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HARMONIZED FLOW DIAGRAM FOR REGULATORY REQUIREMENTS & S MARK

CERTIFICATION REQUIREMENTS

MEETING REGULATORY REQUIREMENTS & S MARK
CERTIFICATION PROCESS

Self-assessment by the client - Harmonized
checklist

Application for regulatory requirements and/or S-
Mark certification

Application review

Recommended for Zamukana Ubuziranenge
for Technical Assistance

lays

v

Decision to proceed

Client to address non compliances/ areas
of concern

to onsite assessment

»
! o

YES

Proforma invoice to the client and fee payment for regulatory &

S-Mark certification

A

Joint assessment/ Onsite Inspection/Audit/Mutual
recognition/Reliance based on harmonized criteria:
e Premises and carriers, licensing/registration

Assessment /inspection /audit

requirements
GMP/GHP/GVP/GAP/GAHP requirements
Products standards specific requirements

report

NO

GMP/GHP/GVP/GAP
/GAHP and/or Premises
license/registration)

Recommended to address non compliances or
Zamukana Ubuziranenge for Technical
Assistance

e Product registration

Product stability, Labeling, packaging

Decision to grant
product
registration

RSB, Rwanda FDA/RICA to be part
of peer review committee
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30 day
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e Statutory requirements (EAC
ARMO regulation on Products Certification) )RY REQUIREMENTS & S MARK
 Standards specific requirements (ISO  |pniENTS
IEC 17065 & ISO IEC 17067)
e S-Mark certification requirements
specific to the Certification Body
s

Decision to grant S-
Mark

RSB, Rwanda FDA/RICA to
be part of the CDC for
products under their
respective mandates

Granting certification of conformity, S-Mark valid
for 5 years renewable+ issuance of certification
documents+ Listing on Directory of S-Mark
certified products

i

Joint Surveillance audits/inspections at the company
premises

l

Joint Market surveillance/ inspections, sampling of the
products for testing

l

Re-certification/ renewal of regulatory licenses (3 months
prior the expiration of certificate of conformity/
registration certificate)




