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1. HME HA JIEKAPCTBEHHA ITPOAYKT 15. ‘][}. mﬂ .

Amlocor 5 mg TabneTkn

Amlocor 10 mg Tabnetxu

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

AKTHBHO BemecTBO B eHa TabJieTka:

Besxa rabnerka ¢uappaxa amionunusos Sezunat (amlodipine besilate), expnpaneHTeH Ha 5 Mg HIH
10 mg amnonumun (amlodipine).

3a MENHHUA CIIHCHK HA MOMOIHNTE BEIECTBA BHXKTE Touka 6.1,

3. JEKAPCTBEHA ®0OPMA
Tabnerxu.

Tabnerkure ca H6esm WK NouTH GEITH, KPBIJIH H IUIOCKH.

4. KJIHHHYHH JAHHH

4.1. TepaneBTH1HH HOKA3AHHA

Apmepuanna xunepmonwi: Karo CPeACTBO Ha TWHPBH H300p MpH JIEYCHWE HA XHMIEPTOHMA, KaTo
MOHOTEpaIHs, WiH B KOMOWHALMA ¢ APYrH AHTHXHIIEPTEH3HBHH Jiekaperea. [IpH naupeHTH, NPH KOUTO He
MOXe Na ¢e MOCTHTHE AJEKBATEH KOHTPOJ HA KPBHBHOTO HAATAHE C SAHO AHTHXHMIEPTEH3HBHO JIEKAPCTRO,
MOJKE JIa € TIOAXOAAIO0 JoOaBAHETO HA aMIOAMITHH B KOMOHHAIA C THASHAHM JHYPETHIM, aida-OIoKepH,
6era-anpeneprirann 6nokepH WiH ACE - aHxuGHTOpH.

AXponwuna cmabwina cmeroxapous: CPEACTBO Ha H300p 3a JIeUeHHe HAa HCXEMHA Ha MMOKapa,
AbIDKAIIA Ce HA NMOCTOAHHA OOCTPYKLus (cTabMIHA aHrMHA) - CAMOCTOATENHO WIH B KOMOMHALMA C
OpraHHYHH HHTpaTH WM OeTa 6iiokepH.

Bazocnacmuuna cmenoxapous (auruHa va Prinzmetal uny BapuanTHa aHTAHA).

4.2. [lo3upoBKa H HATHHA HA NPHJICKEHHE
Ilo nerapcko npearmmcanne! [lpyema ce nepopajiHO ¢ JOCTATEYHO KOJMMYECTBO BOJA, KATO XPAHATA HE

[KOBJIIUAEA pesopﬁu;mrra Ha AKTHBHOTO BELICCTBO.

Buvapacmuu
OO6nuaiiHaTa HavayHa 033, KaKTO MpPH XMOEPTOHHA, TAKAa H IPH CTEHOKApPOHMA € 5 mg eAHOKpaTHO

AHEBHO, KOATO B 3aBHCHMOCT OT CCI)GKTHBHOC'ITB HA JICYCHHUCTO NPH KOHKPETHHA NMALHCHT MOXKE na

Obae ysenuwuena xo 10 mg AHEBHO, KaTO €IHOKPATHA N034.

le'l CBEBMECTHO NPHJIOKCHHE ¢ THAR3HAHH JHYPCTHIN, ﬂl—IKHﬁH’I’OpH Ha aHT'HOTCH3]

CH3IHM HITH Ge'ra-a,upeﬂepmqnn &HTArOHHCTH HE HA/Tara KOpeKilud Ha NO30BHA p
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Hayuermu e nanpeonana ev3pacm
IIpenopryBa ce HOpManeH I030B PEXHM. AMIOJMIMH H3MOA3BAH B CXOAHH AO3H NpH I10-MJAAIH
NaUMeHTH HMIH NauMeHTH B HanpelHana BB3pacT, ce NoHacs eqHakso aAcOpe. Benpexkm ToBa

MOKAYBaHETO HA O03aTa TpﬂﬁBa Ja CTaBa BHHMATCIIHO.

Heya (na sv3pacm noo 18 zoounu)
To3u nexapcTeeH NpoIoyKT He ce mpenopsuea 3a aeua. IIpy Tax GesonacHocTTa H e)eKTHBHOCTTA He

¢4 YCTAHOBEHH.

Hayuenmu c 6vopeuno yepescoane
AMIOIMNHH MOKE 1a ce NpHIara NpH TaKHBa MalWeHTH B oOmuwaiimwre nosu. IlpomennTe B
IUIa3MCHHTE KOHIICHTpPAllHH Ha aMJIOOHIIHH He KOpenHpaT CbC CTCNCHTA Ha ﬁ’bﬁpe‘lHO YBpCKNAHE.

AMJIOAHITHH HE C€ OTCTPAHABA TIPH AHAITH3A.

Hlayuenmu ¢ yepnoOpobro yepescoane
JO3MPOBLYHHAT peXXAM TPH [ALMEHTH C 4YEPHOAPOOHO YBpeKAAHe He e YTOYHEH, MopaaH KoeTo

aMJIOIMITHH TPA0Ba Aa ce NpiUIara ¢ NOBHIIEHO BHUMAaHKE (BXK. T. 4.4).

4.3. IIporuBONOKa3aHAA

AMIIOHMITHE € IPOTHBOINOKA3aH NPH NMAUKEHTH CBC:

® CBPBXYYBCTBHTCNHOCT KBbM JHXHIPONHPHAMHOBH [IPOH3BOAHHM, AMIOAMIIHH HIH HAKOoe OT
[IOMOIIHHTE BEIIECTRA;

®  TEHKKA XHIIOTOHMS,

®  [NOK (BKIICUHTEITHO KAPIHOTEHEH LHOK);

¢ oOCTPYKIIMA Ha M3XOAHHA KPBBOTOK Ha JIABa KaMepa (HaIp. BHCOKOCTENEHHA a0pTHA CTEHO3a);

¢  XeMOIHHAMHYHO HecTabMiHa CBEPACYHA HEAOCTATHYHOCT CACA OCThP MHOKApPACH ﬂH(l)ap[(T.

4.4, Cnennannn npeaynpexacHAs H NpeANa3HH MEPKH NpH ynorpeda

beszonacHocTTa M eeKTHBHOCTTa HA AMJIOJHIIMH TTPH XHIICPTOHHIHA KPH3a HE € YCTAHOBEHaA.

Hayuenmu cvc copoeuna nedocmamvunocm

TlaupmeHTHTE CBC ChPAEUHA HENOCTATEIHOCT TPAORA a GBAAT NEKYBAHH BHHMATENHO.

B pamkeTe Ha NpOBEEHH NPOABDKNTENHM, [TAUe0O-KOHTPOIMPAHH KIHHWYHH H3CICABAHHA TIPH
TMALMEHTH ¢ TeXKa cbpicuHa HexocTaThuHocT (NYHA knac I 1 IV) cpo0meHHTe HHLUMAEHTH C
Benonpoben oTok ca GWIH MoBeye B rpynara TPeTHpaHa C amJIO[MIHH, B CPaBHeHHe ¢ Ianebo

rpynara, Ho TOBA HE € OHI0 CRBEP34HO C BIOIUABAHE HA ChPAEYHATA HEAOCTATEYHOCT (BXK. T. 5.1).

IIpunoscenue npu nayuenmu c yepedena depnodpobna Pynxyun
AM.TIO,I[H[]PIH HM2 YIOBKCH MOOTYKHBOT NPH NANMEHTH ¢ YBpEIeHa ‘IepHOI[pOﬁ
ﬂO3HpOB’B'-IHH§IT PEXHM HE € YTOUHCH. Cne,uonamm-to aAMIIOIHITHH 1‘ps63a Aa c¢ MpHi
BHHMAHHE TIPH Te3H MALMEHTH.
Ipunoscenue npu nayuenmu ¢ RANPeOHARA 8v3pacm
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TToBHUIABAHETO HA JO3ATa NPH NAITHEHTH B HAMPEHANA BH3pacT TPA0Ea 1a CTABA BHAMATENHO (BX. T. 5.2).

ITpunoscenue npu nayuermu ¢ fvbpewna Hedocmanroynocm
Mpu Hanu4re Ha 61OpeyHa HEMOCTATEYHOCT HE C¢ HANAra KOPEKUMS B peXHMA Ha JO3HPaHe, Thi KaTo
ETAMHHHMPAHETO HA JICKAPCTBOTO HE ce NPOMEHA 3HAYHTENHO B TAKMBA cAydad. AMIOJHIHMH He ce

AMaNH3Hpa.

Hpunoxcenue npu oeya

AMJIO[IMITHH He CE TIpUJara MpH Jena.

4.5. BiaumoselicTBRE ¢ APYTH JeKAPCTBEHRA NPOAYKTH H APYTH GOPMHE Ha B3aHMOAEHCTERE

Bausnue na opyzu nexapcmeenu npodykmu ebpxy amMaoounun

CYP3A4 nuxuburopu: Tpn eqnospemenno npunoxenne ¢ CYP3A4 HHXMOHTOpa €PHTPOMHIMH MIPH
MJIAJH TIAUHEHTH H JWITHA3EM NPH NAlMEHTH B HAMpPEHANA BE3pacT IUIa3MeHaTa KOHLEHTpaund Ha
AMIOHITHM ¢€ NOBHMILABA CHOTRETHO ¢ 22 % 1 50 %. BrnpekH ToBa KNHHHYHATA 3HAYHMOCT Ha TE3H
[aHHH He ¢ u3sacHeHa. He MOXe [a ce H3KIIOUM BL3MOXKHOCTTA CHIHHTE MHXuGMTOpH Ha CYP3A4
(Hanp. KeTOKOHAa30N, WTPAKOHA30J, PHTOHABHP) Aa NOBHILAT IUIa3MEHATA KOHLEHTpauHd Ha
AMJIOIHIIMH B NO-TOJSIMA CTeNeH, OTKOMKOTO JMNTHA3eM. Brrpeku Topa He ca cbo0LIaBAHE HEXETAHH

JICKAPCTBCHH peaKlHH, CBEP3aHH C TAKOBA B3aHMOJIeHCTBHE,

CYP3A4 axrusatop: HaMa HanwuHu aaHBH oTHacsm ce a0 ehekra Ha CYP3A4 akTHBaTOpH BBPXY
amnozunHe. Exnospemennoro npunoxcenue Ha CYP3A4 axruearopu (Hamp. pAGAMOHLMH, XBIT
xanTapuoi/Hipericum perforatum); Moxe Ja MOHIDKH IIA3MEHHTE KOHLICHTPALMH Ha aMJI0JHITHH.

Amnoannus TpaGBa na ce H3non3ra BHHMaTenHo ¢ CYP3A4 aktupaToph.

IMpu w3chenBaHMA 33 JIEKAPCTBEGHM  B3AaUMOACHCTBHA COK  OT  rpeimdpyT, UMMETHIMH,

anyMHHHIH/MarHe3ui (aHTHALWAH) M CHIICHA(DMI HE ¢& TIOBIHATH (apMaKOKHHETHKATA HAa AMJIONHIIHH.

Bauanue na annodunuy sspxy opy2u rexapcmeenit npooyKmu
EdpexTHTe Ha aMIONHITHH BBPXY MOHIKABAHE HA APTEPHAHOTO HANATAHE Ce AODABST KbM edeKxTHTe

HA APYTY AHTHXHIIEPTEH3HBHH JIEKAPCTBEHH CPENCTEA.

IIpH KIHHHYHH MPOYYBAHHA 38 B3AUMOACHCTBHA € YCTAHOBEHO, Y€ AMIOJMITHH HE TOBIHABA
(apMaKoKHHETHXATA HA ATOPBACTATHH, ZHIOKCHH, ETAHON {Q1K0X01), BapdapyH U LHKNOCTIOPHH.

AMNOAMNAH HAMa edeKT Mo OTHOLIEHHe Ha NabopaTOpHHTE TOKa3aTeH.

4.6. BpeMeHHEOCT H KEPMeEHe
Bpemennocm

BesonacHocTra Ha AMAOIHITHH OpH 6pememm JKCHH HE € YCTAaHOBEHA.

PGHPOIU'IG'PIBHH NpoyuBaHnsd INpH IUIBXOBE HE Ca [OKa3aJd TOKCHYHOCT C H3KJI
OPEHOCBAaHEe H H YAB/DKABAHE HA POAMIHHA NpOoLeC [PH AO03H HA AMJIONHITHH 50 mw

MaKCHMATHHTE NPENOPLYHTEITHH JO3H MPH X0pa.



[Nopanu TOBa NeKapcTBEHHA MPOAYKT TpAGBa Ja ce Mpwiara no BpeMe Ha GPEMEHHOCT camMo OpH
aunca Ha no-0e3onacHa anTepHATHBA W KOTaTo JeKyBaHoTo 3afonfBame ¢ c MO-BHCOK PHCK 3a
MaiikaTa M IU10Ja B CPaBHEHNE ¢ NPEANONAragMHA PHCK OT MEAHKAMEHTA.

Kvprene

Hsama aaHHK Aain aMIOTHITHH ce eKCKpeTHpa B KbpMaTta. HeoGxonuMo € aa ce B3eme peiesne janu
Jia c€ NPOIBLKH/TIPEKBCHE KEPMEHETO HITH 1a ¢e MPOTbJDKIH/NPeKBCHE TEPAITHATA ¢ AMIOAKIIHH , KATO

C€ OTHETE NoN3aTa OT KEBPMEHCTO 34 ACTETO H nMOR3aTa OT Tepanydara 3a Maiikara.

4.7. EdexTn Bbpxy cnocoGHocTTa 32 Wodhupase B paboTa ¢ MAIIHHA
AMIOIHITHH MOXe A2 okaxke cnal 10 yMepeH edekT BLpXy cnocobHoCTTa 3a modupane u pabora ¢
MallHHH. AKO MALMCHTHTE MOJTy4aBallid aMJIOAMNMH MMAT OIUTAKBaHHA OT 3aMaiBaHe, rnasobonne,

yMOpa HJIH rajicHe, crnocoOHOCTTa HM A pearupaTt Moke Jia GbJe HapyiieHa.

4.8. HexkeNnaHH NeKAPCTEEHH PeAKIHA

Hexenanmre nexkapcreeHH peakiyii, HaGmogaeaHu H CO0IABAHH OPH HPHIMKEHHETO Ha aMAORHIIHH Ca
KAacH(pHIHpaHH CROpe A 4ecTOTATa HA TAXHATA TIOABA H Ca NPEICTABECHM Mo opraHl H CHcTeMH. Cniopea
4eCTOTa T€ ca pa3/ic/ICHH Ha:

- MHoro yects (> 1/10); Yectw (=1/100 ao < 1/10); Hewectu (=1/1 000 no < 1/100); peaxu (=1/10 000

no <1/1 000); mHoro pexkn (<1/10 000), ¢ HemsBecTHa YecToTa {OT HANMUHHATE JAHHH HE MOXKE Ja

6bne HalpaBeHa OLICHKA).
MedDRA-Gaza AaHHH Ba
€AKIHH
CHCTEMO-OpranmH KRcoDE YectoTa HexenaHH JeKAPCTBEHH PeaKn
Hapymienns Ha KpbBra H
/EM(HATA cHCTEMa MHoro peaku TEBKONEHHA, TPOMOOLIHTONICHHS
Hapymenns Ha #WMyHHara
cHCTEMa MHoro peaks anepravHy peaK1iH
Hapymerva na
MeTaboI3Ma B XpaHeHeTo MHoro peakh XHICPTITHKEMHA
Hey BeschbHue, MPOMEHH B HACTPOCHHETO
TcHxuyHM HapyIeHHA (RKITIOUHTEIHO TPEBOXKHOCT), Aenpecis
Penmxu OO0BpKaHOCT
y CHLHIMBOCT, 3aMaiiBane, rnapobomnme
eomt (0cobeHO B HAYAJIOTO Ha JICYEHHETO)
Hapymenus Ha HepeHATA H TPeMOp, BKYCOBH H3MEHEHHA, CHHKOII,
CHCTEMa o XHMOECTe3HA, NapecTe3Hs
Mmoro penkHu XHNEPTOHMA, NeprdepHa HEBPONIATHA
HTEN KIMOYHTETHO
Hapymenns Ha ounTe Hedecn 3p HH CMYINEHHA B
{QHII0NHa)
HapylineHus Ha yXoTo H i
o — Heuectn llym B yiuTe
Hevectu Cupuebrene
ChpneyHn HapyIueHHs Mrokapzen Hrigapkr, ap
MHoro peaxu GpaavKapiua, KamMepHa
NpeACHPAHO MbKICHE }
YectH 3aucppaBaHe
ChbIoeH RapyieHus Heuectn XUnoToHHA
MHoro penku Backymur
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PecnupaTtopHH, rpBAHH H Hegectn JIHcTIiHe s, pHHUT
MCAHACTHHAITHH HapyLIeHH MEoro peaxH Kanmsma
Yecti KopeMHa 6071Ka, rajgeHe
NOBPEIIAHE, AHCIENICHS, NPOMSHA B
4 Ha 4EPBaTa

CroMaIHO-4peBHH Hewects obu4aiiHaTa NepHCTANTHK. p

(BKMIOUHTEIHO JHAPHA M KOHCTHIIALHA),
HapylleH\s

CYXOTa B YCTaTa

HT, XHTIEPILUIA3HA Ha
Moo pe MAHKPEaTHT, TacTp ep:
A BCHIIHTE
Xenaro-Ounuapen XenarHr, TIOBHIIEHH
p Moro pe JKEIITCHHLIA,

HapyleHAs A YePHONPOOHH EH3HMH

aflonenHd, mypnypa, IPOMAHA B LIBETA Ha

Heuectu KOKATA, XHIIEPXHAPO3a, IPYPHTYC, OOpHB,

eK3aHTeMa
Hapywenns Ha kxoxkara ® aHTHOE/IEM, EpHTEMa MyJITH(OpME,
MOAKOXKHATA THKAaH YpPTHKapHi, eKcPOIHATHBEH

Mnoro peaku AEPMATHT,CHHAPOM Ha Stevens-Johnson,

otox Ha Quincke

(DOTOMYBCTBHTEIHOCT
HapymeHna Ha MycKymHo- Yectn OToK Ha I7E3eHa
CKEJICTHaTA  CHCTeMa M apTPANTHA, MHANTHA, MYCKYJIHH KPAMITH,

Heuectn
ChE/IHHHTEIHATA ThKaH 6onxH B repba
Hapyirenua Ha On0penute n Heuects HapyIHEeHO YPHHHPAHE,HONHO YPUHHPAHE,
MHKOYHHTE HBETHINA YBEIHYEHA YECTOTA Ha YPHHHPAHE
Hapymenns na
BL3NPOM3BOHTENHATA Heuectn HMITOTeHTHOCT, THHEKOMACTHA
CHCTEMA H FBpAATA
Yectn Orok, yMopa

OGCmm HapymeHHa M edeKTH K’g 6 P pyS——
HA MACTOTO HA NMPHIIOKEHHE Heuectu TP s ’

HepasNoNoXeHne

HM3MECHEHHA Ha TerNoTo (TTOKAUBAHE HIH
Hacneppanns HeuecTH

HAMAIABAHE)

4.9. Ilpexozupane

OnUTET NpH XOpa ¢ NpeIyMHULLIEHO NPEA03UPAHE € OTPaHHYEH.

CHMITTOMH:

HanwiHure 1aHHM ® ONMTHT C ApYTHTE JIHXMAPONHPHIAHHOBH JACKAPCTBE IIOKA3BA, HC TIpH

TIpef0O3HpaHe MOXKE [a HacTLNH TeXKa mepHdepHa Ba3lORWIATALNA ¢ NMPOALDKHMTENHA apTepHanHa

XHINOTOHHA H €BeHTYarHo pednekTopHa Taxukapaus. Hma cpobmenns

33 H3paleHa H

NPOALJDKHTCIHA CHCTEMHA XHITOTOHHA 10 IOK H (l)a'raneﬂ H3XO0A.

JleueHme:

KJIHHHYHO 3HaYHMAaTa XMIOTOHMS, MPEH3BHKAHA OT MPeNO3HPaHe ¢ AMJIOJHIIHH, H3HCKBA aKTHBHA

KApAHO-BACKYNapHa TepalHd, 4Ye¢CTO MOHHTOPHpPaHS Ha CHpACHHATA W AUXATEIHATa (l))I'HKI.lHﬂ,

NOCTaBAHE B JIETHANMO MOJIOKEHHE ¢ NOBANCAHE HA KpallHULHTE H NpoCicNdpaHe Ha

ofeM M nuypeaara.

3a BB3CTAHOBABAHE TOHYCA Ha CBAOBCTC H KPBBHOTQ HAATAHEC MOKE

Ba30KOHCTPHKTOP TNPH YC/IOBHE, Y€ HAMA NPOTHBOMOKA3AHMA 34 MPHIIOKEHHETO




NPHIOKCHHE Ha KAMNHEB IMIOKOHAT MOXKE Ja CIIOMOTHE 34 OTCTpaHABAHE Ha ec]:elcrme Ha Gnoxnpaﬂe

Ha KaadIIHCBHTC KaHAJIHA.

B HAKOH cry4an MOXeE 13 € OT NoN3a CTOMAIIHaTa MPOMHBKA. [IPHI0XKEHHETO Ha aKTHBEH BBIJIEH NPH
3apaBH A00poBONLM 10 fABa uaca ciex npdeM Ha 10 mg aMmJIOAHIIHH € HaMAalHJIO CTENEHTa Ha

abcopOmmara My.

AMIOIANKHHE ce XapakTepusdpa ¢ BHCOKA CTCINIEH HA CBBP3BAHE C TUIasMCHHMTE TIPOTCHHH H NOpaiH

TOBA HE MOMXKE e(l)eKTHB}IO Aa ¢c¢ OTCTpaHsBa MOCPCACTBOM XEMOAHAIN34A.

5. PAPMAKOJIOTHYHH CBOHCTBA

5.1. PapMaKonNHHAMHYER CBOHCTBa

PapmaxorepanesTina rpyna: CeleKTHBHH KalllMeBH aHTATOHHCTH € NPEANMHO CHAOBO
AcHcTeHe. JIHXHAPOMHPHIMHOBH AepHBATH

ATC xon: CO8CA 01.

AMIOJMIMH € AHTATOHHCT HAa KaIIHeBHTe KaHAIW OT [PYNATA Ha JAUXHAPONHPHAMHOBHTE
npousBoaHK. Toil ce CBBP3BAa ¢ PELENTOPHO MACTO, PAsNONOKEHO BHPXY MOTEHIHAN-3aBHCHMHTS
KaJIACBH KaHamH OT L-THm, mpi koeTo MOTHCKA KajauHeBHA HHQIYKC HA HMBOTO Ha CBAOBHTE

MHOILIHTH.

MexaHH3MBT Ha aHTHXHNEPTEH3NBHOTO ACHCTBHE HA AaMIOIHTIHH C€ JB/DKH Ha HPEKTEH PENakCHpaLl
e(EKT BHPXY CBACBATa INIafika MyCKy/IaTypa. TOUHHAT MEXaHHIBM, 110 KOHTO aMJIOIHITHH obekyasa
CTEHOKapAHATA, HE € HAITLIHO H3ACHEH, HO AMJIOAMIIME HaMajlgBa o0MIOTO HCXEMHMHO HATOBAPBAHS

M0 CASAHMTE ABA HAYMBA.

» Juramayus va apmepuonume u HAMAAGANE HA CIEOHATNOBAPEAREMO RA CHPYENID.

BaxHo ¢ Ja ce oTOenexH, e 3a paziMKa OT BCHYKH JHXHAPOMHPHAHHOBH ONOKEpH HA MOTEHUHA-
3aBHACHMHTC KANI[HEBH KaHAMH AMIOJHIIMH He NpPeOH3BHKBA pe(IEKTOpHA TAXMKAPAMA, KOraro €
TIPMJIOKCH B TEpaneBTHYHH N03H. Taka HAMATEHOTO CHAORO CLIPOTHBIEHKE H cleIHATOBAPBAHE Ha
CHLPLETO, NPH HEMPOMEHeHa ChpcdHA 4YECTOTa, € CBLP3aHO CBhC 3HAYMTEIHO HAaMaIdBaHE Ha

KHCJIOpONHaTa KOHCYMAIIUA Ha MHOKapJa H peCrICKTHBHO Ha HYXXKIHTC OT KHCIIOpOA,

o Junamayus na xoponaprume apmepuu
[Ipu crenokapaus (ocobeHo npu aumruHa Ha Prinzmetal) amnomunue moBHMINABa NOCTABAHETO Ha

KHCIOpOA, € KPRBTa BKI. B HCXCMH3HPAHHTE TBHKAaHH, 38 CMETKA HA H3pa3eHHds MY KOpOHapo-

JWTATHpAIL eeKT.




IIpy NanMeHTH ChC CTEHOKAPAHS €JHOKPATHHAT NPHEM Ha aMJIOAMITHH OCHTYpPABa yAb/DKABAHE Ha
BPEMETO Ha TONEPHPaHO (PH3HYECKO HATOBapBaHe, BPEMETO [0 MPOBOKHPAHE HA AHTHHO3HHA JIPHCTHI
H BpeMETO 3a aenpecHi Ha ST-cerMenta ¢ | mm H HaMaiABa KAKTO HECTOTATA HAa CTEHOKAPAHHUTE

MPHCTBIH, TAKA H HeOOXOANMOCTTA OT NPHEMA Ha TAOIETKH HITPOTIHIIEPHH.

Hpunoorcenve npu nayuenmu covC Cbpieunda HEOOCMAMBYHOC

[IpoBeflecHH XEMOAHHAMMYHH NPOYYBAHHA ¥ KOHTPOJHPaHH KIMHHYHH HM3MHUTBAHHA C (PHIHYECKO
HATOBapBaHe NpPH NALMEHTH CBC ChpaeuHa memoctarbyuHocT (knac II-IV mo NYHA/) nokasear, e
aMIIO/IMNTHH He TNpPEeAM3IBMKBA KIMHMYHO BIOIHIABAHE, OLCHEHO Ype3 ToNepaHca KbM (DHIMUECKO

HaToOBapBaHe, ([)paﬂms Ha H3TNIACKBAHC HA JIABATA KAMECPA H KNHHHYHATA CHMITTOMATHKA.

B pamkuTe Ha nposeneHo mnaneGo-koHTponupaHo KiMHH4HO mpoyysade (PRAISE) npu nauuentn
ChC ChpAeYHA HemocTaThuHocT knac III-IV no NYHA, nexysanu ¢ qurokcuH, auyperaund 1 ACE-
HHXHOHTODH, € YCTAHOBEHO, Ye aMJIOJMITHH He MOBHINABa PHCKA OT CMBPTHOCT, HUTO KOMOHHMpaHHs

PHCK OT CMBPTHOCT H 3a00NeBAEMOCT, ACOLHHPAHH ChC CHPASYHATA HEIOCTATEYHOCT.

I[lpu mocnenpamo, npoabipkuTenHo WwianeGo kontponupano npoyusade (PRAISE-2) ¢ amnoaunui
NpPH NALMEHTH ChC chpieuyHa HemaocTarhuHocT Kiac III-IV mo NYHA, Ge3s pnaHHM 3a THOMLIEXKatna
HcxeMHuHa OonecT Ha cBplero, NekyBaHW ¢ aururanmc, auyperHin ¥ ACE-unxuburopn e
YCTaHOBEHO, Y¢ AMJIOJMITHH HE MOBIHABA 00IMaTa CHPACTHO-CHAOBA CMBpTHOCT. B pamkuTe Ha
CBIIOTO NPOYUBaHe ¢e ChoOIIaRa 3a NoBeye ¢iTyyaH Ha DenoapobeH OTOK, NMPH MALHEHTHTE, IPHEMATH
AMJIOAHITHH, HO 03 JaHHM 3a CTATHCTHUECKH 3HAYMMO MOBHINABAHE HA YCCTOTaTa Ha CIIy4adTe ¢

BJIOLIABAHE HA ChPACYHATA HEAOCTATEYHOCT, B CPABHEHHE ¢ fuTalebo.

B paMKHTe Ha npoBeleHO PAaHAOMH3HPAHO, ABOHHO-CIIANO MPOYHBAaHEe BELPXY 3aboneBaeMoOCTTa M
cmbpraocTra ALLHAT (Antihypertensve and Lipid Lowering Treatement to Prevent Heart Attack
Trial- AHTMXHTIEPTEH3UMHO M JIMNHAOMOHMYKABAILO JIEYEHHE 334 MPOQHMAKTHKA Ha CBHpAEYEH
NPHACTHII), NO-HOBHTE JIEKAPCTBA (AMJIOAMIHH M JIH3HHOTIPHI) ¢4 CPABHEHH C THA3IMAHMA JHYPETHK
XJIOpPTaNyAOH, NpPH TNAalHeHTH ¢ JeKa 10 yMmepeHa ¢opMa Ha XuneproHdd. Ilo oTHomleHHe HA
OCHOBHaTa KpaifHa W]l HA TOBa mpoy4paHe (pPHCK OT daTanHa KOpOHapHa chpjcdHa Oonect HiH
HebaTameH HHOAPKT HA MHOKAPAA) HE € YCTAHOBEHA CTATHCTHYECKH 3HAYMMA pa3ljlMKa MEXIy
rpymara, J€eKyBaHa ¢ aMJIOAMIIMH H Ta3W, JIGKyBaHa ¢ xjopranvaoH. Ilo orHollleHHe Ha €aHa OT
BTOPOCTENEHHHTE KpaiHH INend (4ecToTda Ha ChPAEYHA HENOCTAaTBhHYHOCT) €  YCTAHOBEHO
CTATHCTMYECKH 3HAaYHMO NOBHINABAHE HAa pHCKA B [pYNara, JICKyBaHa aMJIORHIHH, CHPAMO

xnopranunon. Ilpw Toa ofaue He ce HalmonaBa CTATHCTHYECKH 3HAYHMA paznMka B obmara

CMBPTHOCT MEWUTY ABETE TPYNH.

AMJIOAHITHH He e CBBP2aH ¢ eeKTH BLPXY AHIMHAHHA, BBIIEXHAPATHHA ¥ [TyPHHOBHS
€ OAXOAALIL 338 NPHIICKEHHE NPH [TALIHEHTH, CTPAMIAlM OT JHabeT, XHIICPAHITHAES
H NPH ACTMATHIH,



3.2. PapMaKoKHHETHIHH CBOHCTBA

Abcopbyus/ Pasnpedenenue

Cnen nepopasieH mpHEeM HA TeparNeBTHYHA J03M, awIOAHIMH ce abcopbupa OasHO, Kato
MAKCHMAJIHHTE TUIA3MEHH KOHLEHTpAIMH Ce JOCTHraT cnej 6 Ao 12 vaca cien npremMa. AbcomoTHaTa
SHOHANMYHOCT Ha AMIOIHIMH € Mexay 64 1 80 %. OGeMbT Ha pasnpenesenne ¢ okono 21 Vkg.

Ilpu in vitro w3cneaBaHHA € oupeaeNieHO, 4¢ OKomo 97,5 % or uMpKyaupallis AMIIOAMITHH ce

CBBP3BAT C MUIa3MEHHUTE MPOTEHHH.

Aﬁcopﬁuua'ra Ha aMJIOOHITHH HE C¢ BIIKAC OT IIPpHEMa Ha XpaHa.

Memabonuzom/Enumunupane

IInasMeHHRT mepHOA Ha NONYEIHMUHHDAHE HA aMIOAMIHH € okono 35-50 uaca. PaBHoBecHu
IL1a3MEeHH KOHLICHTPallHH ¢e AOCTHTaT cnel 7-8 JeHa npH exeJHEBHO NPHIIOKEHHE.

AMIOZHITHH ce MeTaboMM3npa B 3HAYMTENIHA CTENEH B YepHHA Apol A0 GapMaKonOrHYHO HEaKTHBHH
MeTabOIHTH, KaTo B ypuHara ce otaenst 10 % o npuerara nepopaiHo A03a B HempoMeReH BAA H 60 % ot
MeTabOoNuTHTE.

Ynompeba npu nayuenmu 6 nanpednana evpacm

BpemeTo 3a AOCTHrAHE Ha MAaKCHMAIHH MAa3MEHH KOHIIEHTPALMH € CXONHO Mpd MIAnH H No-
BB3PacTHH xXopa. [IpH nMauuenTH B HanpeHana Bb3pacT AMIOAHIIMHOBHA KIHPBHC € C TEHICHIMA KbM
NOHIDKABAHE, KOETO BOAM N0 nosxiasane Ha AUC u Bpemero Ha nonyenumunupane. Hapactsanero
Ha AUC (miomra moj KpHBaTa BpeME/KOHUEHTpAalMA) H BPEMETO Ha TOMYeJHMHHHPaHE NpH
NMANHECHTH CHC 3aCTOHHA CBpAEYHA HEAOCTATHYHOCT € OMWIO CIopel OYaKBAHOTO 34 CHOTBECTHATA

BB3pacToBa rpyna (sx.1.4.4).

Vnompeba npu nayuenmu c 6vGpeuna nedocmanteunocn

Amyonunue ce MeTaonusupa B rojAMa cremeH 10 HeakTHBHH MetaGonumd. 10 % o1 Hero ce
€KCKPETHPAT HENIPOMEHEHH ¢ ypHHaTa. [IpoMeHHTe B KOHLIEHTpAlLHATA Ha AMIIOIHITHH HE €A CRBP3IaHH
CHC CTeTeHTa Ha OBnOpeuHara HegoctaThbuHocT. [Topaam ToBa e mMpemophuBa MPHIOKEHHETO Ha

obHyaifHHTe 1030, AMJIOZTHITHH HE Ce AHANHM3HDpA.

VYrnompeba npu navuenmu c yepuodpobuo yepexcoare.
TTomyXHBOTHT Ha AMJIO/IMIIMH € YAB/LKCH IPH NALMEHTH ¢ YBPeAcHAa YepHOApoOHa GyHKIHs.

5.3. IpenxnmnavAn gannd 3a GesonacHoCT

TlpeaxnunnunKTe Aanny 3a 6e30nacnocT, Gasnupanu BLPXY CTAHAAPTHH WICHEBAHHA BEPXY NOBTOPHA

HHTpayTepHHHA CMBPT Ha IUI0JA Ca Ce YBEITHYMIIH,
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6. PAPMAHEBTHYHM TAHHH
6.1. CnouchbK Ha NOMOIIEHTE BelleCTBA
Henynosa, MEKPOKPHCTAJIHA;

Kammes xuaporendocdar, Gessogen;
HarpHer HHIOECTEH [IHKOJIAT;

Marnesues creapar.

6.2. HecbBMECTHMOCTH

He ca H3BeCTHH.

6.3. Cpok Ha roasocr

3 (TpH) roAHHH OT JaTaTa Ha NPOH3BOACTBO

6.4. CnenHaEu yCI0BES HA ChHXpanenne
ITpu Temmepatypa mog 25°C.

Ha ce cpxpaHsBa Ha MACTO, HEAOCTBITHO 3a Aenal

6.5. laanM 33 ONAKOBRATA

ITo 10 TabaeTxu B 6macrep ot PVC/anymurueso dosmo. ITo 3 GHcTepa B KyTHA.
Io 20 TabneTky B 6aucrep ot PVC/anymunnero domwo. o 1 6mucrep B KyTHA.
Tlo 15 Tabnetkn B 6nucrep or PVC/anymunueso domvo. Tlo 2 6nucrepa B KyTHA.

6.6. Cnennanad npeana3HA MepKH npu H3XBLpagne/ # pabora

Hama cnemmaiHi H3UCKBAHHA.

7. IPATEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
AJTHOAPM EAJT

Oyn. CumeoHoBCKO moce Ne 130
Codus 1700, Brarapus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEFA
Amlocor 5 mg: 20060815
Amlocor 10 mg: 20060816

29 nexemppu 2006 r.

10. TATA HA AKTYAJIH3UPAHE HA TEKCTA
CerrremepH, 2021 1.




