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1.  DESCRIPTION: 

1.1 Pharmaceutical Form 

 A clear colorless aqueous solution for 

intramuscular injection or intravenous 

infusion in a 1mL ampoule. 

1.2 Active Substance 

250 micrograms tetracosactide (β1-24-

corticotrophin) per ampoule (as 

hexaacetate). 

2. INDICATION: 

Diagnostic use: 

For the investigation of adrenocortical 

insufficiency. 

Therapeutic use: 

Alternative to Synacthen Depot in cases 

where I.V. injection or infusion of 

tetracosactide is preferable to I.M. injection. 

3.  CONTRAINDICATIONS: 

 Hypersensitivity to tetracosactide and/or 

ACTH 

 Acute psychosis 

 Infectious disease 

 Peptic ulcer 

 Refractory heart failure 

 Cushing’s Syndrome 

 Treatment of primary adrenocortical 

insufficiency   

4. DOSAGE AND ADMINISTRATION  

Diagnostic use: 

30-minute Synacthen test: 

Plasma cortisol is measured immediately   

before and exactly 30 minutes after an 

injection of 250 micrograms Synacthen I.M. 

I.V. If plasma cortisol increases by >200 

nmol/L (70 micrograms/L), i.e. if the value  

 

 

30 minutes after injection is >500 nmol/L 

(180 micrograms/L), adrenocortical function 

is regarded as normal. All the plasma 

samples should be stored in a refrigerator 

kept until plasma cortisol level estimation. 

Therapeutic use:  For therapeutic 

indications, Synacthen can be administered 

as an I.V. injection or as an infusion in 

glucose solution (5% or 12.5%) or NaCl 

(0.9%)  

5.  POSSIBLE SIDE EFFECTS: 
Related to tetracosactide (frequency not 

known) 

 Hypersensitivity: urticaria, dizziness, 

nausea, vomiting, pruritus, flushing, 

malaise, dyspnoea, angioneurotic oedema.  

 Adrenal haemorrhage 

Related to glucocorticoid and mineral 

corticoid effects when use as therapeutic 

indications (frequency not known)  

 Endocrine disorder: Cushing’s Syndrome, 

secondary adrenocortical and pituitary 

unresponsiveness. 

 Electrolyte disorder: Hypokalaemia, 

calcium deficiency, sodium retention, fluid 

retention. 

 Mental disorder 

 Gastrointestinal disorder: Pancreatitis, 

peptic ulcer, abdominal distension 

 Nervous system disorder: Convulsion, 

vertigo, headache 

 Cardiac disorder: Cardiac failure 

congestive, reversible cardiac hypertrophy 

6. STORAGE 

Store in refrigerator (2-8°C) 
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1. DESCRIPTION: 

1.1 Therapeutic/Pharmacologic Class of 

Drug 

Biphosphonate 

 1.2 Type of Dosage Form 

5mg per 100mL premix bags 

(Concentration: 0.05mg/mL) 

 1.3 Route of Administration 

 Intravenous infusion (drip) 

2. CLINICAL PARTICULARS: 

Therapeutic Indication(s) 

It is given as a once-yearly infusion for 

osteoporosis in patients aged 70 years of 

age or older with a bone mineral density T-

score of –2.5 or less and in established 

osteoporosis with any fracture due to 

minimal trauma.  The drug is given slowly, 

typically over 15 minutes via a needle 

inserted into a vein. The duration is 

restricted to not more than 3 years.  

 

 

 

3.   CONTRAINDICATIONS: 

If you have one of the following, zoledronic 

acid may not be appropriate for you:  

 If you have hypocalcaemia   

 If you have severe kidney problems. 

 If you are pregnant or breast feeding 

(although only licensed for post-

menopausal use, occasionally it may be 

prescribed by specialists for younger 

women). 

 

4.  POSSIBLE SIDE EFFECTS: 

Very Common: nausea,vomiting, 

diarrhoea, fevers, muscle pain, headache, a 

flu-like illness, pain in the hands, feet and 

joints.  

Rare: breakdown of the bone of the jaw, 

kidney problems, and eye problems. 

 

5. ADDITIONAL   INFORMATIONS: 
It is important that you have adequate 

calcium and vitamin D whilst taking 

zoledronic acid. 

You should discuss with your doctor any 

other treatments you are taking for 

osteoporosis before starting zoledronic 

acid. 

 

6. PRECAUTIONS: 

Zoledronic acid is contraindicated in people 

with significant renal impairment (CrCl 

< 35 mL/min). Infuse zoledronic acid over at 

least 15 minutes to minimise the risk of 

renal toxicity. 
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Case 1 
 

Name of product on Label: Qu Puteh Whitening Pro 9 

Notification No: NOT151106644K 

Complaint description:  

Complainant purchased products from a shopping mall. After 2 to 3 months usage of Whitening Pro 9 

from Qu Puteh Kosmetik, complainant experienced hair loss and tinnitus. Concurrently, she used 

Whitening Treatment Soap, Whitening UV Block and Whitening Glow Soap (all from Qu Puteh, by Vida 

Beauty). After she had stopped the product, her 

tinnitus improved in a week.  

Suspected Chemicals/adulterants:  

Possible whitening agent such as hydroquinone or 

derivatives, mercury and other adulterants in 

Whitening Pro 9 from Qu Puteh Kosmetik 
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Case 2 

Name of product on Label: Binozyt 200mg/5ml Powder for Oral 

Suspension 

Active ingredients: Azithromycin Oral  

Registration No:  MAL 09051572A 

Batch No: FK 2681 

Registration holder: Novartis Corporation (Malaysia) Sdn Bhd 

Manufacturer: Sandoz S.R.L. Romania 

Complaint description:  

1. No information on how to reconstitute on the box of the suspension, and on the bottle.  

2. No Section 6.6 in the product leaflet; Section 6.5 has a title of special precautions for disposal, 

but the content is on how to reconstitute the Azithromycin suspension.  

Feedback from the National Pharmaceutical Control Bureau (NPCB) 

NPCB had informed the product complaint to the registration holder for further action. NPCB had found 

out that the reconstitution information is found under Section 6.5: Special Precaution on disposals.  

According to the company, the stated complaint is due to error during preparation of artwork for 

approval, and the proof-read phase. The company had submitted new corrected information to NPCB 

for further approval. They also improved the company’s procedure in preparation and approval of 

artwork, to avoid the same problem.  

NPCB takes every product complaints of quality, efficacy, and safety of products seriously, and will 

monitor the stated issue, and will take regulatory actions if required, in order to maintain the quality 

and efficacy of the drug, as well as patient’s safety.  
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ADVERSE DRUG REACTION REPORTING 

 HOSPITAL PUTRAJAYA (2015) 

In 2015, a total of 120 Adverse Drug Reaction (ADR) reports were received by Pharmacy Department 

Hospital Putrajaya, and reported to National ADR Centre. As in Figure 1, the total numbers of ADR 

reports received in 2015 were the same as the amount received in 2014.   

Figure 1: Total Number of ADR Reports Received in Pharmacy Department HPJ (2012-2015) 

 

ADR reports received according to patient age group are shown in Figure 2. About 55.8% of the reported 

ADR are from adults aged 19-60 years old, 22.5% involved children below 12 years old, 14.2% involved 

elderly aged above 60 years old, and 7.5% involved adolescent aged 13-18 years old.  

Figure 2: ADR Reports by Patient Age Group 
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The ADR reports received, consisted of a variety of causative drugs from different pharmacological 

groups, as shown in Figure 3. In year 2015, anti-infective were the most reported group (57 cases), 

followed by analgesics group (25 cases). There were 6 cases of ADR by complementary medicine in year 

2015.  

Figure 3: ADR Reports by Pharmacological Groups  
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Patient characteristics, their gender and ethnicity, were shown in table 1. Among the reported ADR, 

male patients were more than female patients, whereas by ethnicity, most of the cases reported were 

of Malay race (102 cases). 

Table 1: ADR Reports by Patient Characteristics 

Patient Characteristics (n) 

Gender 
Male 62 

Female 58 

 
Total 120 

Ethnicity 

Malay 102 

Chinese 8 

Indian 6 

Others 4 

 
Total 120 

 

The severities of adverse reaction were assessed for all reports in year 2015, as shown as table 2. Most of 

the reports were of moderate level of severity (90 reports), 28 reports were of mild severity level, and 2 

reports were categorized as severe ADR reaction. Majority of the patients recovered from ADR, 

unfortunately, there was 1 fatal case reported in year 2015.   

Table 2: ADR Reports by ADR Characteristics 

ADR Characteristic (n) 

Severity of Adverse 
Reaction 

Mild 28 

Moderate 90 

Severe 2 

 
Total 120 

Onset of Reaction 

Within Seconds 7 

Within Minutes 32 

Within Hours 47 

Within Days 18 

Within Weeks 12 

Within Months 2 

Unsure 2 

 
Total 120 

Outcome of 
Reaction 

Recovered 106 

Not Recovered at 
Time of Reporting 

10 

Unknown 3 

Fatal 1 

 
Total 120 
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The Naranjo Scale was used to categorize the likelihood of an adverse drug reaction caused by a drug. 

Based on table 3, there were only 2 cases where the causative drugs of the ADR was highly probable, 104 

reports classified as probable likelihood of ADR and 13 reports in category of possible likelihood of ADR. 1 

report was reported as having doubtful likelihood of ADR.  

Table 3: ADR Reports by ADR relationship 

 

 

 

 

Healthcare professionals play a very important role in ADR reporting, as documented ADR may give 

alertness to healthcare professionals in possible events of adverse reactions, which may improve patient 

safety and prevent any fatal incidents due to adverse reactions.  

 

 

 

 

 

 

 

 

 

 

 

 

 

   

ADR Relationship (n) 

Likelihood of ADR 
(based on Naranjo 

Score 

Highly probable (>8) 2 

Probable (5-8) 104 

Possible (1-4) 13 

Doubtful (0) 1 

 
Total 120 


