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LODINE Tablets

Reva Pharma

Composition:Each Lodine (5 — 10) Tablet contains:
Amlodipine Besilate equivalent to (5 or 10) mg Amlodipine.
Mechanism of Action:

Amlodipine inhibits the trans membrane influx of calcium ions

into cardiac and vascular smooth muscle. The mechanism of

its antihypertensive action is due to a direct relaxant effect on

vascular smooth muscle causing reduction in peripheral vascular

resistance.

The precise mechanism by which it relieves angina has not been

fully determined, the mechanism may be by dilates peripheral

arterioles and coronary arteries, so it improves oxygen supply and
reduced energy and oxygen requirement by the heart.

Pharmacokinetic:

After oral administration, amlodipine is well absorbed (Absolute

bioavailability 64-80%). it is extensively metabolised (approx.

90%) by the liver to inactive pyridine derivates. The terminal

plasma elimination half-life is about 35-50 hours. 10% of the

parent compound and 60% of inactive metabolites excreted in the
urine, and 20-25 % with faeces.

Indications:

Lodine may be used alone or in combination with other

medicines to treat:

- High blood pressure.

- Stable (chronic) angina pectoris and angina caused by
‘vasospasm.

- Angiographically Documented CAD In patients with recently
documented CAD by angiography and without heart failure or
an ejection fraction <40%.

Contraindications:Lodine is contra-indicated in patients with:

- shock (including cardiogenic shock).

- hypersensitivity to amlodipine, dihydropyridine derivatives or
any of the excipients.

- haemodynamically unstable heart failure after acute myocardial
infarction (during the first 28 days).

- obstruction of the outflow-tract of the left ventricle (e.g., high
grade aortic stenosis)

Warnings & Precautions:

- Lodine should be used with caution in patients with hepatic
insufficiency and elderly patients.

- Lodine should be used with caution in patients with heart
failure.

Pregnancy and lactation:

Pregnancy: Pregnancy Category C, there are no adequate studies

for the use of amlodipine in pregnant women. Use only if the

expected benefit is greater than the potential risk to the fetus.

lactation: It is not known if this medicine is excreted in breast

milk. Therefore, it is recommended that breastfeeding be discon-

tinued when the mother is taking the medicine.

Drug Interactions:

- Studies indicate that there was no drug interaction of amlodipine
with digoxin, phenytoin, warfarin and indomethacin at the level
of binding to plasma proteins.

- CYP3A4 inhibitors (such as ketoconazole, macrolides, protease
inhibitors and grapefruit juice): cause elevated blood levels of
amlodipine.

- CYP3A4 inducers (such as rifampicin): reduce blood levels of
amlodipine.

Side Effects: As with other calcium channel blockers, the most

common symptoms include: headache, edema, fatigue, nausea,

redness of the face, abdominal pain and constipation.

Driving and using machines: Lodine can have minor or moder-

ate influence on the ability to drive and use machines.

Dosage and Administration: Lodine may be used alone or in

combination with other medicines to treat:

- High blood pressure: Lodine is indicated for the treatment of
high blood pressure, at an initial dose of 5 mg per day, which
may be increased to 10 mg per day in adults.

- Stable (chronic) angina pectoris and angina due to vasospasm
(Prinzmetal or variable angina): The recommended dose for
stable or variable angina is 5-10 mg in adults.

- Angiographically Documented CAD In patients with recently
documented CAD by angiography and without heart failure or
an ejection fraction <40%:

The recommended dose for coronary artery disease patients
ranges from 5-10 mg once daily.

- In children: The effective dose for lowering blood pressure in
children (6-17 years) is 2.5 - 5 mg once daily.

Overdose:Large overdosage of amlodipine could result in exces-

sive peripheral vasodilatation and possibly reflex tachycardia.

Cardiovascular and respiratory function should be monitored.

A vasoconstrictor may be helpful in restoring vascular tone and

blood pressure, and calcium gluconate can be given to counteract

the blockade of calcium channels. Hemodialysis is not effective
in removing an overdose of amlodipine due to its strong binding
to plasma proteins.

Storage:Keep this medicine out of the sight and reach of children.

Store below 30°C. Store in the original package.

Packaging:Each carton Lodine (5-10) contains:

20 or 30 tablets in two or three blister strips.

-A medicament is a product which affects your health, and its
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iption, the method of use and the

- 1he doctor and the  plarmics n medicin
ool egest e afns prece o wilbwa consuling your docior

“KEEP THE MEDICAMENTS OUT OF REACH of CHILDREN

‘Council of Arab Health Ministers& Union of Arab Pharmacisls

disks.

Reva Pharmaceutical Industry - Syria



o) sall 24 J 5 sie plia pY) iy (aa s

24l gal) Aty

[ISTCPENE FORSIP | R PROS N R P PRA FCHI T P8
S g e LU Y1 G e Sl i s3I o sdl)
L3l

llai el Sl o5 35 58 S Jia) 3A4 g S sias oo il illagia -

g a2l Cpannn sLe¥) by gins Sl G (558 ) e 5 3ol

Ay seall i siasall IS (Gl ) Jie) 3A4 05 S s

b 5 AY) o S ) 8l puala ga Jall 8 LS -m‘h.n u\,.uus
Dlal cglal) (3lasy) dad gl glaall (et Lo gl ua\}.m sl
eyl s sl ol cas )

YY) Jlantian) g BaLAN e il

LYY Jlaaiasl 5 32080 e 5,080 e Ao sie 5l Aid ol s ¢ ol Sl
sdlaniaal s Ao sal)

G @la) o G 53 o (S a0 @le Binse ey rhoiall plis ) -
Lol e

il e Aaalill 4 yaal) Aasdlly (Rl Sall) 8 jianal) By ol dal -
@ L ol Ao a1 (3 atall Al Sl Jliaa 332 Aasd) Sle )
Lol aie gl Voo

S e 5 e ) g peailly Gl alill il il 6l -
607 e 8 EF Gasiidl o all

Lu,n.;;l,p,«tuw- owL@_.rayAMn)A\r,l)u

ey JlaY) e 3 5 daieal) Al Aladl el JULYT xie -
\_u,”h\,a)xch —i Y, D‘_,A(m...\\/ -1

b oaliadl 4l s Ulase Ll 5 Tl el b ji o 1ds jali b
LSl QB g i g3 Ly g pll dniaa

S ol Slgall 5 e S i Slgad) s 5148y o) el cany
us.uus‘Jgus.,nu\ﬁr.u,numx,?m;.mnu_uyum,mv
Y €l ol 58 Sealall A Al o pandl€ 5 S e ldac]
sy Lo (a3 5L (e 538030 el A1 3Y (5 50 sl 6 ya) (520
L) s 5y o) alals )

30 a da s Jaind kY Jgliie g Tauns of sall hial;Badal) Ja gy
FlaW) ddall B dgiadn 2 Ve e

ile s (V0 — 0) gt A S5 pe JSiAkal)

il Al 5l 3 Sl cpads i e Aagiaiaa Yo 1 Y

12.5*%16.5
22/4/2021

clbpne J—1AGH

;QJ;‘;,'AVN‘(M -9 ngjKLMJS'mS)Z'Jl

omoshal dla ()4 51 0) Jababe 3l s slal

2l A

Oa 08 (b (5 1 pLall pe o s ISl o) 0 (385 (i ol iy
el A a5 Ao ) elulal) U el g 2 Wl A L
L Agile gl oLl Dl cmell il bl o, 85 ) el
Y aaat o ol Al A gedl) A V) da lie JliS ) (g5
S s emalS IS A paall Aadll e Lt 5 T
AL Gyl -1 5 Asandll Gl o) s 5 (3 sl e AV (55 0
AUl (e il labiial (e Q5 s Y1 o] iy 5gd 13

‘;:)LEMVJ:\':Q\M"’ VQ‘JT-JP 4

Jbﬂ\@/ro Y. C)Luus‘dyn

sadlaal (a0 £l g 38 Ll gl oan o (a gl et 0 (S sl

il gl ) -

e ) sl e Al &y pall Al (e Sall) 5 sinsall Ay panall Al -

Sl e 5 e gl g peailly Gadiiall alill il il 6l -
407 e B EF Gasiiall ¢ 5all

sbalaia) Glabiaa

sl omms el SIS e e gl 5l G slal) e Ldan 3555
il il e (g

(Ll 2l Lareal ol 3 Lag) Aol -
JOUa) dlal) Ll Almall plitin] m Talin jitoaall ppe ) s
_ _ e YAJS

(o e e Gamt i) eI Gdadl (e A LA 5L Sa) -

scildaliay) g @l pdai)

OIS o a5 528l il i e i s Gpa gl Jainns -

R s i e 5 Hday Sy -

sgLa iy daal)

S ke Jlerin 4818 bl 2 25 58 Y o€ eall Caiatl) :Jaall

bl (e ST 5 s el sl il 13) Jaié Janioy Jal sall eliaill die

Loiall e Aldiad)

13 a1 s G sl IS 1) gyl i (e gl Y1



