LEAFLET: INFORMATION FOR THE CONSUMER/PATIENT

Novact M 500 IU / 1000 IU
Powder and Solvent for Solution for Injection

Read this leaflet carefully and thoroughly before you start using this medicine because it contains important information for you. 
· Keep this leaflet. You may need to re-read it. 
· If you have any further questions, ask your doctor or pharmacist. 
· This medicine has been prescribed only for you. Do not pass it on to other people. It may harm them, even if their signs of illness are the same as yours. 
· If you experience any side effects, talk to your doctor or pharmacist. This includes any possible side effects not mentioned in this leaflet. See section 4. 
 
What you can find in this leaflet 
1. [bookmark: _Hlk201842060]What Novact M is and what it is used for 
2. What you need to know before using Novact M
3. How to use Novact M
4. Possible side effects 
5. How to store Novact M
6. Contents of the packaging and other information 

 
1. What Novact M is and what it is used for  
Novact M belongs to a group of medicines called clotting factors and contains the active substance human blood coagulation factor IX. This is a special protein involved in blood clotting.
Novact M is indicated for treatment and control of bleeding in patients with blood coagulation factor IX deficiency.


2. What you need to know before using Novact M 

This medicine is prepared using human blood as a raw material. Although rigorous safety measures are applied during manufacturing, the risk of infection transmission cannot be completely eliminated. Your doctor will explain the necessity of this medicine for your treatment and will discuss the potential risks with you and your family to ensure your understanding.

The risk of viral infections, including hepatitis, cannot be entirely ruled out. Patients will be monitored carefully, and appropriate action will be taken if any symptoms are observed. 
[bookmark: _Hlk201844132]

Warnings and precautions
Talk to your doctor or pharmacist before using Novact M.

Patients with Complications or History of Disease

· Patients with Hemolytic/Blood Loss Anemia
There is a very small chance of getting a virus called parvovirus B19 from this medicine. If this happens, you may feel very sick, with fever and sudden anemia (low red blood cells). Tell your doctor right away if you feel unwell.
· Immunocompromised/Immunosuppressed Patients
There is a very small chance of getting a virus called parvovirus B19. If this happens, it may sometimes cause ongoing anemia (low red blood cells). Tell your doctor if you feel unusually tired or weak.

·  Patients with a History of Hypersensitivity to Mouse Protein 
         If you have ever had an allergic reaction to mouse proteins, your doctor will monitor you  
         closely while you are receiving this medicine. 

·  Pregnant Women
This medicine should only be used during pregnancy if your doctor considers that the expected benefits for you are greater than the possible risks to your baby. There is a very small chance of infection with a virus called parvovirus B19. In rare cases, this infection may harm the baby (for example, cause miscarriage, fluid build-up in the baby, or even death). If you are pregnant or think you may be pregnant, talk to your doctor before using this medicine.

· Geriatric Use
This medicine should be used with caution, and your doctor will monitor your condition during treatment. Some physiological functions may be reduced while taking this medicine. 

Precautions Concerning the Preparation of Novact M 
Dissolve according to [Dissolution Method]. Do not mix with other preparations. When transferring the reconstituted solution to a syringe, use a set with a filter. Once dissolved, use within 1 hour. Do not reuse any unused solution.

Precautions Concerning Administration of Novact M 
Do not use if a precipitate is observed at the time of dissolution. Inject slowly at a rate not exceeding 5 mL/minute.

Precautions Concerning the Dispensing of Novact M 
Keep out of reach of children. Follow the attending physician’s instructions for handling of used medical devices.

Other medicines and Novact M
No interaction of Novact M with other medicinal products has been studied.

Traceability
Whenever possible, please record the name of the medicine and the manufacturing number or code (lot no.), and the date each time you use Novact M (for example, in your diary) to keep track of the product information. 

3. How to use Novact M

Always use this medicine exactly as your doctor or pharmacist has told you. Check with your doctor or pharmacist if you are not sure.
This medicine is dissolved in the provided Water for Injection (JP), and usually 800-1600 IU of blood coagulation factor IX per dose is slowly injected intravenously. The dosage should be adjusted appropriately according to your age and symptoms.

[bookmark: _Hlk202452354]When to use Novact M
Novact M is indicated for:
•	Treatment and control of bleeding in patients with blood coagulation factor IX deficiency.
This medicine helps your blood clot more easily by replacing a protein called factor IX, which is missing or low in your blood. This can help stop bleeding more effectively.

How to use Novact M
This medicine is an injectable drug.
The dosage and frequency will be determined by your doctor based on your symptoms, body weight, and other factors.
· Dosage: Typically ranges from 800 to 1600 IU of factor IX, adjusted based on age, clinical condition, and bleeding severity.
· Preparation: Reconstitute with the provided Water for Injection (JP).
· Administration:
· Administer slowly by intravenous injection.
· Injection rate must not exceed 5 mL per minute.
· For self-administration or caregiver administration, appropriate training is required.

How long the treatment lasts 
· Half-life: The mean blood half-life of factor IX after administration is 24.0 hours.
· Stability after dissolution:
· Chemically and physically stable for 24 hours at room temperature (up to 30°C).
· However, must be used within 1 hour after dissolution.

Instructions for Home Treatment
Please read all instructions and follow them carefully!
Do not use Novact M after expiry date printed on the label.
After dissolution, Novact M should be inspected visually for particulate matter and discoloration prior to administration. 
The solution should be clear or slightly yellow. Do not use if it is cloudy or have deposits.
It must be used within 1 hour after dissolution to prevent microbial contamination.
Instructions on how to use Novact M:

Preparation before dissolution
1. Wash hands thoroughly
Wash your hands carefully with liquid soap, including fingertips.

2. Check that all necessary items are available
Ensure the following items are present before starting:
· Product vial (lyophilized powder)
· Solvent vial (Water for Injection)
· Alcohol swabs
· Needle for transfer
· Syringe
· infusion set

3. Clean the workspace
Make sure the surface where you will prepare the medicine is clean and disinfected.

4. Please dispose of used medical waste in accordance with local regulations.

Dissolution Method and Administration
1. Remove the caps from both the product vial and the solvent vial, and disinfect the rubber stoppers.

2. Attach the needle for transfer to the syringe. Draw air into the syringe up to the 10 mL mark, then insert the needle into the solvent vial and inject the air.
Note: To prevent air from being drawn back into the syringe, do not release your thumb from the syringe plunger.

3. With the needle still inserted, invert the solvent vial. Gently withdraw the full amount of solvent by gradually releasing the pressure of your thumb on the plunger. It is acceptable if some air is also drawn back into the syringe.

4. After withdrawing the solvent, remove the needle from the solvent vial and draw additional air into the syringe until the total volume reaches 20 mL.

5. Insert the needle into the product vial and inject the solvent.
Note: Due to negative pressure inside the product vial, the solvent may be rapidly transferred upon insertion. Small bubbles may form during this process but will dissipate shortly.

6. With the needle still inserted, gently swirl the vial until the lyophilized product is completely dissolved.
Note: Do not use the solution if any precipitate remains after dissolution.

7. Keeping the vial upright and the the needle inserted, inject the remaining air from the syringe into the vial.
Note: To prevent air from being drawn back into the syringe, do not release your thumb from the syringe plunger.

8. While keeping the syringe plunger pressed, hold the product vial with your other hand and gently lift it to invert the vial.

9. Gradually release the pressure on the plunger to allow the air to push the solution into the syringe slowly and safely. Withdraw the entire volume of the reconstituted solution.

10. Once the solution is fully drawn into the syringe, replace the needle with a winged infusion set to complete the preparation.

If you use more Novact M than you should
If you feel anything unusual, please consult your doctor or pharmacist.
Using a large amount of Novact M may cause a serious condition called disseminated intravascular coagulation (DIC). Symptoms of DIC include nosebleeds, bleeding gums, and bruising. 
If you notice any of these symptoms, contact your doctor immediately.

If you forget to use Novact M
Never administer two doses at once. 
If you miss a dose, consult your doctor or pharmacist for advice.

[bookmark: _Hlk202453419]If you stop using Novact M
If you stop using Novact M, you may no longer be protected against bleeding or a current bleed may not stop. Do not stop using Novact M without consulting your doctor.
If you have any further questions on the use of this medicine, ask your doctor, pharmacist or nurse.


4. Possible side effects 

Like all medicines, this medicine can cause side effects, although not everybody gets them.


As the following adverse reactions may occur, patients should be monitored carefully. Appropriate measures, such as discontinuation of administration, should be taken if any abnormalities are observed.
Anaphylaxis (incidence unknown)
Other Adverse Reactions
	
	Incidence unknown

	Hypersensitivity
	Pyrexia, flushed face, urticaria

	Other
	Chills, low back pain, inhibitor development



Reporting of Adverse effects
If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not listed in this leaflet. You can also report side effects directly via the national reporting system, details of which are published on the website of the Agency for Medicines and Medical Devices: http://amdm.gov.md or by e-mail: farmacovigilenta@amdm.gov.md . By reporting side effects, you can help provide additional information on the safety of this medicine.


5. How to store Novact M

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the package.

Store at 30℃ or below. Do not freeze. 
Store this medicine protected from light after opening the package. 

Shelf Life
· Unopened vial: 3 years from the date of manufacture
· After dissolution: it should be used within 1 hour
Specified biological product Prescription-only drug

Note) Caution - Use only pursuant to the prescription of a physician, etc.

For handling used medical devices, follow the instructions provided by your doctor or pharmacist.
Dispose of waste in accordance with applicable regulations.

6. Contents of the pack and other information

What Novact M contains

	
Brand name
	Novact M

	
	500 IU
	1000 IU

	Active ingredient
	Blood coagulation factor IX
	500 International Unit (IU)
	1000 IU

	


Excipients
	Human serum albumin
	100 mg

	
	Sodium citrate hydrate
	29 mg

	
	Glycine
	25 mg

	
	Sodium chloride
	37 mg

	
	pH adjuster
	proper amount

	Attached solvent
	Water for Injection (JP)
	5 mL



What Novact M looks like and contents of the pack
Novact M is presented as powder and solvent for solution for injection.
The powder is white to slightly yellow lyophilized powder.
The solvent is slightly yellow, clear liquid. After dissolution, it becomes colorless to slightly yellow, clear liquid. 

All pack sizes include:
< Novact M 500 IU >
· 1 product vial (lyophilized powder)
· 1 solvent vial (5 mL of Water for Injection, JP)
< Novact M 1000 IU >
· 1 product vial (lyophilized powder) 
· 1 solvent vial (5 mL of Water for Injection, JP)

Marketing Authorisation Holder 
ZAS Pharma Ltd
80/22 Mymensingh Road, Nurjehan Tower, 3rd Floor, 
Bangla Motor, Dhaka-1000, Bangladesh

Manufactured by:
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KM Biologics Co., Ltd.

1-6-1 Okubo, Kita-ku, Kumamoto-shi, Kumamoto, Japan




