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Flow Chart of case study file for a registered medical device

Fulfillment

(5 working days)

5 working days

45 working
days \
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1. Changes related to Intended Use

yes
Extension of
intended use?
+ No
yes

New clinical
application?

yes Intended use
limitation?
yes Intended use v
Re-wording (for
more clarity)?
Submit a New-
Registration file.
yes **requires competent authority
Change d|:|e to approval or Notified body reply)
corrective
v action**

Submit a variation file. No

+

v

Submit a case study file to the variation
administration

(Change to be assessed by scientific
committee or Notified body reply)
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2. Changes related to the materials

T

formulation, chemical
composition, or the

<

material’s composition?

\/

Change in material type

>

. e

**requires competent authority
approval or Notified body
reply)

***A material with indirect contact
is a material through which a fluid
or gas passes prior to the fluid or
gas coming into physical contact
with body tissue

v

yes

yes

Change due
to corrective
action?**

No

Will the new material directly

or indirectly*** contact body
tissues or fluids?

No

yes

~_
/\

used in a similar legally

materials bioequivalent?

~—

< Has the new material been

>

No

marketed device? Or are both

[ Submit a variation file. ]

v

yes

Submit a case study file to the variation

administration

A
<«

Submit a New-

to evaluate the change (Justification is
required & Notified body reply)

Registration file.

b pilino ezeud jllast Sy § el sy delaidl delgilly lelyz Y (odaiS (s
EDREX:GL.CAMD.003 :355JI

W1 DYl o3



dudall Clojliual) 433550l 8yla1
Jrzeail daladl BylaY!

3. Changes related to the Design.

N

Change of built-in control

mechanism, operating \ yes
principle, source of energy or /
alarm svstem?

\/

No

4 N

Submit a case study file to the
variation administration

to evaluate the change
(Justification is required &
Notified body reply)

j Submit a New-
Registration file.
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4 .Changes related to IFU

PN

Formatting an existing IFU
content including yes
reorganization of information /
clarifying of critical information
to end user or according to
MDR Format

**requires competent authority
approval or Notified body reply)

~o_

yes
Change due to
corrective
action?**
v
Submit a variation file.
Submit a case study file to the (Ch.angg.to be ass.essed by
variation administration scientific committee or
Notified body reply)
to evaluate the change (change to be
evaluated by scientific committee &
Notified body reply)
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5.Changes related to classification

TN

No Is the Upper/ down
classification due to
MDR application?

)\yes
A No

Does the new class

reflect a change in

indication and/or
Design?

Submit a New-
Registration file.

Y -

Return to Chart 1 &3
A

for determination
/ Submit a variation file. \

(Provided that the CE certificate
mentions product’s name & new
class or letter issued form notified
confirming the device’s new
classification + manufacturer’s
justification for this change

k mentioning the MDR’s rule) /
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Registered
codes

Factors New codes

Are the Devices the same classification?

Do they have the same GMDN Codes?

Are the Intended Purposes of each of the Devices the
same?
Do the devices Operate or Function in the Same
way?
Physical design and Construction the Same or very
similar?

Are the devices of the same Material(s)?

Are the risk profiles for each of the devices the
same?
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1-Declaration of Conformity according to Japanese regulations.

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 |

1-Declaration of Conformity according to Japanese regulations. Class Il
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 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 ).

Class Il

1-Declaration of Conformity according to Japanese regulations.

2-Free sale certificate (Issuance authority MHLW).

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

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 ).
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Class | non-sterile dosage form
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ISO 13485:2016 8slg&-3
(UKCA) United Kingdom Conformity Assessment 8olgi-4
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L gllacdl ol Class
1-Declaration letter mentions full medical device list submitted to the Egyptian
health authority
2- DOC acc. to Canadian regulation mention the classification
3-Manufacturer certificate to cover export of medical devices (= FSC) issued from: Class |
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)
N.B: the declaration letter will be sent to the health Canada to confirm that the Class I, 11, IV
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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[COMPANY NAME]
(Date)
MANUFACTURER'S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (1)
For MDs Class | and Ila

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/re-registration 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 reguest to the "Medical Device 5afety Unit (MD5U)" 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, 11, AND (1, 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 Nao., 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 lib, 1) or every 2 years (for MD of Class llajto 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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