Paracetamol 500 mg/Pseudoephedrine Hydrochloride 30 mg Tablets
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1. What is Paracetamol/Pseudoephedrine hydrochloride and what is it used for

Paracetamol is a medication that belongs to a class of medications known as analgesics (pain relievers)
and antipyretics (fever reducers). Pseudoephedrine hydrochloride is a medication that belongs to a class
of medicines known as “decongestants” and acts by decreasing nasal stuffiness that you may experience
during cold and flu. This combination is non-drowsy and is used for the relief of the cold and flu
associated signs and symptoms, like, sore throat, fever, headache, stuffy and congested nose.

2. What you need to know before you take Paracetamol/Pseudoephedrine hydrochloride
Do not take Paracetamol/Pseudoephedrine hydrochloride

e |f you are allergic to Paracetamol, or Pseudoephedrine hydrochloride or other sympathomimetic
medications (e.g. appetite suppressants, decongestants or stimulants) or any of the ingredients
in this medicine. Tell your doctor about the allergy and what signs you had.

e If you are taking other paracetamol containing products or other cold and flu medications or
decongestants. Make sure not to exceed the dose.

e If you have an enlarged prostate, high blood pressure, liver or kidney problems, heart or blood
circulation problems, overactive thyroid, glaucoma (high pressure in your eye). Talk to your
doctor before starting this medication.

e If you are taking or have taken during the previous two weeks MAO inhibitors (used to treat
depression), like, moclobemide.

e If you are taking beta blockers (used for some heart problems and high blood pressure). Talk to
your doctor before starting this medication.

e If you are taking tricyclic antidepressants (used to treat depression), like, amitriptyline and
imipramine. Talk to your doctor before starting this medication.

o If you are taking appetite suppressants or stimulants (amphetamines).

e If you are taking furazolidone or linezolid (antibiotics).

e If youare under 12 years.

e For more than 5 days.



Warnings and precautions

Talk to your doctor or pharmacist if you develop allergic reactions such as shortness of breath,
skin rash, swelling of the face or neck, decreased blood pressure and dizziness.

Make sure to tell your doctor if you have liver or kidney problems, including alcoholic liver
disease or if you have mild arthritis (joints inflammation) and need to take painkillers on a daily
basis.

Long term use of this medication may be harmful to your liver.

Contact your doctor if symptoms are not relieved after 5 days.

This medication should only be taken when necessary.

Talk to your doctor before taking this medication if you are due to undergo general anesthesia.
Make sure to tell your doctor if you have previously experienced breathing problems after
taking similar painkiller medications like aspirin and ibuprofen.

Do not use this medication for other purposes and do not share it with anyone.

Make sure to tell your doctor if you have diabetes, pheochromocytoma (tumor on your kidney)
or heart problems.

Other medicines and Paracetamol/Pseudoephedrine hydrochloride

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medications.

If you are taking metoclopramide or domperidone (used for vomiting or nausea).

If you are taking cholestyramine (used to lower blood cholesterol).

If you are taking blood thinning medications (e.g. warfarin) and you need to take a painkiller
every day. Concomitant chronic use of painkillers and blood thinning medications may increase
the risk of bleeding.

If you are taking other paracetamol containing products or other cold and flu medications or
decongestants.

If you are taking medications for high blood pressure.

If you are taking tricyclic antidepressants (used to treat depression), like, amitriptyline and
imipramine.

If you are taking sodium bicarbonate (used to treat indigestion and certain kidney conditions).

Pregnancy and breastfeeding

Talk to your doctor if you are pregnant, plan on getting pregnant, or are breastfeeding. Do not take this
medication if you are pregnant or breastfeeding.

Driving and using machines

This medication may cause side effects, like blurred vision and dizziness which may affect your ability to
drive and use machineries. Make sure to avoid driving or using machineries if you are not feeling well.



3. How to take Paracetamol/Pseudoephedrine hydrochloride

Adults and elderly:

Take 2 tablets orally up to 3 times daily, every 4 hours as needed. Make sure not to exceed 6 tablets (3
doses) in 24 hours.

Adolescents aged 12 to 18 years:

Recommended dose is 1 to 2 tablets every 4 hours as needed. Make sure not to exceed 6 tablets in 24
hours.

Children under 12 years
Do not give Paracetamol/Pseudoephedrine hydrochloride tablets to children below 12 years of age.

e Swallow tablet with or without food.

o Take tablet with a full glass of water.

e Take exactly as described in this leaflet or as recommended by your doctor or pharmacist.

e Do not take a higher than recommended dose and do not take the medication more frequently
than every 4 hours.

e Do not take this medication for more than 5 days without consulting your doctor first.

If you take more Paracetamol/Pseudoephedrine hydrochloride than you should

Taking a higher than prescribed dose may cause liver damage that can be delayed. Talk to your doctor
immediately in case of overdose even if you are feeling well.

If you forget to take Paracetamol/Pseudoephedrine hydrochloride

This medication is taken on an as needed basis. You can still take your missed dose if needed. Make sure
to space your doses by at least 4 hours and do not exceed the maximum allowed dose per day.

If you stop taking Paracetamol/Pseudoephedrine hydrochloride

This medication is taken on an as needed basis. If you are still not feeling well and decide to stop taking
the medication, make sure to contact your doctor for advice.

)

? 4. Possible side effects
i)

Although it may be rare, some patients may experience undesirable side effects when taking a
medication. Contact your healthcare provider if you experience any side effect. Tell your doctor or get
medical help right away if you have any of the following signs or symptoms:



Signs of an allergic reaction, like rash; hives; itching; red, swollen, blistered, or peeling skin with
or without fever; wheezing; tightness in the chest or throat; trouble breathing, swallowing, or
talking; unusual hoarseness; or swelling of the mouth, face, lips, tongue, or throat.

Signs of breathing problems like difficulty breathing. These signs are more likely to happen if you
have previously experienced them after taking similar painkiller medications like aspirin and
ibuprofen.

Sudden weight loss, nausea, yellowing of the skin and eyes and loss of appetite.

Unexplained bleeding or bruising.

Blood in your stools or sudden abdominal pain.

Sudden severe headache.

Skin peeling or rash, or mouth ulcers

Difficulty urinating (rare but may happen in men with an enlarged prostate gland).

Common side effects

nervousness
vomiting

dry mouth
dizziness

nausea

sleeping problems

Other uncommon and rare side effects

irregular or rapid heart rate
restlessness

agitation

hallucinations

high blood pressure

5. How to store Paracetamol/Pseudoephedrine hydrochloride

Store medication below 25°C

Keep out of the reach of children and pets

Do not use beyond the expiry date mentioned on the box

Keep medication in its original pack to protect it from moisture and light
Do not use damaged pills

Do not dispose medication in the wastewater or household waste



Contact with Saudi Food Drugs Authority

Call Center 19999
Phone 0118806000-0112038222
Free Phone 8002490000

Email: webmaster@sfda.gov.sa
Postal address

Saudi Food & Drugs Authority
(3292) North Road — Al Nafal
Unit (1)

Riyadh 13312 - 6288

Saudi Arabia




U sall Cila glaa (Al gall 3 il
ane 30 258 5508 (5 )28 33 5 [ ane 500 Jseliand L (al il

58l oda B )il

4aladin) o Lag sl 50 () 60 gus [ gl Hb 58 L
251552 G 28 53 gas [ salisnd s gl I8 4% jma ) glint Le
25 53 () 53 g [ salinad Jl 34 (aS

Alaiad) lall )

)5 53 (5] 53 g [ salinad Jb 0 K45 A4S

daladiin) ga Lag s olS g0 (bl 93 g [ galined L oA La

ahwN R

A1

251 5508 (o) g g Bl el il g aIY) CliSin anly oyl Ay a1 (e 458 ) iy o) 50 58 Jsalinnd
£ die a8 (A ) il Qi e Jany s "OERY) @3 3" anly Ca et Ay 01 e 4 ) iy o) 50 5o
Ayl Y 3 Aaliadl) Gl e Wy claStal) e «_gs;iﬂ PRECRNPIERE k| RUveg (i TR RSB O PR
Neliial 5 ) Sl g laall 5 enlly Blall gl Jia ol 33 511

LSS G o2k 93 g [ galinasl Jly S 8 4 e M) pliad la 2

358 508 (s 93 g [ gkl by J gl Y

g2l lSlae (e s AT Asal ol Cpni g0 gaal) 355185 pa 5f I galil L) sl Apulion (pa Jilad S 13
Lulual) e clila sl ol sall 138 <l e (e ol f (ildadiall sl Gliia¥) @l e ol Al cilladia Jia)
lal ) Sl

o Sl EAYI D 5a 138 5 2 ) sl g sl Sl e g sind 5 al cilaiia gl <€ 1Y
Al jsladaae

i) 8 (Ui sl ¢ SISl 0S8 JSLae 5l caall Jaraa g )1 sl el g ) b adial (e et S 13)
(o) Jasa L)) LS lall sl A 5all szl ol Lo ji sl iy geal) 5501

e ¢ (QUESY) 7 daadiall) MAO @ladie Ganialall G sanl) JDA gl f s S 13)
e 1S 5

b el Jd elpds ) diaa (aall Jarias L) 5 il JSLi (o adais) Uy <l jeals gl <€ 1))
Lol sall 1aa

A Eand el sua) 5 Ol sl Jie ¢ (QLESY) 7 Dad aading) colilal) 45006 QUES) calalizae J bt S 1)
o)l e d eadl J8 clinla

(liaeliiaYl) cilladial) ol duedl) cilagia J gl i€ 13)

(s laliae) alg sl ol (sl s 5l s J i i€ 1)

Lle 12 e J8l & e K13

.etrli 5 e SSY



Ql.hl*ﬁa‘g\ X) #EM‘

sl Aa ) FlaEl g ¢ aladl milall 5 ¢l Baia e dpend Jad 30 Cunal 13 Jasall o clih ) Gaoss e

S 1) s Al e Gl 8 Lay ¢ SIS 0S8 S e Al i€ 1Y) elpade L) (e ST e
s ISy Sl J5l )zl 5 (Jaalial) lgill) ol Jualiall ilgill (e e

AU Sls Qyghall saddl ool sall 13 aladial oS 8 @

Akl B axy () e V) Cadas oy ol 1) el Juall @

LABBJ});AS\AL;\}J}\\AAJ)L\S&_\A:! °

oo il aadiin CiS 1Y) ol sall 13 Jsli U gl ) Gasd e

e Al Al S J 5l 2ny il 8 JSLie (e U (e Capile 28 <€ 1)) @yl jld) e B @
O30 91 5 G ey

i gl ae aS )L Y 5 Al Gal 2 Y elsall aa aadis Y e

Al 8 U sl (ASI) e s) all sl a s ol oSl G e (e Al S 13) ek L) (e ST

Q5508 50 (sl 53 e [ saliaaad Sl g s DAY Ay 5aY)

sV (e ol g a8 gl T e el gl of sl i€ 1) Janall i elida

(LR ) 5l aaais) 05 e sn sl el a5l siae JoliE S 1Y o
(o) o8 s sl 50 A i) aitn) (el s S JSU8 S 13 o

ALY (53 8 o se (IS A (S 55 ) ity (il i) pl st sl J U S 13 o
il et 80l ) pall (5855 4 sal 5 oY) CliSisad Caliaall (el

OERY) Bl el 135815 2l sl 5f I salid S e (gsiad (s Al ciladia Jlisi S 1Y o

o) Jara g i, Ay ol Jolii 1Y) o

el a5 Cpbity sinel Jhe o(QLESY) 3lad 2id) L) A LES) sline J U5 S 1Y o

(S il yal (s pamgl) e rla) 38505) g0 sl i S J U5 S 13

dsla ) g Jaad)

Ara e o Slala €13 el sall 13a 2ali Y Gllah i 5 gl Jeall galalads o Slala i€ 13 elids ) sl
Y aladii g 5aLAY

Y alaai g saldll e aliya e g a8 ) A all g Ay )l 2 semg ade e cdila 15T o) sal) 138 oy 8
Aal b e Y S 1Y) YY) aladial gl 3alEl) caiad (e SE



251 g0 (i) 90 gau [ gl Jl JgMES S 3

o) s g G erdld)

3) ual A1 6 Hslat axe (0o XU dalal) s Clelu 4 JS e sy ) je 3 s adll 315k (e G 8 S5l
Acls 24 DA (Qle )a

tGle 189 12 O ab slas| £ 9l Gl ¢y g8 sal)

Aclu 24 b el 16 skt are e SE Aalal) caua el 4 S Gaa 8 ) a8 A L (asall de )
Lle 12 (w Jii Juky

Lale 12 Gm 050 JURI 3 5185 53 (3 2] 53 g [ Jgaliansd Jb Gl 31 aai Y

e g & o= Al ol

slall e JalS S ae a8l 24

‘EAM\ Jitﬂ.\:\.\kdﬁw‘\.\wﬂ\ }AJ\‘_;QJBM\ b&@UH)AﬁLASMbJA

lele 4 IS e ST el gall J5U Y Lo omgall (e el de jn 225 Y
N clida s 5Ll (5 5L 5 e SSY ol all 138 225 Y

G Laa ST ) 91 g5 (bl 99 g [ gl Jly o gl 1)

Job s 4 )l e el ) Goas | aly o e @Al a8l Gl ) 4 geasall e el de ja Jls gog 8
ol e il gl sl jde

LS g G ) 93 g [ galandd Sl J gL Caad 13)

4 oo Ju Y L dlile o aels e 2SI o 50 13 Al Ao yad) sl elilSaly 030 Y Aalall s ol 5al) 138 335

LSS g () 53 g [ galiznl Sl gl (e B g 1)

e 3l ol sal) Sl e sl <y i Al e et Y JIE Y < 1) dalal) G o gall 13 J sl L

Sosidl e Jsanll eliday Juasy)
%)
dlaiaal) duilal) G 4 m
i

piay Jasil o) 52l J5U5 die Wb s ye e Apila U (g (o el (mmy ey 38 61500 05y B 4l (e 02 ) e
Glal G135l e A saclue e Juanl of i pal Gl U1 6 cagal 5 13) @y Galall daall 4l )
A al eV s el e



U}JJ)\GA‘)JAAJ\C‘)AEA}\@E.\A}\JA:\JSA‘;\.SA‘B‘)..;}&BLﬁﬂﬂ\@ﬂ\ducw;ﬁdﬂa‘)ﬂumc °
sl adl) Flam) o dale e day el ol ald) o il 34 graa (@Al S aall 8 Gada ¢l ¢ e
Gl sl Ll sl as sl

ey Bl g capile 38 S 13) cladlall o3 Gaaad () e all (e i) 4 gria e (il JSLEe ClDle @
505V 5 el Jie AliLeal) Al S s

gl (s g el 5 alad) )l dial 5 sl 5 alaall 50 i e

Bome e Gl gl e

doalie il all o o) Giay e

e yislua e

Al Cla i ) galal) milall g Al 8 e

(Sl gl 322 adial (e O silay Cpall Jla Il ie Cuaad 38 1Sl 53 500) Joiill Lsea @

dadLal) dgilal) JEY)

Lysaall
c«‘;’l\

i) Cilia
A4 gal)
olLad)

a5l JSLie

3 el Lulad) UG

éj‘zﬂ °
iudd e
398 908 B 93 g [ el Jb G 3AS LS 5
Agsieda )3 25 (e J8 3 ) m da 0 L elsall Lis) e
) Sl pally QUL i o Vsns o 51 Binl
M‘@JJSM‘Q:\AM‘ ;L@\@Ju”_}gbﬂ\e 5y e
o pall g sk I e atiand ALY e b ol sl Laial o
A el el i sl Gogeall sbie 3 Ay g0 e gl Y e






