KPATKA XAPAKTEPUCTHKA HAPERVR A S0PABEONAIBAHETO
AMLOVASK i fgsaomonns tes l2. 9. 6%
AMJIOBACK paapemen#e saynotpebals WA DHe~59

9 /79 <. ;,QM
1. THPT'OBCKO HME HA JIEKAPCTBEH

AMLOVASK

2. KOJHUYECTBEH H KAUECTBEH CBCTAB

JlexapcTaeHo BEIECTBO B ¢HA TableTka:

Enna tabnerka Amlovask 5 mg ceaspixa Amlodipine besilate 6.95 mg (eKB Ha
amlodipine base 5 mg).

Enna tabnerka Amlovask 10 mg ceaepixa Amlodipine besilate 13.90 mg (exs. Ha
amlodipine 10 mg).

3. JEKAPCTBEHA ®OPMA
Tabnetku

4, KJIAHIYHA JAHHN

4.1. Tlokasanus

e ApTepuarHa XMIEPTOHMS - CAMOCTOSTENHO WIM B KOMOMHamusa C Apyru
AHTHXUIEPTEH3UBHH [IPOIYKTH.

e XponugHa cTaGHIHA CTEHOKAPAMA — CAMOCTOATEIHO MK B KOMOMHALHNA C OPYTH
AHTHAHTHHO3HHU IPONYKTH.

¢ BasocmnacTHuna cTeHOKapaus (aureHa Ha Prinzmetal).

4.2. To3mpoBKa H HAYMH HA yHOTpeda

ITo nekapcko mpennucanue! Ilpuwema ce mepopalmrHO ¢ JOCTATHIHO KOINMYECTBO
TEYHOCT, HE3aBUCHMO OT IPHEMa Ha XpaHa.

ObyuaiinaTta HayaiHA X033, KAKTO TMPH XUIEPTOHMSA, Taka W IIPH CTEHOKApIHg € 5
mg GOHOKPATHO IHEBHO, Karo T4 MOXE Ja ce HoBumy ciex 1-2 ceamunm 1o
MakcumansHo 10 mg eNHOKpaTHO AHEBHO B 33aBHCHMOCT OT HHAMBHIYaTHHSI
TepaneBTHIeH e(PEKT H TOHOCHMOCT Ha TAlHEeHTHTE.

Hayuenmu 6 Hanpednana ev3pacm
He ce u3rcKBa KOPEKIHA Ha J03aTa.

Heya:
To3u NPOAYKT He ce MpenopbyuBa 3a Aera. 1Ipu Tax 6e30macHoCcTTa i eeKTHBHOCTTA
HE € JOoKas3aHa.

4.3. IIpoTmBonoKasamms
o CBPBHXYYBCTBHIENHOCT KBM JUXMAPONMPUIMHOBH KallHEBH AaHTArOHHCTH,
amlodipine WK KBM HAKOE OT HOMOIIHHUTE BEMIECTBA Ha IPOIYKTA;
KapauoreHeH 10K,

KnuepuHo 3HaYMMa a0pTHA CTEHO3a;
HecrabunHa cTeHOKapus;
BpemMeHHOCT U KEpMEHE;




e Jlema.

4.4. ChoeuuajHd OPOTHMBOMOKA3ZAHHA H CHENHATHH NPEAYNPEKICHH NPH
ynoTpeba

Cmenoxapous u/unu MuoxapoeH uH@aprm

Psix0, TABHO IIPH IALMEHTH C H3pa3eHa KOpOHapHa 00CTPYyKIMHA, MOXKE Ja HACTEHIIH
IIOBMILIABAHE B YECTOTATA, IPOLBDKUTENHOCTTA U/UIH TeKECTTA Ha CTEHOKAPIHUTE
IPUCTHIM M JOPH PasBUTHE HA MEOKApIeH MHGAPKT, IPH 3arovBaHe Ha JICUSHHE C
KANLMEBH AHTATOHKMCTH WM IPH TIOBUIIABaHE Ha TAXHATA 1033,

Cvpoeurna HedoCmame4HOCH
Kakto u jpyruTe KaliMeBw apraroHucTd, amlodipine TpsAOBa Ja ce H3MOJ3BA C
NIOBHINEHO BHAMAHWUE TIPHU HALIMEHTH ChC CHPIETHA HEAOCTATHIHOCT.

Vepeoena yepnodpobrna gyuxyus

ITopaayu WHTEH3UBHHA CH YepHoApoOeH MerabomuseM, amlodipine HMa yABIDKEHO
BpeMe Ha NOJY)KUBOT NIPH [TALWEHTH C H3paseHa depHoapobra aucdymkuws. [Ipu
Te3u naudenT amlodipine Tpadra ga ce fpUIara ¢ IOBUILEHO BHUMAHHE.

4.5. JlekapcTBeHH K JPYTH B3aUMOJCHCTBNA

Amlodipine Moxe GesomacHo fa ce KOMOMHHpA C THA3HOHH JHYPETHIHM, aida-
onoxepu, Oeta-Omoxepn, ACE  HHXMOMTOpH,  HHTpaTH,  HECTCPOMIOHH
NPOTHBOBB3MATUTETHH CPEACTB2, AHTHOMOTHIM M IEPOPANHH XHIIOTTHKEMUYHH
TPOLYKTH.

ITpu M3caeABaHus in Vitro ¢ YOBEIIKa NNa3sMa HE € YCTAHOBEHO BIHJAHHE Ha
amlodipine BEPXy IPOTEHHOBOTO CBBHP3BAHE HA JTUTOKCHH, (eHUTOMH, BapdapHuH 1
HHAOMETAIIVH.

Brusnue na opyau npodyxkmu ewvpxy amlodipine

IHMeTHAMHE 1 COK OT TpeihpyT He mopausBar hapMakokuHeTHKaTa Ha amlodipine.
Cunpenadmn u amlodipine, mpuiaragd 3a¢IHO MOraT Ja [OTCHIMPAT B3aUMHO
edekTa CH O OTHOMICHHE Ha NOHIKABAHE HA apTEPUATIHOTO HalTaHe.

Brusnue na amlodipine evpxy opyau npooykmu

MHOrOKpaTHoTO IpwIokeHue Ha amlodipine 3aenHo ¢ aTOPBAaCTaTHH He
IpeNM3BHMKBA CHTHHOHKAHTHE NIPOMEHH BEB (JapPMAKOKHHETHIHUTE NApaMeTPH Ha
aTOpBacTaTHH.

IIpy eOHOBPEMEHHO NPWIOKEHHE HAa IWMIOKCHH 3aeiHo ¢ amlodipine He BOW HO
IOpOMEHH B CEPyMHHTE AUTOKCHHOBM KOHLEHTPAUMM HIM BBPXY AHIOKCHHOBHS
6BOpedeH KIHPBHC.

[punoxennero Ha amlodipine exHoBpeMenHo ¢ BapdapuH He oKa3Ba e)eKT BEPXY
aKTHBHOCTTA Ha Bap(apHH 110 OTHONIEHHE HA IPOTPOMOHHOBOTO BPEME.

Amlodipine He MOBIHUABA CUTHUPUKAHTHO PAPMAKOKHHETHKATA HA LIHKIOCIOPHH.

4.6. BpeMeHHOCT M KbpMmene

bpemennocm:
JlanawTe OT MPESOKIMHHYHH NPOYIBaHHA ¢ IPHAOKEHHE Ha am
OpeMeHHH TUTBXOBE H 3ali He Ca YCTAHOBHWIM TEPaTOTeHHOCT
deroToxcnunoct. He ca npoBesxnany afekBaTHA H 10Ope KOHTPOIK



OpoyusaHud Ipd OpemeHHM >keHH. [lopagu TOBa TO3H IPOAYKT TpsabBa Ja ce
npuiara o BpeMe Ha OPeMEeHHOCT caMO NpH HeOOXONMMOCT U CleJl BHHMATENIHA
HpeleHKa Ha CBOTHOMIEHHETO 038/ pHCK.

Vnompeba no epeme na xepmene

Hsima JaHaum 3a exckpelma Ha amlodipine B kepmara npd xopa. Ilopaay tosa He ce
npernoprusa yrorpebara Ha amlodipine o BpeMe Ha KbpMEHE. AKO IIPHI0KEHHETO
MY € HAJOXKMTEIHO, TPAOBA Aa ce IIPeyCTaHOBH KLPMEHETO.

4.7. Edexru BLPXY Crioco0HOCTTA 32 modupane 1 padoTa ¢ MAUTHHA

B Hawanoto Ha jgeucuHero ¢ amlodipine mpH OTHAEHHM NAUMEHTH MOXE Ja Ce
HaOIMoJaBa BPEMEHHO II0SABAa Ha OTNAAHAIOCT M CBETOBBPTEK, KOETO MOXKE 1A
MIOBIIHSIE BBPXY CIOCOGHOCTTA 3a odHupane H padoTa ¢ MalIHEH.

4.8. Hexenann IeKapCTBEHH peaKuu

Hesxxenanure NeKkapcTBEHM pPEaKOUH HAONIOJaBaHM MPX  TPHUIOKEHHETO Ha
amlodipine ca kmacupHIUpaHH CIOOped 49ecToTaTa Ha TAXHATa MOsBA M ca
MPEACTABEHH O OpraHd W cucreMu. CIOpes YecToTa T€ Ca pasfieNieHd Ha 9eCTH
(>1%, <10%); uwe uectu (>0.1%, <1%); pemxu (>0.01%, <0.1%) u MHOrO penxu
(<0.01%).

Yectu (>1%, <10%):

Hepsna cucmema. CHHIABOCT, 3aMasHOCT, TIaBOOOIHE.
Cupoeuro-cv0osa cricmema: TIANNUTAlUY, 3a9epBIBaHe.
Tacmpo-unmecmunanta cucmema: KOPeMHH OONKH, TAJCHE.
Ob6wyu: yMopa, OTOLH.

He gectu (>0.1%, <1%):

Hcuxuuny: 6e3chHUE, HCIIPECH, Pa3APasHUTEIHOCT.

Hepena cucmema: TpeMOp, CUHKOIN, XUIIOECTE3M, NAPECTe3us, MPOMsHA BBB BKyCa.
Quu: IPOMEHN B 3PEHUETO.

VHI: TunuTycC.

Copdeuno-cvoosa cucmema: XUIOTOHHSL.

Pecnupamopnu: pUHAT, DACIIHES.

Tacmpo-unmecmunania cucmema: CyX0Ta B yCrara, MHUCIENCHSA, NOBPBILAHE,
KOHCTHUIIALMS, AHAPHSL.

Kooicnu: anonenys, Iypiypa, NOBHIeHa TOTIHUBOCT, NPYPUTYC, 0OPUB.
Mycryno-ckenemmu; apTpalrysa, MAAITHA, MYCKYJIHH KpaMIH, O0IKH B TEpoa.
Vpo-zenumannu: 4YECTO YPUHHMpaHe, HHKTYPHA, AU3YpHs, TOHIKEHO JIHOUMO,
THEKOMACTHA.

Obwyu: 06O HEPA3NONOKEeHHe, acTEHHs, I'PHAHH OONKH, MPOMSHA B TENECHOTO
TETIO.

Muoro penke (<0.01%)

Xemamonozuuny: T€BKONSHUS, TPOMOOLIUTONEHHS.

Memabonumuy.: XUNEPIITHKEMHSL.

Hepena cucmema: nepudepHa HEBPONATHS, BEPTUTO.
Covpoeuno-cvdo6a  cucmema:  BACKYJHMT, apUTMHA, KaMepHa
NPeACHPIAHO MEXK/IEHE, CTEHOKApAXs, MHOKapAeH HH(apKT.




Pecrnupamopru: xanuiua.

Tacmpo-unmecmunanta cucmema: THHTHBAIHA XMIEPIUIA3HS, TACTPHT, MaHKPEATHT,
XeraTUT, XONECTATHIEH HKTEP H [TOBHINABAHE Ha YAPHOAPOOHHTE CH3UMH.

Koowcnu u anepeuuuny: yPTUKApUs, aHTHOEIEM, epUTeMa MyaTH(QOpMe.

4.9. Ilpemosupane

IIpu 3HAauwwrenHo npemo3upane ¢ amlodipine MOXE Ja HACTBIM EKCLECHBHA
BasOXMIATAIMSA, peIeKTOPHA TaXMKapAKa, H3pa3eHa K NPOTPaxupaHa XMITOTOHMS ¥
TIOK.

JleueOHMTe MEpPONIPHATHSA 3aBHCAT OT €CTECTBOTO H TEXKECTTa HAa KIMHHYHHMTE
CHMITTOMH M BKJTIOYBAT MEPKH 32 HaMalsgBaHe Ha aOcopOuuATa U 3a yCKOpsBaHE Ha
SNUMUHHPAHETO, KAKTO U 34 TIONABMKAHE Ha OCHOBHHUTE JKU3HEHH QYHKIMH. AKO CE
YCTAHOBM TE)KK4d XMIOTOMHL, NANHEHTHT TpsAOBa Ja Cce MOCTAaBH B JETHAIO
OOMOKEHHe ¥ Ja My Ce BIee BHHMATeNHO (U3HOAOIMYEH DPasTBOP, IHOX
XeMOIMHAMMYEH KOHTPOI. BUTaTHUTE [TOKa3aTeny TpsiOBa Aa ObJaT MOHUTOPHPaHH
¥ [OpH  HeoOXOOUMOCT TpsAOBa JAa C€ HasHA4Y¥d CHMITOMATHYHO JICYCHME
(Ba30KOHCTPUKTODHM MENUKAMEHTH, Kainuee nmokoHar). Ilopamm BHCOKOTO
NPOTENHOBO cBBp3BaHe Ha amlodipine, xemoauanusaTa e cnabo epexTUBHA.

5. PAPMAKOJIOI'TYHA JAHHHA
5.1. <dapmakoamHaMU4YHH CBOHCTBA
ATC Koga - C08C A01

Amlodipine ¢ nEXUOUTOp HA KaNIHEBUS HOHEH HHQIYKC OT NUXMAPOMHPHIMHOBATA
rpylia ¥ HHX#OHpa TpaHCMeMOPAaHHOTO HABJHM3aHE HAa KaIlMEBH MOHH B TAAAKO
MYCKYJHHUTE KJICTKH Ha CBPLETO U ChIOBETE.

Mexanu3MBT Ha AHTHXHMIIEPTEH3WBHO AeiicTBue Ha amlodipine ce OBIKM HA
OUPEKTHHSA penakcupan] eeKT BBpXYy CBIOBaTa IIagka MyCKyngarypa. Toumps
MEXAHHM3BM [0 KOMTO TOM OKasBa CBOS aHTHAHTHHO3EH €(DEKT He € HambJIHO
usgcHen, Ho amlodipine HaMalgBa TEXECTTA M YECTOTATa HA HCXEMHUIHHTE
IIPHCTBIIN Upe3 CISTHUTE MeXaHH3MU:

1. Amlodipine gunarupa nepudepHrTe ApPTEPHONH ¥ Taka Peayuupa nepudepHara
PE3UCTEHTHOCT (CICAHATOBAPBAHETO) cpelly KoaTo pabotu ¢hpuero. Ilopanu ToBa
ve CBpIEYHaTa YeCTOTa 0CTaBa CTabuiuHa, ToBa obleKuaBaHe B paboTtara Ha CHPUETO
penyLHpa eHepriuifHaTa KOHCYMal|s OT MHOKap/a H HEFOBHUTE KMCIOPOAUY HYKIH.
2. MexanusmsT Ha gAedicteue Ha amlodipine BEpOSTHO BKIIOYBA CHIIO Taka
HUATAIMS HA IOIEMHTE KOPOHAPHY apTepUH M Ha KOPOHAPHHUTE apTEPHOIH, KAKTO B
HCXEMHYHHTE, Taka ¥ B HEHCXEMUYHHTEe 30HM. Tasy IumaTanus IIOBHIIaBa
KUCJIOPOAHHTE JOCTABKKM B MHOKapZa IPH MALKEHTH ¢ KOPOHAPEH apTepHOCHa3bM
(anruna Ha Prinzmetal).

[lpy malMeHTH ¢ XMIEPTOHHS, PEXHM C €JHOKPATHO KHEBHO NO3MpaHe BOLH IO
KIMHUIHO CHTHH(DUKAHTHO HaMajlsdBaHE Ha apTEPHAIHOTO Halsrade, Kakro B
JETHAJIO, TAKa ¥ B H3MPABEHO IT0JI0XKEHHE, B IPOABIDKEHNIE Ha MHTEPBAN OT 24 Jaca.
Ipy mALHEHTH ChC CTEHOKAPANS, PEKHM ¢ €THOKPATHO JHEBHO A03UpaHE [IOBHIIABA
mpara Ha nossa Ha OoJKa, pa3peskia aHCHHO3HMTE IPHUCTBIM K HAMAaIsl 7K
OT MpHAOKEHNe Ha OBP30AeCTBAIH HUTPATH.




Ipunoxennero Ha amlodipine He NpPeJU3BHKBA HEXKEMAHM METabOMUTHH ePeKTH
WM TPOMEHM B IUIA3MEHMTS JIHIAMN H € MOAXOAAIN 3a yIoTpeba HpH NanueHTH ¢
OpOHXHATHA aCTMa, 3aXapeH quader i mojarpa.

5.2. ®apMakoOKHHETHYHH CBOHCTBA

Abcopbyus, pasrpedenerue, NIAIMEHO NPOMEUHOBO CEbP3BANE!

CreJl TepopaiHO IPHIIOKEHHe Ha TepaneBTHYHH no3y, amlodipine ce abcopbupa
no6pe, Karo ce MOCTHraT NEKOBH IIa3MeHH KOHIEHTpanHuu 6-12 yaca criep npHeMa.
AbGcomoTHaTa My OHOHAIHIHOCT ce ompenmens Mexnay 64% u 80%. ObGemsT Ha
pasmipefenenne Ha amlodipine ¢ oxomo 21 Vkg. Ilpu in vitro wscnenpanma e
ompexeiero, 4e okono 97.5% or mupkynupamud amlodipine ce cBBp3BAT C
IUTAa3MEHHUTEe NPOTECHHH.

Buompancopmayua/enumunupane:

TepMuHANHOTO BpeMe Ha MONYKUBOT € OKOIO 35-50 yaca mpH €IHOKPATHO JHEBHO
nosupane. Amlodipine ce MeTaGoau3upa B TOJIAMA CTEIEH B YepHMs npob, kato 10%
0T U3XOIHOTO BemecTBo ¥ 60% OT MeTabONUTUTE Ce eKCKPETHUPaT B YpUHATA.

Vnompeba npu nayuenmu 6 HanpeoHana 6v3pacm:

BpeMeTo 3a QOCTHraHe Ha IHMKOBM IUIa3MEHM KOHIEHTpamu# Ha amlodipine €
CXONHO HpH MJIAamy M IIPH TO-BB3PACTHH XOpd. AMIOAUIHHOBUAT KIUPBHC HMa
TEHJEHINS KbM [IOHMKaBaHe, KoeTo Boad Ao nosumasane Ha AUC u Bpemero Ha
NONYyeTUMHHKPAHE TIPH XOpa B HallpeHama Bb3pacT.

5.3. Ilpenxkampmany JaHHH 32 §e30IacHOCT

B pemuia mpoBeieHd NPeIKIMHHIHY TPOY4YBAaHMS 32 0G€30MACHOCT TIPH pasivdHH
JKHBOTHHCKY BHJOBE HE Ca YCTAHOBEHH NAHHH 33 CHCTEMHA MIIH OpraHocIennduina
TOKCHYHOCT, ¢ H3KIIoucHNe Ha (eTOTOKCHYHOCT. IIOKOJNEHHETO Ha INIBXOBE,
monyumwtd 600 mg/kg npes MOCIeAHNA TPUMECTBD OT OPEMEHHOCTTA U XIO BPEME Ha
JAKTAIMd, JI0Ka3Ba JIEKO HAMAJCHAa [PEKUBAEMOCT M 3a0aBeHO pasBHTHE.
OCHOBHHTE pE3yATATH OT NPpEIKIHMHUYHNTE IPOYYBaHMsS Ce CBBP3BAT ¢C
(GapMaKoTOTHUHOTO ReHiCTBHE Ha aKTHBHOTO BEINECTBO H HE Ca JEMOHCTPUpAIH
HHUKaKBa KIMHHYHA 3HAYUMOCT.

Hstva maHHH 32 MyTareHHOCT, KIAaCTOTEHHOCT MIH KapLUHHOTEHHOCT.

6. OAPMANEBTHYHU JJAHHHA
6.1. CHoucbK HAa IOMOIIHUTE BELLECTBA
Cellulose, microcrystalline

Calcium hydrogen phosphate dihydrate
Sodium starch glycolate, type A
Magnesium stearate

6.2. OWIHKO-XUMHYHU HeCHBMECTHUMOCTH
He ca ussecTum.

6.3. Cpok Ha rogaocT
3 (TpH) roguHM OT JaTaTa Ha NNPOH3BOACTRO.




6.4. CoenpaJHu yCI0OBHSA HA ChXpaHeHHe
be3 crienmuanHg yCIOBHSA HA ChXPAaHEHUE.
[a ce cpxpaHsaBa Ha MACTO, HETOCTHIHOC 32 Aelia!

6.5. Jlapam 3a oMaKoOBKAaTa

ITo 10 TaGnetku B 6muctep ot PVC/PVDC/anymunueso donuo. ITo 3 Gnucrepa B
KyTHSL.

IIo 14 taGuerxu B 6muctep ot PVC/PVDC/anymunueso ¢donmo. ITo 2 Gmicrepa B

KyTHS.
ITo 28 u 1o 30 Gpos TabneTkn B Oanka oT nomueruneH, ITo 1 Ganka B xaproHeHA

KYTHA.

6.6. Tlpemopnku mpu ynorpeba
JlekapcTBEHUAT MPOLYKT Ja HE C€ H3II0N3Ba CIEJ H3TUYAHE CPOKA Ha TOXHOCT,
yKa3aH Ha O0IaKOBKATa.

7. HUME U AJPEC HA NPUTEXXATEJISI HA PASPEHIEHUETO 3A
YIIOTPEBA

"AkrtaBuc" EAJL,

Byn. "Kasaraus Mapus Jlyuza" Ne 2

Tp. Codus, Bearapus

8. PEFHCTPAIIMOHEH HOMEP B PETHCTBPA IO 4128 OT
3JIAXM

9. JATA HA TIBPBO PA3PEINIABAHE 3A VYIIOTPEBA HA
JJEKAPCTBEHHIA HNPOAYKT

10. JATA HA (YACTHYHA) AKTYATTM3AIIUA HA TEKCTA
Mapt 2006 1.




