
PFIZER

mg aMnoAHrrHH.
l0 mg aMnoAHrrHH.

3. OAPMATIEBTCKA OOPMA

Ta6rerrE 3a rrepopnrrHa ynorpe6a.
Hopnacr 5 mg ra6reru: 6ern ocMoaronHu ra6rer' o3HaqeHH
Pftzer Ha Apyrara crpaHa.

Ha eAHara crpaHa co AML-5 u co

Hopnacx 10 mg ra6lern: 6enu ocMoaroJluu ra6rern o3HaqeHr,r Ha eAHara crpaHa co AML-5 u coPfizer Ha Apyrara crpaHa.

4. KJII,IHIIIIKI4 OCOBEHOCTII

4.1 Tepanenrcnrr rrHArrKarIHn

XunepreHsuja.
rlposmarcca Ha xpoHHr{H a cra6ustHa aHrHHa rreKTop'c.
Prinzmetal-ona (Hecra6unHa) aHrHHa reKTopr4c aujarHocrrrrlupaHa oA KapAgoJror.
Kaj naqueHTl4 co xl4rlepreHsnja, Hoptacrc to*. Aa ce ynorpe6yBa Bo nou6rEsarrr4ja co rujasuguu
APryperkrIIH, o- u B-6noxaropH unra AKE, -uwxu6uroprE. 3a aHrHHa neKToprlc, HopnacK Mox(e Aa ceynorpe6n KaKo MoHorep annja, HIIH Bo xou6usaquja co Apyru aHTr,raHrHHo3Hr{ JreKoBH rcaj naqueHT,
co aHruHa rleKTopuc noja e orrlopHa Ha HI'ITp aru pr/uttu HaaAeKBarHrr Ao3H Ha B-6nonutop".Hopracrc 4o6po ro rloAHecyBaar rIaqxeHTH co cprleBa cra6ocr r,r co rncropuja Ha xr4nep renzuja u,u
HcxeMuqsa 6olecr Ha cprrero.

4.2 {osnpame rr HaqrrH Ha yuorpe6a
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3EITPEH I43BEruTAJ 3A OCOBI,IHI,ITE HA JIEKOT

1. I4ME HA MET4IUmCKI{OT IIPOI43BOA

NORVASC@AIopBacK 5 *g ra6rern
NORVASC@ /HopBacK l0 mg ra6te.ru

2. KBAJII4TATI,IBEH I,I KBAHTHTATIIBEH COCTAB

EAna ra6lera coAp)Ifl4 6,944 mg aMno rtnvH6esHnar eKBHBzureHreH Ha 5
Erna ra6lera coAp)KI'I 13,889 mg aMnoAHrrHH 6esHnar eKBHBzureHTeH Ha

3a roumerHa rrucra Ha eKcrIHrrHeHTH, BHAH aen 6.1.
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PFIZER

4.3 KourpauHArrKarlur{

Hopaacrc e KoHTpaHHAHtIHpaH naj [aIIHeHTH co rro3Hara rrpeocerJruBocr Ha AlaxurporrupnAtrHvq
aMnoAHrrHH) Lrlrv Ha rcoj 6uro oA eKcuHrrHeHTHTe.
Hopnacr He cMee Aa ce ynorpe6yBa rrpu KapAHoreH rroK, KJTHHHT{Ku :HauajHa aoprHa creHo3a,
necra6urHa aHrr,rHa rrexTopnc (ocneH Prinzmetal-oea an ru H a).
EpeueHocr H JraKT aryuja.

4.4 Ilocednn rpeAyrrpeAyBarba H Mepnrr Ha rrperrra3JrnBocr

Vnompeda xaj na4ueHmu co cpqesa uncytpu4uenquja.' Bo fo.rrorpajHo. KoHrponHpaHo co nraqe6o
I4cruTyBalbe Ha aMnoAHnHHor (PRAISE-2) rcaj nauHeHru co cpueaa uHcr QHuneuqr,rja o4
HeI4cxeMHqHa ernolornja oA ruIaca NYHA III ra IY. a\r-rofr{nrlHor 5eire .foBe.teH Bo BpcKa co
3roJreMeHrEor 6poj H3BeIxraLr sa 6eroApo6eu e.te\r N nonpaj HelHauajHara pal-tHKa Bo HHUHAeHUaTa
Ha BnouryBal+,ero Ha cpIIeBara uqcy$raqaeHUHja eo cnope:5a co n-raue5olo (nu:n :er 5.1
@aplaarcoAr4HaMcKra cnoj cre a).
Vnompeda xaj naqueHmu co HopJ)ureHa xenentttrta Qtttxtquja: KaKo xaj cure KaruH\,\t
aHTa|OHI,ICTI4, IIOJIy)KI4BOTOT Ha aNIr-IO.fHnltHoT e npo-io-lxeH xa_i naulreHTlr CO Hap\ ueHa XerraTa-rlHa

syHnqzja H rlpe[opaKHTe 3a Ao3HpaFbe He Ce \TBp.]enH. Ilr-rpa.lH rtra. h.aj t lBHe ilauueHTH
aMnoll4rrlrHor rpe6a Aa ce arNruHHcrpHpa rrperna3Jr{BO.
Herraa TIoAaToIIH 3a yrlorpe6ara Ha a\IJo-tlrnl{Hor. 3a Bpe\ie rr.tH BO nepr{o-I o-t e-teH \teceU no
uu$aprcr Ha MHoKapA.
Bes6eAHocraH eQnrcacuocra Ha HopnacK npH \HnepreH3r{BHu KpH3}r He e norBp-leHa.

5. I{nrepanqrru co Apyru MeAHTIHHcKH rrpoH3BoAH rr trp}'ru Qoprru Ha HHTepanurrja

Aguuuucrpaqujara Ha aMroAHrIHHor co raja:r.r LzHa AnyperHr-tu, cr-6rorcaropn, p-5.roxaropH.
AKE-rlrrxu1nrop4 HHTparH co Aonfo gejcreo, cy6rnureeureH HHTpornHr{epnH, HecrepoHjlHH
aHrunu$naMaropHn npeflaparr4, aHTpr6uornqu H opanHu xHnorJrHKeMHr-lH e 6es5elna.
flo4aroqure in vitro go6uena IIpH HcnuryBan,ara co qoBeqKa rtna3Ma yKDKyBaar AeKa a\r-']olHrrHHor
HeMa eSexru Bp3 Bp3yBarr,e Ha AHroKcHH, $eHuroraH, rap$apuH vnv HHAoMerarIHH co
TIJIU}3M a-rrpOTeHH HTe.

iloce6nu ucrrrryBarba: eQenrn Ha Apyrrr rrperaparr Bp3 aMJroArr[rrHor

fiu.u*uduu: ucroBpeMeHara ynorpe6anaaMnoAr{rruHor co rruMerr4pvrHne ja MeHyBa

$aprr,rarcoKuHeruK ura Ha aMJroAHrrHHor.
Corc od epejn$pym: vrcroBpeMeHara ynorpe6a 240 ml coK oA rpejn$pyr co eAHoKparHa opanHa Ao3a
oa 10 mg aMno Autrr4H rcaj 20 3ApaBI{ 4o6pononrlr4 HeMarue :uauajHra eSercrn Bp3 $apr',raxoKnHeruKara
Ha aMnoAHnaHoT.
Cundeuafu*: Kora aMJIoAHTIHHoT pr cnnAeHa$ranor ce ynorpe6yzaar so xoN,r6lrua4wja, cercoj oA Hr,rB
ro uaHn$ecrupa HaMaID/Barbero Ha KpBHpIor nplrrr{coK He3aBncHo eAeH oA Apyr.

Ifoce6nu rcrr{TyBarba: eQercrn Ha aMJroAnrrrrHor Bp3 Apyrr rperaparn

AmopeacmamuH: LlcroBpeMeHara aAMuHncrparyuja Ha nosefteKparHu Ao3H oa 10 mg aMnoAHrrHH co
80 mg aropBacrarnr He pe3ynrupale co ilpoMeHH Bo AlrHaMr4r{Kara paMHore)Ka Ha

$ aprvraxo KHHercKLrre nap aMerp H Ha aropBacrarr4Hor.

,{uzorccuH: rrcroBpeMeHara a1wkrHvrcrpaquja Ha aMnoAHrrHH co ArrroKcHH He rlr MeHyBaHuBeatrla ua ,,
Ar4roKcHH Bo cepyMor Lrlru peHiurHnor KJrHpeHc rcaj HopMnnHH BonoHTepr4.
BapQapun, 

".to"peMeHara 
aAM'rH'ctpu,{";u Ha aMJroAHrrHH co rap$apr" *r. ro MeHyB" #,e.o49Y; u"'t',t;l

^ -  - E - - - - ^ - , - -  1  i l  i " r  " : '  , : i . , -  - . ' l :nporpoM6uucrcnor oAroBop ua napSapnH.rlPutPuMul4tlultl lur UAT UIJUP Ha BapqraphH. il, ' ; 
' ;:.. ' ..r: ':.1,,,,,.:..,

IturcnocnopuH: $aprraarcoKuHercKl4Te HcrruTyBarba co rlr4KJroc[oprrH rroKiDKaJre AeKa alanoa*,iianot 
"a' 

'

j a rvreuyra :nauaj Ho $apvrarcoKuHeruK ura Ha rluKJroc[opuHor.
HHrepanqun "uemha6oparopucnlr recroBrr: He ce rro3Hara.
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4.6 Epenrenocr rr Aoerbe

Hapyurynaba Ha KpBHHor H
nuu$Hnor cHcreM

: rpou6oqnroneHuja

HapyruynaLbaHa HMyHHor cHcreM , aneprHcKH peaKuHH

Haro e yrBpAeHo AeKa HeKoIl AHXHApoII{pHAHHcKH cocrojrr.r ce reparoreHq rcaj xunorHvr,HeMa
noAarol{H 3a reparoreHHor e$ercr 3a aMnoAHrII4Hor raj craopr\r4 r4sajaqu. Heua rsrHHHr{Ko HcKycrBo
co neKor npu 6pevreHocr kuru raKTaIIHja. 3aroa, aMnoAr,rruH He rpe6a Aa ce ynorpe6yBa Bo t"n 

"u6peueuocra, JIaKTa\r4Jara, HJIII Bo pe[poAyKTHBHr4or rrepuoA ocBeH aKo ce nop"at" 
"4"nur"uKoHTpaqenquja.

4.7 BlnjaHne Bp3 cnoco6Hocra 3a Bo3erbe rrJrr{ y[paByBarbe co Marrrrrprr

KrHHH'{Koro HcKycrBo co aMnoAlanvH He yKDKayBa Ha HapyuryBa}be Ha cnoco6socra Ha y[paByBaFbe
co MoTopHo Bo3r,rno urvr co Ma[rHHH.

4.8 Hecarcauu 4ejcrna

Hecanasure nojaeu sa6erex(aHH npu uctrrTyBarbara co aMJToAHrrHH ce KapaKTepr.r3r4paHH, c[opeA
cl{creMor IIo opfaHr H 3aqecreHocr. 3aqecresocra e 4e$nnrEpaHaKaKo: MHory r{ecro (>10%); qecro
(>lyq <10%); He MHory qecro (>0,1o , <lYo); perrco (>0,01%,10,1%) urn ory perKo (<0,0 l%).

PFIZER

***----***"-"***r

i MHory perKo I
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MHory peTKo i
I

I

lTpeMop, HapyrryBalba Ha ! ne MHory qecro
t l
I  n n r n n m  r ' - - - ^ ^ ^ - ^ ^ - - : ^  !

HapynrynarLana uera6oru3aMor H !xuneprnuxeuuja MHory perKo

_:11"*"::o i
flcnxnjarp""."-;;;d;;;;- 

*- 

l,^:,.or"ru,npor.n, uo He MHory qecro

ipacnolo)r(eHue
. .. . ... . . ...... .....1

l::":r::_:_?::"upv*-::::"? " _""

eM lcoHnunocr, MaqHHHa, , urat,
I , r :

'rnaBooonKa :
t :

I BKycor, cuHKorra, xuroecresaja,
1 .
i [aDaecTe3Hta
l r J

t rjnepu$epHa HeBponaruja ,i unory perKo
: i

Hapyruyn ar+,a Ha BHarpeilHoro yBo I{ lrunuryc i ue MHory qecro
t i

!:::p::"*::_ _ | i:::_",:"::_:::-:-:_:.,___, 1 ;

T"1$:l?-n"":3py-*v:?:.?." jrralrnvrartnw i u"r'o
i
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ly::_l-ltseu 
rEn$apKr, apurMuja, ,i MHory perKo

J nenrpr.rrcynapHa raxuKapA uja u ,i
lnpujatma Sn6punaryuJa ,i

lxr4roreH3nJa i ne MHory
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l":::*:::::::":y::j3-pJ_Tv_"1_T_= la6xo_MuHnrrHa 6onrc4 uavaeja ' qemo '
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lrroBpaKarbe, AHcrrencHJa, , He MHory qecro i
HapyrryBarba Ha cTonHuaT4
cyBa ycTa

rr aH KpeaTHT Hc, facTp HTHC,
xHnepnn asuja Ha THHTHBHTe
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X e naro6 utuj apuvr H apy uryB arb a i xerlarHTHc, x(oJITHua H

i srorer\,reHu BpeAHocr Ha

MHory perKo

i xenarzrnHuTe eH3HMH (Hajvecro
roBp3aHH co xoJrecrasa)

j

aroneqraja, tryprVpa, :
AucKoJropaquja Ha Ko)r(ara, ,i
3roJreMeHo rroTerbe, IIpypHTyc, i

He MHOfy rlecToHapyuryn ar+,a Ha Kox(ara H
TIOTKOX(HOTO TKHBO

HCI1i.N

4,9 ilpego:nparbe

,{ocranHuTe rloAarolru cyrepupaar AeKa roJreMo rrpeAo3uparbe Moxe Aa rrpeAu3BrrKa rerrrKa
nepa$epHa Ba3oAwrararyuja H Mo)I(Ha peSrexcHa raxnrapauja. 3a6elexa*a e sHauajHa u nepojatro
npoAoJDKeHa cucreMcKa xnrroreHsNja nrury.u.rreJrHo n [roK co Saraneu xpaj.
A4ruauucrpl{parLero Ha aICTHBeH jarneu raj s4panu BoJroHTepH BeAHaLrrurv [ocJre ABa rraca oA
uurecrnj a Ha av'IToAHTIHH 10 mg AoKDKaHo e gera ja HaMarryaa a6copnqnjara Ha aMnoAHrrHHor.
facrpuuHara JraBuKa Moxe ga6wge KoplrcHa Bo HeKoH crt;gtlmiv. Krasuqrcu suavajua xnrrorensraja
KaKo rIocneAHIIa oA rlpeAo3upabe co aNr,JroAnrrltHor 6apa aKTHBHa KapArroBacKynapHa rroAprrrKa co
qecro rlparerLe na rcaphujarlHuTe H pecrruparopHu $ynrcquu, rroAurarle Ha eKcrpeMr4TeruTe, H
HaArneAyBalbe Ha qdprcylaropHuor BoJryMeH r.r Ar{ypeara. Moxe Aa ce ynorpe6n BiBoKoHcrpHKTop
3a BOC[OCTaByBaBe Ha BaCKynapHl,tor ronyc r,r KpBHr4or rrpHTHcoK, rroA ycnoB HefoBoro 3eMaFbe Aa He
e KoHTpaI,IHTHIII{paHo. KaTIIHyM rJryKoHar AaAeH r,rHTpaBeHcKH Mo)r(e Aa ce rroKuDKe KoplrceH Bo
rloHnrxryBarbero ua e$ercruTe Ha 6ronaAa Ha KirJrrIr[yMoBHTe KaHaJrH. Ba4ejftrE aMnoAH[HHor ce
Bp3yBa Bo roJreM rlpoueHT co [Jla3Ma-rrporelrHaTe, MirrrKy e nepojarHo AeKa gujwmzara 6u 6
KOpHCT.

5. OAPMAKOJIOIIIKH CBOJCTBA

@apuarcorepaleBTcKa rpyila: ceJreKTHBeH 6roxarop Ha KiurrlnyMoBr,r KaHaJrH.
- 4 -



I
I
I
rl
I-l

:

-l
-l

I
I
-l
-l

-l
-J

I
.l:=

-l

i

.l

Norvasc@ ra6neru

36upeu useerumaj sa oco6uuume Ha reKom

ATC xoa: C08CA01

5.1 @aprvrarcoArrHaMcrcn cnojcrna

PFIZER

Aulo4unuH e uHxra6rarop Ha rau$nyrccor Ha KanrrlryMoBnTe joHa oA AHXHApoTTHpHAHHcKa rpyra
(6noxarop Ha 6anHure KaHarrH vrw aHTaroHucr Ha KuuruHyMoBHTe joun) H ro HHXw6upa
TpaHcMeM6paHcnuor raH$rryxc Ha KanIIHyMoBH joHu Bo cprleBuor H Bo Mil3HHTe MycKynH Ha KpBHr4Te
caAoBr,I.
MexaHIasMor Ha aHTHXHrIepreH3HBHoro 4ejcrno Ha aMJroAHrrHHor ce AoJDKH Ha AHpeKTHHoT
penaKcaropeH eSeru Bp3 Ma3HHTe MycKynH Ha KpBHHTe caAoBH. IlpequeHuor MexaHH3aM co rcoj
aMJIoAI,Iilunor ja neKyBa fleKropanHara aHrHHa He e rrorrroJrHo jaceH, Ho ce 3Hae AeKa aMnoAHrrHHor
fo HaMaIIyBa HcxeMr.rrrHoTo orrToBapyBarbe Ha cJreAHHTe ABa Haqr{Ha:

1) Aulo4unuH rH rrupu nepnQepHnTe aprepr4onrvr*aroj HauuH ro HaManryBarorarrHuor
nepu$epeH orrlop (afterload) nporran rcoj cpqero pa6oru. Euaejftn cprleBr,ror pHTaM ocraHyBa
cra6uleu, oBa HaManyBaILe Ha orrroBapyBarbero Ha cprlero ru HaMarryBa rrorporuyBaqKara Ha
eHepruja n norpe6uTe oA KucnopoA Ha MHoKapAor.

2) MexaHusMor Ha 4ejcrro Ha aMnoAanr,rHor HajnepojarHo BKnyrryBavr Aunara\ujaHa rJraBHr{Te
KopoHapHH aprepun H aprepnoIrur, KaKo Bo 3ApaBHTe raKa H Bo HcxeMur{HHTe perun. Osaa
gunaraguja ro 3roneMyBa AoBoAor Ha KI,IcnopoA Bo MHoKapAor rcaj [arIHeHTHTe co crra3Ma Ha
KopoHap HHTe aprep u u (Prin zmetal- oBa aHrHH a u napujaHra).

Kaj uaqueHTu co BHcoK KpBeH ilpaTr,rcoK eAHoKparHaraAHeBHa Ao3a o6e:6e4yBa KJrr,rHnvrcn anavajHa
pe4yrcquja Ha KpBHHor npuTucoKor, Bo JrerHara vnv vctrpaBeHa nolox6a Bo nepuoA oA 24 qaca.

,{ejcrnoro Ha neKor HacrarryBa rrocreneHo rropaAu rrrro npa 3eMarbe Ha aMnoAHrrHH He ce janyna
aKyrHa xrlnoreHzuja.
Kaj naqr,reHTu co aHrHHa neKTopvc, arlMvrHucrpaqaj araHaaMnoAr4rrHH eAHarx AHeBHo ro 3roneMyBa
BKyrIHoro BpeMe na Sura.rKaor Halop, BpeMero 4o uojanaHaaHrHHo3eH HarraA KaKo H BpeMero 3a
nojana Ha Aerpecujaua S-T cervreHTor oA I mm ra ja uavralyna $percneHqujara Ha aHrHHo3HHTe
HAIJAAVT H 3eMarLeTO Ha HHTpOfJrHrIepLrH.
Vnorpe6utaHa aMJIoAHTIHHoT He [peAH3BHKyBa HecaKaHH uera6orHvHu e$ercrv,Hvrry rrpoMeHu Ha
IrratrraAHnor craryc Bo IUIa3Marakr Moll(e Aa lo 3eMaar 6omtu co acrMa, .qr,rja6erec vrv rHXT.

Vn omp e 6 a rcaj n at4ue Hmu c o cpqe 6 a uucy fi uque uquj a.' Xeuo4uHaMcKr,rre HcrrHTy Bar+;a pr

KoHTponupaHI,ITe KJIHHI,IqKH otIHTH co SusuuKo orrroBapyBarbe rcaj naqueHTr,r co xapaaj aJrHa
rancySvqlaeHqraja OryHA, II-ry) roKuDKaa AeKa aruJroAarnHor He rrpeArcBuKyBa KJTHHHqKo
BnorlryBalne Ha JIeBo-BeHTpI4KynapHoro HcrI,IcHyBarLe u Ha KJrrrHHrrKHTe cHMrrroMH, OrleHero rrpeKy
ToJrepaHrlujara Ha onroBapyBarbero.
EAHo KoHrponupaHo vncilvryBatbe co maqe6o (PRAISE), uaueuero Aa ce orleHar rrarrHeHTHTe co
xapgnjanua uncyQuqr.reHqrEja (NYFIA, III-IV) Kor,r ilpr4Maar Ar,rroKcrrH, [pryperw\u v AKE-
urrxu6pnopH, tIoKOKa AeKa aMnoAHnHHor He ilpeArr3BHKyBa 3r'oJreMyBarbe Ha pH3uKor oA cMprHocr
ruu rcou6uHnpaHo, tuop6uguTer H Mopranurer rcaj naqueHTr4Te co rcapaujurJrHa r.rucy$nqraeuquja.

Bo npo4oJDKeHo,4onrorpajHo, rular{e6o rourponprpaHo ucrrkrryBame (PRAISE-2) Ha aMnoAr.rrrr{Hor,
xaj naqueHTu co cpIIeBa r.rncy$uqraenqraja NYHA III u IV 6es KJrHHr,rrrKH ct4Mrrrouw vtrrkr o6jercrunHn
noAarouu 3a ocHoBHo I{cxeMHrIHo sa6orrynalbe, co cra6ruHu Ao3H na AKE uuxu6uropv) AnfvrraJwrc vr
Apryperllqu, aMJIoATIIIJaHoT HeMan e$ercr Bp3 BKyrrnara r4rrr{ KapAnoBacKynapHara cMprHocr. Kaj
I,tcrara norynalluja anrnoAurll{Hor 6Iar nonp3aH co rroroneM 6poj rasnerrrralr ga 6eloApo6eu eAeM H
uorpaj 6esuavajHarapa3nuKa Bo HHuLrAeHrIara Ha BnorryBarLe Ha cprleBara rdHcy$urlr.renrluja no
crropeAoa co rrJrarleoo.
PaHAoIr,tusupaHa 4nojuo-cJrerra cryauja sa nrop6ra4r4Ter-Moprarrrrrer HapeqeHa aHTrrxlrrrepre
TepaIIuJa 3a HaMaIry/BaIbe Ha MacTHTe 3a llpeBenquja Ha cprleB yILap (ALLHAT) 6rua H3BeAe
ce c[opeArr co rIoHoBI,I JreKoBH: aMJroAlrruw2,5-IO mg/4eH (6lor<arop Ha KurJrrIHyMoBH
nll3laHonpnn l0-40 mg lgeu (AKE-uHxIE6urop) xarco rpBa tuuuja Ha repanuja no cnopeg6a
rujasu4eH AayperuK, xJIopraMI{AoH 12,5-25 mg fueH rcaj lecua Ao yMepeHa xurrepren:uja.
Bryuuo 33.357 xHrIepreH3rrBHH rrarIHeHT Ha Bo3pacr HaA 55 roAunu 6ute paHAoMHsvpanvr H
BKyTIHO 4,9 rOguuu. fIauueHTHTe HMuLre Hajrvranrcy eAeH Ao[onHHTeJreH cHD pr.r3uK Samop,

- 5

f;rt ;: . '4;)



a

-\

a

]
J

- I

a

Norvasc@ ra6rreru

36upeu useewmaj sa oco6uuume Ho ileKom

PF'IZE,R

nxnyuynajftu: nperxoAeH MHoKapAeH rEuQapKr HJrH Mo3oqeH yAap > 6 rr,recerrn rrperxoAHo
eBHAeHTHpaH vnv AoKyMeHTaquja 3a ApyrH arepocrureporHrrHH CVD (reuepanno 51 ,5 

o 
), guja6er

run2 (36,1yo), HDL-C <35 mgldl (11 ,6yo), xureprpoQrja Ha rreBara KoMopa 4ujaruocrurlHpaHa co
eneKTpoKapAuorpaM vtL4 exoKapAnorpaSaja (20,9 Yo), ny:ur.erbe Ha qnrapn (21,9 %).
OcHoeHara uen 6una rcou6nuarruja o4 SaranHa CHD unH ne-SarulrreH MHoKapAeu uuQaprcr. Ees
suavajua pa3nuKa Bo ocHoBHara qen noMeiy repanuj a6asupaHa Ha aMnoAHnvH v repanraja 6azwpaua
Ha xrIopraMHAoH: RR 0,98 95% CI (0,90-1,07) p:0,65. llorraefy ceKyHAapHHTe rlerrn, HHrrHAeHqara Ha
cpIIeBa raucySnqueHquja (rcounoueHTa Ha KoMno3HTHara KapAnoBacKynapHa uen) 6eue :Hauajuo
noBncoKa raj rpyrlara co aMJIoAvnruH cnope46eHo co rpyrara co xJropraMHAoH (I0,2oA vs 7,7o%, RR
1,38, 95% CI [ ,25-1,52] p<0,001). Meiyroa, HeMarIe suauajHa pa3nraKa Bo cMprHocra oA cr4re
ilpr4rrr4Hr4. nouefy repanrajara 6azupaHa Ha aMJroAr4rrvrHla repanuja 6azupaua Ha xJropraun4on. RR
0,96 95Yo CI [0,89- 1 ,02] p:0,20 .
Bo cryanj ara 6ea HHBoJIBHpaHH 268 rcqa Ha Bo3pacr oA 6-17 roArlHH co rrpeAoMHHaHTHa ceKyHAapHa
xurlepreHzuja, KoMnapHpaHH 2,5 mgAo3a, u 5 mg Ao3a oA aMnoAHrrHH co uarle6o, norcatra AeKa
ABere Ao3H curuuSuKaHTHo ro HaMzuyBaar clrcroJrHnor KpBeH rrpHTHcoK noeefte orKonKy nnaqe6o.
Pasrarcara nouefy ABere Ao3H ue 6eure crarrlcrntrKu 3HaqajHa.

[onropot{HaTe e$exru Ha aMnoAtrtruH Bp3 pacror, ny6epreror H onrrrrr,ror pa:noj He ce npoyqeHu.

[onropoqHara e$urcacnocr Ha aMnoAr,rflHHor KaKo repanraja Bo AercrBoro 3a HaMilrryBarbe Ha
KapAI4OBaCKynapHI,IOr rrAOp6r.r4HTeT H MOpTZUTUTeT BO rrOAOrIHe)KHaTa BO3paCT r4CTO TaKa He Ce
rrorBpAeHr4.

5.2 OapmanoKuHercrcn cnojcrna

Ancopnquja, ducmpu6yquja, spsysatue sa nJtaslvra npomeuHu: rrocre opilnHara a1unHncrpaqraja Ha
TeparIeBTcKH Ao3H, aMJIoAHTIHHoT 4o6po ce aflcop6upa, a MaKcHM€LnHHTe KoHrreHTpaL\wv Bo KpBTa ce
nocrnrHyBaar no 6 4o 12 qac,a oA npuMarbero. AncoJryrHara 6uopacnoJro)ruruBocr H3HecyBa
oa 64-80Yo. BonyMeHor Ha Ancrpu6yuuja e oKony 21 llkg. HcnnryeaFbara in vitro yKur(yBaar AeKa
oKony 97 ,5yo oA rlHpKynHpaqKr{or aMnoAvrrrkrlH ce Bp3yBa co rrJra3Ma-npoTeHHHTe.
EuompaucQopruaquj/enw,,tuuat4uja: ronynuBoror Ha rrJra3Ma-errHMHHaryujara e oKony 35 ao 50 uaca,
Ixro Ao3BoJryBa Ao3uparbe eAHaur AHeBHo. AuroAunHH, Bo roJreM Aen ce uera6oru3upa Bo rlpHnor

apo6 Ao HeaKTLTBHH uera6orurv\ a 60% oA uera6oJrHTHTe u I0o/o HerpoMeHer ce eKcKperHpaar Bo
ypvrHara.
Ynompe6a rcaj nocmapu: BpeMero 3a Koe ce rocrr4rHyBaar MaKoHMaJTHH KoHrreHTpaqHH Ha
aMnoAurrr4Hor Bo nJIa3Ma e cJrHr{Ho a rcaj ilocrapn ra xaj rroMJraAH narrHeHTH. KnupeHcor Ha
aMJIoAHTIHHoT HMa reHAeHqraja Ha HaMaJryBaFbe, [rro pe3yrfiHpa co 3roJreMyBarbe Ha AUC v Ha
rIoJr)DKHBoror Ha eJIHMHnaqwja naj uocrapu rrarlueHru. 3roleMyBabero Ha AUC v Ha rrony)r(HBoror
Ha eJrl4Muuaquja rcaj naqueHTu co KoHrecrr.rBHa cprleBa raucySuquenqnja 6erue oqeKyBaHo rcaj
HCrrr,rTyBaHaTa cTapocH a f py[a.

5.3 flperrurnHrrrKrr rroAarorlu :a 6es6eAHocra Ha MeArrrlrrHcKrror rrpou3BoA

He e arrJruKarr4BHo.

6. OAPMAIIEBTCKT,T OCOEEHOCTH

6.1 Jlucra Ha eKcu[[rreHTrr

a,

)

Murcpor<plrcraJr H a rlenyno3a, gu6 asuueH Kan rllrym S oc $ ar 6es noge H,
MafHe3HyM CTeapaT.

6.2 I4srco*rnaru6urHocr

Heua.

HaTpHyM CKpOoeH fJil4KOJraI,:.
: . /  :
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Norvasc@ ra6reru

36upeu useewmaj sa oco6uuume Ha reKom

6.3 Pon ua rpaerbe

4 rorwuu.

[a He ce yrorpe6yna rro HcreKor Ha poKor Ha rpaerbe.

6.4 lloce6nn MepKrr Ha qyBarbe

,{a ce rryBaHa reMrreparypa nol 250C.
JIEKOT AA CE ITYBA IIA MECTA HEAOCTAIIHI{ 3A AEIIA!

6.5 Ounc H coAp)r(rrHa Ha rraKyBarbero

PFIZER
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Hopnacrc 5 mg ra6reru ce 6eru, ocMoaroJurn ra6reru o3HaqeHH Ha eAHara crpaHa co AML-5 n co
P{tzer Ha Apyrara crpaHa.
Hopnacr 10 mg ra6reru ce 6eru, ocMoaroJrHn ra6rern o3HarreHlr Ha eAHara crpaHa co AML-5 u co
Pfrzer Ha Apyrara crpaHa
Kaproucna nyruja coAp)KH 30 ra6neru Hopracrc 5 mg so 3 PVC/PVDC 6rucrepa.
KaproHcra rcyrrzja coAplrr{ 30 ra6neru Hopnacrc 10 mg so 3 PVC/PVDC 6rncrepu.

6.6 llucrpyrqnrr 3a ynorpe6a/panynarre

3a nepopilrrHa ynorpe6a.

7. HOCI,ITEJI HA PEIIIEHI,IETO 3A IIPOMET

Cenrnua AOOEn
yn. Cana Kosaqesuk 13 6p.9
1 000 Cnonje, Perry6ruErca ManeAouuja

llpournoArrreJr
P frzer Manufacturing Deutschland GmbH
Heinrick-Mack-Strasse 3 5
89257 Illertissen
Germany

8. SPOJ r,r AATyM HA PEIIIEHT,IETO 3A IIymTABE BO IIPOMET

9. AATyM HA TIPBATA PEII,ICTPATTAJ.IrOEHOBA HA PETT4CTPATU4JATA

10. AATyM HA PEBrr3r,rJA HA TEKCTOT
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