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Teamumen ILmoc 80 mg/12,5 mg Tabnerku ettt s,
Telmimed Plus 80 mg/12,5 mg tablets

1. UME HA JJEKAPCTBEHHUA ITPOAYKT

2. KAYECTBEH U KOJIMMECTBEH CBHCTAB

Bcsaka Tabnerka cbabpaka 80 mg renmucaprad (telmisartan) u 12,5 mg XxuapoxjaopoTuasu
(hydrochlorothiazide).

[IoMOLIIHO BELECTBO C U3BECTHO JIEHCTBUE:
Bceska tabnerka cbabpika 49,8 mg 1akro3a MOHOXH/IpaT.
3a N'bJIHUA CITMCBHK HA NMOMOLIHUTE BELIECTBa, BUXTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka ¢ anamersp npudaM3uTentHo 10,5 mm.
Kpbrau nBycnoinu tabjieTku ¢ 051 M pO30B LIBAT.

4. KJIMHHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHSA
JleyeHue Ha €CeHLMA/IHA XHMIIEPTOHHMSI.

KomMOuHupaHusT siekapcTBeH npoaykt Teamumen ILitoc e ¢ pukcupanu n1o3u (80 mg resmucapran/12,5 mg
xuapoxaoporydazuj (XXT3)) u e nokasaH 3a j1e4eHUE Ha Bb3PACTHU, YHETO KPbBHO HAJIATAHE HE €
KOHTPOJIMPAHO a/IEKBATHO CaMO C TEJIMUCAPTaH.

4.2 JIO3MpOBKAa H HAYHH HA NPHJIOKEHHE

/1lo3MpoBKa

@ukcupaHara 1030Ba KOMOMHaLMs TpsAOBa a ce nmpuemMa OT NalMEHTH, YUETO KPbBHO HAJISIraHE HE € aJIEKBATHO
KOHTPOJIMPAHO MpHU NPHEM caMO Ha TeiMucapraH. [Ipeau na ce npeMrHe KbM TO3UW KOMOMHHUpAH JIEKAPCTBEH
MPOAYKT ¢ (UKCHUPAHHM 1034 € HEOOXOAUMO MOOTAEIHO Aa C€ TUTPUPAT AO03MTE Ha BCEKHU OT ABaTa KOMIIOHEHTA.
[Ipy noaxoasM KIMHAYHHU MOKa3aHUA MOXE JIMPEKTHO [a C€ IPEMUHE OT MOHOTEpaIM1iATa KbM IPUEM Ha

KOMOMHHpaHHUA JIEKAPCTBEH MPOJIYKT.

Teamumen [Lmroc 80 mg/12,5 mg Moxe aa ce npuiara €AMH bT JHEBHO TMPH MMALUMEHTH, YUETO KPBBHO
HaJIsiraHe He € aJIeKBaTHO KOHTPOJUPAHO MPU CAMOCTOATE/IHO MpHiaraHe Ha TeaMmucaprtad 80 mg.

brOpeyHO yBpexIaHE
[IpenopbuBa ce nepuoAM4HO npocieasBaHe Ha ObOpeyHuTe QYHKUMHM (BXK. TOUKa 4.4).

YepHoapoOHO yBpex/iaHe :
[Ipy nalmeHTH ¢ J1eKO 10 YyMEPEHO YepHOApOOHO yBpeXaaHe J03UpOBKaTa He Tpsd A TaRmaBa e IMUME L
[Lroc 40 mg/12,5 mg Beanbx AHEeBHO. Teamumen I Loc He € nmoka3aH 3a JieyeHHue T e
yepHOApoOHU HapywieHus. TuazuauTe TpsaOBa j1a ce U3Moa3BaT NPEeAnas3jiuBo NpH
4epHOAPOOHU PyHKLMHM (BXK. TOUKA 4.4).




Crapuecka BB3pAcT
He e HeoOxonumo KOpUrHpaHe Ha Jo3aTa.

[leouampuuna nonyrayun
He e ycraHoBeHa Ge3zonacHOCTTA M epuxacHocTTa Ha Tenmumen Ilmoc npu Aeua v 1oHOLM Ha BB3pacT noxa 18

roamHd. HamMa HanH4YHHU JaHHH.

Ha4uH Ha OpUIOKEHHE
Tabnerkure Teamumen [Imoc ca npeaHaszHadYeHH 32 NEPOPANTHO NPHIOKEHHE BEAHBXK JHEBHO M TpsOBa a ce
[PHEMAT ¢ TEYHOCT, CbC WM He3 XxpaHa.

IIpeonazuu mepxu, koumo mpsbea 0a 6voam e3emu npedu bopasene wWiu NPURONCEHUE HA NEKADCMEEHURA
npooyxm.

Tenmumen ITmoc TpaGBa ga ce chxpaHgBa B 3ane4yaTaHus OIMCTEpP MOPAAN XHIPOCKOTIMYHUTE CBOHCTRA HA
Tabnerkure. TabneTkure TpAOBa na ¢e M3BKIAT OT ONUCTEPA HENOCPEACTBEHO Npeau yrnoTpeda (BxK. Touka
6.6).

4.3 [IpoTRBONOKA3aAHHSA

» CBpbXYYBCTBHTEIHOCT KbM HAKOE OT JICKAPCTBEHHUTE BEILIECTBA WIH KbM [TOMOUIHHTE BELIECTBA, U3OPOEHH B
Touka 6.1.

* CBpbX4YBCTBHTETHOCT KbM JIpYIrH CYOCTaHUMM, NPOU3BOAHU Ha CylnpOHAMUIH (ThH KATO JICKAPCTBCHUAT
nmpoayKT XXT3 e cypoHaAMHAHO NPOU3BOAHO).

« Bropo ¥ TpeTo TpuMeceure Ha 6pemMeHHOCTTA (BXK. TOUKHU 4.4 1 4.6).

« XonecTasa H 0OCTPYKTHBHH HapYLUEHUSA HA XUTbYHUTE ITHTHULLA.

» Texxxo uepHoApOOHO YBpEKIAHE.

* Texxxo OBOpeuHO yBpexaaHe (KpeaTHHUHOB KIHpBHC < 30 ml/min).

* PedpakrepHa XUNIOKATHEMHS, XHITEPKAIL{UEMHUH.

EnnospemenHara yriorpeba Ha Tenmumen [Lmioc ¢ anMCKUpeH-ChABpKALLY IPOAYKTH € NMPOTUBONOKA3aHA NPH
NaLKEHTH Che 3axapeH Anabet wnun 6b0peuno yepexaaHe (GFR < 60 ml/min/1,73 m2) (Bx. Toukn 4.5 u 5.1).

4.4 CrnenHa.IHR NpeaynpexIeHHEN U NpeANa3Hl MEPKH npu ynorpedba

bpeMeHHOCT
He tpabsa na ce 3arousa npyueM Ha aHrHOTEH3HMH Il peuenTopHH aHTarOHUCTH MO BpeME Ha OPeMEHHOCT.

[lauMeHTKUTE, KOUTO IUTAaHUPAT OPEMEHHOCT, TPAOBA Ja NPEMHUHAT KbM AJITEPHATHBHO AHTUXHUIICPTEH3IHBHO
JIeYeHHE ¢ YCTaHOBEH mpodi1 Ha 6e30nmacHOCT npH ynotpeba no BpeMe Ha OPEMEHHOCT, OCBEH aKO C€ CUMTA, Ye
€ OT 0co0EHa BaXXHOCT J1a ¢e NPOIB/UKH JIeHEHHETO ¢ aHrHoTeH3HUH Il peuenropdn aHraroHHCTH. [pu
AHArHOCTHUMpaHa OpeMEHHOCT JIeUeHHETO ¢ aHrHoTeH3uH II peuenTopHU aHTaroHUCTH TpadBa He3abaBHO na
ObJe NpeycTaHOBEHO H, aKO € MOAXoAAlIo, Aa Obae 3anouHATO ANTEpHATHBHO NeyeHHne (Bx. ToukH 4.3 u 4.6).

YepHoapobHo yBpexaaHe
Teamucapran/ XXT3 He TpaOBa ga ce npwiara npH NalHEHTH ¢ XONECTa3a, ¢ MIbYHH OOCTPYKTUBHHM

HAPYLLUCHHA WIH TE€XKA YepHOApoOHa MHCYDULIHeHMA (BXK. TOMKA 4.3), Tbil KaTO NO-roJaaMaTta 4acTt OT
TEJIMMCAPTAH C¢ SIMMMHUPA Ype3 kNbukata. [Ipu Te3u nauMeHTH MOXe J1a e OMaKBa HaMalleH YepHoapodeH

KJIIMPBHC 33 TeJIMHCApPTaH.

OcgeH ToBa Tenmucapran/ XXT3 TpaOra ga ce npuiiara BHUMATENHO NPU NALMEHTH ¢ Hapyluenua B
yepHOApoOHaTa PYHKUMA WIH NPOrpecupaiio YHepHoaApoOHO 3abonsABaHe, Thil KaTo B TC3JL @Ry MATKK
MPOMEHH BbB BOAHO-CJIEKTPOIMTHHA OaltaHC MOraT aa A0BeJaT 10 uepHoaApoOHa KoMz T pliHl.Iiﬂw RN OITHT C
TenmMucapTal/ XX T3 npu nauveHTH ¢ 4epHOAPOOHH HAPYLHEHUA.

PeHoBacKkynapHa XUIICPTOHHUA




KoraTto nalyeHTH ¢bC CTeHO3a Ha ABeTe OLOpeYHH apTepUH WK CTEHO3a Ha apTepusTa KbM € HHHYEH
¢dyrkUMOoHUpam 6B6pek ca TpeTupaHu ¢ IeKapCcTBa, NOBITHABAIIH CHCTEMATAa PECHHH-aHT HOTEH3NH-AIIIOCTEPOH,
ChLIECTBYBA MOBHIIEH PHUCK OT TEXKKA XMIIOTOHUA U OBOpeYHa HeIOCTaTHYHOCT.

br6peuno yBpexaaHe v 6u0peyHa TpaHCILIaHTALUS

Tenmucapran/ XXT3 He Tpsabsa na ce npuiara rpu NauyeHTH ¢ TexXKo 6b0peuHo yBpekjaHe (KpeaTHHHHOB
KMpbHC <30 ml/min) (Bx. Touka 4.3). HaMa onut rno oTHoLIeHHe Ha npwiaradeTo Ha TenMucaprad/ XXT3 npu
MaLHEeHTH, TIpeThpIeny Hackopo ObOpeyHa TpaHcaHTalMs. Hanvue e orpanuyeH ofiuT ot yrnotpedbata Ha
TenmucapTal/ XXT3 npy nauyeHTH ¢ JIeKH 10 CPEAHO TeXKU OBOpeuHn HapyLIeHKA, NTOPAIH KOETO ¢
npenopbyBa NepPHOAHYHO NPOCIEAABAHE HA HUBATA HA KAJIHHA, KPEAaTHRHH U MHKOYHA KHCEIHHA B cepyMa. [lpu
MaLMeHTH ¢ HapylleHa 6b0peyHa PyHKLHA MOXKE 12 c€ MOABU A30TEMUS, CBbP3aHa C TUASUHUTE JUYPETHULIH.

B1TpechI0Ba XUITOBOJIEMHUSA
CuMIIToMaTHYHA XKIIOTOHUA, 0COOEHO ¢nea mbpBaTa f103a, MOXKE Ja ce HabmoAaea NpH NaLHEHTH € TEXbK

HaTpUeB ASPHULIMT WIH HaMajleH 00eM Ha LHpKY/IHpaaTa KPbB IPH MOLUHA JAHYPETHYHA TEPAITHS, AKMETA ¢
OrpaHHYEHO NMpHEeMaHe Ha COJI, AMApUA WIH NOBpbilaHe. TakKuBa ChCTOAHKSA TPAOBA 1a 6bAAT KOPHTHpaHH
npeay npuacKeHue Ha Teamucapran/ XXT13.

JIBOifHO O10KHpAaHE HA CHCTEMATA PEHHH-aHTHOTEeH3HH-anaocTepoH (PAAC)

Hma nannu, ue eqHoBpeMeHHara ynorpeba Ha ACE-uHxuburopn, anruotensuH Il peuernrropau 6nokepu win
ATHCKMPEH MOBHILABA PUCKA OT XHMIIOTOHUA, XHUIIEpKANMEMHA K HaManaBaHe Ha ObOpeuHaTta QyHKUMA
(BIOuUHTENHO ocTpa 6BOpeuna HepocTaThuHOCT). [lopanu ToBa He ce npenopbyBa ABOHHO ODOKMpaHe Ha
PAAC upe3 xombuHMpanaTa ynorpeba Ha ACE-unxuburopwu, aurnorensuH Il peuernrropau Onokepu unu
anmucKUpeH (BxK. TOYKH 4.5 1 5.1).

AKo ce npelieHH, 3¢ TepanuaTa ¢ ABOHHO OnoxupaHe e abconoTHO HeoOxoauMa, ToBa TpAOBa /1a CTaBa CaMo
noa HabJMIOACHHETO Ha CIELHANIMCT M [IPH YECTO BHUMATEIHO MOHUTOpHpaHe Ha ObnbpeuHaTa GpyHKuus,
EJIEKTPOJIMTHTE U KPBEHOTO HANATAHE.

ACE-unxuburopu n anrdoreH3uH Il peuentopHu Hi1okepu He TpaOera aa ce H3NOA3BAT EAHOBPEMEHHO MpH
nauveHTH ¢ quaberHa Hedponarus.

JpYTrH ChCTOAHHUSA ChC CTUMYTIALMSA HA CHCTEMATA PEHUH-AHTHOTEH3UH-AIAOCTEPOH

[Tpn nauyieHTH, YHHTO BACKYJIapeH TOHYC ¥ 6 bOpeuHa PyHKIMSA 3aBUCAT OCHOBHO OT AKTUBHOCTTA Ha
CHCTEMATa PEHUH-AHMHOTEH3NH-ANA0CTEPOH (HanpuMep NMalueHT! ¢ TexXKa 3aCTOHHa CbpaevHa
HEAOCTATHYHOCT WIH nojiexailo 6udpeuno zabonssaHe, BKIIOUHUTENHO CTEHO3a Ha ObOpeuHara aprepus),
JIGUEHHETO C JIEKAPCTBEHH NPOAYKTH, KOUTO MOBIMABAT Ta3H CHCTEMA, IPEANIBUKBA OCTPa XHUITIOTOHHA,
XHIMEPA3OTEMHSA, OJIMTYPHA WIH p4aKo ocTpa OBbOpeyHa HeJoCcTaTEYHOCT (B3K. TOYKa 4.8).

[IbpBHYEH ANROCTEPOHUIBM
[laiineHTH € ITHPBUYEH AIAOCTEPOHU3BM N0 NMPHUHLHI HAMA J1a pearHpaT Ha aHTUXHINEPTEH3UBHH JIEKAPCTBEHHU
NPOAYKTH, ACHCTBALLM Upe3 UHXUOULIMA Ha cUcTeMaTa peHHWH-aHrHoTeH3uH. [Topaau Toea ynorpebara Ha

Teamucaprad/ X XT3 He ce mpenopbysa.

CTeHO32 Ha aOpTHATA W MUTPAIIHA Ki1ana, OOCTPYKTUBHA XUNIepTpodUUHA KAPAHOMUONATHS
KakTo npu apyrure Ba3soAWIaTaTOpH, CIICUHATHO BHAMAHHE € HEOOXOAWUMO IPH MALMEHTH, CTPaJalld OT
a0pTHAa WM MUTPAIIHA CTEHO3a WK OOCTPYKTUBHA XHUNEPTPOHUUHA KAPAHOMHOMNATHUA.

MeTabonuTHu ¥ eHIOKPHHHH edekTH
JleyeHHETO ¢ THA3HAX MOXKE 2 HAPYIUH CIIOKO3HKUA TOIEPAHC, KATO NPH MALHEHTH ¢ AHa0eT, IEKYBaHH C
MHCYJIMH WJIH aHTHIHaOETHH JIEKAPCTBEHH NPOAYKTH U Tepanys ¢ TEIMHCAPTAH, MOXKE Ja HACTBITH

XHIOTJIMKEMHUA. 3aTOBa MPHU TE3M MallHEHTH TPAOBA Aa C€ NMPEABMAH NPOC/ICAIBAHE Ha K P 5.
ih)

CC HANOKH KOpUTHpaHE HA J03aTd Ha HHCYJIMHA HJTH Ha ﬂHTHﬂHﬁﬁeTHHTe JCKApCTRA, M AN
BpEMEC Ha TCPAITHATA C THA3ZUAN MOXKE fa CC MPOABH JIATCHTCH 3axapEH nnaﬁe’r .




JleueHHeTO C THA3MAHHK AHYPETHLIM ce CBbp3Ba ¢ MOBMIIABAHE HA HUBATA HA XOIECTEPOS H TPUIIHUEpHUaH. Bee
nak, rpu Ao3a 12,5 mg tmasuzeH JHYpPeTHK, chabpxkaiia ce B Tenmumea [Lmtoc, Te3n eeKTH ca MUHHUMATHH
WK Juncsar. [Ipu HAKOHM NalMEHTH Ha TUA3WHA TEPAIUA MOXE a C€ pPa3BHE XHIIEPYPHKEMHS HIIH nojarpa.

EnextponureH aucbaiaHc
KakTo npy BCHYKH MALMEHTH Ha JUYPETHYHA Teparnus € HeodXoAMMO Ha CHOTBETHH MHTEPBAIH [a Ce NMPOBEKAa

OnpedensHe Ha eICKTPOJIMTUTE B cepyMa. THasuaKTe, BKIIOYHMTENHO XHIPOXIOPOTHA3H, MOraT Aa XOBEJAT A0
BOJIHO-EJIEKTPOJIUTEH AUCOANaHC (BKIIOYHTENHO XMIIOKAJIHEMHSA, XHITOHATPUEMHSA H XHITOXJIOpEMHYHA
akano3a). Hayannure npusHaLy 3a BOJHO-ENEKTPOJIMTEH AKCOANaHe ca: CyXoTa B YCTaTa, KaK/Aa, aCTeHHH,
CLHJIMBOCT, 3amaiiBaHe, 06e3noKoicTBO, 60MKa B MYCKYJIMTE WM MYCKYJTHH KpaMIiH, MyCKyJTHa crnadocr,
XHMIIOTOHHUS, OJIMFYPHUS, TAXMKAPAUA U CTOMALIHO-YPEBHU CMYIUEHUS KAaTO MaICHE WIH NOBPEILAHE (BXK. TOYKA
4.8).

- XHIIOKATHEMUS

Bunpekn, de npu ynorpedara Ha THA3UAHKU AMYPETHLM MOXE 12 C€ Pa3BHE XUIIOKATTHEMUS, €IHOBPEMEHHOTO
NeyeHne ¢ TEIMUCAPTAaH MOXE J1a peayLupa npeau3BUKaHaTa OT AMYPETHLMTE XHNOKUTHEMHA. PUCKBT OT
pa3BHTHE HAa XHMOKATHEMHA € TMO-TOJIAM (PH NALHEHTH C YEPHOAPOOHA LUMpPO3a, NP TIALIMEHTH ChC 3aCHICHA
Auypesa, IPH MaUNUEHTH, KOUTO MOEMAT HEAJACKBATHO KOJIMUECTBO EJIEKTPOJIMTH NPE3 YCTATa H NPH MAaLHEHTH,
KOMTO €THOBPEMEHHO C€ JIEKYBAT ¢ KOPTHKOCTEPOUAM WIH aapeHokopTHKOTponeH XopMoH (ACTH) (Bx. Touka
4.5).

- XHIEpKATHEMHUS

B npoTHBONONIOKHMA CiTy4dail MOXE a C€ CTUIHE A0 XHITepKaJIMeMHUA, IbJKallla CE Ha aHTaroHH3Ma Ha
TenMHUCcapTaH (KaTo KOMMOHEHT Ha Tenmucaptan/XXT3) kbm anrunoreHauH 11 (AT1) peuernrropure. Burpekw, de
jJocera He € oTOeNA3aHO HATHMME HA KITUHUYHO 3Ha4YUMa XHIEpKaJHEMUs 110 BpeMe Ha JIEYEHUE C TEJIMHCapTaH/
XXT3, puckoBuTte GakTOpH 3a pa3BUTHETO M BKJIIOYBAT OBLOpeUHa HEAOCTATHYHOCT W/ WK ChpAcYHa
HEZOCTATBYHOCT M 3axapeH Auaber. Kanun-coxpaHsaBalliiTe AHYPETHLM, KATHEBHUTE N00aBKH HIH
3aMECTUTE/IMTE HA CONTA, ChABPXALIYM KATWi, TpA0Ba Aa 6baaT BHUMATETHO NPHIAraHH MO BPEME Ha JICUCHHE C
Teamucaprad/ XX T3 (BXK. Touka 4.5).

- XMNOHAaTpUEMHUA H XHITOXJIOPEMHYHA aJTKaI03a
Hsama naHHu, ve Tenmucapran/ XXT3 Moxke /1a peayLMpa Wi NpeaoTBpaTH NpeAU3BUKAHATA OT AUYPETHLM
XUTNoHaTpueMHuA. XJIOPHUAT AePUUHMT OOMKHOBEHO € NIeK M HE Hanara JONbJIHUTEIHO JIeYEHHE.

- XunepkaiaLueMHns
Tuazuaure Morar 1a HAMAIAT HATBYBAHCTO HA KANLIMK C YPHHATA H [a JOBeJaT 10 IMPEXOAHH H JIeKH

YBEJIMYEHHA HA CEPYMHMA KalUMH NPH JIANCA HA YCTAHOBEHH HAPYLICHHA B KaJILHEBUA MeTabOIH3BM.
3HAUMTEIHATA XMITEPKAILKEMHA MOXKE [1a € JOKA3aTe/ICTBO 3a CKPHT XHnepnaparupeonaussM. [lpeau aa ce
NpoBe/ie H3CACABAHE HA NAapaTHPOUAHHTE PYHKIIMH, TpAORa Aa c€ NPEKPAaTH MpUEMa Ha THa3HIH.

- XHINoMarHe3ueMms
THasuauTe yREIMYHABAT OTACNSHETO HA MAarHe3ni ¢ YpUHaTa, KOETO MOXKE J1a NOBEAEC A0 XUIIOMArHE3HEMHUS (BXK.

Touka 4.5).

ETHHYECKH pa3IHUUs

Kakro 1 npu apyrute aHrnoreHsuH Il peuentopHH aHTaroHUCTH, TEJIMHUCAPTAH € NO-MAIKO €(PEKTUBEH NPH
MOHH>KABAHETO HA KPBBHOTO HAMNATAHE MPH XOpa OT YepHATa paca, OTKONKOTO NPU JAPYrHTe PACH, BEPOSTHO
opaaM Mo-4€CTOTO CPEIIAHE B YEPHATA MOMYIaLMA HA HUCKO PEHHHOBO HHBO C MPOSBHA H& XUIIEPTOHUS.

Apyrn .

Kakro npu apyrd aHTHXUIIEPTEH3HBHH arcHTH, €KCLIECHBHATA PEAYKLHA HA KPBBHOTO Hangpe ﬁﬁﬂuﬁw -
¢ HCXEMHYHA KapAHONaTHA WIH HCXEMHUYHO KapHOBAacKyJapHO 3a00aBaHe MOXKe Aa Ao

MHQAPKT HIIH HHCYIIT.

O01um




I[Tpu naumenTy ¢ unum Oe3 aHaMHe3a 3a aneprus unv 6poHXHaiHa acTMa MOXKE J1a ce HabnrogaeaT peakuum Ha
CBPBXYYBCTBUTENHOCT KbM XX T3, HO ca Mo-BepOATHH IIPH NALMEHTH C TakaBa aHaMHe3a. MiMa cvoOLeHM 3a
o0OCTpAHE HNH AKTUBHPAHE HA CUCTEMEH JIYITYC EPHTEMATO3YC IMPH NNALIMEHTH, JIEKYBAHH ¢ THA3HIHH
AUypeTHiH, BkmounTenHo XX T3, UMa cbobuieHua 3a peakuus Ha GPOTOYYBCTBUTE/IHOCT NPH ynoTtpebara Ha
THa3HIHH OHYpeTHLH (BXK. TOuKa 4.8). [IpenopbuBa ce MpeKkpaTABAHE HA TEPANUATA, AKO CE MOIBH PEAKLIUA HA
(GOTOMYBCTBHTEJIHOCT B IEPHUOAA Ha JIeHeHHE. AKO Ce cueTe 3a HeoDXOUMO OTHOBO BKITIOUBAHE HAa IMYPETHK,
C€ npenopbyBa rpeana3BaHe Ha 30HUTE, KOMTO CE€ HAIaraT Ha CIbHUE WIK Ha U3KycTBeHH UV A nhum.

XopHoHaaneH WAJIUB, OCTPa MUOMUSA M 3AKPHTOBIbJIHA [1aYKOMAa
XuapoxJiopoTHazul, KouTto € cyndoHamMua, MOXe Ja NPeAU3BUKA HAMOCHHKPATHYHA PEakL1i, BOACILIA 10

XOPOHIAIEH M3JIHB C AedeKT Ha 3pUTENIHOTO MOJIe, OCTPa NPEeXOIHa MHOIIHA U OCTPA 3aKPUTOBIBIIHA
rinaykoMa. CHMIITOMHTE BKIKOYBAT B HAYAIOTO OCTPO NOHHXKEHHE Ha 3PHTE/IHATa OCTpOTa M OO/IKa B OKOTO
1 0OMKHOBEHO Ce MOABABAT OT YaCOBE A0 CEAMHLIM OT HAYAIOTO HA JedeHUeTo. HenekyBaHara ocrpa
3aKPHTOBI'BIIHA [JIAYKOMa MOXKE Jia AOBEE OO0 TpaiHa 3aryba Ha 3peHueTo. [IbpBOHAYAIHOTO NEYEHUE € 1a
ce Cripe NMpUeMa Ha XHAPOXJIOPOTHa3H/, KOJIKOTO € Bb3MOXHO IN0-CKOpo. HaBpeMEHHOTO JieueHHE UITH
XHPYPruuyHa HHTEPBEHLIMA MOXKe [a ce HAIOKH Ja c€ OOMHUCITH, a0 BHTPEOYHOTO HajIAraHe OcTasa
HEKOHTPOJHPaHO. PruckosuTe dakTopH 3a pa3BUTHE HA 3aKPHTOBI'B/IHA IJ1aYKOMa MOXKE J1a BKJIKOUBAT
aHaMHe3a 32 aJieprusi KbM CyJIPOHAMUAU WIH NEHULWIMHH.

HemenaHoMEH pak Ha KOKaTa

B 1Be enmuaeMHONOrHYHH MPOYHBAHHSA, OCHOBABALIH C€ HA JaTCKUA HALIMOHATIEH PAKOB PErHCTHP, €
Haba104aBaH MOBHIIEH PHCK OT HEMeNaHOMeH pak Ha koxkata (HMPK) [6asannoknersued kapuuHoM (BKK) u
ckBamoO3HoK/IeTsueH KapludHoM (CKK)] npu HapacTBalla ekCrio3MUMsa Ha KyMyJiaTHUBHA 1032
xuapoxnoporuaszua (XXT3). Dorocencubunmzupaiunre epektd Ha XXT3 Morar aa AeHCTBAT KaTo BeposATeH

MEXaHU3IBM 3a paseuTue Ha HMPK.

[Haumenture, npuemainy XXT3, Tpadbea na 6baat unpopMupanu 3a pucka or HMPK u chBeTrBaHu peoBHO Aa
IPOBEPABAT KOXKATA CH 3a HOBH JIE3HUH K He3abaBHO Aa choOWaBaT MpH MOSBa HA MOJO3PUTEIHH KOXKHH JIE3HH.
Ha nmauuenrire TpsabBa ga ce npenopryatr Bb3IMOXKHH [IPEBAHTHBHU MEPKH, KaTO OIPAHMYEHO U3N1araHe Ha
C/TBHYEBA CBETIMHA W YJITPABHOIICTOBH JIBYHM, @ B C/IyYai HA €KCNO3MLMA, NOAXOAAIA 3alIUTa, 3a Ja CE CBeae
A0 MHHHMYM PHCKBT OT pak Ha kokara. [logo3purenHure koxHuM ne3un TpabBa aa ObaaT NoRIoKeEHH Ha
He3abaBHO M3ceABaHE, MOTEHLHATHO BKIIOUBALIO XUCTOJIOTHYHH H3CIEIBaHHA Ha OHONCHYHY MaTEepHAIH.
[Ipepasrnexnane Ha ynoTpebara Ha XXT3 Moxe aa ce HATOXKH d NPH MNALMEHTH, KOWTO ¢4 HMAIIM NPSAXOACH

HMPK (Bx. cniio Touka 4.8).

Octpa pecnupaTopHa TOKCHYHOCT

Cnen npHeM Ha XHAPOXJIOPOTHA3K/ CE€ CHOOLLIARAT MHOIO PEAKH TEXKKH CJIYUaH Ha OCTpa peCIUpaTopHa
TOKCHYHOCT, BKITIOUMTEIHO OCTBp pecnuparopeH auctpec cubapoM (OPLC). Cnen npuem Ha
XHAPOXJIOpOTHA3H OOMKHOBEHO ce paisusa HesiofgpobeH OTOK B pPAMKHTE Ha MUHYTH A0 Yacoee. B Hauanoto
CUMATOMHTE BKIIHOYBAT JHCIHEA, HOBUUICHA TEMIIEpaTypa, BlioluaBaHe Ha OenoapodbHaTta GyHKLHUA N
xunotorns. [Ipu cemuenue 3a OPJZIC tpabea ga 6nae cnpad npuembT Ha Tenmumen [lnroc 1 ga ce npunoxu
MOJAXOAALIO JieueHHEe. XHAPOXJIOpoTHA3KMA HE TpAOBa na ce npuiiara rpy NaLuMeHTH, KOWTO NMPEeaH TOBA ¢a
nonyuyasanv OPJC cnea npyueM Ha XUAPOXJIOPOTHAZHI.

HuTecTrHANEH aHTHOEAEM

3a MHTECTHHANICH aHrHoeaeM ce ChboDlaBa NMPU NALMEHTH, JEKYBaHU ¢ aHrHoTeH3uH I penentropuu
aHTAarOHUCTH (BXx. TO4Ka 4.8). Te3n naumeHTM uMat kopeMHa 6o/xa, raaeHe, NOBPLLIAHE U AMAPHA.
CUMNTOMHTE OTINYMABAT C/IEA NPEYCTaHOBARAHE HA aHTHOTEH3UH Il peuenropHuTe aHTarOHUCTU. AKO Cce
AYArHOCTHLIHPA HHTECTHHAIEH aHTHOEAEM, JICYEHHETO € TEIMUCapTaH TpabBa l1a ce NIpeyCTAaHOBH U Ja ce
3aMovHe NMOAXOAALO HAOMOAEHHE A0 MBJIHOTO OTLIYMSABAHE HA CHMITTOMHUTE.

[ IoMoOIIHK BelilecTRA:

JlakTo3a




Besika rabnerka cbabpxka naxkrosa. [TaumeHTHTE ¢ pEIKH HACTEACTBEHH NMPOOIEMH HA HEMOHOCUMOCT KbM
ranakTo3a, obil NakTazeH AePUUMT WIH NIIOKO30-ralakTo3Ha ManabcopOums He TpsOBa na npuemar ToBa
NIeKapCcTRO.

Hatpu#t
To3u nexkapcTBeH NPOAYKT ChIbPXKE MO-Manko OT 1 mmol HaTpu# (23 mg) Ha Tabnerka, T.€. IPaKTHUECKH HE
ChABPXKA HATPUMH.

4.5 B3auMojgeilicTBHE ¢ APYrR JICKAPCTBEHH NPOAYKTH 4 ApYrd GOpMH Ha B3aHMOJCHCTBHE

JiuTui
[To BpeMe Ha €AHOBPEMEHHO NMPHITOXKEHME HA TUTHH ¢ MHXHOUTOPH HA aHM'MOTEH3HH-KOHBEPTHPAILUA €H3HM ca

HabnonaBaHu OOPaTHMH NOBUUICHUA Ha CCPYMHHMTE JIWTHEBHM KOHLIEHTPALMK H [IPOSBH HA TOKCUYHOCT.
Cro01aBaHy ca peiKd ClIy4al B ¢ aHTHOTEH3HH II pelenTOpHM aHTArOHKCTH (BKTIOYMTEIHO TEIMHCApPTAH/
XXT3). EnHoBpeMeHHOTO npunarane Ha autuii 1 renmucaptal/ XXT3 He ce npenopbuba (Bx. Touka 4.4). Ako
Ta3H KOMOHHAL{HA € OT CHUIECTBEHO 3HAYCHHE, C€ MPEenopbuBa BHUMATEMHO MPOC/IEASBAHE HA CEPYMHHTE
JIMTUEBH HHBA B MEPHOJA HA €JHOBPEMEHHO TIPHIIOMKEHHE.

JlekapCcTBeHH NPOAYKTH, KOUTO BOIAT A0 3aryfba Ha Kanui ¥ XUNOKANHEMHA (HanpuMep ApYrHd KATUYPETHHHH
NUYPETHILH, J1akcaTHBH, kopTtukoctepouau, ACTH, amdorepuuH, kapOeHOKCOIOH, NEHHLWIHH G HATpUH,
CATHLIILUIOBA KUCEIHHA U MIPOU3BOIHUTE H)

AKO Te3M NneKapCcTBeHH NPOAYKTH TpAOBa a ce MpHeMaT €IHOBPEMEHHO ¢ koMOuHauusTa TenmMucapTan/XXT3,
¢€ MpenopbLYBa NPOCAeAABaHe HA KATHEBHTE HUBA B IU1a3Marta. Te3d JieKapCTREHH NIPOAYKTH MOXE Aa
noteHuupar edexkrure Ha XX T3 BLpXy cepyMHHA Kaiui (BxX. Touka 4.4).

JlekapcTBEHHU NPOAYKTH, KOUTO MOBUIIABAT KAJIMEBUTE HABA WIIM MHAYLMpPAT xunepkanuemus (Hanpumep ACE-

HHXHOMTOPH, KaTHH-CHXPAHABAIIIA JUYPECTHLIM, KANKMEBU J00aBKi, CONEBH 3aMECTHTENH, ChABPIKALLH KK,
LMKJIOCTHIOPHH MK APYTH JIEKAPCTBEHH NPOAYKTH KaTO XENapHH HATPHH)

AKO T€3H NIEKapCTBEHH MPOAYKTH ¢a NpEeANMKCcaHH 3a yrorpeda eAHOBpEMEHHO ¢ KOMOMHALIMATA
TeaMucapran/ X XT3, npenoprysa ce MOHHTOPHPAHE HA KAJTMEBHTE IUTa3MEHH HHUBA. BB3 OCHOBA Ha OMHTA C
M3MON3BAHETO HA APYrH JIEKAPCTBEHH MPOLYKTH, HAaMaNABAIIH ACHCTBUETO HAa CHCTEMATA PEHUH-aHHOTEH3HH,
CBHITBTCTBALLOTO NPUIOKEHHE HA rOpecliOMEHATHTE JICKAPCTBEHH NPOAYKTH MOXKeE JIa AOBEAE [0 MOBULIABAHE
Ha& CEPYMHMSA KAJTHH W MO Ta3u NPpUYKMHA HE C€ TIpernopbyBa (BXK. To4Ka 4.4).

JIeKapCTBEHH MPOAYKTH, KOHTO C€ MOBJAMABAT OT HAPYILUCHHUSA B CEPYMHHS KANHM
[IpenopnuBa ce nepyHOAMUYHO NpocneaaBaHe Ha cepyMHus kanui 4 EKI, xoraro renmucapran/ XXT3 ce

npiara eAHOBPEMEHHO C JIEKAPCTBEHH INPOJYKTH, KOMTO CE€ MOBJIHABAT OT NPOMEHHU B CEPYMHMSA KM
(HanpHUMep OUTHTATHCOBH TIIMKO3HAKM, AHTHAPUTMHYHH) H CEIHUTE IeKapCTBEHH MPOAYKTH, NpeAH3BHKBALIH
torsades de pointes {BK/IIO4YBALIX HAKOH AHTHAPHUTMHYHH ), KATO XHIIOKATHEMHATA € npeapasnoaraiy ¢akrop 3a
torsades de pointes:

- Knac |a aHTHapUTMHUYHHM (HapUMep XUHUIAMH, XUAPOXHUHUANH, AU30NIHPaMU])

- iac [II aHTHapuTMHYHH (HampHMep aMHOIapOH, COTaNON, AO(eTHIHA, HOYTHIHA)

- HAKOH aHTUIICUXOTHULM (HAIIpUMEP THOPUIA3MH, XJIOPNIPOMa3UH, TEBOMENPOMAa3UH, TPUPyOonepa3uH,
LIHaMEMa3HH, CYNNMHPHI, CYJITONPHI, aMHUCYJINPHA, THANPHI, NMMO3HA, XaTIONEPHAOI, APONEPHAOI)

- Apyru: (Hanpumep Senpuann, udzanpui, AndeMaHwl1, UHTPABCHO3EH EPUTPOMHLIMH, Xalo@aHTpHH,
MH301aCTHUH, MEHTAMHINHH, Cnap@iokcaliuH, TepdpeHaaInH, UHTPABEHO3EH BUHKaAMHH),

JIMrHTAJIHCOBH INTHKO3HAM
[Ipean3BHKaHATA OT THA3UAH XMIIOKATHEMHSA WM XHIIOMarHeaeMus 61aronpuaTCTBa Bb3HUKBAHETO HA

PeAU3BUKaHA OT JUTHTAIMC apuTMHA (BX. Touka 4.4).

JMroKCUH
Korato TenMucapTaH € NpwioxKeH eAHOBPEMEHHO ¢ JJUTOKCHH, ce Habntonaea cpeaHgHaY
MaKCHMAaJIHaTa J1a3MeHa KOHLEHTpauus Ha AMrokcuH (49%) U Ha Hall-HHCKAaTa KOHfK




Ce 3anouBa, KOPUrupa ¥ NpeKparsBa JiCUeHHE ¢ TEIMUCAPTaH, NPOC/IeaBaiTe HUBATA HA AMIOKCHH, 34 /12 C€
NOJIbPXKAT HUBA B PAMKHKTE HA TEPANEBTUYHHA JHANA30H.

Jpyry aHTUXUNEPTEH3UBHH JICKAPCTBEHH NMPOOYKTH
TenmucapTad MOXe Aa MOBUILIY XHITOTEH3MBHUA €dEKT HA APYI'M AHTUXUIIEPTEHIHBHU CPEACTRA.

JIaHHHUTE OT KJIHHHYHH NpOy4BaHWA MOKAa3Bar, ye ABoiHaTa O/loKaaa Ha peHHH-aHTHOTEH3HH-ANJ0CTEPOHOBATA
cucreMa (PAAC) upe3 komOnuupana ynotpeba na ACE-unxuburopy, auruorensuH Il peuenropuu dbiokepu
HWIH aJIMCKHPEH C€ CBBP3Ba C M0-BUCOKA YECTOTA HA HEXKENaHN ChOMTHA KaTO XHNOTOHHS, XHTICPKAJTHEMHA ¢
HaMmaneHa 6Bp0peuHa pyHKUHMA (BKNIOYMTENHO ocTpa Ob0peyHa HEAOCTATHLYHOCT), B CPABHEHHE C yroTpedara
CaMo Ha €1HO CpeAcTBo, AcicTaallo Bbpxy PAAC (Bx. Touku 4.3,4.4 u 5.1).

[IpoTuBoanabeTHH IEKAPCTREHH NMPOAYKTH (TIEPOPATHH H UHCYIIHH)
Moke Ja ce HanoXu KOPUrMpaHe Ha AO3UTE HA NPOTHBOAUADETHHTE JICKAPCTBEHH NPOAYKTH (BX. TOUKa 4.4).

MetdopMHH
Tpsabea na ce H3MOA3Ba MPEANA3NKUBO MOPAJAH PHCK OT JaKTaTHa alMA03a, HHAYLMPaHa OT Bh3MOXKHA

byHxkuHoHanHa 6nbpeuHa HeaoCTATHLUHOCT, CBbp3aHa ¢ XXT3.

XonecTHpaMUH M KOJIIECTUIONOBH CMOJH
[Tpy Hanu4He Ha aHHOH-0O6MeHHU cMmonH, abcopbuusara Ha XXT3 ce Hapyaea.

HecTepouaHH NPOTHUBOBL3NAJIUTENHH CPEACTBA
HCIIBC (T.e. aueTHICATHLHIOBA KHCEIHHA B POTHBORBINANKTENHH 103K, COX-2 nHxubuTOpH M

nHecenekTuBH HCIIBC) Morar na HamanaT JUYPETHYHKA, HATPHYPETHYHHA U aHTUXHUIIEPTEH3UBHHUA eeKT Ha
THA3HAHUTE JHUYPETHIIM ¥ aHTHXUIIEPTEH3UBHHUA €(eKT Ha auruoreH3uH Il peuenropuuTe anraronucTu. Ilpu
HAKOH [ALMEHTH ¢ HapylleHa ObOpeyuHa PyHKUMA (HANpUMEDP ACXMIPATUPAHM MMALHWEHTH WM MALKWEHTH B
HaINpeaHAIa Bb3pPacT ¢ HapyeHa 0b0peyHa QyHKIUA) €AHOBPEMEHHOTO NMPUIOKEHUE HA AHMMOTEH3UH [
PELCNITOPHH AHTATOHUCTH M JIEKAPCTBEHU NPOAYKTH, KOHTO HHXHOHpAT LIMKJIOOKCUIeHA3aTa MOXe aa JoBee
IO MO-HATaThUIHO BiIOIIaBaHe HA ObOpeuHaTa QyHKLHA, BKIKOYHTEHO € Bh3aMOXKHa ocTpa On0peuHa
HEAOCTATHYHOCT, KOATO OOMKHOBEHO € oOpaTiMa. [lo Tazu npuunna, komOuHauMaTa TpadBa aa 6bae npwiaraHa
¢ MOBHUIEHO BHUMaHHe, 0coDEHO NpH nauueHTH B HanpeaHana Bb3pact. [launenrure Tpabea ga 6vaat
aZleKBaTHO XUAPATHpaHH U Aa Obae npocneasasadHa 6n0peyHaTa UM QyHKUHA B HAHANIOTO HA KOMOMHHPAHOTO
NeYeHne U NepuoJUUYHO ClIEA TOBA.

B €aHO npoy4yBaHe €AHOBPEMEHHOTO NMpHIaraHe Ha TeJIMUCAPTaH H paMUINIPHI € AOBEN0 A0 NMOKayBaHe Ha
AUCq 24 ¥ Crax Ha paMHOPWI M paMUnIipuiaT 40 2,5 nbTe. KNHHHYHATA 3HaYUMOCT HA TOBA HAOTIOAEHHE HE €

H3BCCTHA.

[ipecopHu aMuHH (HanpuMep HopaapeHaluH)

EdexrsT HA NMPECOPHUTE AMHUHM MOXKE Aa CE HAMAJIH.

Heaenonspusupaliiy MUOpenakcaHTy (HanpuMep TyOoKypapHH)

XuapoXI0poTHAZMA MOXE Ja NOTEHLHpa eQeKTa Ha HEACTIONAPU3UPALLHTE MUOPEIAKCaHTH.

JlekapcTBEHH MPOIYKTH, M3MOA3BAHU 33 ICYEHHE Ha noaarpa (Hanpumep npodeHeuns, CypUHITHPa3OH M
anonypHvHON)

Moske Ja ce Halo)KU KOPUTHPpaHe Ha J03aTa Ha YPUKO3YPHUHHTE JICKAPCTBEHH MPOAYKTH, ThH KaTo
XHAPOXJIOPOTHAIUI MOXKE J1a YBEIUYM CEpYMHHUTE HUBA HA NMUKOYHATa KHCENUHA. Moxe na ce Hanoxwu
MOBHILIABAHE HA NO3WUTE Ha NMPOoOEHEUNA WK CYNPHHNKpa3oH. EAHOBPEMEHHOTO NpHEMAHE H
Ja MOBMILH Y€CTOTATA HA PEaKLMUTE HAa CBPbX1YBCTBUTEIHOCT KbM AJONYPHHO.

KanluesH conu
TvasuaHUTe ANYPETHLIM MOXKE [1a MOBUILAT CEPYMHUTE HHUBA HA KALHH, KOETO Ce [
ekckpeuus. Ako Tpabea Aa ce npeAnMILAaT KaalUHeBH 100aBKU MK KAJIUMH-CHXpaHAB




MPOAYKTH MEIMLIMHCKH APOAYKTH ( Harp. npd BUTaMuH D Tepanus), € HeobxoauMo aa ce npocieasasar
CEPYMHHTE HHBA Ha KATLHHA U CbOTBETHO [1a C€ KOpUrHpa A03aTa.

beta-b610kepH H ANA3OKCH]
TuasuauTe MOKE Ja MOBULIAT XHIICPrIMKEMHUHHTE ¢eKTH Ha OeTa-0OKEPHUTE M THABOKCUA.

AHTHXOJIHHEPTHYHHATE JIEKAPCTBEHHU MPOAYKTH (Hanpumep aTponuH, OMnepuaeH) Moxe Ja [IOBUILAT
OMOHANMHYHOCTTA Ha THA3UAHHTE IHYPETHLIM Ype3 MOHWKABAHE HA CTOMAIIHO-YPEBHHA MOTWIHTET M YECTOTaTa

Ha H3NPA3BAHE HA CTOMAXA.

AMAaHTAOUH
THasuguTe MOKE [a YREJIHYAT PUCKA OT HEXKEIAHH €PEeKTH, IPHYMHECHU OT aMaHTaqHH.

LIMTOTOKCHYHH JIEKAPCTBEHH NMPOAYKTH (Hanmpumep uMkinopochamMul, METOTPEKCAT)
TuasugnTe MOXe Ja HaMalaT HLOpedHaTa eKCKpeLUa Ha IMTOTOKCHYHHTE JIEKAPCTBEHH NPOAYKTH H Ja
NOTEHHUPAT MHEJOCYTIPECHPALLMSA UM €(EKT.

B®3 ocHoBa Ha PpapMakOIOrHYHHTE UM CBOKCTBA € Bb3MOXHO Ja C€ OYAKBa, Y€ CIICAHUTE JICKAPCTBEHH
NPOJYKTH MOTAT /ia MOBULLIAT XUIIOTCH3UBHHUA €(PEKT HA BCUMYKHA aHTUXHUNECPTEH3IUBHH CPEACTBA, BICTHOUUTEIHO
TenmMucapran: 6aknodeH, amupocTiH. Chllo TaKa, OPTOCTATHYHATA XUMOTOHUA MOXe Aa 6bae 3acuneHa ot
ankoxol, 6apbuTypaTH, HApKOTHYHH BELIECTBA HIIH AHTH/IETIPECAHTH.

4.6 PepTHINTET, OpEMEHHOCT H KBpPMEHe

Egmennom‘

He ce npenopnuea ynotpebata Ha aHrHOTEH3HH |l pelenTOpHM aHTArOHUCTH NPE3 TBPBUA TPUMECTHP HA
bpemeHHocTTa (BXK. Touka 4.4). Ynorpebara Ha auruoreHsud Il perienTopum aHTaroHKMCTH € MPOTUBONOKa3aH
| Npe3 BTOPHA U TPETUs TPHMECTEP Ha OpeMenHocTTa (BX. Touku 4.3 u 4.4).

Hama nqoctatbuHo JaHHH 3a ynotpebara Ha TeaMmucapran/ XX T3 npu Opemennn xeHu. ExcriepumenTaniure
NPoy4BaHMS NP >KUBOTHH NMOKA3RAT PETIPOJYKTUBHA TOKCHYHOCT (BXK. TOuka 5.3).

EnuaemMuonoriuHuTe JaHHH 32 PUCKa OT TEPaTONeHHOCT ciel eKcno3nuUHa Ha ACE-HHXHOUTOPH Npe3 mbpBHs
TPHUMECThP Ha OpeMEHHOCTTa He ca yOeauTenuu. Bee nak, He MOKe J1a ce M3KI04YH ciabo NOBHILIABAHE Ha
pucka. JlokaTo HAMa KOHTPOIIMPAHH ENMMAEMHOIOTHYHH AAHHH 34 pUCKa Ipu yrnoTpeba Ha aHrHoTeH3uH Il
peLieNTOPHH aHTArOHKUCTH, CXOAHMA PUCKOBE MOTraT Ja ChLUECTBYBAT U NIPH TO3H Ki1ac nekapcersa. [lauunenrkure,
KOMTO ILTAHHPAT OpeMEHHOCT, TPAOBA 1a NPEMHUHAT KbM AITCPHATUBHO AHTUXUNEPTEH3HBHO JIEYCHHE C
yCTaHOBEH npodua Ha He3onacHOCT npH ynoTtpeda no speMe Ha OpEMEHHOCT, OCBEH aKO ce CHMTA, Ue € OT
0coDEHa BAXKHOCT Aa C€ NPOABIDKH IEYEHHETO ¢ aHTHOTEH3HH 11 pelenTopHH aHTarOHHUCTH. AKO €
JMArHOCTULMpaHa OPEeMEHHOCT, JISYEHUETO ¢ aHM'MOTeH3HH 11 peuenTopHU aHTaroHUCTH TpaOBa He3abaBHO Ja
ObZe NIPEYCTAHOBEHO M, aKO € MOAXOAALLO, Aa Obae 3a1ouHATO ANTEPHATUBHO JIeYeHHe.

Y CcTaHOBEHO €, Y€ €KCMO3HLMATA HA AHTHOTEH3UH Il peuenTopHd aHTArOHUCTH NIPE3 BTOPHUA M TPETHS
TPUMECTBD Ha OPpeMEeHHOCTTa NPEAU3IBHKRA (PETOTOKCHYHOCT NpH Xxopa (MoHKWkKeHa 0b0peuHa pyHKUHUA,
ONUrOXHAPaAMHHOH, 3a0aBeHa yepenHa oCH(PHUKaLUA) U HEOHATATHA TOKCHYHOCT (OBOpeuHa HEOOCTATBYHOCT,
XHAOTOHUA, XMepkanueMud) (BxK. Touka 5.3). [Ipenopbusa ce yaTpa3BykoB Iperiea Ha 6vbpeudaTa QyHKLmA
M 4Yepena B Cay4ail Ha eKCrio3uLMa Ha aHrHoTeH3uH [ peuentopHu aHTarOHKUCTH OT BTOPHSA TPUMECTDD Ha
bpeMeHHoCTTa U cnel ToBa. HoBopoaeHure, uMKHTO Maiku ca npuemany aHrnoteHsu Il peuenropau
aHTArOHUCTH, TpAOBA Aa ObAAaT BHUMATENHO HAOMIOAaBAHHM 32 HANMMYHUE HA XUMTOTOHHA (B}if_._IO‘{KH 4.3 u4.4).

Onurst ¢ XXT3 o Bpeme Ha OpeMEHHOCT € OrpaHuueH, 0COOCHO MMpe3 NbpBUs oSPLI LB yusyraTa npuy
’KHBOTHH €A HEJOCTATLYHH. XUAPOXNOPOTHAZH NPEMUHABA TIPE3 MJIALICHTATA. B '
(hapMakoTOrHUHHA MEXaHU3BM Ha AcicTBHe HA X XT3, ynorpebara My npes B s
Aa KoMIpoMmeTHpa ¢deTo-IiaucHTapHaTa NpoMyCK/IMBOCT H 1a MPUYUHH deTal '
ACLIITEHMLIA, HAPYLUEHHUE HA eNEKTPONUTHUS DanaHc B TPOMOOUHTONEHHUA.

A
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XuapoxnoporHazua He TpaOBa Ja Ce U3M0/I3Ba MPH reCTalMOHEH OTOK, NECTallHOHHA XUIEPTOHUS HITH
peeKJaMcHs, MOpaau PHCK OT MOHHKaBaHe Ha I1a3MeHus obeM K mhaueHTapHa xunonepdysnd, 6e3 noneseH
e()eKT BBPXY X0Aa Ha 3a0o/19BaHETO.

XuapoxaopoTHasu] He TpAOBa 1a ce M3MOJI3BA NMPH €CeHLMAIHA XUIIEPTOHHA NpH OPEMEHHU XKEHH, OCBEH B
pEOKH CTy4YaH, KOraTO He MOXKE [a ce MPWIOKH APYro JICUCHHE.

KbpMeHe

Toi xaTo HAMa AaHHH OTHOCHO ynoTpebara Ha Tenmucaptad/ XX T3 B mepuoaa Ha KbpMEHE, TEAMUCAPTAH/
XXT3 He ce npenopbuba, a ce NPeANOYMHTAT ATTEPHATHBHU JICYEHUS ¢ No-A00pe ycTaHOBEH NMpodun Ha
Oe3onmacHOCT B EPHOJA HA KbPMEHE, OCOOEHO MpH KbpMEHE Ha HOBOPOACHO WIIH NMPEXKIECBPEMEHHO POICHO
neTE.

XHAPOXJIOPOTHA3H] C€ EKCKPETHPA B MAIKU KOJTMHMECTBa B MAMYHHOTO MIISKO. THa3HAW BB BHCOKH J03H,
npeaU3BUKBAIIH HHTCH3MBHA AHYPE3a, MOXKE Ja MHXUOMPAT MpOoAyKLUHATA Ha MIIAKO. YoTpebara Ha
TeaMucapray/ XXT3 no BpemMe Ha KLpMmeHe He ce npenopbusa. Ako renamucaprad/ XX T3 ce U3non3ea B
nepuos Ha KbpMeHe, TpAOBa Ja ce MOoAAbPKAT HAH-HUCKHTE Bh3IMOKHM O3H.

DepTUIHTET
B npeakJHHMYHYN NPOYYBAHHMA HE ca HAOmonasaHu edexTy Ha TeaMHcaTpad U XXT13 BbpXy MBKKHA U

KCHCKHA (bEpTPUlHTET.

4.7 EdexTr BLpXy cnocobHocTTa 32 IiogpHpane H pabora ¢ MamaHA

Tenamumen I'Ltoc Moxe Ja noBaMbe cnocoOHOCTTA 3a WodupaHe u padbora ¢ MaliMHU. [ToHAKOra Moxe Jaa ce
[I0SBH 3aMaliBaHe WiIH CHHAHBOCT NPH NPHEM Ha TenmucapTad/ XXT3.

4.8 HexenaHnn JJeKapCTBEeHHE PEAKIIHH

Kpamxo uznooicenue na npoguna na 6ezonacrnocm
Haii-uecto choOlaBaHaTa HEXKEAAHA JICKAPCTBEHA peakiua € 3amMaisaHe. Cepruo3Ha peakuys Ha aHrTHOeAEM
MOXe Jla HacThIH pagko (>1/10 000 ao <1/1000).

YecroTrara Ha HeXeJAHHUTE IEKAPCTBEHH peaKiiUM, ChoOLIeHH npH ynoTpeba Ha Teamucapran/ XXT3, e
CpaBHHMa C Ta3H Ha HEXKEJIAHMTE JIEKAPCTBEHY peaklMu, ChODIIEHH NpH ynoTpefa caMo Ha TEIMHCApPTaH B
PAHIOMM3MPAHH KOHTPOJHUPaHH Npoy4BaHud, obxsawauy 1471 nauydeHTu, pasrpeae/icH| Ha Cily4dacH
NPHHLIMII 32 JIEYEHHUE C TeIMUCcapTaH UTIOC XKapoxyopoTHasua (835) unu camo ¢ teamucaprad (636). He e
YCTAHOBEHA 3aBUHCUMOCT MEXKY J103aTa U HEXKEJTAHUTE JIEKAPCTBEHH PEaKLMH H JIMIICBA BPb3Ka C 11014,
Bb3PAcTTa WM pacosara MPUHALJIEKHOCT Ha NMalUEHTHTE.

TabnuueH CNUCHK HA HEKECAAHUTE JICKAPDCTBEHH PEAKLIHY

HexxenaHure NeKapCcTBEHH peakUuM, CboOLEeHU BbB BCUYKH KIHHUYHHU [IPOYYBAHHA H HACTBITWIK IO-4YECTO MpH
H3MOJI3BaHETO Ha Teamucaprad ¢ XXT3, B cpaBueHue ¢ nnauedo (p<0,05), ca onucanu no-ao.y B
CHOTBETCTBHE CHC CUCTEMO-OpraHHaTa kiacHduxkauma. [Ipu neuenne ¢ renmucapran/ X XT3 mMorar ga ce
NOABAT U HEXEJIAHH JIEKAPCTBEHU PeakLiMK, KOHTO Ca XapaKTEepHH 3a CAMOCTOATE/THOTO NpHJaraHe Ha
OTAENHHTE MY CbCTABKH, HO KOMTO He ca HabinopaBaHyu B KIIMHUYHUTE MPOYUBAHUS.

HesxenaHuTe JIEKapCTBEHH PEaKLMH €A KATETOPHU3UPAHH CIOpPE/] YeCTOTATA, KATO € M3 TRRAMACC A
knacudukanua: MHoro yectH (=1/10), wectu (=1/100 ao <1/10), Heuectu (=1/1000 /.’./ | )P \

(>1/10000 no <1/1000), mHoro peaku (<1/10000), ¢ HeusBecTHA YecTOTa (OT HAJTY ¢ 1a8Npme, MO\ a
Oblic HanpaBeHa OLCHKA). AN

Ilpu BCAKO rpynHpaHe B 3aBUCHMOCT OT YeCTOTaTa, HeXKEeIAHWTE JICKAPCTBEHH pey
HM3XOJALU pel O OTHOLICHKE HA TEXKECTTA.




Hudekuuu 1 HHPecTaLMH
Peoxu: OpOHXHT, (PAPUHIUT, CHHYUT

Hapyuienss Ha MMyHHATa CHCTEMA
Peoxu: oBoCTpAHE WM aKTUBHUPAHE HA CUCTEMEH AYITYC €PHTEMATO3YC!

Hapyuienus Ha metaboin3Ma 4 XpaHEHETO
Hevecmu: XANOKATHEMHA
Peoxu: XHAECPYPHKEMHUSA, XHITOHATPHEMHUA

[IcuXHuHHK HapyLUEHUA
Heuecmu: 0e3MOKOUCTRO

Peoxu: Aernpecus

Hapyuienus Ha HepBHaTa cucTeMa

Hecmu: 3aManBaHe
Hevecmu: CHHKOII, NapecTe3uns
Peoxu: be3cbHHE, HapYyILEeHUS Ha CbHA

HapyuieHus Ha oudTe
Peoxu: HapYLIEHHUA Ha 3PpCHUETO, 3AMBITICHO BHOKIAHE

HapywieHus Ha yxoTto u nabupuHTa
Hevecmu: BEPTUIO

CobpacyHH HApYUICHHA
Hevecmu: TaXUKapIAHUA, apUTMHA

Cba0BH HapyuIcHUA
Hevecmu: XMIOTOHMUSA, OPTOCTATUYHA XHIIOTOHHA

PecnuparopHu, rpbAHH H MEAHWACTHHAITHN HAPYIHEHUS
Heuecmu. JHUCTIHEA
Peoxu: pecnupaTopeH JucTpec (BKIOYHUTEIHO THEBMOHHTH K 0eN1oApobeH OTOK)

CroMalIHO-YpEeBHH HAPYLUCHHMA
Hevecmu: IHApHsA, CYXOTa B ycTaTta, (paaTyIeHLHUS
Peoxu: abnomuHanHa 0onka, 3anek, AUCNENncus, MOBPLILAHE, FACTPHT

XenaTo-OUJInapHU HApYyLIEHUS
Pedku: HapyLIeHa YepHOApoOHa hyHKLMA

HapyuieHds Ha KOXKaTa M NOJAKOXKHATA ThKaH
Peoxu; aHruoeaeM (ChIIO H ¢ daTaleH U3X0A), EpUTEMA, NPYPUTYC, OOpHUB,
XUIEPXUApOo3a, YPTHKapHUA

HapytieHus Ha MYCKYJIHO-CKEJIETHATA CHCTEMA, CheIMHUTEIHATA ThKAH H KOCTHTE
Heuecmu. 0oy B repba, MyCKYJIHM CNIa3MH, MHAJITHA
Pedxu: apTpanrus, MycKyJaHH Kpamiu, 60nka B KpaHHHK

Hapyiienus Ha BB3MpOM3BOAXUTENIHATA CHCTEMA H MbpAATA
Hevyecmu: epeKTWIHA AUCHYHKLMS

061y HapylieHUs U eQEeKTH Ha MACTOTO Ha MPWIOKEHHE




Hevecmu: Oonka B rpbAHHUA KOII

Peoxu: rpunonogobno 3abonaBane, 60/Kka
Hacnensanus
Hevecmu: MOBHILICHA MTUKOYHA KMCE/TUHA B KPBBTA
Peoku: MOBHLIEH KPEATHHHH B KPBBTA, NMOBHIIIEHA KpeaTUH ¢pocPOKHHA3a B KPLBTA,

MOBHLIECHH YEPHOAPOOHHUTE CH3UMHU

!: Ha 6a3a Ha MOCT-MapKETHHIOBO MIPOCICAABAHE
2: 3a AOMBITHUTENHO ONMIMCAHHE, MOJISA, BHKTE NOATOYKA “Onucanue HA N30paHH HeXXeNAaHH JIEKApCTBEHH

peaKLUH".

Lonvanumenna ungpopmayus 3a ecexu om xomMnoHenmume

Hexenannre peakuyH, CbOOUIABAHM MPEAH TOBA [IPH CAMOCTOATEIIHOTO U3ION3BAHE HA HAKOH OT
KOMIIOHEHTHTE, MOraT Aa Bb3HUKHAT M IMPpH H3noa3eaHero Ha Teamumen ILntoc, nopy M 1a He ca HabogaBaHH
pH KITHHAYHUTE U3NTHUTBAHUA ¢ TO3HU NPOAYKT.

Tenmucapray
Yecrorara Ha HexXelaHWTE JIEKAPCTBEHH PEAKIIMH NMPH H3MOJI3BAHETO HA TEJIMUCApTaH M mauebo e noduru

CAHAKBA.

YecToTaTa Ha HEXEIAaHUTE JIEKAPCTBEHH peakiiuy, cboduieHn npu ynotpeba Ha renmucaprad (41,4%), e
cpasHMMa ¢ ru1auedo (43,9%) npu mnauebo-koHTpOoNUpaHu npoy4sanui. [IpeactapeHUTe no-A0/1y HEXKETAHH
peaKkiMy OTPa3fABAT PE3YJITaTHTE OT BCUUYKM KIIMHHYHH [IPOYYBAHHSA MPH NALHEHTH, JICKYBaHH C TeJIMHUCApTaH 3a
XHMMEPTOHHUA WIH NMPH NalMeHTH Ha 5O rofMHM WIK NO-Bb3PacTHH C MOBHLIEH PUCK OT CHPAEYHO-ChAOBH
HHLUHACHTH:

Hudexuun n uadecTanum

Hevuecmu: WHQEKLUMUA HA TOPHUTE AMXATENHKA NbTHLIA, UHOEKLMA Ha MUKOYHUTE MbLTHLIA
BKJIFOUUTE/THO LUMCTUT
Peoxu: CETCHC, BITIOYHTENHO ¢ (aTaneH u3xoa’

HapyineHHa Ha KpbBTa H IUM(pHATA CHCTEMA
Hevecmu: aHEMMA
Peoxu: €O3HHOPWIHA, TPOMOOHHUTONECHHS

HapylueHusa Ha HMyHHATa CUCTEMA
Peoxu: CBPBXYYBCTBHUTEIIHOCT, aHA(HIAKTUYHA PEaAKLIUS

Hapyuieansa Ha MeTabosIM3Ma ¥ XpaHEHETO

Hevecmu. XHUIIEPKATHEMHSA
Peoxu: XHNOrnHKeMus (MpH nauMeHTH, SonHu ot auader)

CbpAcyHU HapyLICHHUS
Hevecmu: Opaaukapaus

HapyuieHHs Ha HEpBHATA CHCTEMA
Peoxu: ChHJIMBOCT

PecniuparopH, rpbAHA U MEIUACTHHATHH HapYILIEHHA
Heuecmu: KalllJIMua
Mnozo peorku. wunTepcTHUMANTHA Oen0oapobHa Bonect

CTOMalHO-YpEBHH HAPYIIEHHA
Peoxu. CTOMAaUIeH JuCKkoMpopT
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HapywieHns Ha Ko)KaTa U NOAKOXKHATA ThKaH
Peoxu: €K3eMa, JIEKAPCTBEH OOPHB, TOKCHUYEH KOXKEH 00puB

HapyuieHus Ha MyCKY/THO-CKEJIETHATA CUCTEMA, ChCAMHHUTENHATA ThbKaH H KOCTHTE
Peoxu: apTpo3a, O0JIKH B CYXOXKHIHATA

Hapywenunsa Ha 650peunTe ¥ MHKOYHATE MIbTHIIA
Hevecmu: 616peuHo yBpexaaHe (BKIOUHTENHO ocTpa ObOpeyHa HEAOCTATHYHOCT)

Obiu HapyLIeHHA U ePEeKTH Ha MACTOTO Ha MPHIKEHHE

Hevecmu: aCTECHUA
H3cneapaHus
Peoxu: NMOHMXKEH XEMOTrnobuu

3: 3a AOMBIIHUTENHO ONIMCAHHE, MOJIS, BHXKTE NMOoATOuKa ,,OnucaHue Ha 3bpanu HeXXeNlaHH peakiinu’”

XHIPOXJAOpPOTHA3H
XHAPOXIOPOTHASU MOXKE 13 IPHYHHH HITH 000CTPH CHLCTOSIHHE HA XUTOBOJIEMMSA, KOETO OT CBOA CTPaHa MOXe

1a JOBEAE OO €eKTponuTeH aucbananc (Bx. Touxa 4.4).

HexxenaHure nekapcTBEHU PEAKLIMHU C HEM3BECTHA YE€CTOTA, ChOOLLABAHH NIPH CAMOCTOSTEIHATa ynioTpeba Ha
XMAPOXNOPOTHA3IHA, Ca.

Undexuun n nidecranuu
C neuzgecmua wvecmoma: CHATOANIEHHT

Heonnasmu - oOpokavyecTBEHH, 3/I0KAYECTBEHH H HEONMPEAC/ICHH (BKJI. KHCTH W MOJTAITH)
C neuszeecmna wecrmoma. HEMENAHOMEH pak Ha KOKaTa (0a3aTHOKNETBUYEH KapLUMHOM M
CKBAMO3HOKNETbYEH KapLIHHOM)

HapywieHus Ha KpbBOHOCHATA H IMM(HA CUCTEMH
Peoxu. TpoMOoUHMTONEHMA (MOHsAKOra ¢ Mypnypa)
C neuzgecmna yecmomar ar1lacTUHa aHEMHS, XEMOJIMTHYHA aHEMHA, KOCTHO-MO3b4YHA
HeJOCTATbYHOCT, JIEBKOICHHS, HEYTPONEHH, arpaHyJIOLUTO3a

HapyliieHus Ha MMYHHATa CUCTEMaE
C neuzsecmna yecmoma. aHAQWIAKTHYHU pPeaKkLHH, CBPbXYYBCTBUTEIHHOCT

HapyieHusa Ha eHOOKPUHHATA CHCTEMA
C neusgecmua wecmoma. HeaZIeKBaTEH KOHTPOJI Ha 3aXapeH auadet

HapylwieHus Ha MeTabonHM3Ma U XpaHEHETO

Yecmu: XHUMOMArHE3HEM U

Peoxu: XHIMEePKALMEeMUs

Mnozo peoxu: XHIOXJIOPEMHYHA ajlKano3a

C neuzgecmna wecmoma. AHOPEKCHA, MOHUXKEH afETHUT, EJIEKTPONUTEH AnucOananc,

XHACPXONCCTCPOICMHAA, XHIICPTITTHKEMHA, XHITIOBOJICMHA

[TcUXMYHU HApYLUECHHSA
C newssecmua yecmoma: 0e3MoKOUCTBO

HapylueHus Ha HEpBHATA CUCTEMA
Peoxu: riaaBobonue




C neuzgecmua wecmoma. 3aMaliBaHe

HapyuwieHua Ha O4UTe
C Heuzgecmna wecmoma. KCAHTOIICHA, OCTpa 3aKPUTOBbI'B/IHA INTaYKOMa, XOPHOHJAICH H3JIHB

CbA0BH HapylLUEHHUS
C neuzeecmna yecmoma. HEKPOTH3Upalll BACKYJIHT

PecnupaTopHH, rpbaHH H MEHACTHHAIIHY HAPYILICHHSA
Mnozo peoku: CHHIPOM Ha ocThp pecnupatopeH auctpec (ARDS) (Bx. Touka 4.4)

CToMalllHO-YPEBHHM HAPYLIEHUS:
Hecmu: raacHe
C Heuzgecmua yecmoma. NaHKpeaTuT, cToMallieH JUCKoMbopT

Xenato-OMnuapHH HapylUeHHns
C neuzsecmna wecmoma; X€ernaToLey/lapHa XbJITCHHULA, X01€CTaATHYHA XbJITEHHLIA

HapyiieHus Ha ko)KaTa W OAKOXKHATA ThKaH
C nHeuzgecmna vecmoma: AYIyc-nogo0eH CUHAPOM, PEAKLMH Ha (POTOUYBCTBUTEITHOCT,
KOKEH BaCKYJ/IMT, TOKCUYHA €MMACPMAJIHA HEKPOJIM3A, epUTEMA
MYJITUpOpME

HapylueHus Ha MYCKYJHO-CKeJIeTHATa CHCTEMA, CheIMHHTE/THATA TbKAH H KOCTHTE
C neuzgecmua yecmoma. cnabocr

Hapymenus Ha 6b0peuTe ¥ NHKOYHUTE NBTHLIA
C neuszgecmna vecmoma. MHTepCTHUHAIEH HePpHUT, ObOpeuHa IUCHYHKLINS, MIHOKO3YPUs

O61u HapymeHus ¥ eeKTH Ha MACTOTO HAa NMPHIIOXKEHHUE

C neuzgecmna wvecmoma. MUPEKCUS
HacneapaHus
C neuzsecmua vecmoma. MOBHLIEHH HHUBa Ha TPUTJTMLECPHUIM.

Onucanue na u3bpanu HeXNCeRAHU AeKaAPCMBEHU peaKyuu

A6HopMHA YepHOIpoOHA PYHKUHA/ MEPHOAPOOHO HAPYIICHHE
[ToBeueTo cnyuau Ha aDHOpMHA YepHOAPOOHA pyHKLMA/MepHOAPOOHO HAapylLIEHHE OT NOCT-MapKETHHIOBUS

OMMHUT € TEIMHUCAPTAH HACTBHIIBAT [IPH NAIJHCHTH OT AMNOHCKH [IPOHU3XO0A. HpH NANACHTH OT ANOHCKH MMPOH3XO0[
ChUIECTBYBA MNO-roiamMa BEPOATHOCT 34 PA3BHTHE Ha TC3H HOXKCJIAHH PCAKIIMH.

Cencuc
B npoyusaHeTo PROFESS e nabmonarana nostilneHa 4€CTOTa Ha CEICHC NPH TEJIMUCAPTAH B CPaBHEHHE C
ruaedo. CrOMTHETO MOXKE 1A € CyvyaHHa HaxoJKa WM Ja € CBbP3aHO ¢ HEMNO3HAT J0 MOMEHTa MEXaHU3BM

(BX. TOuka 5.1).

HMurepcTuumanya benoapobua donect
Cny4au Ha uHTepcTHLMaIHA DenoapobHa bonecT ca AoKNaABaHY OT NTOCT-MAaPKETHHIOB
npueM Ha TenmucapraH. [IpuanHHO-cneacTBEHA Bpb3Kka 0baye He € yCTaHOBEHa.

BpCMC Ha

HemMenaHoMeH pak Ha KO)KaTa
B13 0CHOBa Ha HAJIMMHHUTE JAHHHU OT ENMUAECMHONOTHYHH NPOYUYBaHHA € Habnoa
KyMyJlaTHBHaTa Ao3a Bpb3ka Mexay XXT3 u HMPK (ex. cbuio Touku 4.4 n 5.1




HHTecTHHANEH aHruoeaem
CpollueHH ca cny4an Ha HHTECTHHAIEH aHrHoeneM ciel ynorpeda Ha anrnoreHsuH Il peuerrropun

aHTArOHUCTH (BXK. Touka 4.4).

CrobuiaBane HA MONO3UPAHN HEXKENTAHU PEaKLIMH

CrobuiaBaHeTO Ha NOAO3MPaHY HEXEIAHHM PeaKLMU clie]l pa3pelliaBaHe 3a ynorpeba Ha JIeKapCTBEHMS MPOIYKT
e BaxHO. ToBa no3sondsa Jia ce NpoAb/KK HabIIONEHHETO HAa CHOTHOLIEHHUETO MOJI3a/PHCK 3a IEKApCTBEHHUS
npoaykt. Ot MEAHIIMHCKHUTE CTICLIMAJIUCTH C€ H3UCKBA [1a ChoO1laBaT BCAKA MOJO3HPAaHA HEXEJIAHA PEaKLUs
ype3 UamnauuTeIHA areHLMs No IeKapcTBarta, yi. ,,Jlamad I'pyes” Ne 8; 1303 Codms; ren.: +35 928903417,
yebcaiiT: www.bda.bg.

4.9 IIpenoznpane

C'bﬂlECTB}'Ba OrpaHu4cHa HH(prMauHH 1O OTHOLUCHHE HA NPpEA03HPAHC HA TCIIMHCAPTAH IIPH XOpa. Hee
YCTAHOBCHO 10 KaAKBa CTCIICH XHUIPOXJIOPOTHA3HA CE€ OTALJIA TIDH XCMOAKAJIK34.

CumnTomu: Hal-d3siBeHUTE NMPOABH Ha NPENO3MpaHe ¢ TeJIMHCAPTAH Ca XUIIOTOHHA H TaXHKapaud, a ChLIo e
ChOOIIARAT M OpanukapaNs, 3aMasHOCT, NOBPBIIAHE, NOBHILABAHE HA CEPYMHHS KPEATHHHH H ocTpa H10peuHa
HeaocTaTb4HOCT. [Ipeno3npaHeTo ¢ XUAPOXIOPOTHA3H] CE€ CBBHP3Ba ¢ HAMAIIBAHE HA CJICKTPOJUTHTE
(XHIOKaATHEMHS, XHITOXJIOPEMHS) M XHITOBONEMHS, AB/DKALLLA CE HA eKCLieCHBHATa Auype3a. Hait-uecTure
CHMIITOMH Ha MPEQO3MPAHE CA FaACHE U COMHOJICHTHOCT. XHUINOKAJIUEMHATA MOXE Aa JOBEAE 10 MYCKYJIHH
CMa3MH H/MNH aKLIeHTYHPaHa apUTMHS, CBBP3aHH ¢ €JHOBpEMEHHATa yrnoTpeda Ha JMIrMTATMCOBH INIMKO3HUIM
WJIM ONPEACTICHH aHTUAPHTMHUYHH JIEKAPCTBEHH MIPOIYKTH.

Jleuenue: TenMHcapTaH He ce oTaens npu xemoauanula. [laiMeHTsT TpaOBa 1a O6bAC BHUMaTeTHO HabatoNaBaH
1 JiedeHueTo TpabBa Aa Obe CUMITOMATHYHO ¥ NOATBpkaLO. OBIAAABAHETO 3aBUCH OT BPEMETO OT NpueMaHe
Ha NPOAYKTa M TEXKECTTa Ha CHMITTOMHUTE. [IpenoprudTeTHATE MEPKH BIUIIOYBAT MPEAU3IBHKBAHE Ha NOBPBILAHE
H/WJIM CTOMAlHA NpOMMBKA. [IpiiiaraHeTo Ha aKTHBEH BBIVIEH MOXE Ja ObAe MOJIEC3HO NMPH JICYCHHUE HA
npeaosupaHero. HeobxoauMo e yecto npocneassale Ha CEPYMHMTE €NEKTPOJIMTH H KpeaTuHHH. [IpH nogea Ha
XHUIIOTOHHSA, NALHMEHTHT TPAOBA 1a ObAE MOCTaBEH B IETHAIO N0 rpbd NOyIoKEeHUe ¥ OBP30 J1a ¢ NPUIIOKAT
CoJNIEBH M 00€MHHU 3aMECTHTEJTH.

5. OPAPMAKOJOIHNYHU CBOHCTBA

5.1 PDapMaKoJHHAMMYNH CBOHCTEA
MdapmakorepaneBTHUHA rpyna: AHrMoTeH3uH Il peuenropuu antaroHuceTd U anypetun, ATC ko CO9DAO7

Teamumen I'lmoc € koMOnHauMA ot aHruoteH3uH Il pelenTopeH aHTArOHUCT - TEIMHMCApTaH U THA3UICH
AUYPETHK - XHApoxaopoTHasua. [IpH kKOMOMHHpAHETO HM TE3H ChCTABKH HMAT aJJUTHBEH AHTHXHIIEPTEH3HBEH
edeKT, KOETO BOAH J10 NMO-rONAMO HAMAIABAHE HA KPBbBHOTO HANAraHe OTKOJIKOTO, KO Ca NMPWIOKEHH
nootaenHo. TeamuMmeq [Lmoc, npueMaH BEAHBXK AHEBHO B TEPANEBTHYHHA AO3M, BOAU A0 ePEeKTHBHA U IUIABHA
pPEAYKLMA Ha KPLBHOTO HAJIATaHE.

MexaHu3bM Ha JCHCTBHE
TenMucapran e nepopanHo e¢PeKTHBEH H cneuuduueH aHrmoTeH3uH I peuenroped noatun 1 (AT1)
aHTAroHKCT. Toi H3MECTBA ¢ MHOTO BUCOK apHHUTET aHHOTEH3HH 11 OT HEeroBoTO MACTO Ha CBbp3BaHe B AT
peLENTOPHUA NMOATUI, KOHTO € OTTOBOPEH 3a H3BECTHHUTE ACHCTBHA Ha aHrvoTeHsuH ll. Teamucapran Hama
4aCTHYHA arOHUCTHYHA aKTUBHOCT cripamo AT peuentopa. TeaMucapTaH ce CBbp3Ba CENEeKTHUBHO ¢ AT
peuentopa. CBEP3BaHETO € NPOIBLKUTENHO. TelMucapTad He NOKa3Ba aQUHUATET KbM JApYLk =:....-
BKTIOUUTENHO AT, ¥ apyru no-cnabo xapaxrepusnpaHd AT-penenTtopu. (Dyuxuﬂouau | A 2 FER
PELIENITOPH HE € H3BECTHA, HE € H3BECTEH U €(PEKTHT HA TAXHATA BH3MOXHA CBPLXCTH)/ IBUMA QT AR
[I, yniiTOo HHBA ca NMOBHILICHM OT TEAMUCApTaH. H1uBaTa HA [L1a3MeHUs ANJOCTEPOH C {/ \r - ﬁ*:n -y
TeIMUcCApTaH. TeIMHUCapTaH HE HHXHWOHpa YOBEILIKHUA I1a3MEH PEHHH H He BoKHpA M@ # ;'*‘ﬁ
TenMUCapTaH He HHXMOHPA aHMMOTEH3MH KOHBEpTHpalua eHaum (kununasa 1) — elsip i Balat
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pasrpaxaa OpaaukuauHa. [Topaau ToBa He ce 0o4akpa J1a NOTEHUHPA OpagHKUHHH-MEIHHPAHUTE HEXEITaHH
NEKAPCTBEHU PEaKIIMH,

ITpu 3apaBu no6poBoauM ao3arta oT 80 mg TeNMMHUCApTaH NOYTH W3LUIO HHXHOHKpa NPEeaU3BUKAHOTO OT
aHrHoTeH3HH 1] noBuiaraHe Ha KPpEBHOTO HandArase. MHXuOUTOpHUAT €dexT ce noaabpka Haja 24 4yaca, KaTo
BCe ole Moxke na 6bae ycraHoBeH a0 48 gaca.

XuapoxJiopoTHasK/ € TUa3HIeH AMypeTHK. MexaHnu3Ma Ha aHTHXHITEPTEH3UBHUA €EKT Ha THA3HIHUTE
OVYDPETHLIH HE € HAITBJIHO M3ACHeH. TuasuauTe uMat ePekT Bppxy Ob6peuHuTe TYOYyIHH MEXaHM3MHU Ha
peabcopOuus Ha €NEKTPOIHTH, KATO JUPEKTHO YBEIHYABAT EKCKPELMATA HA HATPHH U XJIOP B NPUOIN3UTENHO
€KBHBAJIEHTHH KONU4eCTBA. JJUypeTHUHOTO ACHCTBHE HA XUAPOXIIOPOTHA3UA HAMATIABA [U1a3MEHUA 00eM,
YBE1HUaBa IU1a3MEHATa aKTUBHOCT Ha PEHHH, YBE/IHYABA CEKPELIMATA HA ATA0CTEPOH, C I10CNEABAILIO
yBRe/NH4aBaHe Ha 3arydara Ha kaauid H OukapOOHaT B ypHHATA M HAMANABA CEPYMHHA KamHid. BeposTHO 4pe3
6si0xkaa Ha peHUH-2HTHOTEH3UH-AN0CTEPOHOBATA CUCTEMA, €AHOBPEMEHHOTO NPHIIOKECHHUE Ha TE/IMUCAPTaH
HMMa TeHAEHUMA 1a oObpHe 3ary0aTa Ha Kanuii, CBLp3aHa ¢ Te3u Auyperduu. [Ipy xuapoxnopoTuasus,
HAYAIOTO Ha AMype3aTa € ¢ael 2 yaca, a MAaKCHMAJTHHAT €(eKT HACThIIBA 3a OKOJO 4 4aca, KaTo AEHCTBHETO
npotbikasa npubnusuTenHo 6-12 yaca.

dapMaKOAMHAMHYHH €DEKTH

JleueHWe Ha €CEHUMAIHA XUIICPTOHMUS

Cnen npunaraHe Ha MbPBAaTa 033 TEIMHCAPTaH ¢e Hab/I01aBa MOCTENEeHHO NOABAa HA AaHTUXHUIIEPTEH3UBHA
AKTHBHOCT B paMKHMTE Ha 3 yaca. MakcuManHaTa peyKuua Ha KPHBHOTO HasraHe ce JOCTHIa HaITb/IHO B
paMKHMTE Ha 4-8 CEIMHLH CJIE HAYANIOTO Ha JIEUEHHETO M C€ MOAABPIKA Ype3 NpoARDKUTENHA Tepanud. Cnea
NpHeMaHe Ha 103aTa aHTHXMIIEPTEH3UBHUAT eEeKT NMEPCUCTHPA NOBeYe OT 24 yaca, KaTo BKIIOYBA H
nocaeaHUTe 4 Yyaca npeau CIAeABAIOTO NMPHIOKEHHE, KAKTO NOKA3BaT aMOynaTOpHUTE H3IMEpPBaHUA Ha
KPBBHOTO HanAraHe. ToBa € MOTBLPACHO W OT U3MEPBAHHUATA B MOMEHTa HA MAKCUMAITHHAA €PEKT U
HEMOCPEACTBEHO NpEaH NPHEMA Ha ClieiBallaTa 1032 (ChbOTHOIMEHUETO MUHUMAIHH KbM MAKCHMATHH
KOHLIEHTpaLmu € nocTosHHO Hax 80% caen npuem Ha go3H ot 40 ¥ 80 mg TenmucapraH npu rwauebdo
KOHTPOJAUPAHN KIIMHHUYHM NIPOYHBaAHMA).

[Ipu malMeHTX ¢ XMMEPTOHUA TEIMHCAPTAaH peaAyLUHpa ¥ CHCTOIIHOTO, M AHAacTOTHOTO KPbBHO HanAraxe, 6e3 a
MOB/IUABA MyJICOBATA YECTOTA. AHTHXUIIEPTEH3UBHATA e()MKACHOCT Ha TeJIMMCAPTAH € CpaBHUMA C Ta3H Ha
MPOAYKTH, NPEICTABHTEHA HA APYTY KJIACOBE AHTUXHMIICPTEH3UBHM JICKAPDCTBEHHU NMPOAYKTH {YCTAHOBEHA MpU
KJIHHHYHHY H3MHTBAHHMA, CPaBHABALIHU TEAMHCAPTaH ¢ AMJIOAHIIMH, ATEHOJION, CHANANIPHA, XHAPOXJIOPOTHA3H] H
JTA3UHOIPHI).

Ilpu BHe3anHO NpeKbCBAHE HA JICHEHHUETO C TEIMHCAPTaH KPBbBHOTO HAJIATaHE MOCTENEHHO Ce BPbLLA A0
CTOMHOCTHTE NPEAH NEUESHHETO, 3a MEPUO OT HAKONKO AHK 063 naHHM 3a pedayHa XUnepToHH4YeH e(exT.
CnyvauTe Ha cyxa KalUTHUA Ca 3HAYHTETHO MO-MAJIKO MPH NALIMEHTH, TPETHPAHH € TEJIMUCAPTaH, OTKOJIKOTO
NP TAKHBA, Ha KOKUTO ca JaBaHW HHXUOUTOPH Ha AaHTHOTEH3UH KOHBEPTUPAIIUA €H3UM B KIIHHUYHH
NPOY4YBAHUA, JUPEKTHO CPABHABALIM 1BETE€ AaHTUXHIEPTCH3HBHH JICUSHHS,

Knunnuua edpukacHocT u 6e3onacHocT

CobpaeyHo-cba0Ba NpodKIaKkTUKA
ONTARGET (ONgoing Telmisartan Alone and in combination with Ramipril Global Endpoint Trial) (Texyio

rnobanHo NpoyusaHe Ha KpaHHW TOYKH IIPH NPHIOKEHUE HA TEJIMUCAPTAH CAMOCTOATEMHO U B KOMOKHALIKA €
pPaMHIIPHI) CpaBHABA €PEKTHTE HA TEIMHUCAPTAaH, PAMHITPHI M KOMOMHALIMATA OT TEJIMUCAPTAH U PaMHIIPHI
BbPXY CbPACYHO-CHAOBHA H3X0A npH 25620 nauMeHTH HA BB3PaCT 35 roAMHA WIH NMO-Bb3PaCTHH, ¢ aHaAMHE3a 3a

KOPOHapHA aprepuyaiiHa DosecT, HHCYAT, IpexoAcH ucxemuyHa araka (T1A), nepudepuaaprepuanta donect
WM 3axapeH Auadet THN 2, NPHAPYXKEH OT JaHHU 33 YBpPEKIaHE Ha KpaHHHTE Op / A, Ceiiie perhiqnaTis,
Xuneprpodus Ha J1BaTa KaMepa, Makpo- WIH MUKPOAIOYMHHYPHA), KOUTO ca MAMyPRH L Phreg@r RypaAcHHO-

ChAOBH CHOMTHA.
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[MTaumenTrTe ca paHAOMHM3HPaHH B €IHA OT CICAHMATE TPU IPYIH Ha JieueHue: TeaMucapTaH 80 mg (n= 8542),
pamunpun 10 mg (n=8576) unu kombuHaunaTa ot tenmucaprad 80 mg nmoc pamunpun 10 mg (n= 8502) u ca

[POCAEIEHH 3a MEPHOA CPEOHO OT 4,5 MOAHUHH.

TeamucapraH nokasea nogobeH Ha paMunpui eQexT 3a HaMaJIABaHE HAa MbPBHYHATA KOMOHHHpaHa KpaiHa
TOYKA OT ChPAEYHO-CBAOBA CMBPT, HepaTaeH MHOKapACH HHPAPKT, HedaTaleH HHCYJIT HIH XOCITHTAIH3alHA
MOPAAH 3aCTONHA ChPACYHA HEAOCTATBYHOCT. HecToTara Ha NbPBHYHATA KpaHHA TOYKA € CXOAHA B IPYIHTE HA
tenmucaprat (16,7%) u pamunpun (16,5 %). KoeduuyedThT HA PUCK 38 TEIMHCAPTaH CIIPAMO PAMHITPHI €
1,01 (97,5% 1OU 0,93-1,10; p (ue no-nowa edpukacHoct) = 0,0019 npu rpanuua 1,13). IIpoueHTsT HA CliyyauTe
H8 CMBPTHOCT MOPAJAH KAKBATO M Ja € npu4nHa ¢ cboTBeTHO 11,6% u 11,8% cpen nauueHTuTe, NexysaHu ¢
TEJIMHCApPTaH H paMHIIPIL.

YCT2HOBEHO €, Y€ TeJIMHCAPTaH HMa €(PEeKTHBHOCT, NoA0OHA HA paMUINIPWI NIPHU [IpEABAPUTEIIHO ONpeie/icHA
BTOpHYHA KpaiiHa TOYKA Ha ChPACYHO-CHA0BA CMLPT, HeaTaleH MHOKapAeH HH(PAPKT H HedaTaneH HHCYIIT
[0,99 (97,5% U 0,90-1,08), p (ve no-nowna edpuxacHoct) = 0,0004], noperyHaTa kpaHHa TOYKa B
pedepentHoTto rpoyuraHe HOPE (The Heart Outcomes Prevention Evaluation Study) (IlpoyuBane 3a ouieHKka
Ha ChpJAEYHHA M3XO0/ IPH NPOodHIAKTHKA), KOETO Npoy4Ba edeKTa Ha paMHNPHII CAPAMO TU1auebo.

[Tpoyusaneto TRANSCEND paHaomuizdpa natdeHTH ¢ HeMoOHOCHUMOCT KbM ACE-HHXHUOUTOPH CBhC CXOIHH
KPHTEPHH 3a BnouBaHe Kato npoyuraHeTo ONTARGET, na Tenmucapran 80 mg (n=2954) wau nauedo
(n=2972), ¥ nBaTa c€ MpUaraT B JOMbJIHEHHE KbM CTAHJAPTHUTE MPioKKH. CpeAHaTa NPOAB/DKUTENHOCT Ha
npocneaaBaHe € 4 ronvud 4 8 mecena. He ce ycraHoBsBa CTATHCTHUYECKH 3HAYMMa pa3/iMKa B HECTOTAaTa Ha
MbPBHYHATA KOMOMHHpaHa KpaitHa Touka (Chpe4HO-CbA0Ba CMBPT, HeaTalieH MHOKapJAEH HHQApKT,
HedaTaleH HHCYJIT WIH XOCTIHTAIIU3aLMA MOPaH 3aCTOHHA ChpAeYHA HEOCTAaTBYHOCT) [15,7% B rpynara Ha
Teamucaptal ¥ 17,0% B rpynara Ha mianebo ¢ koepuuueHT Ha puck 0,92 (95% U 0,81-1,05; p=0,22)]. Uma
IAHHH 3a T10J132 Ha TeJIMHCAPTAH B CpaBHEHHE ¢ rL1auebo Npy NpeaBapUTEIHO Olpee/ieHaTa BTOpUYHA
KOoMOMHHpaHa KpaiiHa TO4YKA HA ChPIAECYHO-CHAOBA CMBPT, He(aTaleH MHOKapAeH HH(PapKT U HedaTaneH
uHeynT [0,87 (95% AU 0,76-1,00; p=0,048)]. Hama naHHH 32 1on3a NpH ChpASYHO-CbA0OBATA CMBPTHOCT
(koeduunenT Ha puck 1,03, 95% AU 0,85-1,24).

Kauinydua u anrnoesieM ce cpoblaBar no-paako Npy NalMeHTH, JIEKYBaHH ¢ TE/IMUCAPTaH, OTKOJKOTO MPH
NalWUeHTH, JIEKYBaHHM C pAMMIIPWI, JOKATO XHUIIOTOHHSA c€ ChOOIIABA MO-YECTO NPH TEIMUCAPTAH.

KomOunHpaHeTo Ha TeIMUCApPTaH ¢ pAMHUIIPHII HE YBETHYABRA NO3aTa CIIPAMO PAMHMIIPHI MJIM TEIIMHCAPTAH,

NMPpHJIOMKCHH CAMOCTOATCITHO. CLPHEHHO-CL,[[OB&TH CMEBEPTHOCT H CMBPTHOCTTA NOPAaAH KAKBATO H J1a € TIPpHYHHA
Ca YHUCJICHO MMO-BHCOKH IIPH koMOHHanuarTa. B AONBJIHCHHC, UMA JHAYMHUTCITHO [MO-BHCOKA 4ECTOTA Ha

XHIICDKAITHCMHA, ﬁ’bﬁpeqna HCAOCTATBYHOCT, XHITOTOHHUA H CHHKOII B I'pyTIaTa C KDMGHH&HHHT&. HDP&HH Ta3H
[IpPUYHHA, CAHOBPCMEHHATA ynm*peﬁa Ha TC/IMUCAPTAH U PAMHIIPHIT HC CE TIPENOPBYBA MMPH TA3H MOITYJ1aALHA.

B nipoyusaHero ,,Cxema 3a MpeBeHLIMs 3a eeKTUBHO H30ATBaHE Ha MOBTOPHKU HHCYNTH (,,Prevention Regimen
For Effectively avoiding Second Strokes®, PRoFESS) npu nauuentu Ha ss3pact 50 1 noseye roaMHH, KOUTO Ca
peKapaid HaCKOpO HHCYIIT, ¢e 3abend3Ba NoBHILIEHA YECTOTA HA CENICHC MPH TEJIMHCAPTaH B CPaBHEHHE C
rnauebo, 0,70% cnpamo 0,49% [Koeduumnent Ha pucka 1,43 (95% nosepurenend unrepsan 1,00 —- 2,06)];
4eCcTOTATa Ha ciiyuadTe ¢ GaTajieH CENCHC HapacTBa NMPH NaUMeHTHTe, npueMalu teamucaprad (0,33%) cipamo
nauuenture Ha rauedo (0,16%) [Koeduumnent Ha pucka 2,07 (95% nosepurened uarepsan 1,14 —3,76)].
Habntogasanata nosUilieHa 4€CTOTA Ha CEeTNCHC BbB Bpb3Ka ¢ ynorpebara Ha TelMUcapTaH MOXKe Ja € cly4aifHa
HaxOJKa WIH 11a € CBLP3aHa C MEXAHU3EM, KOHTO 32CEra € HEMo3Har.

JBe ronemu paHaoMusupaiy kouTponupaHu npoyuBaHus - ONTARGET (Ongoing Telmisartan Alone and in
combination with Ramipril Global Endpoint Trial) (Tekymo rnofanHo uanureaHe 3a KpatrIRuKk Ha
TeIMUCAPTaH, CAMOCTOATEJIHO U B KOMOUHauusa ¢ pamunpii) ¥ VA NEPHRON-D / / eﬂlﬂﬂ R
Nephropathy in Diabetes) (KnuHu4HO npoyuBaHe CBbpP3aHO C pa3BUTHE Ha HEPPOK TR IDOBEICHO
oT MMHHUCTEPCTBO MO BLIPOCUTE HA BETEPAHUTE) NPOyuBart yrnotpedara HA KOMOS '
W aHrHoTeH3uH Il peuenropen 6aokep.




ONTARGET e npoyupaHe, NpoBeAeHO NPH NALKEHTH C aHAMHE3a 3a ChPACYHO-ChI0BA WM MO3BUHO-Ch0BA
GonecT, WK 3axapeH AMabeT THN 2, NPHAPYKEHH C JaHHHU 332 YBPEXaHe Ha eEKTOPHHU OpraHH. 3a mno-
noipobHa HHGOpMALIMA BUXKTE MO-rope noa3ariaBHeTo ,,ChbpAedHO-Ch10Ba NPOPHUIAKTHKA®,

VA NEPHRON-D e npoyuBaHe npH NalHEeHTH CbC 3axapeH Auaber tin 2 u quabetHa Hedponatus.

Te3u npoyuBaHHd HE NOKA3BAT 3HAUMM OarofpUATeEH eQeKT BbPXY OnOpeHHHTE H/WIH CHPACHHO-CBAOBUTE
Nnoc/IeAULIH H CMBPTHOCT, KaTO ChilleBpEMEHHO ca HAabMI0AaBaH| [TOBHILECH PUCK OT XUIIEPKATHEMHS, OCTPO
yBpeKJaHe Ha ObOpeLdTe WK XHITOTOHUA B CPABHEHHE ¢ MOHOTepanuaTa. KaTo ce HMar npeABu] CXOOHHUTE
1M hapMaKOJAHHAMHYHH CBOMCTBA, TE3H PE3YJITATH €A NPUIOKHMH H 3a Apyrd ACE-uHXuOUTOpH 1
aHrnotreHsuH Il peuentopuu OnokepH.

ACE-unxuburopu u anrnortessuH I penenropan 61okepu ciaenoBaTeHo He TpAOBa Ja ¢€ H3MON3BAT
eJHOBpeMEHHO MpH nauneHT ¢ guabeTHa HedponaTust.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints)
(KnuaKuHO npoy4BaHe, NPOBEACHO ¢ AJIMCKUPEH MPH MaLlMEeHTH CbC 3aXapeH AuadeT TUI 2 ¢ U3NO0I3BaHE Ha
ChPAEYHO-CHAOBH H OBb0Opeutin 3adonsaBaHMA KaTO KpaiHY TOYKH) € IPOYYBaHe, NpeHa3HauYeHo Aa U3C/e1Ba
nonsara ot Ao0aBAHETO Ha AIMCKUPEH KbM cTaHaapTHa Tepanus ¢ ACE-unxuburop wid anrsorensus Il
peLienTopeH 0JIOKep NPU NALKEHTH ChC 3axapeH Axaber THM 2 M XpoHHYHO OK0peuHo 3adonsBaHe, CbpACUHO-
CBHIOOBO 3a00IABaHe WM M ABeTe. [IpoyuBaHETO € npekpaTeHo MpEXIEBPEMEHHO NMOpaaH MOBHUILIEH PUCK OT
HeOnaronpusiTHH nocaeguuu. Kakro chpAaeyHO-ChAOBATA CMBPT, TAKA U HHCYJITHT €A MO-YECTH B rpynara Ha
aMTMCKUPEH, OTKOJIKOTO B rpynara Ha ruiaueto, a NpeacTapisBALIUTE HHTEPEC HEXEIIAHH ChOUTHS M CEPHO3HH
HEXXENaHH CHOUTHA (XHNepKanlueMHs, XMIIOTOHUS U 6B0peyHa aucdyHKUMA) c€ ChoO1IABAT NO-4ECTO B rpynara
Ha aJIMCKHPEH, OTKOJIKOTO B rpynaTa Ha miaueo.

EnuaeMHONIOruyHm [IpOYyHUBAHHA IMTOKA3BAT, Y€ MPOIB/DKUTC/IHOTO JICHCHHEC ¢ XHAPOXNTOPOTHAIX HaMa/11Ba
PHUCKA OT CbPDACHHO-CBA0Bd CMbBPTHOCT H 3a00/1€eB2EMOCT.

KbM MOMeHTa eheKTHTE Ha PUKCUpaHATa A030Ba KOMOMHALIMS TEJIMHCAPTaH/XHAPOXJIOPOTHA3HA BLPXY
CMBPTHOCTTA H CbhpPJEYHO-CBAOBATA 3a00/1EBAEMOCT HE Ca U3BECTHH.

HemenanoMeH pak Ha koxkaTa: B13 OCHOBA Ha HANWYHUTE QAHHHW OT €MUAESMHOJOTHYHH MPOYYBAHUA €
HabnoaBaHa 3aBMCHMMA OT KyYMYJlaTUBHATA 103a Bpb3ka Mexay XX 13 u HMPK. Eano npoyusane skntousa
nonynaius, cecroawa ce ot 71 533 cayyan Ha BKK n 8 629 cnyyau va CKK, v nonmynaums ot ceorBeTHO 1 430
833 u 172 462 nogxoasiun KoHTpoau. Bucokara ynorpeda Ha X XT3 (kymynatusHo >50 000 mg) e cBbp3aHa ¢
xkopurupan OR 1,29 (95% [AH: 1,23-1,35) 3a BKK u 3,98 (95% OU: 3,68-4,31) za CKK. HabniogaraHa € acHa
BpPb3Ka KyMyJlaTHBHA A03a-0TroBop KakTo 3a bKK, taka # 3a CKK. Jlpyro npoyuBaHe nokassa Bb3IMOXKHa
Bpb3ka Mexy paka Ha ycTHUTE (CKK) u ekcnozuumara Ha XXT3: 3a 633 cnyvyau Ha pak Ha YCTHUTE €
noabpaHa nonynauua ot 63 067 noaxonsAilH KOHTPOIH, KaTO C€ U3IOI3BA CTPATETHA 33 B3eMaHe Ha Npodu,
onpeaeneHa ot pucka. JleMoHcTpUpaHa e Bpb3Ka KyMyJlaTUBHA 103a-0TroBop ¢ kopurupald OR 2,1 (95% JIU:
1,7-2,6), Hapactsaiw o OR 3,9 (3,0-4,9) 3a Bucoka ynorpeda (~ 25 000 mg) u OR 7,7 (5,7-10,5) 3a uaii-
BUCOKaTa kyMyaaTtusHa go3a (~ 100 000 mg) (Bx. cuuio Touka 4.4).

[leanarpuyHa nonyaauns
EBporneiickaTa areHLMA 10 JieKapcTBaTa ocBobOKAaBa OT 3aJBJDKEHUETO 32 [IPEAOCTABAHE HA PE3YIITaTUTE OT

npoyuBaHuATa ¢ Teamumen [Lmoc BbB BCHUKYA NOATPYNM HA NMEAHATPUYHATA [TOMyJIALHUS IPH XHIIEPTOHUS {BXK.
Touka 4.2 3a MHOpMaLMA OTHOCHO ynotpeda B neaHaTpuaTa).

5.2 PapMaKOKHHETHUYHH CBOHCTRA

(hapMaKOKHHETHKATA HA KOATO M J1a € OT ChCTABKHUTE.

AbcopbLus
Teamucapran: IIMkOBUTE KOHLIEHTPAUHH Ha& TEIMUCAPTAH CE€ MOCTUraT B PaMK
nepopasieH npuem. AbComoTHaTa ODHOHAIIMYHOCT HA TENMUCcapTaH B 1034 40 m




58%. XpaHaTa neKo CHIKaBa OMOHAIMYHOCTTA HA TeJIMHUCAPTaH, KaTo pEAYKLMATA Ha 0bnacTra noa KpuBara
nmnasmeHa KoHueHTpanus-speme (AUC) Ha TenmucapraH € oT okosio 6% npu ao3a 40 mg 4 oxono 19% npu
no3a 160 mg. Tpu uaca cnen NpuiIoKeHHE TUIa3MEHUTE KOHLICHTPALMHK €A NOAOOHH, HE3aBUCUMO Aalli
TeJIMMCapTaH € NMPUIMKEH Ha rnaaHo WiH ¢ XxpaHa. He ce odakBa cnabara penykumsa B AUC na npenu3sHka
HaMa/IdBaHe Ha TepaneBTHYHATA edUKACHOCT. TeNMHCapTaH HE KYMYJIMpa 3HAYMTENHO B IU1a3Mara MpH
MOBTOPHO MPHIIOKEHUE.

Xuapoxnopotuasug: IIMKOBHTE KOHUEHTpALMY HA XMPOXIOPOTHAZUA CE NTOCTUIAT B paAMKHTE Ha
npubnuzutentHo 1,0 — 3,0 yaca cien nepopaneH npuemM Ha npoaykra. AbcomoTHata GuoHaIMYHOCT, fa3zHpaHa
Ha KyMyJiaTHBHAaTa peHaiHa ekckperms Ha XXT3, e okoio 60%.

PasnpeneneHue

TenmMucapTaH ce CBbp3Ba B roisMa CTeleH C IU1asMeHuTe npotendH (>99,5%), rnasxo ¢ anbymun u andgal
KuceJs raumkonpoterH, CpeaHusr obem Ha pasnpeacneHue Ha TenMucaptal € okoso S00 L, koeto nokasea
AOMTBIHHUTEIHO CBBP3BaHE C THKAHUTE.

XHIpoxXaopoTHa3HA ce ¢BBbP3Ba B 68% ¢ nnazMeHUTE NMPOTEMHH U HETOBUAT 00€M Ha pasnpeaencHue € 0,83 —

1,14 Vkg.

buotpancopMaLius

TenMucaptad ce MeTaboNH3Kpa Ype3 KOHIOrauus, kato obpasysa papMakoiOri4yHO HEAKTHBEH
aALKNTMIOKOPYHHA. [MOKOPYHHALT HA OCHOBHOTO BEILECTBO € €AHHCTBEHHAT META0ONHT, HACHTHDHLIMPAH MpH
yoBeKka. Cnell eHOKpaTHa Jo3a 6enssan ¢ paaMoakTHeeH Bbriepos C TenMucapTal rIOKOPYHHABT
npeacTapasea npubnuzurenHo 11% or naMepeHata paaMOaKTUBHOCT B IutazMata. M30€H3MMHTE Ha LHTOXPOM
P450 Hamar yuactne B MeTabonn3Ma Ha TEJIMUCAPTAH.

Xuapoxnoporydasu He ce MeTaboIH3Hpa NMpU Xopa.

EnMMHHHpaHe

Tenmucapran: KakTo ciiel HHTPaBEHO3HO, TAKA M CliE]l NEPOPATHO puiiokeHHe Ha *C-0ens3an TeIMUCapTaH,
MO-roAAMaTa 4acT OT npuerara 4o3a (>97%) ce eTMMHHHMpA ¢ U3NpaKHEHUATA upes OunuapHa ekckpeuus. B
ypHHATa C¢ OTKPHUBAT CAMO HE3HAYUTE/THU KOJIMYECTRA. TOTATTHHAT MNa3sMEH KIHPbLHC Ha TEJIMUCAPTAH Cle]
nepopanHo npuwioxeHue € >1500 ml/min. TepMuHanHUAT NOAYKHBOT Ha elMMHHHpaHe € noseve oT 20 yaca.
XUApOoXJa0pOTHA3H] CE€ EKCKPETHPA H3LAIO HENpoMeHeH ¢ ypuHaTta. Oxono 60% ot nepopanHara go3a ce
eIMMUHHPA HenpoMeHeHa A0 48 uaca. br6peunnsat kinpsHE € okono 250 — 300 ml/min. TepmuHanHusAT
NOAYXHMBOT Ha enuMuRMpaHe e 10 — 15 uaca.

JIMHeAHOCT/HEeTMHERHOCT
Tenmucapran: PapMakOKHMHETHKATA HA OPATHO NMPUTOXKEHUS TENMHUCAPTAH € HENuHeHna B 1034 oT 20-160 mg,

C MO-TONIIMO OT NMPONOPLHOHATHOTO NTOBUILEHHE Ha IL1a3MeHUTE KOHUeHTpauuHd (Cmax u AUC) npu

MOBHIUABAHE HA JO3MUTE.
XnapoxnopoTHa3ua nokassa JHHeHHa papMaKOKHHETHKA.

®apMakOKHHETHKA MPHU CHELMATHY TOMYALMH

Crapuecka Bb3pacT
(dapMakoKHHETHKATA HA TEJIMUCAPTaH He CE pa3INyaBa MEX1y MALMEHTH B HANpeJHa/la Re3pacT 4 TAKHBA Ha

BbL3pacT 10 65 rOAUHH.

ITon
IIpu xeHH M1a3MeHUTE KOHLECHTPAUMH Ha TEIMHCapTaH OOMKHOBEHO ¢a 2 — 3 MbTH NO-BUCOKH, OTKOAKOTO MpH
MBbXKE. B KIHHHYHHTE NpoyyBaHKA 00aye NpH XeHU He ¢¢ HabnoaaBaT 3HAYUMMO YBEJIMUECH OTIOROP Ha

KPBBHOTO HAIATAHE WM YECTOTATA HA OPTOCTAaTUYHA XHMNIOTOHUA. He ce Hanara npeunsupate ga Josata. [Ipu

obaue He ce CYHMTA 3a KIMHUYHO 3HAUHMO.

buOpeuHo yBpexaaHe




brOpeuHaTa ekckpenys He JOMPHHACA 3a KIMpBbHCa Ha TeJiMucapraH. Cnopea orpaHHYEHHs ONMUT HPH
NalHeHTH ¢ JeKO J0 cpeaHo OnOpeuHo yBpexaaue (kpearHHHHOB KiHpbHC 30 — 60 ml/min, cpearo okono 50
ml/min), He ce HaJlara KOpMrHpaHe Ha JO3aTa NpH naiuMeHTy ¢ HaMancHa 6vdpeuHa pyHxkumus. Tenmucaprat He
MOe fia 6bae otaeneH npu xemoauanu3sa. [Ipu nauuerTu ¢ HapyieHH ObOpeYHH PYHKUHH CTENICHTA Ha
enuMUHMpaHe Ha XX T3 e peayuupana. B eaHO THIMYHO [IpOYYBaHE, BKIIOYBALIO MALHEHTH CBC CpeleH
KpEaTHHHHOB KIHpBEHC 90 ml/min, mony>XKMBOTLT Ha enMMUHMpane Ha X XT3 ¢ 6un ysenuueH. [Ipu
(GYHKUHOHATHO aHePPHUHH NALUUEHTH MONYKUBOTHT Ha €JTHMUHHpaHE € OKoJo 34 yaca.

YepHoapobHO yBpexIaHe

DapMaKOKHHETHYHH IPOYYBAHUSA NPH NALHEHTH ¢ YEPHOAPOOHO YBPEKAAHE NMOKA3BAT NOBHUILIABAHE HA
abcomoTHara 6uonanuyuHocT 10 noutH 100%. [pu nauperTH ¢ yepHOAPOOHO YBpPEKAAHE MOTYKUBOTHT HA
CIMMHHHUPAHE HE € MPOMEHEH.

5.3 Ilpeax/IHHAYHA XAHHH 32 6e30MACHOCT

[Ipy npeaAKNTHHHUYHM NPOYUYBAHHA 32 6€30MacCHOCT ¢ €JHOBPEMEHHO NMPUIIOKEHHE HA TenmucapTal U X XT3 npu
HOPMOTEH3MBHH IUTBXOBE U KYUETA, J03H, CPABHHMH C TE€3H B KUIMHWYHUSA TCPANECBTHYECH AHAMNA30H HE
npeaH3BUKBAT ePEKTH, PAINTUYHU OT HabNoJaBaHUTE MPH CAMOCTOSTEITHOTO MPWIOKEHHKE HA IBETE BEILECTBA.
HabnionapaHHTe TOKCHKOJIOrHYHHN MPOMEHH BEPOATHO HAMAT OTHOUICHUE KbM H3MNON3BaHETO Ha KOMOHHALIMATA
TeAMUCcApTaH/ XHAPOXJOPOTHA3H] 32 TEPANICBTUYHM LICH NPH YOBEKA.

TOKCHKONMOrHMHHUTE HAXOJKH, 100OpE MO3HATH OT NPEAKJIMHUUYHMTE IPOYUYBaHHA HA UHXUOUTOPH Ha
AHTMOTEH3WH KOHBEPTMPAlMA €H3WM H aHTarOHKCTH Ha aHruoTeH3HH Il peuenTtopure ca: HaMaIABaHE Ha
MapaMeTPUTE Ha YEPBEHUTE KPBBHHU KIIETKH (€PUTPOLIMTH, XEMOTTIOOHH, XEMATOKPUT), NPOMEHHU B OnOpeuHaTa
XeMOJHHaMHKa (MOBHLIEHO HUBO HA Ypes U KPEaTHHHH B KPHBTA), MOBHIICHA aKTUBHOCT HA IUIA3MEHUS PEHUH,
XHIIEPTPODHI/ XHIEPIUIA3HUA HA IOKCTAMIOMEPYAAPHUTE KIETKH U YBpeXkJaHe Ha CTOMaLIHATA JIUTaBALA.
CToMallHKTe JIe3uK MoraT Aa ObaaT npenoTBpATCHIW/ OTPAHUMEHH Ype3 NepopanHo fobaBaHe HA (PHUIHONIOTHYEH
pPa3TBOP W IPYTIOBH KWIHILA 3a )KHBOTHHTE. [IpH Kyuera ca HabmionaBanu 6n6peuna TyOynapHa qunarauus v
atpodus. Cumra ce, e TE3M HaXOJKH C€ AbJDKAT Ha PapMaKOIOrHYHaTa aKTHBHOCT Ha TEIMMCApPTaH.

Hama scHu naHHM 3a TepaToreHeH edeKT, BhIPEKH TOBA NMPH TOKCHYHH A030BH HHBA Ha TeJIMUCApPTAaH €
HabnonaBaH edekT BbPXY MOCTHATATHOTO Pa3sBUTHE HA MOTOMCTBOTO, KaTO MO-HUCKO TEJIECHO TErIO H
3abaBeHo oTRapaHe HA ouuTe. HaMa fokasarencTsa 3a MyTareHHOCT M ChOTBETHa K1aCTON€HHA aKTHBHOCT Ha
TEJIMHCAPTAH [IPH U3NMTBAHUA [N Vilro H KAPUMHONCHHOCT NPH ILTbX0BE H MULLUKH. [IpoyusanusTa ¢ XXT3
NaBaT HECUI'YPHU JAHHH 33 FEHOTOKCHYHOCT WIH KAPLUMHOINE€HHH e()eKTH NPH HAKOH €KCNCPUMEHTAIIHU MOACIIH.
3a HpeTOTOKCHUYHMSA NMOTEHLMAT Ha KOMOHHALMATA TENMUCAPTAH/XUAPOXIIOPOTHA3U] BIIKTE TOUKA 4.6.

6. OAPMAIEBTUYHHA JAHHH
6.1 Cnrchk HA NIOMOIIHHTE BelllecTBA

Maunuton (E421)

[loBugon K25 (E1201)

Kpocnosuaos (E1202)

MarHesues cteapat (ES72)

MernymuH

Harpues xuapokcua (E524)

JlakTo3a MOHOXHUAPAT

MukpokpucTanta uemynosa (E460)

Xunpomenosa (XUApoKcH-nponuaMeTunUenynosa) (E464)
Harpues HUILIECTEH MVIMKOJIAT OT KapTodu (TUN A)
Yepeen xeneszed okena (E172)

6.2 HechBMECTHMOCTH




Hernpunoxumo.

6.3 Cpok na rognoct

3 roanHH

6.4 CnennanHn YCJIOBHSA HA ChXPAHCHHE

To3n nekapcTseH NPOAYKT HE H3HCKBA CIICLMATHA TEMITEPATYPHH YCIOBHSA 3a ChbXPaHEHHE.
Jla ce cbXpaHsBa B OpUrHHaIHaTa OMaKOBKa, 3a Ja Ce MpEeAna3y OT BIara 4 CBeT/IHHa.

6.5 JJanau 32 0NAKOBKATA
TeamucaTpan XuapoxnopoTHasug TablIeTKH ca ONaKkOBaHHA B ATYMHHHH/ ATyMUHHIA OHCTEDPM.

OnakoBk#: baucrep cwve 7, 10,14, 28, 28x1, 30, 30x1, 50, 56, 84 , 90,90x1, 98,100, 112, 126, 140,
154,168,182,196 TabneTku.

He Bcuuky BMAOBE OMaKOBKH MOraT ja ObJaT MyCHaTH B poaaxoa.
6.6 CrnenHAJIHH NpeANA3HR MEPKH NPH U3XBhLPJISHE

Hsama cneuHanHH H3HCKBAHHKA.
Hewusnon3saHUAT AEKApCTBEH NPOAYKT WK OTNAABYHUTE MaTEpHAIIH OT Hero TpaOBa Ja ce M3XBBPJIAT B
ChOTBETCTBHE ¢ MECTHHTE U3HCKBaHHA.

7. MPHTEXATEJI HA PASPEHNIEHHUETO 3A YIIOTPEDBA

COOAPMA Al
ya. Unuencko woce 16,
1220 Cogusa, brarapus

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA

Perucrpauuonen Ne: 20130288

9. JATA HA ITBPBO PAZPEINIABAHE/TIOAHOBABAHE HA PAZPEIHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBoO paspewasade: 01.10.2013
Hara Ha mepBo noaHoBaBane: (4.07.2019

10. HJATA HA AKTYAJIN3IHPAHE HA TEKCTA

Hexemepu 2024

nekapcTBara (EMA): http://www.ema.europa.ew




