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Medicinal product [_JVaccine [] Other Biological Products [_]Herbal product [_]JOther (Please Specify):

Brand Generic Name
name
Batch/Lot Manufacturin Expiry Date of
N° g Date date receipt
Name of manufacturer Physical Address and

Country of Origin
Name of Distributor/Supplier Distributor/ Supplier’s

Address

[] Tablets /capsules

[] Suspension/Syrup

[ Injectable/Infusions

[] Creams/Ointment/Liniment/Paste

[CIColor/odor change
[JMolding

Turbidity
[CIMislabelling

[] Pessaries [IPoor Packaging/ lack of patient leaflet/ lack measuring devices
[] Suppository [CJTherapeutic ineffectiveness

[] Powder for reconstitution of oral suspension [Jparticulate matter

[] Powder for reconstitution of injection [CIseal Integrity of packs and/ or Leakage

[] Ear/Eye drops [CJcaking

[JDiluents [JSeparating

[CINebulizing solutions ] Incomplete packs

[JOther (Please Specify) .......cceveioeeeeeeieeee e ee e, [CJPowdering/crumbling

[] Suspected falsified/ Substandard
[CJOthersSpecify) ..........ccoooeiiiieiiii

Describe the Complaint in details:

Does product require refrigeration? YES[INO[]
Does product require protection from light? YES[JNO[]
Does product require protection from Moisture? YES[CINO ]
Was it stored following manufacturer/Rwanda FDA guidelines?YES[] NO[]

Other Storage details (if necessary):

When did you notice the poor-quality problem?

[L]Before taking/administering the product [CJAfter a complaint of the patient [J Stop Taking/Administration of the product
[ Iwhile taking/administering the product [CJAfter Visual inspection [JQuarantining the product

L] After taking/administering the product CAfter quality control [J Returning the product to the supplier
CWhen the patient returned the product [C1Other(Specify)...........cocvvveeeeen... CJOther (SPecify):........ovoveveenrensnns

Have you experienced any adverse event after taking this medicine? YES [] NO [_]If YES, please complete the ADR/AEFI Reporting Form.

Name of reporter: Qualification: Phone number:
Name of Health District: Report Reference No:
Facility
E-mail Address: Contact/Tel Date of report:
No:

All information is held in strict confidentiality and will not disclose reporter’s identity in response to any public request. Information supplied will
contribute to the improvement of safety and vigilance of Medical Products in Rwanda. Once this form is completed please send it to Rwanda FDA
via the following email: pv_sm@rwandafda.gov.rw
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