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PIZET (tablets)

Cetirizine Dihydrochloride, Phenylephrine HCI, Paracetamol 5 mg /10 mg / 325 mg

Composition and Excipients:

Each tablet contains: Cetirizine Dihydrochloride, Phenylephrine HCI,

Paracetamol 5 mg / 10 mg / 325 mg.

Excipients: Microcrystalline cellulose, Lactose, Magnesium stearate,

Sodium starch glycolate, Povidone.

Pharmacology:

Cetirizine: Cetirizine, a human metabolite of hydroxyzine, is an

antihistamine; its principal effects are mediated via selective inhibition

of peripheral H1 receptors.

Phenylephrine: Phenylephrine is a sympathomimetic agent with

mainly direct effects on adrenergic receptors. It has predominantly

alpha adrenergic activity and it is without stimulating effects on the

central nervous system. The sympathomimetic effect of phenylephrine

produces vasoconstriction which in turn relieves nasal congestion.

Paracetamol: The mechanism of analgesic action has not been fully

determined. Paracetamol may act predominantly by inhibiting

prostaglandin synthesis in the central nervous system (CNS) and to a

lesser extent, through a peripheral action by blocking pain-impulse.

Paracetamol probably produces anti-pyresis by acting centrally on the

hypothalamic heat-regulation center to produce peripheral

vasodilation resulting in increased blood flow through the skin,

sweating and heat loss.

Pharmacokinetics:

Cetirizine: Cetirizine was rapidly absorbed with (Tmax) of

approximately 1 hour following oral administration of tablets in adults.

Food had no effect on the extent of exposure (AUC) of the cetirizine

tablet, but Tmax was delayed and Cmax was decreased in the

presence of food. The mean plasma protein binding of cetirizine

is 93 %; a study indicated that 70% of the administered radioactivity

was recovered in the urine and 10% in the faeces. Approximately

50 % of the radioactivity was identified in the urine as unchanged drug.

The mean elimination half-life was 8.3 hours.

Phenylephrine: Phenylephrine is readily absorbed after oral

administration but is subject to extensive metabolism. Systemic

bioavailability is only about 40 %. Following oral administration, peak

plasma concentrations are achieved in 1-2 hours. Following

absorption, the drug is extensively metabolised in the liver. Both

phenylephrine and its metabolites are excreted in the urine.

Paracetamol: Paracetamol is rapidly absorbed from the gastro-intestinal

tract with peak plasma concentrations occurring between 10 and 120

minutes after oral administration. It is metabolized in the liver and

excreted in the urine mainly. Less than 5% is excreted as unchanged

paracetamol. The elimination half-life varies from about 1 to 4 hours.

Indications:

It is indicated for the symptomatic treatment of allergic rhinitis, fever

and nasal congestion

Contraindications:

« In patients with hypersensitivity to cetirizine or hydroxyzine.

+ In patients with severe hypertension or coronary artery disease

« In patients receiving monoamine oxidase inhibitor (MAO) therapy or
in the last 14 days of stopping such treatment

+ In patients with hepatic dysfunction.

« In patients with hypersensitivity to paracetamol or any of the other
constituents

+ Children under 12 years of age.

Warnings and precautions:

Duration of therapy should not exceed 5 days. If symptoms persist for

more than 3 days or get worse consult the doctor.

Cetirizine: In clinical trials, the occurrence of somnolence has been

reported in some patients taking cetirizine; due caution shouldtherefore be

exercised when driving a car or operating potentiallydangerous machinery.

Phenylephrine: This medicine should be used with caution in patients

with occlusive vascular disease including Raynaud's phenomenon.

Paracetamol: Care is advised in the administration of paracetamol to

patients with severe renal or severe hepatic impairment.

The hazards of overdose are greater in those with non-cirrhotic

alcoholic liver disease.

It should not be taken with any other paracetamol-containing products.

Pregnancy:

This drug should be used in pregnancy only if the potential benefit

justifies the potential risk to the fetus.

Lactation:

This drug is not recommended for use by lactating mothers.

Drug interactions:

Cetirizine:

There was a small decrease in the clearance of cetirizine caused by a

400-mg dose of theophylline; it is possible that larger theophylline

doses could have a greater effect.

Cetirizine may potentiate the effects of alcohol. Therefore Concurrent

use of cetirizine with alcohol should be avoided.

Caution is recommended during concomitant use of CNS depressants

because additional reductions in alertness and additional impairment

of CNS performance may occur.

Phenylephrine:

it May enhance the effects of anticholinergic drugs such as tricyclic

antidepressants.

It May increase the possibility of arrhythmias in digitalised patients.

It May enhance the cardiovascular effects of other sympathomimetic

amines (e.g. decongestants).

This medicine should not be taken together with vasodilators,

Beta-blockers or enzyme inducers such as alcohol.

Paracetamol:

- Cholestyramine: The speed of absorption of paracetamol is reduced
by cholestyramine. Therefore, the cholestyramine should not be
taken within one hour if maximal analgesia is required.

- Metoclopramide and Domperidone: The absorption of paracetamol
is increased by metoclopramide and domperidone. However,
concurrent use need not be avoided.

- Warfarin: The anticoagulant effect of warfarin and other coumarins
may be enhanced by prolonged regular use of paracetamol with
increased risk of bleeding; occasional doses have no significant effect.

- Chloramphenicaol: Increased plasma concentration of chloramphenicol.

Undesirable effects:

Cetirizine: Adverse effects Reported in Patients Aged 12 Years and

Older in Trials at Rates of 2% or Greater: Fatigue, Somnolence,

Dry Mouth, Pharyngitis, Dizziness, headache and nausea.

Phenylephrine: Adverse effects may include tachycardia, cardiac

arrhythmias, palpitations, hypertension, nausea, vomiting, headache

and occasionally urinary retention in males.

Paracetamol: Adverse effects of paracetamol are rare but hypersensitivity

including skin rash may occur. There have been reports of blood

dyscrasias but these were not necessarily causality related to paracetamol.
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Dosage and administrations:
Adults and children (12 years and above): one tablet twice daily or as
recommended by the physician. The recommended dosage should
not be exceeded, duration of therapy should not exceed 5 days.
Overdosage:
Cetirizine: If overdose occur, treatment should be symptomatic or
supportive, taking into account any concomitantly ingested
medications. There is no known specific antidote to cetirizine.
Cetirizine is not effectively removed by dialysis.
Phenylephrine: Symptoms of overdosage include irritability,
restlessness, palpitations, hypertension, difficulty in micturition,
nausea, vomiting, thirst and convulsions. In severe overdosage gastric
lavage and aspiration should be performed. Symptomatic and
supportive measures should be undertaken.
Paracetamol: Liver damage is possible in adults who have taken 10 g
or more of paracetamol. Ingestion of 5g or more of paracetamol may
lead to liver damage if the patient has risk factors. If the patient is on
long term treatment with (carbamazepine, phenobarbitone, phenytoin,
primidone, rifampicin, St John's Wort or other drugs that induce liver
enzymes), Regularly consumes ethanol in excess of recommended
amounts or is likely to be glutathione deplete.

- Symptoms: Symptoms of paracetamol overdosage in the first
24 hours are pallor, nausea, vomiting, anorexia and abdominal pain.
Liver damage may become apparent 12 to 48 hours after ingestion.
In severe poisoning, hepatic failure may progress to encephalopathy
and death

- Management: Immediate treatment is essential in the management
of paracetamol overdose. Symptoms may be limited and may not
reflect the severity of overdose or the risk of organ damage.
Treatment with activated charcoal should be considered if the
overdose has been taken within 1 hour. Treatment with
N-acetylcysteine may be used up to 24 hours after ingestion of
paracetamol however, the maximum protective effect is obtained up
to 8 hours "Post Ingestion". If vomiting is not a problem, oral methionine
may be a suitable alternative for remote areas, outside hospital.
Management of patients who present with serious hepatic dysfunction
beyond 24 hours from ingestion should be discussed with the NPIS
or a liver unit.

Packaging: 2 blisters, each contains 10 tablets /carton box.

Storage Conditions: Store at room temperature, below 25° C.

TPP1901024 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.
A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you

Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in
medicine, its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for you.

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)
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Manufactured by:
HAMA PHARMA Hama - Syria.
Tel.: +963 33 8673941 Fax: +963 33 8673943




HAMAPHARMA/LEAF/PIZET (Tablets) Size: (210x160 mm)
- Create 21.2.2019/T23.2.2019/F18.4.2019/17.5.2019/F7.5.2019

i) S

TYO/ N /0 Jgalinusla/ahgiS g puad (ya pia| S/ s 9IS 9 5 (63 Lyt yean

1S0 14001 : 2004

Qul-m 0
oo
1509001 : 2008 OHSAS 18001:2007
cellas ¥1 Ay 1o g de pnd!

on ol ) el Ly 0 oty Ao gian £ (ST e VY) BN ()

Lo rosell Bl 33l e o oLl © 5l T o Sl Bl LS

the ot i doyd

Y1 g pels o e Ml 050 O o el b3 g o o )

g pan sk Bl ¥ LBl iy G I i o5 gl o JLxe V1 ns

Sdlally Jls s uﬂxn——” Ul ey el

b o ol i glisyl Ol Lol cpln el b3 31e oty 1l o

ol b b i g sanall b G o ol Sty ke celd) OLze sl

) il Bl izl el ] gyl

oo ST E 1 0l pll Gl e (5S Gib g Sandl o gl LI

e rell DS 13 48 s ) 535 8 Iyl L 50 28T T 0 g3t el L

Oyl (el ) o Aol sed oy G ol OIS 13]) 3l Jalge po Slas

el 55 A6 A a1 0 g ) D il Osihoms 2 el

iz 055, O o ol pn o ISV o Ly el 23815 S Mg 5T (451

L0536 5lel)

Ol o a5V sl YE I 3 sl Ul e 2 L3 sl el 102N -
o el £ VY g bl AU G e 35 . gy o g 01 3]
LSy s Iokeel ) Sl 55 s 36 ol el SV g3l

SV 055 15 gl Ul e b s S G972 Sl O 1l -
eVl o AVl o gl il e ol e 2l b3 s Sy Ly 839ms
0 I plasid Sy el DOl el B s 3 15] Ml il el
gl 02 S J galimal )1 I3l sy ol YE 1 oy Lo I ptitnas ool
25 WSl Y1 oS o o eVl e el A o il el G e
ot ABlin o Al gl SN lal) Llis Sty g mdll setad] O
NPIS ro 3 Y1 o ol Y€ oy sl 200 S bl 1ot 0 Oy o8
S s

colbgda)t e ek JS5 ¢ (¥) 28 ek (5925 051,51 e Do RN

Y0 Lo i a1 551 3 b Jaioms T g i

TPP1901024 193 14 Ot
O ) (8 0yt 3S (paed (BT g pulamiie £1gutd)
sl sy SlenlaTlt B35 4 Mgiuly wilioms Lo S350 puasiue elgudl -
Yucal) Sledaiy derle o guait! Jloaiuwdl dd,log codall 2aiog A8 bl -
L0 il g dadyg #1908l Oy | Laa 3 ¥ ally cocdalld (LY Lgh puo i)
(Ll 6LA 15 (yo Baionll £ Dal | Buie plaZTY
edal Byl (g slgall e )3 Y

JLL Y gasl Jlite 2 Il &g a5y
(et i Talalt S5l ) (sl Zmaall €335 o Lona)

:C\_:.i
\\\“// e sl U jBslan
:'HﬂllA PHARMA 43 TTATVFEY : S 4471 FYATVIAE) sl

Ol Ll Wy O p i |

Ty coal 5f LY o 25 121 ot dls gl 0 55l YT o 3150

ol 5ylinal Comy

Ol ol (ol Gamy oo By ol gl B bl gt 8 U 05 2 el

et 0555 O oy A YY1 ot ol 8l 8308 ke ol o S i

oA Je

iy 3l s 5 Ly (galasVI & el

IHEV! o Ogbes cpll syl sl U1 sllas] i ol o £ el LI

Ll S ol il (s Sl

gt b S S B n 05l Ul el e ST 1 B3 bl

el e s AT e gl o sl s Ul pe o

]

Ry

sl

el podl e 5 n el s plasily s ¥

A gl | O It

O e B B o el Bha (B ndb Sl s O o el

STl SV st e 2 055 O Saadl a ¢l g2l

IS o i el ol sVl i o U S 3 el i 15

oy 25 6Y (G55 ) Sl bl ol adl plasie Y1 el ol s o

] 3 ol sl Sl slsl oty Y b ko

e &350 OISV labas Jte 5 KU 8oliall &5 1 6T 55 6 1ol Joid

e Al sl el i Edi] £ds U Jlazl sy 5

(Ol ohlas J26) 6,51 (5350 LS bwall iU atle ) 2 a1 LY 53m, 13

Sl Jeo 331 e 51 by ol ol ot s3I lrnge o sl 1 3l pke o

(sl L)

PROTURU PSRN RSN [ S0 JUS JURESUOU I VS Ve PO Y I U JUC 4 [
Tiglas i Sl O il Aol I3 s pts oo

<Ok asg ool IS el sl U Golianal slagy 109 gy desl pslS e -
Tpsd ool ) s i ey Y 23 o

G o2 SlosSl o by ()l al) Ll 3l 500 S 1l =
il e el L3I e 8L e galin L) n 2sb 3 24 ozl plase VI
5 A6

< Sata S Lyl 32515 5155 1 ySizial IS —

saoled ) ol sl

,sn,w\vwva,wwc,nfw.ux 5l e Womanedl 2l ol 30 2 2

0bzly s 3 ¢ paldl el o] Gl ¢l s ST Y ey

) Ol (il (ol sl oA s Bl 6V e 5 10l Lot

S e O G (3 el gl el (0Lt p )l o

Pl bl L3 iy 28 8058556 J el L) Zdl 0l 1 2 el LI

) 055 O 559 ally o i Sso Dol o 5 Alin IS gt milall SIS

bt L e BN

eVl oy n Ol Ul el e oy 30l s pltsil o

ol o el Bl 3585 ol 3040 S 13 1 Josl 5

e b S (gyeu 1Ola gty LS 1
e YO/ N /0 sl ] IS 5y0n (gl S S 55008 (53 e

cgagall ladl SIS oy paall Ol it GpSY agadl G0 el Ol gt
<05y
TAS gt | O sl

slas dn g llly Syl e Ol die Clines cpp el A T el
el HT oinad 3l Lt (b e ot 030 o poslil]
Py S s 3y ol S el bl ol e Lol o
sl ezl e 5ma T 0335 28l ey ol Ul Bty ey 2005 Y1 Sl
oo iy 05y Uy Lo g1 G 8l Joell 5o Slomall S 555 a0
RENRIF

bgd,ﬁu..,\uwd.., B JelS (S Sl Joe B o o o 1 sl U
o s (655 el el Slemdl b il Sl plilansd s 3 b e I
[.J\J\ uwa,,,&,bu;ujmqw el I3

e 55 Jadll G e 5l B A et U g O o
el 35535 ] 5952 Lo Bl sV g Y ool a,an\ i S 0
3yl ul.u:; G padly Al
AT | LSy

ool el an delu ?Jl?TmaxL,LMZJ—r‘.! Crei el At o |

e Abgidd 5l e o b gl plall i) s (bl

LSl s s By V1 lagtn el 5 g0 Gaisets Cmax 5 s Tmax (S,

SN B e LV e Jpandl o al ) By o)l AT )

J}J.Jb,&fﬁd\jipu‘w/ﬁ .».\:u(,.;)\fJ\ /\,J,Jljng,u.]!

LAY )oYl i pae Sagte . it b s5aS

a4y il sl ¥l iy gy i) i) Gt f ol Jord

(smaddl eUae Nl a7 €0 > Lot (g5l (gl 31l B UMz

g0l iy polase ¥ g el Y J9 2l S 551,20 ) el

) .dg\@a%,wﬁiw\y‘ﬁ}ﬁ,.&ﬁlkg.&x&{;

Toad 515 Lane gymedl gdnedl Slenll 0 R dpeliul U1 ey 1 pelinl

S Jsl 35y AN (B iy gl Jglall Ay 285 VY5 Ve Bail

S adl s gl i 03 i L a0 oo 315 i ]

olele € I e

obldatu

Y1 Oy ol ¢ el Y LY ) Sl ey

soldaiu ¥ Olslias

S 3yhetl) o el ol B3 gm0y (U el i o

L 0L o g sl e 6l ) pe Oy (U1 (e e @

PN I3 51 51 o sl et Sl Oyl ol el e e
M s e Gla] e sl V€ )

DS 2a bl st e Ol b0l i e

A b S T ol Jgalial )L el L5 n byl el s 0

e VY e 095 JUbYI e




