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Importation of Turkish Ibuprofen for Children up to 11 years (Orange Flavour) due to 
the current shortage of Canadian-authorized Pediatric Analgesic Products 

 
As the country experiences increased consumer-driven demand for ibuprofen products for infants 
and children, manufacturers are taking all possible measures to ensure product availability, 
however a shortage continues to be experienced in Canada.  
 
Health Canada has permitted the exceptional, temporary importation and sale of ibuprofen 
products under the brand name Pedifen® which is manufactured and licenced in Turkey, by Atabay 
Pharmaceuticals and Fine Chemicals (Atabay Ilac Fabrikasi, A.S.), a pharmaceutical manufacturer 
that already produces and exports active pharmaceutical ingredients (APIs) for the Canadian 
market.  This product for children up to 11 years is permitted for sale and distribution to hospitals 
and retail outlets in Alberta only. 
 
IMPORTANT ACTIONS REQUIRED  

• Alberta Health – Disseminate this communication to the Alberta College of Pharmacy  
• Alberta College of Pharmacy – distribute this communication to Pharmacists 
• Pharmacists – review differences in the dosing device to provide advice to product 

purchasers (parents/caregivers) to avoid medication errors. See important information 
below regarding this approval and its restriction to Alberta market only.   

• Pharmacists and purchasers may contact MHCare Medical directly for questions or 
concerns 1-888-834-1871 

 
Communication for Pharmacists: 
Health Canada has permitted the exceptional, temporary importation and sale of ibuprofen 
products under the brand name Pedifen® which is manufactured and licenced in Turkey, by Atabay 
Pharmaceuticals and Fine Chemicals (Atabay Ilac Fabrikasi, A.S.), a pharmaceutical manufacturer 
that already produces and exports active pharmaceutical ingredients (APIs) for the Canadian 
market.  This product for children up to 11 years is permitted for sale and distribution to hospitals 
and retail outlets in Alberta only.   
 
In order to adequately communicate information to purchasers/caregivers, pharmacists should be 
aware that Pedifen® is sold with different inactive ingredients, including sunset yellow E110 dye and 
a different dosing device with different graduations.  Note, this product is alcohol free.  Please see 
Appendices for pictures of the labels and dosing devices.  
 
Pharmacists with questions can contact MHCare Medical at 1-888-834-1871. Hours of Operation 
are Monday – Friday 9am - 4:30pm MST or see https://www.pedifen.info/communication.  
 
Information on the imported product 

Brand 
name  

Dosage form, 
strength, and 
route of 
administration  

Product description and 
packaging  

Country of 
authorization 
and identifying 
code  

Authorization 
holder  

DEL holder/ 
Importer in 
Canada  

https://www.pedifen.info/communication
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Pedifen® Oral suspension 
(orange flavour), 
ibuprofen 20 
mg/mL  

Each glass amber bottle 
with child-resistant cap 
contains 100 mL 
packaged in a paper box.  
Each box contains a 
plastic dosing spoon.  

Turkey (License 
176/23)  

Atabay Ilac 
Fabrikasi, A.S. 

MHCare 
Medical 
Corporation  

 
The Pedifen® product has some of the same product characteristics as the Canadian-authorized 
product that are relevant to the end user, including active ingredient, dosage form, indications, 
dosing instructions and route of administration. The product, however, differs in the following 
ways: brand, flavour, container, inactive ingredients, dosing device, and storage.  These differences 
may lead to allergies or hypersensitivities that should be considered and monitored as part of 
patient assessment, counselling, monitoring and follow up. 
 
Healthcare professionals are advised that aspects of the inner and outer labels and packaging of the 
Pedifen® branded product may differ from current pediatric products in Canada. Proper selection of 
the intended product must be verified to avoid confusion with other products and prevent 
medication errors.  
 
Comparison of the Pedifen® branded product and Canadian authorized product provided in Table 1.   
 
Table 1. 

Brand  Pedifen® For Children Children’s Motrin®  
(Canadian authorized product)  

Strength  Ibuprofen 100mg/5 mL  Ibuprofen 100 mg/5mL  
Flavour Orange Fruit flavour 

 
Volume / 
Package Size 

100 mL  100 mL  

Container 
/Closure 

Glass amber bottle with child resistant cap Plastic bottle with child resistant cap 

Inactive 
Ingredients 

Agar, citric acid monohydrate, glycerine, 
kaolin, methylparahydroxybenzoate (E218), 
orange aroma, polysorbate, propyl 
hydroxybenzoate (E216), purified water, 
sucrose, sunset yellow E 110 

Acesulfame potassium, citric acid, D&C yellow no.10, 
DF&C red no. 40, flavour, glycerin, polysorbate 80, 
pregelatinized corn starch, purified water, sodium 
benzoate, sucrose, xanthan gum  

Dosing Table 
by Weight  

     Weight           Age Grp       Single Dose        Max Daily 
(lb)          (kg)          (yrs)               (mg)                     (mg) 
72-95   32-43.9        11                 300                      1200 
60-71   27-31.9        9-10              250                      1000 
48-59   22-26.9        6-8                200                       800 
36-47   16-21.9        4-5                150                       600 
24-35   11-15.9        2-3                100                       400 
 

    Weight                 Age Grp           Single Dose        Max Daily 
 (lb)        (kg)                 (yrs)                  (mg)                     (mg) 
72-95   32-43.9             11                     300                      1200 
60-71   27-31.9            9-10                  250                      1000 
48-59   22-26.9             6-8                   200                       800 
36-47   16-21.9             4-5                   150                       600 
24-35   11-15.9             2-3                   100                       400 

Dosing 
Device 

Spoon with graduations  Cup with graduations 

Storage Store in a dry place at room temperature 
under 25 °C  

Store at room temperature (15-30 °C) 



                                                                                             April 6, 2023 

Page 3 of 8 
 

Directions 
for use  

●Shake well before using ●Find right dose on 
chart below. Dosing spoon - full spoon=5mL; 
1st line=2.5mL; 2nd line=1.25mL whenever 
possible dose by weight. ●Repeat dose every 
6-8  hours while symptoms last. ●Do not give 
more than 4 times in 24 hours. 

■Use weight to dose; otherwise use age ■shake well 
before use and ensure all contents of dosage cup are 
taken ■doses may be repeated every 6-8 hours 
while symptoms persist, up to 4 doses/day, or as 
directed by a doctor. 
■ Shake well before using ■Use enclosed dosage cup 
■if possible, dose according to body weight ■single 
dose may be repeated every 6-8 hours as needed ■ 
Do not give more than 4 doses in 24 hours, unless 
directed by a doctor ■Use the lowest effective dose 
for the shortest duration. 

 
Dosing and Directions for Use 
The concentration of this product is 100 mg/5mL, which is the same concentration as the product 
on the Canadian market; therefore, a single dosage and the maximum daily dosage aligns with 
Canadian products.  Please use the chart below and dose based on weight.   Repeat dose every 6-8 
hours while symptoms last.  Do not give more than 4 times in 24 hours.   Do not take more than 
directed.  The dosing device provided with the product allows for the measure of 1.25mL (base of 
the spoon), 2.5mL (first line) and 5mL (full spoon) aliquots.  See Appendix 2 for a picture of the 
dosing spoon.   
 

Weight  
(lbs) 

Weight 
(kg) 

Age  
(yrs) 

Single Dose 
(mg) 

Single Dose 
(mL) 

Max Daily 
(mg) 

Max Daily 
(mL) 

24-35 11.0-15.9 2-3 100 5 400 20 
36-47 16.0-21.9 4-5 150 7.5 600 30 
48-59 22.0-26.9 6-8 200 10 800 40 
60-71 27.0-31.9 9-10 250 12.5 1000 50 
72-95 32.0-43.9 11 300 15 1200 60 

 
Questions or concerns  
 
Parents, and caregivers with questions can contact their local pharmacist or MHCare Medical at     
1-888-834-1871. Hours of Operation are Monday – Friday 9am - 4:30pm MST.  
 
Adverse Events 
Adverse drug reactions associated with the use of Pedifen should be reported to MHCare Medical 
at 1-888-834-1871 or to Health Canada at https://www.canada.ca/en/health-
canada/services/drugs-healthproducts/medeffect-canada/adverse-reaction-reporting.html or by 
calling toll-free at 1-866-234-2345. 
 
 
Sincerely, 
 
 
Keri Shannon 
Chief Operating Officer 
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MHCare Medical 
 
Appendix 1: Pedifen® Product labels  
Bottle Label  
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Outer Carton (Paper box)  
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Appendix 2: Dosing Device 
 

 


