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Flow Chart (1) of Registration of Medical Devices
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Rejected
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7 /20 working days

»
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Requirements fulfilled within 60 working days by the company

Fulfill Requirements

Suspend

Accept
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The company submits a primary registration
file

The company will have a temporary acceptance number

A 4

Completion of the registration file according to check list

A 4
Evaluation of the file according to check list

6 months
The company will be given a permanent acceptance number

i

Then as per workflow no.1
File evaluation
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Flow Chart (3) of Scientific Committee for Medical Devices
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Medical device name / category

Prerequisites

il Apesthesia

Infusion, I.V. Set & Administration
Set

-Must have safety rubber, Injection Port or Latex.

-Must have needle.

Can be with or without vent (G s 45 daiss 43 gauaa ()9S5 o (Sa)
- Must be not less 110cm in length.

i) A gl panadia ()18 g B gl ()9S5 O -

Infusion Sets with Burette

infusion set with burette must contain safety rubber

CVC (Central Venous Catheter not
peripheral / central Line Catheter /
Infusion Catheter)

Need to have guiding syringe (guiding Y- connector)

oyl — 43 gila 42y ~guiding wire J Jsdal s oY) A Luils dadd gl jaq)
(CAad) A 5354

suction catheters

Need to be without any side holes to do not to obstruct suction
procedure.

L.V Cannula

Must have side pore (injection port) for drug injection unless for
sizes 24 and 26 as they are used for neonates and children

Sample from each cannula size has to be presented to the scientific
committee.

Extension Lines

Has to state whether Venous or Arterial

Breathing Circuit, Oxygen Mask
&Nebulizer

Can be Sterile or Non-Sterile but has to be stated on packaging.

disposable anesthesia
breathings circuits

Avoid connection/ reconnection risks to avoid reuse of part

4< e disposable anesthesia breathings circuits J) Jaidi of 39 0
1Y) (B Ll Y &y 5 g ) £ 3aY)

s Al o) 3aY) 2155894 y cireuit J) Al A

(water trap+ Breathing bag+3rd limb+CO2 extension)

240Ul £ 328 An) 63 849 04 co axial circuit J) A i+

(Breathing bag+3rd limb+CO2 extension )
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- Accept CUFFED for all sizes.

- Accept UN CUFFED only for sizes up to and including Smm.

Endotracheal Tube (eg.3, 4 & 5 mm which are used for pediatrics).
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insulin syringes insulin syringe EXCEPT the 1ml (100 1.U)
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Flow Chart (4) of Stability Committee for Medical Devices
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l s
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1- Declaration of conformity according to Canadian regulation

Acc. to the form https://www.canada.ca/en/health-canada/services/drugs-health-
products/medical-devices/application-information/forms/declaration-conformity-forms-medical-
devices.html
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Products and Food Branch Inspectorate (HPFBI), Health Canada
3-Medical device active license for medical devices class I1, I1I, and IV
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authority in case Medical device active license is issued for medical device family, medical
device group, or medical device group family, this declaration letter will be sent to the health
Canada to confirm that the license covers the whole medical device list
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standard and under the manufacturer responsibility (mentioning all the manufacturing standards)
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: CE 722/2012J) 32 ¢ ia) a3l Al g Jual (a Bala o zeiial) o) gia) Al A

concerning active implantable medical devices and medical devices manufactured utilizing
tissues of animal origin has been published in the Official Journal of the European Union. The
Regulation replaces the existing requirements contained in Directive 2003/32/EC tissues from
TSE-susceptible animals in Medical devices.
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Concerning active implantable medical devices and medical devices manufactured
utilizing tissues of animal origin has been published in the Official Journal of the
European Union. The Regulation replaces the existing requirements contained in
Directive 2003/32/EC tissues from TSE-susceptible animals in Medical devices.
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(COMPANY NAME)
(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (1)

For MDs Class I and 1la

Dear Head of Central administration for medical devices,

Dear Head of Medical Devices Registration Department,

For the following medical device applied for registration/re-registration/variation 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/variation, 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/re-registration/variation.

= (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/variation 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
Registration Department" and communicated to the "Medical Device Safety Department (MDSD - EPVC)" 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) to the "Medical Device
Safety Department (MDSD - EPVC)" 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 Department (MDSD - EPVC)".

Signature
Title
(Date)
Lalle Baga clilgd o Alalal) ddaall g3 ) ghucal) ddall cila Jliall Jaaads Cilp) 2y adaiil) Julal)
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(COMPANY NAME)
(Date)
Manufacturer’s Commitment About Safety Of Medical Devices
For MDs Class I and I1a

Declaration (1)
Dear Head of Central administration for medical devices,

Dear Head of Medical Devices Registration Department,

For the following medical device applied for registration/re-registration/variation 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/variation, 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/re-registration/variation.

= (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/variation 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
Registration Department" and communicated to the "Medical Device Safety Department (MDSD - EPVC)" 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) to the "Medical Device
Safety Department (MDSD - EPVC)" 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) is responsible that there is a vigilance system in place, and for the oversights of 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 Department (MDSD - EPVC)".

Signature
Title
(Date)
Lalle Baga clilgd o Alalal) ddaall g3 ) ghucal) ddall cila Jliall Jaaads Cilp) 2y adaiil) Julal)
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COMPANY NAME
Date
Manufacturer’s Commitment about Safety of Medical Devices

Declaration (2)
Class IIb, III, AND (I, I1a with Regulatory Actions)

Dear Head of Central administration for medical devices,

Dear Head of Medical Devices Registration Department,
For the following medical device applied for registration/re-registration/variation 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/variation 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 Registration Department" and communicated to the "Medical
Device Safety Department (MDSD - EPVC)" 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) to the "Medical Device Safety Department (MDSD - EPVC)" 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) is responsible that there is a vigilance system in place, and for the oversights of 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 Department
(MDSD - EPVC)".

Signature

» o
- C

Title
(Date)
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COMPANY NAME
Date
Manufacturer’s Commitment about Safety of Medical Devices
Declaration (2)
Class IIb, III, AND (I, I1a with Regulatory Actions)

Dear Head of Central administration for medical devices,

Dear Head of Medical Devices Registration Department,
For the following medical device applied for registration/re-registration/variation 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/variation 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 Registration Department" and communicated to the "Medical
Device Safety Department (MDSD - EPVC)" 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) to the "Medical Device Safety Department (MDSD - EPVC)" 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 Department (MDSD - EPVC)".
Signature

» 0
- -

Title
(Date)
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(Date)

[COMPANY NAME]

Dear Head of the Egyptian Pharmaceutical Vigilance Center,

Dear Head of Medical Devices Safety Department,

The following is the list of contacts of safety responsible(s):

"

-

Name of The Name of .
. . Phone Mobile
No. Local Safety Title the Email Number Number
Responsible(s) Department
Signature
Title
(Date)
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(Glossary) < baiay) y clalhiaall Aaild )

iyl llaad)
EDA Egyptian Drug Authority(4:saall s sall 4i)
MOH Ministry Of Health(daal 3 )} 5)
MD Medical Device( 2k a Hiwa)
IVD In Vitro Diagnostic (sdall 2 gasddall b a3l )
IVF In Vito Fertilization(sUall alil))
AIMD (Pl AN £ 530 (b o 3tia) Active Implantable Medical Device
MDR(2017/745) Medical Device Regulations(dxhll e Hicall 4aliial) 3o gilf)
MDD(93/42/EEC) Medical Device Directive(duhll cila jlival) cilgza g5)
SO International Organiz?tion for Standardization
(CamlBall 43l gal) dalaialf)
CE or EC European Conformity (4 s¥) 4iaal)
FDA Food & Drug Administration(s/ sl g &3 daliia)
CFG Certificate for Foreign Governments(dia¥) il gall 31 %)
CFR Code Of Federal Regulations (438l gl sll) ¢yi) 68)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(ual) Jg)ill salgdi )
NB Notified Body(325 Cilailgd Jlaal d4¢a)
DOC Declaration Of Conformity(4iaal) ¢ )
IFU Instruction For Use(p'aaiuY) cilaglad)
GMDN Code Global Medical Device Nomenclature code
(el cila jlicial) dpan! alladl jLaall)
UMDN Code Universal Medical Device Nomenclature System
(Al cila jlical) dpaniil allal) aUaI)
OBL Own Brand Labeling(dald 4 ai ids)
OEM Original Equipment Manufacturer(’ 4> 4:1a¥) daiaall 45 ,4l)
FSNs Field Safety Notices(dilaml) dadld) jladi)

FSCAs Field Safety Corrective Actions(&siall dadudl il 51 YY)
SMH Summary Of Marketing History( s« &b pails)
GMP (33> Lmpial el jlas) Good Manufacturing Practice
UDI (3ieaY) iy il y A aBil) Unique Device Identification System
510 K Premarket Notification
PMA (Ges~d)) J Lo e ))Pre-Market Approval

MEDDEV Medical Device Documents(4zshal) cila jliveal) Jaaadil da D) il aiicall)
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USP United States Pharmacopeia
ASTM Accelerated aging of sterile barrier system for medical devices
AIMD paal) Ja1a £ 55U JAAN Japldl) odal) o 3liecal)
Accessory b e e Lgaladin Lasad Lgaual aly Al 4l 5 5gaY) clials
Gl syl Y Y
CObandl &l sa Jlaay) &UU Jaal
ARARVAR JsY laay)
:Q‘)S)AS\ EJ\JY\ (s C'_\.\.Jafl rf;.l
43S pall 3,0V maad Ailleall
5 Adaall sl o sl Y.Yo/\4 RECURIORN
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