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European directive 98/79/EC U lad duascadly ddorodl CailgSUl 9 534531 @
In vitro diagnostic medical device means any medical device which is a reagent, reagent product,
calibrator, control material, kit, instrument, apparatus, equipment, or system, whether used alone or in
combination, intended by the manufacturer to be used in vitro for the examination of specimens,

including blood and tissue donations, derived from the human body, solely or principally for the purpose
of providing information:

o concerning a physiological or pathological state, or

o concerning a congenital abnormality, or

o to determine the safety and compatibility with potential recipients, or
o To monitor therapeutic measures.

Specimen receptacles are considered to be in vitro diagnostic medical devices. 'Specimen receptacles’
are those devices, whether vacuum-type or not, specifically intended by their manufacturers for the
primary containment and preservation of specimens derived from the human body for the purpose of in
vitro diagnostic examination.

Products for general laboratory use are not in vitro diagnostic medical devices unless such products, in
view of their characteristics, are specifically intended by their manufacturer to be used for in vitro
diagnostic examination.

Accessory: means an article which, whilst not being an in vitro diagnostic medical device, is intended
specifically by its manufacturer to be used together with a device to enable that device to be used in
accordance with its intended purpose.

For the purposes of this definition, invasive sampling devices or those which are directly applied to the
human body for the purpose of obtaining a specimen within the meaning of Directive 93/42/EEC shall
not be considered to be accessories to in vitro diagnostic medical devices”
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2-Manufacturer certificate to cover export of medical devices (= FSC) issued from:
the HPFBI, Health Canada Class |
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1-Medical device active license

(In case Medical device active license is issued for medical device family, medical
device group, or medical device group family)

N.B: the declaration letter will be sent to the health Canada to confirm that the
license covers the whole medical device list Class II, 11, IV

2-Declaration of conformity acc. To Canadian regulation mention the classification

3-Manufacturer certificate to cover export of medical devices (= free sale) issued
from: the HPFBI, Health Canada

4- SO 13485: 2016
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CE: Conformité Européenne

CFG: Certificate to Foreign Government

CFR: Code of federal regulation

DOC: Declaration of conformity

EDA: Egyptian Drug Authority

EEC: European Economic Community

FDA: Food and Drug Administration

FSC: Free Sale Certificate

ISO: International Organization for Standardization
IVDs: In vitro Diagnostic Medical Devices

IVDR: In vitro Diagnostic Device Regulation
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