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RefN° /120~ /RwandaFDA/2020

Title:Recall for some batches of Trimebutine (Debridat® 4.8mg/ml eranules for oral suspension,

125 ml and 2 Debridat® 24mg/5ml sranules for oral suspension, 250 ml)

Reference made to the law N° 003/2018 of 09/02/2018 establishing Rwanda FDA, especially in its

article 8, paragraph 13, the Authority is mandated to regulate compliance with quality standards

relating to the manufacture, storage, sale, distribution, use, import and export, labels, packages and

raw materials used in the manufacture of products regulated under this Law also in its article 8

paragraph 13 the Authority is mandated to disseminate information on quality and safety of products

regulated under this Law to health professionals and to other concerned persons;

It is in this regards that Rwanda FDA has received a notification of quality issue from the marketing

authorization holder (Pfizer) where some batches of debridat granules for oral suspension were found

with potential foreign materials in the product. However, as a precautionary measure, the company is

voluntarily recalling the products from the market. Rwanda FDA regrets to notify that the following

batches were affected:

Description Batch Exp. Date | Manufacturer Marketing

Number Authorization Holder
Debridat®24mg/5ml 3814 06/2020 FARMEA Pfizer Holding France
granules for oral 3815 06/2020 10, rue Bouche
suspension, 250 ml - Thomas

3816 06/2020 Zac SUD

3817 06/2020 | ’'ORGEMONT

9000
3818 | 06/2000 | 000 Angers




[ 3819 06/2020
3820 06/2020
3851 1072020
3852 10/2020
3853 10/2020
3867 02/2021
Debridat®4.8mg/ml 3856 11/2020 FARMEA Pfizer Holding France
granulefs for oral 3857 11/2020 10, rue Bouche
suspension, 125 ml Thomas
3858 112020 | 7ac SUD
3859 12/2020 | ORGEMONT
3860 P77 T i

Action to be taken

Rwanda Food and Drug Authority instructs all importers, wholesale pharmacies, District Pharmacies,

retailers pharmacies, Public and Private Health Facilitie
the above incriminated batches of debridat

for suitable management.

The importers and suppliers of incriminated debridat granules
report to Rwanda FDA  within 10 working days
distributed, quantities returned and final stock on ha

Sincerely,

Dr. Charles KARANGWA

Ag. Director General

CC:

* Hon. Minister of Health Py
* Hon. Minister of state in Charge of Primary Health care

s to stop the distribution and dispensing of
granules for oral suspension and return them to suppliers

for oral suspension are requested to
the quantities imported per product, quantities
nd.
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