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Flow Chart (1) of Registration of Medical Devices

3 or 5 working days
Fulfill
requirements

Rejected

7 /20 working days

»
Ll

Requirements fulfilled within 60 working days by the company

Fulfill Requirements

Suspend

Accept

Lalle aga clilgd o Abalal) daal) g 5 shosal) dpdal) cila Jlical) S i) Y oasiiil) ()
EDREX:GL.CAMD.002 :258!

Ja¥h: Jlaa) a3

2021/09: S F

2021/09 : i) g



dal) cila Hhwall 44 38 sal) 3 1Y)

s ddal) cila el Joand cildla Ui Sigl ;a14.1.1

Lt g Sladdd) Julka g e\gu)ﬂe oAl dlad) Juad) ulﬁ g..\hl\ N’M\ ?.«.u‘ a&l.«a‘ﬂ Juandl) Gl Jiaa a.h&.u Judiay éu.u'é ?33.4 -1
(JJJM _ui&n) w\ IBIEYY

3aball 1 & paal) o) gall dia ;mwm@m;u;ugsgunwﬁm&h ‘_,.\LNMJM‘_&.NJMF
CREd 13 B o) gal) Al (i) (o bl ) AL Tada ciladdl) JilBa 5 1" 2020 4iead 777 #1580 Galaa iy 1A

medevice.edaegypt.gov.eg

normal track - qllall Juu ) gl (e Jas all 5§ A @l g daiall A (e A ol oy -3
slii) Cuad qalhal) (Galat o) cilal) J o8 a2e o) J gy fast track ) Jes al) 3

KSMQYLASLM\J\JMJUSJ@Y‘JKM\JJ”M\WJJ&UAS\L’JM%JH\ 4o ¢ ala: cilad) Jed a2 <

checklist Ailaal) < aiioeal) daildl lds cyfatioiall (e ‘;i Adligiu) ate Alla B Calal) (galad oy seliia) cpad llal) gl s B <
Y llal) ey Lday Jas a5y 90 W) 3aal
Wl adial) callal) aB y (i JOA (pe dalal) o Gilal) JlaSia) aly 4y pllaal) claSiudl 48 Hal) sliia) dic

BN pady ¥ qlhall o) Jua) ae AS,dl qith B o tieal) cliby Ga of (Gala pas Alla b qutlal) (2ab ) oy ) by A B <
alkal) Lt 4 gal)

s o s Jaad cila anil i) ), 4.1.2

normal track =) cilall aMic) Fu U e S agu 20 SA A A g daial) o 4 gllaal) clfLainl) Jlu ) g cilall dag) o ol o
Fast track <) <lilal Jas a7 5

L8 Al B Lduali ) gsie g LaS Apdal) il Jlical) 435 galay Aualil) cilp) j2Y) £LS) aly o

b i Jaaad dile pliiia cie) ) 4.1.3

medevice.edaegypt.gov.eg “aiall e Sl cile c¥laSiad Ju ) oy -

s Sl I8 o A g S Aualall o e gh el culaiinall (a gaady I ) )

ilal clatiws -

Al K4 dagida -

55 Lglian pliaaly -

S IASNY) &8 gl aladia) Gaoh oo ol Lgady ol L g s Guob Ge AN S sl gm -
A g AS) claliees (o dlld @ J g ae ; Al gala

a Apalle 3aga cligd o Alalad) dlaall g 83 giesal) Agdal) il il Jsuadl il ) @Y (addaiil) Julalf
EDREX:GL.CAMD.002 :4 <!

Js¥: aay) a8

2021/09: )8a¥) f 5

2021/09 :Gadail) g )



dal) cila Hhwall 44 38 sal) 3 1Y)

(Faallad) 5392l cilalgdi o Alalald) ddaall g 53 sicall) dalina ad) ddal) cila jHanal) Jaandd Aaiial) ac) gill g el Y 4.2

: class IT a JIb , IIT ddiaal) 5. ) glwal) dalina il dudal) cila Jal) Joand Sis) o) 4.2.1

(23l Yeheck list I Ush JalS Joaest cila jhg5 Al
. workflow no.1 (2 zase s LaS 4,1 384N 335 ) gSiall o) gBl) gl ghadl) (yuli L) ol

b isa et Cila A5 Als B
( 2 3>le) check list U Wk JalS i cila 845 ot ()

workflow no. 3: Jb zeaga 9 LaS Jody jlusaS 400N el aY) gL o5
md.nonsterilereg@edaegypt.gov.eg (Sl bl Jl Ao (Adna Joad Cila anally (g 51 gl Joadil) s o 58,
. b atiesa S 0 g0 - Laaadl Zalal) 5091 () Aasial) clalgutd) (Al o (g siny

s iall Gl cila B AU colaiioal) aally 1<
Declaration of conformity -
CE certificate -
ISO 13485:2016 -
Class I b, ITI diiaal) clejliaad) Ala 3 2o e al e Sl Balgd -
Class IT a 4diaal) Al cila Jlivall Aa B Ladal) aly cpe Jglai Salgd -

s Al i) Cila o
gaa) (e S Balgeds 81 8 are Alla B 2 pa e Al (e JI0 Balgedi aptily NG Class [la Adicaal) cila il -
(564 6 )Agadl BIA A jall) J gl gaa] G J oIl Balged apalli ay ) Ao dsma sall 9

O e UB5a Calal) (i ady Lgiliiaat Ciliday Al cila il iraal ISO 13485:20160) sl bl i are Aa G -
el Aad) Agea JYA Laguagas o1y

de gana o g 3a A Eu) 488 all e Jguanl) ulls b Aasiall 5 g0l B 5 gS3al) gl o f ) el Alla B -
,@M\M\d&awgﬁkwiJﬁ&@dﬁd’d&ﬁﬁ&“&nﬁﬁb)ﬂu

sdand) @l ghad

AR pal) Cilalgdd) g adiall el o Uiy Juaill 3 13) S8 (e AiBga (58 a8 ) i als -1

« Jaamil) 303 A e cibigall dsal) 4Bl o geand) sy Ao i) A88) gall jlaa) aly -2

K B Jg) 0985 O (o ) il By JlaSia (asal) Joaatl) il 8 o S (e 18 Al S A e ay -3

2 Ggalall Gda Bl cile | A dsala) il ditesal) Jlasiod

s AU gl 0 e 2 Gadall ds Jiaad) Cile apsliy A5Y) ) 9gd 6 ) SIS AS ) g
medevice.edaegypt.gov.eg

o) Cilpl ) (e el (pad ale Baal 3 piudl dlga AS pal) piad Al il Jgab ab ) AS Jdl) prie oy Iy -

/ / 4.1 8 B adia g Las

A Tda 4 plhaall colainall JlaSin) 99 Wb Lgad) jLiiall Baal) slgitd) ay 4300 i) 488 g (5 Jlaua) o 488) gal) oy o -4

.(4 @la) check list

Apalle 3aga cligd o Alalad) dlaall g 83 giesal) Agdal) il il Jsuadl il ) @Y (addaiil) Julalf
EDREX:GL.CAMD.002 : <)l

Js¥: aay) a8

2021/09: )8a¥) f 5

2021/09 : el g



ddal) el Hieeall 438 sal) 5_1aY)

. % gala

Soaeail] a8 ) (ull aladiiaidy AS pid) o gl 4300 puias) A88) ga (o JSI A Jaaiill adiall i) Gudi 3 i ) Si AN B
3 LAY Jaadl) 310 £ 9ol (g8 Cdigall

A3 i) A8 ga Ao J guaall asBilly 38 (498 Adsa Joead cilay ad8il) Joadl) Ul ey o
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The company submits a primary registration
file

The company will have a temporary acceptance number

A

Completion of the registration file according to check list

A
Evaluation of the file according to check list

6 month
The company will be given a permanent acceptance number

l

Then as per workflow no.1
File evaluation
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- Safety & effectiveness
- OTC or Prescription
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Medical device name / category

Prerequisites

33 Anesthesia

Infusion, I.V. Set & Administration
Set

-Must have safety rubber, Injection Port or Latex.

-Must have needle.

Can be with or without vent (G5 i 4545 Aaidy 43 gauaa (1585 Of (Sar)
- Must be not less 110cm in length.

i) A gl anadia (hSa Lgs 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)

o) — 4y g8ia 42w —guiding wire J) JsAA 3 Y b Aila Aatd gl jeq)
(CA) An 9334

suction catheters

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

1.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

41s e disposable anesthesia breathings circuits J) Jaids o)) 3 9
1Y) A Lgaladiny 4y g ) 51 aY)

s Al o) 3aY) 4 g5 B9 8 y circuit J) Al B

(water trap+ Breathing bag+3rd limb+CQO2 extension)

245l 1 3aY) 22 g5 8 )9 44 co axial circuit J) Al A

(Breathing bag+3rd limb+CO2 extension )

: Z\.,glm\ S as) g 5 g JAND
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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).

«idy) 4al e Cuffed & Un Cuffed Tracheostomy Tubes J) oas ol
. oabaidN B jadall g oV g

slawl) 222)) Endocrinology

488) gial) 238Y) £) ¢ aran SY 1) pen needlesd! (AJAN YRl 2 e Giga g
Insulin Pen Needles 2§ A ISO 11608-2:2012 1aliies) €l g dalal) diall) o daa aadios Al
labels.d) Ao O giad) pa addiad ) aEBY) plaw) Al

Jidl J g 2o
insulin syringes insulin syringe EXCEPT the 1ml (100 1.U)
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Adal) cila el Jaady duaidal) dall)

oy dgidiall Aigll) o (o ) oy 4 2 glgSlald Lili aga g ddla ALl
JAdall il bieaall

1Y) Adaaia Lgd 33 ) glanall S ) (o adlaciaa) cilalhs a2ty
Soft and hard copy of: Trade name, Class, Product category,
Manufacturer name, country of origin, Intended Use, Composition,
Mechanism of action, packaging, labeling and instructions for use
PP AR P
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adll (2l ) Hematology

Standard filter mesh size ranges from 170-200p and has to be

Transfusion Set mentioned on the package.

) aand A1A 010 3 Al 31 ALY (adl Baa g) LD LMY e A5Y) 5 lald) <3

Apheresis Kit Kit:-)) aladia LA oy A Baall (ady Lad Apheresis Kist
"To be used within (........ ) after opening the primary package "

Al il padly Galdd) o A Cdad) e 4y pead) Ja) sall Chaa g S ) ol 3Y) -
Jaliiul dllig 0-28 days 4 eadl Ll Babywsls Neonates S ol cua alal)
Syringes A paad) ilal) dpallal) daal) daliie ciy ol
(Pediatric, Adults etc.) 48lidal) 43 yaal) CLll) pran (pa 4de JLaa) als
Ll o gllaal) cilad puull

Interventional & Diagnostic Radiationdzaidal) g 4,150 dady)

Core Biopsy Needles Liaaial) g Ada)a) dadd) ad o (ol Al
dualil) <l gadl e compatible with lipiodol or not-<uils 13} 3aa53 ) g pa
Angiographic Catheter s AIFU or labels J) 8 W S35l aduall ddae cla licsal) Alla B o liaally

53 shenal) la icall

4 5) dibwal) Urology

Any product .prese.nted for Re- SN gl Y 8 L) 2, 68 a3 A CSLaY) (ha A pala LS jllan) g
Registration

-u.'.i'_Y\ Y éi sl aly

Long- term Scientific Papers on Safety & Efficacy & Clinical Trials
IIb, III &Implantable Medical Devices| published in reputable journals
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Loy a2 da dmn e Jgi
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Urine Collection Bags sl
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Tl _al b gl a gt
shma ja pf Jgd (e Bl
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0 9al) A8 00 4538 yal) 3020 Lgw a g3 Al (g JAY) <l LAY ) ALYl Al gl)
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Surgical Sutures Jraadl) da) g dalad) da) all Laadial)

sdma e J g9 e Bl -

JLEAY) 138 £l ) aly (Bale I/ Jaawd) Jaaaill Aadiall La) ol o gadd) (i Lasd
8u9ay diadl itk Jaa Al a ksl £ gd (e JaBd 2a) g (el Jranal) 2ay Lgale
) LAY 1 AL Al gl A48 1 4 38 pad) B0 (e 80 gl LS B ASLE)
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Dermal Fillers

Dermal J) gas o da i) Bgal) o gl g (lSa 4 ) pdail) guda g
‘Filler

Aggadl) Le oY) PP N N ROV |

Aith agd (2l sal) slla¥) 3k O o i) 138 aladiud a3y -2

da) o dalad) dal all Lawadial) daled) Aalll ¢pa 3 jaliall Cilua il Gadal aiy®
1N lés dermal fillers ue sady Jranill

> batch number J! 333y 53l g 5 gaadl JaN a tiaally galdd) ID J) AL -
@l igan Ala B () yall ariiceal) o liaall yaati g ol glleal) qulall iudy
licliaa

(Al Sl vy BEAYY dermal fillersdd 82 shual) S ) o355 o (e
recall )&l ail 188 g ¢pasiiveal) cilily g Alacaial) ) gil) (SLeY gay g8 o
Mg cllaadl 43 sall 300 (Audd 48 4 I3 (all) (system

A58 40300 5,23 B corrective action 4 dermal filler ¢ JS3I Al b -
Ceragi g LY Lgo Jiay Azalle dzale cdlaa B3 ) gdile dpale Gl j3 i) o gy
corrective action J!

Sterile Dressings

Laldll all Baag o (b Cild) Cad aadiud @l Lall a) ke Ala) ol
ibalantl 455 jall 31091 A ¢ AN 138 Gadai Aalia oy () e Adiaal) cl Ll

Stainless steel Sutures

Stainless Steel Suture is used only in STERNUM.

splaRIa) (0190 (B A alaRILY) JSh rland) aae
"Abdominal Wound Closure, Intestinal anastomosis & Hernia
Repair"

2 Rows Staplers

d i Bale ) /g ol cilila Jliad) oy

Open surgery, Linear or Articulating 2 double staggered rows
staplers + their reloading units

81 o Jranill da) ja g dalad) dal_all daadiiall dualad) Aplll o gz o ol o)) o
Al 488) g Allas A5 Lo palad) (1)1 6000 A o & ol dma ja 93 (e B2l
il ) ja) B yaed) ol Lgle dpalal)

Aalal) all) e (il ) 3 clubially Lalilireloading units ) G ga Laas
open J siendoscopic surgeries - (A aadiad cilubal) Cils 13) yaas -
Agalal) dalh) o (2 2l Sdsurgeries
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Implantable Sterile Medical
Products

poliuall Jlas) i w3485 aa Free Sale, CE& ISO 13485 s34l o2 6 -1
Long-Term Scientific Papers On Safety& a8 iy dma yo 453 (0
Efficacy &Clinical Trials Published In Reputable Journals

o Badinal) Julaal) aaf B gl o) yal) cila jlieead) o ol jLSa) Laa) -2
International Laboratory Accreditation Cooperation (ILAC)
dpalad) ddall) 38 (e Lganill g dunigh) S (e oly il JLEAY) o) ja) ) ALY, -

Implantable Non-Sterile Medical
Products

) A L 3 gal) cla i) o (gl Adua) gal g ) < Ll sl -

International Laboratory Accreditation (» 5aizal) Jalaal)
Cooperation (ILAC)

Agalad) ddall) 38 (pe Lgan g dudigl) CS (e sl cl JLERY ¢ ) ) AdLYL
(D 8 alaa g dma pe A ga B S elE adaa Lgd Al Audal) il Saal) ;ms@.u
1Y) aadll (e A 0 i Al g0

amﬂlSSJZ%JA&JJQA?MJL&\&M -
Long-Term Scientific Papers on Safety & Efficacy & Clinical
Trials Published In Reputable Journals
Cra Baainal) Jalaal) aaf & Lpdiaad 31 jall cila jlicall Ao <l jLEA) -
(International Laboratory Accreditation Cooperation (ILAC)
Aopalal) adall) 38 (e Lgansll

. Anaigl dlS L) -

&g <k Ophthalmology

Ophthalmic Sutures from Non -
Reference country

239 J& Ophthalmic Sutures <lwlis aeal tensile strength JL3) &3
438 all BIaY) (e B0 )y JLESN B ASLE) B9 g (Bale )/ aan o) Japeatl]
e als O e 30 g a gl Al (g JAY) il JLaaY) ) ALY 4l gal) 4408 L0
,QJ,pJ\la\ﬁJ@\y?M‘MiM\uh

¥ 35% TRYPAN BLUE & (s siad Al cila el i cilile Juia ady

Trypan blue oY) £ 5ol sldall slaall cla (8 Lgalaiia) (2193 0983 U9 % 0.06 Jslal
L) (e
Ectoin Ectoin 4 33la Jo (5 ¢iad Juawad Bale1/aaa Joawud clile Jlali oy ¥

Cardiology <l ks

Silk Suture without needles

Jiae A Caadiall Jd (e 4aladiud Silk Suture without needles Juiic
by A pandl ¥ JEal) Jaa o Saae cllaa B 4y ganll A oY) g ldl) a0
Asa) ) clalead) oL canliy)
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Soft and hard copy of: Trade name, Class, Product category,
Manufacturer name, country of origin, Intended Use, Composition,
Mechanism of action, packaging, labeling and instructions for use
PP AR P

Oral dosage form Aase e gmilall o glaSlald Ll 3o g andll o gl oSla Ul iyt Jo a ad)
class I non sterile dayidll daadiial) Lualal) Liall) o (2 ) 4y 2 gl gSla @ i a9 s Al B

dosage formé_ sa A o Lisl

Adala) g dpalad) Aiall) 488) ga Ala B & sliially (aldd) Jaaal) Cila JLialy a9
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oy dgidiall il o (o pal) oy 4 gl gSla b il 3509 Adla 3 L
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(biocompatibility) =) (88 g1l 9 i) el o il duaadiall dpated) Aialt daaial) ae g8l g Cilg) jaY1 6

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

v

The company submits requirements

l "

Revision by junior pharmacist (within 5 working days)

l

Final revision by senior pharmacist (within 5workingdays)

Requirements fulfilled requirements not fulfilled

\4

Evaluation by the Stability committee

Accept: registration team is

inform nior ntinue
informed by senior to fulfill these et S IALIE L

requirements (after approving the regnstr:atlon prt?cess i
minutes of the session) approving the minutes of the

Committee requirements: the company is Archived (minutes

of meeting & files
(soft copy)

session)
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Flow Chart (5) of specialized committee on registration of medical devices

:

v

Refusal suspended
Informing concerned
companies and
departments with
(1€ D11

Acceptance

Lalle aga clilgd o Abalal) daal) g 5 shosal) dpdal) cila Jlical) S i) Y oasiiil) ()
EDREX:GL.CAMD.002 :2 58|

Sz sl od

2021/09: v F

2021/09 : i) g



dal) cila Hhwall 44 38 sal) 3 1Y)

: dglal) il jlicual) A gala .8
<Jadd AU elal) 8 A galal) 510 cale A Al
regulatory actions W & I, Ila Aiiuaal) dpdal) e jliccall 5 class ITb, T1T Adiuaall Lual) cila jicall
sdaahal) il jliall elld g
Saail) Bale ) /duaadil) ) dadhal) 3 ) ghusad) -
Jeaedlll Baley dadial) Aulaal) -

Al elal) B dadiaall AS HA) (e A gale Clagas aga Al LaS
ey Juawdl) dalsy dadial) ddaal) dpdal) cila Jhicuall g Juadl) 32 o) Juall) ) dadBall g 33 ) ghewall dadal) cila Jhieall -
Lliiaas

&A@@Gﬁjw\QLAJM\%{;LEJ:&*J@aﬁﬁﬁﬁgwhb\/Mu.dhhhués.:)ﬂudikﬂd\ejm*
Aaa) 3 e -Agdal) e jliual) A5 gala 50) aa dudal) e Hhbal) Ay aUAK 450l i) VAL L8 g Aslllatia g Aldaiil)
.éﬂ\@.\:\d\

Waa ) sl incidents &g ) g Lalle a8 FSCA o) FSN o (Recall) caw Cigl ) (5) o8 $3NL AS Hal) o il
AL Basaall Aaia 3l daall L g, o paall Ldasall A8 38 pa Al e Jicual) 4 gala 3108 A2l a4y ) ggan 2
Aodall cila jliaeal) A3a8y aUAI Agald i)

(63La ) 4 galal) cilagas 3l

1diadl) jUad) jlaal L9
g 10 52al 5 s o Hoeall uneiil) UaR) ) aly cibasill Jilha g o g sl) sy Jaaidl) Cile pliii sny

sdaandll Bale) @isl o) 10
Jll b il g Al il iaall 438 sall 30Y) ) adl qulla o pUy <l gias 10 JS Apdal) il licsal) Joaaad Bale) oy -
paadl) i) daMa (s Y alad) e (AW 5 5gd 3 A DA Gatlall dasall
A slaal) catioal) Aaildl lds Juaudl) 5als) Cile agaiy qullal) adia o 35y -
O 138 o) gal) Al iy (e abial) i AL Tids ciladdd) Jilka Juanl aly -
el 3ale) die aniil) Sale) Ay Y A pa S J 93 e B3 o) Al il Jliiall g adial) dlaa ddal) e el ity -
abiaally dald 48 ) il o) Gigan ase g Colatioeal) Jgaby 2 A galall 3131 (e S 3 g9 Ala B Aalad) cladl) (pa
Cisiaill-asaaill-aladiol quS A Gl Eua (e Javal) a i) B Jadad o) 32 g a pa
2 Ll il g0 anil dgalal) Al o (a0 pll dadaldl) aiall datae ddal) cila jliciall ity -
real aad ZJlAuAJ 5 guadl alAd) J\J.Auédg.\ﬂ ) Qg ade Z\Jlauécﬂl..m\ ﬁgﬂ@d\ aaall s ol A <
IBAYY e Baa A 13 e Jg) Jiawdd) 3ie  time stability study
e Lgani oy JUadY) Gl s B3a SO g1 3 4a Jg) Joal) dicreal time stability study ) audli s s & <
. Seadl) Bate )
AL daalal) Liall) ¢ biocompatibility study asdi 3ae) sl sl Mgal) 3 padasagdla b <
1Ll Gl anill dalad) Adall) 8 cpa Y anilli Bale) Al 1 auledl) Ay b ppai Al B <

Apalle 3aga cligd o Alalad) dlaall g 83 giesal) Agdal) il il Jsuadl il ) @Y (addaiil) Julalf
EDREX:GL.CAMD.002 :4 <!
Js¥: aay) a8

2021/09: ) 3a¥) g s
2021/09 : i) gy 5



dal) cila Hhwall 44 38 sal) 3 1Y)

New stability study including sterilization validation only and re-revaluation of biological risk
assessment
doaladl Aiall) 08 (pa Y aull 3ile) alipackaging dimensions' packaging material & uid A & <
LAl il 3 Al
New stability study including packaging validation only and re-revaluation
ofbiological risk assessment
1Ll il 3 anlll dnalal) Lall) 8 cpa Y 4l oy ¢ Cp 3RSl Cig b ol / g Aadlal) Baa i Ala B <
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1= CE J) 334 s fia) a3 bovine g Jual (10 33l o ajliual) o) gia) A b
EU722/2012 (The Regulation replaces the Commission Regulation existing requirements contained
in Directive 2003/32/EC concerning medical devices manufactured utilizing tissues of animal

origin (TSE-susceptible animals in Medical devices
Class I Non-Sterile 4diaall 4kl cia Jiwall CE 2 8algd apas b jidy ¥

O (1o Ll ga Badina cililgdi ia dga (e 33La EN ISO 13485:2016 3344 3ISO 13485:2016  334s (4
Product category J Pt

3 9SY) g a ieuall (5 lail ac) Jadi A gildl) aiaall (e daBga g 4a gida Declaration of conformity 334 (5
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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 I1, III, and IV
4-medical device establishment license for medical device class I
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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
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( R.M composition) <uS 3 ol 8algd (1
physical-chemical-biological :(analysis certificate )ajliwall Julad salgd (2
*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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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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**Covering letter for the analysis confirming that applied method is acc. to manufacturing
standard and under the manufacturer responsibility (mentioning all the manufacturing
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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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-Long- term Scientific Papers on Safety & Efficacy & Clinical Trials
published in reputable journals
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(COMPANY NAME)
(Date)
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
(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)
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(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
(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)
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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
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 - EPVQO)".

Signature
Title
(Date)
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COMPANY NAME
Date
Manufacturer’s Commitment about Safety of Medical Devices
Declaration (2)
Class IIb, III, AND (I, Ila 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
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):

X

Name of The

Name of

No. Local Safety Title the Email I\?&lnirl;; 11\11[1 (;l;éfr
Responsible(s) Department
Signature
Title
(Date)
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(Glossary) < laid¥) g Glalhaall daild 11

Lyl b
EDA Egyptian Drug Authority(dsaal) &) 52l din)

MOH Ministry Of Health(dall 3 ) }3)

MD Medical Device( .k aliva)
IVD In Vitro Diagnostic (sdal) & paddill b ajlica)
IVF In Vito Fertilization(s\<al) alill)
AIMD (pd) JANA & )5a (b o 3Liws) Active Implantable Medical Device
MDR(2017/745) Medical Device Regulations (sl cila jliveall 4aliial) 3o gilf)
MDD(93/42/EEC) Medical Device Directive(dzal) cila jlivall Cilgua ¢5)
1SO International Organiz?tion for Standardization
(rliall 4yl gal) dalaialf)
CE or EC European Conformity(4xss¥) 4iiaall)
FDA Food & Drug Administration(s) sy 513 daliia)
CFG Certificate for Foreign Governments(4xia¥) cila gSall 3alg.&)
CFR Code Of Federal Regulations ()38} gl il (ysi) 63)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(uad! Jghaill salgdi)
NB Notified Body(3252) lalgd jlaal 4ga)
DOC Declaration Of Conformity(4idkaal) (Ss 1)
IFU Instruction For Use(p)aaiul) cilalat)
GMDN Code Global Medical Device Nomenclature code
(el cila 3lical) Lpandl allal) jLaall)
UMDN Code Universal Medical Device Nomenclature System
() cila Jiceal) dpanill allal) aUaI)
OBL Own Brand Labeling(4ali 4 lai 4ade)
OEM Original Equipment Manufacturer(? 4> 412y dziaal) 45 ,a4l))
FSNs Field Safety Notices(4slaal) dadud) jladil)

FSCAs Field Safety Corrective Actions(dwilial) Adlull sl ¢ jaY))
SMH Summary Of Marketing History( s« gl gails)
GMP (31> dmuial il jlas) Good Manufacturing Practice
UDI (B4 Gy il 3 ,d al1) Unique Device Identification System
510 K Premarket Notification
PMA (G5~ J& La e ))Pre-Market Approval
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* o

MEDDEV Medical Device Documents(‘@#‘ il Hiceall Juatd da D) il aiiusall)
USP United States Pharmacopeia
ASTM Accelerated aging of sterile barrier system for medical devices
AIMD pad) Jala g 50 S8l Jasdidl) kel o tieeal)
Accessory b e ae Laladin Lasad Lgasiaal oty ) Audal) 5 3¢2Y) ciliala
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