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“MDD 93/42/EEC”
“Medical Device” means any "instrument, apparatus, appliance, software, material or other

article, whether used alone or in combination, including the software intended by its

manufacturer to be used specifically for diagnostic and/or therapeutic purposes and necessary

for its proper application, intended by the manufacturer to be used for human beings for the

purpose of:

* diagnosis, prevention, monitoring, treatment or alleviation of disease,

» diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap,

* investigation, replacement or modification of the anatomy or of a physiological process,

* control of conception ,and which does not achieve its principal intended action in or on the human
body by pharmacological, immunological or metabolic means, but which may be assisted in its
function by such means"
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MDR “REGULATION EU 2017/745” (3999 &udall cilosbiwall § 98 3 3)lg)l Csyaitd o lall a3l Csyal v/
“Medical Device” means any instrument, apparatus, appliance, software, implant, reagent, material
or other article intended by the manufacturer to be used, alone or in combination, for human
beings for one or more of the following specific medical purposes:

— diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease
— diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability
— investigation, replacement or modification of the anatomy or of a physiological or pathological
process or state
— providing information by means of in vitro examination of specimens derived from the human
body, including organ, blood and tissue donations, and which does not achieve its principal
intended action by pharmacological, immunological or metabolic means, in or on the human body,
but which may be assisted in its function by such means. The following products shall also be
deemed to be medical devices
— devices for the control or support of conception
— products specifically intended for the cleaning, disinfection or sterilization of devices as referred
to in Article 1(4) and of those referred to in the first paragraph of this point.
(3999 duanseddl] Cadil oSI OB (§ ylgll Cyaild B (gansetillly (Joxoll ol Cinyal v/
“Directive 98/79/EC”
“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.
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IVDR " REGULATION (EU) 2017/746"

“In Vitro Diagnostic Medical Device” means any medical device which is a reagent, reagent product,
calibrator, control material, kit, instrument, apparatus, piece of equipment, software 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 on one or more of the following:
(a)concerning a physiological or pathological process or state;
(b)concerning congenital physical or mental impairments;
(c)concerning the predisposition to a medical condition or a disease;
(d)to determine the safety and compatibility with potential recipients;
(e)to predict treatment response or reactions;
(f)to define or monitoring therapeutic measures.
Specimen receptacles shall also be deemed to be in vitro diagnostic medical devices

:Label Vv

Means the written, printed or graphic information appearing either on the device itself, or on the
packaging of each unit or on the packaging of multiple devices.
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*General requirements:

- Product name. (*>-d-efgh)

- Trade name (If present)

- Product code and/or model and/or Ref and/or Size. (*b:defh)
(if present)

- Batch number or serial no (If necessary) (¢8) Ginall dpls bl \
- Any special handling precautions (If present). ("b:d-efgh)
- Any special storage precautions (If present). (">-d-ef.8h)
- An indication of single use

(w19l plaseiedl @13 dadall Slopbiwall V> 3)

- Expiry date in accepted format (If applicable). (*>d-ee8f)
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i.e., clear identification of the time limit for using the product (in
month/year format at least)

for example: expires on 12-2025

Or manufacturing date and shelf-life time

for example: manufactured on 12-2022, shelf life: 3 years

- UDI on the label of the device or on its packaging

(when applied)

*Requirements according to MDR: (refer to annex of symbols)
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- Trade name (If present)

- Product name. (*b:d-efeh)

" Product code or Size or Ref. (If applicable) (*t:4-efh)-

- batch number or lot no (If necessary) (*¢#)

- Any special handling precautions (If present). ("b:d-efgh)
- Any special storage precautions (If present). (*>-d-efgh)
- Expiry date (at least in terms of year and month) in
accepted format (Where applicable). (*>4-e&)

i.e., clear identification of the time limit for using the ahalh ol by \
product (in month/year format at least).
for example: expires on 12-2025
Or manufacturing date and shelf-life time
for example: manufactured on 12-2022, shelf life: 3 years
- UDI on the label or on packaging (Where applicable)
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: Over-label WY> jasulod o

Over - label: presence of an upper label to cover another label with different information.
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: Double -label <Y jaswled o
Double - label: presence of two labels with two different incompatible information beside each
other.
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MDR (a3 &>

Medical Device (9

MD

Manufacturer (*2

al

electronic Instruction for Use (elFU)
(when applied) (*¢)

E\ u indjc;.-to"
[ |

2

piluell dads s pusiud 94)

Latex (where applicable) "9
Presence of natural latex

Y

Phthalate (where applicable) (*})
Presence of phthalate plasticizers

PHT ey i DEHP
v DEHP \./ il BBF
; ; 'W ; DBP

Single sterile barrier system(*2

Single sterile barrier system with protective
packaging outside(*2

- =

ﬁﬁﬁﬁﬁ

Single sterile barrier system with protective
packaging inside!*?

Double sterile barrier system(*2

Magnetic Resonance Safe(*™¥)
(where applicable)

Magnetic Resonance Conditional™)
(where applicable) "9

Magnetic Resonance Unsafe(™)
(where applicable)
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a) IS0 15223-1:2021 Symbols to be used with medical device.

b) 1SO 20417:2021 Medical device - Information to be supplied by the manufacturer.

c) 1SO 13485:2016 Medical device - Quality Management System.

d) The European Union Medical Device Regulation — MDR 2017/745.

e) Guidance for the Labelling of Medical Devices — Canada.

f)  WHO TRS No. 902, 2002 Annex 9: Guidelines on packaging for pharmaceutical products.

g) Requirements for labelling of medical devices - Ministry of health — Malaysia.

h) Medical Device labeling obligations - (TGA)- Australia.

i) Quality system regulation labelling requirement — FDA.

j)  EN 15986:2011 Symbol for use in the labelling of medical devices - Requirements for
labelling of medical devices containing phthalates.

k) ASTM F2503-20 Standard Practice for Marking Medical Devices and Other Items for
Safety in the Magnetic Resonance Environment.

:(Glossary) whlais-Vig Ol desld 9

Abbreviation Term
MDD Medical Device Directive
MDR Medical Device Regulation
IVD In vitro diagnostics Directive
IVDR In vitro diagnostics Regulation
UDI Unique Device Identifier
FDA Food & Drug Administration, United States
TGA Therapeutic Goods Administration, Australia
Ref. Reference
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RUO Research Use Only
WHO World Health Organization

TRS Technical Report Series

ISO International Organization of Standardization
ASTM American Society for Testing and Materials
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