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PATIENT INFORMATION LEAFLET 

 

SCHEDULING STATUS: S6  

 

B 25 NOIA 

Tetrahydrocannabinol (THC) 25 mg/ml and cannabidiol (CBD) 25 mg/ml 

Oral solution 

Sugar free 

No sweetener added 

 

Read all of this leaflet carefully before you start using this medicine because it 

contains important information for you 

- Keep this leaflet. You may need to read it again. 

- If you have any further questions, ask your doctor or pharmacist. 

- This medicine has been prescribed for you only. Do not pass it on to others. It may 

harm them, even if their signs of illness are the same as yours. 

- If you get any side effects, talk to your doctor or pharmacist. This includes any 

possible side effects not listed in this leaflet. See section 4. 

 

What is in this leaflet 

1. What B 25 NOIA is and what it is used for. 

2. What you need to know before you use B 25 NOIA. 

3. How to use B 25 NOIA. 

4. Possible side effects. 

5. How to store B 25 NOIA. 

6. Contents of the pack and other information. 
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AKOS BIO

Kelly Davies (Jun 25, 2025 14:28 GMT+2)
Kelly Davies

Regulatory Affairs Specialist
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1. What B 25 NOIA is and what it is used for  

B 25 NOIA contains tetrahydrocannabinol and cannabidiol, medicines which can be used 

in multiple sclerosis (MS) to improve symptoms related to muscle spasticity or stiffness. 

Spasticity means there is an increase in 'muscle tone' which makes the muscles feel 

more stiff or rigid, resulting in difficulty in movement.  B 25 NOIA is used when other 

medicines have not helped your muscle stiffness. 

 

B 25 NOIA may also assist as in combination with other medicines for: 

• Symptomatic relief of pain associated with multiple sclerosis (MS). 

• Symptomatic relief of nerve pain. 

• Preventing and managing nausea and vomiting resulting from cancer therapy. 

• Improvement of sleep disorders. 

 

2. What you need to know before you use B 25 NOIA  

Do not take B 25 NOIA: 

- if you are allergic to cannabinoids extracts or any of the other ingredients of this 

medicine (listed in section 6).  

- if you have been diagnosed with a mental disorder, or you have a family history of 

mental disorders. 

- if you are breast-feeding your baby.  

 

Warnings and precautions 

Talk to your doctor or pharmacist before taking B 25 NOIA or during treatment if: 

- you are pregnant or plan to become pregnant. 

- you are under 18 years of age. 

- you experience dizziness, as it may result in falling and injury. The risk of dizziness 

and falls may be increased if you are taking muscle relaxants (such as baclofen), 

or benzodiazepines (sedative medicines), which are used to treat anxiety, 
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insomnia and seizures (such as lorazepam, alprazolam and diazepam). 

- you have a serious heart problem such as angina, a previous heart attack, poorly 

controlled high blood pressure or a problem with your heart rate or heartbeat. 

- you have a history of epilepsy or recurring seizures or fits. 

- you feel anxious, have mood swings, see and hear things that aren’t there, strongly 

believe in things that do not exist, have intense feelings of distrusting others, feel 

confused, or wanting to hurt yourself. 

- you are elderly, especially if you are weak or have problems doing everyday 

activities, such as preparing food. 

- you have a history of substance abuse. 

- you are travelling to another country. It is advised to check the legal status before 

travelling with this medicine, as it may not be legal to take B 25 NOIA into some 

countries. 

 

Children and adolescents 

B 25 NOIA is not recommended for use in children and adolescents under the age of 18 

years. 

 

Other medicines and B 25 NOIA 

Tell your doctor or pharmacist if you are using or have recently used or might use any 

other medicines; this includes complementary medicines. This is because B 25 NOIA 

may affect the way some other medicines work. Also, some other medicines can affect 

the way B 25 NOIA works. Do not start or stop other medicines without talking to your 

doctor or pharmacist. 

 

Tell your doctor if you are taking any of the following medicines, as your dose may need to 

be adjusted: 

- coumarins, for example warfarin (medicines used to thin your blood). 
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- stains (medicines that treat high cholesterol). 

- beta-blockers, for example bisoprolol, propranolol (medicines that treat heart 

problems such as high blood pressure). 

- corticosteroids, for example prednisone, cortisone, hydrocortisone, and 

methylprednisolone (medicines that treat inflammation) 

- propofol (an anaesthetic used to put you to sleep before an operation/surgery 

relaxing muscles before surgery. 

- antivirals, for example ritonavir (medicines used to treat viral infections, including 

HIV/AIDs). 

- ketoconazole, itraconazole and fluconazole (medicines that treat fungal infections). 

- clarithromycin and rifampicin (antibiotics that treat bacterial infections). 

- phenytoin, phenobarbital and carbamazepine (medicines used in the treatment of 

epilepsy). 

- St. John’s wort (Hypericum perforatum) (a herbal medicine used to treat mild 

depression and anxiety). 

- sedatives/hypnotics (medicines used to treat anxiety and insomnia). 

- some hormone medicines used for contraception. 

 

B 25 NOIA with food and drink 

Always take B 25 NOIA according to your doctor’s instructions and consistently either 

with or without food, including high-fat meals (such as a ketogenic diet). If you take B 25 

NOIA with food, a similar type of meal (e.g., similar fat content) should be eaten if 

possible. (Also see section 3, How to take B 25 NOIA). 

Drinking alcohol while using B 25 NOIA may affect your coordination, concentration and 

ability to respond quickly. Your ability to drive or use machines may be affected, and you 

may have an increased risk of falls. In general, alcoholic beverages should be avoided 

while using B 25 NOIA, especially at the beginning of treatment or when changing dose. 
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Pregnancy, breast-feeding and fertility 

If you are pregnant, think you may be pregnant, or are planning to have a baby, ask your 

doctor or pharmacist for advice before taking this medicine. 

B 25 NOIA may affect the way hormonal birth control methods, such as the “pill” or 

contraceptive implants, work. This means you should use an additional type of 

contraception. Men and women of childbearing potential should take reliable 

contraceptive precautions for the duration of therapy and for three months after 

discontinuation of therapy. 

B 25 NOIA should not be used during pregnancy unless prescribed by your doctor. 

You should not breast-feed whilst taking B 25 NOIA, as B 25 NOIA is likely to be present 

in breast milk. 

 

Driving and using machines 

Talk to your doctor about driving, using machines or when children undertake activities 

such as cycling or other sports, because you may feel sleepy after taking this medicine.  

You should not drive, use machines or take part in activities that require you to be alert 

and have fine control, until it is established that your ability to perform such activities is 

not affected. It is an offence to drive while your alertness is weakened by the effects of 

this medicine.  

 

3. How to use B 25 NOIA 

Do not share medicines prescribed for you with any other person. 

B 25 NOIA treatment must be initiated and supervised by a physician with specialist 

expertise in treating your condition. Always take this medicine exactly as your doctor has 

told you. Check with your doctor or pharmacist if you are not sure. 

B 25 NOIA is for oromucosal use only. This means, it is a medicine that must be 

administered onto the wet surfaces on the inside of your mouth, before swallowing.  

Your doctor will calculate your individualised dose for your specific condition. 
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You may start on a low dose that your doctor gradually increases over time, following a 

review of your condition after four weeks of starting treatment. Your doctor will thereafter 

keep you on the lowest dose that results in the best treatment for you and keep you on 

this dose, unless any changes in your condition is noticed.  

Do not reduce or increase the dose or stop this medicine unless the doctor tells you to. 

Contact your doctor if you are unsure.  

 

If you are elderly, or suffer from liver or kidney disease, your doctor will adjust your dose 

according to your age and/or severity of your liver condition. 

 

Your doctor or pharmacist will also tell you when to take B 25 NOIA each day, and how 

often to take it.  If you need to discontinue the use of B 25 NOIA, your doctor or pharmacist 

will tell you how to gradually reduce the dose. In general alcohol must be avoided when 

taking B 25 NOIA, especially in the beginning of treatment and when the dose is 

changed.  

 

You can take B 25 NOIA with or without food. However, taking B 25 NOIA with food 

can affect the amount your body takes in. You should try, as far as possible, to take B 

25 NOIA the same way in relation to food each time, so you get the same effect each 

time. 

 

Instructions for the oral use of B 25 NOIA 

Your doctor or pharmacist will show you how to attach the dosage syringe supplied 

with B 25 NOIA to the dropper opening of the dropper bottle and how much B 25 NOIA 

to pull up into the syringe to obtain the correct dose. Depending on the required dosage, 

you will either need to measure the amount of B 25 NOIA in drops from the syringe, or 

by the amounts shown in millilitres on the syringe. 
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Step 1: Remove the 1 ml 
syringe included in the 
pack. The syringe has 
graduations of 0,1 ml for 
measuring your dose. 
 

  
 
Step 2: Remove the child-
resistant cap on the bottle 
by pushing the cap down 
whilst turning the cap anti-
clockwise. 

 
 
Step 3: Push the bottle 
adaptor firmly into the neck 
of the bottle, and make 
sure it is fully inserted. The 
adaptor could come off 
and cause choking if it is 
not fully inserted. 
 

 
 
Step 4: Insert the tip of the 
correct oral syringe fully into the 
bottle adaptor, and with the oral 
syringe in place, turn the bottle 
upside down. 
 

Step 5: Slowly pull back 
the plunger of the syringe, 
so the volume (number of 
ml) of solution needed is 
drawn into the syringe. Line 
up the end of the plunger 
with the volume marking 
required. 
 
 

 

If there is an air bubble in the syringe, push the 
liquid back into the bottle whilst keeping the bottle 
upside down, and repeat Step 5 until the bubble has 
gone. 
 
 

 
 
Step 6: Turn the bottle the right 
side up, and carefully remove the 
oral syringe from the adaptor. 
 

Step 7: Place the tip of the 
oral syringe inside the cheek 
(for doses measured using the 
graduations on the syringe) or 
under the tongue (for doses 
measured in drops) and gently 
push the plunger to release 
the medicine. 

 

Do not push the plunger forcefully or direct the 
medicine to the back of the mouth or throat. 
 
If the dose is more than 1 ml, repeat Steps 4 to 7 to 
give the remaining dose using the syringe. 
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Step 8: Screw the child-resistant cap back on the bottle tightly, by 
turning the cap clockwise – you do not need to remove the bottle 
adaptor, as the cap will fit over it. 
 
To clean the syringe, fill a cup with warm soapy water and clean the 
oral syringe by drawing water in and out using the plunger. Remove 
the plunger from the barrel of the syringe and rinse both parts under 
tap water. Do not place the oral syringe in a dishwasher. 
 

 

Shake off any water from both parts and allow them to dry in the air until the next use. Make 
sure the oral syringe is completely dry before the next use, or it could make the solution 
appear cloudy if water gets in the bottle. If the solution in the bottle has turned cloudy, this 
doesn’t change how well it works. Continue to use the medicine as normal. 

 

If necessary, B 25 NOIA may be given to you by your doctor, nurse or other healthcare 

provider via a nasogastric tube (a feeding tube inserted through the nose to the stomach) 

or gastrostomy tube (a feeding tube inserted through the abdomen into the stomach). 

Your doctor will explain the procedure to you.  

 

If you use more B 25 NOIA than you should 

If you have taken more B 25 NOIA than you should, tell a doctor or pharmacist 

immediately, or contact your nearest hospital casualty department, and take the 

medicine with you. Signs of taking more B 25 NOIA than you should include dizziness, 

hallucinations (seeing, hearing, tasting, smelling or feeling things that aren’t there), 

delusions (believing things that aren’t real), distrusting others, a change in heart rate with 

low blood pressure. A short-term feeling of disconnect with reality may also occur. 

 

If you forget to use B 25 NOIA 

If you forget to take a dose, do not take a double dose to make up for a forgotten dose. 

Take the next dose at your regular time. If you miss many doses, please talk to your 

doctor about the correct dose to take. 

 

If you stop using B 25 NOIA 

Do not reduce the dose or stop taking B 25 NOIA without first talking to your doctor. The 
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doctor will explain how to gradually stop taking B 25 NOIA. Sudden stopping of treatment 

may result in symptoms such as problems with sleeping, emotions and appetite. If you 

have any further questions on the use of this medicine, ask your doctor or pharmacist. 

 

4. Possible side effects 

B 25 NOIA can have side effects. 

Not all side effects reported for B 25 NOIA are included in this leaflet. Should your general 

health worsen or if you experience any untoward effects while taking B 25 NOIA, please 

consult your health care provider for advice. 

 

If any of the following happens, stop using B 25 NOIA and tell your doctor immediately 

or go to the casualty department at your nearest hospital: 

• swelling of the hands, feet, ankles, face, lips and mouth or throat, which may 

cause difficulty in swallowing or breathing 

• rash or itching 

• fainting. 

 

These are all very serious side effects. If you have them, you may have had a serious 

reaction to B 25 NOIA. You may need urgent medical attention or hospitalisation. 

 

Tell your doctor immediately or go to the casualty department at your nearest hospital if 

you notice any of the following: 

• thoughts of harming or killing yourself. If you have these thoughts at any time, 

contact your doctor.  

• a change in heart rate with low blood pressure, fainting. 

• a very fast and strong heartbeat. 

 

These are all serious side effects. You may need urgent medical attention. 
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Tell your doctor if you have notice any of the following: 

Very common side effects: 

• dizziness 

• tiredness (fatigue). 

 

Common side effects:  

• eating more or less than usual. 

• feeling confused, feeling lost, depressed, or extremely happy. 

• difficulty in speaking, feeling weak, tired, unwell, sick, or drunk. 

• bad taste in the mouth. 

• forgetfulness, difficulty in concentrating, drowsiness, sleepiness. 

• dizziness, blurred vision, and balance disturbances, falling. 

• constipation, diarrhoea, dry mouth, a burning sensation in the mouth, mouth pain 

and sores, nausea, vomiting. 

• pain at the site of administration of the medicine. 

 

Uncommon side effects:  

• sore throat, throat irritation. 

• dizziness, hallucinations (seeing, hearing, tasting, smelling, or feeling things that 

are not there) believing things that are not real, distrusting others. 

• high blood pressure, fainting. 

• stomach pain, discolouration of the inside of the mouth and teeth, inflammation 

of the inside of the mouth, peeling skin on the inside of the mouth.  

• irritation at the site of medicine application. 

 

Reporting of side effects  

Reporting suspected adverse reactions after authorisation of the medicine is important. 
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It allows continued monitoring of the benefit/risk balance of the medicine. Health care 

providers are requested to report any suspected adverse drug reactions to SAHPRA via 

the Med Safety APP (Medsafety X SAHPRA) and eReporting platform (who-umc.org) 

found on SAHPRA website or directly to Green Engineering Solutions (Pty) Ltd at  

PV@geslabs.co.za.  

 

5. How to store B 25 NOIA 

STORE ALL MEDICINES OUT OF REACH OF CHILDREN Do not use this medicine after 

the expiry date shown on the bottle. 

Store bottle upright at or below 25 °C. 

Protect from moisture, light and high temperatures. 

Return all unused medicine to your pharmacist. 

Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets). 

 

6. Content of the pack and other information  

What B 25 NOIA contains 

• The active substances are tetrahydrocannabinol (THC) 25 mg per ml, and 

cannabidiol (CBD) 25 mg per ml. 

• The other ingredient is medium-chain triglycerides (MCT) oil. 

• B 25 NOIA does not contain sugar and no sweetener is added. 

 

What B 25 NOIA looks like and contents of the pack 

B 25 NOIA is a yellowish, oily liquid. 

B 25 NOIA is packed in 30 ml amber Type III glass dropper bottles, with a polypropylene 

child-resistant / tamper evident cap. The bottle is packed in a carton with a 1 ml dosage 

syringe (polypropylene barrel and HDPE plunger). The 1 ml syringe is graduated in 

0,1 ml increments. 

 

mailto:vigilance@geslabs.co.za
mailto:vigilance@geslabs.co.za
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Manufacturer  

Green Engineering Solutions (Pty) Ltd 

Unit 1, 121 Capricorn Drive, Capricorn Business and Technology Park 

Muizenberg, Cape Town, 7948 

South Africa 

www.geslabs.com 

Phone: 021 934 1114 

SAHPRA license no.: 0000001401 

 

Marketed by  

AKOS BIO (Pty) Ltd 

Unit 4, IML Place, Capricorn Business Park 

Muizenberg, Cape Town, 7945 

South Africa 

www.akos-bio.com 

info@akos-bio.com 

 

This leaflet was last revised in  

June 2025 

 

This unregistered medicine has not been evaluated by SAHPRA for its quality, safety or 

intended use. 

 

To access the Afrikaans version of this leaflet, as well as the corresponding Professional 

Information, please scan the below QR code: 

 

http://www.geslabs.com/
http://www.akos-bio.com/
http://www.geslabs.com/
http://www.akos-bio.com/


20250624 PIL B 25 NOIA Final
Final Audit Report 2025-06-25

Created: 2025-06-24

By: Kelly Davies (Kelly@geslabs.com)

Status: Signed

Transaction ID: CBJCHBCAABAACJ4Q0MCpan_bs5oOgZSbENAkmDuKd13M

"20250624 PIL B 25 NOIA Final" History
Document created by Kelly Davies (Kelly@geslabs.com)
2025-06-24 - 11:42:57 AM GMT

Document emailed to Sikhosande Kula (responsiblepharmacist@akos-bio.com) for signature
2025-06-24 - 11:46:34 AM GMT

Email viewed by Sikhosande Kula (responsiblepharmacist@akos-bio.com)
2025-06-24 - 9:32:12 PM GMT

Document e-signed by Sikhosande Kula (responsiblepharmacist@akos-bio.com)
Signature Date: 2025-06-24 - 9:32:36 PM GMT - Time Source: server

Document emailed to Kelly Davies (Kelly@geslabs.com) for signature
2025-06-24 - 9:32:38 PM GMT

Email viewed by Kelly Davies (Kelly@geslabs.com)
2025-06-24 - 9:33:10 PM GMT

Document e-signed by Kelly Davies (Kelly@geslabs.com)
Signature Date: 2025-06-25 - 12:28:24 PM GMT - Time Source: server

Agreement completed.
2025-06-25 - 12:28:24 PM GMT


	1. What B 25 NOIA is and what it is used for
	2. What you need to know before you use B 25 NOIA
	3. How to use B 25 NOIA
	4. Possible side effects
	5. How to store B 25 NOIA
	6. Content of the pack and other information

		2025-06-25T12:28:26+0000
	Certified by Adobe Acrobat Sign




