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The Rwanda FDA is mandated by Law Nº 003/2018 to protect 
public health by making sure that medicines and health 
products in Rwanda are safe, effective, and of good quality. 

This bulletin shows our ongoing commitment to openness, 
teamwork and continuous improvement in how we monitor 
medicine Safety.

Healthcare is changing fast, with new medicines, vaccines, and 
technologies arriving every day. While this brings great benefits, 
it also creates new challenges in managing risks. Our job as a 
regulatory authority is to stay ahead of these challenges and act 
early to protect the health of every person in Rwanda.

Over the past years, Rwanda FDA has worked hard to strengthen 
our medicine safety systems. We have trained hundreds of health 
workers across the country on how to detect and report side effects 
from medicines and vaccines. We have also introduced VigiMobile, a 
phone app that allows health facilities to report safety concerns in 
real time, making our data faster and more reliable.

None of this would have been possible without the support of our 
partners, the World Health Organization (WHO), Africa CDC, Akros 
Research, and the European Union Twinning Programme. Together, 
we have aligned our work with international standards and 
contributed to stronger medicine safety systems across Africa.

This bulletin highlights key results from our work. Between January 
2024 and July 2025, Rwanda FDA received 1,678 safety reports, 
692 about medicine side effects and 986 about vaccine reactions. 
Most reported events were not serious, confirming the overall 
safety of medicines and vaccines currently in use. During this period, 
528 health workers were trained, and 220 health centres were 
supervised. We also recalled 38 batches of medical products due to 
quality concerns. A few serious cases still need follow-up, reminding 
us that vigilance must never stop.

Looking ahead, we will continue to expand digital reporting, improve 
data analysis, and work closely with health workers and the public. 
We will also pay close attention to the safety of new malaria 
treatments as Rwanda tackles drug resistance.

I sincerely thank all healthcare workers, partners, and Rwanda FDA 
staff for their dedication to our shared mission. Every safety report, 
every training, and every partnership brings us closer to a healthier 
Rwanda.

Prof. Emile BIENVENU 
Director General

FOREWORD

Prof. Emile BIENVENU 
Director General
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Rwanda FDA is proud to share the key findings from its fourth Medicine 
Safety Bulletin, covering the period from January 2024 to July 2025. 
This bulletin reflects our ongoing commitment to keeping medicines and 

vaccines safe for everyone in Rwanda.

Reporting is growing. Between January 2024 and July 2025, Rwanda FDA 
received 1,678 safety reports, 692 about medicine side effects and 986 about 
vaccine reactions. Reports came from hospitals, health centres, and vaccination 
sites across all districts and provinces of Rwanda. In 2024 alone, 880 reports 
were received, followed by 798 in just the first seven months of 2025, showing 
that health workers are reporting consistently and actively.

Most reactions were not serious. About 85% of medicine side effect reports 
and 80% of vaccine reaction reports were classified as not serious. The most 
commonly reported symptoms were headache, fever, and injection site pain, 
reactions that are well known, usually mild, and resolve on their own without 
treatment. A small number of serious cases are being followed up to ensure 
patient safety.

Health workers are better equipped. Rwanda FDA trained 528 health workers 
on medicine safety monitoring and the use of the VigiMobile app, a phone-
based tool that allows real-time reporting of safety concerns directly from 
health facilities. Rwanda FDA also supervised 220 health centres across the 
country to strengthen reporting systems and ensure guidelines are being 
followed.

New malaria treatments are showing encouraging results. Rwanda introduced 
two new malaria treatments, DHAP and ASPY, to address growing resistance 
to Coartem. Of 146 patients reviewed, all were successfully cured with no cases 
of malaria returning. No severe side effects were recorded, though monitoring 
continues.

Product quality is being actively enforced. Rwanda FDA recalled 38 batches 
of medical products due to quality concerns, covering medicines, medical 
devices, and diagnostic test kits. About 74% of recalls were initiated voluntarily 
by manufacturers and distributors, reflecting a growing sense of responsibility 
within the industry. Only one recall involved a serious health risk.

Rwanda is investing in stronger safety systems. Through partnerships with 
WHO, Africa CDC, the European Union Twinning Programme, and continental 
programmes such as the AU-3S, Rwanda FDA is continuously building faster, 
more reliable, and internationally aligned medicine safety systems for the 
benefit of all people in Rwanda.

KEY HIGHLIGHTS 
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PART I: MEDICINE AND VACCINE SAFETY MONITORING

1.	 Capacity building of healthcare  professionals

1.1. Training of healthcare professionals from health centers on 
Pharmacovigilance and vaccine safety surveillance

Rwanda FDA, in partnership with the WHO Country Office, Africa CDC, and the Akros 
project, conducted a series of training sessions for health workers across Rwanda to 
strengthen medicine and vaccine safety monitoring. 

The trainings focused on the basics of safety surveillance and how to report suspected side 
effects and reactions. A total of 217 health workers were trained, funded by Africa CDC 
through the Akros project. As a result, health workers now have stronger practical skills 
to detect, report, and respond to safety concerns quickly, helping to protect patients and 
build public trust in vaccines. This initiative demonstrates the value of strong partnerships 
in improving healthcare quality and ensuring that medicines and vaccines are used safely 
across Rwanda.

Photo 1: Training of Nurses from health centers on pharmacovigilance and vaccine safety surveillance (Kigali, 
June 2025)

1.2. Official Launch of the VigiMobile Application 

Rwanda FDA, with financial and technical support from the WHO country office, organised 
training on medicine safety reporting and the use of the VigiMobile application. A total of 528 
health workers from health centres across the country were trained on how to use the app, 
which allows health workers to report medicine side effects and vaccine reactions quickly 
and directly from their health facility in real time.
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 The training aimed to make reporting easier, reduce underreporting, and improve the quality 
and timeliness of safety data submitted to Rwanda FDA. Since its introduction, VigiMobile 
has noticeably improved the number and quality of reports received, supporting better 
regulatory decisions and stronger patient protection. The app also reduces errors by capturing 
information electronically. This initiative reflects Rwanda FDA’s commitment to building a 
stronger medicine safety system through technology and international partnership with 
WHO.

Photo 2: Launch of the VigiMobile application during training with health professionals                                                   
(Musanze, December 2024)

Photo 3: Training for health professionals on the importance of reporting adverse drug events using the VigiMobile 
application (Musanze, December 2024) 
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Photo 4: Practical session on the use of the VigiMobile 
application (Kigali, August 2025)

1.3 Supportive supervision of 
health centers

Rwanda FDA, in collaboration with Akros 
Research/Africa CDC and the WHO country 
office, carried out supportive supervision 
visits to health centres across Rwanda to 
strengthen medicine safety monitoring. The 
visits aimed to raise awareness, build the 
capacity of health workers to identify and 
report medicine side effects, and ensure 
compliance with national medicine safety 
guidelines. During the visits, Rwanda FDA 
provided training and tools, including the 
VigiMobile app, to make reporting easier and 
faster. Rwanda FDA also collected previously 
unreported reactions during the visits. 
Health centres were encouraged to share 
feedback, helping Rwanda FDA develop 
practical solutions to address challenges at 
the facility level. A total of 220 health centres 
were visited. This initiative reflects Rwanda 
FDA’s commitment to protecting patients, 
improving healthcare quality, and building 
a stronger medicine safety system through 
active collaboration with health workers, 
facilities, and international partners.

Photo 5: Supportive supervision at Kinyinya Health Center (August 2025)
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2.	 Collaboration with partners to strengthen Pharmacovigilance 
across the continent

2.1. Technology Onboarding Workshop for Wave 2 Member States and the 
AfriVigilance Technical   Working Group (TWG) in Lusaka /Zambia

Rwanda FDA is part of the African Union Smart Safety Surveillance programme, which 
works to improve medicine safety monitoring across Africa. Rwanda FDA staff took part in 
a Technology Onboarding Workshop alongside other African member countries, focused 
on migrating medicine safety data onto a shared digital platform called Safety Connect. 
Participants built skills in data entry, validation, and analysis on the platform, and began 
sharing safety data across borders to support more consistent regional monitoring. This 
collaboration strengthens Rwanda FDA’s ability to detect and respond to safety concerns 
more quickly, contributing to better patient protection not only in Rwanda but across the 
continent.

 Photo 6: AfriVigilance Technical Working Group (TWG) in Lusaka, Zambia (August 2025)

2.2. Strengthening Regional and International Medicine Safety Collaboration

Rwanda FDA joined the African Union 
Smart Safety Surveillance Programme, 
which brings together African regulatory 
authorities to share knowledge, methods, 
and real-time safety data, enabling faster 
detection of and response to medicine 
safety concerns across the region. 

The programme also provides targeted 
training and capacity building to help 
regulatory authorities improve reporting 

systems and data analysis. As part of this 
work, an orientation workshop was held in 
Nairobi to build technical skills for running 
a shared regional signal validation system, 
helping African regulatory systems stay 
proactive and aligned with global safety 
standards.

Additionally, under the European Union 
Twinning programme, Rwanda FDA staff 
received specialised training from highly 
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experienced experts from Lithuania on reviewing Risk Management Plans and Periodic Safety 
Update Reports submitted by medicine manufacturers. 

  This training strengthens Rwanda FDA’s capacity to make well-informed regulatory decisions, 
protect patients, and meet internationally recognised standards, reflecting the authority’s 
ongoing commitment to building a world-class regulatory system.

Photo 7: Signal Validation Hub (SVH) workshop in Nairobi, Kenya (September 2025)

Photo 8: Training of Rwanda FDA staff on assessment of RMPs and PSURs (Kigali/Rwanda, March 2025)
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3.	 Immunization safety report: January 2024 – July 2025

3.1. Safety Reporting Overview

Between January 2024 and July 2025, 
Rwanda FDA received 1,678 safety reports 
— 692 reports of suspected medicine 
side effects and 986 reports of reactions 
following vaccination. Reports came from 
hospitals, health centres, and vaccination 
sites across all districts and provinces of 
Rwanda, submitted mainly by nurses, 
doctors, and pharmacists. In 2024, 880 
reports were received, followed by 798 in 
the first seven months of 2025, reflecting 
growing engagement among health 
workers and steady progress in medicine 
and vaccine safety monitoring.

3.2. Patient Demographics

Looking at the age of people in the reports, 
most reactions were reported in people 
aged 18 to 44 years, making up about 60% 
of all cases (1,005 people). The next largest 
group was adults aged 45 to 64 years, who 
accounted for about 19% of cases (323 
people).

This pattern likely reflects the fact that 
younger adults tend to use health services 
more frequently and are more likely to 
receive vaccinations and treatments.

Figure 1. Safety reports per year
January 2024 - July 2025  |  Rwanda FDA   | N = 1,678
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Figure 2. Age categories of reported cases

When looking at gender, women made up the majority of reports in both categories. For 
vaccine reactions, 71% of reports were from women and 27% from men, with the remaining 
cases having no gender recorded. For medicine side effects, 63% of reports were from women 
and 26% from men, with 11% having no gender information recorded. This pattern is seen in 
many countries around the world, where women tend to report health concerns more often 
than men, which may be linked to differences in biology, health-seeking behaviour, or greater 
involvement in public health programmes such as vaccination.

3.3. Characterization of Reported Events

Looking at how serious the reported reactions were, the majority were not serious in both the 
vaccine reaction and medicine side effect reports. Specifically, about 80% of vaccine reaction 
reports (785 cases) were not serious, while about 20% (192 cases) were serious, including 15 
deaths. Similarly, for medicine side effects, about 85% of reports (587 cases) were not serious 

January 2024 - July 2025  |  Rwanda FDA   | N = 1,678
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and about 15% (105 cases) were serious. This data shows that serious reactions made up 
only a small proportion of all reports, which is reassuring and suggests that the medicines 
and vaccines currently in use in Rwanda have a generally good safety profile.

Figure 3. Gender distribution - Vaccine reactions (AEFI)
January 2024 - July 2025  |  Rwanda FDA   | N = 986

Looking at the most commonly reported symptoms across both vaccine reactions and 
medicine side effects, the top three were headache (12%), fever (11%), and pain at the injection 
site (11%). These are well-known reactions that are commonly expected after receiving a 
vaccine or taking certain medicines, and they usually get better on their own without any 
treatment. Continued reporting by health workers and patients remains essential to catching 
any unexpected safety concerns early and maintaining public confidence in vaccines and 
medicines.

3.4. Drug/Vaccine Characteristics

Most vaccine reaction reports were linked to vaccines used in mass vaccination campaigns, 
particularly the Mpox vaccine (Jynneos). Most medicine side effect reports were linked to 
medicines used to treat high blood pressure, particularly a medicine called Nifedipine.
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Figure 4. Gender distribution - medicine side effects (ADR)

January 2024 - July 2025  |  Rwanda FDA   | N = 692

3.5. Recommendations

1.	 Continue training health workers and involve community health workers 
in detecting and reporting medicine side effects and vaccine reactions 
promptly.

2.	 Encourage health workers to record product details carefully, including batch 
numbers, manufacturing dates, and expiry dates, to help trace products if a 
safety concern arises.

3.	 Conduct refresher training sessions on how to report medicine and vaccine 
reactions to improve the quality and completeness of the reports submitted.
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Figure 5. Seriousness of medicine side effects (ADR)
January 2024 - July 2025  |  Rwanda FDA   | N = 692

3.6. Conclusion

A small number of serious cases require further investigation, but these do not indicate 
that the overall benefits of the medicines and vaccines in use are outweighed by the risks. 
Continued monitoring, prompt follow-up of reported cases, and ongoing strengthening of 
medicine safety systems remain key priorities.
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Figure 6. Seriousness of Vaccine reaction (AEFI)
January 2024 - July 2025  |  Rwanda FDA   | N = 986
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Figure 7. Most commonly reported adverse events by symptom
January 2024 - July 2025  |  Rwanda FDA   | N = 1,678
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Figure 8. Most commonly reported vaccines associated with reactions
January 2024 - July 2025  |  Rwanda FDA   | N = 986 Vaccine reaction reports
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Figure 9. Most commonly reported reported medicines associated with side effects
January 2024 - July 2025  |  Rwanda FDA   | N = 692 Vaccine side effect reports
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4.	 Safety monitoring of novel malaria treatments in Rwanda

4.1. Adverse events on Dihydroartemisinin-Piperaquine (DHAP) and 
Artesunate Pyronaridine (ASPY)

Rwanda has been facing a growing problem 
with its main malaria medicine, Coartem, 
becoming less effective as the malaria 
parasite develops resistance to it. To 
address this, Rwanda introduced two new 
WHO-recommended malaria treatments: 
Dihydroartemisinin-Piperaquine (DHAP) 
and Artesunate Pyronaridine (ASPY). While 
malaria cases had dropped significantly 
to around 200,000 in 2023/24, a worrying 
increase of nearly 46% was recorded in 
2024, making it urgent to bring in these new 
treatments.

To ensure patient safety, Rwanda FDA began 
actively monitoring side effects at selected 
hospitals and clinics. Health workers 
followed up with patients by phone after 
malaria treatment, recording and reporting 
any side effects using the VigiMobile app. A 
total of 146 patients have been reviewed so 
far. Women made up 57% of cases, and the 
age group most commonly affected was 22 
to 31 years old.

All 31 reported side effects were linked to 
DHAP. The most common were nausea, 
reported by 39% of affected patients, 
and body weakness, reported by 23%. No 
side effects were reported for ASPY, most 
likely because it was used in fewer health 
facilities. Masaka District Hospital recorded 
the highest number of malaria cases at 47%, 
the most resistance to Coartem at 49%, 
and the most reported side effects at 55%. 
Encouragingly, all treated patients were 
cured with no cases of malaria returning.

Overall, DHAP appears well tolerated, and 
the safety results so far are encouraging 
with no severe side effects reported. 
Continued monitoring, wider use of ASPY, 
and involvement of more health facilities 
will build a fuller safety picture. Rwanda 
FDA encourages all health workers to report 
side effects promptly, reinforcing public 
confidence in these new treatments and 
supporting Rwanda’s long-term malaria 
control strategy.
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Figure 10. Side effects reported for new malaria treatments (DHAP)
Active safety monitoring  |  Rwanda FDA   | N = 31 side effect reports from 146 patients reveiwed

5.	 Medicine safety information communication

Medicine safety communication is a cornerstone of pharmacovigilance, ensuring that accurate 
and timely information reaches all stakeholders to support informed decision-making and 
risk minimization. This communication spans product leaflets, alerts notification, and public 
safety reports, enabling healthcare professionals and patients to adopt safe practices.

Guided by established safety and vigilance guidelines, Rwanda FDA regularly prepares and 
disseminates safety updates to health professionals, patients, and marketing authorization 
holders. These updates highlight newly identified risks associated with medicines or vaccines 
and recommend appropriate risk mitigation measures. 
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Effective communication goes beyond issuing notices, it requires that messages are 
clearly understood by the intended audience and prompt appropriate action. When safety 
information is received, understood, and acted upon as intended, it strengthens patient safety 
and fosters trust in the healthcare system.

Table 1. Medicine safety information for health workers
Rwanda FDA   | Important safety alerts for five medicines and medicine groups
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1.	 Purpose and approach of product recalls and import 
suspension

Recalling medicines and suspending imports are two important tools Rwanda FDA uses to 
protect public health by quickly removing unsafe, poor quality, or fake products from the 
market. Beyond their immediate protective role, recalls also help identify weaknesses in 
manufacturing, distribution, and regulation, creating opportunities to improve systems and 
prevent problems from recurring. 

To tackle recurring issues more proactively, Rwanda FDA is shifting from reacting to problems 
after they occur toward preventing risks before they reach patients. This includes using digital 
tracking systems to follow every medicine pack from manufacturer to patient, enabling 
precise identification of affected products during recalls. Rwanda FDA also works closely with 
regional and global partners to align standards and respond more quickly, and has introduced 
a risk-based approach to market monitoring; directing resources where they are most needed 
and ensuring decisions are based on solid evidence.

2.	 Recall Statistics and Key Findings
Between April 2024 and October 2025, Rwanda FDA carried out 38 product recalls covering 
human and veterinary medicines, medical devices, and diagnostic test kits. Of these, 28 
recalls (74%) were initiated voluntarily by manufacturers or a distributor, reflecting growing 
industry accountability, while 10 recalls (26%) were ordered by Rwanda FDA through 
regulatory enforcement. Only 1 recall (3%) was classified as a serious health risk, while the 
remaining 37 (97%) involved moderate risks requiring timely corrective action. Rwanda FDA 
also suspended the Relief tablet after an unauthorised version was found on the market, 
with further investigation revealing five different versions claiming different manufacturers, a 
serious finding pointing to possible fake products. 

These results highlight the importance of continuous market monitoring and strong 
collaboration between Rwanda FDA, manufacturers, distributors, and health workers to 
maintain a safe medicine supply for all patients.

PART II: RECALLS AND SUSPENSION: MOVING FROM 
REACTION TO PREVENTION



Medecine Safety | JUNE 2026

24 RWANDA FOOD AND DRUGS AUTHORITY (FDA) | Newsletter  Issue: 04

Ta
bl

e 
2:

 R
ec

al
le

d 
m

ed
ic

al
 p

ro
du

ct
s 

fr
om

 A
pr

il 
20

24
 a

nd
 O

ct
ob

er
 2

02
5

N
O

D
at

e 
of

 re
ca

ll
M

ed
ec

in
e 

in
cr

im
in

at
ed

 
BA

TC
H

 N
O

. &
 

EX
PI

RY
 D

AT
E

Ty
pe

s 
an

d 
Cl

as
s 

of
 

Re
ca

ll

M
an

uf
ac

tu
re

r
Sa

fe
ty

/Q
ua

lit
y 

is
su

e

1
12

/0
4/

20
24

Be
ny

lin
 P

ed
ia

tr
ic

s 
Sy

ru
p 

BN
:3

29
30

4 
Ex

p:
Ap

ril
 2

02
4

St
at

ut
or

y 
Re

ca
ll, 

Cl
as

s I
Jo

hn
so

n 
&

 
Jo

hn
so

n,
 S

ou
th

 
Af

ric
a

Th
e 

m
ed

ic
in

e 
co

nt
ai

ne
d 

un
ac

ce
pt

ab
le

 h
ig

h 
le

ve
l o

f 
di

et
hy

le
ne

 g
ly

co
l

2
26

/0
5/

20
24

W
ar

fa
rin

 1
m

g 
ta

bl
et

s 
BN

:T2
20

23
7

St
at

ut
or

y 
Re

ca
ll, 

Cl
as

s I
I

 
Th

e 
m

ed
ic

in
e 

do
es

 n
ot

 m
ee

t 
qu

al
ity

 st
an

da
rd

s w
ith

 re
ga

rd
s t

o 
un

ifo
rm

ity
 o

f c
on

te
nt

s.

3
30

/0
6/

20
24

Eff
er

al
ga

n 
vi

ta
m

in
e 

c 
50

0m
g/

20
0m

g
I

St
at

ut
or

y 
Re

ca
ll, 

Cl
as

s I
I

U
PS

A 
SA

S,
 F

ra
nc

e
Th

e 
m

ed
ic

in
e 

ha
d 

Co
lo

r c
ha

ng
e 

fro
m

 w
hi

te
 to

 b
ro

w
n 

co
lo

r

4
30

/0
6/

20
24

Te
tra

cy
cl

in
e 

ey
e 

oi
nt

m
en

t 
BN

:2
30

38
St

at
ut

or
y 

Re
ca

ll, 
Cl

as
s I

I
Cu

ris
 L

ife
sc

ie
nc

e 
Pv

t L
td

, In
di

a
D

isc
lo

ra
tio

n

5
03

/0
1/

20
25

Ca
pt

op
ril

 1
2.

5 
m

g 
ta

bl
et

s U
SP

 
BN

 8
51

81
Vo

lu
nt

ar
y 

re
ca

ll, 
Cl

as
s I

I
La

b 
&

 A
lli

ed
 Lt

d,
 

Ke
ny

a
M

ed
ic

in
e 

fa
ile

d 
di

ss
ol

ut
io

n 
ra

te
 te

st
, 

un
ifo

rm
ity

 o
f c

on
te

nt
 

6
03

/0
1/

20
25

O
m

ire
n 

(O
m

ep
ra

zo
le

 
Ca

ps
ul

es
 B

P 
20

 m
g)

 
BN

: 0
01

24
  

Ex
p.

 3
/2

02
6

Vo
lu

nt
ar

y 
re

ca
ll, 

Cl
as

s I
I

RE
N

E 
IN

D
U

ST
RI

ES
 

LT
D,

 K
am

pa
la

/ 
U

ga
nd

a

M
ed

ic
in

e 
fa

ile
d 

to
 co

m
pl

y 
w

ith
 

di
ss

ol
ut

io
n 

te
st

 sp
ec

ifi
ca

tio
ns

7
27

/0
1/

 2
02

5
Ch

lo
rp

he
ni

ra
m

in
e 

(C
ha

le
at

e)
 4

 m
g 

ta
bl

et
s 

BN
: 8

49
36

 E
xp

. 
10

/ 2
02

6 
Vo

lu
nt

ar
y 

re
ca

ll, 
Cl

as
s I

I
La

b 
&

 A
lli

ed
 Lt

d,
 

Ke
ny

a
Th

e 
pr

od
uc

t f
ai

le
d 

to
 co

m
pl

y 
w

ith
 

un
ifo

rm
ity

 o
f c

on
te

nt
 a

nd
 a

ss
ay

 
te

st
 sp

ec
ifi

ca
tio

ns
.

8
03

/0
1/

 2
02

5
D

ix 
(D

ig
ox

in
 Ta

bl
et

s 
0.

25
 m

g)
 

BN
:T3

60
28

 
Ex

p.
10

/2
02

6
Vo

lu
nt

ar
y 

re
ca

ll, 
Cl

as
s I

I
Ag

og
 P

ha
rm

a 
Lt

d
Th

e 
pr

od
uc

t f
ai

le
d 

to
 co

m
pl

y 
w

ith
 

un
ifo

rm
ity

 o
f c

on
te

nt
 a

nd
 a

ss
ay

 
(o

ve
rd

os
ed

) t
es

t s
pe

ci
fic

at
io

ns

9
10

/1
0/

20
24

Eff
er

al
ga

n 
Vi

ta
m

in
e 

C 
BN

: A
60

91
Vo

lu
nt

ar
y 

re
ca

ll, 
Cl

as
s I

I
U

PS
A 

SA
S,

 F
ra

nc
e

Co
lo

r c
ha

ng
e 

fro
m

 w
hi

te
 to

 b
ro

w
n 

co
lo

r



JUNE 2026   | Medecine Safety

25Newsletter  Issue: 04  | RWANDA FOOD AND DRUGS AUTHORITY (FDA)

10
02

/0
9/

20
24

M
et

hy
ld

op
a 

25
0 

m
g 

ta
bl

et
s 

BN
:2

11
37

1,
 

21
13

72
, 2

11
37

3
Vo

lu
nt

ar
y 

re
ca

ll, 
Cl

as
s I

I
Se

va
tto

 P
ha

rm
a 

30
3,

 G
uj

ar
at

, 
In

di
a

Ph
ys

ica
l a

pp
ea

ra
nc

e 
( C

ha
ng

e 
of

 
co

lo
r)

13
23

/0
4/

20
25

As
pi

rin
e 

vi
ta

m
m

in
 C

 
33

0M
G/

20
0 

m
g 

BN
: B

62
24

, E
xp

. 
08

/2
02

6
Vo

lu
nt

ar
y 

re
ca

ll, 
Cl

as
s I

I
U

PS
A 

SA
S,

 F
ra

nc
e

Co
lo

r c
ha

ng
e 

fro
m

 w
hi

te
 to

 b
ro

w
n 

co
lo

r

14
15

/0
7/

20
25

Bl
oo

d 
gr

ou
pi

ng
 se

ra
 

AB
D

 4
 X

 1
0m

l K
it 

BN
:A

ll

Al
l

Vo
lu

nt
ar

y 
re

ca
ll, 

Cl
as

s I
I

M
ed

 S
ou

rc
e 

O
zo

cl
on

e 
Bi

om
ed

ica
ls

 P
vt

 
Lt

d

Iss
ue

s o
f w

ea
k a

gg
lu

tin
at

io
n 

re
ac

tio
ns

 / 
po

te
nt

ia
l f

al
se

 n
eg

at
ive

15
20

/0
8/

20
25

Lid
oc

ai
ne

 2
%

 in
je

ct
io

n 
30

m
l 

I0
21

58
, I0

21
59

, 
I0

21
60

, I0
21

61
, 

I0
21

62
, I0

21
63

, 
I0

21
64

, I0
21

65
, 

I0
21

67
, I0

21
68

, 
I0

21
69

, I0
21

70
, 

I0
21

71
, I0

21
72

, 
I0

21
73

, I0
21

74
, 

I0
21

75

Vo
lu

nt
ar

y 
re

ca
ll, 

Cl
as

s I
I

M
er

it 
O

rg
an

ic
 Lt

d 
(In

di
a)

Th
e 

M
ed

ic
in

e 
ha

d 
pa

rt
ic

ul
at

e 
m

at
te

r w
ith

in
 so

lu
tio

n 
fo

r i
nj

ec
tio

n

33
25

/0
8/

20
25

PR
O

ST
RE

P 
20

/2
0 

IN
J 1

00
m

l 
(P

ro
ca

in
e 

Be
nz

yl
 

Pe
ni

ci
lli

n 
20

0m
g,

 
D

ih
yd

ro
st

re
pt

om
yc

in
 

Su
lp

ha
te

 2
00

m
g)

 

BN
:M

V3
2-

00
2,

 
M

V3
2-

00
3,

 
M

V3
2-

00
4,

 
M

V3
2-

00
5

St
at

ut
or

y 
re

ca
ll, 

Cl
as

s I
I

M
od

H
ike

 P
riv

at
e 

Lim
ite

d
Pr

ec
ip

ita
te

s i
n 

so
lu

tio
n 

an
d 

co
lo

r 
ch

an
ge

 fr
om

 w
hi

te
 to

 y
el

lo
w

37
24

/0
9/

20
25

Ad
he

siv
e 

pe
rfo

ra
te

d 
pl

as
te

r,
 a

ll 
Ba

tc
he

s
St

at
ut

or
y 

re
ca

ll, 
Cl

as
s I

I
JIN

H
U

A 
JIN

G
D

I 
M

ED
IC

AL
 

SU
PP

LI
ES

 C
o. 

Lt
d 

/
Ch

in
a

Th
e 

pl
as

te
r l

ea
ve

s c
ol

or
 st

ai
ns

 o
n 

pa
tie

nt
s’ 

lin
en

s a
nd

 o
n 

th
e 

ap
pl

ie
d 

ar
ea

s o
f t

he
 sk

in

38
24

/0
9/

20
25

IV
 C

at
he

te
r G

24
, a

ll 
ba

tc
he

s
 a

ll 
Ba

tc
he

s
St

at
ut

or
y 

re
ca

ll, 
Cl

as
s I

I
AN

JI 
SP

EN
Q

 
IN

D
U

ST
RI

AL
 C

O
. 

LT
D/

Ch
in

a

Th
e 

ca
th

et
er

 a
re

 e
as

ily
 b

ro
ke

n 
an

d 
ca

us
es

 tr
au

m
a 

to
 th

e 
pa

tie
nt

s 
du

rin
g 

us
e



Medecine Safety | JUNE 2026

26 RWANDA FOOD AND DRUGS AUTHORITY (FDA) | Newsletter  Issue: 04

PRIORITIES FOR MEDICINE SAFETY, MARKET MONITORING

In line with the Rwanda FDA Strategic Plan 2024–2029, Rwanda’s 
regulatory priorities for 2026 focus on strengthening medicine 
safety monitoring and post-market surveillance as essential parts 

of a modern and internationally aligned regulatory system. These 
priorities support Rwanda FDA’s goal of meeting globally recognised 
standards for regulatory quality, while also delivering on national health 
commitments. Active safety monitoring has already been carried out 
on newer products including medicines for HIV, Mpox, malaria, and 
COVID-19, and regulatory decisions have been taken based on the 
findings.

Improving medicine safety monitoring is at the heart of the 2026 
agenda. Rwanda FDA plans to fully roll out the national medicine safety 
plan, including setting up a system that can detect and respond to 
product-related risks quickly, even in emergencies. Safety monitoring 
will be extended across medicines, vaccines, medical devices, cosmetics, 
and food products, backed by stronger inspection and enforcement 
mechanisms across all product categories.

Post-market surveillance is also expected to improve significantly. By 
2026, Rwanda FDA aims for at least 68% of sampled products to meet 
safety and quality standards, as a stepping stone toward the target 
of 95% compliance by 2029. Reaching this will require more product 
testing, better laboratory capacity, and smarter risk-based inspection 
approaches across all product categories and supply chain levels.

Digital tools are central to all these improvements. By 2026, at least 60% 
of compliance checks are expected to be automated through centralised 
digital systems, enabling faster reporting, better data analysis, and 
stronger real-time safety monitoring. Already, 95% of medicine side 
effect reports are received electronically through the VigiMobile app, 
demonstrating what is possible when technology is embraced.

Finally, better use of evidence in decision-making will be supported 
through the operationalisation of the National Health Research Hub, 
strengthening regulatory research and collaboration with international 
partners including AMA, APTF, and IVI.

Together, these priorities are building a safer, more transparent, and 
globally aligned regulatory system for Rwanda.



JUNE 2026   | Medecine Safety

27Newsletter  Issue: 04  | RWANDA FOOD AND DRUGS AUTHORITY (FDA)

GENERAL CONCLUSION

Rwanda FDA remains firmly committed to protecting public health through strong 
medicine safety work. This bulletin highlights important progress made in strengthening 
how medicine and vaccine safety is monitored, building a culture of vigilance among 

health workers, and strengthening the system for monitoring products already on the 
market. Key achievements include extensive training programmes for health workers, the 
successful launch of the VigiMobile app for real-time safety reporting, and productive 
partnerships with international organizations to bring Rwanda’s regulatory practices fully 
in line with global standards.

Data from January 2024 to July 2025 show consistent engagement in safety reporting, 
with 1,678 reactions documented, the majority of which were not serious. These findings 
confirm the overall safety of medicines and vaccines currently in use, while reinforcing the 
importance of keeping up continuous monitoring and acting quickly when any concerns arise. 
Rwanda FDA’s proactive approach to visiting and supporting health facilities, embracing new 
technologies, and actively participating in regional efforts to harmonize standards reflects 
its dedication to protecting patients and improving health outcomes across Rwanda.

Looking ahead, Rwanda FDA will continue to expand digital reporting tools, strengthen 
data analysis capabilities, and build stronger partnerships to respond to emerging health 
challenges. Through teamwork and sustained vigilance, Rwanda can ensure that medicines 
and health products remain safe, effective, and of the highest quality for everyone.
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