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1. HME HA JEKAPCTBEHUA MPOIVKT
Temmucapras /Xunpoxnopornazug CTAJA 80 mg/12,5 mg tabnerku
Telmisartan/ Hydrochlorothiazide STADA 80 mg/12,5 mg tablets

2. KAYECTBEH H KOJIJMUECTBEH CBHCTAB
Beaxa Tabnerka coabpxa 80 mg renmucapran (telmisartan) u 12,5 mg xunpoxnopornazun
(hydrochlorothiazide).

TloMoInHH BEINECTBA ¢ HARECTHO HeHCTBHE:
Beska Tabnerka ceabpika 0,882 mg narpuii.
3a mEAHKMA CTIHCHK HA TIOMOLIHHTE BEILIECTBa, BHKTE TOUKA 6.1.

3. JEKAPCTBEHA ®0OFPMA

Tabnerku.

Tenmucapran / Xunpoxnopotuazug CTAJIA 80 mg /12,5 mg raGnerku ca Gemu mo oyt 6enw, ¢
pasmepu 9,0 x 17,0 mm tabnetkn ¢ dopMa Ha xancyna, ¢ mapkupoeka “TH 12,5” or apete crpaHu.

4. KINHHYHH JAHHHA

4.1 TepaneBTHYHHE NOKAIAHAS

JleueHnre Ha eCeHIMANHA XHTTEPTOHHMA.

KoMOHHHpaHHAT nexapcreeH npoAyKT Tenmucapran / Xugpoxnopotnasug CTAIA e ¢ duxcHpaHi
no3u (80 mg renmucapTan /12,5 mg XuaApOXIOPOTHASHA) U e TIOKA3aH 32 JIeHeHHe Ha BE3PACTHH, YHETO
KPBBHO HAATAHE HE € ONTHMATHO KOHTPOIHPAHO CAMO C TEIMHCAPTAH.

4.2 Ho3npoBKa H HAYMH HA NPHJIOKEHKE

O3HPOBKA

Tenmucapran / Xuapoxnopornazug CTAJIA ce npHeMa OT NaUHEHTH, YHETO KPHBHO HAJISraHe He
ONTUMANTHO KOHTPOJIMPAHO TIPH TNMpPHEM caMO Ha TeiMMcapraH. Ilpenu na ¢e TpeMHHe KBM TO3H
KOMOMHHpaH NEKapCTBEH MPOAYKT ¢ PHKCHPaHH T03H € HEOOXOZHMO TOOTIENHO A C¢ THTPUPAT JO3HTE
Ha BCEKH OT ABAT4A KOMITOHCHTA. HpH MOAXOAAIIH KTHHHYHH TOKAa3aHHA MOMKE NTHPEKTHO Ha & IPEMHHS
OT MOHOTepanKATa KbM IpHeM Ha KOMOMHUpaHUS JIEKApCTEEH MPOIYKT,

Tenmucapran / Xuapoxaopornasua Crana 80 mg/12.5 mg

e Tenmucapran /Xunpoxnoporuazun CTAIIA 80 mg/12,5 mg Moke Oa ce npWIOKH eMH NET
NHEBHO TIPH NALMEHTH, YHETO KPBBHO HAJIATAHE HE € ONTHMAIHO KO
CaMOCTOSTENHO NpHIaraHe Ha TenMucapraH 80 mg,

CuenHaJanH DOy IANHE



Cmapyecka ev3pacm
He e HeobxoauMo xOpHUrepase Ha no3ara.

Lvbpeuno yepexcoane
[penoprysa ce mepHomUYHO npociensBaHe Ha 6s0peunara dyHKImA (BX. TOUKa 4.4).

YeprnonpobHo yBpekaane

Ipu nalMeHTH ¢ KO J0 YMEPEHO YepHOAPOOHO yBpekKIaHe N03HpOBKATA He TpaOBa Aa HANBHIIABA
Tenmucapran / Xumpoxnopornassa CTAJTA 40 mg/12,5mg Beawsk AHeBHo. Teamucaprad /
Xuppoxnoporuasng CTAJIA He ¢ moka3aH 3a Jig4eHMe HA MANMCHTH C TEXKKH 4depHOApOOHH
HapyuwieHns. TwuasuauTe TpabBa Na ce M3ODOM3BAT MpEANaiyIMBO NPH TALMEHTH ¢ HAPYIIEHH
YepHOAPOOHH QyHKIEM (BK. TOuKa 4.4).

Heduampuuna nonyiayus
BesonacHocTTa M edukacHocTTa Ha Tenmucapras / Xunpoxmopornasug CTAIIA npu pena 1 10HOIMK
Ha BBE3pacT nox 18 ronuHy He e ycTaHoBeHa. JIuncsar nauHu.

Havwun na npunooicenue

Tabnerkure TenmucapraH / Xuppoxnoporuazua CTAZA ca npeAHasHa4YeHH 3a NEpOPATHO
TIPIWIOKEHHE BeIHbXK NHEBHO H TPAGBa a ce NpHEeMAaT ¢ TeJHOCT, ¢ WIH e3 XpaHa.

4.3 IIpoTHBONOKAIAHASR

*  CBpPBXYYBCTBHTEIHOCT KbM JIEKAPCTBEHOTO BELIECTBO KIIH KbM HAKOE OT ITOMOLIHHTE
BelllecTBa, M30poeHH B Touka 6.1;
» CppBXYYBCTBHMTEIHOCT KEM NpPOM3BONHHTE HA CyndoHaMHAAWTE cyGeTaHmmn (Teil Karo
XHAPOXNOPOTHA3HA € CyNHOHAMHAHO TIPOU3BOHO);
Bropo H TpeTo TpuMecedHe Ha GpeMenHOCTTa (BK, ToUkH 4.4 U 4.6);
Xonecraza 1 o6CTPYKTHRHU HAPYIIEHUA HA ¥THYHHTE ITETHLIA,
Texxo uepHOApOOHO YBpeXKIane,;
Texxo Gr0peuno yBpexaaHe (KpeaTHHHHOB KMpPEHC < 30 ml/min);
PedpaxrepHa XHMNOKATHEMHS, XUITCPKATLHEMHA,

EndospeMerHoTo npHiokeHue Ha Tenmucapran/Xuapoxnoporwazua CTAJIA v anucKHpeH e
MPOTHBONOKA3AHO TIPH NALMEHTH ¢ JHaber unu 6B0peunHo yBpexiaHe (MHASKC HA ITIOMEpyJHA
dwrrpaupsn HI'® < 60 ml/min/1.73 m?)(Brxre Touxu 4.5 1 5.1).

4.4 Cnenua/IHA NpeAynpeRICHAN B NPeANAIHE MepKua NIpH ynoTpea

Bpemenmoct

He tpabBa aa ce 3amodsa mpHeM Ha QHTHOTEH3HH Il penenTopHH AHTarcHMCTH IO BpEME HA
OpemennocT. [laumeHTKHTE, KOWTO NNaHMpaT GpeMeHHOCT, TPAOBA Ja MPEMHHAT KbM AITEPHATHBHO
AHTHXHNIEPTEH3UBHO JIEUCHHE ¢ ycTaHoBeH Mpodwn Ha GesonmacHocr nmpu ynotpeba mo BpeMe Ha
OpEMEHHOCT, OCBEH aKO CE CHHTA, Y€ € OT 0CO0EHA BaXKHOCT Ja ¢ MPOABILKH JIEYEHHETO ¢ AHTHOTEH3UH
I peLenTOpAM aHTArOHHCTH. AKO € AMACHOCTHLHpPaHa OpeMeHHOCT, JeYeHHeTo ¢ aHrMOTeH3HH I
pelelITOpHH aHTarOHHCTH Tpabpa HezabasHO na HbJe NMpeycTAHOBEHO H aKO € NMOAXONAIo na Huae
3allOYHATO ANITePHATHBHO JeueHHe (BK. ToukH 4.3 u 4.6).

YepHonpobuo yBpexaane
Tenmucapran / Xuapoxiopornasun CTAJIA He Tpabea fa ce nmpriara npH NguAcsy Seqasa, ©
ATHYHH O0OCTPYKTHBHH HapyHIEHMs WM TEXKK3 YepHOApoOHA MHCY(PHIHeHRM 3B To e 3 N Toi

KaTO MO-rofifiMaTa 9acT OT Te/IMUCapTaH Ce eTMMHBHpa upe3 durbukata. [1pk
ce OYaKBa HaMaleH uepHoApoOeH KIHPBHC,



Ocpen ToBa, Tenmucapran / Xuapoxnopornasug CTAJJA Tpafea ja ce Mpunara BHUMATENHO TIPH
TIALMEHTH ¢ HAPYIIEHHs B YepHOAPOOHaTA (yHKIMA HIH IPOrpecHpalo 9epHOApoGHO 3a6oARane, Thit
KAaTO B TE3H CJyYaH MATKH NPOMEHH BBB BOJHO-eNIEKTPONHMTHHA OanaHc MOraT Aa AoBeaaT Io
yepHoapobHa xoMa. Hama kIHHHYHH JAHHH 38 H3no/13BaHeTo Ha TenMucaprad / XuapoxnopoTHasua
CTAJIA nipn nanMeHTH ¢ 9epHOAPOOHY HAPYLICHHA.

PeHosackynapaa XHuepTOHUA
Koraro naimeHTH ¢be CT€HO3a Ha ABeTe OROpEYHH apTePHH MIIH CTEHO32 HA apTEPHATA KbM eIHHHYEH

¢dyukupoHHpa 6u6pek ca TpeTHpaHH ¢ TekapcTBa, MOBMUABAILK CHCTEMATA PEHAH-AHTHOTCH3HH-
ANJOCTEPOH CHIECTBYBA IOBHMIIIEH PHCK OT TeXKKa XHMOTOHHA ¥ GEOpesHA HeOCTATEYHOCT.

b1r6peuno yRpexaane u 6s6peuna TpaHcILIaHTALIMA

Tenmucapran / Xunpoxnopornasun CTAIA He tpaGBa ga ce npunara MpH NAOMEHTH ¢ TEXKKO
616peuno yBpexaane (kpeaTHHHHOR KIHPEHC < 30 ml/min) (Bk. Touka 4.3). Hama 20¢TaTh4HO AaBHM
IO OTHOWIEHME Ha NpUiIcKenueTo Ha Tesmucapran / Xuapoxnoporasung CTAJA npu mauHeHTH,
NpeTLprenH Hackopo OnOpeuHa TpancrnanrauMs. Hamune e orpaHuyen omur ot ynorpebara Ha
Tenmucapran / Xunpoxnoporuasua CTAIIA npp naliueHTH ¢ JIGKH A0 CPEHO TexkkH OBOpeuHH
HapyUIeHHA, TIOPaJH KOETO Ce MPENophYBa MepHOANYTHO ITPoceABane HA HHBATA HA KATHi, KpeaTHHHH
M MHMKOYHA KHCENMHa B cepyMa. [Ipu maumeHTH ¢ Hapyienn 650peyunu ¢yHKUMH MOXKe Aa ce MOABH
A30TeMHA, CEBP3aHA ¢ THASHAHMTE OHYPETHLIM.

BrTpecsnoBa XMNOROIEMHS

CuMITTOMaTHYHA XHIIOTOHHA, 0co0eHo clien MbPBATA A03a, MOXE Aa ce HaG/Iroapa TpH NALMEHTH ¢
TEXbK HATpHeB JeDULMT WIH HaMAIeH 00eM Ha IIMPKYIHpAIIATa KPEB IIPH MOIIHA AXYPETHIHA
Tepanys, JHeTa ¢ OrpaHHYeHO MPHEMaHe Ha COJl, AMAPHA WIH NOBpBIlaHe. Taknusa CECTOAHKA TpsOBa
na GhOaT KOpHrHpaHH NPeNH NpAanoxeHHe Ha TenmmucapTad / Xuapoxnopornazug CTATIA.

HBoiizo 6nokupaHe Ha PEeHHH-8HTHOTEH3HH-AII0CTEPOHOBaTa cucTtema (PAAC)

HMa pasmM, de enHoBpeMeHHaTa ymoTpeba Ha ACE mHXHOWTODH, aHTHOTeH3uH Il-penemrropHu
6nokepH MM ANHCKHpeH MOBHINABA PHCKA OT XHMNOTOHHMS, XHIEPKAIMEMHS M HaMansABaHe Ha
OuOpeunara ¢yHKuMA (BRIOYHTENHO ocTpa 6uOpeuHa HemoctarhunocT). [lopagm ToBa He ce
npenopbypa nsoiiHo Gnokupane Ha PAAC upez xombuHupanaTta ymorpe6a Ha ACE umxwburopy,
anTHoTeH3MH 11-penierrropay 610Kepy WM amackupeH (Bx. Touku 4.5 1 5.1).

Axo ce IIpelleHH, Y€ TepanmaTa ¢ ABofiHo Gnoxupane e abcontoTHo HeoOxoxuMa, ToBa TpaGea na cTasa
caMo 1oA HaGMONEHHeTO Ha CHEeNHANHCT M IIPH 4eCTO BHHMATENHO MOHMTOPHpaHe ua 6nOpeunara
(yHKIHS, ENEeKTPOIUTHTE H KPEBHOTO HANAraHe.

ACE nxuburopy 1 anrmoreHsnH [1-penenrropHH 610kepH He TpsabBa Aa ce W3MON3BAT eJHOBPEMEHHO
NpH nalMeHT ! ¢ auabeTHa HedponaTus.

Jpyru cheTOSHNA Che CTHMYJIALINA HA CHCTEMATA PEHHH-dHMHOTCH3HH-ANI0CTEPOH

IIpH nmaumenTy, YHKTO BacKynapeH TOHyC H Op0peuHa QYHKIHA 3aBHCAT OCHOBHO OT aKTMBHOCTTA Ha
CHCTEMAaTa PECHHH-AHTHOTEH3HH-AJIZIOCTEPOH (HallpUMep MALMEHTH ¢ TeXKa 3acToiHa crpaedHa
HENOCTATEYHOCT WIH Noyiexamo 6u6peyno 3a0omsBane, BIJIIOYMTENHO U cTeHO3a Ha 6n0peynara
apTepui), ICUEHHETO C ICKAPCTBEHH MPOAYKTH, KOMTO NIOBTHAARAT Ta3H CHCTEMA MPeU3BUKBA OCTpa
XHIIOTOHHA, XUIIEPA30TEMHEA, OJIMIYPHA HIH pAdKo ocTpa 650peyHa HezocTaThYHOCT (B, TOuka 4.8).

[IppBHYeH XUNEpanao0CTEPOHHIBM
INarmeHTn ¢ TEPBHYEH XHNEPALAOCTEPOHHIEM MO TIPHHIIMIT HAMA A2 pearnpar H €PTCH3MBHH




Crenoza Ha aopTHATA H MUTPAJIHA KIAMA, OOCTPYKTHBHA XHIIEPTPOPHIHA KAPAWOMHOTIATHS
KakTo Ipu npyrire Ba3oQWIATATOPH, CTICLHATHO. BHUIMaHHe € HeOOXOMMMO IIPH MAMHEHTH, CTPAALIH
OT a0pTHA WIH MHTpAJIHA CTeHO3a HIH 00CTPYKTHBHA XHNIEPTPOGHUHA KAPAHOMHOIATHS.

Mertabomrray ¥ eHnoKpHHHE edexTr

JleuenneTo ¢ THAZHAN MOXKE A HApyIIH IMIOKO3HHA TOJIEpaKe, MOpaiH TOBA, PH NAUMEHTH ¢ Auaber,
JIEKYBaHH ¢ MHCYJIMH HIH aHTHAMAOSTHH JIEKapPCTBEHH NPONYKTH M TEpamHA ¢ TETMECAPTaH, MOXeE 1a
HACTEIH XHIOJTAKEMHAA. 3aTOBa, IIPH TE3M NAlMeHTH TpAGBa na ce oOMHCIIHM CHOTBETHO
npoc/ieiiBaHe Ha KPBHBHATA 3aXap H MOXKeE Ja Ce HanoxH KOpUrHpaHe Ha A03aTa Ha HHCYIMHA WIH
aHTHaMabeTHHTE NekapcTea, KOTAToO € MoKasaHo. [To BpeMe Ha TepanuaTa ¢ THA3HAM MOXKE 1a e
NpoABH JIATEHTEH 3axapeH auader.

JleueHneTo ¢ THAZNAHH JHYPETHIIM ce CBLp3Ba ¢ NIOBHIIABAHE HA HHBATA HA XOMECTEPON H
TpuraHnepuaM. Bee mak, npu ao3a 12,5 mg THasuAeH JuypeTHK, chabpxkaila ce B Tenmucapran /
Xuapoxnoporuasun CTAJIA, Tesn edexTH ca MUHMMaIHH WiH NuNcBaT. [IpH HAKOH DaLHEHTH Ha
THA3H[HA TEparlkA MOXKE Jia C& pa3BHe XHMIepypHKeMud WM pa3rbpHATA MOJarpa.

Enexrponuren gucbananc

KaxTo npy BCHYKY NMALMEHTH Ha THYPETHVHA TEPAIHA ¢ Heo0XOAMMO Ha OnpeIe/icHH HHTEPBAJIM Aia ce
OpoBeX<Aa MEPHOAHWYHO TMpOCNENsBaHe HA HWBATA Ha eNeKTpOTWTHTE B cepyMa. Tuazumgure,
BKTIOYHTEIHO XMAPOXJIOPOTHA3HI, MOTAT Ja JOBENaT JAO BOAHO-eleKTponHTeH aucSanaHc
(BKIHOUMTENTHO XHITOKATHEMHA, XHIIOHATPHEMHA K XUITOXJIOpeMHYHa ankanosa). Hauanuwre npuznanm
3a BOJHO-EICKTPOIMTEH IHcOanaHc ca: CyXoTa B ycTarTa, )Ka)k/Ja, aCTeHMs, CBHIHBOCT, 3aMaiiBaHe,
HeanoxokcTro, OonKa B MycKy/THTE HIH MyCKY/THH KPaMITH, MYCKYJIHa C/TaG0CT, XANOTOHUS, OIATyPHS,
TaXUKApAHA H CTOMAIHO~YPEBHM CMYIIIEHHA KaTO rajicHe KIH NOBpbhIaHe (BK. Touka 4.8).

- Xunoxanuemun

Brnpexw ue, nipH yniorpefara Ha THa3HAHH AHYPETHLM MOXKe /a Ce Pa3BHE XHIIOKATHEMUY,
€IHOBPEMEHHOTO JEHEHHE C TEIIMHCAPTAH MOXE J1a PedyLHpa NPEIHIBHKAHATA OT JHYPETULIHTE
XHIIOKaJTHeMHs1. PUCKBT OT pazBHTHE Ha XHITOKAIHEMHA € MO-TONAM NPH NAUMEHTH ¢ YepHOIpoGHa
HMpO34, [IPH MALHEHTH ChC 3aCHIeHa MHYpe3a, TIPH MAlHeHTH, KOUTO MOEMAT HEaIeKBATHO
KOJTMYECTEO E/IEKTPOJTHTH NIPE3 YCTaTa H NIPH NAMUEHTH, KOHTO eHOBPEMEHHO C¢ JIEKYBAT ¢
KOPTHKOCTEPOMAM HiIH aapeHokopTukorponeH xopMos (ACTH) (sx. Touka 4.5).

- Xunepxanuemusn

B nporHBONIONOKHHA cMyyaif MOXe Jla Ce CTHTHE [0 XMMepKANHEMHA, T/DKALIA CE Ha AHTArOHU3IMA
Ha TenMHcapraH (kommoneHT Ha TenmucapraH / Xuapoxnoporuasua CTAA) keM aHruorenzuH 11
(AT1) peuenropure. Makap wue, Aocera He € OTOEN#3aHO HANMHYME HA KIHHWYHO 3HAaYMMa
XMIIEpKalIMeMHs TIO Bpeme Ha JedeBHe ¢ Temmucaprad / Xuapoxnoporuasda CTAJIA, puckosuTe
¢axTopH 3a pasBuTHETO i BIMOUBAT G1LGpedHa HEAOCTATHUHOCT H/HIH CHPACUHA HEAOCTATBYHOCT
3axapeH guaber. Kamuii-cexpaHdBaminTe OWypernid, KalTHeBHTe N00aBKHM WIH 3aMECTHTENWTe Ha
conTa, ChABPXKAIM Kadui TpAOBa Aa 6BAaT BHMUMATEIHO MPHIAraHH TIO BpeMeé Ha JIEYCHHE C
Tenmucapran / Xuapoxnoporuasua CTAJIA (Bx. Touka 4.5).

- Xunonampuemust u XunoxaopemMusna wikaro3a
Hama nannwm, ve Tenmucapran / XuapoxnoporHasus CTAJIA moxe aa pedyuHpa wiH MpeAOTEpaTH

npeAH3BHKAHATA OT AHYPETHIM XUIIOHATpHeMHA, XIJIOpHUAT NeDHIMT OGHKHOBEHO € JIEK M He Hanara
JOITBTHHTENTHO JieYeHHE.

- Xunepranyuemus
Tuazupute Morar a HaMalAT HITBYBAHETO HA KL C ypHHATA H 1a JOBEAAT
YBEJTHYEHHA HA CepyMHHS KaJILuii NPH JIMIICA HA YCTAHOBEHH HAPYLICHWA B

3HauMTeNHATA XHIIEPKAMHeMHs MOXe [a € JOKA3aTeNICTRO 38 CKPUT XHIIEPIT
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TIpexn na ce npopele K3cnensaHe Ha MApaTHPOHAHHTE GYHKLMK TPAGBaA A3 ce MpeKpaTH pHEMa Ha
THA3UIH,

- Xunomazunesuemun
TuasunuTe YREIUUABAT OTAC/IAHETO HA MATHE3HHA ¢ YPHHATA, KOSTO MOXe JIa JOBeAE J0
XHNOMarae3HeMust (Bxk. Touka 4.5).

ETHMYecKH pasiHyHy .
KakTo ¢ HabmonaBaHo MPH HHXHOHTOPHTE HA AHTHOTEH3WH KOHBEPTHPAINMA €H3MM, TEIMHCAPTAH H

IOpYTHTe aHTHOTeH3HH 1] penenTopHM aHTATOHKCTH €3 OYERHAHO MO-MANKO e¢eKTUBHH B
NOHHXABAHETO HAa KPBBHOTC HAJIATAHE NIPH XOpa OT YEPHATA paca, OTKOJIKOTO NPH OPYrHTe pacH,
BEPOATHO MOpaJH MO-YECTOTO Cpelllate B YepHATa MOIMy/Ianyi Ha HHCKO PEHHHOBO HHBO C IPOABH Ha
XUIIEPTOHUS.

Kaxro nps apyrn aHTHXHIIEpTEH3HBHH areHTH, €KCLeCHBHATA PENyKIMA Ha KPBBHOTO HAJATAaHe IPH
MalHEHTH C KCXEMHYHA KapaHOIaTHA WIH HCXeMHYHO KapauoBacKyiapHo 3abongsane Moxe aa
zoBefe 10 MHOKAap/ieH HH(apKT Wik HHCYAT,

O6iu

IIpy naumenTn cbe BMK Ge3 aHaMHe3a 3a aneprus Wi OPOHXHANHA ACTMA MOXKE Aa ce HaGnonasar
peaKUHH Ha CBPBXYYBCTBHTEHOCT KBbM XHPOXTOPOTHA3H], HO Ca TI0-BEPOATHH TIPH MALHEHTH C
TAKABa aHAMHE3A.

Hma crobrrenns 3a 060cTpAHe HIH akTHBHpaHe Ha CHCTEMEH JIYITyC epHTEMATO3YC TIPH TIALHEHTH,
JIeKyBaHH C THA3HAHHK OHYPETHIH, BITIOYHTENHO XHAPOXIIOPOTHA3M.

Hma cnobmenns 3a peakuyy Ha GOTOMYBCTBUTEHOCT NIPH ynoTpefaTa Ha THAZWAHHM THYPETHLM (BXK.
Touka 4.8). Ilpenoprusa ce MpeKpaTaBaHe Ha TEPANMATA, aKO CE NOABH peaKiyid Ha
¢oTOUyBCTBHTETHOCT B IEPHOIA Ha JieueHre. AKO C€ CUHTa 32 HeoGX0IMMO OTHOBO BKIIKOUBAHE HA
AHYPETHK, C€ NpenopbYBa Npeana3paHe Ha 30HHTE, KOUTO ¢ M3N1araT Ha CIbBLE MM Ha H3KYCTBEHH
UVA mpun.

XopouaaleH n3nye, 0CTPA MEONHA H BTOPHYHA 3AKPHTORIBIHA [JIaYKOMA

Xuppoxnoporuasua ¢ cyadoHaMH, kofATO MOXKE Ja NIPHYMHA HAHOCHHKPATHYHA peaKkuus, Bosella o
XOPOHAANEH HAMHB ¢ JeeKT Ha 3PHTENHOTO NOMNe, OCTPO MpPEXOAHC KbCOTNMEACTBO H OCTpa
SAKPHTORIBIHA INiaykoma. CHMITTOMHTE BKIIOYBAT B HAYAIOTO OCTPO MOHMXKEHHE HA 3PHTENHATA
OCTPOTa HIH oyHa Bonka, H OOHKHOBEHO C¢ MOABABAT B PAMKHTE HA YaCOBE OO CEAMHLUM OT HAYaNnoTo
Ha evenHeTo. Henexysanara, ocTpa, 3aKpHTORIRIHA [TAyKOMa MOXKe Ja [OBEAe 0 Tpalina 3aryba Ha
speHue. IIspBHaHOTO NeueHue €, Aa ce CNpe NpHEMa HA XHAPOXJIOPOTHAZHE, KOIKOTO € BB3IMOXKKO I0-
cKOpo. HaBpeMeHHO Jie4eHHe WIIH XHPYPru4Ha HHTEPBEHIMA MOXE 114 C& HANOKH A2 ¢¢ 0OMHUCIAT, aKO
BBETPEOYHOTO HAllaraHe OCTaBa HEKOHTPOJHMPAHO. PHCKOBUTE (aKTOpd 3a pasBHBAHE Ha OCTpa
3AKPHTORI'BIHA [JIAYKOMA MOXKEe Ja BKIIIOYBAT aHAMHE3a 3a aNepPrus KbM cyn(OHAMHOH WIH
TIEHHLUTHHH,

Hemenanomen pax na xozxcama
B nBe emuIEMHONOTMYHH TPOYYBAHHUS, OCHOBABAILK Ce HA JATCKHUA HALMOHAIECH PAKOB PEHCTRD, €
HaOMmoaaBaH NOBHILEH PUCK OT HEMeNaHOMeH pak Ha koxara (HMPK) [6azanHokneTsyeH KapliHHOM
(BKK) u ckBamosHok1eThYeH KapipHoM (CKK)] npu HapacTeallia eKCrio3uiMa Ha KyMYJ/IaTHBHA 1034
xunpoxnoporuasul (XXT3). Gorocencubunuanpaininte edexru Ha XX T3 Morar 1a JeficTRaT xaro
BEpOATEH MEXaHW3EM 33 paspuTie Ha HMPK.

[MTaunenTrTe, npremamy XXT3, Tpa6Ba fa 6baaT HHQOpMHpaHK 3a PHCKa OT PiCre-g5,peTBAHH
PEeNOBHO Oa MPOREpABAT KOKATA CH 33 HOBH JIE3MH W He3a0aBHO na cho(eddR X
NORO3PHTENHHM KOXKHH J¢3HH. Ha nmauMenTure TpaGea na ce npenopnuar e
MepKH, KATO OrpaHUMEeHO M3JIATaHe HA CJILHYEBA CBETIMHA U YJITPABHON o
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EKCTIO3HIIHA, TOAXOJAINA 3alll¥Ta, 332 Ja Ce CBefié AC MHMHHUMYM PHCKGT OT pPaK Ha KOXAT4.
FoaospurenHuTe KOKHE JIe3HH TPAOBa Aa OBAAT MOWIOAKEHH HA He3abaBHO H3CNENEAHE, TOTEHIIHATTHO
BKJIIOYBALIC XMCTONOTHYNH K3C/IeABaHMA Ha Gnoncrian Matepuany. [Ipepasriexnane Ha ynotpebara
Ha XXT3 moxke fa ce HANOXHK M NPH [IALMEHTH, KOUTO ¢a uMaTH mpeaxoaes HMPK (Bxk. ¢bio Touka
4.8).

Octpa pecnupaTopHa TOKCHYHOCT

Crnen mpreM Ha XuAPOXIOPOTHASHA Ce ChOBIIABAT MHOIO PEKH TEXXKH CITyYaH Ha OCTPa PECTIMPATOPHA
TOKCHYHOCT, BKIIOMHTENHO OCTLP pechHparopeH auctpec cHuapom (OPHC). Cnen npueM Ha
XMIPOXTOpOTHA3H 0OMKHOBEHO ce pa3sHBa GenompobeH oTok B paMKHTe H&8 MMHYTH A0 4acose, B
HAaYaloTo CHMITTOMHTE BKIIOYBAT OMCTIHEs, MOBHHIEHA TEMIEpaTypa, BlollaBare Ha GenoapobHata
¢ynxuma 1 xunoronns. Ilpu cemuenne 3a ARDS 1pabpa na 6bne cnpsan npuemst Ha Tenmucapras
/Xuppoxsiopotuazia CTAJIA 1 Ja ce NPUIOKH NOIXOMALIO JiedeHHe. XHAPOXIOPOTHASKH He TpaGBa
Ja ce npwiara TpHM OaliMeHTH, KOMTO npeaM ToBa ca mnomyuaeamd OPJAC cnem npuweM Ha
XHIAPOXTOPOTHA3HA.

Homowru sewgecmea
‘To3H IeKapcTBeH HPOAYKT ChABLPKA No-Manko oT | mmol Hatpnii (23 mg) va TabneTka, T.¢ Ha PaKTHKa
€ HECHAbPKAI BaTPHH.

4.5 BaaumogelicrBae ¢ ApYrH JeKAPCTBeHH NPOAYKTH M APYrA GopMH HA B3aumofelicTBHe

Jlvrui

ITo Bpeme Ha eAHOBPEMEHHO NIPHIOMEHHE Ha JIMTHI ¢ MHXWOHUTOPH Ha AHMMOTEH3HH KOHBEPTHPALIUS
€H3HM Ca HabmoaaBraHn 0OpaTHMH TTOBHIIEHHA HA CEPYMHHTE JIHTHEBH KOHIIEHTPALHH M IPOSBH Ha
TOKCHYHOCT. Crobi1aBaly ca penxy ciyyan ¥ ¢ anrHoten3uH Il penenTopHH aHTaroHKCTH
(BKTIOUHTENHO TE/IMHCAPTAH/XHIPOXIOPOTHA3HA). ENHOBPEMEHHOTO mnpHiIaraHe Ha JUTHH W
Tenmucapran / Xuapoxnopotuasua CTAJIA He ce npenopbusa (Bx. Touka 4.4). Ako Ta3H KOMGHHAIMA
€ OT CBUIECTBEHO 3HaYCHMUE, CE MPenophiBa BHAMATEIHO NPOCERAEAHE Ha CEPYMHHTE JMTHEBH HHBA
N0 BpeMe Ha eIHOBPEMEHHO NPUNIOKEHHE,

JlexapcTReHH MPOAYKTH, KOMTO BOAAT J0 3ary6a Ha kaiii i XHnOkanneMus (HATPHMED APYTH
Kan HH eTHIIH, JAKCATHBY, KO 0CTE, AC aM kapOeHOKCONnoH
el AH G HATPHH, CAMMITIORA KHCEANHA H IPOHIBOAHHTE if

Axo Te3n BemecTpa TpaGra Aa ce NMpHEMAT eTHOBPEMEHHO ¢ KOMGHHALMATA TE/IMBCAPTaH —
XMAPOXNIOPOTHAHA, C€ MIPENnophYBa MpOCeAsBAHE Ha KATHEBUTE HHBA B IU1a3MaTa. Tesu
TIEKAPCTREHH MPOYKTH MOXKE /13 IOTEHIHPAT eGeKTHTE Ha XMAPOXIOPOTHARH] BLPXY CepyMHMS
Kaaii (Bx. TouKa 4.4).

JlekapcTBEeHH NMPOAYKTH, KOWTO NOBHINABAT KATHEBUTE HUBA HIH HHAYLHPAT XHIICPKATTHEMHSA
(nanpumep ACE snxuburopi, Kanuh-ceXpasdpalny AHYPETHLE, KaTHEBY N100aBKH, CONEBH
3aMECTHTEH, CHABDXAINY KATHiL, MKIOCIIOPHH MM JIPYTH JeKapCTREHH NPOAYKTH KaTo Xenapuk
Harpuii)

AKO TE3H JIEKapCTBEHH NPONYKTH ca NpeamucalH 3a ynorpeba eJHOBPEMEHHO ¢ KOMOHHALIMATA
TEIMHCAPTaH — XKAPOXJIOPOTHAZK], NPEMOPHYRA C& MOHHTOPHPAHE HA KATHEBHTE TUIA3MEHH HHBA.
B33 0cHOBa Ha OnKTa ¢ H3MOIZBAHETO HA APYrH JIEKAPCTBEHH APOIYKTH, HAMAIABAIIH AeHCTBHETO Ha
CHCTEMATa PEHHH-aKTHOTEH3MH, CHITHTCTBAIIOTO NPWIOKEHHE HA FOPECTIIOMEHATHTE IEKAPCTBEHH
HPOAYKTH MOXE Ja A0BEe A0 NORHIIABAHE HA CEPYMHHA KAMHHA M IO Ta3u TIPHYUHA HE Ce
npenopbsyea (BK. Touka 4.4 ).

JleKapcTBEHU NPOIYKTH, KOHTO ce MOBINABAT OT HAPYUIEHHS B CEDYMHMSA KA ‘3‘8‘ e
Tpenopbuea ce NEPHOIMYHO MPOCIIEAABAHE HA HUBATA HA CEPYMHUA KAMMi ¥ o)



Tenmucapran / Xugpoxnopotuasua CTAJIA ce npinara eZHOBPEMEHHO € NIEKAPCTBEHH MPOXYKTH,
KOMTO C€ HOBIMABAT OT MPOMEHH B CEPYMHHS KATHH (HanmpuMmep NUTHTATHCOBH TIJIMKO3MIH,
AHTHADUTMMYHM) H CJIEJHHTEe JICKaPCTBEHH MpPOAYKTH, MNpeAusBuksBamm torsades de pointes
(BKMOYBAIH HAKOM AHTHAPHTMHYMHY), KATO XHIIOKATHEMHATA € TpeApasnmonaram dbakTop 3a torsades
de pointes:

- K1ac Ia aHTHapUTMUUHY (HATTPHMEP XUHHAKH, XHAPOXUHMUIHH, TH3OMHPAMUT)

- knac Il aHTHapyTMHYHY (HanpuMep aMHONapoH, coTalion, godeTHnu, HOyTHIKA)

- HAKOH dHTUIICHXOTHIH (HApUMEp THOPHAA3HH, XJIOPITPOMAa3HH, T€BOMENPOMA3HH,
TpHIyonepasHH, HaMeMas3HH, CYIMHPHI, CYJITONPU, AMHCYIIIPHA, THATIPH, THMO3HI,
Xanonepraoa, AponepHIon)

- apyru: (HanpumMep Genprann, wH3anpu, AEbeMaHuI, epHTPOMULEH [V, xanoq)aHTpuH
MH30JIaCTHH, fIeHTaMHAnH, cnapbnokcaiH, TepbeHanin, BUHKaMEH [V)

JUraTanucoBH IMHKO3UIH
IIpeam3rHkaHaTa OT THASHIH XHITOKAMHEMIS MK XHIIOMAarHesHeMHs OiaronpUATCTEE Bb3HHKBAHETO
HA NpeIH3BHKAHA OT JUTHTAIHC APHTMHASA (BAK. To4Ka 4.4).

Jpyrs aHTHXHIIEPTEH3UBHY JEKAPCTREHH NPOAYKTH

TenmHrcapraH MOe Ja NOBHLIM XHIIOTEH3HBHUA €(EeKT HA ADPYTH AHTHXHIIEPTEH3HBHH CPECTSA.
JlaHEM OT KIMHAHYHH NPOYYBAHMA NOKA3BAT, Ye ABOMHOTO OJNOKMpAaHE HA PEHHMH AaHIMOTEH3MH
anaocreponosata cHcTema (PAAC) upes xomOuHMpanara ynoTpeba wa ACE wumxuburopu,
anrHoTen3uH [[-penenTopHu G10KepH WIH aMHCKHAPEH & CBBP3BA C M0-BHCOKA HECTOTA HA HEXETAHH
CBOMTHSA, KATO HamlpHMep XHIOTOHMA, XHIEpKATHEMHS H HamamsiBaHe Ha OuOpeunara QyHkups
(BKmouMTeNHO OcTpa 61LOpeYHa HEAOCTATEYHOCT), B CPARHEHHE ¢ YnoTpebaTa caMo Ha efTHO CPE/ICTBO,
AeitcrBaino Bepxy PAAC (Bk. Touku 4.3, 4.4 u 5.1).

[IporHBoaMaGeTHY IeKapcTBEHH NPOAYKTH (NIEPOPanH ¥ HHCYIIHE
Mosxe aa ¢e HaNOXKKH KOPMTHPaHE HA NO3WTE Ha MPOTHROAKAbETHHTE eKapCTBEHH NIPOAYKTH (BIXK,
Tovixa 4.4),

Merdopmun
Tpabea na ce M3NON3Ba MPEANA3THBO TIOPAAH PHCK OT JJAKTATHA alH03a HHAYUHMPaHa OT Bh3MOXKHA
¢dynKumMoHanHa GE0pevHa HeJOCTATEYHOCT, CBBP3aHa ¢ XMAPOXIOPOTHAZUL.

KopecTnpamuH 1 koIecTnnonosy cMonm
ITpy HaNHYHE Ha aHHOHHO-OOMEHHH CMOJIH, aGCOPOLMATA Ha XHAPOXIOPOTHA3HA C& HAPYIIABE.

Hecrepon gy NpoTHROBBINAIHTEIHY CPEJICTBA
HCTIBC (r.e. aueTHICanHINoBa KHCEIHHA B IPOTHEOBL3NANKTeNHH 103H, COX -2 HHXHGuTOpH U
HecenekTHBHH HCIIBC) Morat 1a HaManaT AHypeTH4HUsA, HATPHYPETHIHHUA AHTHXUITEPTEH3HEHHSA
eexT HA THASHMIHHUTE NUYPETHIIH H AHTHXHTIEPTEH3HBHUA edekT Ha aurHoTenzuH I penerrropuure
AHTATOHHCTH.

ITpyu HAKOH NAlMEHTH ¢ HapyueHa Ob0petuna ¢yHkuus (HanpuMep JEXHAPATHPAHH [TALIHEHTH MM
NALMEHTH B HalpeHANIA BB3pacT ¢ HapymeHa 6p0peuna ¢yHKIHA) eNHOBPEMEHHOTO NPHIOKEHHE HA
aHrnoTeHsHH Il peuenTopHH aHTarOHUCTH H JIEKAPCTBEHH NPONYKTH, KOMTO HHXHOMpaT
LMKJIOOKCHI€HA3aTa MOXKE Ja IOBEIE A0 MO-HATATHIIHO BiioMaBaHe Ha 6p0peuHara dpyHxums,
BKMIOYHTENHO € Rh3MOXKHA 0CTpa OBOpeyHa HeOCTATEYHOCT, KOSTO OGMKHOBEHO € ofpaTuMa. [lo
Ta3H NpHYMHa, KoMOHHauwMATa TpAORa na Obje NpUaraHa ¢ NOBHINEHO BHUMAHKE, 0COOEHO IpH
MalKeHTH B HaNpeaHana pe3pacT. [TaumenTare TpaOea fa GBOAT aeKBaTHO XHApPaTHpaHH M na Obae
npocneaseana 6L6peunaTa UM GYHKIMA B HAYANOTO HA KOMOHHUPAHOTO JIEYCHHE H
TOBa.

B enno npoy4BaHe €IHOBPEMEHHOTO NPHIATAHE HA TEIMHUCAPTAH H PAMHAPHI
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Ha AUCO0-24 1 Cmax Ha paMHIIpHI ¥ paMHIOPHIAT 0 2,5 meTH. KnHHu4HATA 3HAYUMOCT Ha TOBA
HabmoeH1e He € H3BeCTHA.

TIpecopumn aMunm (Hanpumep HO HATHH
EdexTta Ha mpecopHHTE aMMHM MOXE Ja C& HAMAITH,

Henenonapus MHOPENAKCAHTH (HanpuMe apHUH
XuapoxmopoTHazua MOXKE A NOTEHIMpa e(eKTa Ha HeeNOMAPHIHPALIHTE MHOPENAKCAHTH.

JlekapcTReHH KTH W3MQJI3BAHK 3a JeYeHHe Ha mojarpa (Hanpumep npobeHu

CYAPHE OH H ANTONYPHHON

Moxxe Aa ce HanoXKK KOPHTHpaHe HA 1034Ta HA YPHKO3YPHUHHTE NIEKAPCTBEHH MPOAYKTH, Thit KaTO
XHAPOXJIOPOTHASKA MOKE A yBEITHYH CEPYMHHTE HHBA Ha MAKOYHATA KMCEIHHA. Moske na ce HaOXKK
NOBHMIIABAHE Ha IO3MTE Ha MpoOeHHIMA WK cyIpUHIHpa3oH. EnHoBpeMeHHOTO npueMaHe Ha
THA3HIH MOXeE Aa MOBHIIH YECTOTATA Ha PEAKIMHTE HA CBPBXYYBCTBHTEAHOCT KM A0y PHHOI.

Kammesu conn

THasHARKTE TUyPETHLIHA MOXKe 2 [IOBHINAT CepyMHUTE HHBA Ha KA, KOETO ¢ IB/DKH Ha
NOHIDKCHATA My €KCKpelMA. AKO TpabBa Ja ce NMpeANMIIAT KaMUMeBH A00ABKM WM JIEKApCTBEHM
NPOAYKTH, 3aNbPKalIlH KalllHH B OPraHA3Ma (HalpuMep Tepamnus ¢ BuTamuH D), e HeoOxomuMo ga ce
NpoCcHeNABaT CepyMHHTE HHBA Ha KaJilMs M CbOTBETHO Aa ce KOPHTHPA A03aTa.

Bera-6nokepy M AHA3OKCUN
TrasuauTe MoXke Aa MOBHILAT XMITEPTIIHKSMEYHHTE eeKTH Ha GeTa-6noKepHTe H JHAZOKCHAS.

AHTHXOIMHEPTHIHKTE JEKAPCTBCHH MPONYKTH (HarnpuMep aTponmH, GunepuaeH) Moxe a NOBHIIAT
CHOHANHMYHOCTTA HA THASHARUTE JHYPETHLIA Ype3 NOHWKABAHE Ha CTOMALIHO-YPEBHHEA MOTHITHTET H
YeCTOTaTa Ha M3MPa3BaHe HA CTOMaxa.

AMaHTHIHH
TrasuanTe Moxe Aa yBEHYAT pHCKA OT HEeXKENaHH eheKTH, NPHYMHEHH OT AMAHTHINH.

TOKCHYHH J€KAPCTBE 0 Hanpume otocdamun, m eKcar
TrasuaATe MOXE A8 HamMangT 6p0peuHaTa eKCKpelHs Ha HHTOTOKCHYHMTE JIEKAPCTBEHH NPOJyKTH H
Ja NOTeHLMPAT MHENOCYIPECHpPALINA HM edeKT.

BE3 0cHOBa Ha GapMaKONOTHUHHTE HM CBOMCTRA € BRIMOXKHO 4 Ce OYAKEa, Y& CETHHTE
JICKAPCTBEHH NPOOYKTH MOTAT Jia TMOBHIIAT XHIIOTEH3UBHHA e(eKT Ha BCHIKH AHTHXUNSPTEHIUBHA
CpeAcTBa, BIIOYHTENHO TeMucapran: 6axnoden, amudocThH.

CBIUO Taka, OPTOCTATHYHATA XHIOTOHHA MOzKe Ja Obae 3acHIIEHa OT ankoxol, GapOuTyparty,
HAPKOTHYHH BEIECTBA WIH AHTHACNPECAHTH.

4.6 ®epTRINTET, GpeMeHROCT H KbpMeHe

bpemenHoct

He ce nmpenoprusa ynorpe6ara Ha anrHoTeHsHH [ peLlenTOPHA aHTArOHUCTH NP3 MBPBUA TPHMECTHP
Ha 6pemMeHHOCTTa (Bx. Touka 4.4). Vnorpebara Ha aHrnoTenzuH Il pelenTopHu AHTATOHHCTH €
NPOTHROIIOKA3aHA NPe3 BTOPHA M TpeTHs TPUMEeCThp Ha GpeMeHHOCTTa (BXK. TOUKH 4.3 H 4.4).

HsaMa noctarsuHo janHm 3a ynorpeCara Ha Tenmucaprad / XuapoxiopoTye
OpemeHHM keHH. EKCNEpHMEHTaNHMTE [POYMBAHHS TIPH JKMBOTHH TOKg#Bd3
TOKCHYHOCT (BX. TOUKa 5.3).



EnMaemMuonory4HHTE KaHHH 3a PHCKa OT TepaToreHHoCT cel excnosuiua Ha ACE mHxuOuTopu npea
IMLPBHA TPHMECTHP Ha OpeMeHHOCTTa He ca yoenuTenHu. Bee mak, He Moxe fa ce H3KIIOUH cnabo
NOBHIIABaHE Ha pUCKa. JIOKATO HAMA KOHTPOIHPAHH ENMHAEMHOJIOTHMHH NaHHH 38 PHCKA MPH
ynoTpeba Ha aHrHoTensuH Il penenTopHN aHTArORUCTH, CXOAHH PUCKOBE MOTAT a3 CHLIECTBYBAT W
OpH TO3H XNac nexapeTea. IlanuenTkuTe, KOWTO IWaHMpaT OpeMeHHOCT, TpA0Ba 13 IPEMUHAT KbM
ATTEPHATMBHO AHTHXHIIEPTEH3HBHO JIEUCHHE ¢ YCTaHOBeH mpodun Ha OezonacHocT mpH ynotpefa no
BpeMe Ha GPeMEHHOCT, OCBEH aKO CE CUHTA, 4e € OT 0cobeHa BAKHOCT a ¢ce NPOAB/DKH IEHEHHETO ¢
aHrHOTeH3MH Il pelienTOpHN aHTATOHKUCTH. AKO ¢ JHATHOCTHIIMpaHa OpeMeHHOCT, IEYeHHETO ¢
aHrnoteHsHH I peLenTOpPHH aHTarOHHCTH TPAOBa He3abarHO Aa GbIE MPEYCTAHOBEHO U AKO ©
noaXoAgmo aa Gbae 3a5l0¥HATO AITEpPHATHBHO JICYCHHE.

YCTaHOBEHO €, Ye €KCMO3HLMATA Ha aHrHoTeHsHH II peuenTopHH aHTArOHKCTH TIpe3 BTOPHA U TPETHA
TPHUMECTHP HA OGPEMEHHOCTTa MPEIU3BHKBA PETOTOKCHYHOCT MPH Xopa (MoHmwKeHa 616peuHa
(yHKIHA, OJTHrOXHAPAMHHOH, 3a0aBeHa depenHa ocuduKalpa) H HeOHATAHA TOKCHYHOCT (GROpeuHa
HeJOCTATRYHOCT, XHIIOTOHHS, XMIEPKATHeMHs) (BXK. Touka 5.3).

TIpenoprusa ce ynTpassykos nperies Ha 6p0peduHaTa GpyHxIma | Yepena, aKO HACTBITH EKCIIO3MLMA
HAa AHrHOTeH3KH I] penenTOpHM aHTArOHHCTH NMPE? BTOPHA TPHMECTBP Ha GPEMEHHOCTTA M CIéJ| TOBA,
Horopoaenure, yniiTo MaiiKu ca NpueManH aHrHoTeH3uH 1 petienTopHy aHTaroHHCTH, TpAOBa Aa
6BaaT BHUMAaTenHO HaGNIONABAHH 33 HATHYHME HA XWUIIOTOHMA (BX. TOUkH 4.3 W 4.4).

OnurhT ¢ XMAPOXIOPOTHAZHT TIO BpeMe Ha GPEMEHHOCT € orpaHHYeH, 0cobeHO npe3 IMEpBus
TpHMeCTHP. [IpoyuBaHHaTa IpH )KHBOTHH ¢a HEAOCTATHYHH, XHAPOXIOPOTHAZHA TPEMHHABA TIpe3
nnauenTata. bazupaliky ce Ha (JapMaKOTOrHYHHA MEXAHHABM HA A€HCTRHE HA XHAPOXIOPOTHA3H,
ynotpebaTa My npe3 BTOPHA M TPeTHs TPHMECTEP MOXe Ja KOMIpoMeTHpa deTo-nnaleHTapHaTa
MPOMYCKIHBOCT, M Aa NPUHHHE (eTanHH N HEOHATATHH eheKTH, KATO KBITeHHNA, HAPYIeHHe Ha
eneKTpoauTEH 6ananc H TpoMOoLMTONEHYS.

XHApOXNopOTHA3HA He TpAGBa Na Ce H3T0N3Ba NPH IeCTALMOHEH OTOK, NECTALIHOHHA XWUIIEPTOHMS HWIH
npeeKTaMIICH, NopaiH PHUCK OT NOHMKABaHe Ha IU1a3MeHHA 00eM u mnaneHTapHa xunonepdysus, Ses
TIOJIE3¢H e(eKT BBpXY X0/a Ha 3a00/IABaHeTO.

XuapoxnopoTHasua He TpaGa a Ce W3MOI3BA MPH eCEHUWATHA XUNEPTOHNA PH GpeMEeHHH XeHH,
OCBEH B PEIKH Cy4aH, KOTATO HE MOXE Ja ce NPHIIOKH APYTO JIEUSHHE.

KepMmene

Trii KaTo HAMa aHHH OTHOCHO ynoTpebaTa Ha Teamucapran / Xunpoxnoporuasun CTAIIA B nepuona
Ha xppmeHe, TenMucapral / Xunpoxmoporuasul CTANIA e

€ NpPeNopsYBa, a ¢e MPeANOYHTAT aNTePHATHRHM NekueHn ¢ No-no6pe yeTaHOBeH NpogwI Ha
fe3cnacHOCT B NepHOAa Ha KBPMEHE, 0cOBEHO IPH KEPMEHE Ha HOBOPOIEHO WIH NPEXIEBPEMEHHO
poJeHo aeTe.

XMApox/I0poTHa3HA ce eKCKPETHpa B MAIKH KOJIHYECTBA B MAHYHMHOTO MISKO. THA3HIH BEB BUCOKH
IO3H, TIpeAM3BHKBALHM HHTCH3UMBHA AHYPE3a MOMkKe 1a HHXHOHPAT NPOIYKIMATA HA MITIKO,
Ynotpebata nHa Tenmucapran / Xuapoxnoporwasui CTAJIA mo epeme Ha GpeMeHHOCT He Ce
npenoppusa, Axo Tenmucapran / Xunpoxnoporuazug CTAJIA ce

M3II013Ba B [IEpHOAA Ha KbPMeHe, TpabBa a ce NOATbPKAT Hali-HICKHTE BE3IMOMKHH JO3K.

PeprinmTeT
B npenxnuHEdHM npoy4BaRHa He ca HabmMomaBaHH eeXTH Ha TEIMHCApTaH H XHAPOXJIOPOTHAIH/
BBPXY DQEPTUIIHTETa HA MEXKKH H KEHCKH WHINBHIH.

4.7 EdexTn BBpXY cnoco0BOCTTA 32 MOpupane H paboTa ¢ MAMHAHN




Tenmucapran / Xuapoxnoporuasun CTAJIA moxe fa TORTHAE BEPXY CIIOCOOHOCTTA BH 38 lodHpaHe
¥ pabota ¢ MalnMHH. Makap H pafiko, 3aMaiiBaHe MJIH CHHIHBOCT MOraT Jia C€ NOABAT NPH [PHEM Ha

Tenmucapran / Xunpoxnoporunasug CTAJIA.

4.8 HexeNlanm JIeKAPCTBEHY PeAKINH

Kpamwo wznoscenue na npopuna na bezonaciocm

Haii-yecto crobmaBanaTa HexxenaHa JICKAPCTBEHA peakiud ¢ 3amaiinaHe. CepHoieH aHTHOEIEM MOXKe
fla HacTeIH pajko (=1/10 000 ao <1/1 000).

Tenmucal / xioporHasun CT 80 mg/12.5 m

YecToTara HA HEXKENaHWTE JIEKAPCTBEHH peakumH, cbobiieHn npu ynotpeba Ha TenmwcapraH /
Xuppoxnoporuasua CTAJIA e cpaBHHMa € Ta3H Ha HEXENAHHTE ICKAPCTBEHHK PeakUUy, cho0IeH) npu
ynotpefa camo Ha TENMHCAPTAH B PAHIOMHM3HPAHH KOHTPOJNMpaHH NMpoy4usaHHA, oOxsamamy [ 471
MalHEHTH, pasTipe/ielleHH Ha CIy4acH MPHHIMAI 33 JISYEHHE ¢ TEIMUCAPTAH TUTIOC XMIPOXJIOPOTHAIHA
(835) unm camo ¢ Tenmmcaprad (636). He e ycTanoBeHa 3aBMCHMOCT MEXKY [JO3ATa M HEXEJIAHUTE
JIeKapCTBEHH peaklUHMM H JIMNCRA BPL3KA C MOJa, BLIPACTTa HIH pAcOBATa NMPHHALIEKHOCT Ha
TIALHEHTHTE.

Tabruven cnucyk HQ Helcenanume NEKAPCMEEHY PeaKyuy

Hexenanure nexkapcTeeHH peakyy, CbOOLICHH BB BCHUKH KITHHHYHH NPOYIBAHHA H HACTHITIIH 10~
9eCTO MPY H3MOA3BAHETO Ha TEIMHCAPTaH ILIIOC XHAPOXJIOPOTHA3H/, OTKOJIKOTO APH Miaue6o

(p £0,05), ca onMcaHH NO-NONY B CHOTBETCTBHE CbC CHCTEMO-OpraHHarTa knacHukaums. [Tpu nevenune
¢ Temmucapran / Xnapoxnoporuasua Craaa Morar Ja ce NOABAT H HeXKENIAHH JIEKaPCTBEHH PEaKLHH,
KOHTO ¢4 XapaKTepHH 3a CaMOCTOATEJIHOTO NIPWIaraHe Ha OTAENHHTe My CHCTABKH, HO KOMTO HE ca
Ha0MojaBaHy B KIMHAYHHTE MPOYyYBaHHS,

HexXenaHuTe feKapCTBeHH peaKiui ca KATETOPH3HPAHH CIOPE] YECTOTATA, KATO € H3MOI3BaHa
cnejHaTa Knacugukawus: MHoro yects (1/10), wectu (=1/100 go <1/10), seuectu (=1/1 000 g0
<1/100), peaxu (>1/10 000 mo <1/1 000), MHoro peaku (<1/10 000), ¢ veussecTHa YecTOTA (OT
HAIIMYHUTE JaHHH HE MOXKe 1a Gbe HanpaBeHa OLCHKA),

Ipn BeAKo rpynupaHe B 3aBHCHMOCT OT YECTOTATa, HEKENIAHUTE IEKAPCTBEHH PeaklMi e H30possaT
B HH3XOJALI peJ IO OTHOIICHHE Ha TEXECTTA.

Hude M HH W
Penxu: 6ponxur, dapuHruT, cHHywuT

Hapymenus Ha MMYHHATA CHCTEMA
Penku: 060CTpaHe HAH aKTUBHPAHE HA CHCTEMEH JTyIIyC epHTeMaTonec |

Hapyirenna Ha metabolmHIMa H XpaHEHETO
Hevecti: xunokamueMus

Pegiar: xunepypukeMys, XHIOHATPHEMIA

Icuxyiiy HapywieHus
HeuectH: 6e3nokoiicTro

Penxn: nenpecns

Hapymenua Ha HepBHaTa cHCTEMA
UecTH: 3aMaiiBane

HewecTn: cHHKOD, NapecTe3us

Penku: 6e3chHEe, HAPYINEHWS Ha CHHA
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Hapywenus na ounre
Penky: HapyIeHHd Ha 3PEHHETO, 3aMBIIICHO BIKAAHE

Hapyinesus Ha yxoTo 1 jabupunTa
Heuecrn: sepruro

Copaeusd HapyIlieHHA
Heuectn: Taxukapams, apurMus

ChI0RH HADYINCHAA
HeviecTH: XHIOTOHKA, OPTOCTATHYHA XHITOTOHHS

PecliHpaTOpHH, MPhAHH H MEIHACTHHATHH HAPYITEHHA
HeuectH: aucndes

Penxn: pecripaTopes auctpec (BKIIOYHTENHO ITHEBMOHUTH H 6enoapoben oTok)

CToMaImHO-UYpeEHN HAPYIICHHS
Hewectu: nuapHs, cyxoTa B ycTarta, uaryIesuHs
Penxu: abaomuHanHa Gonka, 3anek, JHCTIETICHS, MOBPBIIAHE, FACTPUT

Xenarto-6MnHapHH HAPYIIEHHUA
Penxu: abropMHa yepHoapo6Ha ¢yHkuMs/MepHOAPOOHO HapyeHHe 2

HapynieHus Ha X0KaT4 ¥ NOAKOXKHATA THKAH
Pemu: aurvoenem (Cruro M ¢ patanes W3XoX), epuTeMa, NPYPUTYC, OOPHB, XUIIEPXUAPO3A, YPTUKAPHS

Hapymenns Ha MyCKYJIHO-CKEJIETHATA CHETEMA, ChEIMHUTENHATA TEKaH M KOCTHTE
HeuyectH: Gonku B repba, MyCKyIHH CNIa3MH, MHAIITHA
Penku: aprpanrui, MycKyHH KpaMiiH, 60lka B KpaiiHuK

HapyimeHns Ha Bp3IIPOH3BOANTENIHATA CUCTEMA M IBPAATA
Heuecrn: epekTiiina JUchYHKIHS

O01ms BapymeHns B edekTd Ha MECTOTO HA MPWIMKEHHE
Hewuecry: Gonka B rphaHHa Kol
Penmxu: rpunononoGHo 3abongaeane, 6omxa

Hacnensadns

HevecTH: NOBHINEHA NHKOYHA KMCENHHA B KPBBTA

Pexu: noeuIlleH KpeaTHHUH B KPBETA, MOBHINEHA KpeaTiuH GocdOKHHA3A B KPBETA, MOBHILIECHH
YepHOAPOOHHUTE EH3UMH '

1: Ha §a3a HA NOCTMAPKETHHIOBHS OITHT

2: 33 NONBAHHTETHO ONUCAHHE, MOMIA BHIKTE TIOATOUKA ,,Onucanue Ha us6pany Hexceranu peaxyuu

OITBIHKTEIHA HH(OPMAIHA 33 BCEKH 0T KOMITOHEHTHTE
Hexenanure peaxuuy, chobmasaHy peay ToBa NPH CAMOCTOATENHOTO H3NON3BAHE HAa HAKOH OT

KOMTIOHEHTHTE, MOTAT A3 BB3HMKHET M NPH M3NON3BaHeTo Ha TenMucapran / XunpoxjiopoTHasug
CTAJIA, nopv na He ca Ha0MIOOABAHA NIPH KIHHMYHHTE TPOYYBAHUA HA TO3U HMPOLYKT

Teamucapran:
YecToTaTa Ha HEXKENAHNTE JIEKAPCTBEHH PEAKIIHH NPH HNOI3BAHETO HA TEIM
TIOYTH €HAKBA.
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YecroraTa Ha HEXKENAHHTE NEKAPCTBEHH peakiiH, cho0LIeHH apy ynorpeba Ha Teamucapras (41,4%),
€ cpapHHMa ¢ n1anuebo (43,9%) npn maneGo-KoHTPOMIpaiy mpoy4eakua. [IpeacTaBeHuTe NO-A0TY
HEKC/IAHH PEaKIlHH, OTPa3ABAT PE3Y/ITATATE OT BCHYKH KIHHWMHH MIPOYMBAHUA IIPH NAiMEHTH,
JIEKYBaHH € TeJIMHCAPTAH 32 XHIICPTOHUA WIH IIPH NALMEHTH Ha 50 TOAHHH, WIH f0-Bb3PACTHH ¢
NIOBHIICH PHUCK OT ChPAEYHO-CHAOBH HHLUIACHTH:

Hudekuyn ¥ nndectanmu

Heuectn: HHGpeKIMA Ha TOPHUTE AMXATEIHH TETHINA, HHQEKIHA HA MHKOYHKTE ITETHIIA BKITIOYMATENHO
LHCTHT

Penxu: cencuc BmounTeNHo ¢ daranen naxon *

Ha eHHA Ha BTA H IUM{HATA CHCTEMA
HeuecTn: aHeMus
Penxy: eozuuodbunus, TpoMboLTONEHHA

HapyineHns Ha HMyHHATA CHCTEMA
Penku: cBpBXIYBCTBHTETHOCT, aHAQWIAKTHYHA PeaKLis

Hapymienns ya Metabonusma H xpaHeHETo
HeuecTu: XHnepkatHeMus

Penxy: xunornageMus (pH NaupeHTH, 60auM or auaber)

Crpaevny HApYINEHWR
Heuectn: 6panuxapaus

Hay €HHA HA HEPBHATA CHCTEMA
Penxu: ¢cpHnaBOCT

Pecnuparophu, IpbAHK H MEAHACTHHAIHW HADYIIEHHSA
Heuecty: xanuHna

MHOTo peaKkH: HHTepCTHUHATHA Geloapobra Sonmect

CTOMAIHO-YPEEHY HAPYLIEHHS
Penxu: cromaimen quckoM@opt

Hapyerus ga KOXATa ¥ MOAKQXKHATS THKAH
Penxu: exzema, nexapcTBeH 0GPHB, TOKCHYEH

KOeH 00pHE

HapymieHrs Ha MYCKYITHO-CKEJeTHATA CRCTEMA, CheJHHHTEIHATA ThKAH H KOCTHTE
Penxn: aprpoza, GOMIKH B CYXOKIITHATA

Hapynienna na O0s0peuure ¥ MHKOYHNUTE I5THILA
Heuectn: 656peuno yppe:knaare (BRIFOMATENHO ocTpa GHOpeyHa HeA0CTATHYHOCT)

OO0 HapyiIeHKS 1 edeKTH Ha MACTOTO HA TIPHIOKCHHE
Heuecty: actenns

Hacnenpanng
Penxu: noHmKeHH cTOHHOCTH HA XeMOTNOOUH

3: 3a DOMBTMMTENHO OMMCAHHE, MONA BIDKTE NOATOUKA ,,Onucanue na u3bpan
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Xuapoxnoporpasua
XHUAPOXIOpOTHASHA MOXKE Ja MPHYMHH WiIH 000CTPH CHCTORHHE HA XMMOBOIEMHS, KOETO OT CBOS
CTpaHa MOXKe [ia A0BERe A0 eNeKTponrTeH Aucbanakc {Bx. Touka 4.4),

Hexcenanure NeKapcTBEHN peakliHH ¢ HEM3BECTHA YeCTOTA, ChO0IIABAHM TP CAMOCTOSTEHATA
yroTpeba Ha XMAPOXAOPOTHA3H, Ca:

HeomnasMu — aobpokauecTBeHH, AMOKAUECTBEHH H HEONPEAC/ACHH (BK/I. KHCTH W MOJTHITA)
C HemspecTHa uectora: HemenaHomeH pak Ha Koxkara ((a3aTHOKJAETBYCH KAPUHHOM H
CKBAMOIHOKIETBYCH KAPIIMHOM ),

Hude M HHbecTalHH
C HeuzBeCTHA 4eCTOTa: CHANOAAEHHT

HapvineHus Ha kpbBOHocHaTa ¥ TMMGHA CHCTEMH

Pexxu: TpoMboLETONeHNA (TIOHAKOra ¢ ypIrypa)

C HeH3BeCcTHa YECTOTA: AIUIACTHYHA AHEMHA, XEMONMTUYHA aHeMHA, IOTUCKAHE Ha KOCTHUS MO3BK,
JICBKOIICHHA, HEYTPOTNIEHHS, arpaHyJ/IOLMTO34.

Hapyiuenns Ha uMyHHaTa cHCTEMA
C HeH3BECTHA 4eCToTa: AHAPHIAKTHYHY peaKlMK, CBPBXTYBCTBHTENHOCT

HHQEIHCHH}I Ha EHAOKPHHHATA CHCTEMA
C HenzBeCTHA YECTOTA: HEOCTATEYHO KOHTPOIHPaH 3aXapeH nuaber

Hapy IHeHHA Ha MeTaboaHIMa H XPaHCHETO
YecTH: XHNoMaruesneMus

Penxu: xunepkanupeMus

MHoro peaks: XMNIOXNOpEMHYHA AKAN034

C Hem3mecTHa 4ecTOTa: aHOPEKCHA, [OHMXKEH aleTWT, eJIEKTPOJIHTEH aucbananc,
XHIICPXOJIECTEPONIEMHA, XHIIEPTIHIHEMHA, XHITOROTHEMHA

Tlcmayuny HapylneHuy
C sewsBecTHA YecTOTa: GEe3nokolicTBo

Haj eHHA Ha HepPBHATA CHCTEMA
Penku: rnapobonme
C wensBecTHa 4ecTOTA: 3aMaiisaHe

Hapymienus na o4iTe
C Hem3BecTHa HMeCTOTa: KCAHTOMCHA, OCTPA MMONMA, OCTPA 3AaKPHUTORIBIHA [JIAYKOMA, XOPOHAANCH
H3TTHB

Cp10BH HApYIIGHUA
C HeH3BecTHA YecToTa: HEKPOTH3HpAI BACKYJIHT

Pecniupatophu, rpsb M MEIHACTHHAJIHY HAPYIIEHH]
MHoro peaxu: Octsp pecnuparopeH qucTpec cunapoM (ARDS) (Bx. Touka 4.4)

CroMarnuo-upeBHd HapyLIeHus:
YecTH: ragete
C HeH3BeCcTHa YecTOTa: IAHKPEaTHT, CTOMALICH AUCKOMOpT
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Xenaro-Omnuapuy HapyimeHHs
C HeM3BECTHA YeCTOTa: XeNaTOLENyIapHa XK BIITEHHLIA, XONECTATHYHA KuITeHULA

Hapymienus Ha K0XaTa ¥ NONKOKHATA TEKAH
C HeH3BECTHA HECTOTA: MYTYC-NOAOGEH CHHAPOM, PEAKLMH Ha QOTOTYBCTBHTEAHOCT, KOXEH BACKYJIHT,
TOKCHYHA €MTHACPMAIHA HEKPOJIN3a, epUTeMa My TTH(OpMe

Ha eHHA Ha MYCKVIIHO-CKEJIETHATA CHCTEMA, ChE JIHATA THKAH H KOCTHTE
C nem3pecTHa vecToTa: cnadoct

Hapywietnd na 656penyre ¥ NMKOYHHTE MBTHILA
C HeH3BECTHA YeCTOTa: HHTEpCTHIMANEH Hedput, Ou6peuna auchyHKkims, THOKO3YpHS

Oﬁgn HApPYIICHUA W eghexm Ha MACTOTO HA NPHIOKECHUE

C HeM3BeCTHA YECTOTA: MHPEKCHA

Hacnenpanus
C Hem3pecTHa 4ecTOTA: NOBHILEHH HWBA HA TPHIIIHLEPHIH

Onucanne Ha HIOPAHH HEXETAHH TeKAPCTBEHH PEAKIIHH

ABHopMHa wepHOApobHa PyHKuMg/YepHOIPOGHO HapylleHuHe

Hogeuero ciryyan Ha abHopMHa YepHonpobHa GyHKuMs/MepHOIPOGHO HAapyWIeHHE OT
TOCT-MAPKETUHIOBHMA OfTHT ¢ TEJIMHCAPTAH HACTBHIIBAT IPH HALKEHTH OT SOOHCKH npousxon. Ipu
MIALKMEHTH OT ATIOHCKH MPOH3XOJI CHIECTBYBA MO-TONIMA BEPOATHOCT 3a Pa3BHTHE HA TE3M HEKE/IAHH
peaKuuH.

Cemncuc
B npoyuranero PROFESS e HabmoaBaka NoBHilIeHa YeCTOTA Ha CENCHC TPY TEIMHCAPTaH B

cpaBHeHue ¢ mane6o. CEOMTHETO MOJKE Aa e cirydalfHa HAXOMKA WIH /1a € CEBP3aHO ¢ HEMO3HAT JO
MOMEHTA MEXaHH3bM (B, TO4KA 5.1).

Unreperumania Genonpobua 6osecr
Crnyyan Ha MHTepcTHIMANHA GenoapobHa GorecT ca JOKIAMBAHHE OT NOCT-MAPKETHHTORBHS OTHT, BEB
BpPB3Ka ¢ IPHEMA Ha TenMKcapraH. [IpHiHHO-CieicTBeHHA Bpb3ka 00ave He € YCTAHOBEHA.

Hemenanomen pax Ha kokaTa: B3 0cHOBa Ha HANUWYHHTE JAHHM OT SIMIEMHONOMYHH NPOYYBAHHS €
HabNo/lapaHa 3aBHCHMA OT KyMYJIaTHBHATA 1032 BpB3ka Mexay XXT3 u HMPK (ex. chino Touku 4.4
HS5.1).

Crolimasase Ha NOA03HPaHH HEXETAHH PEAKIIHH

CrobutapateTo Ha NOJO3HPaHH HEKellaHM peaKlMy cliell paspelnaeade 3a ynotpeba Ha eKapcTBeHHA
HpOXYKT ¢ BaxkHO. ToBa N0380MABA Ja NPOARIDKH HAOMIONEHHETO HA CHOTHOLIEHHETO MOJI3a/PHCK 34
NeKapcTBEHKA MPOayKT. OT MEARIHHCKHTE CIIEIHANIMCTH C6 M3HCKBA Aa ChOOILABAT BCAKA MOA03HpaHa
HEXEJIAHa peakiys Ipes: choBIIuTe HeKENaHK PeakLiMy AHPEKTHO Ypes:

HansnnuTenHa areHUMA 1o JeKapcTBaTa
yi. ,,Jlaman I'pyen” Ne8

1303 Codun

Ten.: +3592 8903417

yebeaiit: www.bda.bg

4.9 Iperoanpane
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ChutectsyBa orpanudiena HE(pOPMALIEA IO OTHOIEHHE HA PETIO3UPAHE HA TENIMHCAPTAH TPH XOpa.
Tenmucapran He ce orAens nipu xemoauania. He e ycranopeno 10 kaxBa cTeneH XHAPOXIOPOTHA3HA
ce OTAeNs NMPH XEMOAMAIH3A.

CrMrmoMy:

Hait-nznBennTe NpoABn Ha MpeJ0O3HPAHE ¢ TE/IMMCAPTAH C4 XMIOTOHHAS M TAXMKAP/IHA, 4 CHILO ce
chobmasat u SpaguKapaid, 3aMasHOCT, MOBHINABaHE HA CEpyMHHSA KpPeaTHHUH ¥ OcTpa 6B0peuna
HegocTaThaHOCT. [IpeosupaneTo ¢ XMAPOXIIOPOTHASHI C& CBBP3BA ¢ HAMATABAHE HA SIICKTPOTUTHTE
{XHIOKA/THEMHUR, XHTIOXIOPEMHNR) H XHIIOBOJTHEMMUA, TE/DKALIA Ce HA eKCIIeCHBHATA NHypesa. Haii-
YECTHTE CHMIITOMM Ha TIpeAO3HpaHe ¢a rajileHe H COMHONIEHTHOCT. XHIOKATUEMHATA MOXKE 2 AOBEAE
IO MYCKYJTHH CIIA3MH W/HIH aKLGHTYHpaHa apUTMH, CEBP3aHH ¢ eTHOBpeMeHHaTa yrotpeba Ha
JIATYTATHCOBH NTHKO3KMIH WiH ONpeAeN¢HH aHTHAPUTMHYHM JIEKAPCTBEHH IPOAYKTH.

Jlewenne:

TenMucapTaH He ce OTASNA NPH XeMoaAHau3a. IlamieHTsT TpAGEa na Obae BEUMAaTENHO HabNMrogaBaH
H nedesneTo Tpatea na 6bae CHMITTOMATHYHO B OAABMKaIo. OBNasBaHeTo 3aBHCH OT BPEMETO HA
OpHeMaHe Ha MPOAYKTa H TeXXeCTTa Ha cuMnromuTe. IlpenopbymTentyme Mepky BIITIOUBAT
MpeAW3BBEKBaHE HA MOBPHIAHE H/IITH CTOMAIIHA MPOMHEKA. [IpHnaraneTo Ha aKTHBEH BBITIEH MOKe
Ia 6be None3Ho NpH JIeYeHHe Ha 1IpegosupaHeTo. HeoOxoauMo e decTo npocneassale Ha cepyMHHRTE
eJICKTPOJIMTH H KpeaTuHuH. JIpH nossa Ha XMNOTOHNHA, NALHEHTHT TPA0Ba fa OB NOCTABEH B
TErHaNo o rpsd nonokeHue U 6BP30 Ia e MPHIOKAT COJICBH M 0GEMHH 3aMEeCTHTENHN.

5. DPAPMAKOJOTTYHHA CBOHCTBA
5.1 ®apmaxoIAHAMBYIRE CBOHCTBA
QapMakoTepanerTiyna rpyna: AuruoressuH Il anraronvictd w quypernim, ATC kon: CO9DA07

Tenmucapran / Xugpoxnopornasun CTAIDA e xombOuHamms or anrdoreHzuH [l peuerrroped
AHTATOHMCT TEJIMHCAPTAH H THA3HISH AMYPETHK Xuapoxnopotnasul. [Ipy komGHHIpaHeTo M Te3M
CHCTAaBKH HMaT afMTHBCH aAHTHXMIEPTEHIUBCH edieKT, KoeTo BOAH [0 MO-TONAMO HAMANSBAHE Ha
KPBBHOTO HAISTAHE

OTKONKOTOD, KO ¢2 NPHIMKeHH nmootaenHo. TenMucapran / Xuapoxnoporuasua CTAIA, npueMaH
BEAHEK JHEBHO B TEPaNEeBTHYHM JO3H, BOAH A0 edeKTHBHA H IUIaBHA PEAYKIHA HA KPHBHOTO HaNsraHe.

MexannapM Ha JeHCTBHE
Tenmucapran e nepopanso edexTHBeH B cnielrguyeH aHrHoTeHsHH Il penerrropeH aHTaroHueT (THN
ATh). To# uaMecTsa ¢ MEOrO BHCOK adMHATET aHrHOTeH3MH Il OT HErOROTO MACTO HA CBHEP3RAHE B
AT peuenTopHUA NOATHII, KOHTO € OTTOBOPEH 32 H3BECTHHTE elicTBUA Ha anrnoTenzuH II.
Tenmucapral HiMa JOPM M YaCTH4HA ArOHMCTHYHA aKTHBHOCT ciipamo AT perienrropa. TenMHcapTan
ce CBBp3Ba CeneKTHBHO ¢ AT peenTopa. CBEP3BAHETO € MPOABIDKHTENHO, TenMucapTa He nokas3ea
aMHHTET XBLM ApyTH penentopy, BmodnTenHo AT2 u apyru no-cnabo xapakrepusupain AT-
peuienTopH. DYHKIHOHATIHATA POJIA HA TE3H PELETITOPH HE € H3BECTHA, HE ¢ M3BSCTEH H e(eKTEY Ha
TAXHATA BE3MOXHA CBPBXCTHMYJIAUHA OT aHTHOTEH3MH I, uMiiTo HHBa ¢4 MOBHIIEHH OT TEIMHCApTaH.
Husara Ha nnasmenus angocTepoH ¢2 NOHWKEHW oT TeIMucapraH. TenMucapTan He HHXUGHpa
YOBCLIKHSA TU1a3MEH PeHHH M He OokHpa HoHHMTE KaHalu. TenMucapTad He MHXHOMpPA AHTHOTEH3HH
KOHBEPTHpalOHA ¢HINM (kuHKHaza IT), eHsuMBT, KoiiTo chUIO pasrpakia Opanukuauna. [Topamm Tosa
He ¢e 049aKBa Aa NOTeHLMpa OpagUKHHHH-MEAHHPAHUTE HEXETAHH JEKAPCTBEHH
Ipn xopa posata ot 80 mg TeMHCapTaH NOYTH H3ANO BHXHOHPA peH3B
II nosumasane Ha XpEBHOTO HanAraHe, Muxuburophuat edexr ce noganp
ome MOXe Ja Osne yetaHoseH 10 48 gaca.
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XHApoXIOPOTHASHA € THa3HAeH AHYpeTHK. MeXaH3MET, 110 KOHTO THA3HAHNTE JUYPETHUM TOCTHaT
aHTHXMNEPTEH3WBHMA CH e(eKT, He € HANBIHO H3AckeH. THasMiuTe OKasBaT BH3ACHCIBHE BBPXY
MEXaHHIMHTE Ha peabGcopbums Ha enexTponuTy B GHOpeuHHTE TYOY/M, KATO OUPEKTHO MOBHILABAT
EKCKPEIIHATA Ha HATPHH M XJIOp B NPHONMIMTETHO EKBHBANCHTHH KONHMECTBA., [JHYpETHYHOTO
JelicTere Ha XMIPOXIOPOTHA3HA HaMansBa IjIa3MeHHs ofeM, MOBHIIABA aKTHBHOCTTA Ha PEHHH B
M1a3MAaTa, YBE/IMYAaBa CKCKPELMATA Ha anJOCTePOH ¢ MOCMEBAlI0 YBeIHISeHNE HA KATHd B YpKHATa H
aary6a Ha OuxapOboHaTh, H Hama/fABa HHBATA Ha KaTHKH B cepyma. CuHTa ce, bYe eHOBPEMEHHOTO
NPUNOKEHHE HA TENMHCApTaH, OJIOKUPAHETO Ha CHCTEMATa PEHHH-GHTHOTEH3HH-ANR0CTEPOH, BOOH JI0
obparen edexT nmo oTHowleHWe Ha 3arybara Ha Kanul, KOATO CE¢ JB/DKH HA Te3H Anypervim. Ilpn
NpHAarase Ha XWAPOXNOPOTHA3HI HAYAIOTO Ha JMype3aTa € cneq 2 vaca, Karo MMK Ha edeKTa ce
HaOmoaBa ciren oKoso 4 yaca M NepcicTHpa B MPOALIDKEHHE Ha PHOAM3HTEAHO 6-12 vaca.

Kmnugna epukacHocT ¥ 6e30MaCHOCT

Jleyenne Ha eceHUMATHA XUNIEPTOHMA

Cnea npunarade Ha MBPBATA 1034 TEIMECAPTAH ce HaOMIOARE MOCTENEHHO NIOYBA HA
AHTHXHNEPTEeH3KBHA AKTHBHOCT B PaMKKTE Ha 3 uaca. MakcHmanHaTa peyKuma Ha KPhBHOTO
HaNfrale ¢€ NOCTHTA HAITKTHO B paMKWTe Ha 4-8 ceIMHLH Cllefi HAYalOTO Ha JIEYEHHETO | Ce
MOLABPKA Ype3 MPOABIDKHTEIHa Tepania. Cnen npHeMaHe Ha 03aTa AHTHXMNCPTCHIHBHUAT eeKT
MepcHCTHPA roBeYe oT 24 Yaca, KaTo BUHOYBA H NOCTEAHUTe 4 Yaca IpeIu CIeIBALOTO NPHIOKEHHS,
KAKTO NOKA3BAT aMOyJaTOpPHHTE W3MepBaHMA HA KPHLBHOTO Halsrave. ToBa € MOTEBLPAECHO M OT
Y3MEPBAHHATA B MOMEHTA HA MAKCHMAIHKA eeKT H HEOCPEACTBEHO Npend IpHeMa Ha ClieaBallaTa
7033 (CHOTHOIEHHETO MHHMMATHH KbM MaKCHMATHH KOHISHTPAUMH, KOSTO € MOCTOSHHO Hax 80%
cjen npHeM Ha no34 o1 40 B 80 mg TenmucapTan npy nnane6o KOBTPOIMPaHH KITHHKYIHY MPOYyYBaHES ).

[IpH naipeHTH ¢ XHNEPTOHUS TEIMUCAPTAH PEAYLIMPA H CHCTONHOTO ¥ [HACTONHOTO KPLBHO
HansraHe 0e3 Aa MOBAHABA ITYJICOBATE 4ECTOTA. AHTHXMIIEPTCHIHBHATA 6(PUKACHOCT HA TEIMHCAPTEH
€ CPaBHHMA ¢ Ta3d HA NPOAYKTH, NMPeICTABUTENHN Ha APYTH KIACOBE aHTUXUIIEPTEHIHBHY JIGKAPCTBEHH
NPOAYKTH (YCTAHOBEHA MMPH KIHHHYHH WINMTBAHHS, CPABHYBAMM TENMHCAPTAaH ¢ AMIOTHIMH,
aTeHOJION, €HANANPIT, XHAPOXIIOPOTHASHI M TH3HHOMPHT).

Tenmuca / X0 CT 80 mg/25 mg:

B ABoifHO-CIIANO KOHTRONHMPaHO KIHHHYHO H3NMTBaHe (n=687 maimeHTH, OLeHeHH 3a é(BKaCcHOCT)
IPH MALMEHTH, KOHTO He Ce NOBAUABAT OT JeueHHeTo ¢ KomMOuHaumarTa 80 mg/12,5 mg e
Ha0moAaBaHo NOCTENEHHO YBeuYaBake Ha edeKTa HA MOHMKABAHE HA KPHBHOTO HAAraHe C
2,7/1,6 mm Hg (CKH/JIKH) npxt komGusammsra 80 mg/25 mg cropaMo nmpogbLKKTENHO JISHSHHE C
KoMOuHaiHATa 80 mg/12,5 mg (pasnika B CpEAHUTE MPOMEHHE, KOPHTHPAHY CIPAMO H3XOAHOTO
HHBO). B nocnegpamo WIMHHIHO H3THTBaRe ¢ KoMOHHaiMiTa 80 mg/25 mg ce nabmonasa
JOITRJIHHMTETHO MOHIDKaBaHE HA KPBBHOTO HAATAHE (M3pazaBaulo ¢ B 0010 NOKIDKARAHE C
11,5/9,% mm Hg (CKH/IIKH)).

B o6o6imen aHanus oT ABE CXOAHH 8-CeAMMYHH ABOHHO-CleNH TUIaue60 KOHTPOMpPAHH KITHHHYHK
H3NHTRaHMA crpamo 160 mg/25 mg sancapras/xuapoxnopotuasyy (n=2 121 nauneHTH, OLEHEHH 3a
eduxacHocT) e HaBmonaBaK 3HAMUMO TIO-TOIAM eeKT Ha IOHIWKABAHE HA KPbBHOTO HAAANAHE C
2,2/1,2 mm Hg (CKH/JIKH) (pasnuka B cpeauuTe IPOMEHH, KOPHIHPAHHA CIIPAMO M3XOIHOTO HHBO) B
nonsa Ha komGuHanmara 80 mg/25 mg TenMKECapTaH/XHAPOXIOPOTHAIMA.

I1pu BHE3aNHO NPEKBCBAHE Ha JICUEHHETO ¢ TEIMHCAPTaH KPbBHOTO HAJIATAHE NOCTENEHHO C€ BPhIIA
D0 CTOMHOCTHTE MpeaH NEYSHHETO, 33 NEPHOA OT HAKOJNKO JHH 03 JaHHH 3a pebayH XUTIepTOHHYEH
edeKT.

CiyyauTe Ha CyXa KalUIHIA Ca 3HAYMTETHO TIO-MAJIKO NPH TMAHCHTH, TPETHPA
OTKONKOTO NPH TaKHBA, H& KOHTO £a laBaHK HHXMOHTOPH HA SHTHOTEHZHH KO
KIHHHMHH TIPOYYBaHUA, JHPSKTHO CPARHABALIM ABETC AHTHXHIEPTEH3HBHH
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Ipodunaxtika Ha CHPAECHHO-CBAOBHM HHUH/EHTH

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial)
CPaBHABA e€QeKTHTE OT NPUIOKEHHETO HA TEIMHCAPTAH, PAMHNIPUI W koMGHHAUMATA OT TenMHCAPTaH
U PAMHTIPHIT BEPXY PE3YNTATHTE IO OTHOLIEHHE Ha CHPACYHO-CHAOBATA CHCTEMA, TIPH 25 620 naiueHTH
Ha BB3PACT = 53 TOMHHH, C AHAMHE3A 32 KOPOHAPHA apTepHaTHa DoJIecT, MOSBYEH HHCYAT, NPEXOIHO
HApYLICHHE HA MO3BUHOTO KPBEBOOOpamenue, yBpekaaHe Ha nepH(pepHH apTEpHM WK 3aXapen Auaber
THN 2, CHITETCTBAH € JAHHH 3a YBPEiKIAHe Ha NMPHIeNHUTe OpraHy (KATO PeTHHONATHS, JIEBOKAMEPHA
XHIepTpodKA, MAKPO- HIM MHKpoanOyMHHYpHA), KOKTO Ca NOMy/iauis ¢ PHCK OT HACTHIBAHE HA
ChPASYHO-CBAOBH HHIAEHTH.

[NaumenTyTe Ca pAHIOMM3MPAHH B €liHa OT CJIEAHKTE TPH I'PYNH 3a IeYeHHe: TenMucaprtal 80 mg (n=8
542); pamumpwn 10 mg (n=8 576) 1 koMGusanua ot Teamucapran 80 mg W pamunpun 10 mg (n=8
502), nocnenBano oT npocneaqBaHe CbC CPEAHA MPOABIDKHTENNOCT OT 4,5 rofHHHy,

TenmucapTaH moxkasea cxofeH eeKT ¢ paMUIIPHI [0 OTHOINEHKE HAMANABAHE Ha ITEPBUYHATA CHCTABHA
KpaliHa TOUKa OT ChPAEUHO-ChAOBA CMEPT, HedaTaneH HHPAPKT HAa MHOKapia, HedaTalieH MOIBYEH
HHCYIIT MM XOCIHTAIH3ALMA TOPAAKM 3aCTOMHA ChpAeYHa RENOCTATHYHOCT. YeCcTOoTaTa Ha MEPBHYHATA
KpafiHa TOYKa e CXOIOHA B IpynyTe Ha TenMucapral (16,7%) u pamunpun (16,5%). KoedumeHnTsT Ha
PHCK TIpH Te/IMHCApTaH crpamo pamunpui e 1,01 (97,5% C1 0,93 ~1,10; p (#e no- manka edukacuocT)
= 0,0019 nipu mapx ot 1,13). TIpoLIeHTET Ha cllyuaHTe HA CMEPT IO BCAKA TIPHYMHA € CLoTBeTHO 11,6%
H 11,8% npu naumenTHTe, NEKYBAHH ¢ TEJIMHCAPTAH K PAMMITPHIL.

VYCTaHOBEHO €, Y€ e)eKTHBHOCTTA Ha TEIMUCAPTaH € CXOJHA ¢ Ta3k Ha PAMHITPEU [PH TPEABAPHTEIHO
onpefieNieHaTa BTOpHYHA KpalfHa uen 0T ChpAeYHO-ChA0BA CMEPT, HethaTaneH uHPapKT Ha MHOKapaa H
Hedaranen Mosbuen uncynr [0,99 (97,5% CI 0,90 —1,08; p (ve no-Manka edukachocT) = 0,0004)],
IEPBHYHA KpaliHa uen B pedepertoto npoyusaHe HOPE (The Heart Qutcomes Prevention Evaluation
Study), koeTo H3cneBa edexra Ha PAMHIPHI CupAMO Nnauebo.

B npoyysanero TRANSCEND ca paHaoMusHpaHH nauMeHTH ¢ HenmoHocHMocT KeM ACE-I
HHXHOHTOPH, HO MHAYE CBC CXOJHM KPHMTEDHH 33 BKIIOYBaHe kakTo B npoyupadero ONTARGET B
rpyma, npiemawa teimucaptan 80 mg (n=2 954) wnu mwnauebo (n=2 972), karo 4 aBaTa NPOMYKTA CE
MPUIAraT B AOMBIIHEHHE KBM CTAHAAPTHOTO NneveHue. CpelHaTa NPONEDKHUTENHOCT Ha POCIENsBaHe
¢ 4 ropuau ¥ 8 mecelia. He ce ycTanopaBa CTATHCTHYECKH 3HAYHMA Pas/ivKa B 4eCTOTATA Ha [TbPBUYHAT
CBCTaBHA KpaifHa TOUKR (CHPAEHHO-CHAOBA CMBPT, HedarTaneH MH(pAPKT Ha MHOKapha, HedaraneH
MO3BYEH HHCYIIT WITH XOCTIMTAT3a1Md NOPaaM 3acToiHa ChpaeuHa HepocTaTeHOCT) [ 15,7% B rpynara
Ha Tenmucaptad M 17,0% B rpynaTa Ha nnane6o, ¢ xoeduuueHT Ha puck 0,92 (95 % CI1 0,81 -1,05; p=
0,22)]. WMma pasHM 3a mom3aTa OT TENMHCAPTaH B CpaBHeHHe ¢ miauefo MO OTHOUICHME Ha
MPCABAPATESTHO OTPeAe/IeHaTa BTOPHYHA CBCTABHA KpaliHa ToUka OT CHPIEUHO-CHOBA CMEPT,
Hedaranen MHGApKT HAa MHOKapAa U HedaTaneH MosbaeH uucysrr [0,87 (95% CI0,76 —1,00; p = 0,048).
Hsama paHHH 3a NoJT3a N0 OTHOIIEHHE HA HAMAJIABAHE HA CHPAEYHO-CHAOBATA CMBPTHOCT (KOE(HIHEHT
Ha puck 1,03, 95% noeepurenen uaTepsan 0,85 —1,24).

Kammkna n anruoenem ce cro6masar no-pAaKo NpH NALMEHTH, NEKYBAHA C TEAMMCAPTaH, OTKOIKOTO
TNIPH MAUMEHTH, J1eKyBaHH C PAMMIIPII, IOKATO NPH TEPANKA C TEIMHCAPTAH NO-4eCTo ce ¢hobmana 3a
CJIy4aH Ha XWITOTOHHA.

KombBuHHpaneTo Ha TeMHCApTaH ¢ paMUIIPHI He JABA AOITBIHATEHA NON3a CIPAMO CaMOCTOATETHATA
TEepanus ¢ PaAMHNPKI MK TeIMHCapTaH. CHPAeYHO-CHAOBATA CMBPTHOCT H CMBLPTHOCTTA MO BCAKA
TPHYKHA, KATO YHCICHO H3PaXKEeHWe, Ca MO-BHCOKM MNPH KOMOHHMPAHOTO i JCBET, OB
3HAYHMO MO-BHCOKA 4ECTOTA HA XHNepKanHeMud, 6p0pedHa HeAOCTATLUHOCT, XTOpeR
PaMoTO ¢ NaMeHTH Ha koMOuHupado neyenue, [lopany Tazu npHuMHA, STHOBRGME
TE/IMHCAPTaH H PAMMIIPWI He C¢ NPENopbYBa NPH TA3| MOMyJalys.
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B npoyusanero “TIpodanakTayen pexxiM 3a e(peKTHBHO NpeITa3saHe OT NOBTOPEH MOSHYEH HACYNIT”
("Prevention Regimen For Effectively avoiding Second Strokes" (PRoFESS)) npi nargiesTs Ha 50
TOAHHY HITH N0-BB3PACTHH, KOHTO HACKOPO €A NOTYYMIY MO3LYEH HHCYNT ce 3abens3Ba noBHIIeHa
4ECTOTA HA BE3HHKBAHE Ha CETICHC NIPH TeJMHCApTaH B cpagHenwe ¢ manebo, 0,70% crpamo 0,49%
[RR 1,43 (95 % posepurenen unrepsan 1,00 — 2,00)]; uecroTara Ha BL3HHKBAHE Ha CETICHS ¢ (aTanen
H3XO0A ¢ MOBMINCHA NMPH NALHEHTHTE, Npuemauy TenMucaprai (0,33 %) crpaMo NalEeHTHTe Ha
niaueto (0,16 %) [RR 2,67 (95 % mogepureneH ultepsai 1,14 — 3,76)]. HabmoznasaHaTa noBuileHa
4eCTOTa Ha BR3HHKBAHE Ha CEICHC, CBBp3aHa ¢ ynoTpefara Ha TeAMHCApTaH MOXe J1a € caydalino
OTKPHTA WIH A2 ¢ CBbP3aHa C MEXaHH3EM, KONTO e HeNO3HAT 3a MOMEHTa.

3a cera He ca YCTaHOBEHHM e(eKTUTE Ha TEJIMUCAPTAH BHPXY CMBPTHOCTTA M ChPAECUHO-CBIOBATA
saGoneraeMoCT.

JlBe roneMH paHIOMH3HPAHH KOHTPOIMpaHu npoyyeanusd - ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial - Texymo rmo6anso W3MHTBaHE 38 Kpalhu
TOYKH HA TeAMHCAPTaH, CAMOCTOATETHO W B kombutaipin ¢ pamunpir) 1 VA NEPHRON-D (Knunuuno
[poy4BaHe CEBP3AHO ¢ PasBHTHE HA Hedponarus npH aAmaler, NpopeneHO OT MHHMCTEPCTBO 11O
BBIPOCHTe HA BeTepaHuTe) — Npoy4sar ynorpeGata Ha komGHHaumara ot ACE wunxmburop u
aHrroreHsuH ll-peuenropen Gnokep.

ONTARGET ¢ npoyusaHe, MpOBENeHO NpH MALMEHTH C AHAMHE3a 3a CHPACYHO-CHIAOBA MIH
MO3BUHOCEA0BA GonecT, Hiam 3axapes xuabeT THIT 2, IpHPYKEHH ¢ JaHHK 32 YBPeXXAaHe Ha epeKTOpHH
opraun. Bixre cpimo uedopmaimaTa osarnasena “fIpodunakTika Ha CHPACIHO-CHAOBH KHIMACHTH .

VA NEPHRON-D ¢ npoyusasie npy nauueHTH che 3axaped auaber tun 2 o anaberna nedponaris.
Tesn npoyusanusa He HOKa3BaT 3HAYHM OnaronpmaTeH edexT BLpxy OnOpeutnTe WWIM CEPICUHO-
CBAOBHTE NOCNEAWIM H CMBPTHOCT, KaTO CHLIIEBPEMEHHO Ca HaOmoNaBaHH [MOBMILEGH PHCK OT
XHIIEPKATHEMHUS, OCTPO YBpekAaHe Ha OLOpelMTe H/IWIH XHIOTOHHA B CPABHEHHE ¢ MOHOTEPAIMATA.
Karo ce uMar npeaBHz cXoHHTe UM GapMaKOAWHAMWYHM CBOVCTBA, Te3d PeyNTaTH Ca MPHIOKHMH H
3a Apyra ACE unxubutopu 1 aHrdorenaut II-peuentopiu Gnokepu.

ACE naxuburopu n anruorensus Il-penentopiu Giokepu cienoBaTenno He TpabBa Aa ¢e HINO3BAT
€HOBPEMENHO MpH MallHeHTH ¢ AHabeTHa HedponaTys.

ALTITUDE (Knuwtso npoy4BaHe POBEASHO ¢ AMHCKHPEH NIPH NALHEHTH CBC 3axapeH quabeT THn
2 ¢ H3INO/TIBaHE HA CEPAETHO-CHA0BH M OB6pednn 2a60/198aHIA KaTo KpaHi TOYKM € Mpoy4BaHe,
NpeaHAZHAYEHO Ja H3c/AenBa non3ara oT o6apaHeTO Ha ATHCKHPEH KbM cTaHaapTHa Tepamus ¢ ACE
UHXHOUTOp WM aHrHoTersHH [I-penerTopen Gnokep Npy NAUKEHTH CBC 3axapen auader Tun 2 ¥
xpoHHUHO 6B6peuno 3abonapane, chpACHHO-CHI0BO 3a00mBane WK 1 aAgete, [IpoyusaneTo e
NPEKPaTeHO NPeKICBPEMEHHO NIOPazH MOBKIIEH pHcK oT HeGnaronpuaTHu nocieauud. Kakxro
CHPAEYHO-CHAOBATA CMBPT, TAKA H HHCYJITHT CA [O-YECTH B IPYNATa HA ANTHCKUPEH, OTKONKOTO B
rpynara Ha nnaneo, a MPEeACTARIABAILKMTE HHTEPEC HEIKETaHH CHOMTHA K CepHOIHH HEXEIaHH
CHOMTHA (XUMEPKATHEMHA, XHTIOTOHUA H Ob6pedna ancyHKimz) ce CroDIWABAT NO-YECTO B IpyTIaTa
Ha aTHCKHPEH, OTKOJIKOTO B rpyrnara Ha fianebo.

EnupemMuonoryuByuTe NpoyyBaHns MOKA3BaT, Ye JBIrOCPOYHOTO JISYEHHE ¢ XHAPOXNOPOTHAH]L
HaMajLiBa PUCKA OT CLPAEYHO-CEIOBA 3a001€BaeMOCT H OT CMBPTHOCT B PE3Y/TAT HA CHPACUHO-
cbiOBH OonecTH. KbM MOMeHTa edekTuTe Ha bHKCHpanaTa 103084 KOMOKHALMA

TEIMHUCAPTAH/XHAPOXIOPOTHA3HA BBPXY CMEPTHOCTTA M CHPAEYHO-ChAORATA 3a60MeB
W3BECTHH.

[lemuaTpHuna nommynauns
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EeporneiickaTa areHIiHA 10 IEKApCTBaTa 0CBOGOX AaBa OT 3a0BJDKEHHMETO 33 TIPEOCTABAHE HA
Pe3ynTATHTE OT IPOYYBAHHATA C TEIMHCAPTAR/ XWAPOXIOPOTHASH BBB BCHIKH MOATPYIIH Ha
TICIHATPHYHATA MOMyJIAMs IPK XMIIEPTOHuA (BiK. TO4Ka 4.2 3a nHdopmalHd OTHOCHO ynorpeba B
[eIHATPHATA).

Hemenanomen pak Ha KoxaTa: By3 ocHOBa Ha HanMuuHiTe JaHHY OT EMHASMMEONOTHYIHH MPOYMBAHKS
€ HabmonaBala 3aBHCHMA OT KyMYJaTHBHATa 1033 Bphaka Mexny XXT3 u HMPK. Easo npoyusaxe
BKJTIOYBA JIOIyNalms, ¢betodma ce of 71 533 cmyqaun na BKK u 8 629 crywan va CKK, u nonynauus
or cpotBeTHO | 430 833 wm 172462 noaxoasmu koHTponu. Bucokarta ynorpeba Ha XXT3
(xymynarusro >50 000 mg) e cewpsana ¢ kopurapas OR 1,29 (95% IOW: 1,23-1,35) 3a BKK u 3,98
(95% JIH: 3,68-4,31) 3a CKK. HaGmonasaHa ¢ scHa Bph3Ka KyMyJIaTHBHA 1033-0TTOBOP KakTo 3a BKK,
Taka ¥ 3a CKK. Jipyro npoy4saHe nokasea Bh3MOXHa BPh3ka Mexnay paka Ha yceraure (CKK) u
excnosnuuaTa Ha XXT3: za 633 cmyvaH Ha pak Ha YCTHHTE € nmoJ0paHa monyaauua ot 63 067
MOAXOAAIH KOHTPOJIH, KaTO ¢& H3NMON3Ba CTPATErvs 3a B3eMaHe Ha npolH, onmpeleneHa oT PHCKA.
JeMoncTpHpaHa € Bph3ka KyMyJaTHBHA J1038-0TToBop ¢ kopurnpan OR 2,1 (95% JU: 1,7-2,6),
mapacteaw Ao OR 3,9 (3,0-4,9) sa Bucoka ynorpeba (~25 000 mg) u OR 7,7 (5,7-10,5) 2a Hali-sHcOKaTa
KymynarusHa posa {(~ 100 000 mg) (BK. chio Touka 4.4).

5.2 PapmMaKkoxKHHETHIHH CBolicTBa
EmmoBpeMeEHOTO NpHNOXeHHE Ha XHIPOXIOPOTHAZHA ¥ TENMHCAPTaH IIPH 3ApaBH CyOexTH He
nmpoMeHs GapMaKOKHHETHKATa Ha KOATO H [id € OT CHCTABKHTE.

Abcopbuun

Tenmucapran: IIukosHTe KOHUEHTpPALHY Ha TEIMHCAPTAH CE MOCTHTAT B paMkuTe Ha 0,5 ~ 1,5 vaca
cnep niepopaien npueM. AGComoTHaTa GHOHAIIMIHOCT Ha TeMHAcapTaH B 103u 40 mg u 160 mg e
cbOTBETHO 42% u 58%. Xpanara nexo cHIkaBa GHOHATHHMHOCTTA Ha TeIMHCAPTAH KATO PeAyKIHATa
Ha ofnacTTa MOJ KpHBATa [U1a3MeHa KOHUeHTpauHA-speMe (AUC) na Teamucapran e or oxono 6%
nipy 40 mg A03a # oxono 19% npu 160 mg noza. Tpw uaca ciel NpWIOKEHKE INA3MEHUTE
KOHUEHTPRIMH ca HoJ00HY, He3aBYCHMO JATH Te/IMHCAPTaH € MPHIOXKEH Ha [JIAHO WM ¢ XpaHa. He
ce ouaksa cnabara penykims B AUC aa npeH3BHKA peAYKUHSA B TEPaNeBTHYHATA edHKACHOCT.
Tenmucapras He KyMYJTHpa 3HaUMTETHO B IU1Aa3MaTa NPH NOBTOPHO NPUIIOKEHHE.

Xunpoxnoporasuit: [IuxkosHTE KOHLEHTPALMA HA XHAPOXJIOPOTHAZHA CE NOCTHTAT B PAMKHTE Ha
npubmsurento 1,0 - 3,0 yaca cnex nepopanen npuem Ha Tenmucapran / Xuapoxnoporuasan CTAZA.
AbcomoTHata OHOHamMuHOCT, GasWpaHa Ha KyYMYJ4TMBHATA pEHANHA CKCKPELMS HA
XHAPOXJIOpoTHa3uf, € okono 60%.

Paznpegeaenne
TenMucapTaH ce CBBP3Ba B FO/AMa cTeNeH ¢ IUTaameHuTe npoterrH (>99,5 %), rnapHo ¢ anbyMus 1
andal xucen rmokonporeny. CpeHUST NpUEHAEH 06eM Ha pasnpenenenue ¢ oxono 500 1.

XMAPOXNOPOTHA3K], Ce CRBP3Ba B 68% C IU1A3MEHUTE NPOTEMHA H NPUBUAHKMAT My 00eM Ha
pasnpenenenne e 0,83 — 1,14 Vkg.

Brorpancdopmanns
TenmucapTan ce MeTaGoNu3Hpa Upes koHIOranwms kato ofpasysa ¢apMakoFOrHYHO HEaKTHBEH
alMIrIOKOPYHU,. [ MIOKOPYHHABT HA OCHOBHOTO BEIUECTBO € &AMHCTBEHHAT META00NHT,
HaeHTHGUIHpaH IpH 4oBexa. Cex eAnOKpaTHa 1032 OeNg3aH ¢ pATHOAKTHEEH BBITIEPO]
4 C TenmMucapTas DIIOKOPYHHABT IPEACTABNABA IPUOAMAHTENHO | 1% OT M3MepeHsES i
B I1a3mara. U3oer3nMute Ha ugToxpoM P450 Hamat yuacTHe B MeTalolH3Ma HYAegR
XHIOpoxIopoTHA3H), He ce MeTaboNU3Hpa NPH Xopa.

Enamuanupase
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Tenmucapran: Kakro cjies HHTPaBEHO3HO, TaKa H C/e/ NEPOPATHO MPHIOKEHHE Ha

4 C Genssan TeNMMCApTaH, NMO-rONAMATA YacT OT MpHeTaTa mo3a (>97%) ce enMuMHHHpa
H3TIPAXXKHEHMATA 4Ypes SHAHAPHA eKCKpeiiia. B ypHHATa ce OTKPHBAT CaMO He3HAYHTENHN KOIMYECTBA.
TotanHus Wnasmer

KTHPBHC Ha TEAMHECAPTaH cliel] IEPOPATHO npiioxkeHHe e >1 500 mi/min. TepMunanuuaT nomyxusot
Ha eTMMHBHMpaHe € noeeye ot 20 yaca.

XWAPOXJIOPOTHAZH]L C€ EKCKPETHPA HMBLIANO HENPOMEHEH ¢ ypuHara. Okono 60% ot nepopanHara 103a
ce eTHMUHHMpa HenpoMmeHena no 48 vaca, BEOpeMHUAT KIMPBHS ¢ okoao 250 — 300 ml/min.
TepMuHaMHUAT eMMMBHAUMOHEH MOMYKHUBOT ¢ 10 — 15 gaca.

JInneiinocr/nenaneiBocT

Tenmucapras: papMaKOKHHETHKATA Ha NIEPOpPaJIHO NPHIOXKEHHA TENMHCAPTaH ¢ 102 ot 20 - 160 mg
e HenuHelina, kaTo ce HabmoJaapa HEMPONOPLMOHANHO NOBHINEHWE HA TUIA3MEHHTE KOHIEHTPALMH
(Cmax n AUC) ¢ noeumaBaHe Ha A03aTa.

XuIpoxnopoTHa3HA NOKA3Ba JIKHENHA (apMaKOKHHETHKA.

Crennaaay nooyragny

Crapyecka pB3pacT

PapMakOKHHETHKaTa Ha TeIMHCAPTAH He CE pa3indaBa MEeXIY NO-MIaaH H NAUeHTH HA FE3PACcT HAX
635 TOOWHH.

Hon

[Tpu sxenu nna3zMeHHTe KOHIICHTPALMY HA TEIMMCApTaH o0udaiito ca 2 —3 IbTH NI0-BHCOKH,
OTKOJIKOTO MPH MBKe. B knimmymuTe npoyusanus, o0aue, Ipy XKeHN He ce HaBMIOAaBaT 3HAYMMO
YBEAHYEH OTIOBOP HA KPLBHOTO HAJIATAHE HIM YECTOTATA HA OPTOCTaTHYHA XMNIOTOHUA. He ce Hanara
npeLu3HpaHe Ha Ao3ara. [Ipn jkeHn MMa TEeHASHLUMA KbM [O-BHCOKH IJ1a3MEeHH HHBA Ha
XHIPOXIOPOTHA3NA, OTKOJIKOTO MPH MExkKe, ToBa 00avue HAMA KIMHHYHA 3HAYHMOCT.

BxnOpeuno yepexnane

BnOpeunara ekckpelus He NOMPUHACH 34 KIUPbHCA HA TenMucapTal, Criopea orpaHuveHHs ONHT NIpH
MALHESHTH ¢ JIEKC B0 CPSAHO H Texxo GrbpeyHo yBpexxaane (KpeaTHHHHOB KIHPEHC 30 — 60 ml/min,
cpexHo okono 50 ml/min), He ce Hanara KOpUrHpaKe Ha JO3aTa NPY MALKEHTH ¢ HaMaleHa 6u6peuna
bynxuna. TenMucaprad He Moxe Aa Gpae oraeneH npu xemoananusa. [IpH NALKEHTH ¢ HAPYIUCHH
6p0peynn GyHKIMH cTeneHTa Ha eIMMUHApaHe Ha XUIPOXJIOPOTHA3M] ¢ peqyudpaHa. B eqno
THITMYHO NPOY4BaHE, BKMOYBANIO MAMEHTH ChC CPEAEH KPEaTHHHHOB KIHPEHC 90 mi/min,
MIOMY;KHBOTA Ha SNAMHHAMPAHE HA XHAPOXJIOPOTHA3MA ce yBenndaBa. [Ipn dyHKImOHATHO agedpHIHY
NALMEHTH €HMUHALMOHHHS MOJTYKUBOT € 0KONO 34 Haca,

Yeproapobuo yppexaane

PapMaKOKHHETHYHHTE NPOYYBaHMA TipU NALMEHTH ¢ YepHOApobHO yBpeXkaaHe NOKA3RAT NOBHIABAHE
Ha abcomoTHaTa GHOHATHIHOCT 710 okono 100%. Tpx nausieHTH ¢ YepHOAPOOHO yBpexkaaHe
€IMMHHAIMOHHHUAT NOTY>XKHBOT HE € NPOMEHEH.

5.3 OpeaxknauUYHE JAHAM 38 fezonacuwocT

Tenmiica X0 a3 CT 40 mgfl2.5m
IIpH npearxTHHHYHE NPOYYBAHHA 32 6e30MacHOCT C eHOBPEMEHHO NPUIOKEHHE HA TEIMHCAPTaH H
XHIPOXJIOPOTHA3H], JIPY HOPMOTEH3HBHH IUTEXOBE M Ky4eTa, JO3H, CPABHHMH € Te3H B KIHHHYHUS
TePANeBTHYCH AHANA30H He NPeAM3BUKBAT eeKTH, PAsIMUHK OT HaOMOJABAHKTE NPH
CaMOCTOATENHOTO MPUIOKeHHE Ha ABeTe BemlecTBa. HabnronapaHuTe TOKCHKONO
HAMAT OTHOIICHHE KbM H3TION3BAHETO 3a TEPAlieBTHYHH LieJTH TIPH HOBEKa,

TenMuca XJ10 asua CT. 80 mg/12.5m
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Ilpu npeaxnuARTHM npoy4BaHia 3a 6e30MacHOCT ¢ eAROBPEMEHHO IPHIOAKEHHE Ha TeJIMACAPTAH U
XMIPOXIIOPOTHAIN] TIPH HOPMOTCH3HBHH INTBXOBE M Ky4eTa, 1034, CPABHIMH C TE3H B KITHHHYHHA
€paneBTHYeH AMANAa30H He NPeM3BHKBAT eHEKTH, pasnudHi oT HalmoaaBauuTe Ipu
CaMOCTOSTENHOTO NPHUIOKEHHE Ha JBeTe BemecTra. HabmonaBaHnTe TOKCHKOIIOTHYHM NPOMERM
HAMAT OTHOLICHHE KbM H3TION3BAKETO 32 TEPANEBTHYHH LIENTH TIPH YOBEKA.

Tenmuca XJ10 CT 80 mg/25 m

He ca npoBexnaHM nNpeIMHHYHM TIpOY4YBaHMA C (HKCHpAHATA J030BA KOMGHHAIHA
Tenmucapran/Xuapoxnopomasun CTAJA 80 mg/12,5 mg. (Ipeauulnn NpeiIMHEYHHA NPOYYBAHHA 32
Ge30nacHOCT, MPOBEKIAHH ¢ €IHOBPEMEHHOTO MPWIOKEHWe HA TEMHCAPTAH H XMAPOXIOPOTHAZHA
TIPH HOPMOTEH3HWBHH ILTHXOBE M KydeTa, IPH JO3H NPeH3BUKBALI €KCIIO3HIHA CPABHUMA C TA3H IIPU
KJIMHHYHHSA TEPANeBTHYCH 06XBAT, He MPeJoCTaBAT 0-PasIHIHY JOTLIHHTENHH NaHHH, HaOTI0RaBaHH
TIPY MPOYUBAHUS ¢ IBETE CHCTABKM ITOOTIENHO.

TokenkonoruyHuTe HAXOAKH, AOGPE MOZHATH OT NPEAKTHHHIHUTE HPOYYBAHRA Ha HHXUOHTODH Ha
AHTHOTCH3KH KOHBEPTHUPAINMA eH3NUM M @HTArOHHCTH Ha aHruoTeHsHH I peuenToprTe ca: HamanaBane
Ha NapaMeTPUTE Ha YepPEHUTE KPBBHH KIETKH (SPHTPOLMTH, XeMOIVIOOHH, XEMATOKPHT), HPOMEHH B
616peynaTa XxeMoAMHaMHKA (TOBHIICHO HHEC HA A30T B KPHBTA H KPEATHHHH), IIOBHIIIEHA AKTHBHOCT
Ha TA3MEHKA PEHHH, XHNEPTPoGHs/XHITEPILIa3HA Ha IOKCTATTIOMEPYIaPHHTE KICTKH H YBPEXAaHe Ha
CToMaliHaTa SHraByud. CTOMauHHTE 1e3HH MOTaT fa 5hAaT NPenoTspaTeHH/OrpaHHYEHH 4pes
AepOpANHO A06aBAHE Ha (PHIHOOTHRCH PasTBOP H IPYIIOBH JZCUIMINA 34 XXHBOTHHTE. [IpH Kyuera ca
Habmoasany 6b0peyna TyGynapHa runatTaums ¥ atpodus. CUMTa ce, Ye Te3H HAXOIKY e TBDKAT HA
(hapMakoOTHYHATA AKTHBHOCT H& TEJIMHCAPTaH.

Hama scHu Aantu 3a TepatoreHeH edekT, BLIPEKH TOBA IIPH TOKCHYHHE NO30EM HABA HA TEIMUCAPTaH
€ HabGmonanaH eQeKT BEPXY NOCTHATAHOTO PA3BHTHE HA MIOTOMCTBOTO, KATO HO-HKCKO TENECHO TErio
H 3abaBeHo OTBAPAHE HA OYHTE.

Hawma noxazatencrsa 3a MyTareHHOCT M CHOTBETHA KITACTOTEHHA AKTUBHOCT HA TEIMUCAPTaH DIPH
M3NHTBaHKA iD VIlro ¥ KAPIWHOrE€HHOCT NPH TLTHX0BE ¥ MAIIKH. TIpoyURaHHATA ¢ XHAPOXNIOPOTHAZMA
AiaBaT HECHTYDHH JaHHH 338 FreHOTOKCHYHOCT M/TH KAPLIHHOIeHHH e(eKTH NPH HAKOH
eKCIIEPUMENTAIEM MOAETH. Bhnpexy ToBa, HATPYIaHKUA OMHUT OT H3NOI3BAHETO HA
XHIIPOXJIOPOTHASH NPH YOBEKA He AaBa JOKA3ATCICTRA 3a BPBIKA MEXAY ynorpebara My M OBHIDEHA
YECTOTa Ha HeOIU1asMuTe.

3a QETOTOKCHUHHAA NOTEHLMAN HA KOMOHHALMATA TeTMHACAPTAR/XMIPOXIOPOTHAH/ BX. TOUKA 4.6.

6. PAPMAIIEBTUYHHN JAHHU

6.1 CnEchbK HA NOMOIMAKTE BelecTsa
Marnesues creapar (E470b)

Kanues xuapokcun

Mermymun

IToruaon

Hatpuep HHMmecTen raukonaT (Tun A)
MukpokpHcTanya Uemnyinosa

Mauuron (E 421)

6.2 HecLBMeCTHMOCTH
He e npunoxumo.

6.3 Cpor Ha rogHocT
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Anymunni/amymuanii 6nucrepu 1 HDPE OyTunka:
2 ronvHH

Anymunnit TIBJAX Tristar Gmucrepw:
1 roguna

6.4 CoennaJiHn yca0885 HA chbXpaHeAne
Anymunnit/anymunmii 6acreps 1 HDPE Gyronku
To3u nexapcTBeH NPOXYKT HE H3HCKBA CNIELIMATTHY YCIIOBHS 34 CBXPaHEHUE,

Anymuauit [TIBAX Tristar Grmacrepn:
Ha ce cuxpansasa mox 30 ° C.

6.5 {aHA" 33 ONAKOBKATA

Asnymunai/amymunnii 6mucrepn © HDPE 6yTuiku ¢ kamadka OT [OJHETWIEH ¢ HHCKa IUTBTHOCT
(LDPE) u cymuren ¢ meimsesk o1 ciumdimen quokcus 3a HDPE Gyrimkure u anymuuanii /IIBJIX Tristar
6nucTepn.

Bymanku ot 7, 10, 14, 28, 30,50, 56, 84, 90, 98, 100, 112, 126, 140, 154, 168, 182 u 196 TabaeTkH.
Bmucrepu ot 7, 10, 14, 28, 30,50, 56,84, 90,98, 100, 112, 126, 140, 154, 168, 182 u 196 Tabnerkd,

He Benuxy BuaOBe ONakoBku MoraT Aa OBAaT mycHaTH B mpojaxGa.

6.6 CnenmranHp NpeAnasHA MEPKA NPA HIXBBLPJAAEE H paboTa
Hama

7. IIPUTEXKATEJ HA PAJPEHIEHHUETO 3A YIIOTPEBA

Stada Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

Tl'epManns

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Perncrpaunonen somep: 20140082

9. TATA HA ITbPBO PASPERIABAHRE/MOZHOBABAHE HA PAZPEIIEBHETO 3A
YIOOTPEBA

Jara Ha mepBO paspemaraue: 27.03.2014

Jata #a nocneano nopuorsaeane: 01.10,2018

10. JATA HA AKTYAJN3UWPAHE HA TEKCTA
12/2021
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