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OF ≥ 2% AND GREATER THAN PLACEBO



 nausea, pharyngitis, appetite increased, dyspepsia, abdominal pain, diarrhea, 
flatulence, constipation, vomiting, stomatitis ulcerative, tongue disorder, tooth caries aggravated, 
stomatitis, tongue discoloration, tongue edema, gastritis, hemorrhage rectum, hemorrhoids, melena, 
hepatic function abnormal 

 polyuria, urinary tract infection, cystitis, dysuria, hematuria, urine abnormal  
 earache, tinnitus, deafness, ototoxicity 

 thirst, edema, dehydration, diabetes mellitus 
 myalgia, arthralgia, bone disorder, arthrosis, tendon disorder, arthritis, muscle 

weakness, 
 depression, emotional lability, concentration impaired, anxiety, depersonalization, 

paroniria, thinking abnormal, agitation, amnesia, libido decreased, euphoria 
 healing impaired, herpes simplex, infection, infection fungal, infection  viral 

 epistaxis, rhinitis, coughing, respiratory disorder, bronchospasm, dyspnea, upper 
respiratory tract infection, hyperventilation, sinusitis, sputum increased, bronchitis,   pneumonia 

 dysmenorrhea, menstrual disorder, breast pain female, intermenstrual bleeding, 
leukorrhea, menorrhagia, pregnancy unintended, vaginitis, testes disorder  

 lymphadenopathy 
 pruritus, rash, skin disorder, skin dry, urticaria, acne, dermatitis, rash erythematous, sweating 

increased, alopecia, angioedema, furunculosis, bullous eruption, eczema, hyperkeratosis, hypertrichosis, 
photosensitivity reaction, photosensitivity toxic reaction, rash maculopapular, seborrhea, purpura 

 taste perversion, taste loss, parosmia 
 eye abnormality, vision abnormal, eye pain, conjunctivitis, xerophthalmia, glaucoma, ocular 

hemorrhage 
 weight increase, back pain, malaise, pain, chest pain, fever, asthenia, edema 

generalized, edema periorbital, edema peripheral, rigors, edema legs, face edema, hot flushes, abdomen 
enlarged, allergic reaction, nasal polyp 
 

Weight gain was reported as an adverse event in 0.4% of cetirizine patients in placebo controlled trials. 

In an open study of 6 months duration, the mean weight gain was 2.8% after 20 weeks, with no further 

increase at 26 weeks. 

Occasional instances of transient, reversible hepatic transaminase elevations have occurred during 

cetirizine therapy. 

Additional adverse drug reactions identified during post-marketing experience with cetirizine 
include: blurred vision, eye swelling, feeling abnormal, enuresis, hepatic function abnormal 
(increased transaminases, alkaline phosphatase, alanine aminotransferase, aspartate 
aminotransferase and γ-glutamyl transferase), erectile dysfunction, hallucination, dysgeusia, 
dyskinesia, dystonia, memory impairment, tremor, arthralgia, urinary retention, pruritus upon 
withdrawal and weight increased.  

In post-marketing experience the following additional rare, but potential severe adverse events have 

been reported: hemolytic anemia, thrombocytopenia, orofacial dyskinesia, severe hypotension, 

anaphylaxis, hepatitis, glomerulonephritis, stillbirth, cholestasis and acute generalized exanthematous 

pustulosis. In addition, isolated cases of the following adverse drug reactions have been reported: 

convulsions, syncope, aggression, and hypersensitivity. 



 

Interaction studies with cetirizine hydrochloride and alcohol or diazepam indicate that at therapeutic 

doses, cetirizine hydrochloride does not increase alcohol-induced or diazepam-induced impairment of 

motor and mental performance. 

The drug should not be used with sedating substances such as alcohol and some other medications, 

including anti- anxiety medications, sleep aids, antihistamines, antidepressants, muscle relaxants or 

prescription analgesics due to possible interactions. 

 

No clinically significant drug interactions have been found with theophylline, pseudoephedrine, 

cimetidine, erythromycin and ketoconazole. Epidemiologic data suggests that there also would not be 

interaction with other macrolide antibiotics or imidazole antifungals. In clinical trials, cetirizine 

hydrochloride has been safely administered with beta-agonists, non-steroidal anti-inflammatory drugs, 

oral contraceptives, narcotic analgesics, corticosteroids, H2- antagonists, cephalosporins, penicillins, 

thyroid hormones and thiazide diuretics. If drowsiness occurs, concurrent use of cetirizine hydrochloride 

20 mg Tablet with sedating substances should be avoided because additional reductions in alertness and 

additional impairment of CNS performance may occur. (See Activities Requiring Mental Alertness).  

Based on (1) its relatively low level of metabolic elimination, (2) no effect on corrected QT intervals at 

plasma concentrations three times the maximal therapeutic levels, and (3) no apparent interactions with 

ketoconazole or erythromycin, cetirizine is unlikely to have clinically significant interactions with other 

macrolides such as clarithromycin or other imidazole antifungals such as itraconazole in patients with 

normal renal and hepatic function. Although no data with these other drugs are available at the present 

time, there is no epidemiological evidence (the safety database comprised 6,490 patients evaluated in 

U.S. and Canadian studies) of interactions between macrolide antibiotics and/or imidazole antifungals 

taken orally, and cetirizine/hydroxyzine. The epidemiologic data do not suggest an increase of adverse 

events, cardiac or non-cardiac, in patients treated with cetirizine and concomitant macrolide or 

imidazole antifungal medication. 

 

The recommended initial dose of cetirizine hydrochloride is 5 or 10 mg per day, depending on symptom 

severity. Bio-Cetirizine 20 mg Tablet is recommended only if lower doses (non- prescription) of 

cetirizine hydrochloride do not provide sufficient response for patients 12 years of age and older. 

The recommended dose is 20 mg tablet once daily with or without food. The maximum recommended 

daily dose is 20 mg.  



Geriatrics (≥ 65 Years of age)





white, oval rectangular film coated tablets with ‘20’ on one 
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used: RQLQ†

measurement tool used: RQLQ†

† RQLQ: Rhinoconjunctivitis Quality of 







 

The mean change from baseline Hodges QTc after 5 days of dosing with cetirizine alone and 

erythromycin alone was -5, 10 msec and 3.01 msec, respectively. After an additional 10 days of dosing 

with combination treatment, the mean change from baseline was -3.71 msec for combination treatment 

following cetirizine alone and -0.39 msec for combination treatment following erythromycin alone. 

Using these mean changes, the drug interaction effect was estimated to be 0.03 msec, which is not 

statistically significantly different from zero. This result indicates that any possible effect on changes in 

Hodges QTc attributable to either drug alone is not altered by the presence of the other, and that the 

effect on Hodges QTc of combination dosing is the sum of the individual effects. The estimated effect of 

cetirizine is -5.08 msec which is a statistically significant reduction from baseline. The estimated 

erythromycin effect of 3.03 msec was not statistically significant. These results indicate that cetirizine 

did not induce a mean prolongation of Hodges QTc, and since the effect of combination dosing was just 

the sum of each component (estimated to be - 2.05), there was no significant mean prolongation 

associated with combination treatment. 

 

No subject experienced a 10% prolongation of Hodges QTc over baseline during cetirizine alone 

treatment. Eight subjects experienced at least 1 prolongation of 10% or greater. Two subjects (13.3%) 

had a 10% or greater increase during treatment with erythromycin alone, 2 subjects (14.3%) during 

combination treatment following cetirizine and 4 subjects (26.7%) had an occurrence during 

combination treatment following erythromycin. The maximum prolongation in any subject in the study 

was 17.8% which occurred during erythromycin treatment alone. There was no significant 

pharmacokinetic interaction between cetirizine and erythromycin when administered concomitantly in 

therapeutic dosages and regimens. 

 

 The objectives of this study were to determine whether cetirizine, in the 

presence of ketoconazole, induces a prolongation of the QT interval and to determine whether there are 

pharmacokinetic interactions between cetirizine and ketoconazole in young, healthy males. This was a 

randomized, multiple dose, open (the cardiologist was blinded), two-way crossover study. The two 

treatment regimens administered in the study were the following: 

 

 

 

   Day 1:    placebo o.d. 

Days 2-6:   400 mg ketoconazole o.d. 

Days 7-16:   400 mg Ketoconazole o.d. and 20 mg 

cetirizine o.d. 

 

   Day 1:    placebo o.d. 

Days 2-6:   placebo o.d. 

Days 7-16:   20 mg cetirizine o.d. 

 

There was no statistically significant drug interaction effect on the change in Hodges QTc from baseline. 

This indicates that the effect of the combination on changes in Hodges QTc is equal to the sum of the 

individual component effects. The effects of each drug alone on change in Hodges QTc from baseline 





Cetirizine hydrochloride was administered orally or intravenously to 10 fasted animals/sex/dose level. 

Clinical signs, food consumption, and mortality were observed for 14 days; body weights were recorded 

at 1 and 2 weeks, and all animals were necropsied. Results revealed no differences in clinical signs nor 

lethality for either sex. The oral non-lethal dose for the most sensitive sex was 250 times the expected 

maximal clinical dose (EMCD) of 0.4 mg/kg (20 mg/50 kg). The severity of symptoms was dose related. 

The main symptoms were dose related. The main symptoms were cyanosis and dyspnea. Following oral 

administration in rats, mortalities occurred within 24 hours; after IV administration, all deaths occurred 

within 10 minutes and survivors recovered within 1-3 hours. In mice, mortalities were seen in the first 3 

days after oral and within 24 hours in most cases after IV administration. The results of the rodent acute 

toxicity studies are summarized in Table 4. 

Rats 
(Wistar) 

M 
F 

237 
237 

ND* 
42 

703 (305-1175) 
865 (553-1353) 

66 (58-96) 
70 (61-82) 

10.65 
12.36 

Mice 
(NMRI) 

M 
F 

237 
100 

240 
240 

600 (375-1391) 
752 (432-5114) 

336 (301-476) 
301 (264-366) 

1.79 
2.50 

* ND = Not determined. 
 

Cetirizine hydrochloride was administered orally to groups of 2 fasted beagle dogs (1M; 1F) at doses of 

40, 80, 160, or 320 mg/kg and IV in the cephalic vein at a dose of 70 mg/kg to 2 fasted beagle dogs (1M; 

1F) and 125 mg/kg to 1 fasted female beagle dog. Clinical signs, food consumption, and mortality were 

observed daily for 14 days. 

 
 No symptoms were observed at 40 mg/kg; at 80 mg/kg an increase of heart rate was seen; at 

higher doses vomiting was observed; in this study the non-lethal oral dose was approximately 320 

mg/kg, 800 times the EMCD.  

 
 At 70 mg/kg salivation and hematuria were observed; at 125 mg/kg the treated male died, thus the 

maximum non-lethal IV dose in these conditions, was 70 mg/kg, 175 times the EMCD. Administration 

of cetirizine pediatric solution and the corresponding vehicle to Beagle dogs at a single dose of 20 

mg/kg produced no significant signs of toxicity. 

 

 

Fifteen-day oral studies comparing gavage dosing with diet dosing in mice (6/sex/level) at dose 
levels of 5, 10, 20, 40, 80, or 160 mg/kg/day revealed that similar hepatic findings, consisting of 
increased liver weights and periacinar hepatocytic hypertrophy, were induced by both routes of 
administration. The findings were similar in character, incidence and severity. Periacinar 
hepatocytic steatosis occurred in only 3 mice (2 male, 1 female) at 160 mg/kg by gavage dosing. 
 

















 



 

 

(Cetirizine Hydrochloride Tablets) 
20mg 

 
This leaflet is part III of a three-part "Product Monograph" 
published when Bio-Cetirizine 20 mg Tablet was approved 
for sale in Canada and is designed specifically for 
Consumers. This leaflet is a summary and will not tell you 
everything about Bio-Cetirizine 20 mg Tablet. Contact your 
doctor or pharmacist if you have any questions about the 
drug. 

 

 for fast, 24 hour relief 
of nasal and non-nasal seasonal (e.g. trees, grass, pollen, 
ragweed/hay fever) and year-round (e.g. dust, animal 
dander, mold) allergy symptoms, including sneezing, runny 
nose, post-nasal discharge, nasal congestion/stuffiness, 
itchy, watery eyes, itchy nose/throat, and itching and hives 
due to allergic skin reactions. 
 

 
Your allergy symptoms are simply your body’s over 
reaction in trying to protect you from allergens such as 
dust, ragweed, grass and tree pollen, animal dander or 
mold. When allergens are detected, the cells in your body 
release a chemical called histamine which binds to specific 
histamine receptors in your skin and tissues. The resulting 
reaction causes itchy, watery eyes, sneezing and runny 
nose. Bio-Cetirizine 20 mg Tablet helps relieve your 
allergy symptoms by blocking these receptor sites before 
histamine binds there, preventing or reducing many of the 
symptoms of an allergic reaction. The anti-inflammatory 
properties of Bio-Cetirizine 20 mg Tablet also help by 
reducing swelling and related symptoms, including redness 
and hives (red, itchy bumps or welts on your skin). 

Do not take Bio-Cetirizine 20 mg Tablet if you: 

• are allergic (hypersensitive) to cetirizine 
hydrochloride, hydroxyzine, piperazine 
derivatives or any of the other ingredients in 
Bio-Cetirizine 20 mg Tablet 

• have serious kidney problems 
 

Cetirizine hydrochloride 

 

Croscarmellose sodium, microcrystalline cellulose, 
colloidal silicon dioxide, magnesium stearate and opadry 
white (hydroxypropyl methylcellulose and titanium 
dioxide). 

Bio-Cetirizine cetirizine hydrochloride) Tablets are 
available by prescription as 20 mg tablets 
 

 
BEFORE you use Bio-Cetirizine 20 mg Tablet talk to your 
doctor or pharmacist if you: 

• have kidney or liver problems 

• are pregnant or planning to become pregnant 

• are breastfeeding or planning to breastfeed 

• are 65 years of age or older 
 

Driving and using machines: Bio-Cetirizine 20 mg 

Tablet can cause drowsiness. If drowsiness occurs do not 

drive or operate machinery. 

 

• The following may interact with Bio-Cetirizine 

20 mg Tablet: 

• alcohol 

• other substances that cause sedation such as 

anti-anxiety medications, sleep aids, 

antihistamines, antidepressants, muscle 

relaxants and pain medication. 

 

Bio-Cetirizine 20 mg Tablet can be taken with or 

without food. 

One tablet once per day. 

Bio-Cetirizine 20 mg Tablet should be taken by: 

• 

• 
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