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Flow Chart of Variation of Medical Devices

Electronic submission on the following link
medevice.edaegypt.gov.eg

Then Manager of Reception unit checks all uploaded

requests then distributes them to staff for evaluation

Fulfill
the requirements

5 working days (For fast track submission) or 8 working days (For normal track

Inform applicant suspend Notification for company
about requirements File checking according to the check list by reasons of reject
4’_
—_—
90 working days Reject
Accepted Evaluated by:

1-Scientific committee
2-Vigilance department

File evaluation by junior then -, 3-Stability committee
manager of Evaluation unit 4-Regulatory
evaluation-
(10 working days (For fast track submission) (Technical file review,
or 25 working days) (For normal track submission) certificate checking)
Requirements sent to Company
Requirements fulfilled within 60 working days by the company
Final file Revision
Evaluation by Technical Committee or
central administration of medical <
devices Fulfill Requirements
. Evaluation by:
Submission Reject Suspend 1-Scientific committee
of petition 2-more Regulatory |

Accept evaluation
Issuance of updated
version of Registration
License
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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 due to approval or Notified body reply)
corrective
v action**

Submit a variation file. No

Il

(Change to be assessed by scientific N

. . Submit tudy file to th iati
committee or Notified body reply) ubmit a case study file to the variation

administration
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2. Changes related to the materials

**requires competent authority
approval or Notified body
reply)

***A material with indirect contact
/\ is a material through which a fluid
Change in material type or gas passes prior to the fluid or
< formulation, chemical > gas coming into physical contact
composition, or the with body tissue
material’s composition?

\/

¢ yes

es
y Change due
to corrective
action?**
l No
No Will the new material directly

or indirectly*** contact body
tissues or fluids?

yes

Has the new material been
< used in a similar legally >

marketed device? Or are both
materials bioequivalent?

~_—
yes
v

No

[ Submit a variation file. ]

<«

Submit a case study file to the variation A
administration

Submit a New-
to evaluate the change (Justification is Registration file.

required & Notified body reply)
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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)

~_

yes
Change due to
corrective
action?**
v
Submit a variation file.
Submit a case study file to the (Ch.ang.e 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?

Y ”

Return to Chart 1 &3

for determination A
/ 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) /

Submit a New-
Registration file.
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Are the Devices the same classification?
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Are the Intended Purposes of each of the Devices the
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Physical design and Construction the Same or very
similar?
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Are the risk profiles for each of the devices the
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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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.Ciudsatlly (UK MDR 2002) L ;5Sde DOC 8slgis. )
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aiuailly (UK MDR 2002) g )sSde DOC salgd.
: Free sale 8olga. Y
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ISO 13485:2016 8algi-Y
(UKCA) United Kingdom Conformity Assessment 8olgi-¢

Class Is, lla, llb, l1I.

IS § daiiedl deleal lado Y

IRV IR VL SN | 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 II, 1ll, 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 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/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 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 Hb, Ill, 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 Iib, lil) 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

@b pibine Juomad ylasl @bl 3 Jodad sy debuidl) uslgdlly cilelyzYb ondaid Judo

EDREX:GL.CAMD.003 :35SJ!
W1 DYl o3



dudall Olo il 43)5)0." 8yl
ol dolad BylaYI

Case Study Jldl daolys caled doglland! Ol @ (£)32xko

et SR

Ja2idl sl 4 To90 gl Sl / 89) giaacal| asall 3y9 e b -y
(@i O] Olpssall 35Meg) Juzead! jlasl o Al 8yg0 -Y

.(Free Sale+ CE+ 1SO13485 or CFG+ 1S013485) 8342l 9 Jgluill Cilalgds (e 8yge0 -Y

.Declaration of conformity ¢ 8y94e -¢
el gl Cu (yo rinall (3 il (ST 3979 poay Ay 3 91 el / daxtindl 45401 (e atandl Uasl (e 890 -0
oo 2yl cCaduaill cdaz) )y ddsludl ol gandl llug el duslys ¢ Jadzedl ceuiad)l cdiuaslly Cadadl cdduall Buwe

Jeaaidb Cglladdl (baadl zuss3 2e GMDN codecplisuwl
5 Sl pell o)l Cann dyghlaadl Coliiunal! Fb dudods o : el Al goele™*

rlylaisyl A3 .\ ¥

Jbaisdl lasasll
EDA Egyptian Drug Authority b raall gl digs
MD Medical Device b eliwe
AIMD Active Implantable Medical Device el 21 85 (oo piliiae
IS0 Interna;lcc;:zla(;);ig;r;;(z)a:]tlon for el ddgull dalaial
CEorEC European Conformity d9)991 daslanll
FDA Food & Drug Administration clglg eldadl dodaio
CFG Certificate for Foreign Governments Azl Olo oSl Bolg s
ESC or CES Free Sale Cert::frlgzt:acl); Certificate of ol Jglasl 83lgs
NB Notified Body 8392l Wlslgd Hluuol dg>
DOC Declaration of Conformity daslaol el
IFU Instruction for Use plasawdl Oladdas
GMDN Code Global Medical IZ():z\c/ji;:e Nomenclature Akl o bina)l dnadd oIl Juna)
REF. Reference s
FSNs Field Safety Notices Aoliual! doMud! ylai)
FSCAs Field Safety Corrective Actions duliged! dodul) (Feaill <l
GMP Good Manufacturing Practice | el Olwyles
PMA Pre-Market Approval ol Jad Lo dlazel
UspP United States Pharmacopeia éj)’\ £lgd] ygiund

b o Jezeud jllast Ly § el sy delaidll delgilly lelyz Y odaid (s

EDREX:GL.CAMD.003 :35SJ!
W1 DYl o3



)
dudall Olo il 43_,5)0." 8yl 3
ol dolad BylaYI *_i)
Standard Guide for Accelerated Aging .
, ) : Uad) Joeaall L lnad gwlidd] Jul
ASTM F1980 of Sterile Barrier Systems and Medical e T T
ddall lopkially piaall 2l
Devices e J ’
| 3 W Jaiadl | o 3kina]!
AIMD Active Implantable Medical Devices J=b ol b i i Ll
bl g3l 1 ol e o5 Dyls] ddle o
CE-Marking Conformity European — Marking Olzial) dadlud! 9 douall jplae 2o (381920
L09)99 DslLardyl dalarall Lol oy 3!
TGA Therapeutic Goods Administration duMal il 8yl
MHLW Ministry of Health, Labor and Welfare delazdl Lle g Joasdlg dosall 8ylh9
MDSAP Medical device single audit Program ddall Olojliwel) 380 7aliy
RCB Registered certified body Ao Bodinoe digd
Ohlasel N ¢
b audlge Il Fo) B
Y-YV/V-/YA BESBEWS
Al £95 bodd ($oliyl lalasee d8Ls| )
dlyd Cako- oz Juzeud- Ol i)
(Wl
Olpiell aclgd § CDLus Y
Al Al Cale d3L5) - YOYY/VY/) RLUBRWSY
daill ol @bl jluw] -¢
Jglall Slolgd Lol 3ole d8Ls1 -0
Gudall Slopbinaly Aol 83921
Oldaald L3800 Sl puwe Cgdxi 03 )
e paid) 3831 8)aY zuad
2355001 8yY1 of Al ol §oll
39 WS aduuall Sluwgell paxs U Y.Yo/.q/.) ATIIRWSN
JAI § 02,55
LpL;a.’i})’\ > G,Ui_g
Bods daus ddls|  -Y

b e ezeud jlast @by 3 el sy delaidll delgilly Clslyz Yl ol

EDREX:GL.CAMD.003 :35SJ!
W1 DYl o3



