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KPATKA XAPAKTEPI{CTI{KA HA IIPOAYKTA

l . TIME HA JIEKAPCTBEHI,IS IPOAYKT

Arcrercap 80 mg ra6lerxn
Actelsar 80 mg tablets

2. KOJII{IIECTBEH TI KAIIECTBEH CbCTAB

Bcsxa ra6rerxa or 80 mg cbAbp)rta 80 mg renMncapran (telmisartan).

3a ntrrHnq crrucbK Ha noMoruHnre BeulecrBa. BH)KTe roqra 6.1.

3. JIEKAPCTBEHA OOPMA

Ta6nerrca

Ta6le'mnre or 80 mg ca6enu, oBrurHn, AsoftHor,rsnrKHaJrr{, c o3HaqeHue Tl or eAHara crpaHa.

KJIIIHI{TIHII AAHHII

TepanenruqHn [ona3aH[s

XnneproHns
Jleqeune Ha eceHrrr,raJrHa xr.rneproHur trpn Bb3pacrHlr.

flpeeeHur,rs Ha crp.qe.{Ho-crAosn sa6orqsauuq
HaMarrsaHe Ha cbpAeqHo-cbAoBara aa6oresael\,tocr rIpH nauLteHTH c:
i) nrpaseHa areporporvr6ornqHa cbpAeqHo-cbAoBa 6orecr (aHauHesa 3a KopoHapHa 6orecr Ha cbplrero,
r,rHcynr nnu nepn$epHo aprepxarHo ga6orsaaHe) rurn
ii) saxapeu Aua6er ̂ run2 c AoKa3aHo yBpexAaHe Ha raprerHnTe opraHn.

4.2 .{oruponna rr Haqrrn Ha up[no?Kerr[e

JIeqeHHe Ha eceHulrarHa xuneptoHuq:
O6nqafinara e$errnana Ao3a e 40 mg BeAHbx AHeBHo. Hlrcou naulleHTu [oJlyqaBar eQem npl4 AHeBHa

Ao3a or 20 mg. B cly.ranre, Koraro He ce nocrHra np[uenHoro aprepnaJlHo H€ultraHe, Ao3ara Ha

TenMHcapraH Mo)r(e Aa 6tAe noBr,rureHa Ao MaKcHMzrlno 80 mg BeAHbx AHeBHo. Karo arrepHurvtBa,

TenMncapraH Moxe Aa 6rAe npnJraraH s Koru6r.rHaqnr c Arryperur{H or rHa3HAeH THn Karo

xnApoxJroporua3v1, c rcoftro AorrbJrHHTenHo ce [oHH)KaBa KpbBHoro HuIJItraHe. flpu peureHue ea

noBnuraBaHe Ha Ao3ara, rpr6aa Aa ae uMa npeABr,rA, qe MaKcHMzuHLIsr aHTI,IxulepreH3HBeu eQercr ce

Aocrr4ra B paMKHTe Ha 4 Ao 8 ceAunqu cneA Haquutoro Ha repann.rra (ax. rovrca 5.1).

CrpAeqHo-craosa npodnrarcrnr€:
llpenoptvnreJrHara Ao3a e 80 mg BeAHbx AHeBHo. He e HssecrHo AaJIId no-HHcKH Ao3I4 or 80 mg

TeJrMHcapraH ca eQerruBHH 3a HaMuursBaHe Ha cbpAeqHo-cbAoBara ga6oresaeMocr.

IIpn eanovnaHe Ha JreqeHr,re c reJrMacapraH 3a HaMaJrsBaHe Ha cbpAeqHo-cbAoBara sa6oresael,Io.gT -ce
npenopbqBa BHHMaTeJIHo [pocneAsBaHe Ha KpbBHoTo Hrultl-aHe H aKo ce Htulara, KopnfllpaHq.Ha ,, ., .,
I e KapcTBaTa, KOHTO [OHI,IXaBar KpbB HOTO HaJIt f aHe.

TeluncapraH Mo)Ke Aa ce npueMa e vltu 6ee xpaHa.



4.3

CneunalHn nonylauuu: Cneunalun rpynu nauneHru:

Eu6pevuo yepecrdaue: flpu naqneuru c JreKo Ao cpeAHo re)KKo 6r6pevno yBpexAaHe He ce Hzurara
[poMqHa B Ao3npoBKara. CtuecrsyBarrlrrrr onr{T rrpn rraqlneHTn c rexKo 6r6peuHo yBpe)rqaHe vrr,uraKVBa,
KOHTO Ca Ha XeMOAHaJIH3A, e OfpaHHr{eH.

flpr,r resra nauHeHTH ce rpenopbqBa ro-HHcKa HaqarrHa Ao3a or 20 mg (nx. ro.rrca 4.4).

Vepuodpoduo yepecrcdaue: llpu [aq[eHTI,r c JreKo Ao cpeAHo re)rffio vepHo4po6Ho yBpe)qqaHe Ao3HpoBKara
He tpr6na Aa rpeBnuraua 40 mg BeAHbx AHeBHo (nx. rovxa 4.4).

Ila4ueumu s cmapuecKa sb3pacm: He e neo6xoAr,rMo Kopr,rrupaHe Ha Ao3ara rrpn narrHeHTn B crapqecKa
Bb3pacT.

If e duampuvHu nar4ueHmu
Ynorpe6ara ua Arrercap He ce npenopbqBa npn Aerra roA 18 roAurxHa Bb3pacr rropaAH Jruncara Ha AaHHr4
sa 6esonacHocr n e$nxacHocr.

rlpornnonoKa3aHrls

Coptx.ryncrBuTeJlHocr KbM aKTr,rBHoro BerrlecrBo HJrr{ KbM HflKoe or noMorrrHnTe Beruecrna (ux.
rovrca 6.1)
Bropr,r H Tperu Tpr{Mecrbp or 6peueHuocrra (nx. ToqKH 4,4 u 4.6)
O6crpy rrunHu ga6ors ganns Ha xJrbqHr,rre rrbrnrrla
Texrco vepuo4po6Ho yBpexAaHe

Cueqna.nnn [peAynperrqeurrs r rpeArra3Hrr MepKu npn ynorpe6a

EpenaeHuocr
flo npeue ua 6peueHuocr He rpr6na Aa ce 3aloqBa neqeHHe c aHruoreH3r,rH II peqenropHH aHraroHncrn.
flaqneHrxure, Korrro nJraHupar 6peueHuocrrpa6na Aa rrpeMr,rHar KbM aJITepHarHBHo aHTHXHnepreH3HBHo
JreqeHHe c ycraHoBeH npoQu.rr sa 6egonacsocr npu ynorpe6a rro BpeMe Ha 6peueHnocr, ocBeH aKo ce
crrnTa, r{e e or oco6eua BOKHocr Aa ce rrpoAbrtrrcr4 Teparrurra c aHrHoreH3LrH II peqenropHH aHTaroHHcrH.
Axo e AnarHocrurrupana 6peueHHocr, Jrer{eHuero c aHruoreH3nn II peqenropHri aHTaroHucru rpt6va ga
6rAe Hesa6aBHo [peycraHoBeHo H aKo e rroAxoAsrqo, Aa ce 3anoqHe aJrrepHarr,rBHa repannr (nx. rovxn 4.3
w 4.6).

tlepHoapo6Ho yspenuaHe:
Axrelcap He rpr6ra Aa ce npr{Jrara npn narrueHru c xoJrecra:la, c 6ustwapur,r o6crpyxu,IBHH HapyrueHur vurvl
TexKo uepHoApo6no yBpexAaHe (nx. ToqKa 4,3),rsit Karo reJrMr,rcapraH ce eJrHMHHr,rpa rpeAHMHo qpe3

xJrbqKara. flpn raxuaa [ar{HeHTr,r Moxe Aa ce orraKBa peAyrlrrpaH vepno4po6eH KJrHpbHc Ha reJrMl,IcapraH.
Arcrercap rpr6na Aa ce H3rIon3Ba c rtoBlrrrreHo BHr,rMaHHe rrpn naq[eHTI,I c JIeKo Ao cpeAHo rexKo
vepHo4po6Ho yBpexAaHe.

PenonacrcynaDna xnnepronng :
Koraro narrHeHTH c ABycrpaHHa creHo3a Ha 6r6pevHr.rre aprepHn r,rJrn cbc creHo3a Ha aprepn{Ta KbM
eAHHHseH $ynrqraoHupau 6r6per ca JreKyBaHH c neKapcrBeHH [poAyKrH, noBJrHsBarrIH peHHH-
aHfnoreH3nH-aJrAocrepoHoBara cucreMa, ctruecrByBa rroBnueH pHcK or re)KKa xurloroHl,rt u 6r6peuna
He,{ocTarbqHocr.

Br6peqHo vgpe)KnaHe r,r 6r6peqHa rpaHcnraHraunq:
Koraro Arcre.ncap ce npnJrara npu naunenrn c Hapyueua 6r6pevHa Qyuttuur, ce npenopbqBa rlepuoAHqHo
MoHHTopHpaHe Ha HHBara Ha KaJrHr H cepyMHoro HHBo Ha KpearHHlIH. FIqMa oIrHT no oruoureRue
H3noJr3BaHero sa Arcrelcap rrpn rraqueHTu HacKopo [perbpnenu 6r6peuna rpaHc[naHTarrlrc.

Btrpecr,[osa xHnogoreru[s: 

'i 

'
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IIpn naqneHTu c xlrnoBoJreMHr r,uu ge$nqur Ha eneKTpoJruTrr BcreAcrBr,re Ha MorrlHa,q[ypernqHa repanufl,
orpaHHrleH nplreM Ha coJI c xpaHaTa, AI'i.apHn r{nu rroBpbrqaHe, Moxe Aa ce pa:tBr,re cr,IMnToMarHqHa
xarroroHnt, rJIaBHo cneA rlbpBara Ao3a Axrercap. Teau crcrosHur rpr6na Aa 6rAar KopurupaHr,r npeA[
[pnno)KeHHe Ha Axrelcap. Harpueon-rr ge$uqnr u/urt HaMEUreHHrr o6eu Ha ur,rpKyJruparqara KpbB'rpr6ua
Aa 6tAar KopHrI,tpaHH rpeAH npunox(eHne Ha Arcrercap.

Asofi Ho 6rorcHpaHe Ha cHcreruara peuuH-aHruoreHgr.ru-ar,qocrepoH:
BcreAcrsue na nuxu6upaHero Ha cncreMara peHr,rH-aHrr{oreH3uH-aJrAocrepoH ce cro6qasar xnnoroHnq,
cI,IHKon, xHnepKaJrueMvnt u [poMeHH a 6r6pevHara Qyurqr,rr (nxlrovurelHo ocrpa 6t6pe.rHa
HeAocrarbqHocr) npr,r [peApa3noJro]r(eHn rrarrueHTu, oco6eso aKo ce rcou6uHnpar JreKapcrBeHH npoAyKTr,r,
KoI,ITo rIoBJII,ItBar ra3lt cncreMa. flo ra:n [pHr{I,IHa, AsofiHa'ra 6roxaAa Ha peHr,rH-aHrlroreH3uH-
aJlAocrepoHoBara cl,tcreiraa (Hanpnuep or 4o6anrHero na ACE-nnxn6nrop KbM aHrHoreH3HH II peqenropeu
aHTaFoHI.rcr) He ce npenopbqBa npn narrneHTr,r c Beqe KoHTponHpaHo aprepr{aflHo HrrJuraHe u rpa6ra 4a ce
orpaHuqH Ao HHAHBnAyaJTHo orrpeAeJreHlr cryqau, Karo BHHMareJrHo ce npocJreArBa 6r6peuuara Qyuxunr.

.IIpyrH ctcrogHl.ts ctc cruMyrauns Ha cucreMara penuH-aHruoreuguu-arnocrepoH:
flpra naqneHTn, qHHTo cbAoB ToHyc n 6r6pe.rua Syuxunr ca 3aBHcHMH rrpeAHMHo or aKTHBHocrra Ha
peHHH-aHrr4oreH3uH-aflAocrepoHoBara cr,rcreMa (uanp. nauHeHTH c re)r(Ka sacroftHa cbpAer{Ha
HeAocrarbqHocr HJrH noAJrexaulo 6r6pevHo sa6orssaHe, BKJrroqHTeJrHo creHo3a ua 6r6pevua aprepur),
reqeHl4ero c neKapcrBeHn npoAyKTH, Kor.rro rroBJrr{rBar rzBra cncreMa Karo reJrMr,rcaprau, e 6ulo cBbp3aHo
c notBara Ha ocrpa xu[oroHl,rc, xnilepa3oreMr,rr, ont,rrypvs vurvt prAKo ocrpa 6r6pevna HeAocrarbr{Hocr
(nx. rovro 4.8).

flrpnt,tqeH araocrepoHr{srM :
llaqneuru c nbpBnqeH aJrAocrepoHusrrvr o6[ruoBeHo He ce noBJrr{.sBar or repanHs c aHTHxHnepreH3HBHn
neKapcrBeHn npoAyKru, Aeficrsaqu vpes nHxn6upaHe Ha cucreMara peHr,rH-aHrnoreH3r,rH. lopaAn roua,
ynorpe6ara Ha reJrMHcapraH He ce rrpe[opbqBa.

CreHosa Ha aoprnara n rvrHTparHa xrrana. o6crpyrrusHa xnneprpoQnqHa xapruovuonarus:
Karro u npn ApyrHTe Ba3oAuJrararopr.r, cnequaJrHo BHr4MaHHe e Heo6xogurr,ro npn npn nal(neHTvt erc
creHo3a Ha aoprHara nnH M[TpanHara rurana, raru o6crpyKTHBHa xraneprpoQnrrHa KapAnoMuorrarr,rr.

Xnneprcarnenans:
Ynorpe6ara Ha neKapcrBeHu [poAyKTH, Kor,rro noBJrurBar cucreMara peHnH-aHrr{oreH3r,rH-,uAocrepoH
MOX(e Aa AOBeAe AO Xr{nepKaflr,reMr{r.

flpu naqueHTn B crapqecKa Bb3pacr, naqueHTu c 6r6pevHa HeAocrarbqHocr, TaKHBa c gua6e'r, naq[eHTH
neKyBaHH eAHOBpeMeHHO C Apyrn neKapcrBeHH npoAyKTH, KoHTO Morar Aa noBHrrrar Hr{Bara Ha KaJIufl
ulunvt npvt [arrHeHTH c npnApyxaBauru cbcrosHnc, xn[epKaJll{eMntra Moxe Aa 6r4e c $aranen I,I3xoA.

Ilpe4r,r Aa ce B3eMe perxeHr,re 3a eAHoBpeMeHHo npnnoxeHne Ha JreKapcrBeHH npoAyKTu, Kor,rro noBJrI,IrBar
cncreMara peHr,rH-aHrnoreH3r{H-aJrAocrepoH, rpr6aa Aa ce npeqeHn cborHolxeHHero norea.ipncrc.

OcHosHr,rre pHcKoBH Saxropn 3a Bb3Hr,rKBaHe Ha xr.rnepKaJrueMlrs, Kol.rro rpr6ua Aa ce B3eMar noA
BHI{MAHHE CA:

- 3axapeH gua6er,6r6pevno yBpexAaHe, Bb3pacr (> 70 ro4uutt)
- Kou6nnaquflTa c e1vrr vurv rroBeqe JleKapcrBeHr,r [po.{yKTr.r, KoI,ITo noBJIHsBar cucreMara peHLIH-
aHrr4oreH3uH-uurAocrepou u/uttu KaJIneBr,r Ao6asxu. JlexapcrneHl,I npoAyKTIc I4JII,I TeparIeBTI,rtIHH rpynll
JreKapcrBa, KoHTo Morar .qa npoBoKnpar nocBara Ha xnnepKanvreunfl ca rcarufi-crAtpxaIrlfi 3aMecrHTeJII,I Ha
coJrra, rcrurnfi-crxpaHrBarrln Ar{ypsrurru, ACE-unxn6r,rropr,r, aHruoreH3nH II peqenropHH aHTaroHHcrIl,
HecrepoHAHH npornBoBb3naJrlrreJrHr,r JreKapcrBeHH cpe.qcrBa (HCIIBC, BKJIIoqI,ITeJIHo ceJlexr. .HBHn COX-2
nrxn6uropn), xenapnn, r,rMyHocynpecopH (uraxnocnopula Hlrvt raKponuMyc) u rpurrrero#^V, '
- I4HrepxypeHTHH cs6vlnws H no-cneunaJrHo AexnAparlrpaHe, ocrpa cbpAeqHa AexonaneHcaqurr. : . ,
naera6olnrua aunAo3a, BJrorreHa 6r6peuHara $yuxqnr, BHe3anHo BJloIraBaHe Ha cbcrosHl,lero Ha



6t6peqnre (Hanp. nuSexqnosul{ ga6orgsaunr), xreruvHo Jru3npaHe (Hanp. ocrpa HcxeMr,rr Ha rcpafiHnr,
pa64onanolusa, o6ruupHa rpanrvra).

flpenopt.rna ce BHI,IMareJrHo MoHHropHpaHe Ha cepyMHr,rsrcanufi nplr pHcKoBr{ naql,teHTu (nx. rovxa 4.5).

ErHHqecKH pasrHqHg
Karcro e Ha6rrcganaHo rrH urrxn6nropure Ha aHrnoreH3r,rH-KoHBeprnparqnr eH3r,rM, TenMr.rcapraH H Apyrr,rre
aHfHoreH3nn II peqenropHu aHTaroHHcrH ca oqeBr,rAHo no-cra6o e$ercrunrn B noHr{xaBaHero Ha KpbBHoro
H,UItraHe IIpH naIIHeHTI,r OT qepHaTA qACA, B CpaBHeHHe C ApyrHTe paCH, BepOTTHO rrOpaAH no-qecToTo
CPCUIAHC B qCPHATA NOIIYNAIIHS HA HI,ICKO PEHI,IHOBO HHBO C NPO'BH HA XHNEPTOHH'.

4pyrn:
Karro u [pI,I Apyrn aHTr{x[[epreH3r,rBHr,r JreKapcrBa, 3Haqr,rreJrHoro noH[DKaBaHe Ha aprepr{ilrrHoro
HuultraHe rlpl,t naqneHTu c r{cxeMurIHa KapAuo[?rrnfl vrrrr ucxeMlrqHo cbpAeqHo-cbAoBo ga6orqsaHe, Moxe
Aa AoBeAe Ao Mr,roKapAen r,rn$apxr r,urn Mo3br{eH [Hcynr.

4.5 BraurrroAeftcrBre c Apyrn nenapcrBeH[ rrpoAynTrr n Apyrn Qop*rn Ha B3a[MoAeftcrnne

flpoyvnaHns 3a B3anMoAeftcrst,tgra ca npoBexAaHlr caMo npr.r Bb3pacrHr,r.

Kaxro H ApyrHTe neKapcrBeHu npoAyrffr.r, KoHTo rloBrnqBar cncreMara peHuH-aHrr,roreH3uH-zurAocrepoH,
TenMucapraH Moxe Aa npoBoKr,rpa noflBara Ha xurrepKaurHeMlr.s (ex. rovxa 4.4). Tosu pucKbr Moxe Aa ce
noBHrIrH e clyuafi Ha rcou6uunpaHo neqeHr4e c Apyru JreKapcrBeHn npoAyKTrr, KoHTo cbulo Momr Aa
npeAH3BHKaT XHnepKaJrr4err,rUr (Xa.nnfi-cbAbp)rGrrlH 3aMecTHTeJrr,r Ha coJrTa, narufi-crxpaHrBarqn
AI{yperHrIH, ACE-r,ruxx6HTopH, aHrr,roreH3r,rH II peqenropHu aHTaroHHcrH, HecreponrHu
nporHBoBb3naJII,ITeJrHr,r cpeAcrBa (HC[IBC, BKJrrorrureJrHo ceJIeKrHBHu COX-2 unxn6uropu), xenapuu,
I,IMyHocyrpecop[ (qnrnocnop HH Htvt raKpoJr HMyc) r.r rpnrraeronpuM.

BtsHl.frcsaHero Ha xnnepKrurneMr,rr 3aBncv or cBbp3aHHTe c roBa pucKoBrr Qarropn. Pucrrr ce noBnrraBa
npu no-rope nocoqeHr{Te repaneBTr,rquu nona6uHaqnn. Pucrcrr e oco6eso BHcoK npN xou6nHa\vrfl c xa.nnft-
ctxpaHtBauln AHyperHrIH H Koraro ce rona6nHupa c xarnft-cbAbp)Karrln 3aMecrr,rreJrn Ha coJrra. Hanprarvrep
npn nov6uuarrnr c ACE-nuxu6HropH unn HCIIBC pHcKbr e no-MaJrbK, npa ycJroBue, r{e crpHKTHo ce
cna3Bar npeAna3HuTe MepKH npr.r ynorpe6a.

EduoepeneuHo npwoztceHue He ce npenopbqaa c

Ka.n n fi -crxpaHssaun nu.vpernur,r Lu H rcnuesr,r,uo6asrn :
AHr[oreHsnn II peqenropHnTe aHTaroHlrcrr4 KaKtBTo e renMlrcapraH, HaManmar sary6arauarcanuit,
Kosro ce npeAn3BHKBa or Ar{yperHrIHTe. Kanufi-crxpaHsBarqure ArdypernrlH Karo crrHpoHoJraKToH,
e[JrepeHoH, Tpr,raMTepeH HJrH aMHJropnA, KrurHeBHTe Ao6asKr,r wtu rcaruit-cbAbpxalrln 3aMecrHTeJIH Ha
coJrra, Monar Aa AoBeAar Ao 3HarrnTenHo rroBr,r[reHr,re Ha cepyMsus rcau.uit. Arco e4uoapeMeHHoro r,rM
[punoxeHue e noK€BaHo nopaAn ycraHoBeHa xHnoKaJrHeMvrfl,To rpr6aa Aa ce H3BbpuIBa c noBI,r[IeHo
BHHMaHHe nrpx6za qecro Aa ce MoHHTopHpa cepyMHusrcanuit.

Jlurnit:
flpn eanonpeMeHHo rrpHJroxeHne Ha.nurufi c nrxu6nroph Ha aHfuoreH3uH-KoHBeprr4paqur eH3HM H
aHfnoreH3nn II peqenropHn aHTaroHHcrH, BKJrroqureJIHo reJlMucapraH, ca Ha6roAasaun o6paruuo
noBHrxeHne Ha cepyMHr.rre KoHrreHTpauHu Ha ntlnuit n rrporBu Ha roKcuqHocr. Aro rasH KoM6HHaIrHt e
AoKa3aHo Heo6xoAl,trvta, ce npenopbr{Ba BHHMareJrHo MoHxTopr,rpaHe Ha cepyMHHTe HHBa Ha rvrns.

EduoepemeuHomo npunoJreHue u3ucKaa noauuteHo zHuMaHue npu ..

Hecrepounnlr nporlrsosr:naru'rerHu cpencrna '!

HCIIBC (r.e. aqernlc,ururrnJroBa KuceJrlrHa B nporr,rBoBb3rrzIJrHTeJIHH Ao3I,I, COX-2 uuxu6nropn n ',

HeceJreKrr,rBnu HCIIBC) uorar Aa HaManrr aHTr[xrrepreH3uBHurr e$ercr na anrnfreusuH II peueimopruTo
aHTaroHHcru. IIpd HrKoH narlneHrr,t c HapyrxeHa 6r6peuna $yHxqrar (Hanp. AexriApaTllpaHfi nat$4eHT4l1|-|.r4



TIaIIHeHTH B crapqecKa Bb3pacr c HapyureHa 6r6pe.rHa {yHxur,rr), eAHoBpeMeHHoro rrp[noxeHne Ha
aHrr{oreH3r,rH II peqenropHu aHTaroHucrvr u neKapcrBeHr,t [poAyKTr,r, Kotrro uwxulupar
qHKJIooKcHreH:Bara, Mo)r(e Aa AoBeAe Ao AonbnHr,rreJrHo BJrorrraBaHe na 6r6pevHara QyHrcqur,
BruIloquTerHo e Bb3Mo)KHa ocrpa 6r6pevna HeAocrarbqHocr, Kosro o6nxHoseHo e o6parurua. llopagn ra"rn
npHqHHa, xov6nHaunrra rpr6na Aa6t1e rrpnnaraHa c noBurrreHo BHHMaHr,re, oco6eno npu naUHeHTr4 B
crapqecKa Bb3pacr. flaqneurure rpr6na Aa 6rAar aAeKBarHo xnAparrdpaHru Aa 6r4e npocleAflBaHa
6t6peuuara nna SyHxIryrt B Har{aJroro Ha rou6uHnpaHara repannr n nepHoAur{Ho cJreA ToBa.

B eAuo npoyqBaHe, eAHoBpeMeHHara yrrorpe6a ua reruncapraH H paMnrrpt,tn e AoBena go 2,5-rparuo
[oKaqBaHe Ha AUCs-2a H Cr.,, Ha paM[npIlJI I{ paMnrrpnJrar. KlnsuqHara 3Haqr,rMocr Ha rosa Ha6r}oAeHHe
HE E H3BECTHO,

.Ilnyperr,ru[ (ruasr,uur.l HrH 6pur\,mosu lnyperl,tult)
llpe4uec'mauro ner{eHne c BHcoKr,r Ao3H Ar{yperr,rrln Karo Syposerr,rn4 (6pr,rrvrrcon auypernx) n
xllApoxJloporua3v1 (rnasn4eH arryperr,rrc) Mo)r(e Aa AoBeAe Ao HaMarreH o6em Ha unpKynupauara Kp6B rd
pHcK oT Bb3Hr,IKBaHe Ha XHnOTOHI,'.A npI/I 3anoqBaHe Ha leqeHr,re C TenMHCapTaH.

Tpn6ea da ce eseJvte nod euuuauue npu eduoepeueuHo npunoJrceHue

Apyrn aHruxn nepreHsn sHr.r rercapc'reeH r.t npoAytff H :
XnnoreHgusunrr e$ercr Ha relrMHcapraH Moxe Aa ce [oBr,uxu npn rou6r,rHupaHara yno'rpe6a c ApyrH
aHTHXH[epTeH3HBHr,l neKapCTBeHH npOAyKTH.

Brs ocHosa Ha $aprraaronorHqHr,rre Hr,t csoftcrsa, e Bb3MoxHo Aa ce oqaKBa, qe cJreAHHTe neKapcrBeHH
[poAyKTH Morar Aa noreHrlr,rpar xHnoreH3nBHHr e$exr Ha Bcr,rr{Kn aHTr,rxr4nepreH3nBHra JreKapcrBa,
BKrrroqHTeJrHo reJrMHcapran : 6axno$eH, aunQocruH.
Ocneu ToBa, arlKoxorur, 6ap6uryparuTe, HapKorr,rur,rre vrrvr alrTla e[pecaHTuTe Morar Aa3acvursr
opTocTaTHr{HaTa xHrroToHHr.

Koprurcocrepou.4ra (cucreuuo npuroxeuue):
HalaarqsaHe Ha aHTuxnnepreH3r.rBHnr eQenr.

4.6 Epeuennocr rr KbpMeHe

Epevesuocr:
Ynorpe6ara Ha aHrHoreHgr.rH II peqenropHu aHTaroHucrn He ce rtpertopbqBa rrpe3 rrbpBufl TpHMecrbp Ha
6perraeuHocrra (ox. TorrKa 4.4). Ynorpe6ara ua aHruoreH3r,rn II peqenropHu aHTaroHHcrH e
npornBonoKa3aHa npe3 BTopuq H Tpernr rpr.rMecrbp ua 6peuenuocrra (ax. ror{Kn 4.3 u 4.4).

H.rua 4ocrarsqHo AaHHr,r sa ynorpe6ara Ha reJrMHcapraH npu 6penaenHu )I(eHn. ErccnepuueHTtulHnTe
IlpoyvraHra-era npn xr,rBorHn ca noKa3anu penpoAyKTlrBHa roKcr,rqHocr (nx. ro.ma 5.3).

Enu4eunolor[qHnre AaHHH 3a pr,rcKa or reparoreHHocr cJreA eKcno3vrl.1lz.s, Ha ACE nHxn6I,ITopH npe3
rrbpBnr rpr,rMecrbp Ha 6penreHHocrra, He ca y6egureirHr,r; Bce naK cna6o noBH[IaBaHe Ha pHcKa He Moxe Aa
ce H3KJrlor{H. Trft raro He ctrrlecrByBar KoHTpornpauy. e[r,rAeMHoJIorHr{HH AaHHH 3a pI,IcKa c aHrHoreH3I,IH
II peuenropHn aHTaroHHcrH, Moxe Aa ce rrpneMe, qe 3a ro3n KJrac neKapcrBa pncKbr e noAo6eu. OceeH aro
npoAbn)eBauloro JIeqeHI,re c aHrnoreH3r,rn II peqenropHl,r aHTaroHncrr.r He ce cqnTa 3a n3KJIIortHTeJIHo
Heo6xo4nuo, [aqHeHTKHTe rrnaHr,rpauln 6peueHxocr rpx6na Aa rrpeMr,rHar Ha :urrepHarr,rBHa
aHTr,rxHnepreH3riBHa repannr c ycraHoBeH npo$r,rn na 6eeonacHocr no BpeMe Ha 6peueuuocr. Axo e
AnarHocrnrrvpana 6pertaeHHocr, JreqeHuero c aHruoreH3uH II peqenropHl,I aHTaror'vlcru rpa6na nega6ango
la 6's1e npeycraHoBeHo H aKo e noAxoArulo Aa 6rAe 3arroqHaro aJITepHarHBHo JIeqeHHe

VcranoseHo e, qe excno3vt\vflTa Ha aHrnoreHguu II peqenropHu aHTafoHHcrH [pe3.BToplar u rperul :
TpnMecrbp or 6peueuHocrra rpeAH3BHKBa QerororcuuHocr npr,r xopa (noHn:xena,6t6peuHa $yunuux; l,
onnroxr,rApaMHr,roH, perapAarrnq Ha qepenHara ocuQuxaqlrx) n HeoHarrulHa roKcuqnocr (6t6peuna : ,'
HeAocrarbrrHocr, xnnoroHr,rr, xr,rrrepxarueuur) (rx. rovxa 5.3). ,



flpenoprvna ce ynrp€BByKoB rrperne4 Ha 6r6peqHara SyHrcuur t,t qepe[a, aKo Hacrbnu eKcno3l,rqut Ha
aHfnoreH3r,rH II perlenropHr,r aHTaroHHcrH npe3 BTopHr rpnMecrbp ua 6peueuHocr:ra H cJreA ToBa.
Hooopo4eHure, qHHTo ruafirn ca npneMiuru aHrr.roreH3r,rH II peqenropHu aHTaroHHcrw,rpt1ya la6rlar
BHHMareJrHo Ha6ruoAasaHr{ 3a Hannqr{e Ha xr{noronur (nx. ToqKH 4.3 u 4.4).

Krpnaese
Tril raro HqMa AaHHH orHocHo ynorpe6ara Ha reJrMncapraH no BpeMe Ha KbpMeHe, ynorpe6ara ua
TenMHcapraH He ce npenopbqBa, a ce npeAnor{r,rrar aJrrepHarHBHI,r JreqeHnt c no-4o6pe ycraHoBeH npo$un
Ha 6egonacHocr no BpeMe Ha KbpMeHe, oco6eHo npu HoBopo4eHtnvrrrr HeAoHoceHH Aeua.

4,7 EQenrn Bbpxy cnoco6nocrra ra ruoQnpaHe r paOora c Malrrnnrl

H.rua npoyrrBaHlrs aa eQexrure Bbpxy cnoco6Hocrra sa ruoQupaue n pa6ora c MaruHHH. Hegas[cuMo or
ToBa, Koraro ce uro$r,rpaulru pa6orn c Marrrr,rHu rpr6aa Aaceuua rrpeABI,rA, qe flpu aHTHx]InepreH3]IBHa
TepanHt, MaKap L prAKo Morar Aa ce norBgr gaMaftsaHe H cbHJruBocr.

4.8 Hexe.nanuJreKapcrBenupeaKq[rl

O6rqara qecrora Ha HelxeJraHure neKapcrseHn cr6nrlrr, AoKJTaABaHH rrpu ynorpe6a Ha renMncapraH
(41 ,4 o ), e cpaBHHMa c nraqe6o (43,9 %) npu uaqe6o-KoHTponupaHu npoyqBaHnfl npn rauueHTH,
neKyBaHH 3a xnneproHuq. r{ecrorara Ha HexeJraHnre cs6nrvs He e 6ura carpsaHa c Ao3ara u He e
rroKrBzura Kopenaqnr c noJra, Bb3pacrra lanv pacara Ha naqueHTure. flpoQnJrbr Ha 6esonacHocr lra
TeJrMHcapraH rrpu [arrHeHTu, JreKyBaHH 3a HaMaJrsBaHe Ha cbpAer{HocbAoBara 3a6oneBaeMocr, e cxoAeH c
rosu, Ha6lrcAaBaH lrpH xHnepreH3raBHn naql,teHTn.

[pe4craaeHuTe no-Aony HexeJraHH JreKapcrBeHH peaKrIHH orptBflBar pe3ynraruTe or KoHTponrpaHvl
KJTHHHqHH npoyr{BaHns rrpn narrHeHTH, JreKyBaHr,r 3a xnrreproHvtfl u or nocr-MapKerI,IHroBI4 cro6ulenns.
Bseru ca [oA BHI,IMaHI,Ie H cepuo3Hu He)I(eJraHI,r neKapcrBeHl peaKqHH r,r Hex(eJraHH cr6urw, KoI,ITo ca
AoBeJrr,r Ao rrpeKparsBaHe Ha JreqeHr,rero, 3a Koero ce cro6qasa B TpH AbnrocpoqHn KJIHHHqHH rIpoyqBaHI,It,
BKrroqBauru 21 642 naqueHTn, JreKyBaHr.r c renMHcapraH 3a HaMarItBaHe Ha cbpAeqHo-cbAoBara
sa6oresaeMocr 3a neplroA Ao rrrecr roAHHH.

Hexeraunre peaKrruu ca Kareropu3r,rpaHr,r c[opeA qecrorara, Karo ce H3rroJr3Ba cneAHara xracrn$urcaqua:
MHoro qecrn (>l/10), qecrlr (>l/100 Ao <l/10), Heqecrll (>l/l 000 Ao <l/100), peAKH (U l/10 000 ao
<l/l 000), MHoro peAKr, (<l/10 000), c HeH3BecrHa qecrora (or HaluunlEre .qaHHr,r He Moxe Aa 6tAe
HarrpaBeHa oqeHrca).

flpn acrxo npynnpaHe B 3aBr4cnMocr or qecrorara, HexeJraHr,rre JIeKapcrBeHI,I peaKIrI,IH ce ue6poroar n
HH3XOASUI peA nO OTHOrrreHr{e Ha TeXeCT'ra.

I4n$erqlru u uH$ecraunu
Heqecrn: uu$erqun Ha ropHI,ITe AI,IXareJrHr,r rrbrlrlqa, BKrIIor{HTeJIHo

Qapr,rHrur u cItHy3I,IT, nuQercqnu Ha ypI,IHapHI,ls rpaKT
BKIIOI{I4TEIHO UHCTI,IT

C HeussecrHa qecrora: cettct,tc, BKrIot{I,ITerHo c SaraleH ngxoAt

HapyrueHnr Ha KpbBTa n ruuQnara cncreMa
Heqecru: aHeMr,rt
PeAxn: rpou6ouurorleHu.s
C HeHssecrHa qecrora: eosnHo$ruut

HapyureHr,re Ha HMyHHara cr,rcreMa
PeArn: cBpbxrryBcrBr,rreJlHocr
CHerissecrHaqecrora: aHaQurarcruqHapeaKlrltt

Hapyruenur Ha ueraborlrcMa H xpaHeHero
Heqecru: xnlepKanHeMltt

l \



HapyrueHnr Ha HepBHara
CHCTEMA

He.tecru: cI,rHKon

Hapyueunr Ha oKoro
PeAnn: HapyueHo 3peHne

HapyrueHur Ha yxoro H
xa6upuula

He.{ecrn: cBeroB6pre)r(

CrpAevun HapyrxeHut
Heqecrn: 6puurcapAut
PeArcn: TaxHKapAr.It

CrAonn HapyueHuc
Heqectlr: xunotoHng', oprocrarur{Ha xnrloroHnt

PecnuparopHu, rpbAHLr H MeAHacTHHaJIHH HapyuleHns
Heqecrn: AHcnHet

flcrxnqsn HapyureHut
Heqecru:
Pearu:

CronaaruHo-qpeBHr,r HapyureHr.rq
Heqecrn:
PeArcn:

Xenaro6unapHn HapyueHHt
Peaxn:

Aenpecur, 6egctsue
TpeBo)ruocT

KopeMHa 6or rca, Avrapvs, Aucneilcvtr, Qlaryneuun{, noBpblrlaHe
croMarxHo pascrpoficrBo, cyxora B ycrara

HapyureHuq Ha qepHoApo6uara $yHrcqur/vepHoqpo6Ho
HapyureHHe

Hapyrueuur Ha Kox(ara r,r [oAKo)r(Hara r6KaH
Heqecrn: xnnepxnApo3a, npypuTyc, o6pnn
PeAru: epr,ITeM, aHrHoeAeM, neKapcrBeH o6pnn, ToKcI,IqeH KolI(eH o6pnn,

eK3eMa
CHeussecrHar{ecrora: yprl,IKapnt

HapyureHnr Ha Myc Kyn Ho.cKeJlerHara cl{creM a H cbeAI,IHI,ITeJIHara rbKaH
Heqecru: Mnarrvtn,6o.nxa n rup6a (nanp. utuuac), MycKyJIHH cna3Mu
PeArn: aprpzulfl,It, 6olxa n rpafiunqure
C HengsecrHa qecrora: 6olrca B c)rxo)Kr,rJrurra (uogo6uu Ha reHAI,IHur cunamoun)

HapyrueHnr Ha 6r6pequre u
OT.U,EJI I4TEJIHATA CHCTEMA

Heqecru: 6r6pe,rHo yBpe)KAaHe BKrIIoqHreJIHo ocrpa 6r6peuna
He.40cTaTbqHocT

O6uru HapyueHnf, n eQexru Ha Mflcroro Ha npHJlo)KeHI{e
He.recrH: 6olxa B rbpAlaTe, acreHltt (cna6ocr)
PeAru: rpnnono4o6Ho ga6orqsaHe

I4screAsaHr.rs
Heqecrn: rIoBI,IuIeH KpearI,IHuH B KpbBTa



PeArcn: NOBI,IUIABAHE HA TII,IKOIIHATA KHCEJII,IHA B KPbBTA, NOBI,IUIABAHE HA

vepno4po6Hr,ne eH3HMH, noBI,tIuaBaHe Ha KpbBHara KpearHH

$ocSoxuna:a, rroHI,DKeHHe Ha xeMorJlo6uHa

'B npoyunaHero PRoFESS e Ha6nrogaBaHa rroBr,rureHa qecrora Ha Bb3HHKBaHe Ha cencnc B rpyflara c

TeJrMHcapraH, B cpaBHeHue c nlaqe6o. Cr6u'me'ro Moxe Aa e orKpr,rro cryuafiHo rrltu Aa e cBbp3aHo c

HeH3BecreH Ao cera MexaHH3bM (ox. rovxa 5.1).
2Cro6uleHn Karo r{ecrn npu narrneHTu c KoHTpon[paHo KpbBHo HaJItraHe, KoI,ITo ca neKyBaHH c

TenMHcapraH 3a HaMtursBaHe Ha cbpAeqHo-cbAoBara sa6oresael\4ocr, B AorIbJIHeHue KbM craHAaprHLITe

rpr,rxH.

4.9 llpeAornpane

.{aHunre 3a npeAo3upaHe npn xopa ca oFpaHLIrteHH.

Cnnanronau: Hafi-ugsnesuTe nporBn Ha npeAo3r,rpaHe c reJrMucapraH ca xhnoroHl,Is H TaxHKap[vrs; ocBeH

ToBa cburo ce cro6tr1asar n dpaAurcap4nfl,3aMaflHocr, noBHIIraBaHe Ha cepyMHI,It KpearHHI,IH H ocrpa

6r6pevHa HeAocrartqHocr.

Jleqesue: TenuucapraH He ce orcrpaHrBa qpes xeMoAvaJtu3a. flaqneHrtrtp.r6na4a 6rge BHHMaTeJIHo

sa6lroAanau v Aace [puJrara cr,rMnroMarvrtnav rroAAspxarqarepanufl. Jleqeuue'ro saBHcH or BpeMero,

Koero e H3MHHaJIo or noruIburaHero H Texecrra Ha cuMnroMnre. BtgLroxHHTe MepKI,t BKJIIoqBaT

[peAH3BHKBaHe Ha floBpbrrlaHe u/vtnu croMarrrHa rrpoMHBKa. flpu reveuuero Ha npeAo3upaHero Moxe Aa e

noJre3Ha ynorpe6ara Ha aKTHBeH BbrJreH. Heo6xoAnrr,ro e qecTo npocneAtBaHe Ha cepyMHHTe eneKTpoJIHTH

H KpearHHHH. flpn [osBa Ha xr,rnoroHuq, [arIHeHTbr rpr6na Aa 6tAe nocraBeH B rerHaJlo no rpt6

noJroxeHne u 6rpso Aa ce npl,IJloxar o6eusn I4 coJIeBI,I 3aMecrI,ITeJII,t.

OAPMAKOJIOTNqHTI CBOIICTBA

Oap*rarogrrHaMnqHrr cnoft crna

OapnaarorepaneBTr,rr{Ha rpyna: AsrnoreugptH II aurarouucr, ATC rco,q: C09CA07.

MexaHusrru Ha,4eftcrsne:
TeluncapraH e nepopaneH aKTnBeH u cneqnQuueH aHruoreHguu II peuemopeH aHranoHHcr (run ATt). Tofi
H3MecrBa c MHoro BlrcoK aQnHnrer aHruoreH3r,rn II or HeroBoro Mtcro Ha cBbp3BaHe s ATr peqerlTopHut
noATHn, xoftro e orroBopeH 3a r,r3BecrHr.rre Aeftcrsnq Ha aHrHoreHsLrH IL TeruucapraH He noK€BBa HHKaKBa
qacrr,tqHa aroHHcrur{Ha aKTr,rBHocr cnprMo ATr peuenropa. TeluncapraH ce cBbp3Ba cerexrneHo c ATt
peqerrropa. Cnrpsnauero e rpaftuo. Tofi He npr,rrex(aBa aQuuurer KbM ,qpyfuTe peqenropu, BKJIloqHreJIHo
ATz n 4pyrr,r no-cla6o xapaKTepr,r3r.rpaHr,r AT-peqenropn. OyHrcqnoHaJrHara pont Ha re3u peqerlTopl,I He e
H3BecrHa, Hnro eSexruTe or rrxHoro cBpbxcruMynupaHe or aHruoreHsun II, quI,ITo HHBa ce rIoBHIUaBar or
TeJrMr,rcapraH. flnasMeHuTe HHBa Ha :urAocrepoH ce noHH)KaBar or renMncapras. TeluncapraH He
uuxu6upa r{oBerrrKr,rs nJra3MeH peHHH, unro 6lonupa fioHuure KaHalH. TeluncapraH ue urrxu6npa
aHrnoreH3nH-KoHBeprnpauryrs eH3r,rM (xuHr.rHasa II), eusnirmr, xoftro cblrlo pa3rpax.qa 6paauKHHHHa.
Ilopa4u roBa, He ce oqaKBa Aa noreHuHpa 6pa4uxlrHHH-MeAHHpaHHTe He)KeJIaHI,r neKapcrBeHI,I peaKIIHLr.

flpu xopa, Ao3ara or 80 mg renMr,rcapraH rrorrrr,r HafrbJrHo uuxu6wpa rpeAH3BHKaHoro or aHruoreHsuH II
rroBuuraBaHe Ha KpbBHoro HaJrrraHe. Hrxn6uropHntr e$err ce noAAbpxa B npoAbnxeHne Ha nag24 uaca,
Karo Bce oule Moxe Aa 6r,qe ycraHoBeH Ao 48 qaca.

Krusnqua eOuracnocr n 6egonacnocr:
' . .

JIeqeHHe Ha eceHuHarHa xnneptoHnq :l "
ArnnxnnepreH3r,tBHnrr e$err ce na6.nroAaBa rrocreneHHo B [poAbJDI(eHI,Ie na 3 paea cneA npI,IJIaFaHe Ira i
nbpBara.qo3a renMHcapraH. Marccnnaa.nHoro noHr.u(eHl,Ie Ha KpbBHoro HaJIsraHelQEI{KHoBeHo ce flocrura B

f,.
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paMKHTe Ha 4 Ao 8 ceAuuqu cJreA HaqirJroro Ha JreqeHuero H ce rroAAbplra npu npoAbnxHTeJIHa repan[t.

Cle4 upueuaHe Ha Ao3ara aHTr{&r[epreH3r{BHr{f,T eQercr [epcrrcrupa noBeqe or 24 uaca, Karo BKrIroqBa Lr
rIocJIeAHHTe 4 qaca [peAH cneABauloro npr{Jro}KeHr,re, KaKTo rroKa3Bar au6ynaropurre H3MepBaHVA Ha
KptBHoro HzurrraHe. Tosa e norBbpAeHo r,r or cborHoureHr.rero MHHI,IManHI,I KbM MaKcHM:urHH
KoHqeHTpaqr{H, Koero e nocrorHHo saA 80 o/o crcA npHeM Ha Ao3r,r or 40 u 80 mg reJrM}rcapraH rrpH
nlaqe6o KoHTponnpaHn KJII,THI,IT{HII vrgrrvrBar.nfl .

Haruqe e oqeBI,rAHa reHAeHrrns 3a Bp63Ka MexAy Ao3ara u BpeMero Ha Bb3craHoBrBaHe Ha 6asarHoro
cncroJrHo KpbBHo HzurrraHe (SBP). B rona orHorxeHr,re, AaHHHTe 3a AnacroJrHoro KpbBHo HarqraHe (DBP)

ca HenocTotHHH.

llpn naquenrn c xnneproHlrr, TeJrMlrcapraH peAyrl[pa u cucroJrHoro H Ar,racronHoro KpbBHo salsrase 6eg

Aa noBJIHffBa rlyJrcoBara qecrora. Haruquero Ha Ar{yperr,rr{eH H Harpnyperr,rrreH eSexr, xofiro Aa AorrpnHece
3a xl{noreH3uBHara aKTr,IBHocr Ha JIeKapcrBeHI,rr [poAyKT, Bce oule He e AoK:BaHo. AnrnxnnepreH3nBHara
eQnracuocr Ha reJrMr,rcapraH e cpaBHr4Ma c ra3r Ha rrpoAyKTH, npeAcraBvrrerv Ha ApyrH K;racoBe
aHTHxhnepreH3HBHH JreKapcrBeHH [poAyKTH (ycrauoneua npH KJTHHnqH]r H3nr,nBaHnfl, cpaBHrBarqn
TenMHCapTaH C aMnOAHnr,rH, aTeHOJrOJr, eHaJranpHn, xHApoxJropoTHiBHA n lusnHonpnr).

flpu nHesanHo rrpeKbcBaHe Ha JreqeHnero c renMr,rcapraH, KpbBHoro HurnsraHe nocreneHHo ce Bpbula Ao
crofiHocrure rrpeAl,r reqeHuero 3a rrepuoA or HrKoJrKo 4Hu, 6es AaHHH sa pe6ayng xr,rfieproHur{eu e$err.

Clyuanre Ha cyxa Kaurn[qa ca 3HaqI,ITeJIHo no-MaJIKo npu naqueHTI,I, JIeKyBaHu c reJrMr,rcapraH, orKoJlKoro
nplr raKI{Ba, Ha Kol,rro ca AaBaHI,I urxu6uropu Ha aHrnoreH3uH KoHBeprl,Iparqnr eH3HM B KJrlrHHqHn
npoyqBaHHt, AHpeKTHo cpaBHrBarrllr ABeTe aHTHxHnepTeH3HBHu JreqeHHr.

flpeseHuHs ua clp.{eqHo-craosn ga6orssaHr.rs

B npoyuoaHero ONTARGET (ONgoing Telmisartan Alone and in Combination with RamiprilGlobal
Endpoint Trial) (Pesymarr.r or Jrer{eHr,re c renMHcapraH caMocrorreJrHo H s xorvr6xHa\Hs c pauunpul) ce
cpaBHflBar eSerrure or JreqeHne c renMncapraH, paMurrpunt vr c rcou6nsaqus or reJrMHcapraH H paMhnpnn
Bbpxy cbpAer{Ho-cbAoBr,rre noKa3areJrr4 r'a25 620 naqnenTu Ha Bb3pacr 55 roAunu H rroBeqe, c aHaMHe3a 3a
KopoHapHa aprepuanHa 6orecr, HHcyJrr, npexoAHa HcxeMHqHa ararca (TIA), nepuQepna aprepuaJrHa 6olecr
I,IJIH 3axapeH gua6er run 2, npnApyxeHu c AoKa3areJrcrBa 3a opfaHHo yBpex.AaHe (nanp. peruHonarrlr,
neBoKaMepHa xnneprpoQnr , uaxpo- HnH MuKpoa.n6yrrrr,rnypur) - norryrarrHr c pHcK or Bb3HraKBaHe Ha
cbpAeqHo-cbAoBH HHrIr,rAeHTI,r.

flaquenrnre ca paHAoMusnpanv KbM eAHa or cJreAHHTe rpn rpyn[ Ha JreqeHr,re: c reJrMucaprau 80 mg
(n : 8 542),pavunpm l0 mg (n : 8 576), uau c xou6uHarlr.rlr or reJrMHcapraH 80 mg rnrcc paMurrpun
l0 mg (n = 8 502), c nocneABarqo cpeAHo BpeMe Ha rrpocJre,{snaHe 4,5 roAHHH.

TeluncapraH noKzxiBa noAo6eH Ha paMHnpnl eQercr npr{ HaManrBaHe Ha nbpBr,rqHara cbcraBHa rpaftHa
ToqKa or cbpAeqHo-cbAoBa cMbpr, ue$ara.neu raHQapxr Ha MHoKapAa, ueQarareH Mo3brreH HHcyJrr r,rJru
xocnr,rrarr,r3arllu [opaAu KoHrecrHBHa cbpAeqHa HeAocrarbqHocr. 9ecrorara Ha nbpBuqHara rpaftHa roqKa
e cxoAHa B rpynnTe Ha reJrMucaprau (16,7%o) r.r panruupnn (16,5%). Koe$r.rqaeHrtr Ha pHcK 3a
TenMncapraH crrpsMo paMHnpHJr e 1,01 (97,5% Wl0,93 - 1,10, p (He no-rorrnaa eSunacHocr) = 0,0019 npn
rpaHur{a 1,13). IlpoueHTar Ha cflyr{ar,rre Ha cMbprHocr no pa3nr{r{Hr,r [pt,trrnHu e cborBeruo ll,6Yo u ll,8o/o
cpeA naqHeHTr,rTe, JreKyBaHH c TerMr,rcapTaH r,r paMHnpLIJI.

.{orcasaHo e, .re eSerrr,rBHocrra Ha reJrMucapraH e cxoAHa c ra3n Ha paMnflprdrr npu [peABapnrenHo
onpeAeJreHara BTopHr{Ha rcpaftHa roqKa or cbpAerrHo-cbAoBa cMbpr, HeQara-neu r,ru$apxr H?-MHoKapAa H
Hesara.neu HHcyJrr 10,99 (97,5 % Wl0,90 - 1,08), p (ue no-rorrua e$uxacuocr) : 0,0004], nbpBur{Hara
rpafiHa roqKa n peQepenrHoro npoyqsaHe HOPE (The Heart Outcomes Prevention Evaluation Study),
Koero npoyqBa e$erra Ha paMurpr,rJr crpsMo uaqe6o.

flpoyvnanero TRANSCEND paHaoMu3Hpa narlneHrr,r c HenoHocr,rMocr KbM ACE nnxn6nTopli, cbg cxoAlNH
Kpnrepl.rf,r 3a BrurloqBaHe Karo rpoyr{BaHero ONTARGET, ua reJIMHcapraH 80 mg (n:2 954\ unu ua.tte6o



(n:2 972), B AonbJIHeHHe KbM craHAaprHoro JreqeHue. flaqnernure ca npocne AfiBaHu 3a repuo.q cpeAHo
4 roAuwu u 8 naeceqa. He e ycraHoBeHa crarr,rcrr,rqecKn 3HaqHMa ptBnHKa B qecrorara Ha ilbpBur{Hara
cbcraBHa xpafiua roqKa (crp4euHo-cbAoBa cMbpr, ne$arareu unSapxr Ha MHoKapAa, ue$araleH Mo36qeH
HHCynr HJIH XOCrIHTAJrU3Arlufl rro nOBOA KOHTeCTHBHa CbpAerrHa HeAocTarbr{uocr) [l5,7Yo B rpynaTa Ha
TenMl' Icaprasu17,0%o Brpyr larasauaqe6ocroeSuqueHTHaplrcK 0,92(95yoAI40,8l  -  1,05, p=0,22)).
I4ua gaantu 3a noJl3ara or reJIMHcapraH B cpaBHeHHe c uaqe6o flpu npeABapuTenHo orrpeAeneHara
BTopHqHa cbcraBHa rcpaftua roqKa or cbpAer{Ho-cbAoBa cMbpr, HeQarareH nn$aprr Ha MHoKapAa H
ueSarareu Mo3bqeH HHcyJIr [0,87 (95% Wl0,76 - 1,00, p:0,048)], Hxua 4auun 3a rroJr3a rro orHorrreHue
Ha cbpAeqHo-cbAoBara cMbprHocr (xoe$nqneHr Ha pHcK 1,03,95o AI4 0,85 - 1,24).

flo-pr4no ce cto6uqaua 3a Kaurnnra H aHrHoeAeM rrpu rraqueHTr4, JreKyBaHH c reJrMucapraH, orKoJrKoro npg
naIlHeHTH, JIeKyBaHH c paMunpr{n, AoKaro npu rrarrueHTu, JreKyBaHr,r c reJrMr,rcapraH ce cro6qana no-qecro
3a xI,InoToHHg.

Kou6unr,rpaHero Ha renMucapraH c paMr,r[pr,rJr He yBernqaBa rroJr3ara cnpsMo paMn[pr,rJr r,rJrr{ TeJrMncapraH
caMocTosrenuo. clpAeqHo-cbAoBara cMbpTHocT H cMbprHocTTa no BcrKa npI,IqHHa, KaTo qHcJreHo
H3pDKeHI{e, ca no-BHcoKH rrplr r,r3noJr3BaHe ua rcou6uHa\usra. Ocnen roBa, B rpynara Ha xona6nuupauo
JIeqeHHe HMa 3HaqHTeJIHo no-BncoKa qecrora Ha xnnepKanvreuvrfl,6r6pe.rHa HeAocrarbqHocr, xnnoroHr4fl u
cHHKon. llopa4u ra3H npnqHHa, eAHoBpeMeHHara ynorpe6a Ha reJrMr,rcapraH r,l paMr,rnpHn He ce
flpenopbqBa rrpH Ta3H norrynauHs.

B npoyuranero "flpoSnJraKTr.rqeH pexHM :a eSerrnnuo npeAna3BaHe or noBTopeH Mo3bqeH nHcyJrr"
("Prevention Regimen For Effectively avoiding Second Strokes" (PRoFESS)) npn naqueHru Ha 50 roAusr.r
HnH no-Bb3pacrHu, KoHTo HacKopo ca nonyqnnH Mo3bqeH I,rHcyJrr, ce sa6ersssa noBurrreHa qecrora Ha
Bb3HHKBaHe Ha cencuc rrpn TeJrMr,rcapraH B cpaBHeHr,re c n.naqe6o, 0,70%o cnprMo 0,49oA IRR I,43 (95%
AoBepureneH I,IHTepBar 1,00 - 2,06)l; qecrorara Ha Bb3HHKBaHe Ha cerrcnc c Qara.neH H3xoA e noBnrxeHa
npu nauueHTr.rre, rpHeMarqr{ TeJrMncaprau (0,33%o) cnpruo rarrueHrnTe sa n.naqe6o (0,16 %) IRR 2,07
(95% aoaepHTeJIeH HHrepBaJr l,l4 -3,76)). Ha6rrcAasaHara noBnrrreHa qecrora Ha Bb3Hr,rKBaHe Ha cerrct,tc,
cBbp3aHa c ynorpe6ara Ha reJrMr,rcapraH, Mox(e Aa e cryvaftua HaxoAKa wtr Aa e cBbp3aHa c MexaHr,r3bM,
rcofiro e Heno3Har 3a MoMeHTa.

5.2 (Dapmaxorc[HeruqHrr cnoft crna

A6cop6ur.rs
A6cop6uurra Ha reJrMucapraH e 6rpsa, BbnpeKn ue a6cop6npaHoro KoJrr{qecrBo BapHpa. Cpe4Hara
a6corrcrHa 6noua.nuqsocr 3a reJrMncapraH e orcono 500%.

Koraro renMncapraH ce npneMa c xpaHa, peAyKunrra Ha nJrorqra noA Kpr,rBara Ha rrJrrBMeHa
KoHIreHTpaI{Hfl-BpeMe (AUCo--) Ha reJrMHcapraH Bapr.rpa or oKoJro 6oh (loza or 40 mg) Ao oKoJro l9Yo (rcza
or 160 mg). Tpn qaca creA npuJroxeHr,re [Jra3MeHHTe KoHr{eH'rpa\HV ca noqo6nu, He3aBucr,rMo AaJrH
TeJIMI4CapTaH Ce npHeMa Ha rJraAHO r,rJrH C XpaHa.

JIuHefi Hocr/ueruHeft Hocr
Malroro HaMiureHne na AUC He ce or{aKBa Aa AoBeAe Ao orcra6saHe Ha repaneBTuqHara eQnracuoc'r.
He cruecreyna lnuefiua maHMoBpb3Ka Mex,qy Ao3aTa H rur:BMeHr,rTe HHBa. CmuH B no-ManKa creneH AUC
ce rroBr,ruraBar HerrponopqnoHaJrHo npn Ao3H Ha,q 40 mg.

Pagnpererenue
TelruucapraH ce cBbp3Ba B roJrrMa crerreH c rura3MeHr,rre rrporenHu (> 99,5o/o), npeAHMHo al6yuuH l.r
alQa-1 KHceJr ruHKonporenH. Cpe4nnqr o6eru Ha pa3npeAeJreHr,re (Va") npn AocruraHe Ha crarrnoHapHo
c:ocroqHue e npn6nnenre.rruo 500 l. :

Mera6orngrru 
'

Teluncapran ce naera6oilvuupa qpe3 KoHroraunr Ao nnroKypoHn,q Ha r,r3xoAHoro B€rqecrBo. 3a rcoHrorata 4e
e oHJra ycTaHoBeHa MeTaooJrr,ITHa aKTHBHocT.
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Eruvnnupane
TelvucapraH ce xapaKTeprcHpa c 6uerccnoHeHunaJrHa $apuarcoruHerr{Ka Ha pa3naAaHe c repMHHaJreH
eJII'lMI{HauHoHeH nonyxltBor > 20 qaca. Maxcpruarnara nJra3MeHa KoHrreHTpaqur (C,no) r{ B rro-MrurKa
creneH nJIoIIITa troA KpHBara rrn€BMeHa KoHrrerrrpaqn.s-BpeMe (AUC), ce noBr,ruraBa Henpolopq[oHairHo Ha
Ao3ara. H-rua gaHHn 3a KJIHHIIT{ecKIr 3HaqHMa aKyMyJraqvfl HarerMytcapraH, nplrer B tlpertopbqBaHuTe
Aogn. fIrasIvteHI,ITe KoHIIeHTpaq[[ ca no-BucoKu npu x(eHH, orKoJrKoro rrpn Mbxe, 6es rosa Aa e cBbp3aHo c
BJTHIHHe Bbpxy e$uracHocrra.

Cneg nepopanHo (n IdHTpaBeHo3no) npzroxeHr,re reJrMncapraH ce eKcKperr,rpa rroqrr,r H3rr.f,Jro c $ena.nuure,
rJIaBHo Karo HenpoMeHeHo c6eAr.rHeHHe. KylrynarnBHara ypr.rHapHa eKcKpequr c ypHHara e < lo/o o"r
Ao3ara. O6rqnsr rIJIa3MeH KrIrIpbHc (Ch"t) e BHcoK (npu6nu:urerso 1 000 ml/min) cpanuen c vepuogpo6Hur
KpbBeH noroK (orcoro I 500 ml/min).

Cne4uanuu nonyraquu

florosa o6ycroseHocr:
Ha6moAasaHn ca cBbp3aHH c noJra pa3Jrr,rKr,r B nJra3MeHHTe KoHrreHTparllru, Karo Cmax H AUC ca 6r.uu
npn6rusnrelno 3- u 2-rparno tro-BHcoKH npr,r xeHr,r B cpaBHeHHe c Mb)Ke.

flauHeHrH s crapqecxa srgpacr:
@apnaaxoxl.tHerllKara Ha reJIMHcapraH He ce pa3rnqaBa npn narIHeHTH B crapr{ecKa B63pacr H Te3H, no-
MJTaAH or 65 ro4uruHa Bb3pacr.

lauuenrn c 6r6peqHu yspe)K.{aHus:
flpu naqueHrH c JIeKH Ao yMepeHH n rexKn 6r6pe,rrru yBpexAaHr.rs ce ua6nrcAaBa yABorBaHe Ha
nJIa3MeHHTe KoHlrenrpaqnn. Bce naK, no-HHcKH IUT{tsMeHH KoHrIeHTpa:-1tz.r ca Ha6rrc4anauu npn narr[eHTu c
6t6pevua HeAocrarbqHocr, noAJroxeHH Ha Anarv3a. TenuucapraH ce cBbp3Ba B roJrrMa crerreH c
nJIa3MeHHTe nporenHn npu narrHeHru c 6r6pevHa HeAocrarbrrHocr H He Mox(e Aa 6rAe orcrpaHeH qpe3

Auurvga. Elnuusar{noHHHrr rronyxfiBor He ce npoMeHf, npr{ rraqlreHTu c 6r6pevnn yBpe)r(AaHur.

fIauHeHrH c qepHo.rpo6Hr yepexrauus:
OapuaroxuHeruqHu Lr3[HTBaHHc rrpu rraq[eHTr.r c qepHoApo6Hn yBpexAaHur rroKa3Bar noBurrraBaHe Ha
a6colrornara 6nosalnqHocr Ao oKoJro 100%. ErunaunaquoHHlrrr rroJry)s{Bor flpa narIHeHTH c
.repHo4po6nn yBpexAaHur He e rpoMeHeH.

5.3 [pegn.nnnnqn[ AaHHn ra 6esonacHocr

flpa npegxru,rHr,rr{HuTe npoyqBaHnt ga 6egonacgocr, Ao3HTe BoAerrIU Ao eKcno3l,rqr{r, cpaBHnMa c
KJII,IHHqHH' TepaneBTHqgH AHana3OH, Ca [peAH3BHKaJrH HaMaJIsBaHe Ha napaMeTpI,ITe Ha qepBeHLITe KpbBHH
KJIerKI,r (epr.rrpoquru, xeuorlro6r,rH, xeMaroKpur), npoueHr.r u 6r6peuHara xeMoAHHaMHKa (nonnureuo Huao
Ha a3or B KpbBTa H KpearHHHn), rcarro H rroBHureH ralufi B cepyMa Ha HopMoreH3HBHr,r xnnorHu. flpn
Kyqera ca na6rroAalaHu Avrlarrarrnr Ha 6r6pevnnre ry6ym ra arpo$r,rr. OcaeH ToBa, rtpn rrJrbxoBe H Kyqera
e or6els:auo yBpex,qaHe Ha croMarrrHara JrHraBltqa (epornu, fl3Bu vurvr Bb3nareHne). Teru

Qapvarcoror?rrrHo MeAHHpaHn He)r(eJraHH eQexrn, H3BecrHH or npeAKnr.rH[qHr,rre r,r3nHTBaHHr 3a
l.tHxn6uropu Ha aHnHoreH3HH KoHBepruparrlnr eH3HM H aHruoreH3r,rH II peqenropHuTe amaroHr,rcru, ca
[peAorBpareHn qpe3 [epopanHo Ao6asgHe ua Qusuoror[r{eH pa3TBop.

flpn 4rara Br{Aa )KHBorgn ca ua6ruoAaBaHr,r rroBr,rureHa aKTr,IBHocr Ha ruIa3MeHnfl penuH A
xuneprpo$uelxunepnrasur Ha 6r6peqH[Te roKcrarJroMepynapHn KJrerKH. Tesu uporueHu, Kor,rro ca cbulo n
eQercr Ha uHxu6r.rropnTe Ha aHrr{oreH3r,rH KoHBeprxpar{ur eH3r,rM u Ha.qpyru aHrHoreH3HH II peqenropHn
aHTaroHr4cTH, H3rJrex(Aa HtMaT KITHHHqHa 3Haqr,IMOCT.

Hqr,ra Aoxa3areJrcrBa 3a reparoreueH eQenr, Ho rrpoyqBaHr,rs npu x(r,rBorHu
[oTeHrIHaJ] Ha TeJIMI,tCapTaH 3a nOCTHaTZUIHOTO pa3Br,ITHe Ha nOTOMCTBOTO,

[o-KbcHo oTBapsHe Ha oqr,rTe H no-BHcoKa cMbpTHocT.

noragstAr H3BecreH pHcKoB ',
:

KaTO IO:HI4CKO T€JI9CHO Tefno;
i
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Hqlua AaHuLr 3a MyrareHHa H cborBerHa KJracroreHHa aKTHBHocr npu H3nHTBaHHfl in vitro vr HflMa

AOKasaTencTBa 3a KapuHHoreHHocT rIpH rrJrbxoBe H MHrrrKr,r.

6. OAPMAIIEBTIFIHU AAHHTI

6.1 Cuncnr Ha [oMorrrH[Te BerrrecrBa

Maruegnes creapar
Kpocrapuero:a uarpuft
MasNror (8421)
flosnAoH (K-29/32)
Kzurueg xHApoKcr,rA

6.2 Hecrn*recrrrMocrrl

Henpnloxl.rrr,ro.

6.3 Cpor na roAHocr

2 roAuttu

6,4 Cnequa;rnu ycnoBnr Ha cbxpaHenue

Any uuuuit/ Aly rrl nun fi 6l ncrepn :
,(a ce crxpaHsBar B opnrHHirnHara orraKoBKa, 3a rrpeAna3BaHe or cBerJrHHa.

OnaxosKa ga ra6lerrcn or HDPE c KanaqKa or LDPE:
Onarosrcara ga ra6rerrcn ga 6tge nJrbrHo 3arBopeHa, 3a npeArrtBBaHe or cBerJrHHa.

6.5 Aanuu 3a oranoBKara

AlyuuuuiilAnyrranur.rfi 6lucrepu: 14,28,30, 56, 84, 90, 98, 100 ra6.uerxu
Onaxosrca ga ra6lerrcn or HDPE c KanaqKa or LDPE n cyur{TeJr: 30,250 ra6rerrcn

He scHqxI,I BHAoBe onaKoBKH Morar ga 6rgar rrycHaru a npo4axc6a.

6.6 Cueqna.irnn [peAna3nrr MepKu [pu rr3xBbpnflHe

H.srrra cuequaJrHn H3HcKBaHHr.

7. IIPI,ITE}KATEJI HA PA3PEIIIEHI,IETO 3A YIIOTPEEA

Actavis Group PTC ehf.
Reykjavikurvegi 7G78
220 Hafnarfi6rdur
Vlcnap.nun

8. HOMEP HA PA3PEIIIEHIIETO 3A YIIOTPEEA
- . ' :

Per.  J\b 20110400

12



9. AATA HA nbPBO PA3PEIIIABAHE/rrOrorOB.SBAHE HA pA3pEIrrEHr,rETo 3A
YNOTPEEA

30.  06.  201 I

10. AATA HA AKTyAJ[I3rrPAHE HA TEKCTA

lOrn 201I  r .
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