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Each4ML0C 5m
g tablet coelutnu anhlodipine maleute equivatentto amlodipine 5m

g. 
EachAMLOC 10 mgtabletcmdainaamlodipine mateateequiv'aientto amlodipine 10m

g. 
eta yes sugar fTee. 

Easentally 'sodium free'. 
Foe the full list of exdpieets, see sector 6.1. 
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PIL005 mg:Aw$iite, round, sIipiifybicoeve bevelled edgetablet, scared on one dde. 
Diaoreteco,0 mm. 
AMLOC 10 mg:Awhite, mund,519h8y taconeos, beveled edgo1abIescared on onesid 
Diaimetec 10,0 mm. 

4. CliNICAL IW
0I1CIC.AitS 

4,1 Therageutco industiens 
AMLOC is irdested: 

• AMLOC bind 
orhaafsnsrtof m

id to moderate hypertension, alma arm comtanatloeneth ofirar 
sotrypertansives. 

CAmaseevaya
dneene 

d1dicatsd tar toeatmont 06 angina pectorte 
• afcoabakbteaflgioa 

MALOCia indicatedtnrfrst Iinehsatnrientof myocandial ischaamia,wtietherduetoltaed almhniction 
(stable angina) and/orvnsoapaanvaasocarmtrrcase fonzmeodfrorvaniaedarginotcomoany 
vaaaisture.NdLOC may be used alma, us mseotherap or in combinstan wrtr other antargirod 
medicirea. 

MALOCia mdi ated n redu ethe ink of corer y revmaulaif sator and Ire need tar hoeptaisalon 
due to angina in patents with cornraey artery disease to reduce tre nsk at Islet casarsey heart disease 
sad ran-lena myousndial intarcbon, ard to redma the 15k of ateok 

4.2 rsisdsgyand m
elleedalsdednlsfratisw 

Pseolegy•
saien and aiigew pectsna 

M
 intel dose of 5 mg AMLOC mice doily is recommended and maybe ircreaaad to 10m

g oriceuday 
atherlo-14day0010ier5py0ther0ier0im

p5avem
ert 

No dose reducloe is required when addirgAMLOC to tdudde diuretics, beta blackas 
ar aiagiotersin-

corvertng eroyme 
inhibitors. 

ey artery dteeeee 

The recommerded dosage rarge b5- 10m
g mice daly In dirinal etudiesitne majority ot paterts 

required 10m
g. 

The uaeal duaugs regimens are recommerded. 
tepaf

ulitaseeauhegafrssseest 
Charges in amiodipine plenma cercenhatoria are rot cosreteted wdi degree at rend impaimrsnt, 
Theretore the sonnet dosage mrecommerded.AMLOC senotdialysstae. 
hsanatlente w

ithIse,aUc0W
aAaswiet 

AMLOC should be administered with caution in patents with impahed hepatictunctor. 
Fmsdiataicpepulstieii 
The rscommerded anthypestenwee oral dose ir psadiabrc paterlo ages 6 

- 17 years is 2,5m
g -5m

g 
ores daily. Doses in excess et5 mg doily have not beer studied ir paedaiblc patienta. 
S06efoaodetficacyofAML0Cirdeitorerlasathan6yusrsetagehsanotbeereotsbiahed. 
Method sladm

irdetalieu 
Tablettaroret usa 
AMLOC can be administered with or withnuttre intake of fond. 
Missed does 
Method Nacttiorsnsshould adAenpaftentxwhotargetbtakuAML0Cthtakeadosusesm]n aeposeblsaod 
then cmdiesew8hths rennet does. Paftertsshodd rottskaadodelsdosetocompersatefonttw miaseddase. 
4.3CenbreirdipaIhysw 
AMLOC is conbaindicated in: 

onto any of the irgrediertsotetilLoC 

• haemedynanjiodlyursable heantfsilure sOar acute myocardiat irfarcior (duirg the tirst 28 days) 
• uretatassogisepectans 
• ahnddrotbeseadtoracseteneducterotbloodpressure 
• pregnancy and laclater 
• cencem

tartiaswtlr grapefnuft juice (see oeclier 4.5) 
• severe tiypotersimr 
• obshuctair of tireoidftowtoactof the tettventeicle(s.g. high grade am

tc sterosis). 
44 Special waseinga and precautisiw for use 
The safety and eticacy of amlodipire in hypertensive art sis have rot bean eatabbahed. 

y
ewtW

Clstewslckws 
FfotentCYP3A4 irhibthso audi as katocenazole, finacosiazole or ritoraa 

may enhance the blood pressure 
tawsrng etfsctotPJAL0C when fakee tegether (see sector 4. 
Use he Use elderly 
Thotm

eto much peak plasma cercenlraforis otAMLOC is easlable sod rot significantly dittarent between 
elderty and younger suittecla 
ienlodipiredesjance is decseased (40-60%

) in the slderf y, which result in iroseasesofamlodipire 
carcer0nstiori in the area under the cosicerrlt000r-bme curve (A0 

and elimination hat-life. Therefore, 
eldedy patients should staotAMLCC Therapy atalower dma. 
lIne hsraeulfalh,e 
AthauAM

L0C beecretad 
mautlyotaths iodreq mild rend impaumierddaea notappearto haveao 

etfsctoetreptossnacorcanhstors.eevere rend impairment may however require a dosage redactor. 
donlodipmre ianotdialyssbls. 
Unetohswefredhasi&hsscUmoas 
The ha8-lffe of AMLOC bsign0osrtiyyrolorged ir patertowtlr imputnad hepalctunctor.AML0C06rould 
tireretene be sdmmnmstersdstiower ntIs] doses (5m

g) in fiiesa patents. 
lehenasrAscfleea 
to increased inadwice of pulmonary oedema has been reionted.AMLOC may haveanegatree inolmpic 
etlectAoCotlM

LaCm
ay increase in putertawtlr heantlailure. 

lwpatierts-witivonvoreaestcotonseb MILOC-mayincrweethe riekof-developmslthesultallure.- 
- 

- 

Calcium charnel blockers, mndalirgl)s1L0C, should be used with couloe ir paterto wth m
agestee heart 

failure, as They may increase the isk of folure cardiovascular evento and mortally. 

rot beer eotablshed. 

be used wth caution in patents with hypetenstat 

Sudden withahawal olAMLOC might be associated wOn an eoocosbator of angiraAgrsdual decrease of 
dosage with medical practitioner supervIsion is recommended. 

AMLOC'setfacloe irselmn and glucose neapasiasu may require antdiabetic tharepyto beudjuatad. 
with 

agesoeUc taste 
Caidum ctsrrd blockers liksAML0C interfere wIth plasnia aidostencuie and main naihair labaralory tests. 

AMLOC should be stopped in patents who have bctsem
ic pain after use. 

InIsnorallese on eoclplesrtaolNlLCC 
etslL0Ccertamrssedium.AMLOC coetainslscothan 1 mmal (0,020 g(sodium psrtablet,fbatbtosay 
essentially 'sodium free'. 
4.2 Interaction auth ether eeeeNcieea aued slleertenees at interaction 
AMLOC has been administered with itniadde diuretics, alpha blockers, beta blockers, argiotosamr-
cnrvertn ereyma inhibitors, tao-acting nitrates, sublingual nihagtycortre, rosietonaidal anti-
irOammatonydnitalSm°JDsj, aotlbmoti 

sod oral hipeglycasmic medicines. 
hr ultra dalalrcen stnnilea wOn homao plasma ircilcate ThatAMLOC two no etfsctor psotemn binding of the 
medicinestesled (digoar, plisnytoir, waifarn, or indoroethscir(. 
BtecteetslleernnndlclussswitltgC 

Conconnitsud use with strong an moderate C173M inhibitors, psnteasa inhibitors azoleuniturigstn, 
nacsolide sotibec ersls (such spclenthronrycin ssyflrromycineeragismtl or di

zem, ketocoriazole, 
ihecanazole and ntooesmn msy.2iee tee lx agnicant increase in emlodipmne eapoveine resulting non 
increased ilakof hypotenaucstme chnicaltraealaton of Ibese ptwonaesknetc'IQaalatens maybe 
mom pronounced in the elderly. Clinical monitorIng and doee adjustment maythuobe required. 

The cuicsm
isnt use of CYPOA4 inducers, i.e. lfsmqimn,StJohnfrW

ort)hlypreoicr.ampsrtaiotiml.maygIse 
pkwarplsamscencentreboeotamlodigira.AML0Csbeuld be used with cuutortogetharwithv'fPaM

 
irducem, blood prsesmre should be monitored, and dose rsgubtoi coeaviered bath during and altar 
carcomitant medication panticularlywith etoorig CYP3A4inCucwo. 

Adminishytiour of AIALOC with grspetruftangrapetruit juice la not necosnmseded as bioeeailabillty may be 
increased in some pebeeta resulting in increased bloed pressure lowering effects. 

In animals, lethal ventiiculartbrillatior and cszdiovascutei coilapso ann oboasmed in association with
hyperkatoarnie after adminIstration oteanajiamil and intravenous danholene. Dm

ito nidoofhyperkstasmia, 
A is recommended tiwttha co-sdminisksfser ot calcium channel blockers such asAMLOC be evaded in 
patenlosusceptttheto malignant hyparthennia and ntis menagemenlolmabgnanthypethiermnn 

in the leer bytire cytochnorne P450 msoeroyme 117304 and interactions 
may occarwlth other niedicmnss su iasq nidireorpnocsirwmide, sh Wing fire same mefubelic pathway, 
since both greupo possess negaee irotropic pmperbss. 

PJIILOC may enhance the anthyposteraiea efiacto of otharantihypertensiee medidnes such as beta 
blockers, sitraujghthecembmnddoum Isgenenalywelltoleratsd.MAL0Cwill rotprotectayamnotthe 
cnrsequercesorabniplbela blockerwittebawal; gradual beta blockar dose reduction seffierefore 
recommended. 

. 

Enlwncedaobhypeitersiee effects may else beseer in corcomilant use with mediarea such as 
aldeeleuitr arthantipaychotiostinalcsuse hypolersiano 
tfteclasfalM

LitCon slleermedicaenn 
M

enAsodem
e

er
The etfaclo of AMLOC may ha reduced in combinsliar with eroyme-inducing snt-spileptc medicines 
awh as cathamazepine, phenobarhial, and phenytarn. In contre* sodium valpnoate han been reported to
increase plasnosm

awotiutors. 

Clsrthrornyc(rar inhibitor ot 117304. There man increased riskothypotarelor mnpetlentoreceMog 
ctanthnonynr with AMLOC, dose abs mrvebos of pabenloatherefie recnmmended wirer these two ane 
es-sdmiretened.There a no intomation on the effect of the cornberebon ov the 01 interval. 

Co-administration of m
ultple doses otlO

 mg otamladipire wttr 60m
g simvaetatin resulted ir a77%

 
!rcreasa.in exposure to simesetotr competed tqwm

easlytr alonslsee Simvaatqtrn proteosional 
infoemstwi(. tzmittiredose of aimvealsbn in psterlotatoagAM

Lolte 20m
g daly 

M
edessheUcta'gelW

ir
eohspin1tRRhdathlIsea 

mlytirhibitorssnnohaosirelimism,tamnsireitmus and evonolimue are C'lP3Asnthotratox.Nnlodipmne is a 
weak inhibitor. W

ith cesrcxmitant rae of mTOR mn(iibitors,AMLOC nray incneese saposureotm
lotirhihitors. 

Teesndeeua 
There Isa risteof mncneassdlaarolimus blood levelawhen co-admmnisleredwithMdLoC butthe 
phamrnacoldretic mechanIsm of thIs interaction Is rotfulyurderstood. In ondentoavoidtox]ctqof 
tacnoflmus,admmnistrutior otNvlL0l mnapatierttroetodwithtacnthimanrequireo moetocing of tucmolimue 
blond levels end dose aajustmnentof tacmilmuswiwr appropriate. 

in
r stodies have bose coedinotod with cidoaporir and amlodipire in hraltyvoluntoeroon 

elmer populations, with the aeceptior of renal haosplarit patierto, adhere eaiabb trough comncenitutior 
ircmeasee (average 0-40%

) of cidoepoin were obsarved. Cenederatior atnouit begesento monitoring 
dclaeposin levels ir renal transplant paiwito orftitLOC, and cictosporir dose reductions should be mode 
so necessary. 
Uthkwo 
The one of Itinium wilnAMLOC may cause itrium

 induced raunotoidcity in tire form of nauses, emoting, 
diarrhoea, ataeis,hem

ornard/ortirntl4csutior is recommended. 

Ce-adminisbation of dm
etdinedio not sJtontire phanmacoianetiosofkMLoC. 

102 
l&

ersd with so slummniurifnrageasium antacid Inst ro significant effect 
or the phwmracoldrelcaotMAL0C. 

Aalngle 100m
g dsee of ailderatil in eubects witir eosontiat hypertension had roeffactoetha 

phamrnacoldretc parsmetarootlMLoC.W
henAML0Card silderaff I were used incembmnatior, each 

medicine independently exerted its own blood pressars laweing effect 

16197 

yeoluntsspy nether serum digodn levels nor rennet desoarce were charged when digodn was 
ce-admirbtored with AMLOC. 

Single and multiple 10m
g doeeo otMILOC had no significant effect or the pharmacoldrietcootetharrel. 

Co-administration 011141CC with wartasir did notichaoga the wartarir protimrombmr response time. 

Caresirrent edmirbfration of sublingual nitoglycaise, long-acting rtanteo, or other sotanigirel medicinse 
withAMLOC may produce additive anthypentenaree and antiargirat eftecla.Sublinngied nihoglyneilne niay 
be used as needed to abont aauto angina alludes doing lM

Loctharapy. Nihato medication nosy beuoed 
during AMLOC therapy for angina prophylarie. 
4.6 Fertiltito pne

sascy need Isolates 

egrsrcy has rot been established (see sactimi 4.3 
Bnuaetfuedlng 
Safety in bseaalfeeding has rot been setablabed (see section 4.3 
Feuliltiy 
Reversible biochem

ical changes in the head of spermatozoa have been reported in oarnepatisela treated 
by calcium channel blockers. Clinical data are irsuflicbrt regardirx the petarilat affect of amlodipmne on
fertility. In ora rat etody, adeorso affects ware found or nratofontilly. 
4.7 Effects sue abili to steise aid use nenchiiens 
AMLOC car hare minor on moderate influence witine abibtyto tines and use machires, 
AMLOC car cause aide effects aich so diazineas, hesdache,fatigse, on nausea and theirabibtyto react 
maybe impaired. Duing AMLOC admiriatation, patients ahouldee cautioned about drivIng avalnideor 
operating machinery 
4,8 Itiedestolele effects 
a&m

asssyefifisesathlyprseflle 
The most cemmoely reported adverse neuctors during treatment are oemnolence, dharesa, headache, 
palpitatioeqfuahirg, abdominal pair, reuses, anita ewaling, oedema arid futigsa 
4. lhbeaW

edPuetoladremseinecifions 

apaestlsbloienpsslalioss 
Adverse svertowerealmilartothses seen in aduRa In a5t5lyof268ch(ldnen,themostfneqoertiy 
reperted adeerse events were headaches, drnineeq eaoedea1or, epislaoq abdominal pain, avthena 
ffsymnrtitngzfnuqmnclndadum!nnrsecilnnn 
Repertng suspected adverse reactiono atterauthorisatior of the medicine is impestart talowecertirued 
monitoring of fire bennett/ride belence of the medicine. Hestthcare professionals are requested to repast 
any

 suspected sdversx dnaj reaclionsto SPliPROarathe Mad Safely97P 1edsofely XSPJ1PRJ sod 
efteporang platfonn (enlro-umc.ang) found or the SPJlPftAwebate. 
Ar email car be sort directiytothe compsnq piferrnacevIgilance@

ptsrmalynamias.co.zu, to ensure 
sufatyof the product 
4.9 Oeerdsse 
Shgnt wed aylenlstonnc 
In overdose aide effects maybe exaggerated and exacerbated. 
Cross overitiosuge resating in eoceoove periphorel vasodilalation, and possibly ref lexlachycardla resulting 
in marked and probably prolonged system

ic hypotorelon uptoand insisting elrockwtir total outcome 
have beer reporied. 
Available datafon amlodipine suggest lost gross ovendousge asuto reset in esceasfee peiphead 
m

acdilatation and possibly relexlschycandia Marked anOgeobably preloeged systemic hypoleralon upto 
and irduding shoclowith fatal outcema have been napontolt 
Nor-carthogeric pulmonary oedoma has rarely been reported as acnroequerce of anrlodipine oventiose 
that may m

aolestwlthadslayed onset j24 -48 memo post-ingestionjand require ventlatory suppest. 
Early rssuscnlntoe meearee grdudiraj nuid ovaloani) to mainthin perlusion sod cardiac output may be
piyapiabeqfacters. 
Managttunentolsverdsse: 
Clinically significant hypeterision duo toAMLOC ovendosaga roppires active cardiovascular suypmt, 
insiuding frequent m

orfoulrg of cardiac and meapiratorytunctior, elevating of eotremties ant/attention to
circnnlatingffuid volume and ire

 output 
Aeeuocoeahlcton maybe helpful in restaanng aaecalartoee anid blood pressure, presided there mono 
contrelndbotioeto its m

a. Intravenous calcium glucorate m
aybeof benefit in reveadrg the effects 01 

calcium channel blockade. In haultryeolurtooss,tne use of charcoal up t02 hours after admiriotation of 
amlodipino 10m

g has beer shownr to reduce the absorption rate of amlodipira. Since amlodipino Is highly 
protair-bourd,delyse Ia not likely to beat berefft. Intravernomsu calcium glucorate maybe bereltcisi in 
reversing Ire etneclo of calcium chanryt blockade. 
Treatment is symptomatic and supportive. 

I, PtW
tMAZ0LOtiI6e.LPROPERI1ES 

Ii Phamnacodys 
dsrastseltie 

. 

Pfsunnacnffnerspsubc pmomrp: Calcium channel blockers, selectree cainum channel bloctiers arm mainly 
m

acu Ian affects. 
AIC cods: C0tiCA01 
Pfaiomacelogical dessitcutioe:A7.l Osnedilators, hypotorshne medicines. 
Mechanlasa of acHes 
rknrlodipineta a dihydropyridine calcium channel blocker, it inhibits the traremembrare inf ner of calcium 
era into cardiac and vascular smooth muscle wrtho it affectrgserum

 calcium cfxncentrabora Direct 
relasatior of vaaaulsrameeth muscle tonra the basis ofthsaoahipeiflwiaaeactm

i. 
In angioupeclarfa, amlodipine acts asaperiphenet aotoriolarvasodilatarnasultiog in a reduction in total 
peripRemalronIstsoce (aftorixamO. Myocardiel enengt and ocy'ger requirements are re&jcodMntodipine 
eoets its actiaity by binding tcrfhe dihydropyridine binding etoo. itooerta mininral action on ca.ndiac 
cxrducton,certhacior, and heart rats. 
52 Phannacokieeticprspentisa 
Abseaptimo 

. 

Complete absespton of amlodnpnra is slow followmrg oral administrator with pasts plasnra levels being 
attained altar 6 -12 hours. 
The absorption of sonlodipire is unattectad bythecorcountantintakeottood. 
hr urhmstudias have strewn fret sppsosumately 97,5%

 of circulating amlodipira is beard to plasma 
proteins. 
Dlstitbution: 
Nnlodipin5hseabi00val15bi1ityi015b01d64%

andpeabpkemnabvelaareattuinedattar6-l2hours.The 
eolum

eofdIstibeton Isatrout 20 LAg. 
tholranafanestisnlslim

ieatise: 
Tha plassnaalmirutior hsJf-itfe 0135-50 hours, ailewirig fan once-daly oral doalrg. Steady slate plasma 
cercenhationo are actrievad after 7-0 dayaofcoraenubeedosirl 
MetabolIsm Isatathe hear sod is estensies with less than 10%

 ofamlodipireappeezing unchanged in the 
urine. Metaboltes are mactee and prim

ety (op to 60%
) excreted Oaths todney. 

Phannacokimetica in apacial patteet groups 

n
iio

t
ro available regarding amlodipira adminishation in patients with hepatic impairment 

Patierta with hepatic ineuftdsmncy have decreased desrarca ot amlodipine resultirg m
a longer tnalf-lite 

and an ircmeasedAitC of spprosumat&y40 -60%
, ardalawer rand dose maybe nequimed. 

Thaplrannacoldneticaofamlodipine are nolaigelicaatiy influenced by renal im
palnnart Patients wOn 

renal failure maythareforo receive the usual intai dose. 
B

w
iy 

. 

The bm
eto reach peak plasma corceehatona of amlodipise is amniar in elderly and yeunganaubiects. 

knbdipine deaoance tends to be decreased wOn resubng increases in AUC (approxImately 40-60%
) 

and elimination half-life in eldarfyyatienla, and a lower intial does maybe required.A simian increma in 
AUC was otsorvad in Patients wIth moderate to oeveme hearifailuro. 
Pssdistaiopspulatien 
Cats reported a children bvlow6ysaro is limited. 

6
 PtIAIthIACRJ11CAL IsIOhiStLARS 

61 Ustoteoclptesrts 
Cioloidsi anhydrouo silica 
Mpgnewum fiteamate 
Microcrystalline callulma 
Pnegelatoiaodstsoch 
Somium starch glycollata 
62 lnceuiiguatibulities 
Not applicable. 
63 Shalt life 
4 years. 
64 Special precautisuiatnretorags 
Store at or below 25 
Keepthe bletaca in the outer caotar until required ton m

a. 
6.2 Nalare andcontsntaolcontausnr 
AMLOC 5m

g: Opaque PVC/aluminium foil blIsters of 30tabi5t0, coetuiried inaprinted outer carton. 
AMLOC 10 mg: Opaque PVC/aluminium foil blisters of 3Otableto, contained inaprirtedoutancartoe. 
4.6 Special pracautlausa ten diapseal 
Nospiocial reyuiremerta. 

7. HOLDER OF HE CBl11RCA1E OF REGlSh1IA11ON 
Ptwnne Dynamics (Ply) Ltd 
11Roor6rapvvine House, Stevnberg Office Parts 
Sdvenaeoed dm

a 
W

asllake, 7845 
Caoolown SeuthAhica 
Tel: +

 272(707 7000 
on 0860-PthAUMA (742 762( 

4. RECIShllAIlON MJMDE1S 
AMLOC S mg:A30/7.1/of 83 
AMLOC 10 mg:A38/7.1)V147 

9, DlsTh OF RRSTAilJIHORISAI1ON/PBIEW
ALOFThEAUTHCRISAI1W

I 
Dete of regiabator: 17 September2004 

14. DAlE OF REVISION OF ThE IRXT 
17 Jarasry 2025 

N.M1lIOk 
AMLDC5 mg:I

0t/7.f/00l1 
AMLOC 10 mg:

06/7.1/0012 

W
N 

AML005m
g

B010O0ff00 
AMLOC 10 mg:

B010t011g9 
pharm

a(•)dynonstcs 
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