CORTEC PLUS e

(Enalapril Maleate and
Hydrochlorothiazide Tablets USP)

COMPOSITION:

Each film coated tablet contains:

Enalapril Maleate USP ....... 10mg.
Hydrochlorothiazide USP ... 25mg. [USP Specs.]

DESCRIPTION: CORTEC PLUS tablet (Enalapril Maleate and Hydrochlorothiazide) is
combination of an angiotensin converting enzyme inhibitor (Enalapril Maleate) and a
diuretic (Hydrochlorothiazide). CORTEC PLUS tablet (Enalapril Maleate &
Hydrochlorothiazide) is highly effective in the treatment of hypertension. The
antihypertensive effect of Enalapril Maleate & Hydrochlorothiazide are additive and are
sustained for at least 24 hours.

PHARMACOLOGY: After oral administration, Enalapril is rapidly absorbed and then
hydrolyzed to Enalaprilat, which is a highly specific, long acting, and non-sulfhydryl
angiotensin converting enzyme inhibitor. Peak serum concentration is achieved within
about one hour. Absorption is not influenced by the presence of food. Elimination of
Enalapril and its active metabolite is primarily renal. Hydrochlorothiazide is a diuretic
and antihypertensive. It affects the distal tubular mechanism of electrolyte reabsorption.
After oral use, diuresis begins within 2 hours, peaks in about 4 hours and lasts about 6
to 12 hours. Hydrochlorothiazide is not metabolized but is excreted rapidly by the kidney.
Plasma levels have been maintained for at least 24 hours, the plasma half life has been
observed to vary between 5.6 and 14.8 hours. At least 61% of the oral dose is eliminated
unchanged within 24 hours.

INDICATIONS: CORTEC PLUS tablet (Enalapril Maleate and Hydrochlorothiazide) is
indicated for the treatment of hypertension in patients for whom combination therapy is
required.

USUAL DOSAGE:

Hypertension: The usual dose is 1 or 2 tablets once daily depending upon degree of
hypertension.

Prior Diuretic Therapy in Hypertension: Symptomatic hypotension may occur following
the initial dose of CORTEC PLUS tablet, this is more likely in patients who are already
salt or volume depleted due to diuretic therapy. The diuretic therapy should therefore
be discontinued for 2 to 3 days prior to initiation of therapy with CORTEC PLUS tablet.
Dosage in Renal Insufficiency: The usual dose of CORTEC PLUS tablet is recommended
for patients with a creatinine clearance >30ml/min (serum creatinine of up to approximately
3mg/dl). CORTEC PLUS tablet is not recommended in patients with severe renal dysfunction.

CONTRA-INDICATIONS: CORTEC PLUS tablet (Enalapril Maleate and Hydrochlorothiazide)
is contra-indicated in patients who are hypersensitive to any component of the drug and
in patients with a history of angioneurotic edema with an ACE inhibitor. Because of
Hydrochlorothiazide component, CORTEC PLUS tablet should not be given to patients
with anuria or hypersensitivity to other sulfonamide derived drugs.

PRECAUTIONS: Hypotension and Electrolyte or Fluid Imbalance: Symptomatic
hypotension is rarely seen in uncomplicated hypertensive patients. Patient should be
cautioned to report if electrolyte or fluid imbalance, which may occur during intercurrent
diarrhea or vomiting e.g., volume depletion, hyponatremia, hypochloremic alkalosis,
hypomagnesemia or hypokalemia. Care should be taken especially for the patients with
ischemic heart or cerebrovascular disease, because excessive fall of blood pressure in
these patients may result in cerebrovascular accident or myocardial infarction. If
hypotension occurs, the patient should be placed in the supine position and if required,
intravenous infusion of normal saline may be given.

Cough: Cough has been reported with the use of ACE inhibitors. The cough is non-
productive, persistent and resolves on discontinuation of therapy and should be taken
into account in differential diagnosis of cough.

Surgery/Anesthesia: In patients undergoing major surgery or during anesthesia
with agents that produce hypotension, Enalapril blocks angiotensin Il formation,
secondary to compensatory renin release. If hypotension occurs due to this mechanism,
it should be corrected by increasing the volume.

Hemodialysis Patients: Anaphylactoid reactions have been reported in patients
dialysed with high-flux membrane and concomitantly treated with an ACE inhibitor.
Angioedema: Angioedema including laryngeal edema, may occur rarely in patients
treated with ACE inhibitors. The patients should be advised to report immediately if
any signs or symptoms suggest angioedema (swelling of face, extremities, eyes,
lips, tongue, and difficulty in swallowing or breathing) and to take no more drugs
before consulting the prescribing physician.

Pregnancy & Lactating Mothers: Both Enalapril Maleate & Hydrochlorothiazide are
contra-indicated during pregnancy & in lactating mothers.

DRUG INTERACTIONS: Lithium: CORTEC PLUS tablet if taken with Lithium, may
cause Lithium toxicity. Because diuretic agent and ACE inhibitors are reported to
reduce the renal clearance of Lithium. Therefore co-administration of these two drugs
should be avoided.

NSAIDs: Concomitant administration of NSAIDs with ACE inhibitors may result in
further deterioration of renal function in patients with impaired renal function.
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Non-Depolarizing Muscle Relaxant: The diuretic portion (Hydrochlorothiazide) of
CORTEC PLUS tablet (Enalapril Maleate and Hydrochlorothiazide) may increase the
responsiveness to tubocurarine.

ADVERSE EFFECTS: CORTEC PLUS tablet is usually well tolerated. Generally side
effects are mild and transient in nature. The most common side effects are dizziness
and fatigue, which generally respond to dosage reduction and seldom required
discontinuation of therapy. Other side effects are muscle cramps, nausea, asthenia,
orthostatic effects including hypotension, headache, cough, and impotence. Less
common side effects which occurred are following:

Cardiovascular: Syncope, non-orthostatic hypotension, palpitation, tachycardia, and
chest pain.

Gastrointestinal: Pancreatitis, diarrhea, vomiting, dyspepsia, abdominal pain,
flatulence, and constipation.

Nervous System/Psychiatric: Insomnia, somnolence, paresthesia, vertigo, and
nervousness.

Respiratory: Dyspnea.

Skin: Stevens-Johnson Syndrome, rash, pruritus, and diaphoresis.
Others: Renal dysfunction, renal failure, decreased libido, dry mouth, gout, tinnitus,
and arthralgia.

INSTRUCTIONS: Store below 30°C. Store in dry place away from children. Do not
stop medication without medical advice.

PRESENTATION: CORTEC PLUS tablets are available in pack of 10’sx2.

U&J[ﬂug/}(
oGkl s L0t )

. P p P ..
e G St e s e S s 8 L S 7

SU e Qe 81Ut us p il 2y 2 QD Bk o GGk iz e 060 5B JE1

i IO Gt s e UL U GG s e 0 D ol e G P o
» _‘LL/_A/J//.J\J}";( L

22l L et S U/t (Hypertension) ek : L3S
st DAL A e S e e S22 1 M o L st T s Ut ek

_z b Lo e Tt

Sonde LI f e U (ki iz,

< ACE Inhibitor 7L us 2 e Lo 1218 U CALGsb it e 06D H 2 Bt el

9

PR Wil s S5 It B B b3 IS i s, U ey seAngioneurotic edema

St th s ssleind J . :_bv/w ‘W‘!p.fvf;l ‘wél./ua- EiLLSquonamideLx;d{,‘d/L";y

eI G 4l 2 I e U3
I U PG s L ke W'L}beﬂ,/l!’/u“()uuubﬂui ,Lw"/
ﬁ,ﬁz;wc’u;‘, L B ad bl LSl Ul B

_slIschemic heart 4/ku‘€-ﬂ"‘f_5L/ R mgm, wfw,;ua VL_,.JW(L,‘ LK
Myocardial infarction|Cerebrovascular accwdentagw\;ﬁ,.4/::g:LQIJQA/QCerebrovascu\ar disease
-& bksNormal Saline,:ls,gu}/‘/u‘(Supine position) Ln/f!._b/f;:“v‘z-«?t L sL s py A aL;r

e e i e L srie Freas S5 ebn e Ji1 L 2\ ACE inhibitor: (5
v.uu;br’f-u’w:hg\,‘}. :!L,(JWVL.,L vluh;/vrm-vui/ ma]owu V~/:.J Surgery/Anesthesia
e Ut b Sa s s

ACE inhibitor < §ulslse St High-flux membrane (lole s/ A2 e 1 ¢ A L Hemodialysis
_aL“r\,‘&l{é_r\fiAnaphy\actoid '/Mu!u Bl ool

_\;"r:‘n} Larynx J» "Angloedema/:.uurtl,'c_.,L;:VACE inhibitor &1k 6c7 2 <1 : Angioedema

1463 0n e Angicedema /LU b Ok t_/mLM’/a"

e K »ﬂ.‘_;(u‘u/ufq_w SO Ry vgfywm

e i Qe ratse Qe b u“u-/fw';urw gl s

—uJes ruw muscle cramps:« u

IS TNy S e ,g’t/ua U i/,):.l)ﬂu ﬂ,w/.m?,mﬂ;,w $5Sim ge

«_c.(?ﬁva%\}v‘r.! 10'sx2 U *.A?u(:

Manufactured by:
NABIQASIM INDUSTRIES (PVT) LTD.

ennmma 17124, Korangi Industrial Area, Karachi-Pakistan. -




