH CIIydaH € HeoOX0QHMO N0-YeCTO MPOCe/IaBaHe Ha CTOMHOCTHTE Ha CepyMHUS
kannii. [IpBOTO U3CneaBaHe HAa cepyMHHA Kanuii ciieaBa Aa ¢ W3BBPLIM NPe3 IIbpBaTa ceIMHLA CIIEN
Havyaja0ToO Ha TepamuAaTa.

AKO €€ YCTAHOBAT HUCKH CTOHHOCTH HA KanMs, T¢ TpadBa Ja 6baaT KOpUTHpPaHH.

Cepymen xanyuu

ThaspanuTe JUYPETHLA W TEXHUTE aHAJIO3H MOTaT Aa HAMANIAT YPHHHATA €KCKPELMA HA KaIlHg H A3
NpeJU3BHKAT YMEPEHO H IIPEXOAHO [TOBHIIABAHE HA CEPYMHMA KANUMi. 3HAYUTENHO NOBHUICHHAT
CEpyMEH Kallni Moxe aa DbJe u3pa3 Ha HEIHArHOCTUIMPAH xunepnapaTupeouIu3bM. [Ipn takuea
CllyyaH JieueHUeTo Tpabra Ja ce cnpe Nped H3cIeABaHeTO Ha napaTHpeocHaHaTa PyHKUHUS.

Kpvsna zaxap
KoHTpONBT Ha KPLBHATA 3aXap € BaXCH NPH AMabeTHLH, 0coOEHO NMPH HAIMYHE HA XHIOKATHEMHA.

Huxouna rxucenuna
[Ipu nalMeHTH ¢ XUNEPYPUKEMHUS MOKE J1a Ce TIOBHINH PHCKBT OT MOAarpO3HH HPHCTHITH.

brvopeuna chyvuxyus u ouvpemuyu

THasuAHHTE AMYPETHUH U TEXHHTE aHAIO3M Ca HAMbAHO e()eKTHBHH CaMO NPH HOPMAJIHA HIIH JIEKO
HapylleHa Op0peuHa dyHKIHA (cepyMeH KpeaTHHHH NO-HHCBhK OT okono 25 mg/1, T.e. 220 pmol/l 3a
Bb3pacTHH). [IpH nauveHTH B cTapuecka Bb3pacT CTOHHOCTHTE HA CePYMHHA KpeaTHHUH TpAOBa ja
ObaaT KOPUIHpaHH cNope/] BLE3pacTra, TEECHOTO TErNo M MoaoBaTa MPHHAANCKHOCT Ha [TalHEHTAa MO
dopmynara Ha Cockroft:

cler = (140 — BB3pacT) x TenecHo Tern0/0,814 X cepyMeH KpeaTHHHH,
KBJACTO: Bb3PACTTA € H3PA3EHA B FOAVHH,

TEJIECHOTO Terno — B kg,

CEPYMHHAT KpeaTHHUH — B umol/]




Ta3un popmyia e noaxoasina 3a MbKe B CTapuecka Bb3pacT U TPAOBa Aa Obae ananTHpaHa 3a XKeHU
ype3 yMHOXAaBaHe Ha Mojy4eHus pesysrar x 0,85.

XHUTNOBOJIEMHATE, IOABHUIA CE B pe3yJITaT Ha 3arybara Ha BoJa M HATPHH, NpUYHHEHa OT JHYPETHKA B
HaYaJI0TO Ha NIEHEHHUETO, BOAU A0 NOHWKABAHE HA rioMepyNHara ¢punrpauus. Toea MoXke Aa foBeae
[0 MIOBHINABAHE HA YPeATa M KpeaTHHUHA. Ta3u npexoiHa pyHKIHOHAIHA Ob0pevHa HEAOCTATHYHOCT
HE BOAW 0 HEXeJIaHH MOCIeACTBUA NIPH MAlMEeHTH ¢ HopMaaHa Ob0peuna QpyHKuMs, HO MOKE /1A
BIOITH CBIECTBYBALLA ObOpEeYHA HEAOCTATHYHOCT.

Crnopmucmu
CnoptHcTuTe TpsaOBa Aa 3HAAT, Ue TO3M NPOAYKT ChbAbPka AKTHBHO BELIECTBO, KOETO MOXKE 2 NOBEAE
J10 NOJIOXKHUTENHA JONUHT-TIPo0a.

Xopoudanen uznug, OCHPa MUOHUS U 8MOPUYHA 3QKDUMObZLINA 2AAVKOMA

CyndoHaMuauTe HIH JIEKAPCTBA, NPOH3IBOAHM HA CYI(DOHAMHAKUTE, MOTAT J1a TIPEAU3BUKAT
MIHOCHHKPATUYHA PEaKL}s, BOJELIA A0 XOPOHJAIEeH HANHB ¢ Ae(eKT Ha 3PUTENHOTO Molle, NPEX0oaHa
MHOIIATUS U OCTPa 3aKPUTOLIbJIHA NaykoMa. Makap ue unganaMua e cynagoHaMua, J0cera ce
cboO11[aBa CaMO 3a OTJICNHH CTYYaH Ha OCTPA 3aKPHTOBLI'LIIHA IJ1ayKOMa NPpH ynoTtpeda Ha HHaanaMu/I.
CHMNTOMHTE BKITIOMBAT HAMAISABAHE HA 3PUTEIHATA OCTPOTA WM BOJIKA B OYHTE, KOUTO OOHKHOBEHO
HACTBNBAT HAKOIKO Yaca WK CeIMHLIM CeA NMpueMa Ha JekapcTBoTo. HenexysaHnara ocTpa
3aKPUTOBIBJIHA MNTayKOMa MOXce Aa JOBEAE 10 NepMaHeHTHa 3aryba Ha 3peHuero. [TspBHYHOTO
JICUCHHE BKIIIOUBA Bb3MOXKHO Hai-Obp30 NIpeKpaTaBaHe NMpHema Ha JEKapCTBOTO. AKO BBTPEOYHOTO
HaJIAraHe He Moxe A3 OBJie KOHTPOIIHPAHO, MOKE J1a C€ HAJTOMKH CNELIHO MEAHUKAMEHTO3HO HIIH
ONEPaTHBHO Nevyenne. PuckosuTe dakTopy 3a NoABa HA OCTpa 3aKPHTOBRIBIIHA ITIAyKOMa MOTaT aa
BK/IFOYBAT aHAMHE34 34 aneprus KeM cyl1doHaAMUAK WIH MIEHHLHIHH (Bx. TouKa 4.8).

4.5. B3auMoaelCTBHE ¢ APYTH JeKapCTBEHH NPOAYKTH # Apyra popmu Ha B3aHMOIelicTBHE

Obuu 3a nepundOnpUR U UHOARAMUO

Kombunauuu, kxoumo ne ce npenopvusam
JIATR: No BpeMe Ha eTHOBPEMEHHO NPHIOKeHKHe HA uTHeBH Npenapatd U ACE naxubuTopHu ce

Habmo1aBaT 0OpaTHMO MOBHIIEHHE HA TUTHEBUTE KOHLEHTPAI[HHA H TOKCHYHH peakuHH. Ynorpebarta
Ha NEPHHAONPHI B KOMOHMHAIIHA ¢ HHAAIAMMI M JIMTHEBH NPENapaTH HE ce NPenopbyBa, HO aKo
KOMOMHALHATA € HAJIOXKHTENHA, TPA0Ba Ja CE H3BbPILBa BHHMATEHO KOHTPOJIHPAaHe Ha CEPYMHMU
NATHHA (BX. Touka 4.4).

Kombunauuu, uzucxeauiu CHEWUAINO BHUMAHUE

- Baknoden: 3acunBaHe Ha aHTHXHINIEPTEH3HBHHSA edeKT. KoHTpoNupaHe Ha KphBHOTO HAJIATEHE

H NIPH HYXJa KOPESKLIHA Ha 103aTa Ha aHTHXUTNEPTEH3UBHOTO CPEACTRBO.

- HecTeporans npoTaBoBL3NaNUTEIHA JeKkapereenn npoaykTa (HCIIBC) (BRaOWYHTEIHO
acnHpuH > 3 g/nen): korato ACE unxuOnTOpH ce npuiarar eIHOBPEMEHHO C HECTEPOHIHU
MPOTHBOBB3NAIMTEIHH CpeACcTBa (HAMp. AUeTHACATHLIMIOBA KUCCIHHA B IPOTHBOBB3NANHTENHH
no3upoBku, COX-2 nuxuburopu v Hecenektnsad HCTIBC) Moxe aa HacTenu oTrcnabBaHe Ha
AHTUXHNEPTEH3NBHAA edekT. EqnoBpeMennara ynotpeba Ha ACE unxuturopu 1 HCIIBC
MOXE 13 AOBEIE A0 NOBHIUIEH PHCK OT BIOLIaRave Ha Osbpeunara dyHKuMA, BRIOYUTEAHO
BB3MOKHA 0CcTpa ObOpedHa HEIOCTATBYHOCT W NMOBHLIAB3HE HA CEPYMHHA KAIHH, 0COOEHO NpH
NAalHEHTH ¢ Nolla npeawecTsana obpopeuna gynkuns. KoMburanusta tpadsa na ¢e npuiara ¢
MOBHILEHO BHUMaHKWe, 0cobeHo B crapyecka Buipact. Ilamenture Tpadpa na 6baar —
AOCTaTBYHO XHApaTUPaHH U TpAOBaA Aa ce NPESABHIM KOHTPOJUpaHe Ha ObOpeuHara
HA4&10Te HA KOMOHHUPAHOTO JIEUEHUE, a CJlell TOBa — NMePUOAAHYHO.

Kombunauuu, xoumo U3UCKeam EHUMANUE
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- AHTHASNPeCANTH OT HMANPAMHHAOBATA rpyna (TPHUHK/JIHYHHA), HEBPOJENTHIH: 3aCH/IBAHE
HA AHTHXUNEPTCH3UBHUA €eKT H MOBHILICH PUCK OT OPTOCTATUYHA XMIIOTOHHS (AJHTUBEH
eeKT).

- KopTukocTeponas, TETPAKO3AKTHA: OTCIa0BaHe Ha AHTHXHMNEPTEH3UBHHUS e(peKT (3aabpKaHe
Ha COJIH H BOJIa, ABJDKALIO C€ HA KOPTHKOCTEPOHIUTE ).

- JPYIR aHTHXROEPTEHIHBHE ACKAPCTBA: yioTpedaTa Ha Apyry aHTHXUNIEPTEHIUBHU
JIEKAPCTBEHH NPOJYKTH C MEPHHAOTIPHI/ MHAANaM#i O MOTJIa 1 AOBEAE A0 AOTIBIHUTENIEH
AHTHXUMIEPTEH3UBCH €(EKT.

Cevpsanu ¢ nepurdonpul
HaHHY OT KIHHHYHH POYUBAHUA TIOKA3BAT, Y€ ABOHHOTO OJIOKUPAHE Ha PEHUH-ZHMHOTEH3HH-

angocTepoHoBaTa cuctema (PAAC) upes komOunupanara ynorpeda sa ACE unxuburopy,
aHrgoTeH3mH 1l-penientopuy Gnokepu Uiy aNMCKUPEH C& CBBP3RA C MO-BHCOKA YECTOTA HA HEXENaHHU
CBOMTHA, KATO XMNIOTOHHA, XUIIEPKAJTHEMHA H HaMansgBaHe Ha ObOpeuHaTa PyHKUHA (BKIIOUHTETHO
ocTpa OBOpeyHa HeZOCTaTBHYHOCT), B CpPaBHEHHE ¢ ynoTpedara caMo Ha €IHO CPEACTBO, AeHCTBallO
Bbpxy PAAC (Bxk. Toukn 4.3, 4.4 1 5.1).

JAexapcmeq, npeou3guKeaiilin XunepraIueMus

Hsaxowu ekapcTBa MM TepaleBTHYHH KJIACOBE MOTaT JIa YBEJIMYAT YECTOTATa HA XHITEPKATHEMHS:
anuckupeH, KalTHEBH CONH, KUTHA-chxpansBalld AuypeTuu, ACE nHxuduTopH, AHTAarOHKHCTH HA
aHruoteHsun-11 penenropute, HCIIBC, xenapun, MMyHOIOTHCKAUIH CPEACTBA, KATO LIMKIOCTIOPHH
HWIH TaKpOJHUMYC, TpiMmeTonpHM. KoMOHHalusTa OT TE3H IEKapCTBa YREIHYABa PHCKA OT
XUOEpKaIUEMHA,

Kombunayuu, koumo ca npomusonoxazanu (8yc. mouxa 4.3)

- Anucknpen: [1pu nauMenTd ¢ AuabeT Wik HapyweHa Ob0peuHa ¢pyHkMd ce yBenMUyaBa pHucka
OT XHIIEpKATHEMH, BJIoIIaBaHe Ha ObOpeyHaTta GpyHKUHSA H CBPASYHOCHA0BATA 3a001eBaeMOCT
¥ CMBPTHOCT.

- EK(‘.’TP&KDPHOPBJ’IHH JEYEeHHA: CKCTPAKOPNOPpaNHH NeHCHHA, BOACUIU 1O KOHTAKT Ha KPphBTaA €

OTPHLIATENHO 3apeA€HH MOBLPXHOCTH, KaTO HANPHMED AHATH3A HIH XeMODUITPalHs ¢
onpejenelH BUCOKONPONYCKIHBH MeHOpany (Hanp. NOAHaKPHWIOHHTPHAHH MeMOpaHHu) H
aepesa Ha THNONPOTSHHN C HUCKA IUIBTHOCT C AEKCTPAHOB cyndar, nopajy NOBHUISH PUCK OT
TEXKKH aHadUNaKTOWAHHU peakiini (Bx. Touka 4.3). [Ipy HeoOX0aAUMOCT 0T NOACDHO JeYeHHE
TpaOBa _1a ce 0OMHCIY M3M0I3BaHE HA APYT THI JMATH3HH MeMOpPaHH Uid Ha
AHTHXHITEPTEH3HBHO CPEACTRO OT APYT KJac.

- CakybuTpua/Bancapran: ¢ JHOBpeMEHHATa yNoTpeba Ha HePHHIONPHI ChC

cakyOHTpuI/Bancapran ¢ pOTHRONOKA3HA, Thil KaTo €IHOBPEMEHHOTO HHXHOHPAHE Ha

Henpuan3nH U ACEHHXUOHTODH MOYKE /12 TOBHIOIA pHCKA OT aHrHoeneM. JleueHne cue
cakyOuTpui/BasicapTal He TpaGRa /13 ce 3amoyBa npeay /1a ca u3MuHany 36 4aca or
IPHEMAHETO Ha NOCNeAHATa 4033 nepuHaonpu. JleyeHHEeTo ¢ nepuHAoNpUA He TpaOBa na
3aN04Ba Mpejid A ¢a UIMHMHAIM 36 yaca cled mpueMaHe Ha [ocueanara g03a

cakyburpyn/sancapran (Bx. Touxu 4.3 u 4.4).

Kombunayuu, koumo ne ce npenopvugam
- AJHMCKHPeH: TIpH nanyeHTH 0e3 nuaber uiu HapyuieHa 0s0peuHa QyHKIHS ¢e yBeIHYaBa

PHCKa OT XHIIEpKAIMEMHS, BiiolIaBaHe Ha OhOpeunara QyHKIMA H ChpAeIHOCHA0BATA
3a00/1€BaEMOCT H CMBPTHOCT (B, Touka 4.4)

- Kombunupano sevdeHne ¢ ACE HHXHMOMTOD H AHFAOTEH3HH-pPelenTOPEeH OJIoKep: B
nMTEepaTypara ce cpobinana, ue npy MalueHTH C YCTAHOBEHO aTSPOCKIEPOTHEHO 3200
CbPAEYHA HEAOCTATEYHOCT WJIH JHA0ET ¢ KpaiHO OpraHHO yBpeXaaHe KOMOHHHD
neyeHHne ¢ ACE uHxHOUTOP M aHrHOTEH3UH-pEleNnTOpeH ONOKED € CBBP3aHO C I
4ECTOTA HA XHIIOHHA, CUHKOI, XHIEPKAJIMEMHS H BIOIIaBaHe Ha 6p0peunaTa ¢
(BK/TIOYHTENHO ocTpa OhOpeyHa HEOCTATHYHOCT) B CPABHEHHKE ¢ ynoTpebara
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aHrHOTEH3HH-ANA0CTEPOH-ACHCTBALL areHT. J[BoliHOTO BioKHpaHe (Hamnp. 4pe3 KOMOMHHUpaHe
Ha ACE MBXMOHMTOp ¢ aHTaroHKCT Ha aHrMoTeH3HH-11 penenTopure) TpaOBa Aa ce orpaHn4aBa
CaMo 10 OTAENHH CNY4YaH ¢ HeNOCpeACTBEHO HabmoaeHe Ha ObOpedHaTa QyHKIUA, CEPYMHHS
KaJIWH ¥ KPBBHOTO HanAraHe (BxX. ToUka 4.4).

EcTpaMyCTHR: PHCK OT YBETHYARAHE HA HEXKEIAHWUTE PeaKLMH, KATO AaHIHOHEBPOTHYEH OTOK
(aHrHoeneMm).

Ko-TpaMoKkcazoit (TpamMeTonpaM/cysihoMeToOKCa301): NTAUEHTH, [IPHEMAlIH €IHOBPEMEHHO
KO-TPHMOKC&307 (TPHMETOMPUM/Cy1(OMETOKCA30II) MOXKeE J1d €A C NTOBUIIEH PHCK OT
XunepkaniueMud (Bx. Touka 4.4).

Kanni-cpxpanaBamu anyperand (Hanp. TpuamMrepes, aMHAOPHA...), KAJHHA (COJIH):
XunepkanueMus (MoTeHIHANHO $daTanHa), ocobeHo ChBMECTHO ¢ ObOPEYHA HEAOCTATEUHOCT
(aguTHBEH XHNepKaiueMH4eH edekT). KoMOUHNpaHeTo Ha NEPHHAOIPUI ¢ TOPECIIOMEHATHTE
JIEKAPCTBa HE C¢ Npenopbusa (BX. To4YKa 4.4). AKO BBIIPEKH TOBA € TIOKa3aHa KOMOHHUPaHa
ynorpeﬁa, TH Tpﬂﬁﬁa Aa ce NpoBeXKJaa BHUMATC/IHO K € peJOBHO Ha0OmoJcHHE HA CEpYMHHUA
Kanui. 3a ynoTpeba Ha CIMPOHOMAKTOH MPH ChpAeYHA HEAOCTATBYHOCT BXK. TOYKA

,, KOMOHHAI[HH, H3UCKBAIH CIISMMATHO BHEMaHHE®,

KOM&HH&QHH: HIUCKEAWH CREUNRATHD BHUMAHUE

IIporaBoanabeTnn cpeacTBa (HHCYIHH, OPAJIHH XHIOOTJTHKEMHYHH aT¢HTH):
EnnaeMuonornyiy npoyusaHust npeanonarar, 4e eIHOBpEMEHHOTO npuiokeHne Ha ACE
MHXUOMTOPH H MPOTHBOAHA0ETHH MPOAYKTH (HHCYJIHH, OPATHA XUIIOTTTHKEMHYHH arcHTH)
MO3KE 14 IOBEJE 0 3aCH/ieH ¢(heKT Ha HaMaNIABaHE Ha KPbBHATA 3aXap € PHCK OT
XMIIOTTIHKEMHS. ToBa ABJICHHE U3TTICK/A € 110-BEPOSTHO 4a Bb3HHKHE Mpe3 MbpBUTE CEAMHLH
Ha KOMOWHHPAHOTO JieueHHe H MPH NauMeHTH ¢ 6b0petHa HeOCTATBYHOCT.
Kannii-nechbXpansBamu auyperaun: [laiHeHTHTe, TpHieMaly JHYPETHLH, ¥ 0COOEHO OHE3H
chC 3aryba Ha obeM H/Wiiy COTH MOTAT Jia MOYYBCTBAT NPEKOMEPHO MOHMKABaHEe Ha KPBBHOTO
HanAraHe ciae 3anousaHe Ha neueHue ¢ ACE unxuburop. BB3MOXKHOCTTA 338 XHIIOTOHHYHH
edieKTH MOXKE J1a C€ HAMANM Ype3 CIIHPAHe HA JHYPETHKA WIH Ype3 YBelHvaBaHe Ha 00eMa Hiln
MpUEMA HA COJTH NPEAH HavyaloTO Ha ICYEHHE C HUCKH M TOCTENIEHHO HApacTBalllH 1031
NepHHAOTIPHIL.

{Ipu apmepuanna xunepmonus, KOTATO NPEAWHIHO JISYCHHE ¢ JHYPETHK MOKE 113 € IPUUUHUIIO
3ary0a Ha cosii/odem, Tpabea unu npear sanousadero Ha ACE nnxuburopa fa ce cnpe
JUYPETHKDBT (B TAKBB Cliy4ai BIOCIEACTBHE MOXKE NMOBTOPHO A C€ BbBEAS Ka/IHii-
HeChXpaHABalll AMyPeTHK), Unu npreMbT Ha ACE HHXHOHTOP [a ce 3alI04HEe ¢ HHCKA 103a U
MPOrpecHBHO Ja HAPACTBA.

ITpu xoncecmusHa copdeuna HedoCmamv4HHOCm, JeKyeana ¢ ouypemux, pueMsT Ha ACE
MHXHOHTOP TPAOBa Ja 3arnoyHe ¢ MHOIO HHUCKA /1034, 110 Bb3MOKHOCT Chell HaMajigBaHe Ha
[1034Ta Ha CBhP3aHUs KANHH-HeChXPaHaBalLl AHYPETHK.

Bbe BCHUKH citydau TpaOBa ga ce Habnwonasa Os0Opeunara PpyHKuus (HWBATA Ha KpeaTHHHH)
Npe3 NBPBUTE HAKOIKO ceMHULIHA Ha JieyeHHeTo ¢ ACE unxuburop.

Kanud-chbXpangBamu AUypeTiH (ENRepenos, CRUPORONAKTOH): C cNNEPEeHoH WIn
CIIMPOHOJIAKTOH B HHMCKH g03u 0T 12,5 10 50 mg na aed H ¢ ACE uHXuOUTOpH B HUCKH JIO3K:
[pu neveHune Ha copaeuHa HegocTaTbyHoeT ot Kinac [I-IV (NYHA) ¢ dpakuns Ha H3T/IaCKBaHE
< 40% u npenuuHo neycHre ¢ ACE HHXUOUTOpH 1 OpUMKOBH IHYPETHLIM CBILECTBYBA PHCK OT
NOTEHUMANHO (paTtanHa XunepkajieMus, ocoOeHo MpH HECNA3BaHe Ha MPEeAMHCAHNUTE
IPEMOPHKH 34 Ta3H KOMOHHAIH.

[Ipeny na sanovHe KOMOMHHPAHOTO JieUeHHWE, MPOBEPETE OTCHCTBUETO HA XUIIEPKAJIHEMHS U
HapyuieHa 660peuHa dyHkius.

[Ipenopwysa ce HemoCcpeACTBEHO HAOMIOACHHE 34 KAIMEMHAA M KpEaTHHHHEMHA €XKeCeIMHUIHO
npe3 TbPBUA Mecell OT JICHCHUETO H €KEMECEUHO BIIOCASACTRE.
- Panexagorpua: ussectHo ¢, 4e ACE nnxOuropurte (Hanp. nepHHAOI
auruoeZieM. To3n piuck MoXKe J1a C€ YBEJIHYH, KOTATO CE€ H3MOJI3Ba €IHOBpE
paLeKazoTPHI (JIEKAPCTBO, H3MON3BAHO CPELILY JHAPHA).
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- mTOR aHxHGHTOpPH (HATIP. CHPOJIHMYC, €BEPOJAMYC, TEMCHPOJIHMYC): NIPH
NalHEHTH, NPOBEKAAMH eTJHOBpeMeHHO nedeHre ¢ mTOR HHXubHTOpH MOXE Aa MMa MOBHLIEH
PHUCK OT aHruoeaemM (Bx. Touka 4.4).

Komburnauuu, koumo u3ucKkeam HUMAaHIie

AHTEXHINCPTEH3IHBHH CPeICTBA H BazoanaaraTopu: ExnoBpeMenHara ynotpeba Ha Te3u
BELLECTBA MOXKE 1a YBEIAHYH XHIIOTOHHYHOTO AciicTBHe Ha nepuHaonpui. KoMOHHEpaHeTO ¢
HHTPOTIHICPHH H APYTH HUTPATH HIIH APYTH Ba30AHMNATATOPH MOXKE JAOMBIIHUTENHO Aa
MOHMKH KPbBHOTO HA/IATAHE.

AJIONYPHHOJI, HTOCTATHYHH HJIH HMYHOCYNIPECHBHH NPOAYKTH, KOPTHKOCTEPOHAH 32
CHCTEMHA YNOTpeda H/IM NPOKARHAMHEA; ¢/IHOBpeMEHHOTO NpHIoKeHHE ¢ ACE HHXHOHTOPH
MOXKe Ja JOBEAE A0 3ACHICH PHCK OT JIESBKONCHHUA.

Anectrerunn: ACE HHXuOMTOPHTE MOTAT 1A 3aCHJIAT XHIIOTEH3UBHUTE e(peKTH Ha HAKOU
AHECTETHIIM.

ABypeTHilH {THA3HAHH WIH OPAMKOBH): NpelUeCTBAIIOTO JIEUYEHHE C JHYPETHLH BbB
BHCOKH JI03H MO3KE Aa A0BeAe A0 ASXHApATaLMA H A0 PUCK OT XHMOTOHHA, KOTAaTO CE 3aN104He
NIEYECHHE ¢ NEPUHOIPHI,

I'THOTHHA (IHHATJIMNTHH, CAKCATTHITHH, CHTAI/IMOTHY, BUAZATAROTHH): [[oBHIIIEH PUCK
OT AHTHOCAEM TIOPajH OTCIabeHOTO OT MNIMATHHA ASHCTBHE HA AMNENTHAUA nenTyaasa [V
(DPP_IV) npu nauueuTH, equoBpeMeHHo JeKyBaHu ¢ ACE unxubdurop.
CuMnoaTHkoMuMeTRIA: CHMITATHKOMHAMETHIHTE MOTraT Ja HaMajaAT aHTHXHIICPTEH3HBHOTO
aeficteue Ha ACE uaxubutopure.

3AaTHH OPERAPATH: HMa peaKH ChOOIICHUA 3a HUTPUTOMAHM PEaKLMH (CHMITTOMHUTE
BKJIIOYBAT 3a4€pBiABaHE HA IULIETO, raficHe, NOBPbIAHE W XHMOTOHHSA ) IPH MALMEHTH,
MPOBEXIALIN NIeYeHHE ¢ HIDKSKLIMOHHH MJIaTHU NpenapaTt (HaTPHEB aypOTHOMATIAT)
eJHoBpeMeHHO ¢ ACE uHXMOKUTOpP, BRIOYNTENHO NEPHHAONPHIL.

Csop3anu ¢ undanamuo

Kombunauuu, usuckeauiu cneyuaine eHuUManue

JIEKAPCTBEHH CPEACTBA, NPeAH3BHKBAINH forsades de pointes: 10paayd pUCKa OT

XHNOKANMEMHA HHAANaMU] TPaOBa Ja Ce TIpUara ¢ NORUILEHO BHUMAHHUE, KOTATO ¢

KOMOHHMDA C leKapcTBEHH NMPOAYKTH, NPEAU3BHKBALLH torsades de pointes, Hanp. kiac [A
aHTHAPHTMHYHH cpeAcTBa (XHHHAWH, XHAPOXUHHAWH, AH30nupaMui); kaac 11 anTHapuTMHYHH
CpeICTBa (aMHOJapoH, AO(EeTUTH, HOYTHAW I, OPETHNHYM, COTANOI ); HAIKOH HEBPOJIETITHLIH
(XIOpNpoMa3HH, lITHaMeMa3HiH, JICBOMENPOMa3iH, THOPHAA3HH, TpHGAyonepasuHt), OeH3aMHIH
(aMHCYNNIPUA, CYNMUPH, CYATONPH, THANPHA), Oy THPodeHOHH (APONIEPHAO, XaJ0NEePUaOI ),
APYTH HAPKONEOTHIM (MT¥MO3K); IPYIH CYOCTAHLIMH, KATO Hanp. OenpHan, LH3alIpHa,
AudeManu, i.v. ePETPOMHIHH, XATOPAHTPUH, MH30JIACTHH, MOKCH(IOKCAIIHH, NEHTAMMIHH,
cnap(UIOKCALMH, i.v. BAHKAMHH, METAZI0H, acTeMH30/1, TepdeHanuH. [IpepeHuus Ha
XUNIOKAIMEMHATA H NIPH Hy» a2 KOHTpon Ha QT-unxrepsana.

Kanai-nonnxasamu cpeperea: amborepuis B (i.v. npunoxkeHie), IIOKOKOPTHKOMAN 1
MHHEPAIKOPTHKOUAH (CHCTEMHO TPHIOXKEHUE), TETPAKO3aKTH, JJAKCATUBHH CPEACTBA ChC
CTHMYJIMpALLO ACHCTBHE: MOBHITEH PHCK OT XUnokandemus (anutubed edekT). KoHTpo u npH
HY>KJIa KOPEKLHA Ha KalHeMHATa; CIICLIMATHO BHUMAHHE c€ H3HCKBa B CILyYauTe Ha JICUEHNC

CbC CHPJAEUHH rMko3uau. Tpa0OBa fa ce W3H0N3BaT TaKCATHBHH cpeacTBa He3 CTUMYJIHpAIO
NelCTBHE.

Corpaeuns rauko3uan: XUnoKajiueMuaTa OnaronpuaTcTBa TOKCHYHUTE EQEKTH Ha

ChpAevHUTE NIHKO3HAH. Tpadsa Aa ce konrponupar kamuaT 1 EKI w nipu Hy><na na ce Hanpags
NPEOLIEHKA HA TEYEHHETO. ~
AJIONYPHHOA: KOMOHHUPAHOTO JICUEHHE C HHAANaMHA MOXE Ja YBETHUH YECTOT
peaKUHH HA CBPLXYYBCTBHTEIHOCT KbM aNONyPHHOIL
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Komounauuu, Koumo u3uCKeant SHUMAHUE
— MeTdopmMun: naxTaTHa anMa03a, AbDKAIIAE ¢& Ha MeThOPMHH, NPHYHHEHA OT EBEHTYAHA

dysxumonanna 6b0pevHa HeaOCTATHYHOCT BbB BPB3KA ¢ YIOTpeda Ha JUYPETHUH U 0CODEHO
OpumkoBH auypetHud. [da He ce ynotpebsasa MeTOpMHH, ako NIa3MEHHAT KpeaTHHHH
npeeumasa 15 mg/1 (135 pmol/1) npu Mmbxe u 12 mg/l1 (110 umol/1) npH xeun.

- Hon-cuAnLpkanii KOBTPACTHHA CPEACTBA: B CAyvail na AEXUAPATAlHs, IPHYHHEHA OT
JUYPETHHH, ChLIECTBYBA MOBHIIEH PHCK OT NOSBA Ha ocTpa ObOpeyHa HEAOCTATEYHOCT,
0COOEHO NPH H3MOI3BAHETO HA BHCOKH JI03H HOJ-ChAbPIKALI KOHTPACTHH cpeAcTBa. TpsadBa na
Ce NpOBEJIC pexXuapaTallys oile IpeAd BbBEXIAHETO HA HOA-ChAbPKAIIMA NPOAYKT.

- Kannuii (coIn): puCK OT XHIIEpKaTLIHEMUA [TOPAH MOBHILIEHNE Ha KaJILHA BBB BPb3Ka ©
MOHIKEHaTa OBOpeuHa ekCKpeus Ha KanlHii.

— HuK1ocnopuH: PHCK OT NORUINABAKE HA CCPYMHUA KPeaTUHUE Oe3 npoMsHa B IUiasMenure
KOHLEHTpalluK Ha UHKJIOCTIOPHHA, JOPH TIPH OTCHCTBHE Ha 3aryba Ha Co/U U BOJA.

4.6. @epTHIAHTET, OPEMEHHOCT H KbpMeHe

[Ipenpun edekTUTE HA BCAKO €IHO OT BEHIECTBATa B TO3M KOMOHHHpPaH eKapcTBEH NIPOAYKT BLPXY
OpeMEHHOCTTa H KbPMEHETO, NEPUHAONPMIVUHAANIAMH]L HE CE& NPENopLUBA [1pe3 IbPRUS TPUMECTHD
Ha OpeMeHHocTTa. [lepunionpuA/MHanaMia e MPOTHBONOKA3AH [Tpe3 BTOPHA M TPETHS TPHMECTBP Ha
OpeMeHHOCTTA.

[lepungonpui/uHAaNaMHI € MPOTHBONOKA3aH NO BpeMe Ha kbpMeHe. TpaOea na ce npelieHH JanH 1a
C€ NPEYCTAHOBH KbPMEHETO, HITW NPHEMA HA NEPHHAONPUI/HHAATIAMHU, KATO C€ B3eMe IPEABH]
3HAYSHHETO Ha TepanuaTa 3a MaHKarTa.

Bpemennoct

Cevpzano ¢ nepundonpui;

Ynorpebata Ha ACE unxubutopu e ce npenopbyusa npes mbpBHA TPUMECTHP Ha OpEMEHHOCTTA (BX.
Touka 4.4). ¥Ynorpebara Ha ACE #HXHOUTOPH € IPOTHBONOKA3aHA Npe3 2-pH H 3-TH TPHMECTLD HA
OpemeHHOCTTA (BK. TOUKU 4.3 1 4.4).

EnnzeMHOIOrHYHHTE JaHHH OTHOCHO TepaToreHHHs puck cieli ACE WHXHOHTOpHA eKCo3HIus 1pe3
MBPBOTO TPHMECEUHE Ha ODpeMEeHHOCTTa HIMAaT OKOHYATENEH XapaKTep; ciabo MOBHILIABAHE Ha PHCKA
obave He Moxe Aa Obde H3kmoueHo. OcBeH Korato npoabbkaBaHeTo Ha ACE HHXHOHTOPHOTO
JIeYeHHe €€ CYHTa 3a ChUIECTBEHO, MallHeHTH IUTaHUpalllM OpeMEHHOCT, TpAOBA A IPEMHHAT Ha
AITEPHATHBHO aHTHXHMNEPTEH3UBHO JIEYEHHE, KOCTO HMa yCTaHOBEH Npodui Ha De30MacHOCT 3a
ynotpeda npu Opemennoct. Koraro ce ycranosu 6pemMenHoctT, neueHretro ¢ ACE unxubutopu tpadaa
Aa ce crpe He3abaBHO | ako € HeoOX0AMMO, Aa ce 3anoyHe aNTepPHATHBHA Teparusl.

3a ACE nHxHOMTOpHATa CKCIIO3ULIKSA NPE3 BTOPOTO U TPETOTO TPHMECEUHE CE 3HAE, U NMPEH3BHKBA
¢eToTOKCHUHH edekTH NpH Xopa (HaManena 6pGpeuHara (pyHKIES, OIIMIOXHAPAMHHOH, 3a0aBsHe Ha
yepenHara ocupUKalMg) H HEOHATATHH TOKCHUYHH eekTH (0bOpevHa Hea0CTATEYHOCT, XHIIOTEH3HA,
xunepkatHeMus ) (Bx. Touka 5.3). Korato nma qannu 3a ACE HHXMOGUTOpPHA €KCNO3HLIUSA OT BTOPOTO
TpUMECEYHE Ha OPEMEHHOCTTA, Ce NIPenopbyBa YITPa3ByKOBO H3CHeiBaHe Ha OnOpeuHaTa QyHKIMs H
yepena. bebera, umuro makikn ca npuemann ACE nuxubwropy, Tpabea ga 6baaT HabmonaBaHH
BHUMATENHO 334 XUTIOTEH3KA (BXK. TOUKH 4.3 H 4.4).

Cevp3ano ¢ uHdanamuo.
JlunceaT Wiy MMa orpaHH4enH JaHHH (no-Maniko oT 300 3apbpIInIH OpeMEHHOCTH) OT
HHJanaMHua Npy OpeMEHHH XKEHH.

[IpoabmKHTENHATA THA3KMHA EKCTIO3HINA [IPE3 TPETOTO TPHMECEYHE Ha OPEMEHHO
HaMaiH MJ1asMeHns obeM B MaliYHHUA OpraHH3bM, KakTO U YTEPOINaUEeHTapHUS
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MOXKE J1a IpeM3BHKaA eTo-TIalleHTapHa HeXeMus H 3abaBsgHE Ha pacTeka Ha 1w1oaa. OCBeH TOBa,
MMa peaKH CboOLICHHS 3a XHNOMIHKEMHS W TPOMOOLMTONCHHS IIPH HOBOPOJEHOTO CJIEA SKCIIO3HIHA
bnH30 ;10 TEpMUHA.

[IpoyuBaHHATA NPH XKUBOTHH HE MOKA3BAT [IPEKH HIH KOCBEHH ACHCTBHS 110 OTHOLIEHHUE HA
PENPOAYKTHBHATA TOKCHYHOCT (BXK. Touka 5.3).

Kbpmene
IepuHaonpi/MHAaNaMK € NPOTHBOIMOKA3aH MO BpeMe Ha KbpMEHe.

Cevpzano ¢ nepundonpun;

T'bit KaTo HANIMYHHW JaHHH N0 OTHOIICHHE HA ynoTpebara Ha NEPUHAONPHI 110 BpeMe Ha KbpMEHE,
HEPHHJIONPHIL HE CE MIPENnopbYBa H 3a ToBa M0 BpeMe Ha KbPMEHE Ce IPEANoYHTAT AITePHATHBHH
JIeYeHus ¢ 110-A00pe ycTaHoBeH npodua Ha Oe3onacHocT, 0cobeHo KoTaTo ¢e Kacae 3a HOBOPOJAEHH
HJIH HeloHOoCeHH OeheTa.

Cevp3anu ¢ undanamuo:

Hsama aoctathyHo nHGoOpMaLHa 32 eKCKPETHPAHETO Ha HHAATIAMM)] HIIH MeTaDOTMTHTE MY B
YOBEUIKOTO MIIAKO. MHAanaMu MMa TACHO CXOACTBO © THA3WIHUTS AMYPETHLIM, KOWTO 110 BpeMe Ha
KbPMEHE Ca CBbP3aHH ¢ HAMAJIEHHE HITH JAKEe NOTHCKAHE Ha CEKPEHATA HA MJISKO. bHxa MOTJH J1a ce
HOABAT CBPBXYYBCTBHTEJIHOCT KbM IPOH3BOLHU HA CYAPOHAMHAUTE U XUTTOKATHEMHA.

He Moxe f1a ce H3KIIO4YH pUCK 32 HOBOPOIEHHTE/KbpMAveTa.
MHaanamMuj1 € NpOTHBONOKa3aH 10 BPEME Ha KbPMCHE.

DeprunnTer

Qo 3a nepundonpul U UHOANAMUO
[IpoyusanudTa 38 PENPOAYKTHEHA TOKCHYHOCT HE NIOKA3BAT BAMSHHE BbpXy PepTHInTeTa NpH

AKECHCKH H MBXKKH ILTBX0BE (BXK. TOuKa 5.3). He ce ovakBa BiusgHne BbpXY (QepTUIHTETA IPH XOpa.
4.7. Edexra Bbpxy cnmocobHOCTTa 32 modupane H paboTa ¢ MALIAHH

Cewvp3anu ¢ nepundonpui, uHOanamud i REPUHOONPUL/ UHOGNAMUO:

JIBeTe aKTHBHH BEIUECTBA, CAMOCTOATEHO HJIH B KOMOMHALMATA NEPHHAONPHI/ MHIANAMHK]L, HE
OKa3BaT BJAMAHHE BHPXY crnocoOHocTTa 32 InodupaHe U paboTa ¢ MaLIMHU, HO NIPH HAKOH [TALHEHTH
MOTAT A3 HACTbIIAT HHJIUBHIYAIHH peaklHy, CBBP3aHH ¢ HUCKO KPBBHO HanAraHe, ocobeHo B
HA4aNn0TO HA JICUCHUETO UK NPU KOMOHHHPAHE ¢ ApYrH aHTUXUNEPTEH3INBHH CPEACTBA.

B pesynrar Ha TOBa Moke [a €€ HapyllH cnocoOHOCTTa 3a wodHpade HiH paboTa ¢ MalllMHH.

4.8. HexeNaHH JEeKaAPCTBEHH PEAKIHH

a. O06obuien npodun Ha 6esonacHOCTTA
[ipuioxeHHUETO HA IEPUHIOTIPUIT HHXHOKMpa PEHHH-aHTHOTEHIHH-JIA0CTEPOHOBATA CHCTEMA M BOJH
AO TCH/EHIIHA KbM OIpaHH4aBaHe Ha KAaJHeRaTa 3aryba, npeAu3BHKaHa OT HHAaNaMu/IL.
JBa npolieHTa OT NALHEHTHTE, JEKYBaHH ¢ MepHHAoNphI/uHaanamMug 2 mg/0,625mg u 4 mg/1,25 mg,
NOMYy4YaBaT XHIOKANHEMHUS (cepyMed kanuii < 3,4 mmol/1).

MOOTACNTHO Ca: HAMAaJIEH aneTHT, 3aMasgHoOCT, [MTaBOo00IKHE, MAPECTE3HsA, CBETOBLPTEXK,
3PUTENIHY HAPYIICHM, LIYM B YIIWTE, XWITOTOHMA, KAIUJIHLA, AUCTIHES, KOpeMHH 00
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enuracTpajiHu DONKH, 3aneK, AHapws, AMCICNCHs, raJicHe, NOBPhIIaHe, CyXoTa B yCTaTa, chpdex,

oOpHB, Makynonamnyao3cH OOpHUB, MYCKYTHH CNIa3MHU, aCTEHUA.

b. Tabnuyen CNHCHK Ha HEXKENAHUTE PeakilHy

CrnenpauyTe HeXeNaHH peakiluy ¢a HabJllogaBaHu Mo BpeMe Ha KITHHMYHH H3NHTBAHHUA W/ HIIH

MOCTMApPKETHHIOBA YIIOTpeda K ca NOApeAeHH IO ClIeiHAaTa YeCTOTa:

MHoro yectd (> 1/10);

Yectu (> 1/100 go < 1/10);

Heuectu (> 1/1000 o < 1/100);

Peaxu (> 1/10 000 go < 1/1000);

Mmuoro peaxu (< 1/10 000).

C Heu3BeCTHA 4ecToTa (0T HAUIHYHHUTE JaHHH HE MOoxe Aa Obje HanpaBeHa OlcHKa).

MedDRA HexenanH peaknin HecToTa
Cucremo-opranen xiac Ilepaaponpun | Haganamun
Hudexunu H sadecTaune Punut MHoro peaku -
Hapyuiensn na Eosunoguins Hevectn™ -
KPLBOHOCHATA U AuM(na ArpanynonuTosa (Bx. Touka 4.4) | Muoro penxu MHOro peaxu
CHCTEeMa ANnacTHyHa aHeMHA - MHoro peaku
ITannuTONEHU MHoro peakx -
JIeBKOTIEeHHS] MHOro pefIKM MHOro peikH
Heytponenus (Bx. Touka 4.4) MHoro peaku -
EnzuM-crieHgHyHa xeMoJmTHYHA | MHoro peakn MHoro peaku
aHEeMHUA
Tpombonpronenus (Bx. Touka 4.4) | Muoro peaku MHOro pesku
HapyuieHHsi Ra HMYHHATA CEpBbXUYyBCTBUTENIHOCT (peaKkLuHy, - YecTH
CHCTEMA OCHOBHO A€PMATOIOrMYHH, TIPU

HAaUMEHTH C MpefpasnojloKEHUe
KbM AIEPriyHn ¥ aCTMATHYHY

PEaKIHH )

Hapywenns na meraGoamsma | HamaneH aneTur HecTu -

H XpaHEHEeTo Xunornukemns (Bx. ToUkH 4.4 1 Heuecrn* -
4.5)
XunepkanueMus, oopaTiMa npu Hevectu™® -
caupane (Bx. Touka 4.4)
XunonarpdeMus (Bx. Touka 4.4) HeyecTn* C HeusBecTHa

YeCTOTA

XUnepKajiiueMus - Peaku
XHUnoxkanaHeMua ¢ 0CoOeHO - C HeusBecTHA
CEPHO3HO MOHHXKABAHE HA HMBATA YECTOTA
Ha KaNnud NpH HAKOH PHCKOBU
rpynH (k. T04Ka 4.4)

IlcaxAvnn HapymeHHS [IpomsiHa Ha HACTPOSHHETO Heuectn ~
PazcTpoilicTBa Ha ChHA Hedectn -
Ob6bpkBane MHoro pelikH -

HapymeHaHs Ha HepBHATA 3aMagHOCT Yectn -

CHCTEMa [ taBobosne Yectr Penku
[lapecTesus YecTu Penku
CBETOBBPTEX YecTw = ?\-\m—m ‘
Hucryesus Yectn /. = 7N
CHHIUBOCT Aga N\ EL
CHHxon
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YyeCTOTa

BB3MOKEH HHCYNT BCIEACTBHE HA
PEKOMEPHE XUITOTOHHSA TTPH
BUCOKOPHUCKOBH MAlIHEHTH (BX.
Touka 4.4)

Mmnoro peaku

BB3MOXKHOCT 3a Bb3HHKBAHE HA
yepHoApoOHaA eHlledaionaTHA B
cnydad Ha YepHoapoOHa
HEAOCTATbHHOCT (BXK, TOUKH 4.3 U
4.4)

C Hen3BecTHA
yecToTa

Hapymenns na oynte 3puTenHH HapYLICHUA Yecrn C HeusBecTHA
4eCTOoTa
Kbcorneacrso - C HeusBeCTHA
4eCTOTA
3aMBIIICHO 3peHUe - C Hen3BeECTHA
4eCcTOTa
XOpoHaaNcH U3JIHB - C Heu3BeCTHA
YyecToTa,
HapymeHHs HA YXOTO H LlymM B yiusTe HectH -
JA0HpHHTA
Cobpaeunn HapymieHRA Chpluedbuene Heuectn* -
Taxukapans HeuecTu* -
Anrusa nekropuc (BX. Touka 4.4) | Muoro peaku -
ApuTMHEA { BKNOYHTEIHO MHoro peaxu MHoro peaku

Opaaukap/iud, BeHTPHKYJIApHa
Taxukap/us, NpeACHPAHO
MBAKJICHE)

HudapkT Ha MHOKapa BEPOATHO
BTOPHYEH B CJICACTBHE Ha TEXKa
XMIOTOHHA NPH BUCOKOPHUCKOBH

MauHeHTH {BXK. ToYKa 4.4)

MHoro peaku

Torsades de pointes (II0OTEeBRLHATHO
(patasing) (BK. TOUKH 4.4 1 4.5)

C Heu3BeCTHa
yecToTa

CobaoBH HApYIICHHAS XUIMOTOHUA (M CBBP3aH ¢ HEA YecTH MHOro peaku
edekTH) (BXK. Touka 4.4)
BackyuT HeuecTu* -
DeHomeH Ha Peiino C Hen3BECTHA -
JECTOTA
PecnupaTOpHH, TPLAHH H Kauuna (Bx. Touka 4.4) YecTH -
MEeAHACTHHAINEA Hapymenna | Jlucnnes YecTu -
bpOHXOCHAIBEM Heyecty -
Eo3uHo¢HIHA THEBMOHHS MHoro peaxu -
CromamHo-4peBHA Kopemna bonka Yectu -
HapyuwieHHns Ennracrpuansa 6onka YecTH -
3anek YectH Penku
Huapus Yectn -
Hucnencus YecetH -
I'aneHe Yectn | Peaku
[Tospbiane YecTH _f AT
CyxoTa B ycTara Yecta /4 KILY; A
ITaHkpearHT MHoro paid E: O DRIR
XenarTo-GHIHAPHA Xenatut (BX. Touka 4.4) e
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HapyleHHs

HCCTOTa

Hapymienus Ha KoXaTa H
NOAKOMXKHATA ThKaH

| Ilpypuryc YectH -
O6pus YectH -
MakynonanynoseH 0OpHB - Hecru
Yprukapus (Bk. Touka 4.4) HeuecTu MHoro peaxu
AHruoenem (Bx, Touka 4.4) HeuecTn MHoro peaku
[lypnypa - HeuecTn
XHIEepXHAPO3a Hedectn -
Peakiuu Ha poroceHcubwmmsanus | Hedectu®* C HeusBecTHA

JECTOTa

Iempuroug HeyecTu®* -
Bnowapane Ha ncopHa3uc Penku* -

Epurema Myatudopme

MHoro peaxku

TokcH4HA ENHACPMATHA HEKPOJIH3a

Muoro peaku

CunipoM Ha CTUBBH-/DKOHCBH - MHuoro peaku
Hapyumlenns Ha MycKy/HO- MyckynHH cnasmMu Yect -
CKEJICTHATA CHCTEMA H BBb3MoXHO BIOLIIABaHE HA BEYe - Hevectn
CheAHHHTE,THATA THKAH CBLIECTBYBAIll OCThP JUCEMHHHPaH
JIYIIYC ePUTEMATO3YC
Aprpanrug HeuecTu* ~
Muanrus Hedectn* -
Hapymwenuns na 6u6pennare # | brOpeyna HEAOCTATHYHOCT HevecTH MHoro peaku
NHKOYHHTE ObTHINA Octpa OB0peuHa HefocTaThuHOCT | MHOro peaku -
Hapyumienns Ha Epextinva juchyHxums Heuectn -
BL3TIPOH3BOAHTEIHATA
CHCTEMa H I'bpaTa
OO0 HapymeHns u epexTH | ACTEHHS Yectu -
Ha MCTOTO Ha NpHJIoKeHHe | Bonka B repauTe Heuectu™* -
Hepaznonoxenne Heuwectn™® -
[lepndepen oTok Heuectn* .
IMupexcus Heuectu®* -
YMopa . Penku
Hicnreasanus [{oBunieHa kpbBHA ypes Hedectu* -
[loBuleH KPbBEH KPEaTHHUH HewecTu®* -
[logHeH KpbBeH OunupybHH Penku -
[ToBuineHH YEPHOAPOOHH €H3HMH Penku C HeunsBecTHA
4eCTOoTA
[TounxeH xeMOTrIOOHH H MHoro peaku C HeusgecTHA
XEMaTOKpHT (BXK. To4ka 4.4) YECTOTA
[ToBruieHa KpbBHA 3axap - C Hen3BecTHA
4ecToTa
[ToBuiena nuko4YHa KHcelMHa B - C HeusBecTHa
KpbBTa 4eCTOTa
Yasaxen QT untepran B EKI (Bx. | - C HeHussecTHa
TOukH 4.4 1 4.5) YeCTOTA

Hapaussagud, oTpaBiHEA H
NpOoUEAYPHH YCIO0KHEHHA

IIanane

Heuectn*

*UecroTara € H34UKCIIEHa OT KIMHHYHH U3NMTBRHUS 33 HEXKEJIAHH PeakLHH, YCTAHOBEHH 4P

CIICHTAHHO CHOO1IaBaHe.
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Coo01eHH ca ciydad Ha CHHIAPOM Ha HEMpaBUJIHA CEKpELiHA HA aHTHAKYpeTH4EHA XopMoH (SIADH)
npH ynorpedara Ha Apyrd ACE unxuburopun. SIADH moxxe na ce cyHTa KaTo MHOIO PAiKko, HO
Bb3IMOXKHO YCIOXKHEHHE, CBBP3aHo ¢ edyeHne ¢ ACE nHxubuTOp, BKIIOHUTENHO IEPHHIOIPHUIL.

3a ciyyau Ha XOpoHIANeH H3NHB ¢ Ac(EKT HA 3PUTENHOTO NoJe ¢e chodIaga ciell ynorpeba Ha
THa3UAH U THA3HA-TIOAO00HH TUYPETHIM.

CrofmaBaHe HA NOAO3HPAHH HEXKEIANA PEAKIHH
Cno0L0aBaHeTo Ha NON03MPAHH HEXETTAHH JISKAPCTBEHH PEAKLIHH CNIEA paspellaBaHe 3a yIoTpeda Ha

JIEKAPCTBEHUA NPOAYKT € BakHO. ToBa MO3BOJIABA A2 NPOABIKA HADNOACHHETO HA ChOTHOIEHHETO
TOJ13a/PHCK 32 JIEKAPCTBEHHS NPoAYKT, OT MeMIIMHCKUTE CTIELHAIIHCTH CE H3UCKBA Ja Choluasar
BCAKA [10JI03MPAHA HEXKENaHa Peakiius upes HallMOHATHATa CUCTEMa 3a ChoOIIaBaHe Ha
H3nbaHuTenHaTa areHiug no JeKapcTBara.

KoHTakTH:

H3menHuTenHA areHIua no neKapeTara
yi. ,,JlamsH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4,9. IlIpeaoszupane

Cumnmomu

Haii-BeposaTHaTa HexenaHa peakLing B C1yYaHTe Ha Npe/lo3HpaHe € XUNOTOHUATA, TOHAKOra
NPUAPYKEHA OT FaficHe, MOBPbLAHE, KPAMIM, BHEHE HA CBAT, CBHIKBOCT, IICHXMYECKa O0OBPKAHOCT,
OJIMTYPHA, KOATO MOXKE ia TporpecHpa Ao aHypus (nopagu xunosojaeMus ). Morar Aa HacTbIAT
HapyLIEHHA Ha BOXHO-ENEKTPOTUTHHUA OanaHc (XHMOHATPUEMHS, XUNOKAJIHEMHS ).

JHeyenue

HavanauTe MepkH, KouTo TpadBa Ja Ce B3eMaT, BKIKOYBAT Obp30 €JIMMHHUPAHE HA MOTbJIHATHA
NPOAYKT(H) IOCPEACTBOM CTOMAILIHA IPOMUBKA H/HIH NpUJiarane Ha akTHBEH BBIJIEH, CJIEA KOCTO
Bb3CTAHOBABAHE HA BOJHO-ENICKTPOIUTHUA OaNaHC 10 HOPMAITHO CBCTOSHHE B CTIELUATH3HPAHO
NneyeDHO 3aBe/IeHHE.

[Tpyn HacTLNBAHE HA 3HAYHTETHA XUMOTOHHA, NALMEHTLT TPAOBa Ja Objie IOCTaBeH JierHan no rpso,
KATO IJ1aBaTa € B NO-HHCKO IONOXEHUE. AKO € HeoOXOHMO, MOXE J1a Ce HanpagpH 1.v. HHQY3Hd Ha
H30TOHHYEH Pa3TBOP Ha HATPHEB XJIOPH/ HIIH Ja Ce MPHAOKH APYF METOA Ha 00eMHO 3aMECTBAHE.
[Tepunponpunar, akTUBHATA (PopMa Ha NEPUHIONPHIT, € THATUINpYeM (BX. TOUKa 5.2).

5.  ®APMAKOJIOI'HYHUA JAHHHA
3.1. PapmakoaHHAMHYHH CBOiicTBA
dapmaxoTepaneBTHYHa rpyna: nepuaxonpuit ¥ auyperaud, ATC xon: CO9BAO4

[TepuHaonpua/uHAANIaAMU € KOMOHHALMSA OT TepT-OyTHIAMUHOB NEPHHAONPHI, HHXHOUTOP Ha
AHTMOTEH3UH-KOHBEPTHPAIIMA €H3UM, H MHAANAMK, XJI0pCyNPaMouioB THYPETHK.

DapMaKoJOrHYHUTE MY CBOJCTBA ITPOU3THYAT OT TE€3H HA BCEKH KOMIIOHEHT MOOTAETHO U
TONBITHUTENHO OT Te3H ALIDKALINTE CE HA AIHTHBHHAS CHHEPTHIbM B Pe3yaTaT OT KoMOH
JBETE AKTHBHH BELIECCTRA.

Mexanuzwvm Ha deticmaie
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Cevpsan ¢ nepundonpun/undanamuo;
KoMbunalusaTa nepunaonpi1/uAIanaMiul BOAK 10 AAHTHBEH CHHEPrU3bM HA AHTHXKICPTCH3HBHUTE
eekTH Ha ABaTa KOMIIOHEHTA.

Cevp3anu ¢ nepunoonpun.

[lepunnonpun € HHXUOKUTOP HA dAHTHOTEH3UH-KOHBepTHpaLWA €H3HM (ACE nuxubuTop), koito

NPeBPBIIA aHTHOTEH3HH | B aHrHOTEH3HH II, BA30OKOHCTPHKTOPHO BEHIECTBO; EH3UMBT JIONBJIHHTENHO

CTHMYJIHpa CCKpeLUATa Ha angoCcTEPOH OT Kopara Ha HAA0BOpeYHUTe KIIE3H H CTHMYTHPaA

pasrpaX1aHeTO Ha OpaANKHHHH, BA30AUNATaTOPHO BELIECTBO, 4O HEAKTHBHH XE€NTANCITHIH.

Tosa Bogu H0:

- HaMaISBaHE Ha aJI/I0CTEPOHOBATA CEKPElHs,

- YBENHYaBaHE HA Ma3sMEeHaTa PEHWHOBa AKTHBHOCT, Thi KaTO aNJOCTEPOHBT HE MOXE Ja
OCBLIESCTBABA OTpULIATENHA 00paTHA BPb3Ka,

- HaMaliBaHe Ha 0OIOTO NEpU(EPHO CHAOBO CHNPOTUBIICHHE Ype3 ACHCTBHE, TPEAUMHO BbPXY
MYCKYJTHOTO ¥ OBp0peuHOTO CHAOBO pycio, 0e3 npuapyxaBala 3aApbXKKa Ha CONH U TEYHOCTH M
peduieKTOpHA TaXHKAPIHA NIPH XPOHHYHO NeYeHHe.

AHTHXHHE]JTEHEHBHOTO IeHCTBHE Ha [ICPHHOONPHI CE ITPOABABA K MPH NAHHEHTH ¢ HUCKA HITH
HOpMaJiHa pCHHHOBA KOHLUEHTpAL(H4.

[lepunaonpuia oka3ea cBoeTo AeliCTRHE Upes aKTUBHUA C¥ MeTalONNT NEpUHAOIIpIIAT. HpyruTe
mMeTaboNIUTH ca HEaKTHRHH,

[lepusaonpun HamanaBa paboTara Ha CHPUETO:

- upe3 ChAopasIHpABall edekT BbpXY BEHHTE, BEPOATHO MPEIH3BHKAH OT IPOMEHH B MeTa0OIM3Ma
HA MPOCTarIaHAHHHTE: NOHH)KABAHE HA MPEAHATOBAPBAHETO,

- Ype3 HaMaJIABaHE Ha O0LIOTO NEpUQPEPHO CHIPOTURACHUE: TOHMKABAHE HA CIICAHATOBAPBAHETO.

ITpoyuBanus, NpoBeACHU NPH NMALMEHTH ChC ChPASYHA HEAOCTATHYHOCT, TI0Ka3BaT:
- TOHWXKABaHE HA HAJIAFaHHATA Ha ITHJIHEHE Ha JIABaTa W AACHaTa KaMepa,

- TIOHW>XKaBaHe Ha 00WoTO NepudepHo CHAOBO ChIIPOTHBISHHE,

- HapacTBaHe HA ChpACYHMA NeOUT U MOA0OpsBaHe HA ChpAECYHHS HHACKC,

- HApPacTBaHC HA PETHOHAIHMSA MYCKYJIEH KPbBOTOK.

IlomobpsaBar ce M nokazatenure Ha padoTHaTa npoda.

Cevpzanu ¢ unoanamuo:

HMupanamuj e cynhoHaMHIHO MPOH3BOAHO ¢ HHAONOB NPBCTEH, (JapMAKOIOrHYHO CPOAHO ¢ I'pynaTa
Ha THa3HAHUTE AHypeTHUd. MaaanaMua nuxubupa peabcopOuuaTa Ha HATPHI B KOPTHKATHHA
OHMY1LHOHEH CEFMEHT. T0oBa MOBMIIABA €KCKPELIMATA HA HATPUil ¥ XNOPHAH C YPHHATA H B [I0-MAIKa
CTCICH, EKCKPELIMATA HA KAJIHil 1 MarHe3ui, ¢ KOETO NOBUIIARE JIHYpe3aTa H OKa3Ba
AHTHXHUIMEPTEH3NRBHO J¢HCTBHE.

Dapmarcounamuuny edhexmu

Cevp3anu ¢ nepundonpR/ unoanamuo:

[Ipu NAUHEHTH ¢ XUNSPTOHNS, HE3ABHCUMO OT Bb3PACTTa UM, NePUHAONPWI/ HEAANAMHT YIIPAXKHABA
A030-3aBHCHM aHTUXMNEPTEH3UBEH e(PEKT BLPXY AMACTOIHOTO H CUCTONHOTO apTEPHANHO HAIATAHE B
JIECHATIO HJTH M3NIPABEHO NMOJIOXKEHNE Ha TA10T0. To3i aHTHXHNEPTeH3UBEH eeKT Npob/ikasa 24

MOKA3a/IH, Ye €AHOBPEMEHHOTO MPHIOXKEHHE HA NSPHHIONPHIT H HHAANIAMH)T BOAU
AHTHXHNEPTEH3UBHH C(PEKTH ChC CHHEPIUYEH XapakTep CpaMo e(eKTa Ha BCEKH
JIEKapCTBEHH [TPOAYKTH, TIPHIOKEHH NOOTAESITHO.
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Camo 3a TabneTKUTE nepuHIonpui/HaaanaMun 2 mg/0.625 mg

Edexra Ha Huckono30BaTa kOMOHHALMA NeHHAONIPWL/ HHAanaMK 2 mg/0,625 mg BbpXy ChpAEUHO-
CbJOBATA 3a00NE€BAEMOCT H CMBPTHOCT, HE € MPOYYBaH.

PICXEL ¢ MynTHUEHTPOBO, PaHZOMH3UPaNo, ABOHHOCIANO AKIMBHO KOHTPOIHPAHO exoKapaHorpadcko
Npoy4BaHe, OLieHABALLO edexTa OT KOMOWHALUATA IEPHHAONIPHII/WHIAIaMHUL TIPH JIEBOKAMEpHa
xuneptpodus (JIKX) cripamo MoHoTepanus ¢ eHaTaNpHIL

[pu PICXEL xunieprounun ¢ JIKX (neduaupana kato nspokamepes Mac-uaaexe (JIKXH) > 120 g/m?
npH MBxke U > 100 g/m? npH xkeHu) ca GNIM PaHAOMU3HPAHH WIH ¢ NEPUHIONPHA TEPT-OYTHIAMHH 2
mg u Hepanamu 0,625 mg, unu ¢ eHananpun 10 mg BeAHEK JHEBHO 3a MEPHOJ Ha JICUCHHE OT eHa
roauHa. Jlozata e duna aganTupaHa B 3aBHCHMOCT OT KOHTpPOJIa Ha KPbBHOTO HaNArave, A0 8 mg
NEPUHAONPUA TepT-OyTHNAMHH W HHAANaMKUA 2,5 mg uid eHananpui 40 mg peaHBx JHEBHO. CaMo
34% OT MANMEHTHTE €A OCTAHAJIH HA JICUYCHHE C TIEPHHIONPHT TEPT-OYTHIAMHH 2 Mg H UHAAIIaMHA
0,625 mg (cpewy 20% ¢ erananpun 10 mg).

B kpas Ha geyenuero JIKXH e namanan 3HaUMTENHO MOBEYE B IPYIATA HA JIEKYBAHUTE C
nepuronpw/uHAanamui (-10.1 g/m?) cnpsamo rpynara, nexysana ¢ egananpun (-1,1 g/m?®) npu
Ls1aTa oMy AalHa OT paHAOMH3MpaHu nauvenTH. [TpomMsHara B MexIyrpynoara pasnuxka Ha JIKXH
e -8,3 [95% CI (-11,5,-5,0), p < 0,0001]. INo-a06bp edekt B JIKXH € ZOCTUrHAT C NO-BHCOKH J103H
NEPHHAOTIPUI/HHAANIAMUA OT Te3H, OA00PEHH 3a TO3H JIEKapCTBEH MPORYKT,

[1o oTHOIEHHE HAa KPBBHOTO HANATaHE OLEHEHNTE CPEAHH MEXAYIPYNOBH Pa3IUKH B
paHaOMHI3KMpanaTa nonynauus ca -5,8 mm Hg [95% CI (-7.9, -3,7), p < 0,0001] chotrBETHO 32
CHCTOJIHOTO KPBBHO Hansrane u -2,3 mm Hg [95% CI (-3,6,-0,9), p = 0,0004] 3a auacTonnoro, B
T10JI32 HA TPynara ¢ mepUHIONPUILY/MH AanaMul.

Csvp3anu ¢ nepundonpun.
[TIepHHIONIPHI € aKTHBEH NPH BCHMKH CTETICHH HA XUIICPTOHMA: JieKa 10 YMEepeHa HH TeXKa.

IloHnkagaHe Ha JHACTOJIHOTO M CHCTOJIHOTO apTEpHAITHO HANIATaHe ce HaOmmoAaBa NpU JIETHANO0 H
H3NPABEHO NOJIOKEHHE HA TAJIOTO.

AHTHXHIIEPTEH3UBHOTO AeHCTBUE CIEA TPHEM Ha €IMHHYHA 032 JOCTHTa MAaKCHMYMa CH cliea 4 10 6
yaca H Npoab/pkaea Haj 24 uyaca.

Habnronasa ce BHCOKA CTENEH Ha OCTATBUHO O/IOKHpaHe HA AHTHOTEH3HH-KOHBEPTHPALLUA EH3HM 24
yaca cnef npueMa, npubanzutento §0%.

[1py nalMeHTH ¢ TepaneBTHYEH OTrOBOP HOPMAIIH3HPAHETO HA KPBBHOTO HAJIAraHe ce IIOCTUra Cliel
eJHH Mecell H ce 3a,bpxa 03 nogBa Ha TaxXH(HJIAKCHS.

CnHpaHeTo Ha NEYEHHETO HE BOAM A0 eeKT Ha OTHEMAHE BEPXY XHNEPTOHHATA.

[Tepusaonpun HMa ChbaOpa3IIHPABALLK CBOMCTBA H Bb3CTAHOBABA €1aCTHYHOCTTA HA TOJIEMHTE
apTEPHH, KOPHIHpa XUCTOMOPPOMETPHIHHUTE IMPOMEHH B PE3HCTHBHHTE aPTEPHH H BOAM A0
HaMA/IABaHE Ha JICBOKAMEPHATa XUIlepTpodH.

Koraro e neobxoanmo, 1o6apsiHeTo HA THAZKHIEH JHYPETHK BOJAK 40 AQUTHBEH CHHEPTHIBM.
KomOuanpaHeTo Ha HHXHOHTOP HA AHTHOTEH3UH-KOHBEPTHPAILHS €H3MM C THA3HJICH JIHYPEeTUK
HaMaJIsiBa PHCKA OT XHINOKATHEMHUS, CBBP3aH ChC CAMOCTOSITENHATA YROTPeOa HA IHYPETHKA.

Cevpsanu ¢ unoanamuo;
MonoTepamnuaTa ¢ HHAAIaMKJI 0Ka3Ba aHTHXHUNEPTeH3uBeH edekT ¢ 24-4acoBa MPOAB/DKHTEIHOCT.
To3H edekT ce mposBABa B HO3H, OKa3BallH MHHHMAaIHO AUYPETHYHO JICTBHE.
AHTUXMNIEPTEH3UBHOTO AciCTBHE € PONOPLMOHATHO HA MOAOOPEHHETO Ha APTePHATIHHA T
KOMILITAHBbHC H Ha IIOHIHKEHHETO Ha O0IOTO H apTEpHOIAPHOTO TePH(PEPHO ChI0BO C'bnp
MHaanaMua Hamanssa neBokaMepHaTa XUNepTpodu.
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ITpu HajBHIIAaBAaHE HA 103aTa HA THAZHAHUTE JHYPETHIH HIH TEXHUTE 8HANO3H

AHTUXHUNEPTEHIUBHUAT eQeKT NOCTHra ILUIATO, NOKATO HEXKENAHUTE PEaKliMH ITpoAb/DKABAaT Ja

HapacTBaT. AKO J€YEHHETO € HeeheKTHBHO, J103aTa He TpAORa Ja ce yBeIN4aBa.

HONBJIHUTENHO, B KPATKOCPOYHH, CPEAHOCPOUHH H TRITOCPOYHH U3NMHTBAHKA IIPH XHIICPTOHHIH, CE

YCTaHOBSBA, Y¢ HHAAaMMI:

® HE OKa3pa BIHAHUE BbPXY MeTabonu3Ma Ha Junuaure, Tpurmauepuaare, LDL — xonectepona u
HDL - xonecrepona,

¢ He OKa3Ba BIHMAHHE BbPXY METab0IM3Ma Ha BEIMIEXHAPATUTE, AAKE U MTPH XHMEPTOHUIIH ¢ Juader.

annu om xaununy npoyusanua 3q 0sounama 6AoKa0a Ha CUCMEMAMA DEHUH-AH2UOMEN3UH-
andocmepon (RAAS).

J{Be rosnemu paHaoMusupani kontponnpani npoyusanns — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial — Teky1io riofanHo H3IIHTBaHE 3
KpaliHy TOYKH Ha TeJIMHCAPTaH, CAMOCTOATE/THO U B KomOnHauus ¢ pamunpun) 1 VA NEPHRON-D
{Knmnnuno npoy4Bane, cBbp3aHo ¢ pa3BHTHE Ha HedponaTHg npH Auaber, poBeaeHo OT
MuHHCTEPCTBO NIC BBIPOCHTE Ha BETepaHUTE) — mpoy4Bar ynorpebdara Ha komGunauusata oT ACE
HHXMOMTOp W aHrnoteHsuH Il-penentopen 6noxkep.

ONTARGET ¢ npoy4Bane, npoBe/ieHO TIpH MALMEATH C aHAMHE3a 34 ChPASYHO-CBA0BA HItH
MO3bUHOCHA0BA O0NecT, M 3axapeH qHabeT THUN 2, NTpUAPYXeHH ¢ JaHHH 3a YBpexX/1aHe Ha
edekropHu oprain. VA NEPHRON-D e npoyuBaHe NpH NalMeHTH ChC 3aXapeH Auadet THN 2 ¢
AxadbeTHa HedponaTus.

Tean npoyyBanus He NOKA3BAT 3HAYMM OnaronpusaTeH edekT BbpXY 6bOpeCURNTE HW/HIIH CBPAECYHO-
ChAOBHTE MOCACSAULH H CMBLPTHOCT, KaTO CHLIIEBPEMENHO ¢a HabnoAaBaHi NOBHUILEH PUCK 0T
XHMIIEPKATHEMHA, OCTPO YBpek1aHe Ha OnOpelTe u/HiIH XMMOTORHA B CPABHEHHE C MOHOTEpaIuATa.
Karo ce umar nnpeasua cxoguuTe MM GpapMakoJHHAMHUHE CBOHCTBA, TE3M PE3YNTATH Ca IIPHIOXKHMH
H 3a 1pyrd ACE nHxubutopn n anrnoreHsus [I-peuentopnu 6nokepw.

ACE unxubutops H anrvorensus Il-peuentopHn GoKepH clieqOBaTEIHO He TpAOBa Aa C¢ U3M0J3BaT
€/1HOBPEMEHHO TIPH NALMEHTH ¢ quadeTHA HedpomnaTHs.

ALTITUDE (KanHUYHO npoy4BaHe, NpoBeAEHO ¢ ANTHCKHPEH IIPH MALHEHTH ChC 3axXapeH AUadeT TUIl
2 ¢ U3TI0JI3BaHE HA ChPACYHO-ChA0BH H OBOpevHH 3ab0NsBaHKA KaTo KpalHM TOYKH) € npOoYyUBaHe,
Tpe/IHa3Ha4ge o Aa U3CIeBa NoJ3aTta oT JoOaBIHETO Ha AMCKHPEH KbM cTanaaptya tepanua ¢ ACE
MHXHOHTOD 1M aHrHoTensuH [-penentoped 60Kep NpH MaUKMEHTH CbC 3axapeH AnabeT THI 2 U
XpOHHYHO OBLOpEeYHO 3a00a9BaHe, CHPASYHO-CHAORO 3a0onaBane uiH U apere. [lpoyusaHero €
MpeKpaTeHo MPEKACBPEMEHHO NOpaAy MMOBUIIEH PHCK OT HEOIArONPHATHH TTocneulM. KakTo
CBPASYHO-CHA0BATA CMbPT, TAKAa U MHCYJITHT €a [0-YECTH B TpyriaTa Ha aTHCKHPEH, OTKOJIKOTO B
mrauebo-rpynara, a npeACTaBNgBallUTe HHTEPEC HEXKeNaHH CHOMTHA H CEPHO3HU HEXKENAaHH ChOMTHS
(XUNepKaTHeMHs, XMIOTOHUA U 6B0peuHa IucYHKIMA) ce CHOOLIABAT I0-4ECTO B IPynaTa Ha
ATUCKHUPEH, OTKOJNKOTO B IPynarta Ha ranedo.

5.2, dapMaKOKHHETHYHH CBO#CTBa
Cevp3anu ¢ nepunOORpPUI/ UHOARAMUO:
EZHOBpEeMEHHOTO MpUaarane Ha NePHHACIIPHI U HHAAaNaMHA He IPOMEHS TEXHHUTE

(papMaKOKHHETHHH CBOHCTBA B CPABHEHHE ChC CAMOCTOATENHOTO UM NPUNOXKCHHE.

Cewpsanu ¢ nepuHoonpun:

AGcopbLng ¥ GHOHANUYHOCT
Crnex nepopalieH NpUeM NEPHHAOTIPUA ¢€ pe3opOnpa Obp30 U MHKOBH KOHLEHTPALHH
pamMkuTe Ha 1 yac. [ta3MeHUAT MonyKHBOT Ha NEPUHAONPHI € paBeH Ha 1 yac. T’hﬁ/
Ha XpaHa MOHHKaBa NMPeBPhIUIAHETO B IEPHHAONPUIAT, a OTTaAM H OHOHANHYHOCTTA,
TpaOBa fa ce npuema MepopaiHo KaTo € HOKPATHA JHEBHA 034 CYTPUH MpeaH Xpa
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Pasnpenenesxne
ObembT Ha paznpeaenenue e npuonusurento 0,2 1/kg 3a Hecebp3anua nepHHaonpunat. CBbP3BaAHETO

C I1a3MeHUTE MPOTEHHH Ha neprHAonprAaT e 20%, raBHO ¢ AaHTHOTEH3HH-KOHBEPTHPALHA €H3UM,
HO € 3aBHCHUMO OT KOHLIEHTPAIIMATA.

buoTpancdopmanus

[lepuBAONpHI € NEKAPCTBEH NpeKypcop. JBaaeceT U ceaeM NpoLeHTa OT MPHETOTO KONWYECTBO
NEPUHAONPHIA JOCTUMAT A0 KPbBOOOpalleHUETO Nojt popMaTa Ha AKTHBHHA MeTabOIHT
EPHHAOIIPKHNAT. B JOITbIIHEHKE KbM aKTHBHOTO BELIECTBO NEPHHAOTIPHIAT, NEPUHAONPHI JIaBa Olle
net MeTabonuTa, BCHUKHTE HeakTHBHHA. | [MKOBH NNa3sMeHH KOHLIGHTPALlHH Ha MEPURAONPUHIIAT CE
JNOCTHraT B paMkuTe Ha 3 J1o 4 Haca.

EnuMuHupane
[Tepunponpuniat ce eTMMHEKMPA ¢ YPHHATA H TEPMHHATHHAT NONYKHBOT HA HECBbP3aHaTa dpakuus €

npubmsuTenHo 17 yaca, B pe3yaTaT Ha KOETO PABHOBECHH KOHLIEHTPALIHH C€ NOCTHTAT B PAMKHTE Ha
4 nHu.

JInHeHHOCT/HeNHHEeHHOCT
JleMOHCTpUpaHa € NTHHEHHA 3aBUCHMOCT Mely MPHETATa A03a IEPHHACIPHA H mia3MeHaTa
EKCITO3HLIHS.

Cneuyanau nonynauuu

Hayuenmu e cmapuecka sv3pacm
En¥MHHKEpaHeTO Ha MEPUHIOIIPUAAT CE MOHHABa NPH MAlHEHTH B CTAPYECKa Bh3pacT U NpPH
NALMEHTH ChC ChPASYHA WM ObOpedyHa HeJOCTAThYHOCT.

IHayuenmu ¢ 6vbpena HedocmamvuHocm
[Tpu 6B6peyHa HEZOCTATHYHOCT € JKEeNaTeIHA KOPEKIHS HA 03aTa, B 3aBUCUMOCT OT CTENEHTa Ha
HapPYLICHUETO (KPeaTHHHHOBHA KIIMPEBHC).

B cayyau na ouanuza
HHAIH3HHAT KIHPBHC HA NEPUHAONPHIAT € paBeH Ha 70 ml/min,

{layuenmu ¢ yuposa

K1HeTukaTa Ha NEPUHACHPHII € MPOMEHEHA NPH NALMEHTH ¢ LIHPO3a: YEPHOAPOOHHAT KIMPBHC Ha
MaH4YHMHAaTa MOJICKY/1a € HAMaJIeH HANOJIOBMHA. BBIIpeku TOBA KOMHYECTBOTO HA 0Opa3yBaHU
IICPHHAONMPUIIAT HE HAMATSBA U CIEIOBATENHO HE Ce Hanara chboOpa3siBaHe Ha J03MpoBKaTa (BXK.

Toukd 4.2 1 4.4).

Cewp3anu ¢ UHOANAMUO:!

AbcopOius

MuaanaMua ce pesopbupa Obp30 H HAITBIHO B XpaHOCMMJIATENHHS TPAKT.
[TuxoBaTa Ina3MeHa KOHUEHTPALUS Ce JOCTUra PU Xopa MPHONU3UTENHO €MH 4ac C/1e/ IEpopaeH
NPHEM Ha MPOAYKTa.

Pasnpedenenue
CBBbp3BaHETO C MUIASMEHUTE NMPOTEHHH ¢ 79%.

BuorpancdopMaling ¥ eNHMUHKEPaHE
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BpeMeTo Ha nony>kuBoT € Mexkay 14 u 24 yaca (cpeqno 18 yaca). MHOrOKpaTHUAT NMPHEM HE BOJIM J0O
Kymynauus. Enmmunanusara e rimaeuo ¢ ypunara (70% ot npuetara Ao3a) 1 u3npaxkHeHusarta (22%)
noj opMara Ha HEAKTHBHH MeTa0OJIHTH.

CrnenuanHu nomnynaium

[layuenmu ¢ 6vbpeuno ygpeocoane
DapMakOKHHETHYHUTE CBOHCTBA HE CE& MPOMCHSAT NMpH NalieHTH ¢ Op0peuHa HenoCTaThYHOCT.

5.3. IlpeaxnHHYHA AaHHH 33 Oe30macHOCT

[Nepuuaonpri/MHAANAMU]] NOKA3BA MAJIKO MO-BHCOKA TOKCHYHOCT OT Ta3H Ha KOMITOHEHTHTE CH. llpu
ILTbXOBE HE Ce Habnoaasa 3acunBate Ha ObOpeunuTe npossu. KomOMHauuaTa obave npea3BHKBa
racTpo-HHTECTHHAJIHA TOKCHYHOCT MPH Ky4€Ta, a TOKCH4YHHTE eeKTH BppXy MalikaTa ca MOBHILCHH
IpH [LTbXOBE (B CPABHEHHE C TIEPHHACIIPHII ).

BonpekH ToBa TE3U HEXKENAHH peakuuy ce HabntonaBar npy J03H, MHOTO NO-PasnHYHH OT
H3MO0/I3BaHHTE TEPAICBTHYHH J03U, KOETO MOKA3Ba ACHO OYepTaH AHana3oH Ha 0e301acHOCT.
[IpeaAxnMHHYHHTE U3NUTBAHUSA, TPOBEAEHH MOOTALSIHO ¢ MEPHHIONPUI U HHIAMAMU)], HE Ca ITOKa3aiH

I'eHETHYHA TOKCHYHOCT UK KapuuHOreHHoCT. [IpoydBaHuaTa 3a penpoayKTHBHA TOKCHYHOCT HE
NoKa3BaT éeMOPUOTOKCHYHOCT WM TEPATOTeHEH MOTEHUHAN, 4 PEPTHIIHTETHLT HE CE HapyllaBa.

6. DAPMAHEBTHUYHU JAHHH

6.1. Concbk Ha HOMOIIHHATE BelecTBA
JlakTO3a MOHOXHApAT

MHKpOKpUCTaTHa ueyao3a

Marunesues creapar

Crnnines auokcns xuapopobeH KoJioHaeH.
6.2. HeChrBMECTHMOCTH

Henpunoxxumo.

6.3. Cpok na rogHocT

3 roauHH.

6.4. CpnenuanHH yCJIOBHA HA ChXpaHeHHE

Ha ce cbxpaHsBa npu temnepatypa noj 30° C. Jla ce cbXpaHsBa B OpUIrHHATIHATA ONaKOBKa 3a 21a ¢¢
npeana3y oT Bara.

6.5. Bua H coabppxaHHe HA ONAKOBKATA
30 Tabnerku B A/Al Gnucrep.
6.6. ChnenHaJHH NpeANa3HH MEPKH IIPH H3XBHJSHE H paboTa

Heu3mon3BaHMAT JIEKapCTBEH NPOAYKT WIIH OTNaAbYHUTE MATCPHANIH OT HEro Tpiad
B ChOTBETCTBHE C MECTHUTE U3HCKBAHHSL.
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7. IIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

»daikagapma Bucokokavecrsenure Jlexkapersa” Al
Oyia. ’T". M. lumutpos” Ne 1

rp. Codus 1172, bearapus

Ten.: +359 2 962 54 54

dakc: +359 2 9603 703

e-mail: info@tchaikapharma.com

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA

Per.Ne Ko-IlakceH 2 mg/0,625 mg tabnerku: 20120278
Per.Ne Ko-Ilakcen 4 mg/1,25 mg Tabnetku: 20120279

9. JATA HA ITBPBO PASPEHIEHUE/ITIOAHOBSIBAHE HA PAZPEINIEHHETO 3A

YIIOTPEBA

Jara Ha mspPBO pa3pelliaBaHe:
Ko-IlakceH 2 mg/0,625 mg rabnerku: 04.06.2012
Ko-ITakcen 4 mg/1,25 mg rabuaerku: 04.06.2012

Jata na mocneHO NOAHOBABAHE:
Ko-Tlakcen 2 mg/0,625 mg Tabaerku: 24.07.2017
Ko-Tlakcen 2 mg/0,625 mg tabaetku: 24.07.2017

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Oun, 2020
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