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INTRODUCTION 
LENALIDOMIDE CIPLA contains the active substance, lenalidomide 5 mg, 
10 mg, 15 mg and 25 mg. This medicine belongs to a group of medicines 
called immunomodulators, which regulate how your immune system works  
LENALIDOMIDE CIPLA is used in adults for the treatment of myelodysplastic     
syndromes and multiple myeloma.

 
LENALIDOMIDE AND THALIDOMIDE
Lenalidomide and thalidomide are structurally related:

•	 Thalidomide is a recognized human teratogenic substance that is proven to be 
harmful to an unborn baby.

•	 If a female who is using thalidomide treatment becomes pregnant, her baby will 
almost certainly have severe birth defects or even die.

•	 Lenalidomide is likely to have similar effects in humans as it has been shown to 
cause birth defects in animals, and it is structurally related to thalidomide.

SAFETY INFORMATION FOR ALL PATIENTS USING 
LENALIDOMIDE CIPLA 
You must never take LENALIDOMIDE CIPLA if:

•	 You are pregnant or think you may be pregnant or are planning to become 	
pregnant.

•	 You are breastfeeding.

•	 You are a woman who is able to fall pregnant, even if you are not planning to 
have a baby. This is includes women who experience irregular menstrual cycles 
and/or are approaching menopause.

Never share LENALIDOMIDE CIPLA with anyone else.

Any unused capsules at the end of your treatment should be returned to your 
pharmacist.

Do not donate blood throughout the duration of your treatment (including dose 
interruptions) and for 4 weeks after treatment is completed / discontinued.
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Please refer to the LENALIDOMIDE CIPLA Patient Information Leaflet found in 
the carton for additional information. 

SIDE EFFECTS OF LENALIDOMIDE CIPLA
LENALIDOMIDE CIPLA, like all other medicines, can cause side effects. 
Some of the common side effects include:

•	 A fall in the number of white blood cells (the cells that fight infection), platelets 
(the cells that help the blood to clot, which may lead to bleeding disorders) and 
red blood cells (anaemia leading to tiredness and weakness).

•	 Fever and flu-like symptoms which include headaches, muscle aches and chills.

•	 Constipation, diarrhoea, nausea, vomiting, abdominal pain, decreased appetite

If you would like more information, ask your doctor or pharmacist and refer to 
the LENALIDOMIDE CIPLA Patient Information Leaflet found in the carton for 
additional information. 

It is important to speak to your doctor should you experience any side effects 
during treatment with LENALIDOMIDE CIPLA.

SAFE STORAGE OF LENALIDOMIDE CIPLA
•	 Keep LENALIDOMIDE CIPLA capsules in the outer carton at room temperature, 

at or below 25 °C.

•	 Keep out of reach of children.

•	 Do not use the medication after the expiry date indicated on the box. 

CIPLA RISK MANAGEMENT SUPPORT PROGRAMME FOR 
LENALIDOMIDE CIPLA
Prior to the initiation of LENALIDOMIDE CIPLA treatment: 

•	 You should complete a Treatment Initiation Form together with your doctor to 
ensure that you are fully informed of and understand that LENALIDOMIDE 
CIPLA is expected to be harmful to the unborn child, and other possible 
important health problems related to LENALIDOMIDE CIPLA. 

•	 One copy of the form will be provided to you and the other will be kept by 
your doctor in your medical records. 

At the time of each new prescription of LENALIDOMIDE CIPLA:

•	 Your doctor will complete a Prescription Authorisation Form.

•	 Your doctor will note in the form that you have been informed of the 
requirement for you (if you are a woman who is able to fall pregnant), or your 



partner (if you are a male patient) NOT to become pregnant during treatment 
with LENALIDOMIDE CIPLA and for 4 weeks after finishing LENALIDOMIDE 
CIPLA. 

•	 You must present the Prescription Authorisation Form with the LENALIDOMIDE 
CIPLA prescription at the pharmacy to be able to receive LENALIDOMIDE 
CIPLA.

FEMALE PATIENTS OF CHILDBEARING POTENTIAL
Unless you fall into one of the following categories below, you must follow the 
pregnancy advice in this section:

•	 you are at least 50 years old and it has been at least 24 months since your 
last menstrual cycle (if menstruation has terminated as a consequence of 
cancer therapy or during lactation, there is still a possibility for you to become 
pregnant).

•	 your womb/uterus has been surgically removed (hysterectomy).

•	 your fallopian tubes and both ovaries have been removed (bilateral salpingo-
oophorectomy).

•	 you have premature ovarian failure, confirmed by a specialist gynaecologist.

•	 you have the XY genotype, Turner’s syndrome or uterine agenesis.

If you are able to fall pregnant (that is, you do not fall into any of the above 
categories):

•	 You must use two effective forms of contraception simultaneously for 4 weeks 
before starting LENALIDOMIDE CIPLA, throughout the duration of your 
treatment with LENALIDOMIDE CIPLA (even during treatment interruptions) and 
for 4 weeks after stopping treatment, OR 

•	 You must agree and confirm that you will not engage in sexual activity with a 
male partner from 4 weeks before starting LENALIDOMIDE CIPLA, throughout 
the duration of your treatment with LENALIDOMIDE CIPLA (even during 
treatment interruptions) and for 4 weeks after stopping treatment.

•	 Your doctor will advise you on appropriate methods of contraception as		
some types of contraception should not be used while taking 
LENALIDOMIDE CIPLA.

•	 Inform the doctor who is prescribing your LENALIDOMIDE CIPLA if you have 
changed or discontinued the method of contraception. You will have pregnancy 
tests under the supervision of your doctor before treatment, every 4 weeks 
during treatment, and 4 weeks after the treatment has finished.

•	 This negative test result will be noted on the Prescription Authorisation Form.



If you suspect that you might be pregnant whilst taking LENALIDOMIDE CIPLA 
or in the 4 weeks after stopping treatment:

•	 You must stop LENALIDOMIDE CIPLA and you must inform your doctor. Your 
doctor will refer you to a physician specialised or experienced in teratology for 
evaluation and advice. 
It is important to do the following, after completing treatment with 
LENALIDOMIDE CIPLA:

•	 You return any unused LENALIDOMIDE CIPLA to your pharmacist for proper 
disposal.

•	 You do not donate blood for 4 weeks following treatment termination

•	 You should continue to use effective contraceptive methods for an additional 4 
weeks after treatment completion.

•	 You have a final pregnancy test performed by your doctor 4 weeks after 
treatment completion.

FEMALE PATIENTS NOT OF CHILDBEARING POTENTIAL
You are considered to be a female not of childbearing potential if you fall into 
one of the following categories:

•	 you are at least 50 years old and it has been at least 24 months since 
your last menstrual cycle (if menstruation has terminated as a consequence 
of cancer therapy or during lactation, there is still a possibility for you to 
become pregnant).

•	 your womb/uterus has been surgically removed (hysterectomy) and/or your 
fallopian tubes and both ovaries have been removed (bilateral 
salpingo-oophorectomy).

•	 you have premature ovarian failure, confirmed by a specialist gynecologist.

•	 you have the XY genotype, Turner’s syndrome or uterine agenesis.

It is important to do the following, after completing treatment with 
LENALIDOMIDE CIPLA:

•	 You return any unused LENALIDOMIDE CIPLA to your pharmacist for 
proper disposal.

•	 You do not donate blood for 4 weeks following treatment termination.



MALE PATIENTS
LENALIDOMIDE CIPLA passes into human semen:

•	 If your female partner is pregnant or able to become pregnant, and she 		
doesn’t use effective methods of contraception, you must use condoms 		
during treatment including dose interruptions and for 4 weeks after the end 	
of treatment (even if you have undergone vasectomy).

•	 If your partner becomes pregnant whilst you are taking LENALIDOMIDE 		
CIPLA, you should inform your doctor immediately. Your partner is advised to 
also seek medical advice immediately.

•	 During treatment with LENALIDOMIDE CIPLA, you should not donate sperm 	
or semen. This includes dose interruptions and for 4 weeks following the 		
end of treatment.

It is important to do the following, after completing treatment with 
LENALIDOMIDE CIPLA:

•	 You return any unused LENALIDOMIDE CIPLA to your pharmacist for 		
proper disposal.

•	 You do not donate blood, semen or sperm for 4 weeks following treatment.

•	 Your female partner continues using  effective contraceptive methods for 		
4 weeks following treatment termination.

For further information please contact the Cipla Risk Management Support 
Programme at Cipla Medpro (Pty) Ltd.

Telephone: 0802226662 | Email: medinfo@cipla.com
Email for associated adverse events: drugsafetysa@cipla.com



NOTES



S4 Reg. No. 55/32/0295.294, 53/32/0374.371, 0375.372, 0376.373. Lenalidomide Cipla 5 / 10 / 15 / 25 mg. Each hard gelatin 
capsule contains 5 mg; 10 mg; 15 mg; 25 mg of lenalidomide.
For full prescribing information, refer to the Professional Information approved by the medicines regulatory authority.

CIPLA MEDPRO (PTY) LTD. Co. Reg. No. 1995/004182/07. Building 9, Parc du Cap, Mispel Street, Bellville, 7530, RSA. Website: 
www.cipla.co.za Customer Care: 080 222 6662. [585610610]
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