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Bancasun Tpuo 5 mg/160 mg/12,5 mg dunmupany TabneTku
Bancasun Tpuo 10 mg/160 mg/12,5 mg ¢unmupau Tabnetku

Valsavil Trio 5 mg/160 mg/12,5 mg film-coated tablets
Valsavil Trio 10 mg/160 mg/12,5 mg film-coated tablets

2. KAYECTBEH H KOTHUYECTBEH ChCTAB

Basicasun Tpuo 5 mg/160 mg/12,5 mg dramMupany rabneTis

Beaka dnnvupana Tabnerka ceabpika 5 mg amnoaunuH (amlodipine) (kato aMnoaunuHoOR Ge3mnar),
160 mg Bancapra (valsartan) u 12,5 mg xugpoxnopornasuy (hydrochlorothiazide).

Bancarun Tpuo 10 mg/160 mg/12,5 mg dpunmupanu TabneTku
Bceaxa ¢uiMupana Tabaerka cpaspka 10 mg amnompmue (amlodipine) (kaTo aMnoaunuHoB Geawsar),
160 mg pancapran (valsartan) u 12,5 mg xuapoxnopornasuy (hydrochlorothiazide).

3a ORITHMA CIKCHK HA TIOMOIHHTE BEIIECTRA BIDKTE TOuKa 6.1,

3. JEKAPCTBEHA ®#OPMA

dunmMupana rabnerka.

Bancasmn Touo 5 mg/160 mg/12,5 mg dpunmupanwy tabnetku ca Geny, OBaIHU, ABOKHOMIITLKHATH
¢$unMupaHy TabreTky ¢ ABKHHA 15,6 mm ¥ uiphHa 6,2 mm.

Bancaeun Tpuo 10 mg/160 mg/12,5 mg ¢unmupann TabneTku ca GneIoXuITH, OBaIHH,
NBOHHOH3MBKHANH GHIMHpaHH TabJleTKH ¢ AbpkuHa 15,6 mm ¥ mupuHa 6,2 mm,

4. KJMHWYHY JAHHH

4,] TepaneBRTHYHE NOKAIAHHA

JleueHue Ha eceHIMaNHA XUNEPTOHUA KATO 3aMECTHTENHA Tepanus NPH BE3PACTHH MAUHEHTH, IPH
KOHTO € MOCTHTHAT 3a/I0BONTHTE/IEH KOHTPOJ BEPXY APTEPUAIHOTO HANArAHE ¢ KOMOHRALMATA
aMIIoAMIIHH, BancapTad M xuapoxnopotuasna (HCT), npuwiarann KaTo TPy OTAENTHM NEKAPCTBEHN
topmMu wiH KaTo PuKcHpaHa fBolHA KOMOMHALMA K OTAeNHa NekapcTBeHa dopMa,

4.2 [lo3WpOBKA M HAYHH HA NPHIOKEHHE

Jo3Hupopka

INpenoprusanara no3a Baicarun Tpuo e enHa Tabnerka JHeBHo, 38 npeanoynrtake cyTpuH. [Ipean na
npeMHHaT Ha neuenne ¢ Bancasun Tpuo naumenture Tpabha na ObaaT Ha QHUKCHpAHW JO3H OT
CHOTBETHUTE MOHOKOMIOHEHTH, KOHTO TpHeMAT o cwlloTo BpeMe. [osara Ha Bancaeun Tpuo ce
onpeiens Ha 6a3a NO3KTE HA OTAEHHTE KOMIIOHEHTH OT KOMOMHALIMATA B MOMEHTA Ha NPEMHHABAHETO.

Maxcumansarta npenopreyBana Ao3a Bancaswn Tpuo e 10 mg/320 mg/25 mg.

Cneyuannuu nonynayuu

BrOpeuro yppexaasre

IMopany XuApOXIOpOTHA3MIHATA KOMIIOHeHTa Bancasun Tpuo ¢ mpoTHBOTIO
aHypua (BxK. Touka 4.3) M NpH MalueHTH ¢ Texko OuOpeyHo yepexnane (cx
twrrpatis (GFR) <30 ml/min/1,73 m?) (Bwxre Touka 4.3, 4.4 u 5.2).
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He ce nanara kopeKiHs Ha HaYAIHATA 033 MPH NALHEHTH ¢ JIEKO 0 yMepeHo GBOpeyHo yBpexiahe
(Bxk. ToukH 4.4 1 5.2).

Yeprnoopobro yspedicoane

INopany BancapranosaTa kKoMmoHewTa Bancasnn Tpuo e npoTHBONOKa3aH MpH NALMEHTH ¢ TEKKO
4YepHOApoOHO yBpexnaHe (k. TouKa 4.3). ITpH NalBeHTH ¢ AEKO 10 YMEPEHO YepHOIPOGHO YBpeKaaHe
Oe3 xonecTasa, MakcHMaNHaTa NpenopbuBaHa Oosza BajucapTaH e 8¢ mg ¥ nopagu Tasu npHYHMHA
Bancasun Tpuo He € moaxoasuy MpH TasH rpyna haupeHTH (Bx. Touky 4.3, 4.4 u 5.2). IIpenoprku 3a
J1034T4 Ha AMJIOTHIIMH MPH NALHEHTH ¢ JIEKO J0 YMEpEeHO 4epHOAPOOHO yBpeKIaHe He ca yCTAHOBEHH,
IIpn npemuBasaHe Ha MAalHEHTH C XWNEPTOHMA (BXK. Touka 4.1) M 4epHOAPOOHO YBpeXJaHE KEM
nevenue ¢ Bancaewn Tpuo, Tpa6Ba Aa ce M3NON3Ba Hali-HHUCKATA HATHYHA 1034 aMJTOTHITHH.

Cypoeuna nedocmamvRoCm 1 KOpORapHa borecm Ha Copyemo

CrluecTByBa orpaHHueH oMt ¢ ynotpebara Ha Bancasun Tpro, ocobeHO B MAKCHMANHK JI03M, TIPK
MIALHEHTH ChC CHPACYHA HEAOCTATHYHOCT H KOpoHapHa 6onect Ha cupueTo. [Ipenopbuea ce noevizeHo
BHMMAaHME MPH TIALMEHTH ChC CHPASHHA HEAOCTATEYHOCT ¥ KOPOHapHa Gonect Ha ChpLETo, oco0eHo
NpH Npriarase Ha MakcHManHarta nosa Bancasun Tpuo 10 mg/320 mg/25 mg.

IHayuenmu 6 cmapiecka év3pacm (na ev3pacm 65 200unu u noseve)

IIpenophupa ce NOBHIIEHO BHUMAHHE, BKIIOYHTEIHO NI0-4€CTO MOHHTOPHPAHE Ha ApTePHATHOTO
HaJIAraHe, NPH NALKMEHTH B CTAPYECKA BB3PACT, 0CO0EHO NpH NpHIaraHe Ha MAKCHMAIHATa 2033
Bancaeun Tpuo 10 mg/320 mg/25 mg, Thit kaTo faHHHTE 3a yniorpeGa IpH TA3M MAIHEHTCKA
MOIyJalHA ¢a orpaduyeHH. IIpH npeMHHaBaHe HA NOAXONAM NALHEHTH ¢ XHMIIEPTOHUSA (BXK. TOYKA
4.1) xem nevenne ¢ Bancarun Tpuo, TpaOra Aa ce H3Noa3ea Hal-HKCKATA HATAYHA 71033 AMJIOAMIIHH,

Heouampuuna nonyaayus
Hama croteerno npunoxerne Ha Bancasun Tpyo B neanaTpuiHaTa nomynanus (aUMeHTH Ha
BB3pAcT NMoA 18 roAKHK) 3a TOKA3aHKETO ICYECHHE HA ECEHIHATAA XHIIEPTOHHUA.

Hauuy Ha npunoxeHne
IlepopaitHo MPHIOKEHHE.

Bancasun Tpuo moxe na ce mpreMa ¢ Wik Ge3 xpana. TabneTkHre TpaGBa Aa ce MOTTBLUAT eI ¢
MAJIKO KOJIH4YECTBO BOLA, 10 €HO H CBINC BpeMe BCeKH JeH, 3a NpeNovHTaHe CYTPHH,

4.3 Ilpormeonoxa3zaHns

- CBpBXYYBCTBHTEIHOCT KBM aKTHBHHTE BELIECTRa, APYTM CyI()OHAMBIHY IPOH3BONHH,
QHMXHAPONUPUIHHORH MPOHIBOAHH WIH KBM HAKOE OT MOMOIIHKTE BEMIECTRA, H3OPOEHH B
Touka 6.1;

- BTOPH M TPETH TPHMECTHP Ha OpemeHHOCTTA (BXK. TOukK 4.4 H 4.6);

- vepHoapoOHO yBpexaane, GHIHApHA IIMPO3a WK XOJIeCTA3a;

- Texkko 6u6peuno yspexaane (GFR <30 ml/min/1,73 m?), anypus ¥ 1ipy NauMeHTH Ha
JHAJIA3a;

- eAHOBpeMeHHaTa ynotpefa Ha Bancaeun Tpuo ¢ anmHckupeH-ChIbpKamuU NPONYKTH €
NPOTHBONOKA3aHA NPH MALMEHTH cbC 3aXapeH Auabet umu 6u0peuno yspexmane (GFR <30
ml/min/1,73 m?)(Bmx Touku 4.5 u 5.1);

- pedpaKTOpHa XHUNOKATHEMHS, XMIOHATPHEMHS, XHNEPKANLMEMHS ¥ CUMIITOMATHYHA
XHIepYpHKEMHS;

- TexKa XMIIOTOHHS,

- IIOK (BKIIIOYHTENHO KAPAHOTEHEeH IIOK);

- obcTpykumMa Ha W3X0fa Ha NiSRa Kamepa (Hanp. XunepTpoguyHa obcTpy
KapZHOMHONaTHA H BUCOKOCTENICHHA A0PTHA CTEHO33);

- XEeMOJHHAMH4YHO HecTaOHiIHa ChPASYHA HEAOCTATHYHOCT CNEN OCTHP

4.4 CpenuansH upeaynpexieHns H NpeANa3HH MEPKH NPH yHoTpeda
Be3omnacHoctra H edHKAaCHOCTTa Ha aMJIOAMITHH NPH XMIIEPTOHHYHA KPH3a He



Tlayuenmu c nampues- uw/uru obemen deuyum

ExcriecHBHa XHITOTOHHSA, BKTIOYHTEIHO OPTOCTAaTHYHA XMITOTOHHA, ce Habmoaasa npu 1,7% ot
MALHEeHTHTE, TeKYBaHH ¢ MakCHManHata ao3a Bancasun Tpuo (10 mg/320 mg/25 mg) cnpamo 1,8%
TIpH NAUMEHTHTE Ha BancapraH/xuapoxnopotHasux (320 mg/25 mg), 0,4% npu mauMeHTHTE HA
amnoauman/pancaprad (10 mg/320 mg) v 0,2% npH NalMeHTHTe Ha XHAPOXNOPOTHA3KA/ AMIOAHITHH
(25 mg/10 mg) B Xx0Aa Ha KOHTPOIMPAHO HIMUTBAHE [PH MALMEHTH ¢ YMEPEHA JI0 TEXKKA,
HEYCIIOXKHEHA XHITEPTOHHS.

[pu nauKeHTH ¢ HaTpHeB W/KUNK 06eMeH JedHLMT, TPUEMAIH BHCOKM JO3H JHYPETHIIH € BE3MOXKHO
Jla Bb3HHKHE CHMITTOMATHYHA XMITOTOHHA CJIE/] 3alI0YBaHe Ha JieueHHero ¢ Bancasun Tpxo. Bancaeun
TpHo TpaGea na ce HpHnara camo ciea KOPHrHpaHe HA MPeWECTRALN HATPHER H/HIH 00eMeH
JAeduLET.

Axo 11pH JieueHue ¢ Bancasun TpHo HacTBIM €KCLIECHBHA XMIIOTOHHA, MALMEHTHT TpAOBa 1a Obe
IIOCTABEH B JIETHAJIO NONOXEHHE H TPH HEOOXOUMOCT 1A ce TIPHIOKH HHTPABEHO3HA HHGY3HS C
¢H3HONOTHYEH pa3TBop. JleueHnero Moxe Aa Gbae NPOABIDKEHO CIIEH KaTo ce CTaGHIM3Hpa
ap'repﬂanuoro HanAraHe.

IIpomenu 6 cepymuume enexmponumu

AMIIOMIHME/BANICAPTAH/ XUAPOXIIOPOTHAIH],

B xona Ha KOHTpOIHpPaHOTO KIIHHHYHO H3NHTBaHe Ha Bancarun Tpuo npe MHOTO OT HaLMEHTHTE
TIPOTHBOMNOJIOXKHHTe edekTd Ha Bancaprad 320 mg v xuapoxIopoTHazHa 25 mg BbpXy HHBATa Ha
CepYMHMA KaJIMH MOYTH C€ HEYTPAJIM3HPAT B3aHMHO. IIpH Apyru nauyesTH, eMUHAAT WIH IPYTHAT
edekT Moxe na aomuHupa. [leprHoauyno, Ha MOAXOAAIE HHTEPBAIIH OT BpeMe, TpAbBa fa ce
M3CNEABAT HUBATA HA CEPYMHHTE €IEKTPOJIHTH C LeN OTKPHBAHE HA BE3MOIKHH eNEeKTPOJIMTHH
Hapyienus. [leppomrano uscnenBaHe Ha HUBATA HA CEPYMHHTE €JIEKTPOJIMTH, TO-CTIELMATHO HA
Kauiud, TpaOra Na ce NpoBeXaa Ha onpesie/ieHH HHTEPBAIH OT BpeME C LIENT OTKPHBAHE HA BB3MOKHH
€/IEKTPOJIMTHY HAPYIHEHHS, 0CO0EHO NPH NalHEHTH ¢ APYTH PHCKOBH (AKTOPH KATO HApYIUEHa
61u0peuna pyHKuH4, NeUeHHe ¢ APYTH JIEKAPCTBEHH MPONYKTH WM NIPEAX0XKAAINa aHAMHESA 38
€/IEKTPOJINTHH HAPYIIIEHHA.

Bancapran

Eanoepemennara ynorpeba ¢ kanneBH 100aBKH, KATHH-CBXPAHABALUH JHYPETHLH, 3aMECTHTENH Ha
COJITa, CBABPIKAUIM KaJKi, HIH JPYTH eKAPCTBEHH NPOAYKTH, KOHTO OHXa MOIJIH A4 IOBHINAT
HHMBaTa HA XKAJIMi (XenapHH H T.H.), He ce npenopbyuBa. CTOMHOCTHTE Ha Kanus TpabBa chOTBETHO Ja
Ce& MOHHTOpPHpAT.

XHUApOXJIOpOTHASHT
Jleuennero ¢ Bancarun TpHo Tpa6Ba 1a ce 3aNI0UHE CaMO C/ie/| KOPHIUpaHe Ha XHUITOKAJTHEMHAATA H
CBOBTCTBALIATA XHIIOMArHe3HEMHsL. THAZHAHHTE THYPETHIIH MOTAT Ja YCKOPAT HOBA N0OABA Ha
XHIMOKATHEMHS HITH 1a 000CTPAT NpelliecTBAlNa XHITOKaneMus. THA3HIHUTe AHYPETHUH TpAGBa Ja
C€ IPHIATaT ¢ NOBHIIEHO BHUMAHHE NPH MalHCHTH, YHETO CHCTOSHUE € CBBP3aHO ¢ MOBHINEHA 3aryGa
Ha KaJIMii, KaTo HAaIpHMep COJT TyBelnH HedPoNaTHH WM NpepeHaTHo (KapAHOTEHHO) YBpEXIaHe Ha
6u6peunara dyHKkuMA. AKO N0 BpeMe Ha TEPANHA ¢ XHAPOXJIOPOTHA3HI C& PA3BHE XMIIOKAIMEMH,
npHemsT Ha Bancasun TpHo Tpa0Ba 1a ce MpeycTaHOBM [0 cTabHIHO BE3CTAHOBABAHE Ha ananca Ha
Kanui. THazuIHMTE OMYPETHLIM MOTAT Aa YCKOPAT HOBA NOABa Ha XUIIOHATPUEMMSA U
XHMMOXJIOPEMHYHE AJIKa/I03a WIH Aa o0oCTpAT NpeaulecTsala XxunoHarpieMus. Habmonasana e
XMIIOHATPHEMHS, CBIIPOROJAECHA OT HEBPOJIOTHYHA CHMITTOMATHKA (rajeHe, NporpecHBHa
AC30pHEHTALINA, anaTiA). JleueHHeTo ¢ xuapoxnopoTHazHaM TpAORa [a ce 3amouBa crell Kopnmpaﬂe
HA NpeAmecTBaa XHIoHATpHEeMHA. B ciayuaii Ha Te)xka WM 61p3o pasBuBala ce x -

BpeMe Ha nedeHHero ¢ Bancasun Tpuo, nedennero Tpabaa na §bae CIPIHO 0 HO

HKBATa Ha HATpHA. BCcHUKH MalMeHTH, MpHEMAIlH THASHAHH JUYPETHLH Tpnﬁs
6B1aT NpocaeAABaHH 3a SICKTPOAWTHH HapyLIEHHs, 0CO0EHO HA KATHA, HATD

Bvbpeuno yspexcoane
THasHIHHTE NHYPETHIM MOTAT Ja YCKOPAT a30TEMUATA NMPH MALHEHTH ¢ XPOHHY
zabonasane. Koraro Bancarun TpHo ce npunara npu naiueHTH ¢ 656peuso yepes



Npenopbuka NEPHOAMYHO NPOCHAE/ABAHE HA HHBATA HA CEPYMHHTE €JICKTPOIHTH (BKIIOYHTENHO HA
KaJTHi), KpeaTHHHHA B MHKOYHATA KMCEITHHA.

Basicasun TpHo e NPOTHBONOKA3aH NpH NALHEHTH ¢ TEXKKO OL0peUHO yBpeKaaHe, aHypHA WK
npoBeKIAIA SHATH3a (BXK. Touka 4.3). He ce uanckra kopurupase Ha nosata Ha Bancasun Tpuo npr
NALMEHTH C JIEKO A0 yMepeHo Onbpeuno yepexnare (GFR <30 ml/min/1,73 m?).

Cmenosa na 6v6peuna apmepus

Bancasun Tpuo TpsaGza na ce npunara ¢ NOBHIIEHO BHHMAHHE 33 JIEYEHHE HA XHNIEPTORUA TipH
NalHeHTH ¢ ¢HOCTPAHHA WM JBYCTpaHHA CTeHO3a Ha OuOpeyHHTe apTepHH Wid NPH CTEHO3a HA
apTepHA Ha eNHMHCTBeH ObOpeK, Thil KATO IPY TaKWBA NIALMEHTH MOXKE A Ce MOMYYH MOBHLIABAHE HA
ypesTa B KpbBTa H CepyMHHA KPEaTUHHH,

Buvbpeyna mpancnranmayun
Jo To3u MOMEHT HAMa HATPYTaH ONKT MO OTHOIIEHHE Ha Ge3omacHata ynotpe6a va Bancasun Tpuo
TpH NAOHEHTH CBC CKOPOIHa Gr0peysa TpaHCILIARHTALHA.

Yeproopobno yepexciare

Basicapran 0cHOBHO ce €THMHHHPA HETIPOMEHEH Upe3 HbuKaTa. [1oMyKHBOTHT HA aMITOMIIHH &
YIOBIDKeH, a cTofiHocTTe Ha AUC ca no-BHCOKH NPH NAHEHTH ¢ HAPYLISHa YepHOApo6Ha QyHKUuMA,;
HE ¢34 YCTAHOBEHH NPENOPHKH 3a A03aTa. IIpH nanHeHTH ¢ NeKo A0 yMepeHO 4epHOaIpOOHO yBpekKIaHe
Oe3 xomecTasa MaKCHMallHaTa NpenopbyuBaHa n03a Bancapran e 80 mg, cnegosaremso Bancasun Tpuo
HE € OIXOAALI IPH Ta3H rpyMa mauueHTH (K. Touxi 4.2, 4.3 u 5.2).

Anzuoedem

Crobmasa ce 3a ciTydal Ha aHrHOEAEeM, BIIKOYHTEHO OTOK HA MApHHKCA M IIIOTHCA, IPHYHHABAIL
0OCTpyKUNMS Ha AMXATETHUTE ITETHINA H/HIH OTOK Ha JALETO, YCTHHTE, (hapHHKCA H/WIH €3HKA IPH
NallHeHTH, TeKyBaHH ¢ BajcapTHaH. HAKOH OT Te3K malmeHTH ¢a HMaIH M TIPEAH TOBA aHTHOENEM,
NpH Ie4eHHE C APYTH NeKapcTBeHH NPOAYKTH, BkmounTenHo ACE naxuburopu. Bancaeun Tpuo
Tpa0Ba 1a ce cnpe He3abaBHO npH NAUHEHTHTe, KOMTO NOYYaT AHTHOENEeM H He TpAGBa [1a ce mpiara
OTHOBO.

Cvpoeuna nedocmamv4ROCM U KOPOHAPHA Bolecm KA CopYemo/nocmmMuoKapoen ungaprm

Karo nocnenmiia 0T MHHXMOHPAHETO HAa PeEHH-aHTHOTEH3HH-AIOCTEPOHOBATA CHCTEMA [TPH
npeapa3nonoKeHy NalHeHTH MOTAT Ia ¢ O4AKBAaT MpoMeHH B Ou6pedHaTa dyuxumd. [Tpu nanAeHTd
C TEXKa Chp/ICYHa HEIOCTATBYHOCT, YHATO OLOpeuna dyukupa 61 Mornia Aa 3aBHCH OT AKTHBHOCTTA
HA PEHMH-AHTHOTEH3HH-AJI0CTEPOHOBATA CHeTeMa, JIeueHHETO ¢ ACE nHxubutopu B anrHoTeH3nH
penienTopHH GIOKepH C& CBBP3BA ¢ ONMIYPHA W/HIH NPOTPECHBHA a30TeMus U (PAIKO) ¢ ocTpa
6u6peuna HeaoCTATRHHOCT H/unH cMbpT. [Ton06HM pe3ynTaTH ca cxofineny 3a Bancapras. OuenxaTa
Ha NalMeHTHTE ChC ChPJIetHa HEAOCTATEHHOCT H WK NOCTMHMOKapAeH HH(apKT Tpabea fa BKTIOYBa
BUHATH OLEHKA HA GpOpeuHaTa QyHKIm,

B gnarocpouno, mianebo-koHTponipaHo npoyysane (PRAISE-2) ¢ aMnoARNIMH npyu NALHEHTH ChC
cbplicusa HegoctarbaHocT Knac I u IV mo NYHA (New York Heart Association Classification), c
HEUCXCMHYHA €THOOTHS, AMJIOIHITNH Ce CRBp3Ba ¢ NOBHLICH Opoii chobenus 3a GenoapodeH oToK,
BBIIPEKH JIHIICATA Ha 3HAYHMMA Pa3iHKa B YeCTOTATA HA BIOWABAIA ce ChPASYHA HEAOCTATHUHOCT B
cpaBHeHMe ¢ mnaveGo.

BI[OKBPHTC HA KANUHCBHTC KAHAIH, BKITKOYHTETHO aMJI0IHITHH, Tpaﬁna Ja €e H3NoJ3BaT € NOBHUICHO

PHCKa OT Gpaenm CHEPACUYHO-CHIOBH CHOUTH: U CMBDPTHOCT.

Heofx0numMo e TOBHUIEHO BHUMaHKE TPH NALHEHTH ChC ChPJEYHa HEOCTATLYH
Gonect Ha CbpLETO, OCODEHO MPH BHCOKATA /1033 AMIIOJHITHY/ BATICAPTAH/ XHPO

OrpaHudeHH.

Aopmua u mumpanna xianHa cmeno3a



KaxTo npu BcHYKH ApYTH Ba30AKIATaTOPH € HEOOXOMHMMO CliazBaHe Ha CTIELMANIHY [IPE/INAa3HA MEPKH
IpH NalHEHTH ¢ MHTPAJIHA KNanHa CTeHO3a WIH 3HAYHMA a0pTHA CTCHO34a, KOATO He ©
BHCOKOCTEIIEHHa.

Bpemennocm

AmnruorensuH II peuentopauTe 6nokepu (AIIPE) e Tpabsa na ce 3amouBaT no BpeMe Ha GPEMEHHOCT.
OcpeH ako npoAwLKapaHeTo Ha TepanuaTa ¢ AIIPB ce cunTa 33 )KM3HEHO BaXKHO, HA MAIHEHTKHTE,
KOHTO IUIaHHpaT Aa 3a6peMeHeAT, Tpa0Ba fa 66e Ha3HAUeHO aNTePHATHBHO AHTHXHIIEPTEHIUBHO
TIEYECHHE C YCTAHOBCH Npodi Ha GezonacHoCT 3a yniorpeda no Bpeme Ha 6pementoct. [Ipu
ycTaHOBABaHe Ha 6pemenHocT neuenueto ¢ AIIPE Tps6ea na ce npeycraHoBM He3abaBHO H, aKo €
YMECTHO, A3 ce 3aII0YHe ATTEPHATHBHA TePAnHa (BXK. TOYKH 4.3 1 4.6).

ITvpsuven xunepardocmeponusvm

ITanmeHTH ¢ MBPBHYEH XHIIEPANIOCTEPOHU3BM He TpA0Ba N2 64T NeKyBaHH ¢ aHrHOTeH3HH 1
PeLIeNTOpHAA GIOKeD BaJCapTaH, Thif KATO TAXHATA PEeHHH-AHTHOTEH3HH-AJIIOCTEPOHOBA CHCTEMA HE
¢ akTuBupaHa. [lopany Tasn nprumna Bancasrn Tpuo He ce npenopryBa npu Ta3y NOMYJIAIHA.

Cucmemen nynyc epumemamoodec

Crobiasa ce, ge THA3HAHUTE JMYPETHIH, BKIFOUUTETHO XHAPOXIOPOTHA3K, MOTAT 1a 06oCTpAT WK
Ja aKTHBHPAT CHCTEMeH JIYTTyC EpUTEeMATO/IeC.

Hpyeu memaborumuu napyuienus

TuasunuuTe AHYPETHIM, BKITIOUMTEIHO XHAPOXTOPOTHAZH], MOTAT Aa HApYIIAT NIFOKO3HHA TOJISPaHC
H Ja IOBHILAT CEPYMHHTE HHBA HA XONECTEPOI, TPHIIHUEPHAN H IHKOYHA KucennHa. [Ipu narueHTH
¢ auaber Moxe Ja € HeoOX0OMMO KOPUrHpaHe Ha B03aTa HAa HHCYJIMHA WITH Ha TIepOPaHOTO
XHMOITHKEMHYHO CPEACTEO.

Hopagu xuapoxiiopornaznaHaTa koMnoHeHTa Bancasun Tpro e mpoTHBONOKa3aH NpH
CHMITTOMATHYHE XHIIEPYPHKEMHS. XHAPOXIOPOTHASHI MOKe 12 TIOBHIIH CepyMHUTE HUBA HA
IHKOYHATA KHCETHHA, TOPagH HaMaleHHs KIHPBHC Ha MHKOYHATA KHCEIHHA W MOXKE Jia TIPHMHHU WIH
nia 000CTpH XUNepypPUKeMHAT?, KAKTO H a YCKOPH NOSBATa Ha NIOJArPa MpH MPeApasnosioKeHH
nauHeHTH. THa3sKHINTe HaMaIgBaT eKCKPeLNATa Ha Kaniii ¢ ypHHATA H MOTAT Aa [PeIH3IBHKAT
MPeXOIHO K NIEKO MOKa4BaHe Ha CePYMHHA KalLpil IpH JIMICaTa Ha H3BECTHH HAPYIICHUA B
Kajnuesns MeTabomuseM. Bancasun TpHo e IPOTHBONOKA3EH NPH NALMEHTH ¢ XAIEPKATHEMHS |
TpA0Ba Ja ce Npuara camo ¢liel KOpHTMpaHe Ha Npe/llecTBana Xunepkanuemus. [IpueMsT Ha
Bancaswn Tpro TpaGpa na 6ble NpekpaTeH MPH pa3BUTHE HA XHIIEPKaILHMeMHEd N0 BpeMe Ha
nedennero, CepyMHHTE HHBa Ha KaJILMA TPA0Ba MepHOAMHMHO Aa Ce IPOBEPABAT [0 BPEME Ha
JIeueHHeTo ¢ THa3Hau. [loquepTranara xunepkanuHeMnsa Moxe Ja Gble ZOKA3aTENCTBO 33 CKPHT
XHMIeprapaTHpeou u3sm, [pHeMsT Ha THA3HIAHH OHYypeTHIM TpaOBa Na Obae NpexpaTeH npeau
TPOBEXTAHE HA HACTeABAHUA HA GYHKIHATA Ha MAPaTHPEOHIHHTE JIIE3H,

DomonyscmsumeTHoCm

Crobimapa ce 3a cIyvaH Ha peakilui Ha GOTOTYBCTBHTENHOCT NIPH NIPHEM HA THASHIHH JHYPETHIH
(BK. Touka 4.8). Ako no speMe Ha neueHHeTo ¢ Bancasun Tpuo Bb3HHKHE peakuys Ha
thoTOMYBCTBHTENHOCT, C€ TIPENIOPBLYBA CNUpPaHe Ha JIYSHHETO. AKO Ce CuUMTa 3a HeoOX0AHMO
TIOBTOPHO MPHIAaraHe Ha JHypPeTHKa, ce NPeTIophYBAa 3aliTa Ha 06NacTHTe, H3MOKEHH Ha CITBHLIE HiIH
n3kycteena UVA cBeT/iMHa.

Hemenranoren pax na koxcama

(BKK) u ckBamosHoknerbyeH kapipunoM (CKK)] npu HapacTRaina eKCnosuiHa
xunppoxnoporHasii (XXT3). Qorocedcudbunmsnpampre ebektn Ha XXT3 mMora
BEpOATEH MeXaHH3bM 3a paseuTHe Ha HMPK. ITarmenture, mpemaum XXT3,
nH(opMupan 3a prcka ot HMPK u chBeTBaHu peJOBHO Na mpoBEpABAT KOXKATA



YITPABHOJIETORH JTBYH, a B CIy4aH Ha eKCIIO3HIHS, NOX0A4INa 3allIkTa, 33 Ja CE cBefie 10 MHHUMYM
PHMCKBT OT paK Ha KokaTa. [lo103pHTeHHTe KoxkHK ne3Hu Tpabea Ja GbaaT noanoxeHH Ha nezabaBHO
M3CNeiBake, NOTEHLHATHO BKIIOYBAIO XHCTOJIOIHYHH H3CIeIBaHAS Ha GHONCHYHE MaTepHaTH.
[Ipepasrnexnane Ha ynorpebara Ha XXT3 Moxe Aa ce HANOKH W [IPH NALMEHTH, KOHTO ¢4 HMATH
npeaxoacH HMPK (Bx. cemio Touka 4.8).

Xopoudanen uznue, 0Cmpa MUOHUR U MOPULHA 3AKPUNOBZBARA 2AAYKOMA

CyndoHamuauTe HIH JIEKAPCTBATA, TPOH3BOAHH Ha CYI(OHAMMAMTE, MOTAT Ja NpeH3BHKAT
HIHOCHHKPa3Kd, BOASIHA IO XOPOUAAieH H3MUB C AedekT Ha 3pUTEIHOTO NoNe, [peXOAHa MHONHA H
OCTpa 3aKpHTOEILIHA INaykoMa. CHMITOMHTE BRIIOYBAT OCTPa HavarHa (asa Ha OHWKeHA
3PHTEITHA OCTPOTA, H0/IKA B OKOTO, KOATO CE OABARE B PAMKHTE HA MacOBe J0 CEAMHLIH OT HAYAIOTO
Ha nedyeHnero. HeneKypaHara 3akpyTOBIB/IHA IT1AYKOMAa MOXe J1a JOBeIe A0 3ary0a Ha 3peHHeTO.
Karo mbproHatanHa MApka, TeueHHETO TpAOBa Ja 6b/e NPeyCTAHOBEHO BHh3MOXHO Hal-0Bbp30.
HezabasHa nekapcka moMoly| M XHpYpPruuHa HaMeca MOXe 1a Ce HAJIOXKH, KO TOBHIIEHOTO BLTPEOYHO
Hairane He Moxe aa 6sae kouTponnpano. Karo puckos ¢akrop 3a nospa Ha 3aKpHTOBI'BJIHA
FJIayKoMa MOXe J1a C& cHHMTa aHAMHE3a 33 allepPrus KbM CYIQOHAMHIM HIH NEHHLIHH,

Ucmpa pecnupamopra mokcuvHocm

Crren npHeM Ha XMAPOXNOPOTHA3ZM] Ce CHOOIABAT MHOMO PENKH TEXKH CTy4ad Ha OCTpa
peCTIEpaTOPHA TOKCHYHOCT, BKIIIOUHTENTHO OCTEP peciMpaTopel auctpec cunapoM (OPAC). Cnen
TIpHEM HA XHAPOXTOPOTHA3HI OOMKHOREHO ce pasBuea GenoapobeH OTOK B pAMKHTE Ha MHHYTH 10
4acoBe. B HAYANOTO CHMITOMMTE BIUIIOYBAT OHCTIHES, NOBUIIEHA TEMNEPaTypa, BAOLIABAHE Ha
Genonpobnarta ¢pyHKia B xunoroHnA. IIpH csmHenue 3a ARDS tpsa6ea na 6b4¢ CIpsAH npHeMbT Ha
Bancapun Tpuo K Ja ce NPHIOKH NOAXOAAIIO JieueHHe. XMAPOXITOPoTHA3HA HE TpAOBa Ja ce npunara
TIpH TIAUMEHTH, KOMTO Npeny ToBa ca noay4yasan OPJIC cnen npueM Ha XUAPOXIIOPOTHARUA,

Obwyu

Heo6x0aMMO € TIOBHIEBO BHHMAaHHE NPH MALMEHTH ¢ TPeIIeCcTBAIlA CBPLXYYBCTBHTENHOCT KbM
ApyrH auruorensun 11 pelenrrophu 6nokepH, PeakiuTte Ha CEPBXMYBCTBHTETHOCT KM
XHAPOXJIOPOTHA3M/ €a NO-BEPOSTHH NPH NAUMEHTH, CTPAAALIH OT aNePria WiH acTMa.

Ilayuenmu 8 cmapyecka ev3pacm (Ha sgv3pacm 65 200unu u nogeve)

[IpenopbuBa c& NOBHLICHO BHUMAHHE, BKIIOYHTENIHO N0-4eCTO MOHMTOPUPAHE Ha apTepPHATHOTO
Hansrase, NpH MaLKUEHTH B CTApPYeCcKa BBE3pacT, 0cofeHO MpH NpuiaraHe Ha MAKCHMANIHATA 1032
aMJIOJMITHH/ BaIcapTas/XuapoxnopoTiasuy, 10 mg/320 mg/25 mg, Tril kaTo HauHuTE 3a ynorpeba
IIPH Ta34 NaUKEHTCKA MOMyMAIHS Ca OrpaHKIeHM.

Heoiino broxupane na penun aneuomensun -andocmeporoeama cucmema (PAAC)

Hma nanuM, 9e enHospeMenHara yrnorpeta na ACE uaxuburopu, APB unH alTHCKHApeH NOBKINABA
PUCKA OT XMIOTOHHUA, XHIIEPKATHEMHs H HaMa/Ispase Ha 6p0peunaTta GyHKIMA (BITIOYHTENHO OCTpa
6B06peuna HenocTaThuHOCT), 1Topann ToBa He ce mpenopb4ra npoiino Onokupane Ha PAAC upes
xomOuHupaHnata ynotpeda Ha ACE vaxuburopu, APB i anuckupen (Bx, Touxku 4.5 u 5.1). Ako ce
MPEICHM, Y¢ TepanusTa ¢ JBoHHO GnokupaHe e abcomoTHO HeobXonuMa, Toea TpAGBA 1a CTaBa CaMo
noj, HabMOASHHETO Ha CTIELHAIHCT H NPH 4€CTO BHHMATENIHO MOHHTOpHpaHe Ha 6n0peunara
ynxumsa, enexrponurare U kpreaoTo HaArane. ACE umxuburopu u APE He TpaGea 1a ce
HINOJI3BAT €AHOBPEMEHHO NPH NalHEHTH ¢ AnabeTHa HedponaTHs.

nexapcTBEHH MPOAYkTH. CICA0BATENHO, B Ta3d TOYKA € IpeACTABeHa HHGOPM
M3BECTHHTE MPH OTAETHHUTE AKTHBHH BEILECTRBA B3aMMO/IeHCTRHA ¢ IPYTH JeKa
BaxkHo e fa ce HMa npeIBUR, 4¢ Bancasin Tpno Moxe Aa 38CHIH XHIOTEH3HB
AHTHXHIEPTEH3HBHH CPEJICTRA.

He ce npenopbusa eqHOBPEMEHHO APWIOKEHHE:



Bancasaa Tpuo
OTAeARH KOMIOHEHTH

HasecTnn BIaAMoAeHcTBES
ChC CCTRATE CPefCTBa

E¢exr na B3anMonesicTsnero ¢
ApPYTH JeKAPCTBEHA NPOAYKTH

Bancaprau u
XMAPOXJIOPOTHARHN

NHTHH

Crobmaea ce 3a oOpaTHMO
NOBHIIABAHE HA KOHUECHTPALHATA HA
JHTHH B cepyMa B TOKCHUHOCT fpH
€IHOBPEMEHHO MPUIATaHe Ha THTHH
¢ ACE uuxuburopH, aHriorensun Il
PeLIENTTOPHH AHTATOHHUCTH,
BK/IIOYMTENHO BaNcapTad HiH
TUA3HAHE JHypeTHUN. Toil kaTo
OBOpeYHHAT KIHPHHC Ha JIMTHA €
HaMaJied OT THAIKIHTE, PUCKET OT
TUTHEBA TOKCHYHOCT € BEIMOXKHO
ROMBITHHTEITHO 1A C¢ NOBUIIA PH
npreM Ha Bancarun Tpuo. Hopamu
Ta3d PHHMHHA CE MPenopbyYRa
BHAMATEJIHO NpPOC/ieaBane Ha
CepYMHUTE HHBATa Ha JIMTHHA IIpH
¢IHOBpeMEHHA yrioTpeba.,

Bancaprax

Kanuli-cpxpansasainu
IUYpPEeTHIIH, KATHEBH N008BKH,
3aMecTHTENH Ha coNTa
CBOBPXKALIH KaIR H ApYTH
BEWECTBa, KOHTO MOTaT Ja
TIOBMIITAT HWBATA Ha Kamni

AKo ce cMeTHe 3a HeoOXoauMo
€IHOBPEMEHHO C BaJICapTaH da e
[peANHIIE ASKAPCTREH NPOIYKT,
KONTO HOBJIHABA HHBATA HA KIHH, ce
NIpenopHUBA YECTO MOHHTOPHpaHE Ha
TUTA3MEHHTE HHBA Ha KATHIH.

Amnoaunus

IpeiindpyT Hnv cok or

He ce nipenopbyBa exHOBpEMEHHATA

rpeiingpyT

yrnoTpeda Ha aMITOMITHH C
rpeiindpyT WK cok OT rpefingpyrT,
THH KaTo NpH HAKOW NAUHEeHTH
OHOHANHYHOCTTA HA AMITOHITHH
MOJKE /1a C& MOBHILH H 8 AoBelie 20
3aCH/IBAHE HA AHTHXHIEPTEH3UBHNTE
etexTH.

Hauckea ce HOBHINEHO BHHMAHWE NIPH CNESTHHTE B3AHMONCHCTRHA

Bancasnn Tpuo
OTAEJHE KOMIOHEHTH

H3gecTHR
B3AHMOACHCTBHA Che
CJCAHATE CPEACTEA

EexT Ha B3auMOJelicTBHETO € APYrH
JeRAPCTBEHH UPOIYKTH

AMIORANMH

CYP3A4 virxnburops
{Hanp. KETOKOHA3011,
HTPAKOHA3Z0MN, PHTOHABHD)

EnsOBPeMEHHOTO NPMIIOHKEHAS HAa AMJIOTHIHH
C1C CHIIHY My ymepeHH CYP3 A4 unxubutopu
(poTeazsy MHXHOUTOPH, A30THH
IpOoTUBOrEOUYHH CpeICTBa, MAKPONRLH, KATO
PHTPOMHLIEH WM KIAPHTPOMHLME, BEPAITAMUI
WIH JHITHAZEM), MOKE Ja JI0BeAS N0 SHAUNMO
YBEJIUYBAHE HA eKCIO3ULMATA Ha aMNOAUITHH.
KnuHA4HaTa 3HAYHMOCT HA Te3H
dapMakoKHHETHYHN BAPHALIMH MOXKE 1a € T10-
H3paseHa MpH NanHeHTUTE B CTAPYECcKa BH3PacT.
Tora MOXKE Ja HATOMKH
¥ KOpeKLHUa Ha J03aTa

CYP3 A4 ungyxropu
(aHTHKOHBYJICAHTH [HANp.
Kapbamazertis,
tdenobapburan, peHuToHH,
¢ocdeHHTONH, NPUMHACH],
prdavnuupy, Hypericum

HsMa HaTu«Hy JaHH;
CYP3A4 uugyxrop
EnsoBpeMeHBaTa yny
HMHIYKTOpH (Hamp. p A




perforatum [xuaT

TPJIGBa Ja ce U3N0JI3Ba BHEMATEIIHO

KanTapHon]) ennoBpeMenso ¢ CYP3A4 nuavkropu

CHMBacTaThH MHorokpaTHOTO NPUIOKEHHE Ha aMmnonunuH 10
mg eAHOBPEMEHHO ¢BC cuMBacTaTHH 80 myg
MOBKINARE CBC 77% SKCIOZHLMATA Ha
CHMBACTATHH CTIPAMO CaMOCTOSTETHOTO
NpWwIoKeHHe Ha cuMeacTaTuH. [Ipenopruea ce
HAMANIABAHE HA J038Ta Ha CUMBACTATHH 10 20
mg AHEBHO NPH NALMEHTHTE Ha JICUCHHE C
AMITOJMNHH,

HaaTposes (nadyzns) Tipu ’KMBOTHH ca HaOnogaBaHH JeTajiHa
KamepHa (pubpunanms ¥ CLpAeHHO-CBAOR
KOJIAMNC, CRBP3AHH C XHIEPKAIUEMHA ClTel
TIPHIOJKEHHE Ha BEpaNaMiil H HHTpaBEHO3eH
naHTposeH. [Topany pHCK OT XANEpkaTHEMHs, €&
MpenopryBa Ja ¢ H3IGArBa eJHOBPEMEHHOTO
MPHI0KEHHE € AHTATOHHUCTH Ha KaJII[HEBHTE
KaHaJIH KaTo aMJIOIMNME TIPH NAllHeHTH,
NPeAPA3NOIMKeHY KbM MATHTHEHA
XHNepTepMuA W MpH OBJMAABAHC HA MATMTHCHA
XHIIEpTEePMUA.

Bancaprau y HCT Hecreponnun HCIIBC morar aa orcrnadsar
IIPOTUBOBBINANNTEHA AHTHXUNEPTEH3HBHHA ¢deKT, KaKTO Ha
cpencrea (HCITIBC), anrunoTensuH 11 peienToprute GA0KEPH, TaKa M
BIUTIOYBAINM CENEKTHBHK HA XWAPOXNIOPOTHA3U, KOTATO Ce MpHNarar
IMKITOOKCHTEHA3a-2 ennopemerHo, OCBeH TORa eJHOBpEeMEHHATA
uHxnouropu (COX-2 ynotpe6a ha Bancasin Tpuo u HCIIBC moxe
HHXHOWTOPH), Ia JoBele N Bloiapate Ha Gp0peunara
ALeTIICATMLHIOBA (yHKLMA, H TOBHIIABAHE HA HUBATA Ha
KucenvHa (> 3 g/neH) u cepyMHHEA kamuii. [Topaay Tasu npAuMHa ce
Hecenexruery HCBIIC Nperiops4sa MOHHTOpHpaHe Ha OpbpeynaTa

(yHKLHA [IpH 3aN04YBAHE HA ASHEHHETO, KAKTO H
ajeKBaTHA XHAPATALHA HAa BALHEHTA.

Bancapran HuxuOHTOpH Ha slTTelK Pesynrarute ot in vitro npoydpane ¢ ThKaH OT
TpaHCopTepa HOBEIIKH YepeH Apod Nokaska, ve BaJCapTaH e
(pudaMmuupn, cyOcTpar Ha YyepHonpoOHHS BITEAK
HHKJIOCHOPHMH) HAX TpaHcnoprep OATP1B1 u Ha uepsonpobHus
ehIYKCHHA TPaHCHOpTeD ednykcen Tpancnioprep MRP2.

{pUTOHABHD) EnHOBpeMeHHOTO MIpUNOKEeHNe ¢ HHXHOUTODH
Ha BITEHK TpaHcnopTepa (pHdaMIMIMH,
HMKIOCIOPHH) MITH Ha euTyKCHUS TPAHCIIOPTEp
(pHTOHARYp) MOMKeE 12 TORHINH CHCTEMHATA
€KCTIO3MIIMA Ha BaNiCapTaH.

XuapoxnopoTHasug Ankoxon, 6apburypari EnfoBpeMeHHOTO MPHUITATaHE HA THAMAHWTE

WIH HAPKOTHUH

My PETHLH ¢ BEIECTEA, KOHTO CBLIO UMAT
MOHMKABAI KPHBHOTO HAMATaHE edekr (Hanp.
Ype3 HaMaldBaHe Ha AKTHBHOCTTA Ha
UEHTPANHATA HEPBHA CHCTEMA HiTH AHPEKTHA
Baso[HiAaTallMA) MOKE A3 NOTEHITHpa MORBATa

AMadTagyH

Ha OPTOCTATHYHA XUIOTOHHA, =2 .
TuazHAHTE, BICTIOMHTEIHO 3
MOTaT 2 NOBHINAT PUCKa
PeaKiy, OPHYHHERH OT

AHTHXO/IMHEPTHIHA
CPENCTBa M IPYTH
JIEKapCTBEHH IPOIYKTH,

P g
BroHaHuHOCTTa Ha TH

MOKe J1a ¢€ TIOBMIIH OT a
¢peAcTsa (Hanp. aTpPoIHHY,
BEPOATHO NMOPAAU HAMAJIARA




NMOBJIHRBAINH CTOMAaIUHUA
MOTHWJIHTET

Ha CTOMINHO-YPEeBHHUS TPAKT H 3abaRdHe Ha
BPEMETO 3a u3npa3saHe Ha cromaxa. O6patHo,
0YaKEa ce NPOKUHETHUHHTE BEIECTBA KATO
LM3ApTIHT fa MOTAT A2 HAMAJIT
OHOHATHUBOCTTa Ha THR3HAHHTE JHYPETHLIA.

Anruauabetns cpencrea
(Hanp. HHCYNHH H
NEPOPATTHA ARTHAHAGETHY
CcpelncTBa)

- MeThOpMHH

THa3uAMTe MOTAT A3 HAPYINAT [MOKO3HHS
Tonepakc. Moske 1a ce HaNOXK KOPHIHpaHe Ha
J03HTE HA AHTMABAGCTHHTE ICKAPCTREHH

TPOAYKTH.

Merdopmuk Tpabea a ce mpHeMa ¢ MOBHILIEHO
BHHMaHUe TIOPaJH PHCK OT JIAKTaTHA aiu03a,
HHIYLHpaHA OT BB3MOXHa §yHKIJHOHATHA
6b6pevra HeNOCTATHYHOCT, CBBP3aHA C
XHIPOXJIOPOTHASHA,

Bera-6nokepu H THa30KCHI

EnHoBpeMeHHOTO NpUIOHKEHHE HA THA3HIHH
IHYpeTHIH, BIJIFOYMTENHO XHAPOXIOPOTHA3HT,
1 GeTa-GnoxepH MOXe a MOBHMINM PHCKA OT
XHTIepriHKeMHs. THaznaHUTE JHY PETHIH,
BITIOYHTENTHO XHAPOXJIOPOTHASHA, MOTAT 13
NOBHIEAT XHIEPIIHKEMHYHNAA edeKT Ha
AHA30KCHA.

Huknocnopux EnHOBPEMEHHOTO NMpHJATaHe ¢ HHKIOCTIOPHH
MOXe A& MOBHINH PHCKE OT XMOCPYPHKEMHA H
YCIQKHEHHA Ha TIOfarpaTa.

[pToTOKCHYHH CpencTBa THasunRKWTE AMYPETHUM, BKITIOHHTETHO

XHAPOXTIOPOTHAZMA, MOTAT A3 HAMANAT
6B0OpeuHaTa eKCKpeis Ha HHTOTOKCHYHKITE
cpenctea (Hanp. uHKIodochaMuz,
METOTPeKeaT) U 1 NOTEHIHPAT TeXHUTS
MHENOCYTIPECHBHH ¢eKTH.

JI]’II‘HT&J'[HCOBH TITHKOZHIH

THazuA-UHOYLHpaHA XHUNOKATTHEMHS WK
XHIIOMarHe3UeMHa MOTaT Jia ¢ H3ABAT KaTo
HEKENaHH PEaKUHH, YIeCHIBalKH HavyaIoTO Ha
JMTHTATHCHHIYLHPAaHY ChPASYHH APUTMHM.

Homum KOHTPacTHH B cnyualt Ha nUypeTHK-HHIYIMpaHa
BelllecTBa AEXHApATALHA #Ma NOBHILEH PHCK OT OCTpa
OB0peuna HeJOCTATEMHOCT, 0COGEHO MpH
BHCOKM J03H Ha HoXHITE NPOIYKTH.
TaumentrTe TpAGBa Na ce pexXMApaTHpPAT Npeay
| TIpWiIaraHeTo Ha HoaHu KOHTPACTHH BeILIECTRA,

HouoolGMeRHH cMOIH

AbGcopOUMATA HA THAZUAHUTE SUYDPETHLH,
BK/IFOYHTENHO XHAPOXIOPOTHAZHA, C¢ HAMAJIARA
OT XonecTpHpaMyH MM xonectunoi. Tosa moxke
1a noBene Ao CyOTepaneBTHUHH edeKTH Ha
THaIHIHUTE NuypeTHin. [IpunaraneTo Ha
XHAPOXJIOPOTHARMA H HA HOHOOOMEHHNTE CMONH
{I0OTAENHO, TaKa 4¢ XHAPOXJIOPOTHA3H] J1a Ce
TIpHIAra noHe 4 yaca npegu
NMPWIOKEHHETO HA HOHOOO
HaMaJiIo B3aUMOIEHC

JexkapcTBEHH NPOAYKTYH,
MOBITHABAIH CEPYMHOTO
HHBO Ha KajIHA

XHIOKATHEMHYHUTE €
XHAPOXIOPOTHASHA MO
NPH CHBMECTHO MPHIIO:
JHYPEeTHIH, KOPTHKOC




APOHIBOAMH HA CAIMINNOBATA KHCEIHHA VAH
AHTHAPMTMHALM, AKO € HEOOXOAUMO
NpeANHCEaHEeTO HA Te3H JEKAPCTBeHH NPOAYKTH
€THOBPEMEHHO ¢ KoMOMHaLMATa
aMJIONMITHH/BANCAPTAH/ XM APOXIIOPOTHA3M, Ce
OpenophYBa MOHHTOPHPAHE HA IA3MEHHTE
HKBA HA Kanud,

JlekapcTBeHH IPOOYKTH,
MOBTHABALUIH CEPYMHOTO
HHMBO Ha HATPHA

XHNOHATPHEMHMYHUAT edeKT Ha Ny peTHIIMTE
MOKE Aa Ce YCHITH IPY CHBMECTHO TpMIIOKEHHE
¢ ONPeAC/ICHH NCKapCTBEHH NPOTYKTH KaTo
aHTHIENPECaHTH, AHTHNCHXOTHLH,
aHTHeMWIeNTHYHY cpeacTra v np. Heobxomumo
€ NOBHIIEHO BHHMAHHE TP CHBMECTHO
HPHIOKEHHE Ha TE3H JIEKAPCTBEHH NPOIYKTH.

JlexapcTBEHH MPOLYKTH,
KOWTO MOTaT 1a HHAYUHpAaT
torsades de pointes

[Mopaau prcKa OT XHIOKATHEMHES
XHIPOXAOpOTHAZHL Tpa6GRa na ce npunara ¢
TOBHIDEHO BHUMAHUE ¢ MPOJYKTH, KOUTO MOTAT
Aa uHpyLwpar torsades de pointes, mo-
cnelHanHo aHTHapHTMHLM Kitac la # Knac 111,
KAKTO H HAKOH aHTHNCHXOTHIIM.

JlekapCcTBEHH NPOOYKTH, B1B3MOXKHO € Jja ce HAOXKH KOPHTHpaHe Ha
MPWIAraHH 38 TEYEHHE HA | J038T2 Ha YPHKOSYPHUHMTE JIeKAPCTBEHH
noaarpa (npoSeneumn, NPOAYKTH, Thi KaTO XHAPOXIOPOTHAIHA MOJKE
cynduHnupasol H Ja NOKa4{ HHBATA HA CEPYMHATA MIUKOYHA
anoIypuHON) kucenmuHa. Moxke aa ¢ Heo6xoauMo aa ce
yBEAMYH J03aTa Ha npobeHeMa 1
cynduHmHpasod. EJHOBpeMEHHOTO NpHIaraHe
Ha THA3MRHY OUYPETHIY, BRITIOYHTETHO
XHAPOXNIOPOTHAZK, MOXKE 12 OBHLIY
YeCcTOTATa Ha peaKIHUTe HA
CBPBXYYBCTBHTEIHOCT CIIPIMO ASIONYPHHOI.
Metwngona Hma otaennu cho0LIeHNUA 3a CITYHaH HA
XEeMOJIMTHYHA aHEMU, Bb3HHKHAIA NIpH
€IHOBPEMEHHO MPHIaraHe Ha METWIONAa
XHAPOXNOPOTHA3NL.
Henenonspuzupainu TuasuauTe, BKIIOMHTENTHO XHAPOXIOPOTHA3HI,
CKEJIETHO-MYCKYITHH TIOTeHIHpAaT AeHCTBRETO Ha NIPOUIBOJIHITE Ha
peJlakcanTy {(Hanp. Kypape.
Ty6okypapuH)

Jpyry aHTHXUNEPTEHINBHY
NEeKapcTBeHH NPONYKTH

Tuazupure NoTeHIMpaT AHTHXHIIEPTEHINBHOTO
AelicTBHEe Ha NPYTHTEe AHTHXHNIEPTEH3HBHH
JexapcTBa (Hanp. ryaHeTuayH, MeTaagona, fera
bnokepy, BaszoannaTaTopy, Snokepy Ha
Kaauuendre kanamd, ACE uaxuburopn, ARB u
Hupextay Perunopn Huxuturops [[TPH]).

Ipecopun aMunu (Hanp.
HOpAAPCHATHH, AAPEHATMH)

XHIPOXTIOPOTHA3HI MOKE 13 HAMANH OTTOBOpA
KbM IPECOPHY aMHHH KaTO HOPAAPEHAIHMH,
KaugpuHaTa 3HayUMOCT Ha TO3H ed)exT ¢
HeOTpeeIeHA U He € JOCTaTRYHA 38

NPEKPATABANE HA TAXHATA YESTPROL <t

Buramun D H xaimmesn
COJIK

Tpunarasero va THa3
BKJHOUHTEIHO XHAPO
WK ¢ KATLHEBH COJT
MOKAYBAHETO HA CEP
EnHoepemeHHOTO NP
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NpeApa3noNoKeHn KbM XMiepKaniyeMus (Hanp.
{IpY XHOEPNapaTHPEOHAHIBM, JIOKATECTBEHH
aaGonsapanud Wi BHTAMHH D-Menuupani
CBCTOAHIA) 4PE3 MIOBHINABAHE Ha TyOynHarta
KaJilneBa peabcopbung.

Apoiino 6noxupane Ha PAAC ¢ APB, ACE HHXHONTOPH HIH aNVCKHPEH

JIaHHH OT KIMHHYHH NPOYYBAHKA NOKA3BaT, 9¢ ABOHHOTO Gnokupate Ha PAAC upe3 xoMGHHHpaHaTa
ynorpefa Ha ACE unxubuTopy, APB Ky ansckupeH ce CREP3Ba ¢ NO-BHCOKA YECTOTA HA HEIKEHAHH
CBOMTHA, KaTO HaNpHMEP XHITOTOHM, XMIepRanneMus ¥ Hamansbaue Ha OpOpeunara dynkuns
(BmouMTENnHO OcTpa OHOpeuHa HeJOCTATEYHOCT), B CPABHEHME © yNoTpebaTa caMo Ha eHO
CpeJCTBO, neiicTraino Bepxy PAAC (Bx. Touku 4.3, 4.4 u 5.1).

4.6 DepruanTeT, GPEMEHHOCT H KhpMEHe

bpemennoct

Amnoaunuy

be3onacHocTTa Ha aMIOJUITHE N0 BpeMe Ha GpeMeHHOCT NPH Xopa He e ycTaHoBeHa. B npoyusanus
TIpH JKHBOTHH, IPH BHCOKH A03H € HaOMIORaBaHa PEpoAYKTHBHA TOKCHYROCT (BXK. TOWKa 5.3).
IMpunosxenne 110 Bpeme Ha GpPeMEHHOCT ¢¢ NMPeNopBYBa CaMO KOTaTo HAMA no-0e30nacHa anrTepHATHRA
# xoraTo SosecTra caMa no ceGe CH HOCH NO-TONAM PHCK 32 MalkaTa H Imnoja.

Bancapran

Ynorpebara Ha asraoTersun 11 peuenropun 6aokepi (AIIPB) He ce npenopryBa no BpemMe Ha MLPBAS
TpUMeCTBp Ha GpeMerHOCTTa {(BXK. Touka 4.4). Ynotpebara Ha AIIPE ¢ npotusonokasaHa no BpemMe Ha
BTOpHA H TPETHA TPHMECTBP OT OpeMerHoCTTa (83K. TOUKH 4.3 1 4.4).

EmizieMHONOrMaHKTE AaHHU 338 PHCKa OT TepaTOreHHOCT el excriosutua Ha ACE uaxubutopu no
BpeMe HAa MbPBHI TPHMECTHP OT OPEMEHHOCTTA He BOAAT A0 OKOHUATENHHM 3aKtioueHus. Bee nak,
NeKO TOBHIIEHMe Ha PHCKA HE MOXKe JIa Ce H3K/IOUH. BEIpPeKH ye HIMA JAHHM OT KOHTPOJIHpPaHu
ENHACMHOTONHYHY MPOYYBAHHKA 3a pHcKa Npu aHrHoTensuH [ peterrropante 6aokepu (AlIPB)
nonobeH pHCK MOXeE Ja CHIIECTBYBA 33 TO3M KIIAC JIEKAPCTBEHH TPOAYKTH. OCBEH ako
npoaskasaseto Ha AIIPB TeparmiaTa ce cMeTHE 32 JXM3HEHO BaXKHO, IAMEHTH C MNIAHApaHa
GpeMenHoCT TPAORA fa NPEMUHAT Ha ATTEPHATHBHO aHTHXHIIEPTEH3HBHO JIYEHHE, KOETO HMa
ycranopes npobun ka G6e3onacHocT npu GpeMeHHOCT. AKO ce YeTaHORH GPEeMERHOCT, TeUSHUETO C
AIIPE psbsa fa ce npeycTaHOBH He3abaBHO B, aKO € YMECTHO, A C¢ 3a04He ATTePHATUBHA
Tepanka. Excriosmimara Ha AIIPh no BpeMe Ha BTOpua U TpeTHA TPHMECTHP Ha OpeMeHHOCTTA MOXe
Ia aosene 4o peroroxcHuHOCT (HamaneHne Ha GpOpeunaTa yHKIMA, ONMHTOXHAPAMEKOH, 380aBeHa
OCHQHUKALMA Ha Yeperna) H HeOHATAIHA TOKCHUHOCT (01OpeUHa HEIOCTATLUHOCT, XUIIOTOHK,
XHnepkanHemua) (Bx. Touka 5.3).

B ciiyuail ye ce yctanoBH excnozunis Ha AlIPB ot Bropus TpuMecTsp Ha GpeMeHHOCTTA, ¢e
npenopbyBa NpoBepKa Ha On6peurata QyHKIMA H Zepena Ha IWI0Aa uped ynTpaspyk. Hosoponeny,
yuiTo Maiikn ca npuemanu AlIPE, TpaGsa BnuMarenHo fa 6baaT HaORIOJABAHH 3@ XHIIOTOHHA {BK.
touk# 4.3 n 4.4).

XWIpOXJIOPOTHAIMT
¥ma orpanyyen onMT OTHOCHO YNIOTpedaTa Ha XMAPOXNIOPOTHA3HA N0 BpeMe Ha OPEMEHHOCT, 0CoOEHO
npe3s MepBuA TpuMECTDP. [1poyuBanKATa NPH KMBOTHH €2 HENOCTATHYHY. XUIPOXTIOPOTUABH]
TIPEMUHABA NPe3 MnalenTaTa. B3 ocHOBA Ha PapMaKOIOTHHHIA MEXAHHIBM Ha JeliCTBHE Ha
XMAPOXNOPOTHAZN], YIOTpebaTa My nipe3 BTOPHS ¥ TPETHA TPHMECTED MOXKE J1a Hapy
¢eronnaneHTapHaTa nepdy3ua 1 22 nopese N0 DeTATHNA X HEOHATAHH edeKTH Ka
HapyWeHHs Ha eNeKTponnTHHA Satasc B TpoMOOLHTOMCHHUA.

AMIoIHIHR/Ba/IcApTaH/XHIPOXIOPOTHAIII
Jiuncea ommut ¢ ynorpe6Gara na Bancasun Tpro npu 6pemern, Bp3 ocHOBa Ha

NS AT

AAHHE OT IIPOYYRAHNAS C OTAETHUTE KOMIIOHEHTH, ynorpeGata ua Bancasun Tpuo, He.CET
R

‘\‘\\::F/?} :
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Npe3 MLPBHA TPEMECTBP OT GPEMEHHOCTTA H € MPOTHBONMOKA3aHA MPEe3 BTOPYA i TPETHA TPHMECTED OT
OpemenHocTTa (BK. TOukH 4.3 u 4.4).

Knpmene

Jluncear nanpu oTHOCHO yNoTpefaTa Ha BaicapTal WHIH aMJJOAUITHH [0 BPEME Ha KBPMEHE,
XunpoXIOpOTHA3K] C& EKCKPETHPA B KEPMATa B MAJIKK KOIMYECTBA. BEB BUCOKH N03H THA3MAUTE
NpeJUSBAKBAT HHTCH3HBHA AUYPe3a M MOTaT Aa NOTUCHAT oGpalyraHeTo HA KhpMaTa. Bancasun Tpuo
He ce npenoppyea no Epeme Ha KepMeHe. Ako Bancaeun TpHo ce npuiara no BpeMe Ha KEPMEHE,
nosute TpAGBa aa 6BAT KONKOTO ce MOXKe o-HUCKH. [IpennounTa ce anTepHaTusHa Tepanys ¢
yCTaHOBEH MpodHN Ha 6e30nacHOCT MO BpeMe Ha KbpMeHe, 0cOGeHO NP KBPMeHe Ha HOBOPOAEHH H
MIpeXACBPEMEHHO PONEHH Jeua.

Q@epTHanTeT
Hama xIHHMYHH NPOYYBAHHA OTHOCHO BITHAHHETO Ha Bancapun Tpro BepXy deprunurera,

Bancapran

Bancapran HaMa Hexenanu edexTH BbpXy PENpOIYKTHBHATA CHOCOGHOCT HA MBKKH M KEHCKH
TUTHXOBE TIPH TIPHEM Ha nepopanHy fo3u 10 200 mg/kg/aen. Tasu no3a € 6 MbTH MaKCHMANHATA
ApenopLYMTENHa 1032 NIPU XOpa, onpejenicHa Ha 6aza mg/m 2 (MaducIeHHeTO e 3a epopaina 1034 OT
320 mg/neH H 60- KHIOTPAMOB MALIHEHT).

Amnoaunuy

Tlpy HAKOH NALMEHTH, JEKYRaHH ¢ GIOKepU Ha KANUHEBHTe KaHANM, ¢a ChofLIeHY 00paTHMH
OHOXHMHYHH [IPOMEHH B INMABMHYKATA Ha CIIEPMATO30HAMTE. KIMHMYHMTE aHHH ca HEOCTATHYHH TI0
OTHOIICHHE Ha NOTeHUHANHIA epekT Ha aMnoaunuy BEpXy deprunurera. [Ipu eaHO npoyyBake npH
INTBEXOBE ¢a YCTAHOREHH HeXXeJJaHH e(ekTH BbpXy (epTiarTeTa NpH MEXKKHTE (BXK.Touka 5.3).

4.7 EdekTu BBpXy coocofHOCTTA 38 Wiodupane H pabora ¢ MAMAHRR

INarmenTare, Kouto fpuemar Bancasun Tpro » modupar any paboTaT ¢ MallHEu TpAGBa f1a UMaT
OPEeABHI, Y€ NOHAKOTa € BE3MOXHO 1A C€ NOABAT YMODA M 3aMaliBaHe. AMTOAKIIMH MOXKE 1a MOBITHSE
B cnaba o yMepeHa cTeneH crnoco§HOCTTa 3a modupade H paboTa ¢ MalIMHU. AKO NALMEHTHTE,
npuemaiuy Bancasun Tpyo, nomysar 3amaiiare, rnaBobonue, yMopa Wil rajeHe, CriocoGHOCTTa HM
Ia pearupar Moxe aa Gbjie HapyllleHa.

48 Hexelann IeKAPCTBeHE PEAKTHE

Mpodunet Ha GesonacHocT Ha Bancasmwn Tpuo, npegcraBen no-a0/y ¢ OCHOBARA HA KTHHHYHE
Npoy4saHus, NpoBeaeHH ¢ Bancasun Tpuo i nozHaTHre Npopwin Ha $e301aCHOCT HA OTIEHHTE
KOMOOHEHTH aMJIOIHITHH, BAJICAPTAH U XHIPOXJIOPOTHA3MA.

O6ofmenne na mpoduna Ha GezonacnocT

besonacuocTra Ha Bancarnn Tpuo e ouenena npy Herosara MakcHMansa ao3a 10 mg/320 mg/25 mg B
X0/a Ha €JIHO KOHTPOIIMPaHO KPaTKOCPOUHO (8 ceqMunu) KiuHmMHO npoyusaHe ¢ 2 271 naunerTs,
582 oT KoWTO npHeMAaT BaNCAPTaH B KOMOWHALIHA C AMJIOAMIIMH ¥ XHIPOXIOPOTHAZHA.

Hexenanute peakun kato uano ca SIH eKy v NPEXOJHE 00 XAPAKTEP H CaMO B PeAKH CITyyaH ca
HAJIATaNH [PeYCTAHOBABAaHE Ha JreueHHeTo. [lo BpeMe Ra TOBa aKTHBHO KOHTPOIHPAHO KIMHWYHO
H3MHTBAHE Hall-4eCTHTE NPHYHHH 33 NIPEYCTAHOBIBaKe Ha J¢venneTo ¢ Bancasun Tpuo ca 6unu
3aMagHOCT U xunoTonus (0,7%).

Ilo Bpeme Ha 8-ceaAMHYHOTO KOHTPONMPAHO KIMHHYHO TIpOy4BaHe HaGmoaBaHuTE Np
komOuHalmaTa Bancasun TpHo mpoMenH B naGopatoprure nmokasatenu ca 6umy My
ChOTBETCTBHE ¢ apMaKONOrHYHHA MEXAHH3BM HA ICHCTBHE HA OTACTHHTE KOMIIO
Ha BajcapTaH B TpokinaTa kKoMOHHaLHA OTCNa0Ba XUNMOKANTHEMUYHHA eeKT Ha

ITo Bpeme Ha 8-ceAMUYROTO KOHTPOIHPAHO KIMHHMHO NPOYYBaHe He ca Habmon . / :
HITH HeQ4aKBaHK HEXKEJIaHH NCKAPCTBCHH PEAKITHH B CPABHCHHE ¢ U3BECTHUTE MpH (Suo?rqpaﬂm Hmi e {/f’
KoMOMHMpaHA TEPANKiA ¢ OTAENHATE KOMIIOHEHTH.

f{(}? E
Jﬁf?wm Gt
~ -..._...-—""'"
RNty
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TabnuyeH CHCEK Ha HEKEIAHHTE PEAKLIN
CrepanyTe HeXeNaHH peakiui, n30poeHH criope cicTeMO-opranHH kiacose no MedDRA u
4eCcTOTa, ¢& OTHACAT 3a BancaBun Tpuo {amnonunun/Bancapraw/HCT) n nooraenso 3a aMaoaunuH,
sancaprad M HCT. Muoro yectn: >1/10; gecti: >1/100 ao <1/10; vewectn >1/1000 no <1/100; penxu
>1/10000 mo <1/1000; MHOTO peaxu <1/10 000 v ¢ HelsBecTHA YeCTOTA (OT HANHUHKTE NaHHH! HE
MoxKe jga Ob/jie HarnpaseHa OLIEHKa).

MedDRA Hexenann peakuns | YecToTa
CHCTEMOOPTAHHH Bancasna | aMJIOXHNHE | BANCAPTAR | XHAPOXNOPOTHAIHA
K/12c0Be Tpuo
Hapymienns na ATpadynoUHTo3a, - - - MHoro peaxu
KpBBTa H KOCTHO-MO3BYHA
numdHaTa HEJOCTaTEYHOCT
cHCTeMa Tonmwken xemornobun | - - C -
H XeMaTOKPHT HEeH3BEeCTHA
YyecToTa
XeMOIHTHYHA AHEMHS Mmnoro penxu
JICBKOITEHHA - MsHoro - MHoro peaku
penkH
HEYTpOIIeHUA - - C -
HEW3BECTHA
4eCToTa
Tpombormronens, - Mmnoro C penKu
HOHAKOTA ¢ mMypiypa peaxu HEeW3RecTHa
4ecToTa
AnnacTHyna aHeMus - - - C HeH3BecTHa
4eCcTOTa
Hapymenns na CBPEXYYBCTBUTEIHOCT | - Mmnoro C Mmuoro penxu
HMYHHATa penKu HEH3BECTHA
CHCTEMA 4ecToTa
Hapywenua va AHOpEKCHA HedecTH ~ - -
MeTabommama u XHNEepKaIIHeMMs HeuecTH - - IKH
XpaHeHeTO X¥NepriuKkeMHs - MHoro penxu
COKH
XHRePITHOHAEMHAA HeYecTH - - -
XHTIEpYPUKEeMHA HEJYeCTH - - Yecmn
XumoxaopeMu4Ha - - - Ms#oro peaxu
aNKanola
XHIIOKAIHEMHA Hecetn - - Msoro peaku
XHIIOMArde3HeMus - - - YECTH
XHUNOHATPHEMHA Hewectn | - - Yeeru
Bnomasase ya quabera | - - - PEIKH
Hemxaranu enpecHs - HEUECTH - peaKy
HapYIIeHHA HucomHwa HEYeCTH HEYECTH - peaxu
/HAPYIICHMS HA ChHA
IlpoMenu B - HEUECTH - -
HACTPOEHHETO
obspratocT - PeIKH -
Hapywmenns Ha KoopasHanmousy HEYeCTH - -
HEpPBHATA CHCTEMA | HAPYILEHWA
3aMAasHOCT YECTH YECTH -
IocrypanHa HEYECTH - - = (47
38MaqHOCT, 3aMagHOCT =,
IIPH YCHITHE »
Jucreysus HEYECTH | HEYecTH - N\, A -
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ExcrpamvipaMuga - c - -
CHMITTOMBTHKA HeH3BEeCTHA
| HeCcToTa
ritasoboside YECTH YeCTH - peaxu
XHIEPTOHHMA - | Mroro - .
| penxu
JeTaprus HE4ecTH | - - -
TIAPECTE3MHU HEYeCTH | HeYecTH - Penxu
Tlepudepna HeuecTH | Mnoro - -
HeBpomaThi, peaxH
HEBPOTIATHA |
COMHOJICHTHOCT HeYecTH 4ECTH - -
CHHKOII HEYECTH HEYECTH - -
TpeMop - | HeuecTH - -
XHIOCCTEHUA - | HewecTH - -
Hapymenns na Octpa 3akpMTOLIBIHA | - - - C HeH3BECTHA
oumnTe rJayxoma 4ecToTa
XOPOHAAIECH H3/IHB C HeH3BecTHA
4eCcToTa
3puTenyd HapyMmeHHs | - HEYECTH - -
3pHTesHO YBPEXKNAHE | HEUYECTH HEYeCTH - PEAKH
Hapyuienus va Iym B ymwTe - HEYeCTH - -
YXOTO H CBETOBLPTEK HE4YeCTH - HeuecTy -
nabupuyra
Cepretnu OaTITHTaIMY - YecTH - -
HApYIEHUA TaXUKAP/MsL HEYECTH - - -
ApuTMHH Mgsoro penxu
(BRTIOUHTEHO peaKH
GpagHKapaus, KaMepHa
TaXUKapaud ¥
NPEACEPAHO MBIKICHE)
Muoxapnen undapkr | - Muoro - -
penKH
Coaosn oMepBeHIBaHE - HecTH - -
HapyIIeHUA XHMNOTOHHA YECTH HEYeCTH - -
Oprocratiina HEYeCTH - - YECTH
XHIIOTOHHUS
Dnebur, HEHeCTH - - -
TpoMGodnebut
BACKYJHT - Mmnoro C
peaxu HEM3BECTHA
9eCTOTA
PecnupatopHn KauuiRuia HevectH | Muoro HeYecTH -
TPBIHH H | peaxH
MEIHACTHHATHH | JHCIIHEN HeuecTs | mevectH - -
HapylIeH s Pecniiparopen - - - MHoro penxu
aucTpec, Semoapober
OTOK, MTHEBMOHUT
_PHHWT - HEYECTH
Brananeno rypno HEUECTH -
OcTup pecnmparopes
JHCTPEC CHHAPOM
(ARDS) (Bx. TOuka
4:4) .
Cromamen HEYECTH 4eCcTH
Juckombopt, 601Ka B
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CroMmalgHo-

ropHarta 4acT Ha

HpEBHHU KOpema
HApYIIEeHNs Jlom apx HEUECTH - - -
IIpomMeHH B upeBHaTa | - HEeYecTH - -
HMEPHCTAITTHKA
38NEK - - | = peaxu
TloHmxeH aneTuy - - - YeCTH
Jnapus HEYEeCTH HEYECTH - enKH
_Cyxota B yeTara HEYECTH HeuecTH - -
IHCTIENCHS 4eCTH HeyecTH - -
TacTpHT - MHoro - -
penxu
XurepIuiasus Ha - Muoro - -
BEHLIHTS peakH
rageHe HeHecTH 4ecTH - 4eCTH
MMaHKPeaTHT - Mpuoro - Msoro penku
peaKu
TIOBpBIIaHe HEYecTH HEYCCTH - JecTH
XenatoOnwvapan | OTkncHeHud B - MsHoro C -
HapyLIeHHs YepHOApPoOHUTE penkH** HEU3BECTHA
GyHKUHOHATIHH 4eCTOTa
MOKa3aTeny,
BIJTIOYHTEIIHO
TIOBMIUABAHE Ha
CePYMHKI OHIHPYOHH
Xengrur - Mmnoro - penkH
EIKH
HutpaxenaTtanHa - Msuoro - penxyu
X0NecTasa, KhATeHHLA penxn
HapymeHnnd Ha anonewl - HEYECTH - -
KOXKaTa
NIOAKOKHATA
TBKaH
AHTHOEEM - MHoro C -
peaKH HEH3IBECTHR
4eCcToTA
BynoseH gepMatHt - - C -
HeW3BeCTHa
4ECTOTa
Peaxuun, - - - Muoro penxu
HanopoGsBaly kojkeH
TYIyC epUTEeMAaTO/IES,
peaKTUBHpAHE HA
KOKeH JTyIryc
€pHUTEMATONEC
Epurema myarugopme | - Mmuoro - C Hen3BecTHa
peaxu 4eCTOTa
Exsanrem - HEYECTH - -
XHnepxuaposa HeuecTH HEYECTH - -
Peakunu Ha - Muoro -
CBPBXMYBCTBHTETHOCT PEIKH AfJ’ euiAa 7, Xy
TIpypUTYC HEYECTH | HEUeCTH ";
Uypmypa - HEYyecTH 2 | _NeHKH, =
AN T.f//
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obpus - HeYecTH C YeCTH
HEH3BEeCTHA
4ecToTa
OOGeauBeTasane Ha - HEeYecTH - -
KOXKaTa
Vprakaphs B ApyrH - Muoro - YecTH
BHOOBE 06pHB peaxu
Hexpomiaupam - - - Meuoro peaxu
BACKYJIMT W TOKCHYHA
eMUACPManHa
HEKpOJIH3a
Excdonuarmeen - Mroro - -
AEPMATHT PEeIKn
Cungpom Ha Stevens- | - Mproro - -
Johnson penKv
Eaem na Quincke - Muoro - -
PeaKH
Hapywenvs na Aprpanrus - HEUECTH - -
MYCKYJIHO- Bosxn B repba HEUECTH HEeYeCTH - -
cKeJleTHaTa OTOK Ha CTaBHTE HEeYECTH - - -
CHCTEME H MyckyaHe cnasMu HEYeCTH HeYeCTH - C HeusBecTHa
CESOHHHUTEIHATA JaCTOTA
THKaH MyckynHa craboct HEYECTH - - -
MHA/ITHA HEYeCTH HEUeCTH C -
HEH3BECTHA
HecToTa
Bonxa B kpailinunwre HEeuesTH - - -
O1ok Ha [e3eHHTE - HECTH - -
HapylueHus Ha TopHIDEH KpeaTHHHH B | HEYECTH - C -
HnOpemyire B ypuHaTa HEH3IBECTHA
HMMKOYHHTE 4ecToTa
NETHIGA Muruponau HEYEeCTH - -
HAPYIICHHS
HUKTYpHA - HEYECTH - -
II0IaKHy DS 4eCTH HEYECTH - |-
br6peuna machyHkms | - - - C nenzrecTHA
YECTOTa
Octpa 6B0peuna HEYECTH | - - C HemspecTHa
HEJOCTATHYHOCT 4ecToTa
bu6peuna - - C Peaxu
HEAOCTATRYHOCT HEH3BECTHA
| 4eCTOTA
Hapymienns na HmMoreHTHOCT HEYECTH | HEYeCTH - HECTH
BB3NPOM3BOAMTE | MMHEKOMACTHS | Hevecty
AHATA CHOTEMA H
repAaTa |
OO0y Hapymenns | AGa3us, HApYIIeHHA B | HEYECTH - - -
H etheKTH Ha NOXOIKATA
MACTOTO Ha ACTEHUA He4eCTH HEYECTH
NpUAoKeHUE
Juckomdopr, HEUECTH | HeuecTd
HEPAITIONOKCHHE )
Vmopa YECTU YeCTH HeYe
bBosika B repauTe, HEYECTH | HEYeCTH -
KOATO HE € CBLP32Ha
CBC CHPLETO [
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QOrox YeCTH qecTH - -

bonka - HEYEeCTH - -

Tnpexcus - - - C nenspecTHa
4ecToTa

Wacnensanns Hosuinasase ya - - - MHoro gecTH
JHIBARTE

TlosHImasaHe Ha HeYyecTH
YpEATa B KPBBTA

TopuinaBaHe Ha HEYEeCTH
MHKOYHATA KHCETHHa B
KPBBTA

CIOKO3Ypys PeNKh

ITohwkeH Kanuii B HeuecTH - - -
KPBBTA

Tloemunen xanuii B - - C -
KpPBSTa HEU3BECTHA
YECTOTA

Hannapaue Ha Terno He4yecTH HEYECTH - -

Cnajgane Ha Terno HEYECTH

Heonnasmn — HemenasiomeH pak Ha C HewsBecTHA
AoGpOKaYeCTBEHH, | KOJKATA qeCTOTA
3lOKadecTReHH 1 | (GazanmHoKneTE9eH
HEOTIPEeJIE/ICHH KAPIMHOM H

(BKI. KHCTH B CKBAMO3ZHOKIETHHEH
TIOJIHTIH) KapLMHOM)

*Buxre Touka 4.4 “@orouyecTBHTENHOCT”
** Haij-uecTo CBBP3aHO ¢ X0JNIECTa3a

Onpucapye Ha W30OPaHH HEXEIAHN PeakliHi- HEMENAHOMEH Pak Ha KOXaTa: Bb3 OCHOBa HA HAIHYHHTE
AAHHH OT ENHIEMHOIONHYHH NPOY4BaHMA € HabmonaBaHa 3aBHCHMA OT KYMYJIATHBHATA 1034 BPB3Ka
mexy XXT3 u HMPK (Bx, chimio Touku 4.4 v 5.1),

CrofInapaHe Ha MONOIVPAHN HEMXENAHY PeaKIuk

CrofimasaneTo Ha NOJO3HpatH HeXXEIaHH peakiluy CieN pa3peluaBaHe 3a ynoTpeda Ha IEKapCTBEHIS
TIPOJIYKT € BaykHO. TOBa N03BONARA 1A NPOIBIDKH HAGHIOACHRETO Ha CEOTHOWEHHETO IOM32/PUCK 34
JeKapcTBeHHA NpoRyKT. OT MEIHUMHCKHTE CTICLIHAMHMCTH C¢ M3UCKBA J1a Cho0LNaBaT BeAKa
FIoAO3Mpana HeKeNaHa peakima Ypes:

HampnadTeRA areHIMA TIO IEKAPCTBATA

yn. ,Jamau I'pyes” No 8

1303 Codun

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 IHpenosnpane
CumMnromu

HsamMa onHT cbe ciTysan Ha npegosupane ¢ Bancagun Tpuo. [lIaBHEAT CUMITOM HA TIPENO3HPAHE ¢
BAICAPTAH BEPOATHO € W3pa3eHa XUINOTOHKA U 3amaxnocT. [Ipegoznpanero ¢ aMITonMImMH MOsKe 1a
AOBEAE RO EKCTpeMHa NepHpepha BasolIaTallus K BEPOATHO pednekcua Taxukapaud. Hma
ChOOLIEHNA 3a CITyHMAK HA M3Pa3eHa H NOTCHUHATHO MPOJOHIHPAHA CHCTEMHA XMITIOTOH
BKIOYHTENTHO WOK ¢ $araNes U3XoN NPH MpeJo3HpaHe ¢ aMITOJHUITHH,
Hexapruorenen GenoapobeH 0Tox ce choliiaBa paaKe KATO NOCAEAHLA OT NPENo3
aMIOAMDHH, KOHTO MOXKe 3 ce NPOsSBU Che 3a0aBeHo Hauano Ha edexra (24-48 uac
TIOTTTBIIAHE) ¥ d H3HCKBA M3KYCTBEHA BEHTHIAIHHA. PAHHHTE peaHMMAalHOHHY Mep:
(BKMIOYHTETHO HATOBAPBAHE C TEYHOCTH) 32 NOAABPKAHE Ha rephy3uaATa # ChpPASYH
na 6baar yckopsasaiig GaKTOpH.
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Jleverne

AMIoaMIHH/BancapTas/ XKIPOXIOPOTHA3H

Kinnpuso-3HaquMaTa XMNOTOHKA TIOPaM NMpeAo3upaHe Ha Bancasun TpHO HIHCKBA AKTHBHA
CHPACYHOCHJOBE PeaHnMalMd, BIUTIOYRAITA YECTO MOHMTOPHPAHE Ha ChpASYHATA H AMXATeNHa
GyHKIMS, HOBAKTAHS HA KPAHHHIHTE H BHHMAaHHE [0 OTHOLIEHKE HA LMPKYJIATOPHIS 00eM u
nnypesara. [IpunoxenueTo Ha BA3OKOHCTPHKTOP MOXKE [a © OT 1107134 34 BB3CTAHOBABANE HA CHAOBHA
TOHYC ¥ APTEPHAIHOTO HAJlATAHe, B CIyYall ye HAMA NPOTHROTIOKA3AHYA 33 NPIIIOKEHHETO MY.
HHTpaBeHO3HOTO NPUIoKeHHe Ha KANLMEB NIIOKOHAT MOXE A € OT MOM3a 3a NMPeofONABAHE Ha
edexTa ot GlOKaIATa HA KATUHEBHTE KaHATH.

AMIOANINHH

AKO ApOAYKTHT € NOTIHAT HACKOPO MOTaT Ja ce 0OCHKIAT CTHMY/IHPAHe Ha IOBPBIIAHETO KU
CTOMALIHA POMUBKA. [IPWIOKEHHETO Ha AKTHBER BbIVIEH NPH 3pash A00pOBOILM HENOCPEICTBEHO
WIH [0 IBA Yaca e NONTBINAHETO Ha aMIOARIMH 3HAYMMO HaMansBa abcopbliHaTa Ha IPOAYKTA.
AMIOZHIIMH He MOXe Ja OhIe OTCTpaHeH Spe3 XeMOAHANH3a.

Bancapran
Bancapran He Moxe fa 6be OTCTpaHeH Ype? XeMOARATH3a.

XuapoxinopoTHaszia

IIpenosupanero ¢ XMAPOXIOPOTHAIHI € CBBP3AHO ChC 3ary6a Ha eneKTpoINTH (XHNOKATHEeMHS,
XHITOXJIOPEMUSA) M XUNOBONEMUS B PE3YITAT Ha €KCLECHBHATa Jmypesa. Haif-uecTuTe npusHauy 1
CHMOTOMH Ha TIPEIO3MPAHE Ca TaeHe H CPHIMROCT. XHNOKAIMEMHATA MOYKE 1A TIpeJIH3BHKA
MYCKYNHH Ca3My #/HITH H3paseHa ChpAcHHa apHTMHS, CBHP3aHa ¢ eNHOBpeMeHHaTa ynoTpeGa na
AMTUTATMCORM [TIHKO3MAHN KK ONpPEAENeH AHTHAPHTMHYHH TeKapcTBeHH nipodykTy. He e
YCTaHOBEHA CTETICHTA HA OYHCTBAHE HA XMIPOXJIOPOTHAZU NIPH XeMOAHATH3a.

5. ®APMAKOJOIMYHH CBOMCTBA

5.1 PapmakoaEBEaAMHHM CBOFicTBa

®apmakoTepanesTiusa rpyna: Cpeacrsara, AeHCTBalll BBEPXY PEHHH-AHFHOTEH3HHOBATA CHCTEMA,
aurnorensuH 1l penienmopin 6nokepn, Apyra xombuHauun, ATC kox: CO9DX01,

MexaunsuM Ha AelicTaHE

Bancasun Tpuo e xoMOMHALMA OT TP AHTHXHIEPTSHIHBHH CHCTABKH ¢ HOMLJIBALN CE& MEXAHW3LM Ha
KOHTPOJI Ha apTepHaliHOTO HANAraHe NpH MNauMeHTH C SCCHUHANHA XHOEPTOHHA: aMNOJHRHH
NPHEHAANEKH KM K1aca Ha KANLHERWTe AHTATOHMCTH, BANCapTaH KeM Kiaca Ha anrvoTexzuy Il
perienTopanTe OMOKEPH, 8 XHAPOXIIOPOTHAHA KbM Kiaca Ha THasHIHATE AuypeTHIM. KoMGHHAUmATA
Ha TE34 ChCTARKH MMA aIYTHBEH aHTHXUITEPTCH3UBEH e(eKT.

AMI0aMNHE/BATICAPTaR/ XHIPOXIOPOTHASHA

KaussraHa edukacHOCT H 6e30TacHOCT

Bayicaeun Tpro e H3NHTRaH B JBOHHO-CIAMNO, AKTHBHO KOHTPOJIHPAHC APOYUYBAHE NPH NANMEHTH ¢
xunepronus, OOmo 2 271 NalKeHTH ¢ yMepeha 0 TeXKA XUIEePTOHHS (CPERHOTO H3XOMHO
CHCTOMHO/AHACTONHO apTepHanto Hanarage e Guno 170/107 mmHg) ca nexyBauu ¢
aMIIOIMIUH/BasicapTas/XHapoxnoporuaskn 10 mg/320 mg/25 mg, sancapran/xuapoxnoporyasus 320
mg/25 mg, amnogunun/sancapras 10 mg/320 mg win xvapoxaoporHasHa/amrounus 25 mg/10 mg,

TepaneBTHIHH KOMOWHAIIMH M BIOCNEACTBHE HA 2 ceIMUL@ Ca TUTPHPAHH A0 TIHIHUTE
TepanesTHYHH NO3H.
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aprepuaiao Haisrase ¢ Baacasun Tpuo e ¢ 7,6/5,0 mmHg no-ronsMo, oTkomkoTo ¢
BAICAPTRH/XHAPOXIOPOTHA3HT, ¢ 6,2/3,3 mmHg no-ronsmo, OTKONKOTO ¢ AMITOAHIIHE/BATICAPTAH H C
8,2/5,3 mmHg no-romsimo, OTKOIKOTO ¢ aMAORIKNH/ XHAPOXTOpOTHA3H]. OITHMATHHAT
AHTHXMTIEPTEH3UBEH edekT ce MOCTHra ciie] 2 ceMHYeH NPYEM HA MAaKCUMATTHATA 023 Bascasun
Tpuo. CTETHCTHHECKH 1TO-TOJNIAM NPOLEHT NAlMEHTH MOCTHIaT KOHTPO BBPXY apTepHanHOTO CH
Hansrabe (<140/90 mmHg) ¢ Bancaeun Tpuo (71%) B cpasHeHHE ¢ BCAKA €4HA OT TPHTE JBOHEM
koMOMHauuu (45-54%) (p<0,00001}.

B noarpyna ot 283 nanyenTn, aHanu3 GoKycHpaH BpXy aMGynaTOpHOTO MOHHTOpHpaHe Ha
apTEPHANTHOTO HATATAHE, TOKA3BA KITHHHYHO W CTATHCTHYECKH NO-TOJIAMO TIOHIDKEHYE Ha 24-
YaCOBOTO CHCTONHO W JAHACTONMHO aPTEPHAIHO HANIATaHe, NPH JIeYeHue ¢ TpotiHaTa KOMOMHALKA
CTIPAMO BRJICAPTaH/XMAPOXIOPOTHASH, BAICAPTAR/AMIOJMITHH H XUAPOXIOPOTHATHR/@BMIORHITHH.

AMIOAMIHH

MexaHH3EM Ha AcHCTEHE

AMaoaunuH, koliTo BITH34a B CHCTABA HA AMITOIMIIMH/ BANICAPTAH/ XHAPOXFOPOTHA3MA HEXHOKpa
TPaHCMEMOPAHHOTO HABNH3aHE HA KATLUHEBH HOHH B CHPACHHHTE H CHAOBHTE TIIANKM MYCKYJIH.
AHTHUXHIIEPTEH3RBHOTO AEHCTBHE Ha AMJIOAHIIHH ce AB/DKH Ha JUPeKTHUS penakchpaln eekT BbpXy
CHAOBUTE MVIAIKH MyCKyJIH, KOSTO BOAM JI0 HAMAIARAHE HA ChAOBOTC CHIPOTHBACHHE M OTTAM HA
apTEepHANTHOTO HANATAHe.

DapMakoIHEAMUYHH epeKTH

ExcrnepumenTaiHy JaAHHH NOKA3BAT, e aMJIOAMIIHE C¢ CBHP3BA # ¢ ZHXHAPOIHPHANHOBHTE H ¢
HENUXHIPONUPHANHOBHTE MECTA 3a cBhp3RaHe. [IpollecHTe HA CLKPANIEHNE HA CHPICUHUA MYCKYN H
Ha CBAOBHTE TMIAAKH MYCKYJTH €4 3aBHCHMH OT NPHIBIDKBAHETO HA M3BLHKISTHMHUTE KATTUUEBH HOHH
B KJIETKHTE Ha MYCKYJIMTE NIPe3 crieunuyHH HOHHY KaHaMveTa.

HpHIlO)KGHHETO Ha TCPAnCBTHYHE J03a aMIOTHITHE [IPH NAalHeHTHE C XHUIICPTOHHUA C€ NOCNENBa oT
Ba3zoMnaTaling, KoATC BOAK 10 HAMANIABAHC HA apTcpHaanrro HaJIraHe B JICCHARO H B H3OPpABCHO
TIIONIOXHCHHE.

[Ipn xpouudHa ynoTpeba ToRa NOHIDKABAHE HA APTEPHANTHOTO HANATAHE HE C& CHILTCTRE OT 3HAYHMH
TPOMEHH B ChPAEMHATA YeCTOTA HiM IU1A3MEHUTE HHBA HA KATEXOIAMUHUTE,

TInazMenuTe KOHUEHTPALUH KOpeaHpar ¢ edexTa, KAKTO UPH MK, TaKa ¥ IPK NANUEHTH B
cTaptecka BE3pacT. Ilpn XuneproHmm ¢ HopManda Gb0peyuna QyHKIma, TepaneBTHYHHTE A03H
aMIOJUITHE BOAAT 10 HamanaBake Ha GuOpednoTo CBAOBO CHIIPOTHBICHHUE H YBENHUABAHE HA
raoMepynHaTa Guntpauu, 4 edekTHBHHA GBOpeueH KpBBOTOK, Oe3 a NpoMeHT GunTpaontara
(dpaKilis Wik POTEHHYPHATA.

Kaxro v npu apyrure GnokepH Ha KaIMeBHTe KaHAMH, XeMOGHHAMHYHUTE H3MEPBAHKS HA
ChpAeyHaTa QYHKIMA B NIOKOH M NPK HATORapRaHe (HAH XOACHE) NPH NALMEHTH ¢ HOpMamHa GyHKuMA
Ha KaMepWTe, NEKyRaHH C AMIOIHNHAH, KAT0 L0 TTOKA3BAT IEKO NOKAYBAHE HA CHPACHHMS HHAEKC
6e3 3naunmo nosnuasane Ha dP/dt, wim Ha neBoKaMePHOTO W IMACTOITHOTC HANATAHE KM 0beM.

B npoyusanus 33 XeMOAMHAMHKA, aMIOQHIIAH He CE CBBP3BA C HerarHBeH MHOTPONEH edekr, Koraro
Ce NpHara B TPRHHUNNTE Ha TEPANEBTHHHMTE NO34 NIPH 3APABH MUBOTHH K X0pa, AOpPK KOTATO [PH
XOpa Ce NpUnara SAHOBPEMEHHO ¢ OeTa-6il0KepH.

TIpu 3ppasy xopa H KHBOTHH aMIOAHAHH He NPOMEHA CHHOATPUATHATA HOAANHA cbyHKum{ H
ATPHOBSHTPHKYIAPHOTO NPOBCKIaKE. B KIMHWYHA NPOYYBAHHSA, B KOHTO aMIORHITHH &5
xoMbunanua ¢ Geta-610KepH Ha NAUHEHTH C XHICPTOHUA HIIH CTEHOKApIYA, He Ca 8
HeKENAHH ¢PeKTH CIpAMO [TapaMeTPHTE Ha eJIeKTPOKAPANOTPAMATA. AMITOIII
MAUHEHTH ¢ XPOHHIHA CTabWIHA CTEHOKApAWs, BA30CNAcTHIHA CTEHOKAPANA U HHE
OOKyMEHTUPaHo 3300/1BaHe HA KOPOHAPHUTE CHAOBE.

Koynuana edukacHoCT H 6e30nacHoCT
Ynorpeba npy naupieHTH ¢ XUNEPTOHKS
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PaupoMu3npano AsoHHoCHARO Npoy4BaHe 3a 3abonesaemoct M cMmepTHocT ALLHAT
(AHTHXHTIEPTEH3MBHO H THIHAONIOHMKABANIO NE9EHUE 34 NPOPUNAKTUKE HA CHPACHEH IPHCTDI)
(Antihypertensive and Lipid-Lowering treatment to prevent Heart Attack Trial) ¢ nposeneno ¢ nen
CPaBHABEHES HA HOBUTE TEpanHy: aMiIonvnuH 2,5-10 mg/neH (Kasiies aHTarOHUCT) WIH JTH3BHOIPWI
10-40 mg/nen (ACE nxubutop) ¢ THA3UIHAS NHYPETHK XIOpTATHAOH 12,5-25 mg/aeH kato nedeuue
OT TBPBA THHUA NPH DALHEHTH ¢ JeKa 10 YMepPeHa XHNepTOHUs.

O6mo 33 357 nauMeHTH ¢ XMNEPTOHNs HA BE3PAcT 55 rOAHHH H MoBeye ca OWIY pAHIOMH3MPAHH U
npocieseHy 3a cpeino 4,9 ronuan. TTauueHTHTe ca HMATH HOHE eIMB AOMEIHHTENEH PUCKOB (haKTop
32 kopoHapHa O0MecT Ha CLPIETO, BRIIIOYUTETHO IpealiecTsal MHOKapes Hudapkr WM uucyr (>6
MeceHa Npeiy BKNOYBAHE B MPOYHBAHETO) HITH JOKA3aHO APYTO aTEPOCKIEPOTHHHO CHPAEHHO-CHIOBO
3abongpane (Han 51,5%), 3axaped guaber Tn 2 (36,1%), THNONPOTEHHA ¢ BHCOKA IUTBTHOCT —
xonecrepoda < 35 mg/dl unm < 0,906 mmal/l (11,6%), nepoxamepHa XunepTpodus, AHACHOCTHIFPAHA
ypes3 eleKTPOKapaHorpaMa ui exoxaparorpadexu (20,9%), vacrosmm nywauu (21,9%).

[IBpBuyHAaTa Kpafina TO4Ka € O1i1a ChCTaBeH NOKAIATEN OT (pataieH KOPOHAPEeH HHIMAEHT HIH He-
¢araned muokapeH nrdapkt. He ca Habmonasaky 3HAYMMH PazIHYKA 110 OTHOLUCHHE Ha
ITEPBHYHATA KpaiHa TOYKA MEXXY TEPAaNHATA ¢ AMJIONWITHH M TEPANHUATa ¢ XAOPTaiAHAOH: KoehHIIHEeHT
Ha puck 0,98 95% CI (0,90-1,07) p=0,65. [Ips BTOPHUHUTE KPAHHHE TOYKH, YSCTOTATA HA CHPAEUHA
HEAOCTATHUHOCT (KOMIIOHEHT HA CHCTARHATA KOMOHHMpata ChPAeUHO-ChROBa Kpalina Touxa) e Cuna
CHIrHUGHKAHTHO NO-BHCOKa B IPYNaTa Ha aMIONHIMH, OTKOJIKOTO B TPYNaTa Ha Xinopranunon (10,2%
crpamo 7,7%, RR 1,38, 95% CI {1,25-1,52] P<0,001). Bonpexu toBa, #e ce HabmoaapaT 3HauUMy
PasIHYHA 10 OTHOWEHNE HA 00INaTa CMBPTHOCT MEKAY IPYNaTa Ha TePaliid ¢ aMAOAMIHHE ¥ Ta3H Ha
Teparmd ¢ xaoprannnol RR 0,96 95% CI [0,89-1,02] p=0,20.

Bancapran

Mexapn3sm Ba felicTere

Bancaprau e nepopanso akTuses, MouieH 1 crienuguyen anrnoTensuH {{ penerrropen Gitokep. Toi
BBR3NCHCTRA CRNEKTHBHO BBPXY AT peuenTopHns noxrun, kofiTo € OTrOBOpPeH 3a OHATHTE
BBIACHCTBNS Ha aurnoTeH3nd 1.

Knummna edixacuoct ¥ 6esomacsoct

[IpunoxeHreTo Ha BA/CApTaR NPH HAIMEHTH ¢ XMIIGPTOHWS BOQH A0 NOHIKABAHE HA APTEPHATTHOTO
Hajiarae 0e3 NOBIMABaHE Ha My/CcoBaTa 4ecToTa. [Ipy nopeyeTo nauMenTHd, crea eaHOKpaTeH
HepopasieH MPHEM, HAYATOTO HA AHTEXMIIEPTCH3IUBHOTO JSHCTBHE € B PAMKHTE Ha 2 vaca, a KA B
TOHWKABAHETO Ha @PTEPHATHOTO HANATAHE Ce NOCTHTA B PaMKHTE Ha 4-6 qaca.
AHTHXHIIEPTECHIHBHHAT eeKT NPOLIUKaBa Hall 24 yaca caen npdeMa. Ilpn penopeH npuem
MaKCcHMYMa B peAYKIMATA Ha APTEPHATTHOTO HANATAHE C BCAKA 2034, KATO IAJTO, €& NOCTHTa B PAMKUTE
Ha 2-4 cepMuIm.

XHAPOXTIOPOTHARMI
Mexanuzbm Ha neficTue
OCHOBHOTO MACTO HA )],eﬁCTBHC Ha THa3WIHHTE AHYPETHIN Ca JHCTATHNTE M3BHTH KaHall4yeTa B
610peka. [loxasaHo e, ue B OuOpetnaTa KOpa CHUIECTRBYBA PELIENTOP ¢ BUCOK ahWHHUTET, KOHTO
NPEeACTABNABA OCHOBHOTO MACTO Ha CBLP3BAHE 33 ACHCTBHETO HA THASMAHMTE AUYPETHLH X 32
HHXHOHpaHe Ha TparcnopTa Ha NaCl B aucTanBuTe H3BUTH KaHanueTa. THASHAHHUTE AHYPeTHIH
aekctrar upes nHxubupade Ha Na+ClcuMnoprep, BeposTHO upes KOHKypHpaHe 3a MACTOTO 3a
cnp3sane Ha Cl- , 1 M0 TO3H Ha%HH NOBINABAT MEXaHH3MHTE Ha eNeKTPONHTHA peabeopbis:
JUPEKTHO MOBHIIARAHKH eKCKPELHATa Ha HATPHI U XII0p B NPUONUIMTENHO ¢IHAKER CTeTieH i

YpUHATAE, KakKTO H HAMaNABaHe Ha HHBATA HA CEPYMHUA KaJIHI.

HemenanoMeH paK Ha KOXKATA:
B13 ocHOBa Ha HATMYHUTE JaHHY OT EMMAEMHOMOIHYHY IPOYUBAHHA € HA00AH)
KyMynaT¥BHaTa fo3a ephika Mexay XX T3 g HMPK. Egso npoyusade BRIIIOUBA
cueroswa ce o1 71 333 ciyuan Ha BKK u 8 629 ciy4an na CKK, v nomynaums or
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833 1 172 462 nonxonamu xouTpod. Bucokata ynotpeba na XX T3 (kyMynarusuo >50 000 mg) e
caup3ana ¢ kopurupan OR 1,29 (95% JIH: 1,23-1,35) 3a BKK 1 3,98 (95% OA: 3.68- 4,31} 3a CKK.
Habmopnarana e sicHa BpE3Ka KyMyTaTHBHA 403a-0TroBop kakto 3a BKK, Taka u 3a CKK. Hpyro
fIpoyuBaHe NOKA3BA BE3MOKHA BPB3Ka MexXAy paka Ha yeraute (CKK) v ekcniosmmmnra va XXT3: 3a
633 ciryyay Ha pak Ha YCTHWTE e noabpaHa nonyaauus ot 63 067 noaXoAAL KOHTPOITH, KATO e
H3N0J13Ba CTPATErKY 32 B3EMaHe Ha Npolu, onpeaesena o1 packa. JleMORCTpUpata € Bpb3ka
KyMyJlaTHBHa J03a-0TroBop ¢ kopuripan OR 2,1 (95% JH: 1,7-2,6), vapacteaw no OR 3,9 (3,0-4,9)
3a BHcoka ynotpeba (~ 25 000 mg) u OR 7,7 (5,7-10,5) 3a nali-sucokata kyMysatieHa foza {~ 100
000 mg) (Bk. cpmo TOUKA 4.4).

IexnaTpuysa nomynais

Esponeiickara arenums no JiekapcTpara 0cB000KAaBa OT 3aAB/HKEHHETO 32 NPENOCTABIHE Ha
pe3ynTaTHTe OT NPOYYRAHMATA ¢ AMIOTUITHE/BAICAPTAR/XHIPOXIOPOTHAZHL BB BCHUKH MOAIPYIH
Ha MeAHATPHYHATA NOMYSAUMS NPH eCCHIHATHA XUTIEPTOHKA {BK. Touxa 4.2 3a uHdopMaLHs OTHOCHO
yHoTpeba B NeAHATPUATA).

Jpyra

JBO¥iHO GNOKHpAHE HA PEHWH aHTHOTEH3HH -anfocTepodosara cucrema (PAAC)

JlBe ronems paHNOMUIMPAaHH KOHTpotupany npoyusaiia — ONTARGET {ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Tekyuio rnofansio WanureaHe 3a
KpaiHH TOUKH Ha TeIMHCApTaH, CAMOCTOATENHO H B KoMOHHanma ¢ pamunpun) 1 VA NEPHRON-D
(KauumuHo npoyuBaHe CRLP3aHO © Pa3BUTHE Ha HedporaTia npH Jmaber, NpoBeseHo o1
MHHHCTEPCTBO MO BRIPOCHTE HA BeTepaHKTe) — npoyysat ynorpebara Ha komGunanparTa ot ACE
HuxubuTop 1 APB. ONTARGET e npoyusaHe, mpoBegeHO Hpy NALMEHTH ¢ aHAMHE3A 38 CBPACTHO-
CHAOBA WIH MO3BUHOCHAOBA Gonect, Wiy 2axaper Auaber THI 2, NpHIpYKEBy ¢ IAHHK 33 YBpeKIaHe
Ha edextopay oprand. VA NEPHRON-D e npoyusase npn naipesTti che 3axapen auaber tvn 2 4
anaberna HedponaTHa. Tesn npoyyYRaHUS He OKA3BAT 3HAYMM GaronpusTeH edexkr Bupxy
650peynyTe BHUNY CHPICUHO-CHAOBUTE MOCIERHIH H CMBPTHOCT, K4TO CHUIEBPEMEHHO Ca
Ha0I0AaBAHN NOBUINEH PUCK OT XHITEPKATTHEMHS, OCTPO YBpexKIaue Ha GpOpetinTe WM XHNOTOHHS
B CpaBHeHHMe ¢ MOHoTepanuaTa. Karo ce umar npeagua cxoasure MM HapMakoAUHAMMMHY CBOHCTRA,
TE3H PEIYTITATH ca NpuiokuMH ¥ 3a Apyru ACE unxuburtopu u APB. ACE utixuSuropu u APE
cllejoBaTento He TpAGRA Ja ¢e M3NON3BAT CAHOBPEMEHHO NPH NanuyseHTy ¢ MuabeTHa HepponaTus
(max. TOUKa 4.4).

ALTITUDE (KnnnuvHo npoyusane MPOBEACHO ¢ AMHCKHPEH 1Ipy NailMenTH ChC 3axapen aualer Ty
2 ¢ H3nON3BAHe Ha CHPACUHO-CHA0BH H ObOpednu 3abonsBatng kaTo Kpalisu TOUKH) € IPOyIBaHe,
OpeHa3HAYEHO 1a H3CHeRA NION3aTa oT nofaBaHeTo Ha AMHCKMPEH KBM CTasAapTHa Tepanua ¢ ACE
HHEXMOHTOP HNH APD npy nauvent cxe 3axapen auabeT Tn 2 M Xporuuno Ge6peyno sabonasaue,
¢BpAcHHO-chI0BO 3afonasane unu u Asere. IlpoyuBaHeTo e NpeKpaTeHo NPEXICBPEMEHHO OPalH
nosuNleH PHCK OT HeONATONpPUATHH TocTeAHIH. KakTo ChpAeYHO-CHA0BATA CMBPT, TAKA ¥ MHCYITHT
€a RO-4ECTH B rPyNata Ha ATACKUPEH, OTKOJIKOTO B FpynaTa Ha mane(o, a NpeACTaBisBaliHTe
HHTEpEC HeXenaHu ChOMTHA ¥ CepPHO3HH HEXEIAHH CHOUTHA (XHNepKaNHEMUS, XWIIOTOHMA |
656peyna quedynknng) ce chOOIIABAT T0~-4ECTO B IPYIIATa HA ATHCKHMPEH, OTKONKOTO B IPYNATa Ha
nnanebo.

5.2 @dapMakOKAHETHYHRE CBoficTBa
Jlunefinocr
AMJIONUITHH, BANCAPTAH ¥ XHIPOXIOPOTHAZHA HMAT /HEHHa (apMaKOKHHETHKA,

AMIOAHIHH/BANCAPTAR/ XWIPOXIIOPOTHAIH
Crien nepopanso npunoseHne Ha Bancasin Tpuo npe 3ApaBR BL2PACcTHH NUKOBH T
KOHIEHTPalHH Ha aMJIOMIHTIHH, BAJICAPTaH H XHAPOXNOPOTHASHA C¢ JOCTHTAT CHOTR
3 yaca u 2 yaca. CkopocTTa 1 cTeneHTa Ha afcopOuuATa HA aMJIOMITME, BaJICap

XHApOXNopoTHa3KHA nph Bancasin Tpro ca chinure, KAaKTO NPH NPMIATAHETO HM

AMIOAHNHHE
Abcopbuys
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Cnen nepopaiHO NPHIOKEHHE HA TEPATIEBTHHHEE 033 aMJIOAMINH, NHKOBA [UTa3MeHa KOHUEHTpatHs
ce pocTura 3a 6-12 vaca. AGconoTHaTa GHOHAMMIHOCT € MexKTy 64% u 80%. BuonanuyHoCTTa HA
aMJIOZIATIMH He Ce NOBJIMARA OT NpHeMa Ha XpaHa.

Pasnpenenenue
ObemsT Ha pasnpenencHue e apubnasurento 21 Vkg. In vitro npoyusanus ¢ aMIOAMNMH NOKA3BAaT,
ue nprGamIuTenHo 97,5% or UMPKYIUPALIOTO JEKAPCTBO C& CREP3BA ¢ IDIa3MEHHTe IPOTEHHH.

buorpaschopmanms
Amioavnin ce metabonusnpa ocHoBRO (npubmurento 90%) B uepuns Apo6 [0 HEAKTHEHH
MeTabonuTH.

EsvMunupane

EfRMHHMpaHeTo Ha aMIOSKNHH OT I1a3MaTa € Ou(hasno ¢ TepMUHATIEH NOMYKHBOT Ha ENMMHHHpaHe
npuSnminaTenno 30 go 50 yaca, CraupoHapHU TUIA3MERY HUBA Ce SOCTHIAT ClIeH HPORBLIDKHUTENEH
npueM 3a 7-8 auu. 10% ot opuraHanima amnonumaH 1 60% ot Heropure MeTaboNHTH ce
EKCKPETHPAT ¢ ypUHAaTa.

Bancapran

AGcopbuma

Cnep nepopajio NprIOKEHHS Ha BAICAPTAH MKORKTE MAA3MEHH KOHLESTPAMH c¢ NOCTHIAT 3a 2-4
yaca. Cpeanata abcomoTra SuosanyrocT € 23%. Xpasara HaMaisaBa eKcosHUHATa (OnpeaeneHa
ypes AUC) na sancaprad ¢ oxono 40% # nukoeata miasMeHa kouuexTpains (Cmax) ¢ okono 50%,
BRIPEKH TOB& OKONO 8 yaca ciel npHeMa IU1a3MEHHTE KOHLIEHTPaIMH Ha BJICAPTAH ¢a NoAo0HY B
IPYIHTE NPHEMAIH IEKapCTBOTO el HaXpaHRaHe ¥ Ka riaaHo. Tasu pexyxims na AUC, oGade ne ce
CRITRTCTBA OT KWIHHHYHO 3HAYHMA PENyKIHA Ha TePANCBTHYHUMA eEeKT K 10 TasH JIPHYMHA BAACApTaH
MOIKe Ja e TIPHEMa Ha IIANHO WIH Clie/l HaXpaHBaue.

PaznpenesncHpe

CrauponapanaT ofeM Ha pasnpefiefieHye Ha BAICAPTAH CJle] HHTPABEHOZHO NPWIOKEHHE € OKoNo 17
JMTPa, KOETO NIOKA3Ra, Ye BAlICAPTAH He C& pasiipelea HLIMPoKo B ThKaHuTe. Bancapras ce cBnp3sa
BBB BHCOKA CTENEH ChC CEpYMHUTE fipotertu (94-97%), OCHOBHO ChC cepyMENA anGyMuH,

BroTtpanchopmaums

Bancapran ne ce meTalonm3upa BEE BHCOKA CTETEH, Thii KaTo camo okono 20% or nosara ce
ycranoBasa noy dopMara Ha MeTaboHTH. B nnasMara e yCTaHOREH XHIAPOKCH MeTaloIHT B HUCKH
KonLenTpaun (nomanko or 10% or AUC xa pancapran). To3u MeTaGoNuT e hapMaKkoIorudHo
HEAKTUBEH.

EnsMunupane

Basncapran nokassa MyJITHEKCIIOHEHIMATHA KHHETHKA Ha pasnaj (2 a<l dac ¥ § okomo 9 "aca).
BancapraH ce¢ enuMIHEpPa 0CHORHO ¢ drerzeca (okono 83% or nosara) u ypusara (okoito 13% or
N03aTa) OCHOBHO KaTO HEMPOMEHEHO ¢he/IHHEHNe. Crel] HHTPABEHO3HO NMPHTOKEHHE IUTa3MeHNA
KIMPHHC HA BancapraH e npubnusurento 2 Vh, a 6u6peunns knupric e 0,62 I/h (oxono 30% or
o6mua KuphHe). TTomyKHROTHT Ha BajicapTaH e 6 Jaca.

XHAPOXNOROTHAIKA
Abcopbums

AGcopbumaTa Ha XHAPOXTOPOTHA3KJ CllE]] NEPOPAIICH NpHeM € (bpaa (tmax okono 2
Yaenuuaranero Ha cpensara AUC e miHeiiHO H € NpONOPUMOHANHO Ha NO38TA B
Ananasod. EdexTsT Ha xpadaTa BEpXy abcopOumaTa Ha XHAPOXIOPOTHAIHA, 8K
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MaJIKa KITHHHYHA 3Ha4¥HMOCT. AGcomoTHaTa GHOHAIMYHOCT Ba XHMAPOXAOPOTHASHI Clleli NEPOPAIHO
npHiackenue e 70%.

Pasnipenenexne

Ipusuaruar obem Ha paznpeneneuue ¢ 4-8 Ikg. HHpKyrApamaT XunpoxXiopoOTHA3NA € CBBP3aH ChC
cepymuaure npotenns (40-70%), npeAuMHO CbC CepyMHHA anbymun. XHIPOXIOPOTHAIUA CHIIO Taka
KYMYJNHpa B EpHTPOLIMTHTE NPUOIUIHTENHO 3 MHTH NOBEYe, OTKONKOTO B IUIA3MaTa.

buoTpancgopmanys
XUIpOXNOPOTHASHL C¢ EHMHHHPR IPEIHMHO KaTO HENPOMEHEHO BElecTRO,

EnvmMuHUpade

XuApoXIOpOTHAZHA CE eTHMHHNPA OT 11a3MaTa ¢ BPEME Ha MOYKHBOT ¢pefHo 6 a0 15 yaca B
KpaiiHata daza Ha eruMuEEpane, Hama npoMsHa B KHHETHKATa Ha XHAPOXTOPOTHAZH] NIPH
MHOTOKPATHO NpWIaraHe, a KyMyJHPaHeTo € MHUHIMMANTHO [P NPHIOKEHHE BEIHDX AHeeHo. Han
95% ot abcopOupanara noza ce eKCKpeTHpPa KaTO HENPOMEHSHO REIECTBO B YpHHATA. BuOpedHusT
KAHPBHC C& CHCTOH OT NAcHBHA MILITPaLs M AKTHBHA cexpeua B Gp0peunuTe TyOynu.

Crienpaniim noyIanys
NennaTpuunn nanvesTy (Ha Bb3pacT noa 18 roqnam)
Hswma papMakoXWHETHUHH JaKHH HPpH NIEAHATPHYHATA MOy ALK,

[TammenTy B cTapuecka BB3pacT (Ha BBIPACT 65 rofuHy ¥ noseve)

Bpemeto 3a gocTHrane Ha IHKOBa TWIA3MEHA KOHNEHTPAIHA HA aMAONHNHH € CXORHOC IPH MIIaAN
NAUHCHTH ¥ [IPH NALMEHTH B CTapyecka Bh3pacT. iMa TenaeHiig pH nauHeHTHTE B CTapyecKa
BB3pacT KIHPHHCA HAa aMIOIANTNY 1 HaMangBa, KOeTO BOSH A0 [IOKa4YBaHe HA IUTOLITA II0J) KpUBaTa
(AUC) u nomyxuBoTa Ha enuMunupade. Cpensara cucremMia AUC 22 pancapras € 1o BHCOKA Che
70% ripn DAIKEHTY B CTApUECKa BB3IPACT B CPABHEHHE ¢ HO-MJIaIH NALMEHTH, TIOPAAH Ta3y NPHYHHA €
HEoOX0MMO BHUMAHHE NPH NOBULIABAHE Ha R03aTa, CHCTEMHATA EKCTIOZMLVS Ha BANICAPTAH € NIeKO
TOBHIIICHA IIPH NALMEHTHTE B CTAPUECKA BB3PACT B CPaBHEHMe ¢ MNANWTe NAIMEHTH, HO TOBA HAMA
HAKAKBO KIMHKYHO 3HaqeHre, OrpanHuen# JaHHHN NPeANoNarar, de CHCTEMHMAT KITHPRHC Ha
XUIPOXAOPOTHA3H/ € HAMANIEH TIPH NaUMEHTH B CTAPYECKa BL3PAcT, 3APaBH WM ¢ XHTIEPTOHMS, B
cpasHeHMe ¢ MIAIH 34pasy AoGposonun. Toi kaTo TpHTE BelleCTBa C¢ MOHACAT €QHAKBO JOOpe KaKTO
OT NO-MIAAKTE NALHAEHTH, Taka ¥ OT NAIHEHTUTE B CTAPYECKA Bb3PacT ¢E NperophuBa HOPMATHA
CXeMa Ha fpuraraHe (Bx. Touxa 4.2).

bu6peuiio yspexnane

(PapMaKOKHHETHKATA Ha AMJIOJTHIVH He Ce NOBIMABA 3HAUHMO NIPH HapywienMe Ha 6uOpeunara
¢ynknna. Kakto ce ouakna 3a BeluecTBo, YHiTo Op0pesied wmphie € caMo okono 30% ot ofums
na3sMeH KIHPBHC, He ¢ce Ha0mogaBsa Kopenanus Moy Oubpeusara $yHkilg U CHCTEMHATE
eKCTIo3NIMa KbM easncapTaH. [lopaay Tasu npasusa DalMesTHTE ¢ J1EK0 10 yMepero GE6peuno
yBpexzane MOrar Ja npuemat obudaitnata HauaiHa go3a (Bx. Touxa 4.2 u 4.4).

[Tpu nanuune Ha 6B6peuHo yRpexIane cpeHUTe MRKOBH wiasMenu HuBa ¥ AUC Ha
XWIPOXIOPOTHASH €4 NOBHILICHH, 4 CKOPOCTTa HA eKCKpelMa B YPHHATA € HaManeHa. JIpH nanyeHTn
C JIeKo J0 yMepeRro GB0petHO yBpexaaHe ce HalNIonaBa TpUKPATHO ioBHuIeHHe Ha AUC Ha
XHAPOXJAOpOTHA3HA. 11pH nandenTuTe ¢ Texxo 6n0pesHo yRpekaane ce Habmonasa 8-kpaTHO
tosHinenue Ha AUC. Bancasun Tpro e npoTUBONOKasaH Mpy nauneHTH ¢ Teoxko Op6peuno
YBDE#aaHe, aHypUa WIH Ha Iuanu3a (Bx. Touka 4.3).

YepnoapobHO yBpexkIaHe
HamuHn ca MHOTO OrpaHiMesH JAHHH 32 NPHIOXEHHETO HA aMAOIVMITUH NPH T

aMIIOUITHA ¢ NocieaBao nokadsane Ha AUC ¢ npubmusurenno 40-60%. [pu
YMEPEHO XPOHHYHO YepHOAPOOHO 3260nABaHe CKCTIO3HLMATA KbM BaicapTaH (o1
croiiHocTuTe Ha AUC) € RBa NETH AO-BHCOKA OT YCTAHOBEHATA NPU 31pasi Zo6po!

IPYTIHPAHYE

A
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110 BB3PacT, non % Terno). [lopanu pancapranosara xoMnoneHTa Bancasun Tpyo e NpOTHEOTIOKAZAH
npH rfalHeHTHTe ¢ YepHOoApoBHO yRpexkaane (Ri. Touki 4.2 H 4.3).

53 IlpeaxsvHBYHH JaHBY 3a Ge3omacHoCcT

AMIONMNHMI/BanCAPTAH/ XHAPOXIOPOTHAIHA

B peayia npeAxNMHHYHH GPOYUBAHHA 38 6€30aCHOCT ¢ aMJIOANNINE, BANCApTaH, XHAPOXIOPOTHA3ZH,
BAJICAPTAH/XHAPOXIOPOTHAZH, aMITOAHIHH/RAIICAPTAH H AMITOTUNHHE/ BANCAPTAH/ XUAPOXIOPOTHE3HE,
APOBENCHH IIPH Pa3IMUHHA KHBOTHHCKH BHIOBE, THIICBAT NOKA3ATENCTRA 38 CHCTEMHA KK OpPraHHa
TOKCHYHOCT, KOMTO Ha OKAXKAT HETaTHBHO BIHAHEE PEPXY KIHHHYHATA ynoTpeSa Ha KOMOHHAIIMATA
AMJIOIATIMH/ BANCAPTaH/XMAPOXTOPOTHA3H NPH XOpa.

TpeaknMBHUEH MPOyUBaHEA 38 6e30NaCHOCT ¢ NPOIKIKBTENHOCT 20 13 ceMHIg ¢a npoBeneHu ¢
AMIIOUTIMH/ BANCAPTAH/ XBAPOXIIOPOTHAIMA NPH fUTLX0Be. KoMOuHaimaTa BOIH KO OHaKBRHO
NOHWKEHHE Ha MOKA3ATENHTE Ha YepReHaTa KPHBHA pelMIta (EpUTPOLINTH, XEMOTTIOOHH, XeMATOKPUT
Y PeTHKY.JIOLHTH), MOBHLIABAHE Ha CEPyMHaTa yped, NOBHILABAHES HA CEPYMHUA KPeATHHHH,
NOBMINABAHE HA CEPYMHMA KM, IOKCTAFIOMEpYnapHa Xuuepiiains B On0pexa i GoKanHy eposuy B
HUIEIMCTHA CTOMAX ITPH IUTEXOBE. BCHUKA Te31 NPOMEHH ca opaTuMu cliex 4-CeIMHYEH
BH3CTAHOBHTENCH NIEPHOA H Ce CMITa, Y€ CA BCNENCTBUE arpaBMpatie Ha GapMakonoryHHTe eeKTH.

Kombunauusta aM/IoMNKE/BaNCapTal/XMIPOXIOPOTHASHA HE € H3CNEBAHE 32 TEHOTOKCHYHOCT B
KApLWHOTEHHOCT, THi KATO JTHIICBAT NOKAZATENCTRA 34 HAKAKBO B3aHMOACHCTEHE MeX(IY OTHAENHNTE
BEI{ECTBA, KOMTO Ca OTHABHA Ha nazapa. AMIOIMITHME, BaICapTaH H XHAPOXIOPOTHABHA Ca HICIIeARAHU
IOOTRSAHO 38 TEHOTOKCHYHOCT H KapPUMHOTEHHOCT ¢ HEMGTHBHH PE3YNTATH.,

AmaozunuH

PenpoXyKTHBHA TOKCHHHOCT

PenponyxTMBHH IpoyYBaHHs NPH IUTHXOBE M MHIIKH IIOKA3BAT 3aKECHABAHE HA JATATA HA paxnane,
YABIDKEHA NPOABIDKUTEIHOCT Ha PAKAAHETO B HAMAIEHA JKM3HECnOco0HOCT HA MANKKTE MPH A03H
npubimsATento S0 MbTH NO-BUCOKH 0T MAKCHMAIHHTE MPETIOPBUNTEIHY N03H IPY XOpa, USHHCACHH
Ha Gaza mg/kg.

Hapymienys 858 GeprunuTeTa

Hawma edexr Bppxy depruinrera Ha ILIBXOBE, TPETAPAHY C AMIIOAVINIUH (MBIKKH ~ 64 THH H SKEHCKY —
14 nuv npea undirocsane) 8 203H 2o 10 mg/kg/nen (8 muTH* MaKcUManHaTa NPENOPLUYMTENHR 1032
3a Xopa oT 10 mg, n3uucnena Ra Gasza mg/m 2 ). B apyro npoy4Baxe OpH ILTEXO0BE, IPH KOETO MEKKH
MILXOBE CA TPETHPAHK ¢ amIoaMNAHOB Oe3nunar 30 IRy, ¢ 1032 CpaBRUMA C J03aTa IPH XOpa,
usuKcneHa Ha 6asa mg/kg, ca ycTaHOBEHM NTOHIDKEHH NNa3MEeHH HUBA Ha QOTHKYIOCTHMYIHPAL]
XOPMOH H TECTOCTEPOH, KAKTO H NOHHXKARAHE Ha IUIHTHOCTTA Ha ciiepMara H Gpog Ha 3pen
CHEPMATULH B CEPTOTHERH KIECTKM.

KapuuHoTreHesa, MyTareHesa

Hama nanu# 33 KapUHHOTERAOCT TP NNIBXOBE U MUILKY, TPETHPAHH ABE FOAWHM ¢ aMIIOIAITEH B
XpaHaTa B KOHLIEHTPaLMH, B3YWCIEHH 12 OCHIYPAT JHEBHH J030BH HuBa ot 0,5, 1,25 1 2,5 mg/kg/nen.
Haii-srcoxkara nosa (MpU MUIIKY - GIM3KA 110, a NPH MTBXOBE — ABa HETH* NO-BHCOKA OT
MaKCHMATHATa NPeNnopbUNTENHA KIMHNYHA 1033 ot 10 mg, u3uncnena 3a mg/m 2 ) e Guna Gnuska no
MAKCHMATHO JONyCTHMATA J103a 33 MHIIKH, HO HE H 3& LThXO0BE.

Hpoy4paHng 32 MyTAr€HHOCT HE NOKA3BAT JIEKAPCTBEHO-00YCIOBEHHM e(DEXTH HHUTO Ha TEHHO, HATO HA
XPOMO3OMHO HHEBO,

* MuMcnena 3a nauneHTH ¢ tTerno 50 kg,

Bancapran
TIpeAKIHHUYHATE JaHHW HE [I0Ka3BaT 0cOoOeH PHCK 32 XopaTta Ha 6a3a Ha KOHBEHUHMOHAITH
bapmakonoruuny npoyuBaHya 3a HE30MACHOCT, TOKCHYHOCT N1PY MHOPOKPATHO MPUIIO
TEHOTOKCHYHOCT, KAPLUHHONCHEH [TOTCHLMAN, PeNPOJYKTHBHA TOKCHUHOCT ¥ TOKCHYH
Pa3BHTHETO.

[Ipu nexoBe TOKCHYRY A03H 32 Malikata (600 mg/kg/nex) no epeme Ha tioces
fpeMeHHOCTTa 1 NEPHOAa Ha JIaKTAalHA ca JOBEH A0 NO-HUCKA CTENCH HA MPEKHBAS
HaJI/IaBAHE Ha TEN10 # 3a0aBeHO pasBRTHE (OT/ENMHE HA YIHATA MHA i OTBAPAHE HA
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KaHAN) Ha TIOKONCHHUETO (BX. Touka 4.6). Tesn go3n npu masxose (600 mg/kg/nen) npenacrasnssar
npabinsATeNHO 18 MHTH MAKCHMANHATA NPENOPBYMTENHS J03a NIPH X0pa Ha Gasara Ha mg/m?2
(M3URCIIEHUATA CE OTHACAT 3a itepopasina no3a 320 mg/nen 1 naxpenr c Terno 60 kg).

[Tpn npeRxIMHMYHY MpoyHBakHA 3a He30MacHOCT BHCOKH 1034 Bancaptak (200 g0 600 mg/kg
TENECHO TETVIO) MPEAH3BHKBAT NPH ITEX0BE HAMANABAHE HA NIAPAMETPHUTE Ha YCPBEHHTE KPHBHH
KNETKH (EPHTPOLIHTH, XeMOII00HH, XeMATOKDHT) ¥ TPHYKBHABAT MpoMeHH B Op0peunata
XeMOHHaMHKA (1eK0o NOBKINaBaHe Ha YPEeATa B XpbBTa, OhOpeuta Ty6ymHa xunepriaing u
6a30HIHA IPH MBKKHUTE).

Tean no3u npu nnexose (200 no 600 mg/kg/nen) npeacrasnagar npHGAH3HTeHO 6 B 18 NETH
MaKCHMATHATA NPENOPLYMTEIHA 1034 PH Xopa Ha §a3ara Ha mg/m2 (M3YHCIeBHATA Ce OTHACAT 33
nepopansa xo3a 320 mg/nen M nauueHT ¢ rerno 60 kg).

[Tpu MapMo3€TKH B CPABHHMH 1034 NPOMEHHTE ¢a NoAoGHH, HO No-TexKH, 0co0eHo B OpOpeTe,
KBJETO NPOMEHHTE Ce Pa3BHUBAT /0 HedponaTHA, BKTOUBAA NORALICHNE HA YPEATa K KPeaTHHHHA B
xpeeTa. Habmonasa ce culio xunepTpodua Ha 60peynuTe I0KCTArIOMEPYTHE KIETKY K IIPH ABATA
euaa. Cuuta ce, ve BCHMKH MPOMEHH €& AB/DKAT H2 (DapMaKoNIOrHIHOTO AeHcTBHE HA BAJICapTaH,
KOeTO BOJH A0 NPOABIDKHTEHA XHITOTOHHA ocobeHo nipu mapMmozerure. Harnexna, ue
TEPATIEBTHYHATA 034 HA BAICAPTAH HPH XOPa HE & CBEP3ana ¢ Xuleprpodus Ha Gubpednurte
IOKCTarJIOMepYNHA KNeTKH,

6. PAPMALEBTHYHM JAHHH

6.1 Cponacbk B ROMODIRKTE BelleCTRA

Baacasna Tpuo 5 mg/160 mg/12,5 mg danmupans Tabaerkn
TabreTHo sapo

Henynoza, Maxpoxpucranna

Tlopuaon K30

Crasvmpes NMOKCHI, KONoWAeH Oe3poicH

Harpuep AmecTeH rAIUKONAT (T A)

Marnezues creapat

Kpocnosunon

[Ipexenatynusupano HAulecTe

Ounmoso tokputre {Opadry White 03F28477)
Xunpomenosa 2910 (E464)

Makporon 6000 (E1521)
Twranor muoxeuz (E171)

Baacasna Tpao 10 mg/160 mg/12,5 mg panmupaun TabreTkn
Tabaerno anpo

1lenynosa, MEXpOKpHCTATIHA

Tlosnnon K30

CHLMEB NHOKCH, KONOWIEH Oe3BogeH

Harpyes HUECTEH MTHKONAT (THIT A)

Maruesnep creapar

Kpocnosunon

[IpexenaruHM3MpaHO HuecTe

Gunmopo moxpurie {Opadry yellow 03F82964)
Xumpomeniosa 2910 (E464)

Makporon 8000 (E1521)

Tank (E553b)

Turatnor pokcun (E171)

XKearr xenezen oxeun (E172)
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6.2 HecnemecTHMOCTR
Henpunokumo.

6.3 Cpok ma roasocr
3 roapmm.

6.4 Cpeunanun YCIOBHS HA ChbXpaHeHue
Ja ce caxpanasa noa 30°C.
Ja ce ChXpaHasa B OpPHIHEATHATA ONAKOBKA, 32 1A ce NpeAnasy OT Biara.

6.5 Bun H chbIbpKAHAE HA ONAKOBKATA

Bancasun Tpro e wanuven 8 6mactepan PVC/TE/PVAC/AI onakosku, comspxauiu 28, 30, 60, 90, 98,
100, 105, 120 punMupany Tabnerka.

He BcHuKH BHAOBE OTIAKOBKH MOTaT Oa 0bAat ycHaTd B npoaaxkda.

6.6 Cpennajian OpeARA3INM MEPKH APH WIXBLPINHE
HeM3non3paHuAT NEKAPCTBEH MPOXYKT HITH OTDANBYHHTE MATEPHAIN 0T Hero TpsibBa Aa ce H3XBBPNAT
B CHOTBETCTBHE ¢ MECTHUTE HIHCKBABUA.

7. TIPATEXATEJ HA PAJPEINEHHETO 3A YIIOTPEBA
STADA Arzneimitte]l AG

Stadastrasse 2-18

61118 Bad Vilbel

T'epManns

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Bancarnn Tpuo 5 mg/160 mg/12,5 mg - Per.Ne: 202106011
Bancagun Tpuo 10 mg/160 mg/12,5 mg - Per.Ne: 20210012

9, AATA HA TBPBO PASPEINABAHE/TIOTHOBSABAHE HA PASPEIHERHMETO 3A
YOOTPEBA
Jlata Ha wbpeo paspelasane: 19.01.2021

10. JATA HA AKTYANMHU3IHAPAHE HA TEKCTA
Oun 2022
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