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“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"

MDR “REGULATION EU 2017/745” N ddall cilo el O3l (3 3yl Lyl laub | aybiwed! vV

“Medical Device” means any instrument, apparatus, appliance, software, implant, reagent,

material or other articleiintended 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.
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Manufacturer: means a natural or legal person who manufactures or fully refurbishes a device or has
a device designed; manufactured or fully refurbished, and markets that device under its name or
trademark;
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Changes not concerning the Design and Intended Use 3
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1.Changing the supplier of a material, substance or component,
provided the specifications of the new material, substance or
component do not change.

2. Adding or replacing a new material number for logistic reasons | 3.1
without changing the material.

3. New process validation as part of manufacturing
improvements or scale-up of manufacturing.
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1. Changes of the manufacturer’s name, address or legal form,
including a merger or acquisition involving the manufacturer.

3.2
Jgladl 2. Relocation or addition of new manufacturing sites, including
g uied b @iy oy @ when it affects subcontractors or.suppliers
Jolie Sl day g 1 8L
yiell dedsl
1. Changes related to.corrective actions assessed and accepted
by the competent authority of the Member State in which the
manufacturer or its authorized representative has its registered
place of business regarding design changes - the same approach
Olpike Cilo @uUBS o2y @ should apply also to changes related to the intended purpose.
ézﬁj“g :fﬁ ) 2. Correction of spelling mistakes or merely editorial changes of
= o the information to be supplied with the device (e.g. label or
Tlowdl Y dgall clgii] dny @ instructions for use) 3.3
Jglab
g el b iy oy 8 3. Updates of the information to be supplied with the device (e.g.
olio Shes _w)w 1 wl,p\ label, instructions for use or implant card) if they are required by
; : 4 EU legislation otherthan the MDR classification, labelling and
Rl daul packaging of substances
4. Clarifications of intended purpose, population, clinical
application in the information to be supplied with the device in
line with the original certification
Changes in the Intended Use 4
Ol pike ik @5 oy Limitation of the intended purpose, such
s Ao Jalil) dlga zrie ot B

Al Jgutll 035 (Je dgsall
Tl @ N dlgall £lgi] day
Jgladb

Uge ghed Al @) o
Jolie Sl day )5l 1 8L
el dausll

- restriction or deletion of certain
indications 4.1

- restriction or deletion of certain

applications, e.g. anatomical site, delivery
pathway or deployment method;

- restricting the target population.

Non-Significant Changes
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1. Extension of the intended purpose,
such as:

- additional or new indications;
- additional or new clinical conditions.

- Change from single use to multiple use
medical device.

- Change from reusable to.single use
medical device.

2. New user or patient population, such
as:

- additional or new target population;

- additional or new user (e.g..change from
professional use to layman use).

3. New way of clinical application, such
as:

-additional or new applications (different
stage or severity of disease); - additional
or new anatomical site;

- new delivery pathway or deployment
method.

4.2

Significant Changes

Qutiia-ued

Change related to the Design

Olpicie Cale @auds o

A2 A Jolul) dlgo e o
Gl sl 635 e Jgoanl
Zlowdl o Y Algall slgss] s
Jgladl

lie sl day 558 1 43U
kel deasdl

Change of the design that does not alter:
- the built-in control mechanism,

- the device’s operating principle,

the change of the source of energy, or

- the alarms systems and which does not
adversely affect the safety, performance
or usability and negatively affect the
risk/benefit ratio of the device.
Examples:

Change in Specification/Labelling:

1. change within the currently certified
range (more narrow or detailed
information), new article inside certified

Non-Significant Changes

5.1
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worst case or accepted bracket validations
such as:

- new screw variant within current range
of lengths and diameter;

- new catheter variant, with length and
diameter within current range and worst
case in sterilization performance;

- new stent lengths which are
intermediate between the previously
certified stent

lengths.

2. change of color of an assembly or device
3. change to the'grip of a steerable
ablation catheter to provide improved
ergonomic

comfort for the healthcare professional or
aesthetic presentation of the device
without

changing the functionality;

4. change to device housing that are minor
reinforcement or attachments
(handles/extra handles) or changes to
supporting parts (for reduction of
vibration);

5..change to design for an easier
operation, such as change to the thumb
rest of

injection syringe, change to lids or change
to the mechanism of loading substances;
6. change/modification of a connector to
reduce misconnection and thereby
improve

safety of use;

7. modification of a part (e.g. a connector)
to adhere to a new or revised standard;

8. removal of accessories (e.g. torque
device) from a system (which is certified as
a device) that are otherwise clinically
readily available;
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9. formatting an existing IFU content into a
newly created IFU, including
reorganization

of information;

10.editorial labelling improvements to
warnings and precautions to better
communicate and clarify critical
information to the end user;

11. adding to an existing IFU‘a new list of
accessories including new versions of an
accessory assigned to-the device;

12. change of labelor packaging material
of a Non-Sterileddevice e.g. a change in
Packaging from one variant of
polyethylene to another due to supplier
rationalization or cost saving.measures;
13. change to primary package size within
previously validated range and previously
validated sterilization parameters

14. changes to outer packaging (e.g. size,
material, layout) that do not-adversely
affect the stability, sterility or
microbiological state of the device;

15. extension of temperature or humidity
range limitations for operation or storage;
16. changes in reprocessing instructions,
including increase of the number of
allowed reprocessing cycles of a re-usable
device in the related labelling, if achieved
without changing the device design but
provision of appropriate testing.

Change of a component of a device (in
particular electronics):

1. change of a semiconductor/electronic
component/electronic assembly, e.g. due
to obsolescence;

2. replacement of a
semiconductor/electronic
component/electronic assembly with the
same specifications.
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3. replacement of a
semiconductor/electronic
component/electronic assembly with the
same function, and requiring changes such
as:

- re-layout of the printed circuit board (e.g.
if not drop-in compatible);

-installation of a new firmwareof software
driver to operate the new semiconductor;
-adjustments of the software operating
the device to accommodate the new
semiconductor to operate as intended;

- re-arrangement of interfaces.

4. addition of a coating on a non-
contacting patient printed circuitboard
assembly (PCBA) to improve electrical
current insulation;

5. replacement of alarm signal generation
components, e.g. LEDs, speakers;

6. change of size or geometrical shape of
operation/alarm buttons;

7. change of the audible alarm mode by an
additional red light. Note: These examples
are valid only provided that the
risk/benefit ratio of the device is not
negatively affected.

Change to the source of energy:

1. change of a battery type, e.g. from AA
to 6LR61;

2. change of battery chemistry, e.g. from
Alkaline to Lithium Manganese Dioxide or
from lead acid batteries to lithium iron
phosphate (LiFePo) batteries;

3. change from a battery to a rechargeable
accumulator, if recharging takes place
outside of the device

4. change of battery charger or supply
cords (under same specification).
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Change of the design that alter:
- the built-in control mechanism,

- the device’s operating principle,
- the change of the source of energy, or

- the alarms systems.

Examples:

1. change from analogue to digital control;

2. change from manual to software driven

device;

3. change to measuring function,

wavelength or light@émission;

4. replacement of PCB with new feature or

change of control circuits;

5. change from energy source battery or

accumulator to net-power operation of

the device or vice versa; or from LED

(Light-Emitting Diode) to U.V rays;

6. reduction of battery operating time;

7.change of an advisor for the Insulin-
bolus-volume in an Insulin pump

8.silencing/removing/adding of an alarm
system or handling of alarm situation.

changes that may adversely affect the
safety or performance and negatively
affect the risk/benefit ratio of the
device, even if they do not alter the
built-in control mechanism, the device’s
operating principle, the change of the
source of energy or the alarm systems.

Examples:

1. change to device dimensions or design
characteristics outside of current
specifications, such as:

o new stent lengths which are outside of
the range of the previously certified stent
lengths;

o addition of two or more electrodes, or a
new anchoring mechanism on an
implantable pacing lead;

5.2

Significant Changes
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o reduction in size of the wire diameter to
reduce the overall pacing lead diameter;
2. widening of specification limits on
critical component/parameter;

3. new sensors with different working
principle (e.g. air bubble detector with
ultrasound vs light sensor; alarm noise to
light);

4. change to mechanisms for preventing
reflux of substances;

5. removal of a design.and development
input.

Software'changes 6

Examples:

1. correction of an error which'brings the
device back to its original specification
(bug fix);

2. performance improvements intended to
reduce latency;

3. security update (e.g. cyber-security
enhancements, longevity calculations);

4. updates or upgrades of standard third-

Olitia e @285 02 party operating systems, e.g. Microsoft
do D Jolual) dlgo i @iy @ Windows, iOS, Android
Al Jgud)l 03y (de Jguaz]l 5. appearance of the user interface (e.g.
ol @Y Algall slgns| dns e new languages, layouts or graphics) 6.1
Joluall provided that the changes do neither Non-Significant Changes

. . . negatively affect the usability nor add new
s el ity o o functions;

olie ol ey )56 T 4L 6. changes to enhance the user interface

28! without changes in performance (e.g.
software change to allow the healthcare
professional to select and/or change the
preexisting units of measure on a blood
oxygen monitor)

7. improvement to operating efficiencies
(e.g. allow the queuing of multiple criteria
without alteration to performance, safety
or interpretation of data)

8. new non-medical features, such as:

o jUad) il 8 Joast o) jaY dadaidl) el gall g cile) a¥U andaii Jula
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o software changes only introducing non-
therapeutic and/or non-diagnostic
features (e.g. printing, improved image
clarity, reporting format, additional
languages, barcode reader);

o change of the software manufacturer's
graphical charter (logo, colours, fonts);

o change including algorithm change
impacting the control ofthe device
without alteration of diagnosis or
treatment;

o software change that disables a feature
that does not interact with other features;

o displaying data on the screen which
were already present in the device and
part of the original conformity assessment

Olpiie Calo @adds o
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il e d50ga! Aadlgall

1. new or major change of operating
system or any component (beyond minor
changes) (e.g. Linuxto Windows or iOS or
Android) or new version of an operating
system Windows 10 to Windows 11) if
modification to the device software is
required;

2. new or major modification of
architecture;

3. change of an algorithm which impact
the operating principles or impact the
control of the device and may alter the
diagnosis or therapy delivered;

4. required user input replaced by closed
loop algorithm;

5. new user interface, such as:

o presentation of medical data in a new
format or by a new dimension or
measuring unit;

o keyboard input to touchscreen;

6.2

Significant Changes
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o keyboard to wireless remote control;

o software changes that impact the way
data is read or interpreted by the user,
such that the treatment of the patient may
be altered when compared to previous
version of software;

6. new medical feature or functionality
that may change the diagnosis or the
therapy delivered to thepatient;

7. new channel of interoperability (e.g.
software changes that allow for wireless
communication with compatible -
continuous- blood glucose monitors).

Changes related to a Substance or Material

Olpiie Cilo @il @iy @
day Ao Jolutll dlgo o o @
Gl sl 685 e Jgpan)
Tlodl 0o Y dgoll slgit s @
Jgladb

Ao ial Clb @8 oy @
ol olotes day 554 1 23L)
el Aol

1. new or additional supplier/producer of
a material within the defined
specifications;

2. substitution of a chemical substance in
order to comply with other applicable laws
and regulations e.g. REACH Regulation (EC)
No 1907/2006;

3.replacing a substance or material,
unless considered a significant change as
listed below.

Examples:

1. update to material grade (e.g. additives
in Loctite adhesive) with no change to
specification;

2. change in supplier that extrudes the
polymer tubing with no change in device
specifications;

3.replacing a material of a sterile device’s
packaging that has no function in
maintaining the sterile barrier or
packaging integrity

4. change in a material which serves solely
as a processing aid which is not available
on the finally cleaned device and therefore

7.1

Non-Significant Changes
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considered a manufacturing but not a
design change;

5. addition of an antioxidant to the drug
coating of a combination product that
reduces the degradation of the drug
during production but does not alter its
pharmaceutical properties or release
kinetics.

Ol pdie Calo @udds @i

Jolal) dlge wio o2 Y
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1. change to a material or.substance which
is part of an implant and intended for
direct or indirect contact with patient
tissue or fluid formore than 30 days, oris
part of a surgically invasive device which is
absorbed;

2. addition or change of a material of
human/animal origin (e.g. collagen
produced from skins by collagen produced
from bones);

3. change to a material containing a
medicinal substance23 (i.e. excipient or
carrier material with.influence on the
delivery of the medicinal substance), or to
the medicinal substance itself;

4. change from a material with a low
toxicological or biological risk to a material
with a higher one;

5.'new or changed substance or material
that adversely affects the safety or
performance of the device and therefore
negatively affects the risk/benefit ratio of
the device.

Significant Changes

7.2

Changes related to Sterilization

Ol piie Cale @adds o

i diw Jolaill dlgo e @y
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1. change of the sterilization cycle
parameters;

2. extension of the shelf life validated by
protocols approved by the notified body;
3. new sterilization vendor or chamber;
4. change from single sterile to double
sterile packaging.

Non-Significant Changes

8.1

Jyladb
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1.change of the terminal sterilization
method (e.g. ETO to Gamma);
2. change from biological indicatorto
parametric release;
3. changing a device from labelled “Non-
Sterile” to labelled “sterile”;
Olpiie Cile @S o3 4. change (e.g. of the device) which
Jshaal) dlgo peio o3 Y adversely affects the sterility assurance

e Jgrazdl da Johaidb o
il e 45Lgdl 4331 gl

level;

5. change in packaging design which
affects sterility, stability or microbiological
state of the device, including seal integrity;
6. extension of the (labelled) shelf life
which is not validated against protocols
approved by the notified body

(VeI Ol BueS Slgias s (a8l dow)

7. changes to storage or transportation
conditions which could adversely.affect
the sterility or stability

8.2

Significant Changes
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3. Changes not concerning the Design and Intended Use

Gghaal! Sluiual! eyl
1.Certification statement describe the change and the reason of change (as per the 3.1

guidance template). ((A) 3>l J| £5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

1.Changing the supplier of a
material, substance or
component, provided the
specifications of the new
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3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it
5.Change notification and work authorization form of the notified body.

((2) g=ke L Eo=)

material, substance or
component do not change.
2. Adding or replacing a new
material number for logistic
reasons without changing the
material.

3. New process validation as
part of manufacturing
improvements or scale-up of
manufacturing.

1.Certification statement describe the change and the reasonof change (as per the
guidance template). ((A) 3>l J] £5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it

5.Change notification and workauthorization form of the notified body.

((2) g=ke dl go=)

3.2.Changes concerning the
manufacturer’s organization
(administrative changes):
-Changes of the manufacturer’s
name, address or legal form,
including a merger or acquisition
involving the manufacturer
(transfer to another
manufacturer)

- Relocation or addition of new
manufacturing sites, including
when it affects subcontractors or
suppliers

1.Certification statement describe the change and the reason of change (as per the
guidance template). ((A) 3>l J| g5=)1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it

5.Change notification and work authorization form of the notified body.

((2) g=ke dl go=)

33
Changes related to corrective
actions
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1.Certification statement describe the change and the reason of change (as per the
guidance template). ((A) @=le J| £5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it

5.Change notification and work authorization form of the notified body.

((2) g=ke Jl Eo=)

cont” 3.3

1. Correction of spelling mistakes
or merely editorial changes of
the information to be supplied
with the device

2. Updates of the information to
be supplied with the device
(they are required by EU
legislation other than the MDR

3. Clarifications of intended
purpose, population, clinical
application in the information to
be supplied with the device in
line with the original
certification

4.Changes in the Design and Intended Use

1.Certification statement describe the change and the reason of change (as per the
guidance template). ((A) 3=>le J| £5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

3.The most updated inner and outer label'if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it

5.Change notification and work authorization form of the notified body.

((2) g>ke dl go=)

4.1,4.2

Changes of the Intended Purpose

1.Certification statement describe the change and the reason of change (as per the
guidance template)((A) 3=l J| £3=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

5.Change related to the Design
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Manufacturer declaration (regarding the extension of MDD certificates)
3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it
5.Change notification and work authorization form of the notified body.

((2) @==bo dl £52)

1.Certification statement describe the change and the reason of change (as‘per the
guidance template). ((A) 3=>le J| £5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it

5.Change notification and work authorization form of the notified body.

((2) g>ke ) go=)

6.Changes related to Software

1.Certification statement describe the.change and the reason of change (as per the
guidance template). ((A) 3=l J| g5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it

5.Change notification and work authorization form of the notified body.

((2) g=le ) go=)

7.Changes related to Substance
or Material

1.Certification statement describe the change and the reason of change (as per the
guidance template). ((A) 3= J| g5=1)

2.Most updated certificates indicating the change/s

Confirmation letter issued by notified body (regarding the extension of MDD
certificates)

Manufacturer declaration (regarding the extension of MDD certificates)

8.Changes related to Sterilization
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3.The most updated inner and outer label if the change affects the labelling
information

4. The most updated IFU (instruction for use) if the change affects it
5.Change notification and work authorization form of the notified body.

((2) g=ke dl go=)

(Minimum Requirements) <laial! e 3591 dsdl (Y) @xke

Slsialb el deasd! Jslie sliw Jlasl )
& Joladll e Pyl pasidl ad gl e (Sl Gaaidl g 8)15Y) Gudaes iy (3o dadias pasgasll ol LY
B A5 5all 8yloYl plol aud g5 dso 91 Jumandlll hylUasl @Dlislg dudall olosliad] Juzeanid dolall 8yl
Ao el £lgll
P gl e G Jazmadl B e ol Ollas Y
e Y ladd . 9 o) padall el
o)l pade Josty g dic rladYl el @9 dae elL shcdlall @ ol Gaw i Sl a9z >
dpall 5 d0431all dd giual)
iy (e daiizally Adiall daadl 30 ple e (e jaball O g & galall cilelyzb plAYI ugas £
XYY/ N Y oyl 8l
ely>] e dadlgall day HUasM el jluuo! gl Cdzg O) Sl psiall 3o 9 Gl Juzeaddl Hlast ol L0
35 &38| g e pibins iz HUas] ) g9/ S5 BLa] (b 1id (0 iy H(lniiel!
i)l (A pdie JoYI g5 5all/ SS9l il ccnegall/E)!
((Y) Gbe whlgadldgdr U] goll) dezandll LI (asd () Ol Mo o (il lolgad]

Joansi jdad) il 8 Chans ol 5a Y dakaidll ac) sall y Sl ja Yl oackaii Jul
dalle 33 5a el e Juals 3 ) sinie b o i

EDREX:GL.CAMD.003 :38!)

AR RVAR TSR /3 V-3 3



Z\,,\,\h.“ Gla iaall ;\.JJSJAS‘ 3)\4}“

Sl Lalal) 5oy

igelliics
el

duda)l Olojkivual! & golas duolsel ilugaid! (¥) oxke

[COMPANY NAME]
(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (1)
For MDs Class | and lla

Dear Head of Medical Devices Safety Unit,

For the following medical device applied for registration/re-registration. of marketing
authorization in the Arab Republic of Egypt:

Medical Device Acceptance Number:
Medical Device Name:
Medical Device Models/Codes/Sizes:

(Company) undertakes that the medical device applied for registration/re-registration, which will be
marketed in the Arab Republic of Egypt, has not received any regulatory actions (Including but not
limited to recalls, FSNs, or FSCAs) in respect of (Models/Codes/Sizes, Lots/Batches, or Serials), in an interval
of (3) three years before the date of application for registration or re-registration.

(Company) undertakes that in case of any regulatory actions (Including but not limited to recalls, FSNs, or
FSCAs) raised after.the application for registration/réeregistration and before granting the marketing
authorization of the medical device, those regulatory actions concerning the safety of the medical
device in respect of (Models/Codes No., Lot/Batch No., or Serial No.) will be informed to the
"Medical Devices safety Unit" by (Agent) - the company's agent in the Arab Republic of Egypt.

(Company) undertakes that since granting the marketing authorization of the medical device and during
the marketing stage, (Company) will be obliged to. communicate any incidents (MIRs), Periodic Summary
Reports (PSRs), or regulatory actions (Including but not limited to recalls, FSNs, or FSCAs) and (Company)
will be obliged to follow post-market Regulation and (Company) will submit the Post market survillance
report upon request to the "Medical Device Safety Unit (MDSU)" by (Agent) - the company's agent in the
Arab Republic of Egypt, this is according to the Egyptian Guidelines for Medical Device Vigilance System.

(Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Agent) - the company's agent in the Arab Republic of Egypt, and makes sure that (Agent) meets all vigilance
requirements (in reference to the Egyptian Guideline for Medical Device Vigilance System), and
communicates them with the "Medical Device Safety Unit (MDSU)".

Signature:
Title:
Date
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[COMPANY NAME]
(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (2)
Class llb, Il1l, AND (I, lla with Regulatory Actions)

Dear Head of Medical Devices Safety Unit,

For the following medical device applied for registration/re-registration of marketing

authorization in the Arab Republic of Egypt:

Medical Device Acceptance Number:
Medical Device Name:
Medical Device Models/Codes/Sizes:

(Company) undertakes that in case of any regulatory actions (Including but not limited to recalls, FSNs, or
FSCAs) raised after the application for registration/reregistration and before granting the
marketing authorization of the medical device, those regulatory actions concerning the safety of the
medical device in respect of (Models/Codes No., Lot/Batch No., or Serial No.) will be informed to the
"Medical Device Safety Unit (MDSU)" by (Agent) - the company's agent in the Arab Republic of Egypt.

(Company) undertakes-that since granting the marketing authorization of the medical device and during
the marketing stage; (Company) will be obliged to communicate any incidents (MIRs), Periodic Summary
Reports (PSRs), or regulatory actions (Including but not limited to recalls, FSNs, or FSCAs) and also
(Company) will be obliged to follow post-market Regulation and (Company) will submit the Periodic
Safety report every year (for MD of class llb, Ill) or every 2 years (for MD of Class lla)to the "Medical
Device Safety Unit (MDSU)" by (Agent) - the company's agent in the Arab Republic of Egypt, this is
according to the Egyptian Guidelines for Medical Device Vigilance System.

(Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Agent) - the company's agent in the Arab Republic of Egypt, and makes sure that (Agent) meets all
vigilance requirements (in reference to the Egyptian Guideline for Medical Device Vigilance System), and
communicates them with the "Medical Device Safety Unit (MDSU)".

Signature:
Title:
Date
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Certification statement describe the change and the reason of change (as per the guidance -A
template)

Most updated certificates indicating the change/s -4

Confirmation letter issued by notified body (regarding the extension of MDD certificates) -\ -
Manufacturer declaration (regarding the extension of MDD certificates -\

The most updated inner and outer label if the change affects the labelling.information -\ ¥
The most updated IFU (instruction for use) if the change affects it -\Y

Change notification and work authorization form of the notified body -\¢
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Table 1
Class Certificates
. 1. Declaration of Conformity according to EU regulations
Class | Non-Sterile . .
2. Free Sale certificate/Certificate of Free Sale
1. Declaration of Conformity according to EU regulations
Class Is, Im, Ir 2. Free Sale certificate/Certificate of Free Sale
3. CE certificate/s
4. 1S0 13485:2016 certificate
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Declaration of Conformity according to EU regulations
Free Sale certificate/Certificate of Free Sale

CE certificate/s

ISO 13485:2016 certificate

Class lla

Declaration of Conformity according to EU regulations
Free Sale certificate/Certificate of Free Sale

CE certificate/s

ISO 13485:2016 certificate

Class llb

Declaration of Conformityaccording to EU regulations
Free Sale certificate/Certificate of Free Sale

CE certificate/s

ISO 13485:2016 certificate

Class I

PWNRPRREWNPRREWNRR

Table 2

According to Annex VII| MDD

(Manufacturer’s Declaration Of According to Annex IV MDR
Conformity)

ISO 13485:2016 Bolgds @3 Ul> 3 o
: o)) phaall

emall ) inlgall su>] Adaity Sy
1 Jxallg L}yl.w

7o W oo Jgladl B3lgs of CE Bolgss

1SO 13485:2016 dolgés @il Ul> 8 o
P addl piuacl)
S5 gl o olal o] Aiaiy 5S0
(=allg
@ A e Jglaall Balgd of CE Balg

Good 8ol eudds A>3 e
(GMP) manufacturing practice
ISO 13485:2016 83l (po Y
dg=>9 GMP J! Balgds opo SSWI o O ()

Good manufacturing 8olgd eudds Ul> 3 e
(GMP) practice
ISO 13485:2016 53lgds (o Yoo
dg>9 GMP J! 83lgds opo ST i oof ( Le)

(2l H(yliel
gaall ol (5lgad| Gua dlaiy S . P N
 Joilly (3308l P SWNURSV ISARIPE A FERE R WY LY e
© 7 . P
3o Al 50 Jghiall Balgs gl CE 83lg 7
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https://edaegypt.gov.eg/media/3r5lodyz/manufacturer-doc-for-one-product__form-local.pdf
https://edaegypt.gov.eg/media/3r5lodyz/manufacturer-doc-for-one-product__form-local.pdf
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@ M e Joladl Balgs of CE Bolgs

1SO 13485:2016 8olgis @il pus dl> 3 o
:(GMP) Good manufacturing practice si
QP8 uasll nusdl (Bslgadl WS ddass Com
: ula.b)lj
@ze W oo Joladl Bolg 9 CE Balgds

CE certificate/s (as per table 3)
+

CE extension letter id CE certificate/s (as per table 4)

+

Self-Declarati

s the Commission Regulation existing

003/32/EC concerning medical devices

manufactured ut g rigin (TSE-susceptible animals in medical
ices

Free Sale certificate

Cor

CFG from USFDA

14 geho
o Jglasdl Bolgls @3 i Jumedll] dmso i) Al lopliaaall
Al s (e Jolal Bolgls @3 oy Juzeaild daols il Sloplianell
Class llb, 11l J &azyadl ol o= 0 9 l1a

ficates according to classification
Table 3

No need for NB
I non-sterile -
Self-declared by the manufacturer
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Class Is, Im, Ir, lla

CE annex Il excl. sec.4 (Full Quality
Assurance System)

CE annex V (Production Quality Assurance)

CE annex Il excl. sec.4 (Full Quality

CE annex V (Production Quality Assurance)

Ib
Assurance System) + CE annex Il (Type Examination)
1. AIMD CE annex Il excl. sec.4 + CE annex Il sec.4 | CE annexV (Production Quality Assurance)
' (Full Quality Assurance System) + CE annex Il (Type Examination)
MDR certificates according to classification
Table 4
Class Required certificates Alternative certificates pathway
. No need for NB No need for NB
| non-sterile

Self-declared by the manufacturer

Self-declared by the manufacturer

Class Is, Im, Ir, lla

Annex IX chapter LIl (fulllQMS)

Annex XI (Part A) Production Quality
Assurance

Ilb non-implantable
Ilb implantable WET

Annex IX chapter I, lI['(full QMS)

Annex X (Type-Examination) +
Annex XI (Part A) Production Quality
Assurance

Ilb implantable non-WET
1]

Annex IX chapterl, Il (fullQMS)
+ Annex IX chapter Il (Technical
Documentation assessment)

Annex X (Type Examination) + Annex XI part A
+ part B (Product Verification).

&S5y oY Buomiadl Y o)l (§ daciall uelgdll G >

Class

Certificates

Class |

Declaration of Conformity according to US regulations
CFG from US FDA
ISO 13485:2016 if applicable OR the CFG mentioning GMP

CLASS I

P W N RN e

Declaration of Conformity according to US regulations
510k

CFG from US FDA

ISO 13485:2016 if applicable OR the CFG mentioning GMP

Gians ) by b Juaes el Y Aalaidll ac) il g il a YU oalais Qs
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1. Declaration of Conformity according to US regulations
Class Il 2. PMA
3. CFG from US FDA
4. 1SO 13485:2016 if applicable OR the CFG mentioning GMP
OLWI 8 dacie)l dsledll B >
Class Certificates
1-Declaration of Conformity according to Japanese regulations.
Class | 2-Free sale certificate (Issuance authority MHLW).
3-Certificate of Quality management system conformity (kijun tekigoshou)
(In conformity with ordinance 169) Or (MDSAP) Issued to MAH and foreign manufacturer “if
present”) (if applicable according to JMDN) (Issuance authority MHLW or RCB ).
Class Il 1-Declaration of Conformity according to Japanese regulations.

2-Free sale certificate (Issuance authority MHLW).

3-Certificate of conformity) Issuance authority registered certification body)(RCB)

4- Certificate of Quality management system conformity (kijun tekigoshou)(In conformity
Class Il with'ordinance 169)

Or (MDSAP) Issued to Market authorization holder and foreign manufacturer “if present”)
for all classes and class | devices (if applicable according to JMDN)

(Issuance authority MHLW or RCB.).

1-Declaration of Conformity according to Japanese regulations.

2-Free sale certificate (Issuance authority MHLW).

3- Certificate of Quality management system conformity (kijun tekigoshou)
Class IV (In conformity with ordinance 169)

Or (MDSAP) Issued to Market authorization holder and foreign manufacturer “if present”)
forall classes and class | devices (if applicable according to JMDN)
(Issuanceauthority MHLW or RCB ).

(39991 Y (§ Jglusdl o i Y g [ IuliSCsl - g - L] ) (etaall Lillasy (§ daciall uslodld do 3>

Class Certificates

caisailly (UK MDR 2002) & 5553 DOC 8algs. )

Class | Non-Sterile dosage
’ :Free sale &olgi .Y

form B yoll Jodl 54> of Laiall b cye "ESC" Jglos 8ol 53)gumod] dall olopiunal
Qi ) iy 3 Jand oY Aalaidll ae 8 5 el ja Yl ek s
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Class Certificates

.aisaily (UK MDR 2002) g )5Sde DOC 8olgi.
:Free sale dolgi.¥

Byl Jodl (s> of Ladadl als pe "FSC" Jglo 8algd 153 giannad] didall clopliune!
ISO 13485:2016 salgi-Y

(UKCA) United Kingdom Conformity Assessment 8slgi-¢

Class Is, lla, llb, 1l

IS § dagiadl deledld lido >

Class Certificates

1-Declaration letter mentions full medical device list submitted to the Egyptian health authority
2- DOC acc. to Canadian regulation mention the classification

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

4-Medical device establishment license

1-Declaration letter mentions full medical device list submitted to the Egyptian health
authority

2-Medical device active license

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

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

3-DOC acc. to Canadian regulation mention the classification

4-Manufacturer certificate to cover export of medical devices (= Free sale) issued from: The
Health Products and Food Branch Inspectorate (HPFBI), Health Canada

5-MDSAP certificate.
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Certification Statement (A) (3xk

Certification Statement
We (legal manufacturer name and address) hereby certify that:

Medical device: ...... (medical device name asper the reg report and certificate)
EDA reg number: ......
Legal manufacturer: ...... (legal manufacturer name and address)
The manufacturing site: ...... (The manufacturing site name and address)
Has the following change/s: ...... (add the category of change, and describe the change in details)
Changing from Changing to
1
2
3

Reason for change: ... describe the reason
Biocompatibility assessment:
Microbiological assessment:
Risk assessment:
Regulatory assessment:
As per EU regulation: ..... ()
| further certify that:
1- thereis no change in the medical device (), the only change has been happened is listed
above, and any change not specified in the table will not be included for the change notification.
2-  the medical device mentioned-above,
conforms to the essential principles for safety and performance as per ...
conforms to the post market requirements as per .....

3- If any change occurred before or during the date of submission of the application and
was not disclosed, the manufacturer will be responsible for that.
4- If the submitted change after the notified body evaluation during initial, surveillance

and renewal audit of the quality system is decided to be significant change, | will take all the
appropriate actions, and inform my representative in Egypt simultaneously.
| am aware that a false declaration will result in cancellation of the registration of the above
medical device.
Signed on behalf of < Please add manufacturer name>,

Authorized signatory: < To be signed by the person authorized by the manufacturer >
please add authorized Please apply signature and Please add place and date
signatory name and title manufacturer stamp of applying signature
Name & Position Signature & Stamp Place, Date
Issue Date: DD/MM/YYYY
o ldad) iy 8 Jhaes o) jaY Aakaiall ac) gall 5 e ja Yl ankaii Jal
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Change notifications and work authorization form of the notified body (1) &>
Change notifications and work authorization

Section A: general information and request details
To be completed by the manufacturer

Manufacturer name and address
Certificate(s) impacted
Request(s):

Type of change:

description of change

Section B: notified body decision

Either significant, or non-significant for MDD certified medical devices
Or substantial or non-substantial for MDR certified medical devices
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Sbaisyl sl
EDA Egyptian Drug Authority & paoll slgll diun
MD Medical Device b el
AIMD Active Implantable Medical Device el 315 )3 (ol p3liue
ISO International Organization for Standardization owlial) 4 gl dalaiall
CE orEC European Conformity a9 daslanll
FDA Food & Drug Administration clglg eldadl dodaio
CFG Certificate for Foreign Governments dimdl Glo oSl Bolg s
FSCor CFS | Free Sale Certificate or Certificate of Free Sale Sl Joladl Bolg
NB Notified Body 8392l Olalgds Hluol dg=
DOC Declaration of Conformity dasladl Odke!
IFU Instruction for Use plaseiwl Olodas
GMDN Code Global Medical Device Nomenclature code dudall Sl pia)! downdd (SJWI Hlaall
REF. Reference &z
FSNs Field Safety Notices Ailiuedl dedlud! Hlais)
FSCAs Field Safety Corrective Actions RV RV VS DI SESIIESY
GMP Good Manufacturing Practice el auaill Oluyloe
PMA Pre-Market Approval Gl JB Lo slaiel
usP United States Pharmacopeia Sl elgdl jgiws
ST F180 | ir ystoms and Wil Do¥ges | 24 5155 pinall 520 )l Al e okl o
AIMD Active Implantable Medical Devices el U1 )30 bl il glall o3l
CE-Marking Conformity European — Marking ? ﬁ;ﬁ;l?&;?ﬁjﬁﬂiiﬁﬁﬁﬁ% .
TGA Therapeutic Goods Administration Al dduadl 8ylo]
MHLW Ministry of Health, Labor and Welfare dclaizdl Lle Jlg Joadlg dsusall 8)l3g
MDSAP Medical device single audit Program dudall Olopliuel) 3801 ol
RCB Registered certified body Alorucn Bladiao diud
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¢ Council Directive 93/42/EEC of 14 June 1993 concerning medical devices. Official
Journal of the European Communities, L 169, 12 July 1993.
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31993L0042

¢ Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April
2017 on medical devices (Medical Devices Regulation — MDR). Official Journal of the
European Union, L 117, 5 May 2017, as amended:
Consolidated text: https://eur-lex.europa.eu/eli/reg/2017/745/2023-03-20/eng

¢ U.S. Food and Drug Administration (FDA). Deciding When to Submit a 510(k) for a
Change to an Existing Device: Guidance for Industry and Food and Drug Administration
Staff. October 25, 2017.
https://www.fda.gov/regulatory-information/search-fda-guidance-decuments/deciding-
when-submit-510k-change-existing-device

¢ Maedical Device Coordination Group (MDCG). MDCG 2020-3 Rev. 1: Guidance on
Significant Changes Regarding the Transitional Provision under Article 120 of the MDR
with Regard to Devices Covered by Certificates According to MDD or AIMDD. May
2023.
https://health.ec.europa.eu/latest-updates/update-mdcg-2020-3-revl-guidance-
significant-changes-regarding-transitional<provision-under-article-2023-05-12 en

¢ International Medical Device Regulators Forum (IMDRF). Essential Principles of Safety
and Performance of Medical Devices and IVD Medical Devices. IMDRF/GRRP WG/N47
FINAL:2024 (Edition 2), April 26, 2024.
https://www.imdrf.org/documents/essential-principles-safety-and-performance-
medical-devices-and-ivd-medical-devices

¢ Global Harmonization Working Party (GHWP). Change Management to Registered
Medical Devices. GHWP/WG2-WG1-WG3/F001:2024, December 12, 2024.
https://ghwp.info/node/263
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/deciding-when-submit-510k-change-existing-device
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/deciding-when-submit-510k-change-existing-device
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https://www.imdrf.org/documents/essential-principles-safety-and-performance-medical-devices-and-ivd-medical-devices
https://www.imdrf.org/documents/essential-principles-safety-and-performance-medical-devices-and-ivd-medical-devices
https://ghwp.info/node/263
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