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| vioofIHATEITHA ATEHLWA ﬂU ﬂEKAPCTﬂﬁTA
hpamna Xapakmeplucmuvs Ha npodyxma - [punowerie 1

1. UME HA JIEKAPCTBEHVA NPOAYKT
Tencap 10 mg duamMupanmn Tabnetku [ Tensar® 10 mg ﬁlm-coated tablel:s
TEHcap 20 mg puaMnpaHn TabneTku f Tensar 20 mg film-coated tablets
TeHcap® 40 mg punmmupaHn Tabnetkm / Tensar® 40 mgq film-coated tablets

2. KAYECTBEH N KONMYECTBEH C1LCTAB
Bcaka Tabnetka ceabpxa 10 mg onMecaptaH Megokcomun (olmesartan medoxomil).

Bcsika Tabnetka cbavpxa 20 mg onMecaptaH megokcomun (olmesartan medoxomil).
Bcaka Tabnetka chabvpxa 40 mg onMecapTad Megokcomun {olmesartan medoxomil).

3a NOMOLWMHUTE BelwecTBa BX. 6.1.

3. NEKAPCTBEHA ®OPMA
dunMupaHa TabneTka

Tensar® 10 v Tensar® 20 mg Tabnetku: 6enu, Kpbran uAMUpaHn TabneTkn ¢
oTbennsaHo cvoTeeTHe C13 n C14 OT egHaTa CTpaHa.

Tensar® 40 ~ 6enu, opanHu dunMupaHu Tabnetkn ¢ otbensasaHo C15 oT egHata
CTpaHa.

4. KIVHWYHW AHHMN

4.1 TepaneBTHYHW NOKA3AHMUA
JleueHwe Ha eceHuuanHa XUNepToHUA.

4.2 [No3anpoBKa ¥ HAMMH Ha NPUAIOKEHUe
Bo3pacrau

[penopbunTenHata HadanHa ao3a e 10 mg onMecapTaH MeaOKCOMUA eAuH [MbT
AHeBHo. MpK nauueHTu, Npy KOUTO Ta3n A03a He @ AOCTaTb4Ha 3a NOCTUraHe Ha KOHTpon
Ha apTepuanHoTO HandAraHe, fAo3aTta Moxe Aa ce ysenndun Ao 20 mg onMecaptaH
MeOKCOMUN equH MbT AHeBHO KaTo onMmuManHa Ao3a. AKO e HeobxoauMo AOMbAHUTENHO
NOHMKEHWE HAa apTepUanHOTO HandraHe, A03aTa MOXe Aa ce ysenuun go 40 mg
ONMecapTaH MefoKCOMUN eaHOKPaTHO AHEBHO U MoXe Aa ce npubasun hydrochlorothiazide.

AHTUXMNEPTEH3UBHUAT edeKkT Ha OnMecapTaH MeQoKCOMUA Ce NPOABABa cneq OKoo 2
ceAM UM OT HAYaNoTO Ha JIEYEHUETO, a MAKCUMaNHUAT edekT c¢e noctura cnesg okono 8
ceamMuuun. Toea tpabsa fga Cce viMa npeasva NpU peuleHue 3a NpoMAHa 8 A03UPOBKATA 3a
onpeaeneH nauekT.

C uen ao6bp KOMIUIEAHC ce npenopbyBa Tabnetkurte Tensar® aa ce NpUEMAT No eAHO
¥ CblLO BpeMe Ha AeHsA, C Wn be3 XpaHa, Hanp. NO BpeMe Ha 3aKyCkKa.

flauenTy B Hanpegrasa Bu3pacr

[0 npuHUMN He ce Hanara npeuu3avpaHe Ha Ao3aTa NpU NAUMEHTU B HanpeAHana
Bb3pacT (BX. NO-A0AY 3a NPenopbKu Npu nauueHTn ¢ 6ubpeyHa HeaoCTaTLUHOCT). AKo e
HeobX0AMMO NOBULLEHWE Ha A03aTa A0 MakcuManHaTa Ao3a oT 40 mg, KpbBHOTO HanAraHe
Tps6Ba BHUMATENHO Ala Ce NpocNeaBa.

bpbpeyro yBpexaaHe

Mpy NnauueHTH C Neko Ao yMepeHo 6x6peHo yepexaaHe (KpeaTuHmHos knupbHe 20-60
mi/min) MakcuManHaTa ao3a e 20 mg onMecapTtaH MeEAOKCOMUN eAvuH NMbT AHEBHO, Nopaau
OrpaHW4yeH OnuT ¢ NO-BUCOKKU AO3U NPU Te3u NaAUuMEeHTH. He ce npenopb4Ba NPUAOKEHNETO




Ha ONIMECAPTaH MEAOKCOMMA MpU NMAUMEeHTU C Texko 6LOpeqHOo yepexgaHe (KpeaTMHUHOB
KIMPBHC <20 mi/min) nopaau orpaiuyen onut Npy Te3u nauueHTn (BX. 4.4, 5.2).

HeprogpobHa yepexaane

He ce vauckBa Kopekuwsa Ha go3aTta nNpy NauveHTHu C AIeKO 4YepHOAPOOHO yBpexaaHe.
MNpy nauMeHTH C yMepeHo YepHoapobHO yBpexaaHe ¢e npenopbyBa HavanHa Aoza or 10
Mg ONMecapTaH MefOKCOMMN EeQHOKDATHO AHEBHO W MakcuMandHata aosa He Tpatsa paa
HagBwiLaBa 20 mg egHOKpaTHO AHEBHO. [pu NauMeHTU ¢ 4epHOApPOOHO yBpeXAaaHe, KOUTO
Beue NOAYYABAT AWYPETHUN W/WhU ApYrv aHTMXWNEPTEH3MBHW NEKAPCTBa CE Npenoptysa
CTPOr MOHUTOPUHI HA KPbLBHOTO HamsraHe w OuvbpeuHata ¢yHkuMa. Hama onuT C
onMecapTaH MefIoKCOMIUN MNPy NaLMEHTHN C TEXKO YepHoApODHO yBpeXaaHe v nopaau ToBa
NPUAOKEHUETO HE Ce NpenopbyYBa NpU Tte3r nmaumeHtT™m (BX. 4.4 u 5.2). OnmecaptaH
MefioKcoMUN He TpAOGBa Aa Ce M3NOoN3Ba NPU NAUMEHTU C JUTbMHA 0BCTpyKumA (BX. 4.3).

Aelia » roHom

be3onacHoCTTa n ePEeKTUBHOCTTa Ha O/IMECAPTAH MeAOKCOMUA He € YCTaHOBEHZ NPy
aAeua v iHoww noa 18 rofguHMU.

4.3 [poTrnBONOKa3aHNA

CBpbXUyBCTBUTENHOCT KbM NEKapCTBEHOTO BEWECTBO WU HAKOe OT MOMOWHUTE
BEWEeCTBa Ha NekapcTeoTo (BXK. 6.1).

Bropu v TpeTu TpMMECTLp Ha 6peMeHHOCTTa (BXK. 4.6).
KbpMere (BX. 4.6).
bununapra obCTpyruua (BX. 5.2).

4.4 CneunanHu npeaynpexXxaeHua n npeanasHg Mepxu npu ynorpeba

Brrpechgos obemeH geduunT

[lpy nauueHTH C obemeH wnu conebu aeduunT MNopagau arpecusHa AWYPETUYHAE
Tepanua, SegHa Ha con AveTa, AMapyUs MAKW NIOBPBLLUAHE MOXE 1a HacTbM CUMITTOMATUYHA

XMMOTOHWSA, OCOGEHO cnej Nbpeata Ao03d. Tean cbCToaHus Tpsbea Aa 6baaT KOPUMMPaHH
Npeay NPUAOKEHUETO Ha ONMecapTaH MegoKCOMM.

Apyr1u CuCroanusa, aKkTuBupauin peHUH-aHTMOTEH3IUH-AN[R0CTEPOHOBAaTA
CHCTEMA

MNpy nauneHTH, NPU KOUTO CbAOBUAT TOHYC U GbbpeuHaTa yHKUMA 3aBUCAT MNABHO
OT aKTMBHOCTT@ Ha pPEeHWH-3HrMOTEH3NH-aNAOCTEPOHOBATA CUCTEMA (Hanp. NPM TEXKA
3aCTOMH@ CbpAleyHa HemocTaTbLyHOCT WM npuapyxasawe OvbpeuHo 3abonsBaHe,
BKAIOYUTENHO CTEHO33 Ha 6bbpeuna aprepus), AeYeHneTo ¢ APYMY NEKapCTea, NOBAWABALLN
Tasn cuUcTeMa, BoAW AC OCTPa XWMNOTOHMA, A30TEMMA, ONUIOYpUA WNKW, PAAKO, OCTpa
bbbpeyHa HepoCTaTHUHOCT. He MOXE Aa Ce U3KITIOHK BEPOATHOCTTa TesKM CbCTOAHUA Aa Ce
NPOSBAT NPU NPUNOXKEHUE Ha aHMNOTEH3UH-1I-peuenTopH daHTaroHUCTK.

PeHoBackynapHa XMNepToOHHA

[py nauneHTn ¢ GunatepanHa CTeHO3a Ha 6LbpeyYHNTE apTepun AN CbC CTEéHO3a Ha
fuOpeuHaTa aprepus Npy  eauHcTBeH  gyHKumMonupaw ©6uOpex, NPUNOXEHWETD Ha
NeKapCTBa, NOBAMABALLUN PEeHUH-aHMMOTEH3MH-aNA0CTEPOHOBATa CUCTEMA, MOXE Aa AoBeae
A0 NOBUIIEH PUCK OT TeXKa XUMNOTOHWA N BrbpeyHa HepOCTaTLUYHOCT.

BuOpeuHo yepexxiane wnu 6bb6peuna TpancnnaHTayma

[lpy NpUNOXKEHETO HA ONMecapTaH MeAoKCOMMA nNpu nNauneHtTn C  H6vOpeyvHo
YBpeXAaHE ce NPenopbYBa NEPUOAUYHO NpocieasiBaHe Ha CepyMHUR KaflMW N KPEaTHUHUH.
He ce npenoptusa MPUAOKEHUETO Ha OAMECapTaH MEefoKCOMWN NpU NauneHTV C TEXKO




6L6peyHo yBpeXxpaHe (KpeaTWHUHOB KpbHC < 20 mi/min) (Bx. 4.2 v 5.2). HamMa onur
npu MPUAOKEHUEHO Ha onMecapTaH MeaoKCOMUA NpU NauneHTU C HaCKOPO OCHLLUECTBEHA
6bObpeyHa TpaHCNNaHTauMa MAK NpU NaLUeHTn B KpaeH CTagni O yBpexxaaHe (KpeaTUWHUHOB
KnMpbHE < 12 mi/min).

HepHoapobHo yBpexaaHe

HaMa OnMT NpU NauMeHTH C TeXKo 4epHoapobHO yBpeXaaHe w Nopaan ToBa He ce
NpenopbyYBa NPUACKEHKETO HA OAMECAPTIOH MEeAOKCOMMA NPU Te3u nauveHTn (BX. 4.2 33
NPenopbKky 3a A03UPaHe NPY NALMEHTU C JIEKO A0 YMEPEHO YepHOAPOBHG yBpexaaHe, 5.2).

Xunepxanuemus

MoaobHo Ha Apyrv aHrmoTersud-I11-peuentophiu aHtaronucT n ACE nHxuburopu, npm
feYeHne C ONMECapTaH MEeNOoKCOMWA MOXE [3 HACTLNWM XUNepKkanwemms, oCcobeHo npwu
HapylweHa 6bbpeyHa (yHKUUS w/unU Chpaeuda HepoCTaThyHocT (BX. 4.5). Tlpu Teaw
MALMEHTHU Ce NPENOoPBLUBA CTPUKTHO NPOCNEAABAHE Ha HUBATA Ha CEPYMHUA Kanuu.

it

(lopobHo Ha Apyrvw avHrMoTeHsWH-11-peuenTopHM aHTaroHUCTH, He ce MnpenophLyYea
EAHOBPEMEHHOTO NPUAOKEHUE Ha OAMECAPTAH MEAOKCOMWA € NnTi (BX. 4.5).

CreHo3a Ha aopTHaTa MWAM MUTpanHata knana, oOGCTPYKTHBHA
XunepTpodMyHa KapguoMuonaTua

NoaocbHO Ha Apyrw BasoaunataTopy € HeodXoAMMO BHUMaHWE NP NauueHTH Cue
CTEHO32 HA A0PTHATA UAU MUTPaNHaTa Kiana, KakTo U ¢ oOCTPYKTUBHA xunepTpoduuHa
KapavoMuonaTua,

MbpBUYeH xXunepangocrepoHusbM

MauveHTUTe C NbpPBUYEH XMNEPanAOCTEPOHMU3IBM N0 NPUHUUM HE OTrOBapAT Ha
NIEYEeHWE C SHTUXMNEPTEH3UBHU NeKapcTBa, AEUCTBalM 4ype3 UHXMOupaHe Ha peHuH-
aHMMOTEH3UH anfoCTEPOHOBATa CUCTeMa. ETO 3allo nNpy Teau naumeHTy He ce nNpenopbusa
NPUAOKEHWETO Ha CAMeCcapTaH MeAoKCoMK.

ETHMueckn ocobeHOCTH

MogobrHo Ha ApyrM  aHMMOTEH3IUH-II-peuenTopHN  aHTaroHMCTM, egeKTeT Ha
O/IMECAPTaH MEefIOKCOMMUA BbpPXY KPBBHOTO HansraHe npu YEpHOKOXWU nauveHTu € no-chab,
B CpaBHEHMWE C OCTaHANNTE NAUMEHTH, KOETO ce 0BSACHABa Han-BePOATHN C HUCKUTE HUBA HA
PEHWHA NPH YEPHOKOXKUTE.

Apyrn

KakTo ¥ npu Apyrv anTUXMnepTeH3UBHU NEeKapCcrea, NPEKOMEPHOTO MOHMIKEHWUE HA
KPLBHOTO HansraHe npu NauveHTH C uoxemmuyHa 60necT Ha Cbpueto Wi UCXeMuuHa
MO3bUYHO-CbAOBa B0ecT MOXe fla goseae A0 wH(papKT HA MUOKapAa WAN UHCYAT.

To3n nexkapcTeeH OPORYKT CbAbpKa naktoza. [lauveHTute C  HacneAcTBeHu
HapyLleHus MpPY HENOHOCUMMOCT KbM ranaktosa, Lapp-nakraseH Aeduvuut vau CAoKo0-
ranakTo3Ha Manabcopbuma He TpabBa Aa NpUeMaT TO3U fieKapcTBeH NpoaykKT.

4.5 B3awmopeiicTene ¢ ApyrM NeKapCTBEHN NPOAYKTH i Apyrk popMn Ha
B3auMmoaencrame

EdeKT Ha Apyru nekapcTBa BbpXy OsiMecapTaH MEoKCOMMA

Kasmesn fOBaBKHU M Kanmuiu~CbXPAHABALUH Uy PeTULN

Basvpanucku ce Ha OonUTa C APYTY NeKapcTea, NOBAUABAWMU PEHWH-aHTUOTEH3UH-
anAoCTEPOHOBATA CUCTEMA, eAHOBPEMEHHOTO MNPWIOXEHUE Ha KaNMKU-CbXPaHABaWM
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AVYpETUUM, Kanuesn Ao0baBKy, CONEBu A0O6ABKY, ChAbPXAaWM Kanun nnn apyru NeKapcrea,
KOUTO MOraT fla yBenMyaT HMBaTa Ha CepyMHMA Kanud (Hanp. xenapuH), MOXe Aa foeene
RO noBulieHKe Ha cepyMHua kanud (BX. 4.4). ETOo 3aW0 He ce npenopbysa
€AHOBPEMERHOTO NPUROKEHNE,

LIpyrst SHTHXHITEDTEHINBHI SICKBDCTBA

ITOHVOKaBAWMAT KPbBHOTO HanAraHe edgekrt Ha onMecaptaH MEeAOKCOMMN MOXe Aa
Obe ycuned dpes epHOBPEeMEHHOTO NPUACKERWE Ha ApPYryM  aHTUXMNEPTEeH3UBHU

fleKapcrea.
HecrepongHn nporusossInanuresty cpeqcrsa (HCBC)

HCMNBC (Bknountento acetylsalicylic acid B aosn >3 g/aed u COX-2 unxmnduropute) U
aHrvoteHauH-II peuentopHWTEe AHTArOHWCTK MOrar Aa MMaT cuHepriuyeH edekT Bbpxy
HaMANeHMETO Ha rNoMepyriHaTa gunaTpauma. [Npu egHoBpeMeHHOTO npunokeHre Ha HCTIBC
W Ha aHMMOTEH3MH-II peuenTopHX aHTaroHMCTU MOXe Aa ce nposeu octpa 6bbpeuHa
HenOCTaTLMHOCT. MpenopyMBa Ce npocnepaBaHe Ha BbbpeuHaTa PyHKUMSA HA NauUWeHTa B
HayanoTo Ha NEeYEeHUETO U PeAoBHR XMAPaTaUuMs Ha NauueHTa.

OcBeH TOBa eAHOBPEMEHHOTO MPWIOKEHWE MOXE fa A0BeAe A0 NOHWUNEHWE Ha
AHTUXUNEPTEH3UBHUA e(PEKT Ha aHrMMOTEH3UH-I1 peuenTopHUTE aHTAaroHUCTU N A0 YacTUHHA
3aryba Ha epeKTUBHOCTTa WM.

Apyrvt Beecrsa

Cnen neveHue ¢ antacid {(aluminium magnesium hydroxide)} ce rabnioaaBa ymepeHo
HamaneHue Ha BuoHanMuHOCTTa Ha olmesartan. EAHOBpEMeHHOTO NpUioKeHue Ha warfarin
1 digoxin He okassa edexT 8LpXy PapMaKoKMHETMKATa Ha oimesartan.

EdpeKT Ha onMecapTaH MEAOKCOMWA BbpPXY APYrM nexapcrea

Tt

Npu eAHOBPEMEHHO MPUNIOKEHUE HA NUTUH € WUHXMOUTOPH Ha aHIMOTEH3WH-
KOHBEPTUPAIMA EH3WM W aHMMOTEH3WH-II peuenTopHU AHTAaroHUCTM € HabNAaBaHo
00PaTUMO NOBUWIEHWUE Ha CEPYMHUA NWTUW W TOKCUMMHOCTTa My. ETO 3awp He ce
MPENOPbYBE E4HOBPEMEHHOTO MPUAOKEHWE HA NUTUWA C ONMECApPTaH MeaoKcoMun (Bx. T.
4.4). AKO eAHOBPEMEHHOTO MPUAOXKEHUE € HANOXUTENIHO Ce npenopbyYBa BHUMATENHO
npocneasBaHe Ha CeEpYMHUS JIUTHIA.

Lpyrit seutecrsa

B cneuvdpuuHU KIMHUYHA M3NUTBaHUA CbC 3ApaBU  A0OpOBONUM Ca NPOy4HeHu
BapdhapuH, AWTOKCUH, anTauua (MarHesueB anyMUHKEB XMAPOKCUA), XUAPOXJIOpOTUa3NA W
npasactatud. He ca HabniopaBaHh KAMHWIHO 3HAUMMK BIAUMOAENCTBMA W B YacCTHOCT
OSIMECAPTAH MEAOKCOMUA He oKa3Ba curHudmkadTed edexr supxy dapMakOKUHETMKATa W
dapMakoaMHaMUKaTa Ha eapdapuH u Bbpxy PapMaKOKUMHETUKATA HA AUITOKCUH.

OnmMecapTaH MEQoKCOMW1 HE OKa3Ba KMUMHUYHO 3HauuM UHXUOUTOpEH egekT In vitro
Bbpxy UMTOXpOoM P450 eHzumute 1A1/2, 2A6, 2C8/9, 2C19, 2D6, 2E1 n 3A4 Ha xopa. He
OKa3Ba WM UMa MMHMMaNEH MHAYUMpaLl edeKkT BbPXY akTMBHOCTTA Ha uuMtoxpoM P450 Ha
nmexose. ETO 3au0 He €2 NPoBexAaH NPoyYBaHnAa 33 B3aWMOACUCTBUA N ViVo C M3BECTHU
UHXUOUTOPU U MHAYKTOPU HA P450 uMTOoXpoM eHauMa U He Ce OU3KBaT KAWHWUYHO 3HaUMMu
B3aUMOJEUCTBUA MeXay OfIMecapTaH W nexkapcrsa, KOUTO ce Metabonusupar oT
ropenabpoeHuTe yutoxpoM P450 eHauMu.

4.6 bBpeMeHHOCT M KppMeHe
bpeMmeHHocT (B)X. 4.3)

ivncea onuT 32 NPWIOXKEHWETO Ha ofiMecapTaH MEgoKCOMW Npu OPEeMEHHU XEHMU.
WmMa obauve AaHHKM, ye nekapcTBa, KOUTO ASACTBAT AUWPEKTHO Ha PeHUH-aHrMOTeH3UHOBATA
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cUCTEMa, NpUAAraHy Npes BTOpYU U TPETU TPUMECTBP OT BpeMeHHOCTTa, BOAST A0 QEeTanHo
M HEOHATANHO yBpEeXAaHe (XUNoToHUA, 6b6peuna ANCOYHKLUMNA, ONUIOYPUA N/UAn aHypus,
ONUroXuApaMHMOH, YepenHa XuMnonnasus, BbTpeyTpobHO 330aBAHEe HA pacTexa,
GenogpobHa xunonnasuna, NUUEBM aHOManuM, KOHTapKTYpa Ha KpauHuuute) v aopu Ao
CMBPT.

ETO 3awo, noaobHO Ha BCUMYKM AEKAPCTBa OT TO3M KNAc, NPUNOXKEHWUETO Ha
ONIMECaPTaH MefOoKCOMUA € NPOTUBONOKA3aHO MO BpeMe Ha BTOPU U TPETU TPUMECTHD OT
6pemeHHocTTa. OCBEH TOBa ONMecapTaH MefoKkCoMun He Tpsibsa Aa ce npuaara no speme
HA MbpBKA TPUMECTBHP. AKO N1I0 BpEMe Ha NleueHUe XeHaTa 3abpeMeHee, NPUAoKEHNeTo Ha

ONMecapTaH MeokKcoMun Tpsbea BegHara Aa ce npeycraHosu.

KupMene (B, 4.3)

Olmesartan ce oTAena B MAAKOTO Ha KbpMewu nnbxose. He e U3BECTHO [a/m ce
eKCKpeTUpa B KbpMaTa nNpu xopa. XeHute, neKkysawln Ce C OnAMeCapTaH MeAOKCOMMUA, He
TpAGBa fa KbPMAT.

4.7 EdexTy BBpXYy CcnocabHoctTa 33 wodupase u padora C MaunHn

He e crneuvanyo npoydeHo BavanueTo Ha Tensar® supxy CnocobHOCTTa 3a wotupaHe.
MNpu wodpupade wunu pabota ¢ mawmnn TpadsBa Aa ce viMa NpeaBwa, Y€ NO BpeMe Ha
AHTUXUNEPTEH3INBHA TEPAMUSE MOXE A HACTHAW 3aMaAHOCT WK OTNAAHANOCT.

4,8 Hexwenann nexkapcrseHH peakynm

MoCT-MapKEeTHHIOBY NPOYYBaHNNA

B NOCT-MapKeTUHIroBH NPOyYBaHUA Ce CboOLlaBa 3a CIeAHUTE HEXENAHN peakunu:

Te ca KhacupununpaHu nNo CUCTEMM M OPraHu M Ca NoAPeAeHW No YEecToTa, KaTo Ce
CnasBa cregHus npuHuun: MHoro uvectu (21/10); vectw (21/100, <1/10); HeuecTw
(2171000, <1/100); peaxu (21/10000, <1/1000);MHOro peaku (<1/10000), sxnounTenHo
U30NNPaHnu Chydyau.

CucreMa/opraH

HapylieHna oT CTpaHa Ha KPbBTa U TpoMboUUTONEHNA

nuM@dHarTa cucrema

HapylueHUA Ha HePBHA CUCTEMA 3aManHoCT, rnasobonue

PecnupatopHu, mbadu v Kaiunnuya

MeauacTuHanHW HapyweHus

{ CroMaLWWHOYpeBHU HapyweHus | KopemHa 60sKka, raaene, NoBpbiyaHe |

HapylueHus Ha KoXaTa v noaxoxHata | Copbex, exlaHtem, 06pums.

TbKaH Aneprudni CoCTORHWA, KaTO aHTMOHEBPOTUEH
OTOK, anepruyeH AepMaTuT, HWLEB OTOK U |
YPTUK2pUA

HapylweHusa Ha MyCKynHO-CkeneTHaTa MycKyHW KpaMnu, MyUanrus i
CHUCTEMA U CheAUHUTENHATa ThKaH
HapyuieHus Ha 6ub6peuurte 1 nukournwtTe | OcTpa 6vbpevta HeROCTaTHHYHOCT U HapYIUEHa

NbLTUILA 6vopevHa MPyHKums (BX. Cbilo nabopaTtopHu
+noxaaa1'enu)
Q6w HapyleHna U edexTy Ha MACTOTO | ACTEHWHHW CbCTOAHWA KaTO aCTeRUA, yMOpa,
F
Ha OPUNOXEHUETO netaprvs, obwa cnabocT
NabopaTopHu nokasarenw TecroBe 3a abHopMHa 6ubpeyHa pyHKUMA KaTo |

NOBMIUEH KpEaTUHUH B KPLBTA, NOBULLIEHa Ypes
B KpbBTa, NOBUWEHU YepHOAPOOHK eH3nMU

KJTHHMYHK NPOoYHBaHUA



B psoiHo-cneny, nnauebo-KOHTPOMpPaHy NpoyuBaHMA, oOWATa 4YecTota Ha
HeXenNanuTe peakuyvu, NOABMNAM C2 NO BpeMe Ha MOHOTepanua ¢ OfIMecapTaH MefqoOKCoOMU €
42,4 %, a npu nnayedo — 40,9 %.

B nnauebo-KOHTPONMpaHn NpoyuyBaHus NpPU MOHOTEpanus, eAWHCTBEHATa HeXenaHa
SIeKapCTBeHa peakums, KOATO KAaTEropyyHO € CBbp3aHa C NeveHuneTo, € 3amasHoct (2,5 %
npu onMecaptad megoxcommn u 0,9 % npu nnauebo).

MNpy nNpoabMKUTENHO nedeHue (2 roAvHW), 4vecToTata Ha NpeyCcTaHOoBABaHE Ha
NEYEHWETO Nopazr HeXenanu cvbutua e 3,7 % npn 10-20 mg onMecaptaH MEQoKCOMUA
e0VH BT AHEBHO.

BbB BCUUKU KMMHUHHW NpOyuBaHWsg C OAMECAPTAH MefOoKCcOoOMUN (BKMIOYUTENHO B
MPOYyYBaHWA C aKTWBHA KOHTPONa, KAaKTO M C KOHTpon ¢ nnauebo) ca HabnoaaBaHu
M30pOEHUTE HeXendaHn CbbUTUA, He3aBUCUMMO OT NPUYNMHHO-CNEACTBEHATa BPb3Ka Wwim OT
yecTtoTata cnpamo nnauebo. Te ca xknhacwpuuupanHu Mo CUCTEMUM U Ca noapeacHn no
4YeCTOTA B HM3XOAALL peA:

HapyueHnsa Ha HEHTPAIHATE HEPBHE CUCTEMAE

YeCTu: 3aMafHoOCT
He4yecTu: BepTUro

ChpASYHOCHAOBY HAPYLILICHNS

Peaku: XUnoToHUs
HeuecTu: aHruHa nexkropuc

Hapyiuennsa Ha AnXaTenHara cheTeMa:
YecTin: OpOHXUT, Kawnuua, GapuHruT, puHUT

CTOMBLIHOYPEBHN HaPYWeHHS
Uectu: KopeMHua 60nka, avapna, QUCNencus, raCTPoeHTepUT, raeHe

Hapyweruss Ha KoXara # npHAaTuLUN
Heuvectn: obpus

HapywieHus Ha MyCcKyIHO-CKeIeTHATa CHCTEME
Yectn: aprTput, 60nka B ppba, kocTHa HonKa

HApyuieHmsn Ha OTASIHTETIHATa CHCTEMA
Yecto: xematypua, udderuunn Ha oTaesmrTenHata CUCTeMa

Obtift HapyLieHns

Yectn: rpbaHa 60nka, OTNAAH3NOCT, rpunonoaodbHn cuMaToMu, nepudepeH oTok,
bonka

OTKAOHEHHS B 1300PATOPHUTE NOKA3aTeNMN

B nnauebo-KOHTPOAUPpaHW npoydBaHua MNpUY MOHOTEpanMA MANKo NO-4yecTo ce
fPONABABa XWUNEepTpurvuepuaeMus npy npunoXeHUe Ha OfIMEecapTtaH MeaokcoMmun, B
cpastenue ¢ nnayebo (2,0 % cnpamMo 1,1 %), kakTo ¥ noBuWweHa KpeaTuHnHbochokMHa3a
(1,3 % cnpsamo 0,7 %).

OtknoHenuaTa 8 nabopaTopHuTe nOKasatenu, HabmogasaHu BbB BCUHMKU KAUHWUYHW
npoyyuBaHUs C ONMEcapTaH MefOKCOMUA (BK/NOUWHUTENHO W TEe3u, HEKOHTPONUPaHu <
nnauebo), He3aBuCUMO OT MNPUYUHHO-CNEeNCTBEHATa BPB3IKA WM C YeCcToTd, CpaBHuMa C
nnayebo, ca:

MeTabo/mTHI 1 XDAHOCMHIATETHIN HaDYIIEHHRA




YecTu: nosylweHa KpeaTuHuHDOChOKMHA3a, XUNIEPTPUT AULpUAEMUS,
XnepypuKkemMms.
Peaku: xunepkanuemus.

HepHORPOOHO-XIThYHY HAPYLLEHNSA
YeCTu: NoBULLIEHW YepHOADPODHW eH3MK

AonbnHurendHa nHgpopMayMa 3a cneyranHu nonynaumnu

Mpy NauveHT B HaNpeaHana Bb3PacT YECToTaTa Ha XUMNOTOHUATa € NeKo NoBULIEHaE,
OT PAAKA A0 HeyecTa.

4.9 [lpepo3upaHe
M2 OoCKbAMW flaHBW 33 npepo3vpaHe Npu xopa. HaW-BepOATHUAT CUMTOM nNpu

npeao3upaHe e xunoToHua. B Cnydaid Ha npeao3npaHe, CbCTOAHWETD Ha NaunedTa Ce
npocneanBa BHUMATENHO U Ce NpuNara CUMITTOMaTUHHO U NOAADPXKALO NeYeHue,

Hama nHdopmaumna aanu olmesartan ce o4uMCTBa C Ananuia.

5. GAPMAKONOIrMYHN CBOUCTBA

5.1 <®PapmakoguHaMHMuHHW CBOUCTBA
dDapMakoTepanesTUUeH Knac: aHrMoTeHsnH 11 aHTaroHucTu
ATC koa: CO9C A 08

OnMecapTaH MEAOKCOMMN € MOWEH, NEPOPaAHC 3KTUBEH, CENeKTUBEH aHrMoTeH3uH 1l
peuentoped (Tun AT,) aHTarohwct. Mpeanonara ce, 4e GnOKUpPa BCUUKWU AGUCTBUSI Ha
aHrmoTeHsuH 11, Meaunpadn upe3 AT; peuenTopure, HE3aBUCUMO OT U3TOUHUKA WU HaunHa
Ha CUHTE3upaHe Ha aHrnoTeHsuH II. CenekTUBHUAT aHTaroHn3bM Ha aHrMoTeHsunH II (AT,)-
peuenTopuTe BOAM A0 YBenudeHue Ha NNasMeHUTe HUBA Ha peHuHA N Ha KOHUEeHTpauuute
Ha aHrmoreHsnH I v II, KaKTo # B M3BECTHA CTeneH HaManeHwe Ha MnnasMeHuTe HuBa Ha

aNAoCTEPOHA.

AHrvoTeHauH II e rnaBHMAT Ba30AKTUBEH XOPMOH Ha PeHWH-aHTMOTEH3UH-
anAoCTepOHOBATa CUCTEMA M Urpae BaXKHa poAna B NATOreHe3aTa Ha XMNEePTOHUATA Ypes Tun

1 (AT;) peuenTtopuTe.

[Tpyn XMNEepToOHWA OAMecapTad MEAOKCOMWA BOAW A0 A030-3aBUCHMO, NPOABIIKUTENHOD
HaManeHue Ha apTepuanHoTO KPLBHO HanAraHe. HAMa AadHu 33 XUNOTOHUA Ha NbpBaTa
033, 33 TaxXn@PUAAKCUA NPU NPOABLMKUTENHO NedeHue vav 3a pebayHa-xunepToHua cnep
npeycTaHOBABAHE Ha TepanuaTa.

EAHOKPATHOTO NPUAOKEeHWE Ha Aed Ha OnAMecaptad MeaOKCOMWN  OCurypABa
edEeKTUBHO U (LNABHO NOHMKEHWE HA apTepuantoTo HanAraHe B NPOALMKEHNE Ha Lenus
24-4acoB f030B yHTEpBan. EAHOKPATHOTO NPUNOXEeHUe Ha ASH BOAW A0 HaManeHwe Ha
apTEPMANIHOTO HaNfraHe, €AHaKBO C TOBA HAa NPUNOXEHWE Ha cbularta oblla AHeBHA [O3a
AB3 NMbTU AHEBHO.

[lpy NPOALMAKMTEAHO NPUAOKEHME, MAKCUMANKRO NOHWXABaAHE Ha apPTePUannoOTo
HanAraHe ce NOocTura 8 ceaMuun Cnep 3anoysaHe Ha TepanuATa, BPbiPeKW e IHAMUTENHO
HaManeHne ce HabnAaBa owe chef NLPBUTE 2 cefMuuv OT nedeHueTo. EQHOBPEMEHHOTO
npunoxeHune ¢ hydrochlorothiqzide ce nonaca godpe v Bogu A0 ACMBAHUTENHO NOHWXKEHUe
Ha apTepranHoOTO HanAraHe.

Bce oue He e wu3lsecteH edekTsT Ha olmesartan BbpXy CMBPTHOCTTA U
3aboneeaeMoCTTA.

5.2 @DapMaKOKMHETHUHM CBOUCTBA




Pe3zopbyuunsa n pasnpenenenmne

Onmecaprad MeaoKcoMun € npeanexapcreo. fipn pesopbupane o7
rAaCTPOMHTECTUHANHUA TPaxkT Obp30 ce npeBpblla 8bB  (PAPMaKONOrMdBRO  aKTUBHWA
meTabonut olmesartan OT ecrepasutTe B 4peBHaTa NWrasMua U B NOpPTanHata KpbBHa

MPEXa.
B nnasMata unu eKcKpeTUTe He Ce OTKPUBAT aKTUBHOCTU HA MHTAKTEH OMEecapTaH

MEefOKCOMMAT WAM WHT3KTHW CTpaHMdHKM Bepyrii Ha medoxomil. CpegHata abconkoTHa
buoHanMUHOCT Ha olmesartan, npunoxeH noa ¢opMarTa Ha Tabnetku e 25,6 %.

CpeaHaTa nMKoBa nnasMeHa KoHueHTpauus (Cha) Ha olmesartan ce poctura B paMkute
HA 2 4aca Cneq nepopanHo MNDUOXEeHWe Ha ONMeCapTaH MEAoKCOMW, a nnasMedvTe
KOHUEHTpauumM Ha olmesartan HapacTsar MOYTU AMHEAHO C HAPaCTBauM EeAHOKPaTHU
nepopasnHy A03U A0 okono 80 mg.

XpaHata OKa3ka MuHMManer edeKkr Bupxy buoHammuHOCTTa Ha olmesartan v 33T0oBa
onMecapTaH MeaOKCOMMUN MOXKE Aa Ce npunara ¢ unn 6es xpaxa.

He c¢e Habnopasar KAMHWYHO 3HAYMMU  NOAOBO-32BUCHMU  DPa3/TMKN  BbB
dapMakoKuHeTukaTa Ha olmesartan.

Olmesartan ce CBbp38a BbLB BUCOKA CTeneH ¢ nnasMeHute berrbuun (99,7 %). Bunpexu
TOBA, BH3MOXHOCTTa 338 KNMHWYHO 3HAYUMKM NIEKapCTBEHW B3auMOAEHCTBUA Ha olmesartan C
APYfM NeKapCTBa, CBbP3BallM CE BbB BUCOKA CTENeH C mMnasMeHuTe 6entoblu, 4Ypes
M3IMECTBAHE OT MEeCcTaTa 3a CBbp3BaHe, € HMCKA. ToBa ce NoTBbpXAaBa OT AMNCATa Ha
KNWHWIHO-3HaYMMK  B3aMMOASNCTBMA MexXxay OAMecapTaH MeaoKcoMun u  warfarin.
CBbp3BaleTo Ha olmesartan ¢ KPbBHUTE KNETKU € HesHaduTenHo. CpegHuat obeM Ha
pasnpeaeneHne ciel UHTPAaBEHO3HO NpuaoXKeHre € Marmbk (16-29 1),

MeTaGonusnM n ekckpeynn

O6ukHoBeHO obmAaT nnasmed KnupwHe € 1,3 I/h (CV, 19 %) n e cpaBHUTENnHO MANBLK
B cpasHeHMe C JepHoapobuna kpbeotoK {okono 20 I/h). Cnep eaHOKPaTHO NEPOPanHo
npuaoXeHne Ha benasaH ¢ 1C-onmecapran meaokcommn, 10-16 % OT PagVOAKTMBHOCTTA Ce
OTKpWBA B ypuHata (MO-ronaMaTa 4YacT B PaMKUTE Ha 24 uaca OT NpUoXeHueTo), a
OCTATLKbLT OT OTKPUTaTa pagvoaKTMBHOCT ce eKcKpetupa Bbe deueca. NMauku npeasun
CUCTEMHATa HAANYHOCT OT 25,6 %, Moxe aa ce 3akmouy, 4e abcopbupaHuar olmesartan ce
enMMuHupa v Jpes 6ubpeyHa ekckpeuna (okono 40 %) K uypes xenato-Ownuapta
ekckpeums (okono 60 %). LisnoTo KONUYECTBO PaaVcAKTUBHOCT € uaeHTUDWLUPAHO KaTo
olmesartan. He ce oTKpuBa Apyr 3HauvM MeTabonunT. EHTepoxenTanHuaT MeTabonusbM Ha
olmesartan e MuHuManed. TbM Kato ronaMo konuuecTso olmesartan ¢e exckperupa Jvpes
XUTbYKATA, NPUAMKEHWETO My NPU NaumMeHTu ¢ dunuapHa oBCTpYyKuUA e NPOTUBONOKA3aHO
(8. 4.3).

TepMUHANHUAT enUMUHILMOHEH TIONYXUBOT Ha omesartan sapmpa Mexay 10 u 15
Yaca cnefi MHOCOKpPaTHO NepopanHo Ao3paHe. Steady state nna3MeHu KOHUEHTpauwu ce
ACCTUraT CNepl MLPBWUTE HAKONKO A03M W cnea 14 AHM MHOrokpatHO A03UpaHEe He Cce
HabnMogasa [OMLAHWUTENHS akyMynaumn. Bubpeunnat knmpbHe e okono 0,5 - 0,7 i/h n e
He3aBUCUM OT [03aTa.

PapMaKOKMHETHUKA NPpU cneUunUURA Frpynv

[aLjteHT B HANMPEAHAIG Bh3DACT
Mpn xunepronnumn, AUC B stady state cbcrosHWe ce yBenudasa ¢ okono 35 % npu
NauMeHTM B HanpeaHana Bb3pacT (65-75 roauHn) n € okono 44 % npu naumeHtTn > 75
roAuHK, B cCpaBHeHne C NO-MNaan nauMeHTH, ToBa MOXE Aa € NOHE OTUaCTU CBHbP3AHO ChC
CPeAHOTO HaManeHue Ha 6vbpeuHaTa dyHKUMA NPy Te3U NALMEHTH.
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bpbpeyuto yBpEKIIHE

Mpyn naumeHTn ¢ 6bb6peuHa HepoctraTwyHOCT, AUC B stady state cecCrosHwe ce
yBenuuana C 62 %, 82 % 1 179 % CbOTBETHO NPU NauueHT¥ C NIeKO, YMEPEHO W TEXKO
HapylweHa 6u6pena dyHKUMA, B CpaBHeHue CbC 3apaBu KOHTponu (BX. 4.2, 4.9).

YepHOAPOOHO yBpexgaHe

Cnesy e4HOKPATHO NEPOPAnHO NPUNIOXEHWE Ha olmesartan Npy nauneHTU C NeKo Ao
yMEepeHo HapyiueHa yepHoapobtha gyHkum, AUC B stady state cbcrodaHne ce yBenuuyasa C
6 %, CLoTBEeTHO 65 %, B CpaBHeHuWe CbC CLOTBETHUTE 3ApaBu KOHTPOAU. [lga 4aca cnepl
NPpUNOXEHUE, HECBLP3aHUAT olmesartan nNpu 3ApaBU KOHTPONW, NPpW NAuHeHTn C Neko
HApyWweHa U NpV NauMeHTH C yMEpPEeHO HapylueHa uYepHoapodbHa dyHKUWA ca CbOTBETHO
0,26 %, 0,34 % u 0,41 %. [Mpyn naureHTU C yMepeHo yepHORPOOHO YBpeXAaHe, cpeaHaTa
AUC Ha onMecaptad e cbwd 65% no-BUCOKa, B CpaBHeHWE CbC ChOTBETHUTE 3APaBH
koHTponau. CpeaHute crolHocTM Ha CmaX €3 CXOAHW NPW NauveHTy C yepHogpodOHO
VEpeXAaHe wavi Npu 3apaev uwHausvaun. OnMmecaptaH MEgoKCOMUN He € NpOoydBaH Mpu
NAaUMeHTU C TEXKO HapylweHa yepHoapobHa pyHKUuMA (BX. 4.2, 4.4).

5.3 [pepwinununn fadnin 3a esonacHocT

[lpy M3NUTBaHUA 33 XPOHMHHA TOKCMYHOCT NPU MNbX0BE K Kyyera, onmecaprad
MEROKCOMUA AEMOHCTPUPa earakbe edexT ¢ apyrute AT, peuentophu aHTaroHncTy n ACE-
UHXMOUTOPK: NOBUWIEHA YPes WM KpeaTuHue B KPuBTa ((PYHKUMOHANHW NPOMEHN B
6vhpeunTe nopagu 6noKupaneTo wa AT -peuenTopure);, HaManeHue Ha CopAcyHaTa Maca;
OHWKEHWE HA epUTPOLUTHNA DpOiL, XeMOrnobBuHa N XEMaTOKPUTa; XUCTONOMMUYHN AaHHU 33
6vbpeuno yBpexpane (pereHepatusHU ne3un Ha O6vOpedqHus enuTen, yacbensBaHe Ha
bazanHuTe MeMbpaHu, Aunatauma Ha Tyoynure)., Te3n HexenaHn eextyn, NpeansBuKaHu
OT (PapMaKo/IONUYHOTO AEMCTBME HA OfIMECApTaH MEeAOKCOMMA, Ca HabnioaasaHn WU 8
NPeAKIMHUYKN NpOoyYBaHUA 33 Apyrv AT,-peuenTopHu aHtaroHuct v ACE-uHxuduTopu w
MOXE Aa Ce PeayuHrpaT C eQHOBPEMEHHO NPUNOXEHUE Ha HATPUEB XIOpHA.

WU npy aABeTe uanuTBaHuA ce HabmofaBa yBenudeHUe Ha NnasMeHaTa peHMHOBa
aKTUBHOCT W xunepTpodusa/xunepnnasus Ha KKCcTarnomMepynapHus anapat Ha 6vbpeka.
Te3n ethekT!, KOUTO Ca TUNNUHU 33 ACE-uHXnbuTopure 1 AT -peuernTopHUTE aHTaroHNCTW,
He NOKAa3BaT KAMHUYHa 3HAYMMOCT.

(logobHO ta Apyrv AT -peuenTopHW aHTaroHWCTh, OANMECAPTaH MEAOKCOMMA
NOBMILIABA YECTOTaTa Ha XPOMO3OMHaTa uJynAuMBOCT B KNETbYMHU KyATypw in vitro. He ce
HabmogasaT 3HayuMK edhekT B HAKOAKO in vivo Npoy4YBaHnA C ONMecapTadH MegoKCoOMun B
MHOro BuCOKM Ao3mn Ao 2000 mg/kg. Criopea obuwwre gaHHW OT MPOYYBAHWMATa 34
FEHOTOKCUYHOCT € MHOIM0 MankKo BEepOATHO ONMEeCcapTaH MeaokcoMuA A3 OKa3lsa
reHOTOKCUYEeH ePeKkT NPU KNMHUYHO NpUnoxeHue.

Onmecaptal MEQOKCOMUAT HE MOKa3Ba KaHUEPOreHHOCT HUTO Npu 2 rOAWLLHO
Npoy4BaHEe MpU NABXOBE, HUTO NpW ABe 6-MeCeYHW NPOY4YB3HUA 33 KaHUEPOreHHOCT NpH
MULUKK, NPY U3NON3BAHE Ha TPAaHCreHHN MOopenu.

B penpoayKTUBHKU NpOy4BaHUA C MAILXOBE, O/IMECAPTAH MEAOKCOMMN He NOBAUABA
NAOAOBUTOCTTa U HAMA AOKA3aTeNCTBa 33 TepatoreHeH edekT. MopocdHo Ha apymm AT II
AHTAroOHUCTW, CNEA EKCNno3uuMs Ha OnNMeCapTaH MeaOKCOMUI, [peXuBAEMOCTia Ha
NOKOMIEHMETO HaAMaNABa, a CNef eKCnoIuUMA Ha GpeMeHHN XUBOTHU B KbCHUTE CTagun Ha
bpeMeHHOCTTa M M0 8peMe Ha nakrauma Ce HabniopasaHa nenBuvHa AwnaTauna Ha

6nbpexa. [loaobHO Ha APy aHTUXWUNEPTEH3WBHKW NEKapCTBa, ONMECApPTaH MEeAOKCOMWUS
AEMOKCTPMPA NO-BUCOKA TOKCUMMHOCT Npyu 6peMeHHM 3auuu, B CcpaBHeHue C GpeMeHHU
NNBLXOBE, HO HAMA AaHHW 338 (PeTOTOKCHMYEH edeKT.




. PAPMALIEBTUHHMN QAHHN
6.1 Cnnconk Ha noMoUHMTE BeUiecTBa

ChpUeBsHa Ha TabneTKara

MUKPOKPDUCTaNHA LIeNyno3a
JNlakro3a MoHOXUaApPaT

XUapoxcunponuiuenyinosa
MarHesmes creapat

OOBnBKa H3 Ta0ReTxara

TuTanuves guokeua (E 171)
Tank
XunpoMenosa

6.2 HecbBMeCTHMOCTH
e e NPUACHUMO.

6.3 CpoK Ha rogHocT
3 roAvHMK.

6.4 CneuunanHu ycnoBna Ha ChXpaHeHue
HAaMa cneuvanHu ycnoeus 3a ChxpaHeHuve.

6.5 [lanHM 33 onakoBKaTa

NaMuHUpaH noavaMmma/anyMUHWA/NoNMBYHUNXNOPHA/anyMuHnes bnucrep.
Onaxoska oT 14, 28, 56 u 98 u 10x28 ¢unmupann T1abnetin.
OnaxoBka ¢ nepdopupann 6ancrtepu 33 eamunua posa ot 10, 50 u 500 pvnMupanu

TabneTku.
Moje Aa He Ce NPoAaBaT BCUYKK TONIEMUHU Ha ONaKoBKaTa.

6.6 MWMucrpykuwnu 3a ynorpeba
JlvnceaTt cneyuantn NPenopbKu,

7. NPUTEXXATEN HA PASPELLEHMETO 3A YNOTPEDBA

Menarini International Operations Luxembourg S.A.,
1, Avenue de la Gare,
1611, Mioxkcembypr

8. HOMEP(A) HA PASPELUEHVETO 3A YNOTPEGA

Tensar® 10 - N® 11-11940/28.11.2005
Tensar® 20 - N2 I1-11941/28.11.2005
Tensar® 40 - NQ I1-11942/28.11.2005

9. DATA HA MbPBO PASPELLUABARE/NNOAHOBRBAHE HA
PA3SPEWWIEHUETO 3A YITOTPEBA

28.11.2005

10. AATA HA AIGYAJTIMSUPAHE HA TEKCTA
ionu 2007
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