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Announcement (7) 8/ 2019

2019 /8 (7) =)

SUBJECT: Requirements for Importation of

Laboratory Products for General Use.

ADDRESSES: Importers of Laboratory Products for

General Use.

Effective date:
Saudi Food & Drug Authority is announcing that all
importers of Laboratory Products for General Use,

which were classified by SFDA or according to the
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manufacture label to comply with the

requirements in the table attached.

Note: Laboratory Products cleared via customs
according to SFDA classification/ or based on the
manufacture labels, in addition to the requirements
listed in the table attached and the requirements of
shipments clearance at port of entry listed in “

Guidance on Requirements of Shipments Clearance

at Port of Entry (MDS-G21)".

For further enquiries regarding this announcement,

please contact md.rs@sfda.gov.sa

or call 19999.
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https://www.sfda.gov.sa/ar/medicaldevices/regulations/DocLib/(MDS-G21)ar.pdf
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Requirements for Importation Laboratory Products for General Lab Use

Product type and beneficiary

Requirements

In-Vitro Diagnostic | Medical Importer must:
for general use not | Facility 1-  Create an account for the facility via ( Saudi Food & Drug Authority E-
for clinical diagnosis Services ).
purpose 2- Obtain Medical Devices Establishment license MDEL via
(E-services for MDEL ), with the exception of Medical Care providers,
importers, and facilities that does not practice activities related to
medical devices according to the commercial registration
3- Obtain importing permit for In-Vitro Diagnostic Medical Devices via
(Medical Devices Importing License System MDIL)
Non-Medical Importer must:
Facility 1-  Create an account for the facility via ( Saudi Food & Drug Authority E-
Services ).
2- Obtain importing permit for Non-Medical In-Vitro Diagnostic via
(Medical Devices Importing License System MDIL)
Laboratory Medical Importer must:
instruments for Facility 1- Create an account for the facility via ( Saudi Food & Drug Authority E-
general use not for Services ).
clinical diagnosis 2-  Obtain Medical Devices Establishment license MDEL via
purpose (E-services for MDEL ), with the exception of Medical Care providers,
importers, and facilities that does not practice activities related to
medical devices according to the commercial registration
Note: Importing permit is not required.
Non-Medical Importer must:
Facility Create an account for the facility via ( Saudi Food & Drug Authority E-

Services ).

Note: Importing permitis not required.
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