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ARAHAN DI BAWAH PERATURAN 29 PERATURAN – PERATURAN 

KAWALAN DADAH DAN KOSMETIK 1984 

 
BILANGAN 8 TAHUN 2024    

 
 

DIREKTIF UNTUK SEMUA PRODUK YANG MENGANDUNGI CIPROFLOXACIN, 

MOXIFLOXACIN, LEVOFLOXACIN DAN OFLOXACIN UNTUK KEGUNAAN 

SISTEMIK (SEDIAAN ORAL DAN INJEKSI) : PENGEMASKINIAN SISIP 

BUNGKUSAN DAN RISALAH MAKLUMAT UBAT UNTUK PENGGUNA (RiMUP) 

DENGAN MAKLUMAT KESELAMATAN BERKAITAN RISIKO SUICIDAL 

BEHAVIOUR 

 

1. TUJUAN 

 

1.1 Jawatankuasa Penasihat Kesan Advers Ubat Kebangsaan (MADRAC) dalam 

mesyuarat kali ke-189 pada 14 Mac 2024 telah mencadangkan pengemaskinian 

sisip bungkusan dan Risalah Maklumat Ubat Untuk Pengguna (RiMUP) bagi 

semua produk yang mengandungi ciprofloxacin, moxifloxacin, levofloxacin dan 

ofloxacin untuk kegunaan sistemik (sediaan oral dan injeksi) dengan maklumat 

keselamatan berkaitan risiko suicidal behaviour. 

 

1.2 Di bawah peruntukan Peraturan 8, Peraturan-Peraturan Kawalan Dadah dan 

Kosmetik 1984 (PKDK 1984), Pihak Berkuasa Kawalan Dadah (PBKD) dalam 

mesyuarat kali ke-395 pada 4 April 2024 telah membuat keputusan berkenaan 

perkara tersebut di atas.  

 

1.3 Sehubungan dengan itu, arahan ini dikeluarkan oleh Pengarah Perkhidmatan 

Farmasi di bawah peruntukan Peraturan 29, PKDK 1984 untuk memaklumkan 

Pemegang Pendaftaran Produk (PRH) berhubung perkara ini. 
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(1) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR 

CIPROFLOXACIN 

 

The following statements shall be included in the package insert and Consumer Medication 

Information Leaflet (RiMUP) for products containing ciprofloxacin for systemic use (oral and 

injection dosage forms): 

 

Package Insert 

 

a)  Warnings & Precautions: 

 

     Psychiatric reactions 

     Psychiatric reactions may occur even after the first administration of fluoroquinolones, 

including [Product name]. In rare cases, depression or psychotic reactions can progress 

to suicidal ideations/thoughts and self-injurious behaviour, such as attempted or 

completed suicide (see section ‘Undesirable effects’). In the event that the patient 

develops these reactions, [Product name] should be discontinued and appropriate 

measures instituted. Caution is recommended if [Product name] is to be used in 

psychotic patients or in patients with a history of psychiatric disease 

 

b)  Adverse Effects/ Undesirable Effects: 

 

     Psychiatric disorders 

     Rare: Depression (potentially culminating in suicidal ideations/ thoughts or suicide   

attempts and completed suicide) 

 

Very Rare: Psychotic reactions (potentially culminating in suicidal ideations/ thoughts or 

suicide attempts and completed suicide)  
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(1) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR 

CIPROFLOXACIN 

 

 

Consumer Medication Information Leaflet (RiMUP)  

 

a)  While you are using it: 

 

You may experience mental health problems even when taking/ using fluoroquinolone 

antibiotics, including [Product name] for the first time. In very rare cases depression or 

mental health problems have led to suicidal thoughts and self-injurious behaviour such 

as suicide attempts. If you develop such reactions, stop taking/ using [Product name] 

and inform your doctor immediately. 

 

b)  Side effects: 

 

Rare: Depression (potentially leading to thoughts of suicide, suicide attempts, or 

completed suicide), or hallucinations 

 

Very rare: Psychotic reactions potentially leading to thoughts of suicide, suicide 

attempts, or completed suicide 
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(2) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR 

MOXIFLOXACIN 

 

The following statements shall be included in the package insert and Consumer Medication 

Information Leaflet (RiMUP) for products containing moxifloxacin for systemic use (oral and 

injection dosage forms): 

 

Package Insert 

 

a)  Warnings & Precautions: 

 

     Psychiatric reactions 

     Psychiatric reactions may occur even after the first administration of fluoroquinolones, 

including [Product name]. In rare cases, depression or psychotic reactions can progress 

to suicidal ideations/thoughts and self-injurious behaviour, such as attempted or 

completed suicide (see section ‘Undesirable effects’). In the event that the patient 

develops these reactions, [Product name] should be discontinued and appropriate 

measures instituted. Caution is recommended if [Product name] is to be used in 

psychotic patients or in patients with a history of psychiatric disease 

 

b)  Adverse Effects/ Undesirable Effects: 

 

     Psychiatric disorders 

Rare: Depression (in very rare cases potentially culminating in self- injurious behaviour, 

such as suicidal ideation/ thoughts or suicide attempts), Hallucination 

 

Very Rare: Psychotic reactions (potentially culminating in self-injurious behaviour, such 

as suicidal ideation/ thoughts or suicide attempts) 
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(2) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR 

MOXIFLOXACIN 

 

Consumer Medication Information Leaflet (RiMUP)  

 

a)  While you are using it: 

 

You may experience mental health problems even when taking/ using fluoroquinolone 

antibiotics, including [Product name] for the first time. In very rare cases depression or 

mental health problems have led to suicidal thoughts and self-injurious behaviour such 

as suicide attempts. If you develop such reactions, stop taking/ using [Product name] 

and inform your doctor immediately. 

 

b)  Side effects: 

 

Rare: Depression (in very rare cases leading to self-harm, such as suicidal ideations/ 

thoughts (desire to kill oneself), or suicide attempts), hallucinations 

 

Very rare: Psychotic reactions (potentially leading to self-harm, such as suicidal 

ideations/ thoughts (desire to kill oneself), or suicide attempts) 
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(3) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR  

LEVOFLOXACIN 

 

The following statements shall be included in the package insert and Consumer Medication 

Information Leaflet (RiMUP) for products containing levofloxacin for systemic use (oral and 

injection dosage forms): 

 

Package Insert 

 

a)  Warnings & Precautions: 

     Psychiatric reactions 

     Psychiatric reactions may occur even after the first administration of fluoroquinolones, 

including [Product name]. In rare cases, depression or psychotic reactions can progress 

to suicidal ideations/thoughts and self-injurious behaviour, such as attempted or 

completed suicide (see section ‘Undesirable effects’). In the event that the patient 

develops these reactions, [Product name] should be discontinued and appropriate 

measures instituted. Caution is recommended if [Product name] is to be used in 

psychotic patients or in patients with a history of psychiatric disease 

 

b)  Adverse Effects/ Undesirable Effects: 

 

Psychiatric disorders 

Rare: Psychotic reactions (with e.g. hallucination, paranoia), Depression 

    

Very Rare: Psychotic reactions (potentially culminating in suicidal ideations/ thoughts or 

suicide attempts and completed suicide)  

 

Not known (cannot be estimated from available data): Psychotic disorders with self-

endangering behavior including suicidal ideation or suicide attempt 
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(3) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR  

LEVOFLOXACIN 

 

 

Consumer Medication Information Leaflet (RiMUP)  

 

a)  While you are using it: 

You may experience mental health problems even when taking/ using fluoroquinolone 

antibiotics, including [Product name] for the first time. In very rare cases depression or 

mental health problems have led to suicidal thoughts and self-injurious behaviour such 

as suicide attempts. If you develop such reactions, stop taking/ using [Product name] 

and inform your doctor immediately. 

 

b)  Side effects: 

 

Rare: Change in your opinion and thoughts (psychotic reactions) with a risk of having 

suicidal thoughts or actions, hallucination, depression 

 

Very rare: Psychotic behaviour 

 

Not known (frequency cannot be estimated from the available data): Psychotic reactions 

with a risk of having suicidal thoughts or actions 
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(4) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR 

OFLOXACIN 

 

The following statements shall be included in the package insert and Consumer Medication 

Information Leaflet (RiMUP) for products containing ofloxacin for systemic use (oral and 

injection dosage forms): 

 

Package Insert 

 

a)  Warnings & Precautions: 

 

     Psychiatric reactions 

     Psychiatric reactions may occur even after the first administration of fluoroquinolones, 

including [Product name]. In rare cases, depression or psychotic reactions can progress 

to suicidal ideations/thoughts and self-injurious behaviour, such as attempted or 

completed suicide (see section ‘Undesirable effects’). In the event that the patient 

develops these reactions, [Product name] should be discontinued and appropriate 

measures instituted. Caution is recommended if [Product name] is to be used in 

psychotic patients or in patients with a history of psychiatric disease 

 

b)  Adverse Effects/ Undesirable Effects: 

 

Psychiatric disorders 

Rare: Psychotic disorder (for e.g.hallucination)  

 

Very Rare: Psychotic behaviour 

 

Frequency not known (cannot be estimated from the available data): Psychotic disorders 

and depression with self-endangering behavior including suicidal ideation or suicide 

attempt  
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(4) SPECIFIC LABELLING REQUIREMENTS (SUBSTANCE SPECIFIC) FOR 

OFLOXACIN 

 

 

Consumer Medication Information Leaflet (RiMUP)  

 

a)  While you are using it: 

 

You may experience mental health problems even when taking/ using fluoroquinolone 

antibiotics, including [Product name] for the first time. In very rare cases depression or 

mental health problems have led to suicidal thoughts and self-injurious behaviour such 

as suicide attempts. If you develop such reactions, stop taking/ using [Product name] 

and inform your doctor immediately. 

 

b)  Side effects: 

 

Rare: Psychotic reactions with a risk of having suicidal thoughts or actions, hallucination, 

depression 

 

Very rare: Psychotic behaviour 

 

Not known (frequency cannot be estimated from the available data): Psychotic reactions 

with a risk of having suicidal thoughts or actions 

 


