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Flow Chart (1) of Registration of Medical Devices

3 or 5 working days

Fulfill
requirements
Rejected
Accepted
7 /20 working days
Requirements fulfilled within 60 working days by the company
Fulfill Requirements
Suspend
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Flow Chart (2) of Registration for Medical Devices Class 11a, I1b, 111

6 months i
Reject i
Accept i
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Flow Chart (2) of Registration for Medical Devices Class I1a, IIb, 111

The company submits a primary registration

file

The company will have a temporary acceptance number

Completion of the registration file according to check list

v

Evaluation of the file according to check list

The company will be given a permanent acceptance number

¢

Then as per workflow no.1
File evaluation
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A0V el B sl g il B 3 Jaad g system W) Aalna ) Al cila el (e A8 gana i) Ja jidy
"legal manufacturer " 58l ghaal) Gudi Ll G o) LY
free sale , CE certificate , CFG certificate from USFDA , declaration of ) <algdll saa) 83 ¥
. system (& datial) dphl) il 3wl ) ( conformity
. system OsSi Lpanad AlaSa Jant 3 gl gran () (o SSUL danadiial) dgalal) Digll) o (2 ol a4y
b Lo A8 e (1585 ) I JAIY) 90
Raw material- GMDN-patient population

bundling aseail) alal; dadaall & ddall cila Jiwal) Juawi€ ¥, ¢

DAY A S e i) o) Ala b dalaal) e Al Gl jlieall i Aebundling ) aUSS Gadat Ja idy

1. Same legal manufacturer
2. Same classification.
3. Same generic proprietary name.
4. Common intended use.
5. Similar or close design.
6. Be within scope of the permissible variants that may be evaluated from scientific committee.
2ok L A8 idia (685 ) ) ) (0
Raw material- GMDN-patient population
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Flow Chart (3) of Scientific Committee for Medical Devices
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: LUl BlE 0l dosage form o9 8 duh Cilajlia o
- Safety & effectiveness
- OTC or Prescription
- claims on label and intended use in IFU
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: Jand) @il ghad
Lhal) cila jlicall 4538 sall 30291/ ddall e jliciall Jaaudiy duaidal) Aiplll o (2 jall Gkl A Cile gagal) Jagad -
AU dasy
craladl T el g A jall plae) o cilial) ) ABLaYL cle g gall Gl e g Lall) el -
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Medical device name / category Prerequisites

il Apesthesia

-Must have safety rubber, Injection Port or Latex.
-Must have needle.

Infusion, I.V. Set & Administration Can be with or without vent (s 5 Ay 55 Aty 4y 55 o oK)

Set - Must be not less 110cm in length. ‘
el A ggud (anadia (S Lgs B gard) (S0 ) -
Infusion Sets with Burette infusion set with burette must contain safety rubber
CVC (Central Venous Catheter not | Need to have guiding syringe (guiding Y- connector) )
peripheral / central Line Catheter / 8 i) — 4y 58ia 4 pu —guiding wire J) Jsaal s Y A dnila 4ad o) jas)
Infusion Catheter) (Al Aa 53 3a
Need to be without any side holes to do not to obstruct suction

suction catheters
procedure.

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

LV Cannula 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.
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4ils e disposable anesthesia breathings circuits J) el ol BYP
Y (B Ll Ay gl #1530
2 A0 o 3aY) 2 558 504 y circuit J) Ala b

disposable anesthesia (water trap+ Breathing bag+3rd limb+CO2 extension)
breathings circuits 14,000 £ JaY) 22 558 454 co axial circuit J) Al A

(Breathing bag+3rd limb+CO2 extension )
s ALl Qlawdl Baal g 5 g JANA
Avoid connection/ reconnection risks to avoid reuse of part
- 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).

4yl e Cuffed & Un Cuffed Tracheostomy Tubes J) ua s sl
. oauaiad 3 jadall g o3y 9 i)

slaall 232 Endocrinology

aMBY) £163) asan SL 53 pen needlesd! AR G (a e sy

Insulin Pen Needles ISO 11608-J! 1atiiad) clli g dpalal) iall) lo dsa aadiod A1) 458 giall
labels.d) (s O siad) ga asiind (A 238 pland Al cun 58 (1012:2012

Jeadi J g ae

insulin syringes insulin syringe EXCEPT the 1ml (100 1.U)

3 aially (¥ g ¥ Ear Nose & Throat (E.N.T.)

«aiy) 4al e Cuffed & Uncuffed Tracheostomy Tubesuas ai
Lol Gl 68 padaldl g 2V g

Tracheostomy Tubes & tracheostomy tubes uncuffed& cuffed J) <l S Jo8 aly g
Calids g 3 adall g O3 g ) clal s A Lgaladin o) gal dlld g ciludial)
BIS el dlial) slidal 8 (e gealaiiaal ¢ LS
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Flow Chart (4) of Stability Committee for Medical Devices

Electronic submission of stability files

Fulfill requirements

Accept

Reject

File revision by junior pharmacist (within 5 working
days) then by senior pharmacist (within 5 working
days)

v

The Requirements sent to the company via MeDevice platform

-

The company submits requirements

Revision by junior pharmacist (within 5 working days)

Final revision by senior pharmacist (within 5Sworkingdays)

Requirements fulfilled requirements not fulfilled

Evaluation by the Stability committee

Accept: registration team is
informed by senior to continue
registration process (after
approving the minutes of the

Archived (minutes
of meeting & files
(soft copy)

Committee requirements: the company is
informed by senior to fulfill these
requirements (after approving the
minutes of the session)
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Class I Non-Sterile 4diaal) dphl) cila Jicall CE 2 834 apa Ja jidy Y *

O (Ao L3 Badina gl i Aga (0 8,302 EN ISO 13485:2016 3344 IS0 13485:2016 el (¢
Product category J) i
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1Y SNl e Kit/set D @ Kit/set contents Jadd g Cilullal) gl
Indication of use p liwall LaAICE 334 a8 Notified body 2 sV giuaall 4 gisa o 3352l o
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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
2- Manufacturer certificate to cover export of medical devices issued from: The Health
Products and Food Branch Inspectorate (HPFBI), Health Canada
3-Medical device active license for medical devices class II, III, and IV
4-medical device establishment license for medical device class I
5-ISO 13485:2016 certificate
6- Declaration letter mentions full medical device list submitted to the Egyptian health
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

sp el o jladl) and) o s ginng (A oiAl plaall (e aBiga o gida il plaall (39 Ao ALY Cilal) iy giaa

( R.M composition) <=S 3 Gl dalgd (3

physical-chemical-biological :(analysis certificate )ajlicall Julatsalgd (¥
*Covering letter for the analysis confirming that applied method is according to manufacturing
standard and under the manufacturer responsibility (mentioning all the manufacturing standards)
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2 AUl B jlal) anas | S GHAL aleaal) (e dinaartwork (o) ABLaYL o gia day i)
(Instruction for use in printed paper form can be provided at the latest within 7 calendar days of
receiving a request from the user)
.Storage (Condition)Cxjail digl o gilall ¢ ol awd) gz JSY Shelf Life) ) gital) dadua saa salgd (4
Jeaeatl) Bale) Ala 8 Gilead) Sl Uad) Jaaal (Y
Al 3 yall o bheal) cpe die (1
pobiesall Lpud ) cilina) gall d8ae 3algdi ; Liaa) (s Class I Non-Sterile ciiaal) a jlicial) dlla 3() Y
Compliance with essential requirement and harmonized standards check list
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(Notified (e 8 dua 43335 5 4iliala g 43U gSa JalSy ALl @ilICE (Acc.to 93/42/EC) J) 3l i
il paldliclassification J da(Annex) 44wl sall (3ala 3le) s abody)
: CE 722/2012J) 33 ¢ gial a3k A gaa Jual (0 B3la o miial) o) gia) Ala i
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.
Class I Non-Sterile 4iiaal) k!l cila jlicall CE ) 8l pa Ja jidiy Y
Product category J (/i3 O (e Ll g Badina ol gia dga (e 53la ISO 13485:2016 53¢ ii
1Y) Jaal a 9
(w 8ka EN ISO 13485:2016 3344 (N 48LSYL US FDAS (3 3 430a 510K (FDA Clearance) 33l
Product categoryd) i o)l e Ll g Badias cilalgdi peia dga
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(R.M Composition)<=S all Gl 8algs -)
Approved Supplier List *
List of PVC codes& grade*
Sketch Diagram -<
physical —chemical biological : analysis certificategiiall Juad salgs -z
**Covering letter for the analysis confirming that applied method is acc. to manufacturing
standard and under the manufacturer responsibility (mentioning all the manufacturing
standards)
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(COMPANY NAME)
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MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (1)

For MDs Class I and Ila
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
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(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)

s Y gail) Al Ay S gl adaall g0 Jiaa dgagddla B

(COMPANY NAME)
(Date)
Manufacturer’s Commitment About Safety Of Medical Devices
For MDs Class I and Ila
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
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(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)

s Y agadl) asdll Ay gilRl) adaall gild Jiea 3ga g Al B

COMPANY NAME
Date
Manufacturer’s Commitment about Safety of Medical Devices

Declaration (2)
Class IIb, III, AND (I, ITa 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.
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B2 is

= (Company) undertakes that since granting the marketing authorization of the medicalllc.%vice 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)

COMPANY NAME
Date
Manufacturer’s Commitment about Safety of Medical Devices
Declaration (2)
Class IIb, III, AND (I, ITa 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
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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)
[COMPANY NAME]
(Date)
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) < laidy) g clalhaal) A yy

i) lhaad
EDA Egyptian Drug Authority(draa) s) sal) 4ia)
MOH Ministry Of Health(daal 3 ) }5)
MD Medical Device( 2k a Hiua)
IVD In Vitro Diagnostic (b83all 2 gaiddill b ajliua)
IVF In Vito Fertilization(stall zalil))
AIMD (Pl JAI € 5 (b alis) Active Implantable Medical Device
MDR(2017/745) Medical Device Regulations(dxhll cila Jicall 4aliial) 3o gilf)
MDD(93/42/EEC) Medical Device Directive(dzhl) cla vl gz 5)
SO International Organizﬁation“fm‘ Standardization
(Cantiall 4 gal) daliial))
CE or EC European Conformity (4 s¥) 48Uaall)
FDA Food & Drug Administration(s/ sl g £)35) daliic)
CFG Certificate for Foreign Governments(dia¥) cila gall 31 %)
CFR Code Of Federal Regulations (438l gl sll) ¢yi) 68)
FSC or CFS Free Sale Certificate or Certificate of Free Sale(,a)) J sl salg%)
NB Notified Body(34sa clalgd jlaal iga)
DOC Declaration Of Conformity(4iithal) (s )
IFU Instruction For Use(p'aaiuY) cilaglald)
GMDN Code Global Medical Device Nomenclature code
(el cila jlicial) Al Lallall jLaall)
UMDN Code Universal Medical Device Nomenclature System
(el il Hliceal) dpandl allad) aUAIN)
OBL Own Brand Labeling(dald 4 las Aade)
OEM Original Equipment Manufacturer(’ ¢ 41 daiaall 45 ,4l)
FSNs Field Safety Notices(dxlaml) dadld) jladi)
FSCAs Field Safety Corrective Actions(dilisall dadludl asauail) £1 aY1)
SMH Summary Of Marketing History(: s« b gails)
GMP (34> 4msial il jlas) Good Manufacturing Practice
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UDI (3 iy a3l 3y 81 aall)) Unique Device Identification System
510K Premarket Notification
PMA (Ges~i)) J Lo e ))Pre-Market Approval
MEDDEV Medical Device Documents(4zsal) cila Hivall Jaail 4a DU il alinall)
USP United States Pharmacopeia
ASTM Accelerated aging of sterile barrier system for medical devices
AIMD il (13 £ 30 (A1 Tl adal) o Sliesal)
Accessory b e e Ll Lasad Lgaiaal oty Al 4l 3 5¢aY) cilials
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