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'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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- Trade name (if present)

- Product name, P4efon

- Product code or model or Ref, (@t

- batch number or serial NO i necessary) e.q)

- Any special handling precautions (if present). (*@&fo"

- Any special storage precautions (if present). (?¢efen

- an indication of single use (4l aladiu) @i dpdall cla jlivall s 3)
- Expiry date in accepted format (if applicable). ®¢¢9"

i.e., clear identification of the time limit for using the product (in ciially ald cli
month/year format at least)
for example: expires on 12-2025
Or manufacturing date and shelf-life time
for example: manufactured on 12-2020, shelf life: 3 years
- UDI on the label of the device or on its packaging (when applied)
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- Trade name (if present)

- Product name. (@#feh

“Product code or Ref. (if applicable
- batch number or lot no (if necessary) (%

- Any special handling precautions (if present).
- Any special storage precautions (if present). ¢

- Expiry date (at least in terms of year and month) in accepted format
(if applicable). (P49

) (*b.defh).

(*b,d,e,f,g,h)

i.e., clear identification of the time limit for using the product (in Hlaly fald cliy \
month/year format at least).
for example: expires on 12-2025
Or manufacturing date and shelf-life time
for example: manufactured on 12-2020, shelf life: 3 years
- UDI on the label or on packaging (when applied)
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A) Over - label: presence of an upper label to cover another label with different information.
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B) Double - label: presence of two labels with two different incompatible information beside each other.
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ISO 15223-1:2012 Symbols to be used with medical device.
ISO 20417:2020 Medical device - Information to be supplied by the manufacturer.
ISO 13485:2016 Medical device - Quality Management System
The European Union Medical Device Regulation - MDR
Guidance for the Labelling of Medical Devices - Canada
WHO TRS No. 902, 2002 Annex 9: Guidelines on packaging for pharmaceutical products
Requirements for labelling of medical devices - Ministry of health — Malaysia
Medical Device labeling obligations - (TGA)- Australia
Quality system regulation labelling requirement — FDA
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abbreviation term

FDA Food & Drug Administration in United States

TGA Therapeutic Goods Administration in Australia

Ref. Reference

uDI Unique device identifier
WHO World health organization

ISO International organization of standardization




