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1.  HAME HA JJEKAPCTBEHMSI IPOAYKT KomPoz Mo o2 D € O I3
Jlopucta HD 100 mg/25 mg ¢uamupanu tabaerku | | 6 S ‘75‘),7 17 -07- 2025
Lorista HD 100 mg/25 mg film-coated tablets

.4 KAYECTBEH H KOJIHHECTBEH CbCTAB

Besaka Jlopucra HD 100 mg/25 mg duamupana tadsaerka cbabvpka 100 mg nocapran kanui (losartan
potassium) v 25 mg xuapoxaopotuasua (hydrochlorothiazide).

| loMOLIIHK BeLeCTBaA C U3BECTHO JIEMCTBHE:
- NaKTo3a MOHoXMapat: 126, 26 mg/Tabnerka.

3a MbJIHKA CITUCBK HA MOMOILLHUTE BeELLECTBA BUKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
¢uamupana tadnerka

Jlopucta HD 100 mg/25 mg ¢punmupanu TabaeTKu: ) bJATH, OBAJIHH, JIEKO JBOHHOM3ITbKHAJIH
(buaMUpaHHu TabJIETKH.

4. KIUWHHUYHHU JAHHH

4.1 TepaneBTHYHH HHAHKANHH

Jlopucra HD e nokasaH 3a jieueHHe HA eCEeHIMaIHA XUITEPTOHHUS MPH MALUMEHTH, YHETO KPbBHO
Ha/iiraHe He € 3a/10BOJIMTE/IHO KOHTPOJIMPAHO C JIOCApTaH HJIKM XHAPOXJIOPOTHA3HK CAMOCTOATE/THO.

4.2 J{03HpOBKA H HAYHH HA NPHJIOKEHHE
XHUIMEPTOHHUA

Jlopucta HD He e npeaHa3HayeH 3a HayanHa Tepanus, a caMO NpH MNaUKMEeHTH, YHETO KPbBHO Ha/lsiraHe
HE € 10CTaTb4YHO KOHTPOJIMPAHO Ype3 JIOCAPTaH U XH/IPOXJIOPOTHA3H/l CAMOCTOATE/THO.

[IpenopbuBa ce THTpUpaHe HA A03aTa HA OTAECITHHUTE KOMITIOHEHTH (J10CApTaH U XUAPOXJI0pPOTHA3UA).

Koraro e KJIMHHYHO MOAXO0AAL10, MOXeE [a C€ OOMMUCIIM IUPEKTHA MPOMSAHA OT MOHOTEpAnus KbM
(pukcupaHa KOMOMHALMSA MPH MALMEHTH, YHETO KPBBHO HAJISITAHE HE € JOCTAaTbY4HO KOHTPOJIUPAHO.

ObuuaiiHaTa noaabpaKalla 103a J0capTaH/XHApoXJI0poTHa3u e eaHa tabnertka Jlopucra H (nocapran
50 mg/xuapoxsioporrasua 12,5 mg) BeaAHbK AHEBHO. 32 NALIUEHTH, KOMTO HE OTrOBAPAT a/IeKBATHO
Ha Jlopucrta H, no3upoBkaTta moxe aa ce noBuiuM Ha eaHa tadnerka Jlopucra HD (nocapran

100 mg/xuapoxsoporuasua 25 mg) BeaAHBbXK AHeBHO.MakcumanHara n03a € eaHa tablieTka

Jlopucra HD Beanbxk AHeBHO. KaTo LA10 aHTUXMNEPTEH3UBHUAT €(EKT CEe MOCTUra B pAMKHUTE Ha TPH
10 YETHPH CEIMHLIM OT 3arno4BaHe Ha JedeHuero. Jlopucta HD (nocapran 100 mg/
Xuapoxsioporuasua 12,5 mg) e noaxoasiu 3a nauyeHTy, TATpupaHu A0 ao3a ot 100 mg Jlopucra, npw

KOHTO C€ H3HCKBA JOMb/IHHUTEJIEH KOHTPOJ1 HA KPbBHOTO HaJIATaHe. A N—
Vs ?»5‘1'?:"“"';4 g ™
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He e HeoOX0/1MMa MPOMsAHA HA HAYAJTHATA 103a NP MALMEHTH C JieKa 6bOpeuHa HeA0CTATHBUAOET (Te.r = \ -
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KpeaTHHHHOB KJAHWPBHC 30-50 ml/min). TabneTkure nocaprad U XUAPOXJIOPOTHA3UA HE|CE ‘

[penopb»YBaT MPH NaLMEHTH HA XemMoaHau3a. TabneTkure nocapraH/XHapoxJ0poTHa3

I
]
i
" I

- | i




fa Ce U3MOJ3BAT NPH NALMEHTH C TeKKA ObOpetHa HEJOCTATLYHOCT (T.€. KpEaTHHHHOB KJIHPBHC
< 30 ml/min) (Bx. To4ka 4.3).

Ynorpeba npy NauKeHTH ¢ HAMAJICH HHTPaBacKyJapeH obem

HamaneHnero Ha obema W/unu W3YeprnBaHeTo HA HATpHs TPAGBA 1a ce KOPHUIrUpaT Npeu
MPHIOKEHHETO HA TabNeTKH nocapTaH/ XMaApOXJIOPOTHA3H/L.

Ynorpeda npy nauMeHTH ¢ YEPHOAPOOHO YBpEX AaHE
JlocapTan/ XHApPOXNOPOTHA3HA HE Ce NPENnopbUYBA NMPH NALMEHTH C TEKKO YEPHOAPOOHO yBpexKAaHE

(B>K. Touka 4.3).

Ynorpeba npu crapyecka Bb3pact
OO0uKkHOBEHO He € HeODX01HMa MPOMAHA Ha J03MPOBKATA NPH NALMEHTH B CTAPYECKa Bb3PACT.

lleouampuuna nonyiayus
Hsama onuT OT KAIMHUYHHY H3NKUTBAHMA ¢ eua v ioHowH ( < |8 roquuu). CnenosatenHo
10CapTaH/XuapoxaopoTHasuj He TpaOBa Ja ce npuaara nNpv Aeua v I0HOUWH.

HauuH Ha NpHIOKEHHE

Jlopructa HD moxe aa ce npunara ¢ Apyru aHTUXHAEPTEH3UBHHU CpeACTBa (BXK. TOUKH 4.3, 4.4, 4.5 1
3.1).

Jlopucta HD Tpadea aa ce npuemMa ¢ yawia soaa.

Jlopucta HD moxe na ce npunara cbe unu 6e3 xpaHa.

4.3 IIpoTHBONOKA3AHHSA

- CBpBbXUYBCTBHTEIHOCT KbM JIOCAPTAH, KbM BELIECTBA, MPOU3BOAHH Ha CyagoHaMuaure (KaTo
XHAPOXJIOPOTHA3UN) HNH KbM HAKOE OT NOMOLUHHWTE BellecTBa, H30poeHH B Touka 6.1.

- TepaneBTHYHO PE3UCTEHTHA XUNOKAMEMHUS HITH XHIIEPKAILIHEMHA.

- Texxo uepHoApOOHO HapylUeHHE; xonecTa3a H OUNHAPHH OOCTPYKTHBHH HAPYINEHHA.

- PedpakTepHa xunoHaTpuemus.

- CuMnroMaTHyHa XUnepypukemus/nogarpa.

- 2P" u 3™ TpUMeCTpH Ha OpeMeHHOCTTa (BXK. TOUKH 4.4 1 4.6).

- Texxo 6L6peuHo HapywweHue (Hanp. kpeaTHHHHOB KAKPBHC < 30 ml/min).

- AHyp#A.

- EnHoBpemenHaTa ynorpeba va Jlopucta HD ¢ andckupeH-cbabpKaluu NpoayKTH €
MPOTHBOMNOKAa3aHa MPH NaLMEHTH CbC 3axapeH auabet unu 6udpeuHo yepexaaHe (GFR <
60 ml/min/1,73 m?) (Bx. Touku 4.5 u 5.1).

4.4 CrnenHaaHNn NpeaynpexaeHHs H NpeINa3HH MEPKH NpH ynoTpeda

JlocapraH

Aneuoeoem
[laumenT ¢ aHamMHe3a 3a aHruoeaem (NoJyBaHe Ha JIMLETO, YCTHUTE, MbPJIOTO W/Knu e3uka) Tpabsa
aa ObaaT BHUMaTeNHO HabntonaBaHH (BxK. Touka 4.8).

Xunomonus u Hamarerue Ha UHMPABACKYAAPHUA 0DeM
Moske aa ce NosBY CUMITOMAaTHYHA XHUTIOTOHHKA, OCODEHO CJie]l MbpPBATA 1034, NPH MALMUEHTH, KOUTO
HMaT HaManeH 00emM H/ WKW HATPHit OT JIEUEHHUE C MOLLHH JHYPETHIH, OTPAHUYEHA HA COJT JHETA,

AHAPHA WK NOBpbUIaHE. TakMBa CbCTOAHKS TPAOBA Aa ce KOPHIHPaT NPeay MPUIOKEHHETO
TabneTkuTe nocapraH/ XMAPOXAOpOTHa3KA (BxkK. ToUkH 4.2. 1 4.3.).

Earexmpoaumen oucbanranc
EnexrpoanTHuTe aucbanaHcH ca 4eCTH NPH NaUMEHTH ¢ OBLOPeUYHH HapyLueHNs, ¢ HIIH OH3 eT
Tpsabea Aa ce sHMMaea. [lopaan ToBa cTOHHOCTHTE Ha NAA3MEHHUTE KOHLEHTPALIMH Ha K PR s o




KPEaTUHHUHOBHS KJIHPBHC TpaOBa Aa ObaaT HenpekbcHATo HabMI0JaBaHH, OCOOEHO NMPH NALUEHTH ChC
CbpAc€YHA HEAOCTATLYHOCT H KpeaTUHUHOB KAUPBHC 30-50 ml/min.

EqHOBpeMEHHOTO NpUNIOKEHUE HA KANHH-CbXPAHABALLM JUYPETHLIM, KaIHEBU JOOABKH, KaTHii-
ChAbPXKALUK 3@aMECTHTE/IM HA COJITA WK APYrH NEKAPCTBA, KOUTO MOTAT 12 MOBULUAT CEPYMHHS KATMi
(Hanp. NpoAayKTH, ChABbPKalKH TPUMETONPHM) 3a€4HO C JIOCAPTaH HE Ce NMpenopbusa (BxK. Touka 4.5).

Yepeowoarne na ueprnoopobrnama pyrxyus

Ha 6a3zaTa na (papmMakokMHeTUUHH JaHHH, KOHTO MOKA3BAT 3HAYMTENHO NOBHIUEHHE HA TUTa3MEHHTE
KOHLEHTPaLUKHW Ha NocapTaH NMpH MauHEHTH ¢ LKMpo3a, JocapTal/ XHAPOXJIOpOTHAa3Ha TpAOBa aa ce
H3110/138a C NOBULLIEHO BHUMAHHE MPH NALMEHTH C aHAMHE3a 3a JICKO 10 CPEAHO YEPHOAPOOHO
yBpexnaue. Hama tepanesTuueH onur 3a ynotpedara Ha JIoCapTaH NpH MaLHeHTH C TEXKKO
4epHOAPOOHO yBpexkaaHe. Cea0BaTENHO 10CapTaH/ XHAPOXJIOPOTHA3HA € NPOTHBONOKA3AH 1P
MAaLHEHTH ¢ TEXKKO YepHOAPOOHO yBpexaaHe (BX. ToukH 4.2, 4.3 u 5.2).

Vepeoicoane na 6vbpeunama gynxyus

Crodwenn ca npomenn B 6b6peunaTa GyHKUMA, BKIOYHTENHO H GbOpeyHa HEAOCTATBYHOCT, KaTo
CIeACTBME OT HHXHOULIWATA HA CHCTEMATa PEHHH-aHMMOTEH3UH-ANA0CTEPOH (Haii-Beye NPY NALHUEHTH,
ynaTo OBLOpPeuHa GyHKUHUA 3aBHCH OT CUCTEMATA PeHUH-AHIHOTEH3UH-ANA0CTEPOH, KATO TAKWUBA C
TEeXKKA CbPJCYHA HEAOCTATHYHOCT WM MPEABAPUTEITHO CHLUECTBYBALIO OBOpEeYHO HapyLIeHHe).
[ToxoOHO Ha ApYTH NEKApPCTBA, KOHTO MNOBIHABAT CHCTEMATA PEHHH-AHTHOTEH3UH-ATAOCTEPOH €
CBOOLIECHO NOBHUIEHHE HA KPbBHATA YPes H CEPYMHHA KPEaTUHHH NPH NALMEHTH ¢ J8YCTPaHHA
CTCHO3a Ha OBbOpeuHaTa apTepus WK CbC CTEHO3a Ha apTEPHATA HAa eJMHCTBEH OLOpeEK; Te3H npoMeHH
Ha ObOpeunHaTa pyHKuUMs MOxce fa ca oOpaTHMHU Npu NpekparssaHe Ha nedenneTo. Jlocapran Tpabea
la C€ U3NOJI3BA C NOBHLICHO BHUMAHUE NMPH NAUHEHTH C ABYCTPaHHA CTEHO3a Ha Ob0pe4uHaTa aprepus
HJIH ChC CTEHO32 HA apTEpPHATa HAa €AUHCTBEH 610pek.

bvbpeuna mpancnaanmayus
HsimMa onuT npH nalHeHTH ¢ HeoTAaBHallIHA 6LOpeUHa TpaHCMIaHTauMs.

ITvpeuuen xunepardocmeporuzvm

[launeHTH ¢ NLPBHYEH XHUNEPANAOCTEPOHUIBM OOHKHOBEHO HE OTTOBAPAT HA AHTHXMIIEPTEHIUBHH
MEIWKAMEHTH, ACHCTBALLK Ype3 MOTHCKAHE HA PEHHH-AHTHOTeH3uH cucTemara. [Mopanu Tosa
H3MON3BAHETO HA TaOIeTKH JocapTaH/ XUAPOXIOPOTHA3HK/, HE CE TIPENOPBLYBA.

Koponapro cvpoeuno 3aboaasane u yepebposackyaapua 6oaecm
KaxTo rpH BCEKH AaHTHXHNEPTEH3IMBEH NPOAYKT, IPEKOMEPHOTO MOHIDKEHHE HA KPHBHOTO HANATaHE
NPH MALACHTH C HCXEMHUYHA ChPACYHOCDHA0BA O0NMECT U MO3ZBYHOCHI0BA GONECT MOXKE 14 NPUHUNHH

HH(APKT Ha MHOKAPJA UAH HHCYT.

Cwypoeuna nedocmamvyHocm

[Ipn nauueHTH CHC ChHpACYHA HEAOCTATBLYHOCT, C UNK 6e3 OBLOPEUHO yBpeKIaHe, ChILECTBYBA — KAKTO
H NpH Apyry 1€KapCTBA ACHCTBALIKM HA CHCTEMATA PEHKH-AHIMOTEH3HH, PUCK OT TeXKKa apTepHaiHa
XUNOTOHUA U (4ECTO OCTpo) OBLOPEUHO yBpeEKAAHE.

Cmenosa na aopmua u Mumpaisa xkrana, 06CmpyKmueHa xunepmpopuina xapouoMucnamus
KakTo 1 npu Apyru Ba3oAMNaTaTOpH, NpEnopbYBa ce CNeLManHO BHUMAHKE NPH NaUMEHTH, CTPaaalLy
OT Q0PTHA MJIH MHTPATHA CTEHO3a, UAY OOCTPYKTHBHA XHNEPTPOdUUHA KAPAHOMHOMATYA.

Humecmunanen aneuoedem
3a UHTECTHHANIEH aHrHOeAEM cE ChoDLLIABA IPH NMALIMEHTH, JIEKYBaHM ¢ aHrHoTeH3MH 11 peny
AHTAarOHKCTH, BKITIIOMHUTENTHO JiocapTaH (Bx. Touka 4.8). Te3u nauueHTH umart kopemHa §
NOBpPbLIAHE U AHapus. CHMITOMHTE OTLIYMABAT C/ie]] [IPEYCTAHOBABAHE HA aHTHOTEH
PELUENTOPHUTE AHTAFOHHCTH. AKO C€ THMarHOCTHLIMPa MHTECTHHANIEH aHTMOEIEM, ey
nocapraH TpadBa na Cce NPEeycTaHOBH W Aa ¢€ 3aMno4He NoAXOAqILO HaGaioaeHUE 10 M tgofm:
OTIUYMABAHE HA CUMNTOMMUTE.




Emnuyecku paziuuus

KakTo ¢ HabmonasaHo Npd HHXHOUTOPUTE HA AHFMOTEH3INH-KOHBEPTUPALLIMA €H3UM, JTIOCAPTAH H
APYruTe aHTarOHUCTH Ha AaHTHOTEH3HMHA, Ca OUEBKIAHO NO-MAIKO e(eKTHBHH 32 HAMA/IABAHE HA
KPbBHOTO HangraHe Mpyd YePHOKOXKH, OTKOJIKOTO NPH HE-YEPHOKOXKH, BEPOATHO NOPAAH NO-TOISMOTO
npeobnajsaBaHe Ha ChCTOAHHSA Ha HAMANEH PEHUH B [ONYNAUHATA HA YEPHOKOXKH C XHIIEPTOHHS.

bpemennocm

AIIPB ne Tpabsa na ce 3anousat no speme Ha OpeMeHHOCT. OCBEH B Cyuaii, KOTaToO TepanusaTa ce
CYMTA 3a KPAHHO HEODX0AMMA, NMALIHEHTKHUTE, NIaHKpalK OpeMeHHOCT, TpROBa 1a NPeMHHAT Ha
AITEPHaTHBHO AHTHXHNEPTEH3UBHO JIEYEHHE, KOETO HMA YCTaHOBEH Npodun Ha Oe30MacHOCT 3a
ynotpeda no speme Ha OpeMmenHocT. Koraro ce quarHoctiupa OpemesHocT, nededueto ¢ AIIPB
TpabBa 1a 6bae NpeycTaHOBEHO He3a0aBHO M, aKO € YMECTHO, TPADOBa J1a ce 3anovHe aITepHaTHBHA
Tepanus (Bx. Todky 4.3 n 4.6).

Heouno baoxupane Ha penun aneuomensun -aroocmeporosama cucmema (PAAC)

FimMa nauuu, ye enHospemeHHata ynotpeda Ha ACE uHxubutopwm, anrnoreHsuH Il-peunentopuu
Oa0KEPH MK ATHCKUPEH NOBUILABA PHCKA OT XMMOTOHHSA, XMNIEPKATHEMUS U HAMAIABAHE HA
O16peuHaTa GpyHkuUHa (BIOUMTENHO OcTpa 6bOpeuHa HeaoctaTbuHocT). [Mopaau ToBa He ce
npenopbusa ABoHHO Onoknpane Ha PAAC ype3s kombruupaHata ynotpeba na ACE unxubutops,
aHrMOTeH3UH [I-peuentopHu Gnokepu HiKn anuckupen (BxK. Touku 4.5 u 5.1).

AKO C€ MpeLEHH, Y€ TepanHuaTa ¢ ABOHHO OnokHpaHe € aOCoNOTHO HeoOX0aHMa, ToBa TpsaOBa aa
CTaBa caMo NoJ HabMoaEeHUETO Ha CNELMATUCT H MPH Y€CTO BHUMATETHO MOHHTOPHPAHE Ha
O6u6peuHaTa QyHKUHA, eNEeKTPOIHTUTE H KPBBHOTO HANAraHe,

ACE nuHxuburopu v aHrdoTeHsuH ll-peuentophn 610kepu He Tpa6Ba aa ce U3MON3BAT €AHOBPEMEHHO
Npy NauMEeHTH ¢ AuadeTHa HedponaTus.

XUApoXaopoTHA3HI

Xunomonus u e1exmpoaumen/600en oucbaranc

KaKTo rnpu BCiKa aHTUXHMNEPTEH3UBHA TEPANUs, NPH HAKOH Mal{HEHTH MOXKE J1a Ce NOABH
cUMNTOMaTU4Ha XUNnoToHuA. [lauMeHTuTe cieasa Aa ce HabNOAARAT 332 KITHHUYHH NPU3HALK HA
CJIEKTPONUTEH MIIM BOACH AUCOAlaHC, Hanp. XMNOBONEMHS, XUIIOHATPHEMUSA, XHTIOXJIOPEMHYHA
aNnKano3a, XMNoMarHe3ueMHs WIIH XHIOKATHEMHs, KOUTO MOXKeE 1a CE NOKBAT MPH MEXK/TyBPEMEHHA
auapus win nospbuwiare. [1py Takuea naunenTn Tpsabea aa ce U3BLPIIBA NEPHOANMUHO ONPEAEAHE HaA
CJICKTPOIMTHTE MPE3 NOAXOAALIH HHTEPBAIH. [Ny UHOHHA XHITOHATPUEMHSA MOXKE [1a Bb3HUKHE TPH
€1EMATO3HH MALMEHTH B FOpeLIO BPEME.

Memaborumnu u enooxpunnu eghexmu

TrasunHaTa TepanKsa MOXeE N1a HAPYWH TIIOKO3HUA ToNepaHc. BL3MOXHO € 1a ¢e HANOXH NIPOMAHA B
[AO3WPOBKHTE Ha aHTHAWAOETHH NEKApCTBA, BKIIOYKTENHO Ha HHCYIHH (BXK. To4ka 4.5). [To Bpeme Ha
NEYCHUETO C THA3HAH MOXKE Aa C€ NPOABH NATEHTEH 3axapeH aHader.

TuazuanuTe Morar 1a HAMANIAT YPUHHATA EKCKPELIUA HA KLU U Aa NPUYHHAT cnabo U BPEMEHHO
MoKaYyBaHe HAa CEPYMHHA KanUHWi. 3HauUTeNHa XUTNIEpKAJILIEMHA MOXKe Ja Obae [oKa3aTeNCcTRO 3a
CKPHT XHNepnapaTHpeouan3bm. Tuasuanre Tpadsa aa ce cnpar npeau NPoOBEkKAAHETO HA TECTOBETE
3a NapaTtUpouaHaTa QYHKLHS.

YBenHUYeHHe HAa HHBATa Ha XOJCCTCPOJIA H TPUTINTHUCPHIANUTE MOXKE Aa Onae CBLP3aHO € TEpanuara C
THA3UIHH JHYPETHLH.

Twrazugnara Tepanus MOXe a MPEeaH3BAKA XHNIEPYPHKEMHS W/WIH noJarpa Npy onpeae
nauueHTH. [loHexe ocapTan HamansBa MAKOYHATA KMCEJIMHA, B KOMOUHALIMSA ¢ XHAPO
TOM OTC/1a0Ba NPUUMHEHATA OT AMYPETUKA XHNIEPYPHKEMHA.

Yeproopobro yepescoane




Tunazuaure TpsadBa Ja ce H3NON3BAT C NOBHILEHO BHUMAHHWE NPH NAUMEHTH ¢ HAPYLIEHA YepHOAPOOHA
QYHKUUS UAM MPOrpecrupaulo YepHoaApoOHO 3a00NBaHeE, Thid KATO MOXeE 1a NPHYHHH
WHTpaxenaTtaiHa XoecTasa 1 cinell To8a MaIKU Kon1ebaHHs BbB BOJIHHS H eNEKTPOINTHHS OanaHc
MOXE J1a YCKOPAT NogBaTa Ha yepHoapoOHa koma. JlocapTan/ XxuapOxXIopoTHAa3Ha € NIPOTUBONOKA3aH
NPH NAUUEHTH C TEKKO YEPHOIPOOHO yBpexaaHe (Bx. ToukH 4.3 u 5.2).

Hemeranomen pak na kosxcama

B nBe ennaeMHoNOrHYHH NpOy4YBaHHA, OCHOBaBalUIK C€ Ha AaTCKMs1 HALMOHANEH PaKoOB PErUCThLp, €
HadMOAaBAH NOBHULIEH PHCK OT HEMeNaHOMeH pak Ha koxkata (HMPK) [6azanHokneTbueH kapunHom
(bKK) # cxkBamozHokneTnuyex kapuvHoM (CKK)] npu HapacTBauwia ekcno3sMuna Ha KyMyJlaTHBHA 1034
xuapoxnopotdazna (XXT3). Gorocencubnnnznpawmnre epekty Ha XX T3 morar ga aeficTsar xaro
BEPOATEH MEXaHU3IbM 33 passuTHe Ha HMPK.

[Taunenture, npuemawn XXT3, Tpabea na 6baaT uHdopmupanu 3a pucka ot HMPK u cbBeTBanm
PeIOBHO Aa NMPOBEPABAT KOXKATa CH 3a HOBH J1€3MH H He3abaBHO aa ¢hoOLIaBaT NPH NoABa Ha
MOAO3PHUTENHU KOKHH sie3ud. Ha naunenTvTe TpadRBa aa ce npenopb4aT Bb3MOXKHH NPEBAHTHBHY
MEPKH, KaTO OrpaHHUYCHO H3/1araHe Ha CTbHUYEBA CBET/IHHA U YITPABHOJICTOBH JIbYH, A B Cllyvaii Ha
€KCMO3MUMA, MOAXOAALIA 3aLIUTa, 3a Ja CE CBEAe A0 MHHHUMYM PUCKBT OT PaK Ha KOXKara.
[Tono3puTenHHUTE KOXHH Ne3ud TpadBa Aa OBAAT NOLIOKEHH Ha He3abaBHO H3cneaBaHe,
NOTEHUHAHO BIUTIOUBALIO XHCTOJIOMHUYHH W3CeABAHHA HA OHoncuuHu maTepyanu. [Ipepasriexaane
Ha ynotpebata Ha XX T3 mMOxe 2a ce HaI0KU U NPYU NaLUEHTH, KOUTO ca UMalH npeaxoaed HMPK
(B3. ChL1O TOUKA 4.8).

Ocmpa pecnupamopHa moxcuiHocm

Cnen npreM Ha XHAPOXNOPOTHA3KMA C€ ChOOLWABAT MHOTO peaKH TEXKH CTy4aH Ha ocTpa
pecnupaTopHa TOKCHYHOCT, BKJIFOUHTENHO OCThP pecnuparopeH auctpec cunapom (OPC). Cnen
MPHEM Ha XHAPOXJIOPOTHAa3H OOMKHOBEHO Ce pa3BuBa 0enoapo0deH OTOK B pAMKHTE Ha MHHYTH A0
yacose. B HayanoTo CHMNTOMKUTE BKITKOUBAT AUCNHEA, MOBHULIECHA TEMNEPATYPA, BIOLIABAHE HA
6enoapobHata pyHKkUMS v XUnoTtoHus. [pu cumuenne 3a OPJIC Tpabea pa 6wae cnpsH npuemMsT Ha
Jlopucta HD 1 na ce npunoxu noaxoadiuo neyeHue. XuapoxJaopoTua3ua He TpaOBa Ja ce npwiara
NpH NauKeHTH, KOHTO Npeau Toea ¢a nonyyasand OPJIC cnea npuem Ha XxMApPOXJIOPOTHA3UAL

Xopouoanen uzaug, ocmpa Muonus U 8MOPUYHA 3aKPUMOBLARA 2AAYKOMA

CyndoHamMuanTe UKW NekapcTaara, NPOM3BOIHHU HA CYJIGOHAMMAMTE, MOTAT 1A NMPEAU3BUKAT
HAHOCHHKPATHYHA PEaKLIHa, BOJELLA 10 XOPOMAANEH U3NHUB ¢ AeEKT Ha 3PUTEIIHOTO MNOoJe, MPeEXoaHa
MHONKA W OCTPA 3aKPHTOBIbIIHA rnaykoMa. CUMIITOMMTE BKIKOYBAT B HAYAJIOTO OCTPO NOHWXKEHUE HA
3puUTeNHATA OCTPOTA UK O4HA 60/Ka, U OOMKHOBEHO C€ MOABABAT B PAMKHTE Ha YaCOBE /10 CEAMMLM
OT Ha4a0To Ha JeyeHHeTo. HenekyBsaHarTa, ocTpa, 3aKpUTOBLI'bIIHA IT1ayKOMa MOXKe Ja I0Bede 10
TpaitHa 3aryba nHa 3peHue. [IspBUYHOTO NedeHue e, Aa ce cnpe npHemMa Ha XHAPOXJIOPOTHAZHAL,
KOAKOTO € Bb3MOXHO NO-CKOpo. HaBpeMEHHO neueHne HIv XUPYypruyHa HHTEPBEHLIMA MOXKE ]a Ce
HaTOXKH 1a C& OOMHCAAT, aKO BbTPEOYHOTO HAallaraHe OCTaBa HEKOHTPOJIMpaHo. Puckosute hakTopH
3a pa3BUBAHE Ha OCTPA 3aKPUTOBI'bJIHA [JIAYKOMA MOXE A2 BKJIIOYBAT aHAMHE?3a 32 AlepPrus KbM

cymbonam UAH UIH TICHUHUHNJTHHH.

HApyzu
I1pu naumenTH, npueMallld THa3HIH, ¢ WK Oe3 aHaMHeE3a 3a aneprus uau OpOHXHAIHA acTMa, MOraT

fa Bb3HUKHAT peakuMi Ha CBPbXUyBCTBUTENHOCT. [Ipy ynorpebaTa Ha TMA3WW MMA CITyYad Ha
ex3auepOauma Wik aKTHBHPAHE Ha JIYITYyC ePHTEMATO/IEC.

Homowynu eewyecmsa
[launeHTH ¢ peaky HacneaCTBEHH MpOONEMH Ha HENOHOCUMOCT KbM FAaKTo3a, MbJEH

Ae(HLMT WK FIIIOKO30-ranakTo3Ha Manabcopbuua He TpadBa oa mpHeMar ToBa JeKa B
6.1). DB
4.5 BzaumoaelicTBHe ¢ APYTH JIEKAPCTBEHH OPOAYKTH H APYTH GopMn HA B3amwon " g ]
\ f‘}/? i 3



Jlocapran
CovobiasaHo e, ye pudhaMnUuUUBR U QAYKOHA30 HAMANABAT HUBATA HA aKkTHBHHAA MeTaboaut. He Moxe

[a C€ HanpaBH OLEHKA HA KIIMHUYHHUTE MOC/IEAULIH HA TE3U B3IAUMOAECHCTBHS.

KakTo u npu apyru aekapctsa, kouTo Onokupat aHrdoteHsuH |1 unu Herosure edektn,
€HOBPEMEHHOTO NMPUIOKEHHE Ha NEKAPCTBA, KOWTO 3aabPiKaT Kaini (Hanp. CNUPOHOIAKTOH,
TPHAMTEPEH, AMWIOPHA ) KaTHEBH A00ABKH, 3AMECTHTE/IH HA MOTBAPCKATA COJI, ChAbPKAULH KanHH,
WNH APYTH NIEKApCTBA, KOHTO MOraT [la [MOBHULUAT CEPYMHHSA Kanuid (Hanp. NpoAyKTH, ChIbpKatlu
TPHMETONPHM ) MOKE 1A AOBEAE A0 YBEUUYEHHUE HA CEPYMHUA KaJIHA. EQHOBpPEMEHHOTO NPHIOKEHHE
HE CE NPENOPbYBA.

KaxTo npu apyri jieKkapcrea, KOMTO NOBIHUABAT OTAC/ISHETO HA HATPHH, OTAENAHETO HA JIMTHI MOXKE
Aa Obae HamaneHo. [Topaan ToBa, Tpabea aa ce npocneasBaT BHUMAaTENHO HUBATA HA IUTHIH B CEPyMa,
aKo ile ce NpHeMaT JUTHEBHTE CONH €IHOBPEMEHHO ¢ aHMHOTEH3MH | peuenTopeH aHTArOHMCT.

Korato anruoteHsydH Il anraronucT ce npunara eaHoBpeMeHHO ¢ HCTIBC (r.e. cenexktuBan COX-2
MHXHOHUTOPH, ALETUICANTUUMNIOBRA KHCETHHA B MPOTUBOBBL3NANUTENHH 1034 ¥ HecenekTuBH HCTIBC),
MOJK€E [a C€ HacThNH OTCNabBaHe Ha aHTUXHUNEPTEH3KWBHKA edexr. ETHOBpEMEHHOTO NPUNOXKEHHE Ha
aHrnorensunH Il anraronnctv unu auypervum 1 HCITIBC moxe naa noseae no noBuuieH puck ot
BICLLABAaHE HA OBOpeuHaTa pyHKUMA, BKIKYHTETHO Bb3MOXKHOCT OT ocTpa 6b0peuHa
HEAOCTATBYHOCT, M MOBULUABAHE HA CEPYMHHUA KAJIHK, 0COOEHO NMpH NALMEHTH ¢ HE3aA0BOTHTENHA
npeay Toea 0b0peuHa PyHkuua. KomOuHauusaTa cneasa Aa ce npunara BHUMAaTENHO, 0COOEHO B
cTapuecka Bb3pact. IlaudeHTure cneasa na 6vaar agexksBaTHO OBOAHABAHH U TPpAOBa Aa ce 0bchau
HabmoaeHHe Ha 6bOpeyHaTa QyHKLMA cnea 3ano4YBaHE HA €JHOBPEMEHHO NEUEHHE, KAKTO H
NMEPUOAUYHO CAEA TOBA.

[Ipy HaKOM NALMEHTH C KOMNIpOMeTHpaHa ObOpeyuHa QyHKLMA, KOUTO ca NEKYBAHU C HECTEPOHIHH
MPOTHROBBL3NAIHTENHH CPEACTRA, BKIIOUNUTENHO CENEKTUBHU LHKIIOOKCHIeHa3a-2-HHXUOHTOPH,
€HOBPEMEHHOTO MNPUIOKEHHE HA AHTHOTEH3UH [ peuenTopHu aHTaroHUCTH MOXKE Aa A0Beae A0 NO-
HaTaTbLUWHO BIOWaBaHe Ha OwOpeyHaTa dyHkuus. Tesn edexrn odukHOBEHO ca 0OpaTHMH.

HaHHM OT KIMHUYHY TPOYYBAHHA MOKA3BAT, Ye ABOHHOTO OJIOKHpaHE HA PEHHH aHTHOTEH3HH
anapocrepoHoBara cuctema (PAAC) upes koMOuHupaHata ynorpeda Ha ACE nuxubutopm,
aHrHoTeH3UH {I-peuenTopHu 6aoKepHU UMW ANUCKUPEH C€ CBBP3Ba C M10-BHCOKA YECTOTA HA HEXETaHH
CHOHUTHA, KaTO HANpHMEP XHINOTOHHUA, XHNEPKATHEMHS M HaManaBsaHe Ha ObOpeyHaTa PyHKLNS
(BKIOMUTENHO ocTpa OBOpeyHa HeAOCTAaTLUHOCT), B CPABHEHHKE C ynoTpebara camMo Ha €AHO
cpeactso, AchcTBaiuo BbpXy PAAC (8xk. Toukn 4.3,4.4 1 5.1).

ﬂpyrﬂ BCLUCCTBA NPEAHIBHKBAIH XHNOTOHHA KATO TPHUHKIHYHH aHTHACIIPCCAHTH, AHTHIICHXOTHLH,
6HKJ'IO¢EH, ﬂMHCIJDCTHHZ CAHOBPCMCHHOTO NPHIOKECHHUE € TC3H JICKAPCTBA, KOUTO HAMATABAT KPBBHOTO
HaNAraHe, KaTo OCHOBHA HCXKC1aHA JICKAPCTBCHA PEAKUHA, MOTaT [1a MOBHUILAT PHCKA OT XHUITOTOHHA.

COK®BT OT rpedndpyT CbaAbpKa KOMIMOHEHTU, KOUTO HHXHOUpAT eH3umuTe CYP450 u morar na
MOHMXKAT KOHUEHTPpAUHWATA HA AaKTHBHHA MeTabONHT Ha JIoCapTaH, KOETO MOXKE 1a HaMau
TepaneBTu4HUA My edekT. KoHcyMauusaTa Ha cok ot rpedAndpyT Tpadea aa ce n3barea no BpeMe Ha
neyeHre ¢ TabneTKH N0CapTaH/XuapoXaopoTHa3HA.

XUAPOXJIOPOTHA3HK]
ClieAHHTE NeKapcTBa, fPH €1HOBPEMEHHO NPHIOKEHHE, MOraT 1a R3aHMOICHCTBAT ¢ THASUIHHTE

IHYPETHLIH:

Anxoxon, bapbumypamu, Hapxomuyu uly aHmMuoenpecanmu
Moxxe na Bb3HUKHE NOTEHLUPAHE HA OPTOCTATUYHA XHITOTOHHA.

Arnmuouabemnu nexapecmea (nepopaiHu 1eKapecmsa ¥ UHCYIuH)
JIeYEHHETO C BHUCOKH J03HM THA3HIHN MOXE [a NOBAUAE IIOKO3HUA TofiepaHe. Mo
MPOMAHA B JO3UPOBKATA HA AHTHAUAOETHOTO nekapeTBo. MergopMuH Tpabea na



BHUMATENHO, NOPAJAH PUCKA OT JTAKTATHA ALMA03a, NPEAY3BHKAHA OT BEPOSTHO YBpEKAaHe Ha
OnOpeuHaTa PyHKUMA, CBbP3aHO ¢ XHAPOXJIOpOTHA3ZHAA.

Hpyeu anmuxunepmen3ueHu 1exapcmea
ALHATHBEH €eKT.

XotecmupamuH ¥ X01eCmunoiIo8u CMo.1u

AbcopbLuaTa Ha XHAPOXNOPOTHAZMA C€ HAPYLUABA MPH HANTHYHUETO HA AHHOHK OOMEHHH CMOJIH.
EavHryHa n03a XoNeCcTHpPaMHH HITH XOJIECTHITOIOBA CMOJ1a CBbP3Ba XHAPOXIOPOTHA3HA H peaylIHpa
abcopbumaTa My OT raCTpOMHTECTHHAAHHUA TpaxT ¢ A0 85 U 43 % cboTBeTHO.

Kopmuxocmepouou, ACTH
YCcKopeHO oTAensHe Ha eIEKTPOIUTHTE, HAH-YECTO XHNOKATTHEMHS.

Kamexoaamunu (Hanp. aopeHaium)
Bb3MOXKHO € HaMa/sBaHE Ha peaKLMATa KbM NPECOPHUTE aMHHM, HO HE JI0CTATBUHO, 32 114 Ce
H3KJTIOYK €JHOBpEMEHHATa UM ynoTpeda.

CkenemHo-MyCKyIHYU PeAaKCanmu, Hedeno apuzupayu (Hanp. myboxypapu)
B13MOXHO € NOBHLIEHA YYBCTBUTETHOCT KbM MYCKYJIHH PENAaKCaHTH.

JTumuii
Huypetuuure peayunpatr 610peuyHns KTUPbHC Ha TUTHA W CHJIHO YBEHYABAT PHCKA OT JIMTHEBA
WHTOKCHKALIHA; HE CE MPENnopbYyBa eAHOBPEMEHHO MNpUiaraHe.

Jlexapcmeenu npooyxmu, uznoaszeanu 3a ievexdue Ha nooazpa (npobernuyud, cyrQuunupazon u
AIoRYPUHON)

Moske fa ce HAMOKH KOPEKUMS HA AO3MPOBKATA HA YPHKO3YPUUHHTE JIEKAPCTBEHHU NPONYKTYH, Thii
KaTO XHAPOX/IOPOTHA3MA MOXKE 1A MOBMUIUK HUBOTO Ha NMMKOYHATA KHCeIMHA. MoXKe aa e HyXHO
MOBUIIABAHE Ha JO3UTE HA NMpPOOECHUUMUI UNH CYNPUHNNPA30H. EAHOBPEMEHHOTO NPUNIOKEHHE C
THA3WA MOXE [1a MOBHIIH YECTOTATA Ha PEAKUMHTE HA CBPBXYYBCTBHTEIHOCT KbM ANIOMYPHHON.

Anmuxonunepzuynu npooyxmu (Hanp. amponun, bunepuoen)
[loBuinaBaHe GHOHANMYHOCTTA HA THA3HAHUTE JUYPETHLM YPE3 NOHMXKEH CTOMALIHO-YPEBEH
MOTHJIUTET H HAMAJICHA CKOPOCT HA M3MPa3BaHE Ha CTOMaxa.

L{umomoxcuunu npodyxmu (nanp. yuxioghochamugd, memompexcam)
Tuaszngure Morar aa Hamanar 6bOpevHaTa eKckpelHs Ha UHTOTOKCHYHH JIEKAPCTREHH NPOAYKTH U Aa
3aCHAT TEXHUTE MHENOCYTIPECHBHH €(EKTH.

Caruyunamu
Ilpu BHCOKK 1034 canuuMIaTH, XHAPOXJOPOTHAZKA MOXKE 14 YCHIH TOKCHYHHA €(EeKT Ha
CANMUWIATUTE BbPXY LIEHTpalHATA HEPBHA CHUCTEMA.

Memuroona
Hma oTnenHy cbo01EHN 33 XEMOJIMTHYHA aHEMHUSA, PA3BHIIA CE MPH EAHOBPEMEHHO NMPUICKEHHE HA
XMAPOXNOPOTHA3HI U METHIAONA,

Luxnocnopun
CbNpoBOKAALIO JieYEHHE C LIMKIOCTIOPUH MOXKE 1a MOBHIUH PUCKA OT XMNEPYPHKEMHUS H
noaarpa yC/lOXHEHHUA.

Jueumanucosu anuxo3uou
Trazua-nHAYyUMpaHa XMNOKANTHEMHUS HAW XUIMTOMArHe3HeMus Morar aa biaaronpus
ANMUTATUC-HHAYUHPAHH ChPACYHH APHTMHUH
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Sexapcmeenu npooykmu, noeausasanu om CMyujeHus 6 CEPYMHUA KATUU

[Tpy npuaoKeHUe Ha JO0cCapTaH/XHIPOXJIOPOTHA3H] C IEKAPCTBEHHU NTPOLYKTH, NOBAUSABAHKU OT
HW3MEHEHHSA B CTOMHOCTHTE HA CEPYMHRS KAJTHH (Hanp. ANTUTANUCOBHY TTMKO3HAHU H
MPOTHBOAPHUTMHUYHHU CPEACTBA) U CbC CleaHHUTE torsades de pointes (KaMepHa TaxHMKapAus) -
HHAYLIMPALLHK NeKAPCTBEHH MPOAYKTH (BKIFOUUTETHO HAKOHW NPOTHBOAPUTMHUUHH), C& MPENOPbLYBA
NEPUOSHYHO MOHHUTOPHpaHE Ha cepyMHHA Kanyi u EKI, Thit kaTo xunokanweMusara € pakrop
npeapa3noJiaraul KbM torsades de pointes (kaMepHa TaxUKapana):

- Knac la npoTHBOapHTMHUHH (HAMNp. XHHHIHH, XHAPOXHHUAKH, AH30NTHpaMHK).

- Knac 11l npoTnBoapuT™MHUHH (Hanp. aMHOJapoH, cOTanon, AodeTHnna, ubytunua).

- HsKON aHTUNCHXOTHYHYU (HANP. THOPUAA3UH, XIIOPNPOMA3HH, TEBOMENMPOMA3KH,
TpU(IyOnepa3IHH, UHAMEMA3HH, CYJNMHPHI, CYJITONPHA, aMUCYJINIPHA, THANPHA, THMO3K/,
Xanonepuaos, Aponepuao.).

- Hpyru (Hanp. 6benpuaun, uucanpui, IupemMaHus, EpUTPOMHULMH i.V., XalodaHTPHH,
MH30NACTHH, NEHTAMUAWH, TeppaHaARHH, BHHKAMHH 1.V.)

Kanyueeu conu

TvazuauuTe AMYpEeTHUM MOraT Aa NOBHLUIAT HUBATA HA KANLMEBUTE COMU, NOPAAH NMOHMKEHA
ekckpeumsi. Ako TpaOBa Aa ce npeaAnHiuaT KanuueBy 00aBKH, CneaBa Aa C€ KOHTPOAHPpAT HUBATA HA
CEPYMHHA KaUMHK U 103aTa HA KAJILIHA CHOTBETHO Aa C€ KOPHUIr1pa.

[loenrunsane na rabopamoprume/nexapcmeerume uU3CAe08aHUR
[Topanu edekra, KOWTO UMAT BLPXY KanuMeBHs MeTabonunibm, THA3HINTE MOTaT Aa NMOBJIMAAT
¢ YHKLMOHANHHUTE TECTOBE HAa NapaTUPOUAHaTa xJe3a (Bx. Touka 4.4),

Kapbamazenun
Puck ot cumnroMatiiHa xunoHatpuemus. HeobxoanmMo e kiMHUYHO ¥ OUONOrHYHO NpocieasBaHe.

Hoono-xoumpacmuu sewjecmea

B cnydail Ha oMypeTHK-HHAYUHMpaHa AeXuapaTauMsa, HMa NOBHLUEH PHUCK OT ocTpa 6b0petHa
HEAOCTATBYHOCT, OCODEHO ¢ BUCOKH A03K HA HOAHH NPOLYKTH.

[TaunenTture Tpabea na ObaaT pexuaparupaHy NpeaH NPUEMBT.

Ampomepuyun B (napenmepanen), xopmuxocmepouou, ACTH, raxcamueu wiu 2ruyupusun
(8ewgecmeo, xoemo ce U30aupa om Caaoka nanpam)
XHUapoxiopoTHazua MOXKE Aa 3aCHIIH eJICKTPOSHMTHHAA AHcOanaHc, 0coOEHO XHNOKATHEMHATA.

4.6 DapTHIHTET, OPEMEHHBOCT H KhpPMeHe

bpemennocm:

Aneuomenzun Il peyenmopnu anmazonucmu (AIIPh):

Ynorpebarta Ha AIIPb He ce npenopbysa no BpeMe HA NbPBUA TPUMECTLEP HA OpeMeHHOCTTA (BK.
Touka 4.4). Ynorpebara Ha AlIPb e npotuBonokasana no Bpeme Ha BTOPHA W TPETHA TPHUMECTLP HA
OpemeHHocTTa (BXK. TOUKH 4.3 K 4.4).

EnuaeMHONOrHYHUTE JaHHA OTHOCHO PMCKA OT TEPATOr€HHOCT cnea exkcno3uumsa Ha ACE-

HHXHUOUTOPH MO BpeME Ha IMbPBUA TPUMECTLD HA DpeMEHHOCTTa He ¢a ybeauTeHu, HO neKo

MOBHULLUECHHKE HA pPUCKa, 0Dade He MOXe Aa ce U3KkNOoUM. Makap 4ye HAMa KOHTpOIHpaHH
ENMMAEMHOJOTHYHH JaHHH 3a pUCKa IpH aHruoteHsuH Il peuenropuu uuxudburopu (AlIPB), nonoﬁeu
PHUCK MOXKe 13 CbIIECTBYBA M 3a TO3H Kiac nekapeTea. OCBEH B Cny4ai, ue TepanuaTa ¢e c : S N
KpainHO HeoOX0AHMa, NAUMEHTKHTE, NNaHUpatliy OpeMeHHOCT TpadBa aa NPeMHHAT Ha ajppe 2 -,-“ A o P H:*‘-\
AHTUXUIIEPTEH3IHBHO J1€YEHHE, KOSTO HMA YCTaHOBEH Npogun Ha 6€30MacHOCT 3a YNOTPLGR IO B ﬁ\‘%; R
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Ha OpemenHocT. Koraro ce quarsoctuumnpa OpemeHHocT, nedeHueto ¢ AIIRAs Tpabeg nathae 7.
MPeyCTaHOBEHO He3a0aBHO H, aKo € HeoOXoauMmO TpabBa Aa Ce 3arMo4YHe ATEPHATHBH? @ AITH




HM3BecTHO €, ye ekcnosnums ¢ AlIPb npes BTopusa u TpeTHs TPUMECTbP HHAYLUMPA PETOTOKCHYHOCT
npu xopa (HamaneHa Ob6peuHa pyHKUHSA, OTUroXuapaMHUOH, 3abaBeHa ocHHKaLMA Ha Yepena) U
HeOHaTaIHA TOKCHYHOCT (ObOpeuna HeaoCTATBYHOCT, XHNOTOHUA, XHUnepkanueMus ). ( Buxre Touka

5.3.).

Ako excrniosuuusTa Ha AlIPb e nactenuna npes sTopua TpUMeCTbp HA OPEMEHHOCTTa, CE NPenopbL4Ba
yATPa3ByKOBO M3cieaBaHe Ha ObOpeunaTa (pyHKUNWA U Yepena.

Hoeopoaeuu, unnto maiiku ca npuemanu AlIPB rpabsa na 6bvaaT BHMMaTETHO HA0NIONABaAHH 3a
XUNOTOHHA (BXK. TOUKH 4.3 1 4.4).

Xuopoxropomua3zuo

MMa orpaHnHueH ONHT OT ynotpeda Ha XHAPOXNOPOTHA3KA NO BpeMme Ha GpeMeHHOCT, ocobeHo npes
MbpBHUA TPUMECTDLP. 11poyuBaHHATA MPH XKUBOTHH Ca HEAOCTATbYHH. XHAPOXAOPOTHA3H NPEMHHABA
npe3 ruiaueHTata. Bu3 ocHOBa Ha papMakonOrHYHUA MEXaHH3bM HA ACHCTBHE HA XHAPOXNOPOTHAZHL,
ynotpebara My 1O BpEME Ha BTOPHA H TPETHA TPUMECTBLP MOXKE Aa KOMNPOMETHpa deTo-
nJaueHTapHaTa nepdy3us U MOrar Ja HacTbNAT $eTalHH U HeoHaTanHa eheKTH, KaTo KBJITEHHLA,
HapyLIEHHE HA €IEKTPOIUTHHA OaaHC U TpPOMOOLIHTONEHHA.

XuaApoxnopoTHa3na He TpAGBa Aa ce U3NO0S3Ba NMPH reCTaLHOHEH OTOK, FeCTallHOHHA XUMEPTOHUA HITH
MpeeKIaMIICHs, NMOPaiH PUCK OT HaMANsBAHE Ha MIa3MeHHUa obeM W nhaueHTapHara xunonepdysus,
6e3 HnaronpuaTeH edekT BLPXY XoAa Ha 3ab0NABAHETO.

XHuapoxsopoTHa3ua He TpaOBa na ce U3NOJI3BA MPH €CEHLIMATTHA XUMIEPTOHHS NPH OpEeMEHHM JKEHH,
OCBEH B pelKH CHTYyaUHH, KOTaTO APYro JIeYEHHE He MOXKe Aa Obae H3MO0A3BaHo.

Kvpmene:

Ancuomenzun Il peyenmoprnu anmazonucmu (AIIPB).

Tobit kaTo He € HasTM4UHA HHPOPMALIMA MO OTHOLEHHE Ha U3TION3BAHETO Ha
N10CapTaH/XHAPOXJIOPOTHA3H N0 BPEME Ha KbPMEHE, JIOCAPTaH/XUAPOXJIOPOTHAINA HE Ce NPETNIOPbUYBa
U € 32 IPEANOYUTEHE aNTEPHATHBHO JIEYEHHE ¢ NO-A00pe yCTaHOBeH npodun Ha 6e30nacHoOCT no
BPEME Ha KbpMEHE, 0COOEHO NMpHU KbPMEHE HA HOBOPOAEHO WK HEAOHOCEHO Hede.

Xuopoxaopomudsuo

XHOpoXNIOpOTHA3H] CE EKCKPETUPa B MaHYMHATA KbPMa B MAJIKK KOJIHUECTBa. THazuaure B no-
BMCOKH J03H, BOAELUH 10 HHTEH3HBHA AHYpe3a, MOXKE Ja Bb3NPENATCTRAT OTAENAHETO Ha KbpMa.
H3nonssanero Ha Jlopucra HD no Bpeme Ha kbpmeHe He ce npenopbuera. Ako Jlopucra HD ce
M3NON3BA MO BPEME HAa KbPMEHE, TPAORA Na ce W3NoI3Ba Hali-HHCKaTa Bb3MOXKHa 1034.

4.7 Ed¢exTH BLpXY cnocofHOCTTA 38 mopupane H pabora ¢ MamanH

He ca nposexaanH H3NHTBaHHUA BbpXY CNOCOOHOCTTA 32 wodupaHe U paGoTa ¢ MaliuHU. Benpeku
TOBa TpAOBA Ra ce UMa MPEABHUI, Y€ NIOHAKOra MOXKE Aa Bb3HHUKHE 3aMalBaHE H CbHIIMBOCT MO BpPEME
HA AHTHXHINCPTEH3UBHO JICYEHHE, HRH-BEYE B HAYANIOTO HA JICUEHHETO WM MPU NOBUILIABAHE Ha

no3ara.
4.8 HexenaHH JeKApCTBEeHH PEAKIIHA

HexxenaHuTte NeKapcTBEHH peakLMy No-40y ca onpeaeneHH, KbAETO € Bb3MOXKHO MO CHCTEMO-
OpraHHY KJIaC M 4eCTOTa, CbIacHO ClicAHAaTa KiacupHKaLua:

Muoro vectu: > 1/10

YHecru: > 1/100, < 1/10

Heuectu: > 1/1 000, < 1/100

Peaku: > 1/10 000, < 1/1 000

Muoro peaku: < 1/10 000

C HeusBectHa uecToTa: < 1/10 000 (He MoXKe na ce onpeneny NO HATUYHHTE JAKHH)




[Tpy KAMHHUYHH H3CNEABAHUA C NOCAPTAH KAIHA M XHAPOXJIOPOTHA3KA, He ¢a HaOMonaBaHU HeXenaHu
NEKapCTBEHH PeakuUMH, KOWTO Aa ¢a crneuruduyHM 3a Tazu komOuHauua. Te ca OMnuM orpaHuveHHu ao
T€34, cboOLIaBaHU NPEaH 3a jiocapTaH KalUil W/ WK XHAPOXJIOPOTHAZHA.

B KOHTpONHUpaHH KIIMHHYHK H3MHTBAHHA 32 €CEHLMAIHA XHNEPTOHHUSA, CBETOBbPTEK € €AHHCTBEHATa
¢cHOOLUEHA HEXKeNaHa IeKapCTBEHA PEAKLIMA KATO JIEKAPCTBEHO-CBbP3aHA, KOATO Bb3HHKBA C YeCToTa
no-ronsmMa ot naauedo npu | % vnyv noeeue OT NALUEHTUTE, NTEKYBaHH C J1OCAPTaH U

XHAPOXJIOPOTHA3H .

Cheanure JOMBJIHHTEIHU HEXelaHH JCKAPCTBEHH pCAKLIHH Ca ChOOLIABAHYM Clleq NYCKAHC Ha

NPOAYKTAa Ha na3apa:

Ha ALT

CHcTeMHO-OpraHeH KJjac Hexenana peaknus YecToTa
Xenaro-6unvapHu Hapywenuns | XenaTut peaku
H3caeapanms XHnepKaniuemMus, MOBUILABAHE | PeaKU

Ipyrv HexxelaHu peakunu, HabnKaaBaHHU MPH €0UH OT OTACAHHTE KOMIMOHEHTH, KOMTO MOTaT 1a ce
NPOABAT NOTEHLMANHO KATO HEXKENAHU PEAKLIMHM M IPH MPWIOKEHUE HA N0capTaH
KM/ XUAPOXJIOPOTHA3HUA, Ca CJIEAHUTE:

JlocapraH

CnenHHUTE HEXENAHH P€AKUHH CA CbOOLIABAHH 33 AoCapTaH B KIHHHYHH H3IMHTBAHWUA H OT NOCT-

MApPKCTHHIOB OIIHT.

CHCTeMHO-OpraHeH KJac

Hexenana peaknus

YecTOoTAa

HapyweHus Ha
KPbBOHOCHATA H TUM(HA
CUCTEMH

AHemusg, nypnypa Ha Henoch-
Schoénlein, exxumo3a, xemMonu3a

HEYCCTH

TpomMbouunToneHus

C HEH3BCCTHA 4YECTOTA

CobpaeyuHu HapyuweHHUs

XHNOTEH3UA, OPTOCTATHHHA
XHNOTEH3HA, CTePHANI U,
creHokapaus, AV 6nok Il crenen,
uepedposackynapao cebuTHE,
HHGAPKT HA MHOKApa,
MaJNHTaUHA, ApDUTMHH
(NpeACHLPAHO TPENTEHE, CHHYCORBA
Opanukapaus, TaXuKapaus,
KaMepHa TaxMKapAus, KaMepHO
MBXKAEHE)

HCYCCTH

HapyuleHusa Ha yXoTo W
nabupuura

BepTturo, luym B yuiuTe

HCYCCTH

HapyleHus Ha OKOTO

3aMBrIEHO 3peHHE,
napeHe/cMbACHE B OKOTO,
KOHIOHKTUBMT, MOHHXKEHA
3PHTE/IHA OCTPOTA

HCHCCTH

CToMauHo-4peBHH
HAPYIIEHHA

KopemHa Oonka, raaeHe, nuapus,
JAHUCNENncHUs

HECTH

3anek, 3b6Ha Oonka, cyxoTta B
yCcTara, ra3ose B KopemMa, racTpHr,
NOBPbLUAHE, 3aneK

HEYECCTH

MuTecTunanen auruoeaem

peAKH

[lankpeaTur
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AcTeHHA, yMopa, bonka B repanTe

C HCH3BCCTHA UEQTOTEN:, | >
YEeCTH L e '

OTOK Ha JIMUETO, OTOK, TPecKa




OO6uy HapyLLUEHHA U
ePeKTH Ha MACTOTO Ha

["'puno-noaobHH cumnToMu, oOLIa
OTMaAHANOCT

C HCEH3BCCTHA HECTOTA

NPUICKEHHE
Xenato-OnnnapHH AHOMaJIHWH B YepHOapoOHaTa C HEH3BECTHA YECTOTA
CMYILIEHHA pyHKUHS
Hapywexns Ha HMyHHaTa CBpPBXYYBCTBUTEIHOCT, pEeaKH
CHCTEmA aHaQUNAaKTHYHH peaKUHH,

aHruoeaeM, BKIIKOYHTETHO

MOJAYBAHE Ha NAPHHKCA H €3HKa,

npeay3suKaBanio odCTpyKLHMA Ha

JAUXATENIHHTE MbTHILA, U/ WU

NnoayBaHe Ha JIMLUETO, YCTHHUTE,

(hapuHKca W/unH e3uka; npu

HAKOM OT T€3H MaLMHEHTH

aHruoeaeMm € OWUn AOKNANBaH B

MHHAJIOTO BLB BPb3Ka ¢

MPHUJIOKEHHUE HA APYTH JIEKapCTRA,

BroYHTENHO ACE-HHXHOHUTOPH
Hapywenua Ha AHOpekcus, nojarpa HEYECTH
MeTab0IH3IMa M XPAHEHETO
Hapymenus Ha myckynHo- | MyckyneH cnassm, Oonka B rep6a, | yecTn
CKE/IETHATA CUCTEMA U Oonka B Kpaka, MHAJITKA
CbeHHHTEIHATA ThKaH bonka B pbkaTa, noayBaHe Ha HEYECTH

cTaBara, 00aKa B KOJITHOTO,
KOCTHO-MYCKyJIHa Oonka, 6onka B
pPaMoOTO, CXBAalLUAHE, APTPAIrus,
ADTPUT, KOKCAJIT U4,
dubpomMuanrug, MycKynHa
cnaboct

Pabnomuonusa

C HCH3BCCTHA UCCTOTaA

HapyuieHus Ha HepBHaTa
CUCTEMA

[ naBoOonue, 3aMaiiBaHe

YCCTH

HepeHocT, napecTesus,
nepugepHa HeBpONaTHA, TPEMOP,
MHIpEHa, CHHKON

HCYECTH

Hucreysus C HEH3BECTHA YECTOTA
[TcuxuvHH HapylUEHHA be3cbHHUE 4ECTH
TpeBoxHOCT, MaHUYECKO HEeYeCTH
Pa3CTPOICTBO, 00BbpKBaHE,
AerpecHs, NaToONOFWYHU CbHHLIA,
HapyLeHHS Ha ChHS, CHbHIUBOCT,
YBpeaeHa NaMeT
Hapylienus Ha 66peunte | buOpeuHo yBpeknane, 6b0peyHa | yectH
U MHKOYHHUTE MbTULLA HEAOCTATBYHOCT
Hukrypus, yecto ypuHupase, HEeYeCTH
HHQEKLNA HA MHUKOYHHTE MbTULIA
Hapywienus Ha [lonmxkeHo TMOKUI0,epeKTHIHA HEUYECTH
Bb3MNPOU3BOANHTE/HATA AAUCHYHKUHA/UMNOTEHTHOCT
CHCTEMA M rbpAATa
PecnupaTopHH, rpbaHH H Kawnunua, uudekuns Ha ropHdre | 4ecTH
MeHaCTHHA/IHH AMXATEAHH MBTULLA, 3AITyLLIBAHE
HapYy LIEHHS Ha HOCA, CHHY3HT, HAPyLUEHHA B
CHHYCHTE
®dapuHreaneH nimckoM@opr, HEYECTH

(bapHHTHT, JADHHIHUT, JKCNHES,




OpOHXHT, €NUCTAKCHC, PUHHT,
pecnUpaTopHa KOHreCTHA

Hapyiienus Ha KOkara u Anoneuns, IepMaTHT, CyXa KOXa, | HEYECTH
MOAKOXHATA TbKaH EpHUTEMA, 3a4epBiBaHE,
(rOTOHYBCTBHTEIHOCT, CHPOCK,
OOpHB, YPTHKApW#, U3NOTABAHE
CbaoBH HapyluleHHA BackyJHT HEYECTH

J1030-3aBUCHMH OPTOCTATHUHH
edexTH

C HEH3IBCCTHA HCCTOTa

HUicnensaHus XHnepkaaeMus, 1€K0 NOHWKEHH | YeCTH
XEMATOKPHUT U XEMOTTIOOHH,
XUNOrJIMKEMHS
Jleko noBHILABAHE B CCPYMHHTE HEYECTH
HHBA HA ypes U KPEaTHHHUH
[loBHiuaBaHe Ha YepHOAPOOHHUTE | MHOrO pelKH
€H3UMH H OunnpyOuH
XHUMOHATPUEMHUA C HEM3BECTHA Y€CTOTA
XHAPOXIOPOTHAZUA

CHCTeMHO-OpraHeH Knac

HexenaHu peaknuu

YecTOTA

Heonnasmy —
N00pOKavYECTBEHH,
3/IOKA4YECTBEHU H
HeonpeneeHH! (BKIT. KHCTH
H NOJIUINHK)

HemenaHoMmeH pak Ha KOXara
(ba3anHOKNETbYEH KapLMHOM M
CKBAMO3HOKJIETHYEH KapuHHoM)'

C HCH3IBCCTHA UCCTOTA

Hapyiuenus na ATrpaHynouUMTO3a, annacTHYHa HEYECTH
KPpbBOHOCHATA ¥ AMMGHA aHEeMUs, XeMATTUTHYHA AHEMMS,
CHCTEMH NEBKOMEHHA, Mypnypa,
TPOMOOLMTONEHUS
HapyweHna Ha HMyHHaTa AHadunakTH4Ha peakUus PEAKH
CHCTEMA
Hapyiuenusa Ha AHOpPEKCHS, XHIIEPTNTUKEMHUA, HEYECTH
MeTabONH3Ma U XPAHEHETO | XUMEPYPHUKEMHS, XHNIOKANHEMMUS,
XHNOHATPHEMHS
[ICUXWYHH HapyLUEeHKs bescbHuUe HEYECTH
HapyiueHus Ha HepBHATa Ledanrusa YECTH
CHCTEMA
Hapyumenus Ha OKOTO [IpexoaHo 3aMBrIeHO 3peHUe, HEYECTH

KCAHTOIICHA

OcTpa Myuonus

C HCH3BCCTHA YCECTOTA

OCTpEl 3dKpPUTOLIDJIHA FJIaYKOMA

C HCH3IBCCTHA HECTOTA

XOopoHaaneH HinuB

C HEHIBCCTHA HECTOTA

CovaoBu HApYLUICHHA

HexkpoTtusupalll aHruur
(BACKYJIMT, KOXKE€H BACKYJIHT)

HCHECTH

PecnupaToOpHy, rPbAHHU H
MEAHACTHHATHH
HapylICHHS

Pecnuparopen qucTpec,
BKAKOUYHUTEIHO THEBMOHMUT M
OenoapobeH oTok

HEUYCCTH

OcTbp pecnupaTopeH AMCTpeC
cunapom (OPJC) (Bxk. Touka 4.4)

MHOIO PEAKH

CTomauHo-YpeBHH
HapyLIEHUA

CuanoaneHuT, cnazMu, CTOMALLUHO
Apa3sHeHe, rageHe, MmoBpblUaHe,
AHapH3, 3aneK

HCYCCTH

Xenarto-oOunnuapHy
CMYLLEHHUS

Hkrep (MHTpaxenaTaiHa
Xoaecra3a), maHKpeaTUT

HEYeCTH \ !




Hapyluenuns Ha koxaTa u DOTOYYBCTBUTENHOCT, HEYeCTH

MOAKOXKHATA ThKAH ypTHKapus, TOKCHYHA
€NUACPMATHA HEKPOAHU3a
KoxeHl aynyc eputemaronec C HEU3BECTHA YECTOTA
HapyuweH#s Ha MycKyaHO- | MycCKylHM cna3Mu HEeYeCTH

CKECNETHATa CHCTEMA H
CBHE€AHHHTC/IHATA ThKAH

Hapyuenus Ha O6u0peudre | [ nioko3ypHa, HHTEPCTHUHANEH HEYECTH
W MAKOYHUTE NbTHLUA HedpHT, ObOpeuHa nuchyHKLMSA,

O6bOpeuHa

HEAOCTATBYHOCT
OO0iuu HapyueHHs H Tpecka, 3amaiiBaHe HEYECTH
edeKTH Ha MACTOTO Ha
NPUNOKEHHE

' HemenanomeH pak Ha koxaTa: B2 0CHOBA Ha HAJIMMHUTE NAHHH OT €NWAEMHONOTHYHH TIPOYHBaHHA

e HabnroaasaHa 3aBUCUMA OT KyMyJlaTHBHATA 103a Bpb3ka mexxay XXT3 u HMPK (Bx. ¢bLio TOUKH
4.41n3.1).

CpoOuiaBpaHe Ha NOJO3UPAHU HEKENAHU PEAKLIWY

C1b0o01aBaHeTO Ha NOAO3UPAHH HEXENAHH PeaKLWH Clell pa3peinasaHe 3a ynotpeda Ha leKapCTBEHHS
NPOAYKT € BaxkHO. ToBa no3BosigBa Aa NPOABLIKH HAOIIOASHHETO Ha ChOTHOUIEHHETO MOJI3a/PUCK 34
JEKapCcTBEHUs NPOoAYKT. OT MEAHLMHCKUTE CNELHANTHCTH C€ U3HCKBA 1a choO1aBaT BCAKA
MOJO3MpaHa HeXENaHa peakLHa Ypes

HM3nbanuTenHa areHuMs no AekapcTeara

ya. ,,Jlamau ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaliT: www.bda.bg

4.9 IIpenosupane

Hama HanvuHa cneun¢puuHa HHGOpMaLHA 33 JIeYUEHHETO Ha MpeJo3HpaHe ¢
J0CapTal/XUuApoxXJIOpOTHa3H . JIeHeHHeTO € CHMATOMATHYHO K noaabpxawo. JleyeHuero ¢
J0CapTaH/XyuapoxnopoTHasna TpadBa aa ce npekpaTi K NauMeHTa Aa ce Habmo1aBa BHHMATENHO.
IIpennonaraeMuTe MEPKH BIJIHOUBAT HABPEMEHHO NPEAHW3BHKBAHE HA NOBPBUIAHE H KOPHTHPAHE Ha
AeXHUApaTaLUATA, ENEKTPONUTHHA AucOanaHc, YepHoApOOHATE KOMA W XHITOTOHHATA Ype3
YCTAHOBEHHTE FIPOLIEAYPH.

JlocapraHn

Hma orpaHHuYeHH JaHHH NO OTHOLUSHKUE NPEeAO3HpPaHe HA JIocapTaH Npu xopa. Hait-sepoaTHaTa
MpoABa Ha Npeao3vpare 61 Ouna xunoTeH3us U Opaavkapaus; OpaauKapausaATa MOXKE Ja € B pe3ynTarT
Ha NapacHMIMAaTHKYCOBO (BaryCoB0) CTUMYJIIUPAHE. AKO C€ pa3BHe CUMIITTOMATHYHA XHINIOTOHMA,
TpAOBa Aa ce 3anoyHe NOAIbPXKALIO NEUEHHE.

HwuTo nocapraH, HUTO aKTUBHHUAT MeTabOJIMT MOraT Aa ¢e OTCTPaHAT ¢ XEMOIHA/IM3A.

XHUAPOXJAOPOTHAZKA
Ha#-uecture HabnoaaBaHW NpU3HALK W CHMITTOMH Ca Te3U NMPUYHHEHHU OT HaMalIsiBaHE HA
CJIEKTPONIMTHTE (XHIMOKATHEMHSA, XHITIOXJIOPEMHS, XHITOHATPUEMHSA) U ACXHApATALIMA KATO Pe3yITaT OT
MpeKoMepHa AHype3a. AKO C€ NMPUITOKH H JUTHTATHC, XHMOKATMEMUATA MOXKE /12 IPEAH3BUKA
CbpPAECHHH apUTMHH.

He e ycTaHOBEHA CTENEHTa, A0 KOATO XHAPOXJIOPOTHA3HU CE OTCTPAHABA ¢ XEMO

5 GAPMAKOJOI'HYHHU CBOUCTBA




5.1 dapmakoaHHAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHA rpyna: KOMOMHALMA CLABPHKALLA AaHTHOTEH3UH [ peuenTopeH aHTaroHUeT u
ThaznaeH auypetHk ATC koa: CO9DAO]

Jlopucta HD 100 mg/25 mg e prkcupaHa KOMOMHALMA OT NocapTaH U XHAPOXJIOPOTHA3HA,

JlocapTaH-X HAPOXJI0POTHA3HA

Komnoneuture Ha Jlopucta HD ca nokasanu, ue uMar aadtHeeH edekT BbpXY peayKLHATA Ha
KPBHBHOTO HANAFAHE, KATO HAMANABAT KPLBHOTO HAJIAraHe B No-ronsmMa CTencH, B CPaBHEHUE C BCEKH
OT KOMIMOHEHTHTE NOOTAENHO. CUHTa Ce, Y€ TO3M e(eKT € Pe3yaTar OT CNoNYWIMBOTO A€HCTBHUE Ha
ABATA KOMNOHEHTA. B fonb/iHEHHE, XHAPOXNOPOTHA3HA, B PE3YNTAT HA AHYPETHUYHUA CH edekT,
yBE/IMHaBa NJ1Ia3MEHATa PEHHHOBA aKTUBHOCT, MOBHLUABA anJOCTEPOHOBATA CEKpELUs, HAManaBa
CepyMHMs Kanui U NOBHILABA HUBATa Ha aHrHoTeH3uH Il. [lpunarakeTo Ha nocapran 610kHpa BCHYKH
¢pH3noOrnyHO - 00YCI0BEHH ACHCTBHA Ha aHFHOTEH3HH Il U upe3 nHxuOHpaHeTO Ha anaOCTEPOH,
MOXE 1a NpeAH3BHKa HAMa/IsiBaHE HA CBbp3aHaTa ¢ AHYPETHKa 3aryba Ha Kajuil.

JlocapTaH e nokasal, Ye UMa BPEMEHEH H NleK YPHKO3ypHUeH edekT. XuapoxiopoTHazHa MoXKe Aa
MPHYHHHA YMEPEHO YBEAHYEHHE HA NMHKOYHATA KHCENHHA; KOMOMHALIHATA OT NOCapTaH H
XHAPOXJIOPOTHA3H MOKa3Ba TEHACHLIUH KbM OTC/1abBaHe HA NpUUKHEHATA OT AUYPETHKA
XHIMEePYyPHKEMHUSL.

AHTHXUNEPTEHIHBHHAT €(EKT HA JIOCAPTAH/XUAPOXJIOPOTHA3HA NPOABIKABA 32 Nepuod oT 24 yaca.
[Ipy KITWHWYHU W3MHTBAHHA, [IPOABIKHIH Hal-MaJKO €Ha rOAHHA, aHTUXUNEPTEHIUBHUAT epeKT ce
€ 3ana3una ¢ NpoaAk/KABaHE Ha Tepanuara. He3aBUCUMO OT ChUIECTBEHOTO MOHM)KABAHE HA KPhBHOTO
HATAraHE, JIOCAPTAH/XHAPOXJIOPOTHA3HA HE € OKA3a/l KIIMHWUYHO 3HAUYHUM e(peKT BLpXY ChpieuHaTa
yecToTa. Ilpy KIMHHUHHM U3NUTBAHKA, cried 12-ceaAMHYHA TepanKsa € N0capTaH

50 mg/xuapoxnoporuasua 12,5 mg, H3MepBaHOTO B CEAHAIIO NONOKEHHE AHACTONMYHO KPBBHO

Hansrane € GUno HaMaIeHO CpeHO ¢ 10
13,2 mmHg.

Jlocapran/ xuapoxI0poTHa3HA € €PEKTHBEH MPH NMOHWKABAHE HA KPHBHOTO HANATAHE HA MbXKE U
KEHH, YEPHOKOXKH H HEUYEPHOKOXKH, NMO-MJ1aaH (< 65 roasHH) H no-Bb3pacTHH (Haa 65 roguHu)
MALHEHTH, KaKTO H 32 BCHUKU CTETIEHH HA XHIMEPTOHMA.

Jocapman
JlocapTaH € CHHTETHUYEH NEPOPAJIeH aHTAroHUCT Ha anruoteHsuH Il peuenrtop (Tun AT1).

AurnorensuH [l, MoleH Ba3OKOHCTPUKTOP, € OCHOBEH AKTHBEH XOPMOH Ha CHCTEMaTa
PEHUH/aHIHOTEH3HH U € OCHOBEH onpeaensil ¢hakTop B NaTopU3HOMOTHATA HA XMIIEPTOHHATA.
AHruoteHsHH Il ce cebp3Ba ¢ ATI - peuenTopsT, KOHTO Ce HAMUPa B MHOTO ThKaHH (Harnp.
BacKynapHara riajaka MyckyJsarypa, Hanos0peuHara xknesa, 66peunTe U CLPLETO) M NPEAH3BUKBA
BXXHH GHONOrMYHY NEHCTBHS, BIJTIOYHTENHO BA3OKOHCTPHKLUMA W OTAesHE Ha anaocTepor. Colio
Taka, aHruotensuH Il ctumynupa nposndepaunsTa Ha KNIETKUTE Ha ragkara MyckyJaTtypa. JlocapraH
cenekTuBHO Ostokupa AT peuenrropa. fn vitro v in vivo nocapTaH W HErOBHAT (PHU3UONOrHUHO aKTUBEH
kapOokcuneH metabonut (E-3174) 6nokupat BCHUKY AeHCTBUA HA aHMHOTEH3HH 1, He3aBUCHMO OT
H3TOYHUKA W MbTA HA CHHTE?3A.

JlocapraH HsAMa aroHHCTHYEH €QEKT H He ONOKMPa APYry XOPMOHAIHH PELIENTOPH WIH HOHHH KaHATH
Ba}KHH B ChpACYHOCBAOBATA perynatua. [1pu Tosa nocapran He urxnbupa ACE (kuHaza [l EH3UMDT,

OpaaukHHKH HeXenaHu edexTH.

{lo BpeMe Ha npunoXeHHe HAa NocapTaH, NPEMaxBaHeTO Ha aHrdoTeHsuH {1 Her
BbpXY PEHMHOBATA CEKPELMA BOAH A0 NOBHLIABAHE HA NJ1a3MEHATA PEHHHOBA a
{loruinaBsaHeTo Ha PRA BoaoM 1o nosuuiapaHe Ha aHrHoTeHs3uH Il B nhazmara.




aA0CTEPOH ce NoAAbPKaT, NoKa3BakK edekTuBHa DaoKaga Ha aHrnoteHsdH Il peuenropa. Cnen
MpeKbCBaHE Ha jocaptaH, PRA crofiHocTuTe Ha aHrHoTeH3uH Il cnapar 40 3 AHM A0 H3XOAHMTE
CTOHHOCTH.

M nocapraH U HErOBHA OCHOBEH AKTHBEH METADOIHUT HMAT MHOIO AO-rofiaM apMHUTET KbM AT —
peLenTopa, oTKoAKOTO KbM AT2-peuentopa. AKTUBHUAT MeTab0auT € 10- 10 40- nbTH NO-aKTHBEH OT
J0capTaH Mo CHJ1a Ha Ta3H OCHOBA.

B enHO npoyuBaHe, cieHanHO NpeAHA3HAYEHO 3a OLEHKA HA 4eCTOTATa HA KAULTMLA NMPH NAaUHEHTH,
JIEKYBAaHH C JIOCAPTaH, B CPaBHEHHE € NMALHUEHTHTE, NeKyBaHH ¢ ACE HHXMOHTOPH, YecToTaTa Ha
KaLLTMLATa, OTYETEHA OT MaUKEeHTHTE, NOJYyYaBallH JOCAPTAH WK XHAPOXJIOPOTHA3KA € NoAodHa K €
3HAYUTENHO NO-MAJIKO, OTKOJKOTO NpH naureHTuTe, nekysaHu ¢ ACE unxuburtop. B nonsiHeHue,
NO-LAJIOCTEH aHaNU3 Ha 16 ABOHHO-CIENH KAMHHUYHH NpOoy4BaHWg npu 4131 nauueHTH, yecrtorara Ha
CMOHTAHHH CHOOLIEHHA 34 Kaluidua Npy NaudeHTH, NeKyBaHU ¢ socaptal € noaodHa (3,1%) ¢ Ta3u Ha
nauHEHTHTE, JIEKyBaHU ¢ mauedo (2,6%) win xuapoxnopotuazua (4,1 %), nokato yectorata ¢ ACE
nHxubutopm e ouna 8,8%.

[1pr xunepToHUUH 63 aHabeT ¢ NPOTEHHYPUA, NPHITIOKEHUETO Ha J10CaApTaH KalHH 3HAUHTETHO
HaManaBa NPOTEHHYPHATA, YACTHYHATA eKCKpeluna Ha andyMuH v 1gG. JlocapraH 3ana3Ba cKopocTTa
Ha rnoMepyJ/iHa puaTpauMs v Hamanasa puntpupaHara gpakuusa. Karo nano, nocapran BOgu ao
HAMa/11BaHE Ha MUKOYHATA KUCENHHA B cepyMa (ODMKHOBEHO

<0,4 mg/dl) KoeTo € NOCTOAHHO NMPU XPOHUYHO JICYEHHE.

JlocapTaH HAMa eeKT BbpXy aBTOHOMHHTE PE(IEKCH H HAMA MPOABAKUTENEH €DEKT BbpXY
1asMeHHs HOpenHHEePpHH.

[Tpy nauveHTH ¢ NABO KaMepHa HEAOCTATBLYHOCT, 03U OT 25-mg U 50-mg focapraH BOAAT 10
NO3UTHUBHH XEMOJAMHAMHYHH H HEBPOXOPMOHANHY e(eKTH, XapaKTepU3UpallH ¢e ¢ MOBHLIABAHE Ha
CbPACUHUA UHIEKC H HAMAaNsiBaHe Ha BKJIMHEHOTO 06enoApoOHO KANUIAPHO HANATAHE, CHCTEMHATA
CbAOBA PE3UCTEHTHOCT, CPEAHOTO CUCTEMHO APTEPHANHO HAIITAHE Y CbPACYHATA YECTOTA H
CLOTBETHO HAMA/IEHHE HA LIMPKYIUPALLMTE HUBA HA anAOCTEPOH U HopenvHedpuH. [losaeata Ha
XHMIMOTOHHSA MPH TE3H NALHEHTH CbhC ChPAEHHE HEAOCTATHHHOCT € J030-3aBUCHMAL.

XHUNEPTOHHYHU H3NUTBAHHA

[IpyH KOHTPONHPAHH KIMHHYHH M3MHUTBAHHA BLPXY NMALMEHTH C JIEKa N0 CpelHa eCeHUWalHAa
XHUIEePTOHHUA, MPHJIAraHeTo Ha N10CapTaH €IMH MLT JHEBHO, € NPEAH3BUKANO CTATUCTHYECKH 3HAYMMO

MOHKKECHHE HA CUCTONMHYHOTO M AHACTONHUYHOTO KPbBHO Hansrane. MamepeaHuaTa Ha KPbBHOTO
HanaraHe 24-4aca cnell J03MpaHe OTHECEHO KbM 5-6 vaca cnep ao3ara nokasea OTHOCHTE/THO MN1aBHA
pPEeAYKLHA HA KPLBHOTO HaJIAraHe 3a NEPHOA OT 24 yaca; eCTECTBEHHTE JHEBHK PUTMH CE 3aa3Bar.
PeaykuusaTa Ha KPbBHOTO HANAraHEe KbM Kpas Ha 0030BHA HHTEpBan € Ouna npubnusurenno 70-80 %
ot edekTa, HabmoaasaH 5-6 yaca cneq NnpuiaraHe Ha A03aTa.

CrnupaHeTo Ha J10capTaH, NpyH XUNEPTOHUUHH NALUHEHTH, HE € BOJEJIO A0 PA3KO Bb3CTAHOBABAHEC HA
KpLBHOTO HanaraHe (pudayHa). HezaBUCHMO OT 3HAYHTENHOTO HAMANIABAHE HA KPLBHOTO HanAraHe,
NPHAAraHETO HA JIOCAPTAH HE € 0KA3aN0 KIMHHYHO 3HA4YKM €(eKT BbpXY ChpAEYHATA YECTOTA.
JlocapraH € eAHaKBO €(PEKTHBEH 32 MBbXKE U KEHH, 32 No-Mnaau (noa 65 roaMHH) U no-cTapu
XHNEPTOHHULIH.

Hinutease LIFE

HM3nuTBaHeTo Losartan Intervention For Endpoint reduction in hypertension (LI
PaHAOMHU3UPAHO, TPOHHO-CAANO, AKTUBHO KOHTPOJIHWPAHO MPOyHBaHE MpH 919 o
Bb3pacT Mexay 55 1 80 roamnu ¢ EKI-nokymMeHTHpaHa naBoKaMepHa XUnepT btﬁm Tlauglemme t}:e_u-
PAHIOMH3HPAT 1A NO/yHaBAT BEIHBXK JHEBHO 10CAPTaH 50 MM BEAHBIK THEBHY, ATEHONOL. S0mMg..
AKO KeNaHOTO KPbBHO Hanarave (< 140/90 mmHg) He € 6uno nocTuruaro, mpso €, anGaBHH
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xuapoxyiopotnasda (12,5 mg) 1 npy Hy»aa cnel TOBa € yBE/IMYABaHA /103aTa HA NocapTaH WM
ateHonon Ha 100 mg BeaHBXK AHEBHO. JONBAHNUTENHO AHTUXUNEPTEH3UBHO JIEKAPCTBO, € U3KIIIOYEHHE
Ha ACE nnxubutop, anrvorensun Il aHTaronnctu unu bera-6s0kep € 106aBeHO KbM ABeTe rpymnu, 3a
Ja ¢e NMOCTHUTHE XKENaHOTO CPAaBHUMO NOHWIKEHHE HA KPBbBHOTO HAATAHE MENCTY TPYUTE.

CpeaHata npoawBKHTENHOCT Ha npocieaseade e 4,8 roantu.

[TopBUUueH KpaeH rMokasaren 3a Npoy4BaHETO € OMN CHLCTABHMAT OT KapAHWOBACKYJ1apHATa
3a001€BAEMOCT U CMBPTHOCT, KOETO CE M3MEPBA 4pe3 NMOHH)KaBaHE HAa 00ILATA YeCTOTAa HA HACTBLMBAHE
Ha CbPACYHOCHAOBA CMbPT, HHCYNT U MHOKapaeH HHapKT. KphBHOTO HansraHe € 3Ha4HTEAHO
HAMANEHO X0 CXOJHW HUBA B IBETE IPYIH.

JleueHuneTo ¢ TocapTaH BOAM 10 NMOHWkaBaHe Ha pucka ¢ 13,0 % (p=0,021, 95 % nosepurenen
uHrepean 0,77-0,98) cnpsaMo aTeHON0N 3a NAUMEHTH, NPH KOWTO HACTBHIBA CHOUTHE, BKAIOYEHO B
MLPBUYHHUA CHCTABEH KPACH noxaszaren. Tosa ce o0acHABA Hali-Beue ¢

HaMaJieH1e YecToTaTa Ha HHCYAT. JleyeHHeTo ¢ nocapTaH HaManABa pUcKa oT HHCyAT ¢ 25 % cnpamo
areHonod (p=0,001 95 % nosepurenen nnrepsan (,63-0,89). Husara Ha cbpaeyHOCHAOBA CMBPT H
MUOKAp/eH HHPAPKT HE C€ Pa3/IM4aBaT B JIEKYBAHUTE IPYIIH.

HBoiHO B10KHpaHE HA PEHHH aHrMOTEH3UH -anaocrepoHoBaTa cuctemMa (PAAC)

J1Be ronemu paHaomMusupaHu koutpoaupanu npoyusaHus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Texymo rno6anHo u3nuTeaxe 3a
KpaHHH TOYKH HA TEAMUCAPTAH, CAMOCTOATENHO U B KoMOMHaLus ¢ pamunpun) H VA NEPHRON-D
(KnHHHYHO npoyuBaHe CBBP3aHO C pa3BUTHE Ha HEPponaTUs NpH auadeT, MPOBEAEHO OT
MHHUCTEpPCTBO MO BBIIPOCHTE HA BETEPAHHTE) — NPOYYBAT ynorpedara Ha kombunauuaTa ot ACE
HHX®OUTOP W aHrHOTeH3UH lI-peuenTopeH Onokep.

ONTARGET e npoy4saHe, npoBeeHO NpU NaUHEHTH C AHAMHE3A 32 ChPACHHOCHAOBA HIIH
MO3BYHOCHA0BA DONECT, MM 3axapeH AuadeT TUn 2, NPUAPYKEHHU € NaHHH 33 YBPEKIaHE Ha
etdexropuu opraHi. VA NEPHRON-D e npoyusaHe npy naumeHTH cbe 3axapeH aMaber Tvn 2 u
nuabetha HedponaTus.

Tezu npoyusaHUs He NOKa3BaT 3HAYUM O1aronpUATEH eeKT BbPXy OLOpeuHuTE M/ UK
CbpAEYHOCHAOBHTE MOCIEAHUH U CMBPTHOCT, KATO CHUIEBPEMEHHO ca Hab/HOAaBaHH MOBHILEH PHUCK
OT XHNEPKATHEMHA, OCTPO YBpEXKAaHe Ha ObOpeunTe H/HAH XMNOTOHHA B CPAaBHEHHE C
MOHOTepanuaTa. KaTo ce UMat npeaBHA CXOAHUTE UM (hapMaKOAUHAMHYHH CBOMCTBA, TE3H pe3y/ITaTy
ca npuIoKUMH H 3a apyru ACE nuxuburopu v anrnorensus ll-peuentopHu Gnokepm.

ACE unxuOntopH M aHruoteHsuH ll-peuentopuu 610kepu cnegoBarenHo He TpabBa na ce u3nossar
€HOBpPEMEHHO NpH MaUHEHTH ¢ AHabeTHa HedponaTu,

ALTITUDE (Knuun4Ho npoyusaHe NpoBENEHO ¢ ATUCKHPEH NPH NALKEHTH CbC 3aXapeH Auader Tvn
2 ¢ U3NION3BAHE Ha CHPACYHOCHI0BH H OBOpeuHH 3a0019BaHUA KaTO KPaiiHK TOUKH) € NPOYyUBaHe,
NpeAHa3HAYEHO Aa K3CJEABA N0/13aTa OT A00aBAHETO HA ANMCKUPEH KbM cTaHgaprHa tepanua ¢ ACE
MHXHOHUTOP HIIH aHrHoTeH3HH l-peuentopen 6nokep npu nauueHTH CbC 3axapeH auaber THn 2 U
XpoHHuHO OBLOpeuHo 3abonsBale, CLPACHHOCHAOBO 3ab0naBaHe WM U aBeTe. [IpoyuBaHeTo €
NPEKPaTEHO NPEXKIACBPEMEHHO AOPaad NOBHIUECH PUCK OT HEONAronpHATHH nocneanuu. Kakro
CbPAEHHOCHAOBATA CMBPT, TAKA U HHCYJITHT Ca MO-4E€CTH B rpynarta Ha anucKUpPEH, OTKOAKOTO B
rpynara Ha mnauebo, a npeACTarIABALUNTE HHTEPEC HEXKENaHU ChOHTHS U CEPUO3HH HEXKETaHH
CcbOUTHS (XHNEPKANTUEMUSA, XUNOTOHKA K OBOpeuHa AMCPYHKUKA) ce CHOOLIABAT NO-4eCTO B rpynara
Ha ATUCKHPEH, OTKOJIKOTO B rpynara Ha rnaunedo

XHUAPOXNOPOTHA3ZHU
XHIPOXNOPOTHAZHU] € THASHAEH JHYPETHK. MEXaHU3MBT Ha AHTHUXHNEPTEH3HBHHA eeKT Ha
THA3HAHHTE JHYPETHLIK HE € HAMTBJIHO H3BEeCTEeH. THAa3HANTE AEHACTBAT BbPXY PEHa
MEXAHHW3IbM Ha ENEKTPONUTHATA peabcopOuna KaTo NOBUILABA JUPEKTHO excxpeu
X/10p B NpHOIU3UTENHO €KBHBANICHTHH KONMHUYecTBa. JlypeTHUHOTO AcHicTBHE HA
HaManaea nuasMeHus odem, NoBHilABA M1a3MeHaTa PEHHHOBA aKTHBHOCT H MOB
ANAOCTEPOH € NOCIEABALL0 NOBULLIABAHE HA KAIMA B YPHHATA W 3arybara Ha Ouig




3aTOBa €AHOBPEMEHHOTO NPUIIOKEHHUE HA aHTHOTeH3UH Il peuenTopeH aHTaroHMCT NOoKasBa
TeHASHUHUA KbM HamaniaBaHe Ha 3aryfara Ha Kanui, CBbp3aHa C THA3UWIHUTE AUYPETHLH.

Crnen nepopanna a03a, AMype3aTa 3anoysa 4o 2 4aca, A0CTHra MUKOBO HUBO CNEd OKOJO0 4 yaca
npoab/pKaea okono 6 ao 12 yaca, aHTUXHNEPTCHIUBHUAT edekT npoab/ikaBsa Ao 24 yaca.

HemenanoMeH pak Ha KO)KaTa

Bb3 OCHOBa HA HATMYHHUTE JAHHH OT €NHASMHOJIOTHYHH NPOYUBAHHA € HabatonaBaHa 3a8HCHMA OT
KyMyJlaTHBHaTa n03a Bpb3ka mexay XX T3 1 HMPK. Eaxo npoyusane sxkniousa nonynaums,
cbeToswa ce or 71 533 cnyyaun va BKK u 8 629 cnyuau #a CKK, u nonynaums ot cvorsetHo 1 430
833 n 172 462 noaxonauu koHTpoan. Bucokara ynotpeba Ha XXT3 (kymynarusto >50 000 mg) e
cBbpiaHa ¢ kopurupad OR 1,29 (95% JIU: 1,23-1,35) 3a BKK u 3,98 (95% JIU: 3,68-4,31) 3a CKK.
HabsronasaHa e scHa Bpb3ka KyMylaTuBHa A03a-01rosop kakTo 3a bKK, Taka u 3a CKK. Jpyro
NpoYy4YBaHe NMOKa3Ba Bb3MOXKHA Bpb3ka Mexay paka Ha YCTHHTE (CKK) u ekcnozuuuara Ha XXT3: 3a
633 cayuad Ha pak Ha ycTHuTe € noabpaHa nonynaums ot 63 067 noaxoadLy KOHTPOJTH, KaTo ce
H3M0J13Ba CTPATErHA 3a B3€MaHe Ha npobu, onpeaeneHa ot pucka. JleMOHCTpUPaHa € BPh3Ka
KymyJiaTHBHa J03a-0Troeop ¢ kopurupan OR 2,1 (95% AU 1,7-2,6), Hapacteaw g1o OR 3,9 (3,0-4,9)
3a BUcoka ynorpeba (~ 25 000 mg) u OR 7,7 (5,7-10,5) 3a Hait-Bucokara kymyaaTuBHa ao3a (~ 100
000 mg) (Bx. cbuio TOUKa 4.4).

5.2 @apMakoKHHETHYHH CBOHCTBA

Abcopbumus

Jocapman

Cnen nepopaiHOTO NMPHIOKEHHE, ocapTaH ce abcopbupa nobpe u npeTbpnaBa MeTadoAU3BLM NpH
MbPBOTO MPEMHUHABAHE KaTO (POPMHPpaA NbPBOHAYANEH AKTHBEH KApOOKCUJIEH METAabOIMT - M APYrH
HEAKTHBHH MeTabOAUTH. CucTeMHaTa OHOHANHYHOCT Ha TabnerkuTe locapraH e npubausurenHo 33
%. CpennaTta nMKOBa KOHUEHTPALIUA HA NOCAPTAH M AKTHBHUA My MeTa0OIHUT ce AOCTUra, ChbOTBETHO,
3a | 4yac u 3a 3-4 yaca. KnuunuHo 3Hauum edekr Bbpxy npoduia Ha miasMeHUTE KOHLIEHTPaUXH Ha
NOCApTaH He CE € NOJNY4YHN NPH NPHIAraHe Ha CTAHAAPTU3IHPAHHU XpaHH.

PaznpeaeneHue

Jocapman

KakTo fiocapTtaH, Taka H aKkTUBHUAT MY MeTabO0JIHT, ca > 99 % cBBbP3aHH ¢ NNa3MEHHTE NPOTEUHH,
ocobeHo ¢ anbymuunTe. OOEMbT Ha pasnpencsieHHe Ha iocapTaH € 34 nurtpa. UscneasaHusa Bupxy
NIbLXOBE NOKA3BaT, Ye JIOCApPTaH TPYAHO MPEMHHABA KPbBHO-MO3bYHaTa bapuepa, ako BhoOLle 4

npeMHHaBa.

Xuopoxnopomuasuo
XHUIpoxJIopoTHa3HA NPEMHHABA IUTALICHTApHATA, HO HE H KPbBHO-MO3bYHaTa OapHepa U ce oTaens B
MaHYHHOTO MIAKO

buoTpaucdhopmanus

Jlocapman

Oxono 14 % or MHTPaBEHO3HO WK NEPOPATTHO NPHIOKEHATA 1033 NOCAPTAH, C€ NPEBPDBIila B AKTHBEH
MeTabonut. Cnea nepopaiHOTO WK WHTPABEHO3HOTO nipunarade Ha 14C-Mapkep Ha 1ocapTaH Kaiui,
RHpKYJIHpalllara njia3mMeHa paaHOaKTHBHOCT C& Ab/IXKHU Ha N0CapTaH W aKTUBHHA MY MeTabonHT.

T

MPOUCHT OT U3CIICABAHHTC NAUHWCHTH.

OcBeH akTHBHHSA METAOO/IHT, ce POPMUpAT U HEAKTHBHH METADONIHTH, OT KOH
Yype3 XHAPOKCHWIHPaHE Ha OYTHUN0BATa CTPaHWYHA BEPUra M €1UH BTOPOCTENEH
TETPa30J rMIOKOPOHH. |




EnumuHupaHe

Jocapman

[LnazMeHHsAT KNHPBHC HA NOCAPTaH U aKTHRBHUA MY METa0OIMT e ChoTBeTHO, 0k0no 600 mL/min u 50
mL/min pecnekTHBHO. BbOpEeUHUAT KIIMPBHC Ha locapTaH U aKTUBHHUS MY META0ONTHT € CLOTBETHO
okoJ10 74 mL/min 1 26 mL/min pecnektuHo. Korato nocapraH ce npunara opanuo, okono 4% ot
J03aTa ce OTAENA HEMPOMEHEHa B ypuHaTa, a 6 % OT 103aTa ce oTAeNa KATO AKTHBEH METADOJTHT.
DapmMaKOKHHETHKATA HA J10CapTaH U aKTHBHHA My MEeTabDOMHUT ca IMHEHHH NMpH NepopatHi 103K
nocapTaH kanui 30 200 mg.

Cnen nepopajlHO NPUNOKEHHE, NNa3MEHHTE KOHUEHTPALUM HA IOCAPTAH W aKTUBHUA MYy MeTaGOUT
HaMa/ABaT MOJHEKCNOHEHUHAIHO KATO KPANHHUAT MONYXKHUBOT € CbOTBETHO OKOJIO

2 4yaca u 6-9 uaca. HUTo nocaptaH, HUTO aKTUBHUAT My MeTabONUT, KyMY/IUPAT 3HAYHUTETHO B
f1a3Mara no BpemMe Ha Tpetupatde ¢ 03¢ ot 100 mg, eanH nbvT AHEBHO.

3a eTMMMHUPAHETO HA JIOCAPTaH AOMPHHACAT, KAKTO HJTBYHATA, TAKa W YpUHHara ekckpeuus. Cren
nepopasHa 203a or 14C-MapkHpaH N0capTaH NpH YO0BEKa, ¢€ OTKPHBA OKoao 35 % ot
paanoakTHUBHOCTTA B ypuHata 1 38 % B M3npaKHEHHATA.

Xuopoxaopomuazuo

XHApOXJIOpOTHA3KA He ce MeTabonn3upa, HO ce enuMuHMpa 6bp30 upes Oubpeunte. Ilpu
HabnlonaBaHe Ha Nna3MeHMTE HMBA, HaH-Masko 3a 24 Yaca, ce 3abens3Ba, Ye NIA3MEHUAT MOJTYKHBOT
Bapupa mexay 5,6 u 14,8 yaca. Haii-manko 61 % ot nepopannara n03a ce eTMMHUHHPA HEMPOMEHEHA
no 24 vaca.

XapakTepUCTHKH HA NAUKNECHTHTE

Jlocapman-xudpoxnopomuazuo

IIpH no-Bb3pacTHU XHNEPTOHHULY, M1a3MEHHTE KOHLEHTPALMH HA IOCAPTaH W AKTHBHHSA MY
MeTabonuT, U abcopOuHATa Ha XHAPOXIIOPOTHA3HU] HE CE Pa3iHMABAT 3HAYMTETHO OT TE3H NPH MO-
MJIAJUTE XHNCPTOHHUH,

Jocapmarn

Cnen nepopaiHo MPHIOKEHHE NPH MALMEHTH C Jieka A0 CpeJHa a/IKOX0JIHA LIUp03a Ha YepHUs Ipod,
MIa3MEHHTE KOHLUEHTPALHH Ha JIOCApPTaH U aKTHBHHA My METabONIUT ca, CbOTBETHO, 5 MbTH U |,7 NbTH
MO-BUCOKH OT HADMIO4aBAHKTE NPH MJIAaAH MBXKe - A00pPOBOILIM.

(MapMaKOKHHETHYHH NpoyuBaHHs Nokasear, 4e AUC Ha nocapraH npH 3apaBH MbXKe OT SNIOHCKATa
HEAMNOHCKA Nonynauuna He ce pasnnuasar. Brnpeku Tora AUC Ha kapbokcuaHo-kuceaus Metaboanr
(E-3174) nokassa pa3nnuuns MexIy ABETE rPYIH, KaTO €KCNO3IUUHATA € NPpHOAU3KTENHO 1.5 mbTH no-
BUCOKA MNPH MBKETE AMOHLIM B CPaBHEHHUE C HEe-ANOHLMTE. KIIMHMYHATa 3HaYXMOCT HA TE€3H pe3yJITaTH
€ HEH3BECTHA.

HuTo nocapraH, HHTO AKTHBHUAT MY MeTabonuTt Morat aAa 0baaT OTCTpaHEeHU Ype3 XEMOHANH3a.
3.3 IlpeakNHHUYHH JaHHH 34 Oe30MacHOCT

[lpeAkNMHHUYHHATE JAHHH OT KOHBEHLUMOHANIHK NPOYUBAHHA — (PAPMAKOIOrMUHHA H TEHOTOKCHYHHM, HE
pa3sKPUBAT NMOTCHLIMAJIHA PUCKOBE MPH JIeYeHHEe HAa XOpa. TOKCHYHHAT NOTEHUHAN Ha Komﬁunaumm
NOCAPTaH/XHOIPOXJIOPOTHA3HKA C€ OLEHABA B MPOYYBaHHUA 32 XPOHHYHA TOKCHYHOCT C
NPOABLIDKHTEIHOCT A0 WECT MECELIA NTPH IUTLXOBE U KYUETa, CJIEA OPANHO FIPUNOKE
Ha0/IoraBaHUTE NPOMEHH B TE3HM NPOYYBAHHA C MpUNaraHe Ha KOMOWHaLUg ca T
IfocapTaHOBHUs koMnoHeHT. [Ipunaranero Ha koMbuHauusTa nocapTal/xuapoxn
MPean3BHKBA NOHUKEHHE HA NAPAMETPUTE Ha YEPBEHHTE KPbBHH KIETKH (epuT
XEMaTOKpPHT) K NOBHLIABAHE Ha yped-N B cepyMa, NOHHXKABAHE HA TErOTO HA




KPbBOM3MHBH). HsiMa 1aHHH 34 TEPATOreHHOCT NPH [LTbXOBE UK 3aiLIM TPETHPaHH C KOMOHHALMATA
NOCAPTaH/XHAPOXJIOPOTHA3KA. TOKCHYHOCT 3a MNI0AA, M3pa3aBallla ce B JIEKO MOBHILEHHE Ha Opoa Ha
pebpara B nokoaeHue F| ce Habnroaaea, KOraTo MEHCKHUTE Ce TPETHPAT NPEAH H M0 BPEME Ha
rectallMoHHUA nepHoa. Kakro ce Habatonasa B npoy4BaHHa caMo C 10CapTaH, CTPAaHHYHK ehEKTH 3a
M10Aa H HOBOPOAEHHTE, BKIIOMHUTENHO OBOpeyYHa TOKCMYHOCT ¥ CMBLPT Ha niioja, ¢e Habmoaasar,
KOraTto OpeMEHHH TNTbXOBE CE TPETUpaT ¢ KOMOMHAUKMATA NocapTaH/XHAPOXJIOPOTHA3HA B KhbCHHA
réCTauHOHEH NEpUOA H/HIN NPe3 NAKTALUMOHHHUA NEPHOI.

6. ®APMALEBTHYHHA JAHHH
6.1 CHorenk HA TOMOIHHTE BellecTsA
HULIECTe, NPeXeNaTUHUIHPAHO

LEeNyn03a, MUKPOKPHCTATHA

NaKTo3a MOHOXHApAT

MAarHe3ueB cTeapar

XHIIpoMeno3a

makporon 4 000

OLUBETHTEN XHHONHHOBO XbATO (E104)
TanK

Thtados gHokcua (E171)

6.2 HecnhBMeCTHMOCTH
Henpunoxumo.

6.3 Cpok na roanoct

5 rOAHHH

6.4 CrpoenmranHH YCI0BHR HA CbXPAHEHHE

Ha ce cvxpanasa noj 30°C.
Jla ce cpXpaHaBa B OpUTHHANHATA ONIAKOBKA, 33 Aa CE Npeanasy OT Biara.

6.5 BuanacbabpxaHne HA ONAKOBKATA

baucrepna onakoska (Al, PVC/PVDC donno): 28, 30, 90 punmupann Tabnetky, B KapTOHEHA KYTHA.,
He BcHuku BHIOBE ONAKOBKH MOrat Aa 6baat nycHaTtH Ha naszapa.

6.6 Cneuna/IHH NIpeaAna3Hu MEPKE NPH H3XBLJsHE /A padoTa

HaMa cneumanHy U3HCKBAHHA PH U3XBBPJISHE.

7. I[IPUTEXATEJI HA PAZPEILIEHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, Cnoseuus

8. HOMEP(A) B PABPEHIEHHETO 3A YIIOTPEBA

Per. Ne; 20060153




9. HJATA HA ITHPBO PAZPEIIABAHE/ ITOJHOBSABAHE HA PAZPEIIEHHUETO 3A
YITIOTPEBA

Hara Ha mbpBo paspeluasane: 04.04.2006
Jata Ha nocneano noaHosaBaHe: 15.12.2011

10. JATA HA AKTYAJ/IH3UPAHE HA TEKCTA

27 FOunn 2025

[loapobna mdopMaliag 3a TO3H ASKAPCTBEH NPORAYKT € nmpeaocTaseHa Ha yeOcatita s Mamummrenna
Arewmipan no Jiexapcrsara (MAJI) hitp://www.bda.bg.




