EZAPRIL - CO

Enalapril Maleate + Hydrochlorothiazide

COMPOSITION:

Each tablet contains: - Enalapril maleate 20 mg. « Hydrochlorothiazide 12.5 mg.

PROPERTIES:

« Enalapril maleate, one component of EZAPRIL-CO, is a new oral cardiovascular drug which facilitates the treatment of patients
with hypertension and chronic congestive cardiac insufficiency.

« Enalapril maleate is the first non sulphidrylic inhibitor of angiotensin conversion enzyme (ACE) with long lasting action and is
highly specific.

« It is a drug which specifically inhibits enzymatic formation of angiotensin Il, the most potent known endogenous pressor substance.

< Angiotensin Il displays its potent pressor effects by constricting resistant vessels and by expanding hematic volume through its
action on aldosterone synthesis and release.

« Hydrochlorothiazide, the second component of EZAPRIL-CO is a thiazide diuretic that helps reduce the amount of salt and water
in the body by acting on the kidneys to increase the flow of urine. This also helps to lower blood pressure.

INDICATIONS:

« All degrees of essential or renovascular hypertension in patients who have been stabilized on the individual components in the
same proportions.

« Congestive cardiac failure.

CONTRAINDICATIONS:

« Ascertained individual hypersensitivity to any of the ingredients.
« Urine retention.

« Allergy to sulphonamide — derived drugs.

« In case of ascertained or supposed pregnancy.

WARNINGS AND PRECAUTIONS:

« Thiazide diuretics may provoke hyperglycemia and glycosuria in diabetic and other susceptible patients. It is advisable to carry
out urine and or blood sugar testing while taking this medicine.

« Thiazide diuretics may cause hyperuricemia and precipitate attacks of gout in some patients.

« Administration of thiazide diuretics may be associated with electrolyte imbalances including hypochloremia alkalosis,
hyponatremia, and hypokalemia.

« Hypokalemia intensifies the effect of digitalis on cardiac muscle and administration of digitalis or its glycosides may have to be
temporarily suspended.

« Hyponatremia may occur in patients with severe congestive heart failure who are very oedematous, particularly with large doses
in conjunction with restricted salt in the diet.

« A periodic observation of hemochrome in subjects suffering from renal insufficiency or collagene diseases is advised.

« It is not known whether enalapril maleate is detectable in maternal milk. Since many drugs are secreted with human milk and
since enalapril maleate is detectable in milk of laboratory animals, it is advisable to be careful when administering EZAPRIL-CO to
women who are giving suck.

Pregnancy: When used in pregnancy, ACE inhibitors can cause injury and even death to the developing fetus.

EFFECTS ON DRIVING ABILITY AND USE OF MACHINERY:

EZAPRIL-CO does not interfere with driving ability nor the ability to use machinery. However, dizziness or lightheadedness might
occur especially after the first dose of this medicine. In this case, reaction to the medicine should be recognized before driving or
using machines.

DRUG INTERACTIONS:

« Agents influencing the sympathetic activity such as ganglioplegics or adrenergic blockers must be used with caution.
« Beta-blocking drugs and methyldopa enhance the antihypertensive effect of the medicine.

« Since no tests are available on it, the association with calcium antagonists is not advisable.

» The contemporary therapy with lithium salts may cause an increase of the serum concentration of lithium.

« Use of cholestyramine or colestipol with thiazide diuretics may prevent the diuretic part of EZAPRIL-CO from working properly. The
diuretic should be taken at least 1 hour before or 4 hours after cholestyramine or colestipol.

« Contemporary therapy with digitalis glycosides may cause symptoms of digitalis toxicity if potassium levels in the body are decreased.

SIDE EFFECTS:

This medicine is generally well tolerated. Most of the side-effects have been mild and transitory and do not require the suspension
of the therapy.

Individual cases of angioneurotic oedema with face, tongue and glottis swelling with severe respiratory difficulties occurred. In such
cases, the medicine must be discontinued and proper medical measures must be taken immediately.

Dizziness or lightheadedness and symptoms of too much potassium loss may be more likely to occur in the elderly, who may be
more sensitive to the effects of this medicine.

DOSAGE OUTLINE:

The usual dose: 1-2 tablets once a day or as prescribed.
Pediatric use: Has not been studied in children.
STORAGE:

Store in a dry place at temperature not exceeding 30 °C.

PACKAGING:

Blisters of 10 scored tablets.

I Keep All Medicines Out of Reach of Children

Manufactured by: Apex Pharma - S.A.E - Badr City - Egypt.
3022011102



9=S — i

a3 lidig;9lS g s + ludlo o ¥yl

tteteS )
o0 ) T.0 agilidg)elSg)asn o oo T oldle JomXlif o

ualg_i-’ f

LAl jgan nyeg it pall lads e pile g asis sLie 50 — (55 — Julil) Sbis o ani - Slile Jya¥Li
lis 8 IA: pemaio jlic gy u-«_uu.pg.._“-xl Jooe 5% daill mgaxl dcgona (oGS pl lac Jgi 909 \_)-O)-U Ry}
Al 5t 0,50 azes Jiodl

of s aBy 243, padl Jasand dun sy Joold 8,0l susliill degamno oo 00 (oS — Juplin¥) Ol o9 S — ssjliie el Sg,ang
il gy gas ) padl s i ile b 5Ls (65 — Joyl5uX)
sJlemian X ?.:'9.3
oL 55001 of mwlaw¥f palf ns s el gras o
il LAl bgua e
JLQJ—:—L\J;' ?.b'g.v
Sloadl wlisSo o ¥ drawlwdl Lo
gl‘ al II-I;.*‘IJ~ L e
Jodl glladsf o
ot ol 78] of gl ¥ o
alblasly ol uid
Jons goaiy dliidy ol 1ig) ogsinyall of Sl e sic Jogully pall b Sl oo Balsy Joudl lyae goilis a3 e
gt 13 Jlosiw] slisl Liygs iUl £¥597 Joul b of patl b Sl clylizs
AT gz, 1) 9i ol oye e 09-Siny addl oyl paey sie pall ?9 Ll paos> 83l Jodl wlyae i ad e
ol gsaidl Qg il of AL jound o0 09Kty ool ainyall gl argargl wlptand dyygull da>MIL paniy »
wole iy ol adng st 3 d0 350l praaind colntll bilges ol ojggtal ks o Slg o3 ol b lille ¥l jo gl o Se oS 13] agy0ll i oo
il BLag of dlan] casny 4 adf s Jod) cliS pasiin ¥ e
- 5.
1y Laadf Baldd dnnidly ol
obles aic Loguns loadl o¥ls pasy &ink a5 asl ni XX Jlomiud of sl 8308 Lo 8,050 e (55 = Japlial) 550 ¥
PIa¥) b Sl SLU Jlosi] of bl 3L e adyad o o STall pas Ul e cooy AL 0ds g £lgadl 13a oo Slo¥T wile,
ol e
duifgadl SoMeladd
Sobiramsd) Ll e 8,5540 dga¥) Jlozinw] sic ,3dl cany o
padl a1 (55 — Joyalial) 5650 oo s Ligs Jubaog Lin cilaluas dugsl Jlostiw) o
oLl i b olwlys a3 ¥ Eis pgusn LS wilaling go (65 — Joplil) Jlosisls zoaais ¥ o
pdly pot Il 38,5 £Las)) ey of st potalll P3o¥ Lisluns (65 — Juplsl) Jlosiof o

idy il 1o b Jold ol G50 Jondo Jaity 45 (55 — J_.J_.n,_.x)l Lias JorsiawnsdyS of olpisdeS Jlosiw o
JomianJo S gf ol piamnda S Jlosisw oo oleluw gyl as o J5¥ le deluw J_.e (55 — oliel) Jlosins] camy
poslios ] soiune pilis] aie puallivms ) el o of 5S¢ (55 = Jurl3X) Leobins pulicogall Jlasio) o
- - > 4
i L] (e ¥
MYl Ly llass ¥y dyiBgs ddasay dunildl pole ¥l laeog B dxyas aled 5Sc (65 — Junliy)) o
iy oy ¥ 038 By puiiill b dugnacg plunllly axell FLat o drasll duilegll SLsLiti¥l (o dusyd ¥l GaB ab e
) ) Tyad Aol ddadl oilel X L5y el
oliially dsgall oX¥ls sy 1ol Gink s3 e
el HLS o oLl pamy sie ponlig ) e ds golyel paey yglas b e
:A.c ;J-‘ f
balinls E.L)J‘-’
Al g s o Lagy Bty Bro payd T — )
JLatod Il Jloetawd A5LS wlwlys a>g3 ¥ o
RN | JW-T'PN 23
‘dagio s Fr sam i X Byl days B bl L0 Tadoy
:Bgu!
W03 I Arld sie Lgui® Jugautl 8o ol,ydl Bydie Lgio JSu ol

Jla ¥ Joliia e fon—ey Bado, |

ABR — yin Adgad — p.p. oM — Loyld JuSu] AS i il



