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3. JiekapcrBeHa popma
Tabnetku

Tabnetknte ca 6Genu, npoawnrosaTty, ¢ rpasmpad kog “50H” oT egHaTta cTpaHa U cuMmBona Ha
KOMIaHWUATA OT gpyrara cTpaHa.

4, KnuHu4yHM ZaHHN
4.1. HokazaHus

Jlevenine Ha ecelUManHa XUNepPToHus.

4.2, NozupoBKa U HAYKMH Ha MpUNoXxeHue

Bo3pacTHu
Q0GukHoBeHO ediekTUBHATa Ao03a € 40 mg BefHBbX AHEBHO. Hsaxon nauneHTi Morart fa ce NoBAuasaT

A0pu 1 0T gHeBHa [o3a oT 20 mg. B crny4anTe, B KOUTO HE ce NMOCTUra XenaHoTo KPpbBHO Hansraqe,
posata telmisartan moxe aa ObAe noeulleHa MmaxkcumanHo o 80 mg BegHbX AHeBHo. Karto
anTepHaTuea telmisartan Moxe na 6bge npuiarad B KoMOuHaUWA C© QUypeTuUyr OT ThasuaeH Tun
KaTo XUAPOXNOpPOTUa3nG, C KOMTO JOMBIHUTENHO C& NOHWKaBa KPBBHOTO Hansrawe. fpn peweHne
33 nopuaBaHe Ha gosara, Tpsbea ga ce uMa nNpefBui, ve MakCUManHuaT anTuXMNepTeH3MBEH
eteKT ce AocTura B pamMkuTe Ha 4-8 ceiMuL crnep HavanoTo Ha neyeHune (BUX pasgen 5.1).

Hapvieuua B 6L0peuHata dyHKUUA

[Mpy nauMeHTH ¢ NEKo 40 yMepeHo Hapyllenne Ha OkbpevHaTta (hyHKUNA HE ce Hanara npomsaHa B
poanpoBkata. Chljecmeysauwjusim onuni n[pU  HayueHmu © MEXKU HapyweHust Ha
6nbpeynama yHKyus  unu xemoduanusza e ozpaxudeH. llpu me3u nauueHmu ce
nperiopbYyea No-HUcKa HavyanHa dosa om 20 myg (BwK pasgen 4.4).

Hapyienusi B YepHonpobHaTa dhyHKUMs
Mpy¥ NauWeHTn ¢ iekN A0 CPefHK HapyleHua B YepHoapobHaTa dyHKUWA [03MpoBKaTa He TpsadBa
na Happuaea 40 mg BefHBX gHEBHO (BWK paspen 4.4).

Bonuw B HanpenHana BL3pacT
He e HeoOxXoguMmMo cneuranHo Kopyurnpade Ha goaara.

HAella ¥ OHoIIYN
Hama pgaxHwn 3a BesonacHocTTa ki edukacHocTTa Ha Micardis np
Bb3pacT.

toHoWwK oo 18 roguuHa

4.3. [poruBonokasaHus
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e (CBpbXuyBCTBATENHOCT KbM NMEKapCTBEHOTO BEILECTBO MNN KbM HSKOE OT NOMOLLHNTE BelllecTsa
(emx paspen 6.1).
Bropo 1 tpeto TpuMecedne Ha BpeMeHHOCTTa U KepMeHe (B pasgen 4.6).

e OO0CTpYKTUBHK 3aD0risiBaHNsA Ha XIThYHUTE NbTALLE.
Texxy HapylleHnA Ha YepHoapobHaTa hyHKUMA.

4.4, Cneuunanuu npenynpexgeHus U CreLUanHy npennaszHy Mepku npu ynotTpeba

HapyweHus B yepHoapobHata dyHKUMS

Micardis He TpsGea Aa ce npunara npu BonHK ¢ XoNecTa3da, ¢ XbyHu OBCTPYKTVBHY HapylleHWs
WNn Texka JYepHoppobHa uHcydbulmeHuus (Buwx pasgen 4.3), T Kato fc-ronsmara 4act oT
telmisartan ce enumuHupa upes xnwvukarta. [py Tesu nauweHT™ MoXe ga cé oYakBa HamaneH
yepHogpober knnpbHe. Micardis TpsGea pga ce npunara BHUMATENHO NMPU NauMeHT ¢ Aekn GO
cpefxM HapylieHua B YepHoapobharta gyHKUMA.

PeHoBacKyapHa XUnepToHns

Korato naumeHT CbC CTeHO3a Ha pgpeTe ObOpevHn apTepumn WM CTEHO3a Ha apTepuaTta KbM
epuHMYeH dyRkumoHnpan) 6ubpek ca 6uiK TpeTupaHu ¢ nexapcTsa, HoBnusBallN cucTemara
PEHNH-EHMMOTEH3NH-ANGOCTEPOH ChLUECTBYBa MOBULLEH PUCK OT TEXKa XunoToHust u GbbpedHa

HeAoCTaTEYHOCT.

HapyweHus B 6u6peyHara dyHKLMs ¥ 6bbpaded TpaHcnnasTar

Korato ce manonsea Micardis npy naumeHT ¢ HapyweHa ObbOpeyHa yHKUMA, Ce npenopbysa
MEePUOANMHO MOHUTOPUPAHE Ha Kanus U CEPYMHOTO HWBO Ha KpeatuHuHa. Hama AocTaThbyHO faHHN
Mo OTHOWEHWE Ha npunoxenuetTo Ha Micardis npy nauuveHTw, npeTbpreny Hackopo GbbpeuyHa
TpaHChNaHTauUus.

HamarieH ofem Ha BMpkynupallara Kobe

CumnToMaTUyHa XMnoToHUA, 0cobeHOo cfied MbpeaTta A03a MOXe A4a ce Habnwgasa fpu NauneHTr ¢
TEXBK HaTpuesB geduunT unu HamaneH ofem Ha uMpkynupallaTta KpbB Mpu MOLHa auypetudHa
Tepanus, AneTa ¢ OrpaHuyeHo mpuemaHe Ha con, GWapus Wnu nospbliaHe. Taknsa ChCTOAHWSA
Tpsabea ga 6vgart KopurMpanu npegu npunoxenue Ha Micardis. Hatpuesusat gedvuur wwuny
HamanehuaT obem Ha uupkynupallata kpbe Tpsadea aa Obae Kopurupad npean npuioXesne Ha
Micardis.

Opyrn cbecTosHUA CbC CTUMYSIaLIMA Ha CUCTEMATA DEHVH-GHIKOTEH3WH-aNna0CcTEPOH
Mpy nauxeHT, YUATO BackyriapeH TOHYC U BbBpeyHa YHKUMA 3aBUCAT OCHOBHO OT aKTUBHOCTTA
Ha cucTemara peHWH-aHMOTEH3UH-anfoCTepPoH (Hanp. RaLWeHTV C TEXKa 3acTolHa ChpaevHa
HEA0CTaThYHOCT UNK nognexallo 6xopeuHo 3abonsBaHe, BKIOYUTENHO 1 CTeHo3a Ha DubpevynaTa
apTepus), JIEYEHWETO € JpYri flekapCcTBEHW TIPOAYKTW, KOWTO [MoBnMaBaT Tasw cucTema
NPSAMSBUKBA OCTPa XWNOTOHWS, XUMEPaszoTeMus, ORWUIYPUA unu pRaka ocTpa Onubpeqda
HEeJOoCTATBYHOCT.

n'bQBW-IEH anjocTepoOHU3BM
MauneHTn ¢ MbpBUYEH angoCTePOHU3EM MO NPVHUWI HAMa A pearupaT Ha aHTUXUNEPTEeH3NBHU

reKapcTeeHn MPOAYKTY, BeicTBalyKM ypes MHXubKUMSA Ha cucTemaTa pPeHWH-aHrMoTeHanH. Topagu
ToBa, ynotpebara Ha telmisartan He ce npenopeysa.

m\
CTeHo3a Ha aopTHATa W MUTPaiHa knana, obcTpyKTuBHa xmneptpodiﬁ‘ﬁ%faﬂapﬂm&mmonamsa
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Kakto mpu ApyruTe Ba30AUNATATOPW, CrEUManHO BHUMAHM %&‘feﬁ&e@ﬁxog @g‘Qmpw nauueHTH,
CTpapall OT aopTHa N MUTPaNHa CTeHo3a Wik 0BCTPYKTUBHEXUNEPTH MUY RSZKEPANOMIONATUS.
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EnektponuteH gncbanaHc: Xunepkanuemms

Mo Bpeme Ha neyeHue ¢ ApYri NeKapCcTBEHU TPOAYKTW, KOWTO (OBRWSBAT cucTeMaTa pPEHWUH-
AHIMOTEH3VH-anJoCTEPOH MOXE [a Bb3HUKHE XUNepKanuvemusi, 0CoBeHO npu Hanuuve Ha
HapyleHa 6b0peuHa dyHKUMs n/unn cbpaeyHa HepocraTkyHocT U diabetes mellitus. Mpu puckosn
NnayneHTH ce NMpenopbYBa fa ce NPoBEXAa afeksaTHO MOBUTOPUPaHE Ha CEPYMHUS Kanun.

Bt3 ocHOBa Ha onuTa ¢ U3NON3BaHETO Ha APYrA NeKapCTBEHU MPOAYKTY, NoBnWABaLLK cucTemara
PEHUH-AHMMOTEH3NH, CbITbTCTBALOTO MPUMNOXEHNE Ha Kanui-ChxpaHsBally AUYypeTuLl, Kanuesn
noBaBKyY, COMNEBU 3aMECTUTENY, ChABKALLMN Kanuil Unn Apyru nekapcTBEHN NPOAYKTA, KOUTO MoraT
4a NOBUIIAT HMBaTa Ha Kanwsi (XenapuH 1 gp.), Morat Aa AoBeAaT A0 MOBUlLaBaHe Ha CepyMHUsA
Kanuii 1 nopagn Toea TpsibBa ga 6bAAT BHUMATENHO NpunaraHy egHoepemerHo ¢ Micardis (Bunk
pasgen 4.5).

Copbuton
MpenopvuuTenHaTa gHeBHa gosa ot Micardis 20 mg Tabnetkn cefbpka 84,5 mg copbuTon.

Nopaau Tosa Micardis He e nojxogsLl 3a NaUMeHTK C HacNeacTeeHa HeMOHOCUMOCT KbM (IpyKTO3a.

Apyru

Kakto e HabriiogasaHo npu MHXMOMTOPUTE Ha aHIMOTEH3WH KoHBepTupatima eHsum, telmisartan wn
OPYIUTE aHIMOTEH3WHOBKM aHTAaroHUGCTA Ca OYEBUAHO MO-Manko e@eKTUBHU B NOHWKaBaHeTo Ha
KPBLBHOTO HafsraHe rpu Xopa Ot YepHaTa paca, OTKOMKOTO fpu APYruTe pacu, BEposiTHO nopagu
No-4eCcTOTo CpeliaHe B YepHaTa nonynauns Ha HUCKO PEHVHOBO HUBO C FIPOABIU Ha XUMEepTOHUS.
Kakto npv Opyrv aHTUXUNEPTEHINBHIN areHTy, eKcLecMBHATa pefyKUis Ha KpbBHOTO HansraHe npu
nauyeHTM ¢ MCXEMMMHA KapOMonaTMa WUnKn MCXEeMWUYHO KapauoBackynapHo sabonssaHe moxe aa
josefe Ao MuoKapaeH UHDapKT Wi MHCYSIT.

4.5. JlekapcTBEHM M ApPYrY B3anMOZERCTBUSA

TuTui

Mo Bpeme Ha eJHOBPEMEHHO NPUSIOKEHUME Ha nhuTWid ¢ MHXMOUTOpKM Ha AaHMMOTEH3WH
KOHBEPTUPALLMA EH3UM ca HabnwgaBaHyk odpatMMKt MOBMIUEHWA Ha CEepyMHUTE nUTHEBK
KOHLIEHTpaLWn U RPosiBY Ha TOKGUYHOCT. ChobllaBaHy ca MHOro peaku criydau U ¢ aHrnoTeHsuH i
peuenTopHn anTaroHucTi. [IpenopbYBa ce BHUMATENHO MOHWTOpVpaHe Ha CepymMHUTE NUTUEBM
HUBE MPY €QHOBPEMEHHO NPUITOXKEHNE G JIUTUIA.

JlekapcTBEHY NPOAYKTY, KOUTO NOBKULLIABAT KanMeBnTe HYMBa UM UHAYLMPpaT XunepKanuemus (Hanp.
ACE wHxubutopu, xanuii-cbxXpaHsBaliy auypeTvuuy, kanueBu pobasBkv, CONesBn 3amMecTUTENM,
ChbPXKALM Kanuii, LIMKNOCNOPUH 1N APYIv NeKapcTBEeHW MPOAYKTU KaTo XenapuH HaTpuid). ako
Te3n NeKapcTBEeHW MPOAYKTM ca npegnucany 3a ynotpeba c telmisartan, npenophuysa ce
MOHUTOPMPEHE Ha KanueBWTe nnasMeHn Huea. Bb3 OCHOBa Ha ofwuTa C W3MOM3BaHETO Ha APYyrv
NIEKapCTBEHM NPOAYKTH, HaMmansasaluy GENCTBAETO cUcTEMaTa PeHNH-8HIMOTEH3WH, CbNBTCTBALLOTO
NPUNOXEHWUE Ha FOPECTIOMEHATUTE NEKapCcTBEeHV NPOAYKTA MOXe Aa [oBepe [0 noBulasaHe Ha
cepyMHUst kKanui (BuX pasgen 4.4).

Bbs  (hapMakoKMHETWHHM  u3anuTBaHus ca ©Bunu  uscriedBaHu  AUroKcuH,  BapdapuH,
XMApoxsiopoTHasug, rmubetknamug, ubynpodeH, napaleTamon M amroguniiH. 3a gUrokcnH e 6uno
Habnofasado rnopymuasane ¢ 20 % Ha MeavaHHUTE NNasMeHn AMIOKCMHOBYW KOHLUEeHTpauun (npy
enuH oTaeneH cnyvan 39 %). Tpabea ga bbae comycneHa HeobxoANMMOCTTa OT MOHUTOpUpaHe Ha
nrnasmeHnTe SQUroKCMHOBW HBa.

Telmisartan mMoxe Aa NOBULLK XUNOTEHINBHUA eheKT Ha APYIY aHTUXUNEPTEH3UBHKU cpefcTea. He
ca Buny ycTaHOBEHW ApYr B3aUMOAEACTBASA G KNMHUYHE 3HaYuMOocGT.
Ankoxon, Bapbutyparty, HapKOTUYHKU BellecTBa WK aHTWAEnpecs L ai5e BATHOCT OT flosiBa Ha
OPTOCTETUYHA XUNOTOHUS, ) gt “"’f’*‘_;::\‘?;n_
BeheKTr. \\\
W <3

BaknodyeH, aMmMgOCTHH, BEPOATHOCT OT MPOosiBa Ha aHTUXunNep
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MetaBonutsT Ha symvastatin (symvastatin acid) nokassa cnabo yeenuueHne Ha Cmax (c akTop
ot 1,34), KakTo 1 No-6bpP30 enuMrHKpaHe, HpKu efHOBPEMEHHO NpunoxeHve c telmisartan.

4.6. bBpemMeHHOCT U KbpMeHe

[Tounoxenue npy GpemerHocT {(BWXK pazaen 4.3)

He cbuecrteysaT [OCTaThYHM AaHHW 3a ynoTpebara Ha telmisartan npu OpemeHHM xexn. lNpu
NpoBeAeHUTe NpPOy4BaHUA TNPW XMUBOTHKM, He ce HabnpaBaxa TepaToreHHu edekrn, Ho be
oTOenaAsaHa deroTokcuuHocT, CneaosarenHo, KaTo npegnasHa MsapKa, He ce npenopbyBa

ynotpebara Ha telmisartan npes nbpBOTO TPUMEceuve Ha BpemenHocTTa. flpean nnaHupaHa
BpemeHHoCT TpsiDBa fa ce U3BRbPILN NPEMUHaBaHE KbM NOAXOLSLLO anTepHaTUBHO NeyeHne.

Mpes BTOPUS M TPETWMA TpUMMECTbP cybcTaHuum, KOUTO AESWCTBAT AMPEKTHO BBLPXY cucTemara
PEHNH-aHTMOTEH3NH, MOraT da MpeausBukaT yeBpexaaHe u AopY CMBLPT Ha passuBallusa ce nnog
(Bwx pasgen 5.3). NopagK Tasu npuunHa, telmisartan e npoTMBONOKa3aH NPes BTOPOTO W TPETOTO
TpUMeceune Ha OpemenHocTTa. AKo € AvarHocTvuMpaHa OpemMeHHOCT, MPUNOXeHWeTo Ha
telmisartan Tpabea ga 6bLe NpeycTaHOBEHO, KOMKOTO & BL3MOXHO NO-CKOPO.

MpunoxeHne npy kebmeHe (Bux baspen 4.3)
Telmisartan e npoTMBONOKa3aH Mo BpeMe Ha KbpMeHe, Thi Kato He € U3BECTHO Aani ce eKCKpeTupa
B Mal4MHOTO MISKO.

4,7. EdekTy BEPXY cNocoOHOCTTA 32 odiupane U paboTa ¢ MamHu

He ca Gunv npoBegeHu U3cneaBalust, OTHOCHO BnusHueTo Ha telmisartan Bbpxy cnocofHocTTa 3a
logupane u paboTa ¢ MalumHK. Hesasucumo oT ToBa, KoraTo ¢e wodmpa unv pabotn ¢ MalnHi
TpsibBa ga ce uma NpeaBuh, Ye Npu aHTUXUNEPTEH3NBHAa Tepanusi, Makap W psako, Morar Aa ce
NPOABAT 3aManBaHe unu CbHITMBOCT.

43. HexenaHwn nekapcrBeHU peakuui

UecToTaTa Ha HeXenaHuTe nekapcTBeHr peakuuww, ceoblieHw npu ynotpeba Ha telmisartan
(41,4%), e 6una cpasHuma c rinauebo (43,9%), npy mauebo-KOHTPONUPaHK N3NUTBaHNA.
Criyyante Ha NPosIBEHY HEXeNaHW NEKapcTEeHN peakuuu He ca Bunu cBbp3aHn ¢ Ao3ata 1 He ca
nokasanu 3aBMCMMOCT C ONia, Bb3pactra unn pacata Ha nauveHtute. fpencraseHuTe no-gony
HEXeNaHW MEKapCTBEHU peakuuwk, oTpassABat pesyntatuTe OT BCUYKM KAWHWMHK NMPOy4BaHWus,
BKIOYBAILM 5788 nauveHTv ¢ XuNepToHust, Nexysanu ¢ telmisartan.

HexenaHuTe nekapcTBEHW peakuuMK ca KateropusuMpaHy cnopep uJecrotaTa, crnopep criepgHata
Knacudgukaums: MHoro Yectu (=1/10), yectn (21/100,<1/10), He Torikosa dectu (=1/1 000,<1/100),
pegku (=1/10 000,<1/1 000}, mHore peakw (<1/10 000).

Mudekunn u napasntosmn
Yectu: CYMNTOMW Ha UH@eKUns (HarpuMep WHpeKUNs Ha ypuHapHus TpakT,
BKITHOYWTENHO LMCTUT), MHMEKUMM Ha rOpHUS pecrnipartopeH TpakT,
BKITIOYUTENHO hapukriTi U CUHYWUTI.

McUXUaTpuyHn HapymeHus
He Tonkoea vyectTi:  B&3MNOKOWCTBO.

O4yrK HapyeHus
He Tonkoea 4ecTu;  HapylueHWe B 3pEeHUEeTO.

7t
b

HapymeHus B ¢hiyXa v paBHOBECHETO
He TonkoBa 4ecy:  BepTUro.
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lacTpoMHTECTUHANHK HapyeHUs
UecTn: abpomuHanHa ©Oornika, Auapus, [ucnencusi, racTpouHTECTHHaNHU
HapyLUeHUs.
He TonkoBa wect:  cyxoTa B ycTara, METEOPUILM.
3acsAraHe Ha KOXaTa U NOJKOKHWUTE ThKaHN
YecTu: KOMHU OMIiaKkeaHus, KaTo eK3semMa.
He TonkoBa 4ecTu:  nMoBMLLEHOC MOTOOTAEMNAHE.

MycKyrHO-CKENETHYU, CLEANHKUTENHO-THKaHHM M KOCTHU HapyleHus
UecTtu: apTpanrs, 6onkv B repba (Mwmac), kpamnv vnu Bonkn B Kpakara,
Muarnrms.
He TonkoBa 4ecT:  CUMNTOMM, HarlopobsBalym TEHANHUT.

O6wu nposiByn ¥ peakumMm Ha NPUNoXeHue
Uectu: BOrK1 B FpbARNUS KOLU, IpunonofobHyn cumnToMu.

B ponbniHenue, oT BbBEXAaHeTO Ha telmisartan Ha nasapa, ca cboblUueHn pefky criydan Ha
eputema, nNpypuTyc, oTnagHasioct, OeschbHue, penpecus, cromalleH AUCKOMMOPT, NoBpblUaHe,
XVMOTOHMS, Bpagukapaus, Taxvukapaus, [UCAHEs,, eosanHodunns, TpombouwToneHus, cnabocT,
NIUACa Ha edekT

Kakto v npu gpyru asrmoteHauH Il aHTaroHueTy, Gsixa HabniofaBaH Pefku cliysan Ha aHrmoeiem,
YPTUKapUA 1 OpYri CXORHU HEXEeraHW NEKapCTBEHU peaKumu.

JlaGopaTopHi HaxXOOKW

Psipko e Buno HabmiogaBaHo MOHWKaBaHe Ha XemornobuHa wunl MnoBULLUGBAHE Ha MUKOYHaTa
KucenuHa - no-4yecto rno Bpeme Ha siedeHne ¢ telmisartan, oTkonkoTo ¢ nnauebo. MNMosniasaHe Ha
KpeaTtuHuHa UnM YepHonpobHmTe eHsvMy € B0 yCTaHOBEHO Mo BpeMe Ha neveHue ¢ telmisartan,
HO Te3W npomeHy B nabopaTopHUTe Haxodkn ca bunu HabnogasaHy ¢ YecToTa, NoAo6Ha UAn no-
HICKa OT Taau npu nnaueto.

4.9. [Mpepo3upabe

He ca ussecTHy cnydyau Ha npegoanpade. Hall-BeposiTHUTE NposiBy Ha npegoanpade ¢ telmisartan
ce oyaksa ga bHbOaT XUMNOTOHWA M TaxuKapaws, Bb3MOXHa € Cblo nosesa Ha Opapukapaus.
Telmisartan He ce oTpens npu Xemonwanuaa. [laumeHTsT TpAbea ga Obge BHUMATENHO
HabrilogasaH, neyeHUeTo Tpsibsa Aa 6bae CMMITOMaTUYHO 1 noaabpxaio. OsriafasaHeTo 3aBUCH
OT BPEMETO Ha NPUMEMaHe Ha MNPoAyKTa W TexecTtra Ha cuMmniomuTe. [MpenopbunTeEnHUTE MEpPKU
BKNIOYBAT Npefu3BnKBaHe Ha rospbluaHe 1 cTomallHa npoMuBeka. [TpunaradeTo Ha akTMBEeH BbITiEH
MOXE Aa SONpUHECcE Npu fleueHWeTo Ha npefgosvpaHe. Heobxogumo e yecto NpocneasBaHe Ha
CEpPYMHUTE ENneKTPONWTW N KpeaTuHuH. Mpu nosiBa Ha XWMOTOHWS, nauneHTeT TpAbsa ga Obae
rnocTaeeH B ferHarno no rpe6 nonoxenne 1 6LP30 Aa ce NpUnoXar conesn 1 o6eMHI 3aMmecTUTeny.

5. @apMmakonoryHu cBOUCTBa
5.1. dapmakoguHaMW4HMU CEOHCTBa

dapmakoTepanesTuta rpyna: AHrnotTeHsud | Adtaronvet
ATC kop: CO9CAO7

Telmisartan e nepopanHo edekTuseH 1 cneunduyeH aHrMOTeHayx
AT,). Toit namecTBa C MHOrO BUCOK aVHUTET aHrmoTeHanH |l of
AT, peuenTopHus ROATWN, KOATO € OTFOBOPEH 3a W3BECTH
Telmisartan HamMa Jopk W dacTudHa aroHUCTWMYHA aKTUBHOC

g\&\-\l‘,in,’?\\‘\

Ab-beq’" ‘TOpel?l?é\ TaroHucT (Tun
csbpasaHe B
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cBBbp3Ba cenektueHo ¢ AT, peuentopa. CeBbp3BaHeTo e npogbikuTenHo. Telmisartan He nokassa
admHUTET KbM BpyrM pelentopu, BkniouutenHo AT, v gpyrn rno-cnabo xapaxvepuavparn AT-
pelenTopu. OYHKUMOHANHETa Pons Ha Te3n peLenTopu He € M3BECTHE, HE € N3BECTEH 1 edekTa Ha
TAXHaTa Bb3MOXHa CYNepCTUMYnaunst OT aHrMoTeHsuH |, unitTo HMea ca nosuiieHu ot telmisartan.
Husata Ha nnasmeHus an[ocTepoH ca noHwMeHn ot telmisartan. Telmisartan He wHxubupa
YOBELUKMS NasMeH peHWH 1 He Onokupa WOHHWTE KaHann. To# He uHXMbupa aHrmoTeHauH
KOHBEPTUpAWMA eHaum (kKuHuHasa M), eHsMmBbT, KOWTO chilo pasrpaxaa bOpagukuHuHa. TMopaan
ToBa He ce o4Yakea ga noteHuvpa 6paauKMHVH-MeguMpaHnTe HexenaHu fIeKapcTBeHN peakLmni.

Mpu xopa posata oT 80 mg telmisartan noyTk M3LANO MHXKUBUpPa NPEAU3BIKAHOTO OT aHIMOTEH3NH |
noBULLaBaHe Ha KPbBHOTO HanaraHe. VHxubuTopHuaT edekt ce nogabpXa Hap 24 vaca, KaTo Bce
olle moxe aa Obae ycTaHoseH 10 48 Yaca.

Cnepn npunaraHe Ha MbpBata posa telmisartan ce Habnwogasa MOCTENSHHO nMosiBa Ha
aHTUXUNEPTEH3MBHA aKTMBHOCT B pamMkuTe Ha 3 4yaca. Cref Hauano Ha nevyeHue mMakcumanHara
pPEeOYKUMSE Ha KPBbBHOTO HansraHe ce [OCTUTa HanbiHO B pamkuTe Ha 4-8 cegMuLK cnief Havanoto
Ha NevyeHue 1 ce NogabpXKa Ypes NpoabIDKUTENHA Tepanus.

Crieg npuemaHe Ha fosaTta aHTUXUNEPTEH3NBHUAT edekT e MOCTOSHHO Hanuue Hag 24 Yaca, KaTto
BKMOYBA W MoOcCnegHWTe 4 4aca npeaun CnefBaloTo fpUioXeHue — ToBa ca  foKasanu
amBynaTopHUTEe VM3MepBaHUA Ha KPbBHOTO HamsraHe, ToBa € NOTBBPAEHO U OT ChOTHOLWEHWUETO
MUHUMaHU KbM MaKCUMaHI KOHLIEHTPaLK, KOETO € NOCcTosHHO Hay 80 % cnea npuem Ha 034 oT
40 1 80 mg telmisartan - npn frnauebo KOHTPONUPaHU KNWHWMHK U3NMUTBaHNS.

Harnuue e oueBMAHa TeHAEHUMs 32 BPb3Ka MeXay [03aTa U BPpeMETO Ha Bb3CTaHOBABAHETO Ha
HaszanHoto SBP (crcTonHo KPLBHO Hansrade). B ToBa oTHowenue fanHute 3a DBP (gwacTonHo
KPBBHO HansraHe) ca HEelNOCTOSHHW.

pn nauueHT ¢ xunepToHns telmisartan pegylivpa 1 CUCTONTHOTO W AMACTONHOTO KPBLBHO HansaraHe
Ge3 fga NoBnusiBa nyncoeaTa Yectota. HanuuneTo Ha auypeTnyed v HaTpuypeTideH edekT, KONTo
[a [oripuHece 3a XUNOTEH3MBHaTa aKTWBHOCT Ha npenapara BCe OWe He € [JOKasaHo.
AHTuxunepTeHsuBHaTa edwmkacHocT Ha felmisartan e cpaBHUMa C  TasuM Ha TIPOAYKTH,
NPEACTaBUTESIW Ha APYTW KacoBe aHTUXWIIEPTEH3VBHW JiekapcTBa (YCTaHOBEHa NpW KIMHWMYHK
W3NUTBaHNA, cpaBHABal telmisartan ¢ amnogwunuK, aTeHosiorn, eHananpun, XMapoxnopoTnasug v
ninauHonpun).

MNpu BHE3aMHO NMpeKLCBaHe Ha NedYeHueTo ¢ telmisartan KPbBHOTO HansAraHe NOCTENEeHHO ce Bpbila
JiO0 CTOMHOCTUTE NPEnn JISHSHVETO 3a Nepuog OT HAKONKO AHKU Bes faxku 3a rebound XMNepToHUYeH
edexT.

Cnyyaute Ha cyxa Kawnuua ca bW 3HaUMTENHO fO0-Manko Mpu MauWeHTW, TpeTupadin ¢
telmisartan, OTKONKOTO NPWU TakMeBa, HA KOUTO Ca [aBaHu MWHXMOUTOPW Ha aHMMOTEH3WH
KOHBEPTUPAILMA €HAUM - T§pY  KIWHWYHW  USNUTBaHWS, [WPEKTHO CcpasHsBaliM  gBeTe
AHTUXUNEPTEH3UBHY NEYEHUA.

3a cera He ca ycTaHoBeHu GnaronpusaTHu edektu Ha telmisartan BLpxy sabonesaemocTTa U
CMBPTHOCTTa OT CbPAEYHO-CbA0BY 3aBonaBaHA.

5.2. (dapMakOKMHETMYHW CBOACTEA

Abcopbuns
AGcopbuusata Ha felmisartan e 6bpsa, HesaBucumo, 4e a6cop6mpa/|-|/g} I ffo Cc Bapupa.
W L,
S

CpepnHaTta abconoTHa GuoHann4HocT Ha telmisartan e okono 50 %
Korato telmisarian ce npvema ¢ XpaHa, pepykuusta Ha obnac gf‘*

3; ‘a"o asMeHa
',n, ekcj]vo 19%

Var. No. 44



Micardis 20 mg tablets
Boehringer Ingelheim

(160 mg posa). Tpu 4yaca cslef NPUNOXKEHWe MAasMeHUTe KOHUEHTPauun ca [o[obHuU npu
npunoxexve Ha teimisartan Ha rnagHo K ¢ xpaHa.

He ce ouakea cnabara pepgyxuma B AUC pga npeaussuxa pepykums B TepanesTUYHaTa
eeKTUBHOCT.

Hsima nuHelitHa 3aBUCUMOCT MEXAY [O3WTE U nnasmeHute Huea. Cmax u B no-marika creneH AUC
ce NoBMLIABAT HEMPONOpUMOHanHo npu fosu Hag 40 mg.

Ha6riiopasaHn ca Bunu NonoBy pasnuunus B MiasmeHuTe koHueHTpauuu. Cmax n AUC ca bunu
0KONo 3 Y1 2 MBbTU NO-BUCOKK TIPY EHWNTE, CPaBHERN € T3V NMpN MBLXKETE.

PasnpeneneHue

Telmisartan ce cebp3aea B rofisiMa creneH ¢ nnasmeHute npoTeunn (> 99,5 %), rmasHo ¢ andyMuH U
oq Kucen rriokonpoTenH., CpeauusaT steady state 3aberniexnm obem Ha pasnpepeneHune (Vgss) €
okosio 500 L.

Metabonussm
Telmisartan ce MerabGonunsupa 4Ype3 CBbp3BaHe C rMwKypoHuauTe. He e Guna HabmogaBaHa
thapmMakosorMyHa aKkTUBHOCT Ha KOHKFaTuTe.

EnumMmuHmMpane
Telmisartan ce xapaktepuampa ¢ OuekcrnoHeHUManHa oTcnabeawa hapMakoRUHETVKE C

TEpMUHANEH enuMuHaluoHeH mnonyXusoT > 20 yaca. MakcumanHaTa nnasmeHa KoHUeHTpauua
(Crmex) ¥ B mo-masika cTeneH ofniaciTa nof KpuBaTa nnasmeHa KoHueHtpaums-speme (AUC) ce
FOBKULLABE HEMPOMNOPLUMOHaNHO Ha posara. Hsama gaHHK 3a KMHUYeCK 3Hauuma akymynauust Ha
telmisartan, npvet B npenoptyaHuTe £o3u. [MnaswvennTe KoHUeHTPaUMW ¢a Buan no-BUGCOKW Mpu
MeHl, OTKOINKOTO Npy MbXe, bea ToBa Aa € CBLP3aH0 ¢ BNNAHKE BLPXY edukacHocTTa.

Cnep nepopanHo (M WMHTpaBeHO3HO) npunoxeHue telmisartan ce ekckpetvpa novTM K3LANGC C
thekanunTe, rMaBHO KaTo HENpPoMeHeHo cheauHeHne. KymynarueHaTa ypuHapHa ekckpeumns € < 1 %
oT go3arta. TotanHuar nnasmeH knupbHC (Che) e Bucok (okono 1000 ml/min), cpaeHer ¢
UEpPHOAROBHWUA Kp'bBEH NoTOK (okono 1500 mi/min).

CriepMansy nonynauum

[faumeHTK B HanpeaHana Bb3pact
dapmaKoKMHeETUKaTa Ha telmisartan He ce pasnuuasa Mexgy No-Mnafwn v No-Bb3pacTH NaLmeHTu.

launenTy ¢ 6LOPeYHN HapYLUEHKA

fipy nmaguenmu c seku do cpedHU U MEXKU HapyweHuss Ha 6bbGpeuHama yHKUUsS ce
HaGrroOaea yOeosieane Ha nniasMeHume KoHueHmpauuu. Ob6aye ce HabniofaBaT NO-HUCKM
NnasMeHy KOHUSHTpauuy npy nauuenty ¢ 6ubpevHa HefoCcTaThLYHOCT, NOAMOXEHN Ha auanuaa.
[Mpu GonHy ¢ 6bbpeyHa HepocraTeYHOCT telmisartan ce ¢Bbp3Ba B8 ronsaMa crener ¢ NnasMeHnTe
npoTeMHr U He Moxe Aa Obae oraesnieH npy guanusa. Npu naumedTn ¢ BLOpeYHn HapylleHns
ENVMUHAUNOHHYAT NONYXUBOT HE € NPOMEHEH.

MavueHT ¢ YepHoapPobHN HapytieHna
DapMakoKMHETUMHUTE WSNUTBaHWMA MpPU NauueHTy ¢ YepHoapoOHW HapylleHWs ca nokasanu
foBuLIasaHe Ha abcoroTHata GuoHanuyHocT go okosio 100 %. Fipw nauweHTn ¢ YepHoapobHU
HapylWeHrst ENUMUHALMOHHWUAT NMOMY>KUBOT HE € MPOMEHEH.

5.3. [pepknuHUYHKA BaHHW 33 6e30MnacHoCT

Var. No. 44 7




Micardis 20 mg tablets
Boehringer Ingetheim

Mpy npegKmMENYHN M3NUTBaHKA 3a Be30MacHoCT, 403K, CPaBHUMN ¢ Te3W, U3NOS3BaHU B KINHWHHN
HabriogeHus, ca NpenuIBUKanK HamarnsBaHe Ha MapamMeTpuTe Ha YepBeHUTE KPLBHU KITeTKW
(epuTpoUNTY, XEMOTTIOOWH, XEMAaTOKPUT) KW npomenn B GuOpedynara XemopuHammka (NOBWLIEHO
HWBO Ha a30T B KpbBTa M KpeatwHWH), KaKTo M MOBULLEH Karuik B CEpyMa Ha HOPMOTEH3UBHW
*uBoTHWU. Ipn KyyeTa ca Bunmn HabnogaBakn 6B0peuHa TyOynapHa Aunatauus n atpodmn. Fpu
MABXOBE U KydeTa e Guno oTbenssaHo Chlo YBpeXaaHe Ha cToMallHaTa Mykosa (eposust, A3BU
UnNyn Bb3nanexne). Tesn GapmMakonorMiHO MEGUMPaHN HEXENaHn NeKapCTBEHN peaKkuun, U3BECTHY
OT NPeAKNMHUYHUTE W3NUTBaHWMA C UHXMOUTOPW Ha aHIMMOTEH3UH KOHBepTupalnsa eHauM U
aHTarcHWCTK Ha anrmoteHsuH [, ca ©6unwm npepoTBpaTeHw nNpu nepopanHo pobassHe Ha
dmsnorornieH pasTeop.

Mpu geata BUAa XUBOTHY ca BWiKM HabfoaaBaHu MOBULLIEHa aKTUBHOCT Ha MnasMeHus PeHuH U
XUNEpPTRPOhUSA/XMNEPNNAasns Ha IOKCTArMOMEPYTHATE KMNEeTKW. Tean MpPoMeHW, KOMTO ca CbLo U
ethekT Ha WHXMOWTOPUTE Ha BHMMOTEH3VH KOHBEPTVPALUMA €H3UM W Ha Apyr aHrnoTeHsud |l
SHTArOHUCTY, HAMAT KNVHNYECKa SHaYMMOCT,

Hama foxkaszaterictBa 3a TepatoreHeH emekT, HO USNUTBaHUA NPU XWBOTHU Ca rokasanit U3BecTeN
puckoB noTteHuwan Ha telmisartan Kbm NOGCTHATANHOTO PasBUTWUE HA LETETO. MNC-HUCKO TEnecHo
Terno, 3aKeCHABALL0 OTBapsHE Ha ounTe, NO-BUCoKa CMBPTHOCT.

Hama pgaHum 3a myTareHHa W ChOTBETHa KIacToreHHa aKTUBHOCT MPU W3NWTBaHUS in vitro n
KapUWUHOreHHOCT NPy NNbXoBe U MULLIKNA,

6. dapmaueBTNYHU AaHHMU
6.1. TllomMomHuTe BemecTBa

Povidone, Meglumine, Sodium hydroxide, Sorbitol, Magnesium stearate.
6.2. @DUIMKO-XMMHUYHHU HECHLBMECTUMOCTH

He ca uaBecTHl.

6.3. Cpox Ha rogHocT

4 roguHN.

6.4. CreunanHy ycrnioBus 3a cCbXpaHeHue

Oa ce cuxpaHssa B opuriHasniHaTa OnaKkoBKa, 3a Aa ce npegnasu ot Biiara.
6.5. [OaHHM 33 onaKoBKaTa

14 TabneTkn

28 TabneTku

56 TabneTin

98 Tabnetin

Monvamug/ anymuania/ PVC bnincrepm.

Bn3amoxHO € HAKOM ONaKoBKW Aa He ce npeanarar Ha nasapa.
6.6. YkaszaHuda za ynoTpeda

Hsama cneLmantyy USUCKBaHKA.

7. Wme u appec Ha npuTexaresis Ha paspellenneTo 3a ynoTpeba
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Ingelheim/Rhein, Germany

Tel: 00496132770

8. PeructpailoHeH HoMep

Ne 20020247/18.03.2002

9. [laTta Ha nbpBO paspemaBaHe 3a ynoTpeda Ha NekapcTBeHns NPOLRYKT

18.03.2002

10. Harta Ha akTyanu3auus Ha TeKcTa
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