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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
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Flow Chart (2) of Registration for Medical Devices Class 11a, IIb, 111

6 months

Reject

Accept
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: class I1a IIb , ITT diicaall ddaal) dalea pidl dal) cile il 4.2.2

Jeaeill gl ja) ey Sl gaua g U (e Cpale pliagl (30 55 Adga piliaall i Al
C @AY G s 0B e b LS pliaal) Al ghesa (o Jolail) ¢y 58y plia sl (3ubisi 558 DA -
i) Sl il b AN Gl anal gy | O (itae il il Algea 55 6 081 0155 O (ol -
Declaration of conformity -
CE certificate -
ISO 13485:2016 -
(250) Par b oadguisigd -
sdend) < ghad
488 jal) clalgdd) g pdiall Gllal) o el Jaaudl) 303) J (e AiBga J 98 ald )i gria als-1
) A ) 0985 O (e Jnatl) il (Bl JlaSind (el Joneal) il J g8 g ) (g 18 g S ) e -2
(2) Galall Wk Sl cila 8 dpala) Claiiacal) JlaSinl
A Jagl 1 e Galall Tiua Jaadtl) Cile apaiy A 5Y) s 6 ) JDIA A8 i) o gl

medevice.edaegypt.gov.eg
Jeaailll e ) o g Cpad ale Baad o) yiudl) Alga 48 pid) priad a ilgs J o a8 ) AS i) e oy L any
4.1 5 (B adia ga Las
4o glaall Jgall plgil) day ZLOY) COEL 9 il gSa g Clald 3 iy zlacd) aly o)

Flow Chart (3) of Registration for Medical Devices Class 11a, 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

A
Evaluation of the file according to check list

6 month
The company will be given a permanent acceptance number

A

Then as per workflow no.1
File evaluation
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:Systemsaal g daghilas dafral) p© dphl) e lical) Juaud 4.2.3
Ay QYN\@&\JM@EﬁM‘gsystem L) dalna i) dgsdal) il Hiwal) (1 4 gana jliie) o iy
"legal manufacturer " 558 pad) ol Wl 05 o) L1
free sale , CE certificate , CFG certificate from USFDA , declaration of ) <l saa) 3 2
. system & dadial) dpkl) cila il o) ( conformity
. system sl MMMJJM&QQ\QAASMM\M!M\@;@J&& 3
b Lad A idia 0985 0 Al A (0
Raw material- GMDN-patient population

bundling geail) sl dabaal) & Akl cila lial) Jawd 4.2.4

DAY B i il (i) 0 Al 8 Adaal) e ddal) cila i) Juaidi Ao bundling ) aUa adal b idy
Same legal manufacturer
Same classification.
Same generic proprietary name.
Common intended use.
Similar or close design.
Be within scope of the permissible variants that may be evaluated from scientific committee.
b Lad A idia 0985 O Al Y (0
Raw material- GMDN-patient population
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Flow Chart (4) of Scientific Committee for Medical Devices

) Sl g astiaal) aladin (e g all Tida Lgde (2 jal) oy g Adlide Clawads ) Aalad) cladl) ads
DA Jeaedll A8 B phisS daadial) Apalad) Glall) B (e anill auads A1) il Jlical)

CAdaallgdma pa S Jgd (e 02409 5 B slea Jaaedll Bale) of Laal) sl dadia cla Hisa o
o Al cilajlical) cp (398N CilS 1Y) Lae (ol 1 £l cull (i et Jaadl) Bale) gf aad) Jaaill datia cila liea
date (e dlaiia dpdall Cila jlical) 038 Jaedd o0 438 52 (398
: Adil) LAt ol dosage form 3usa b Aub clajlice o
- Safety & effectiveness
- OTC or Prescription
- claims on label and intended use in IFU

Lo sl ) i) Aadall cila el A5 gala 503} (pa s Ll jaua g Joaall Bale) g dyaad) Jaaaill dadie cila Jllsa o
81 a el g ) a0 i) g gy Aucalild) A galal) WS (g o ) gg) 5 panl Lalnl) Al o (20 padly
Agalel) Lalll o (ol dyalal) e isal) 45 gala

Adl) BBl (lany ldaindy dpalal) Aiall) o Lidag joe dha o jlina o
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: Jaadl il ghad

Lhal) e jliall 4538 sall 502y Aadal) e Jieal) Joaadiy duaidal) Apll) o (a al) Qi Al cile gagal) Jagad -

A dasy

< alad) TN el g A pall slacd) o ciliall A ABLLYL cle g gall e g Dall) aai) -
(e (b )/ Guna Jpali/ABE) ga)duds jo ol £ guda g IS Gy Ailgdl) i A Jlaal -
Aoalal) Lplll Jo (2 o) B3 dmedevice.edaegypt.gov.eg daidll e Gglhall liin o8 Jalill s 8 -

A ddal) e Jsall Y Ble ) ja Al *

Medical device name / category

Prerequisites

il Anesthesia

Infusion, I.V. Set & Administration
Set

-Must have safety rubber, Injection Port or Latex.
-Must have needle.
Can be with or without vent (09 s 4sgs 4l 4y gauma 05<5 of (Sa)
- 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) — 4 58ia 42 pu —guiding wire J) Js3 3 Y A dnils Aad o) jaq)
(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

4i1s e disposable anesthesia breathings circuits J) Jaids ¢ 3 g
1Y) A Lgaladiny 4y g ) 51 aY)
s Al o) 3aY) 4 g5 B9 0 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 )
s Al Glawd Bas) 9 5 g JANA
Avoid connection/ reconnection risks to avoid reuse of part

Endotracheal Tube

- Accept CUFFED for all sizes.
- Accept UN CUFFED only for sizes up to and including Smm.
(eg.3, 4 & 5 mm which are used for pediatrics).
«iiy) 4al e Cuffed & Un Cuffed Tracheostomy Tubes J) oas ol
. oabaidN B jadall g oY) g
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Gl Cilojlimol) éyja 1oJl 8)lal Bié';t\;l'/;\ﬁi\;;

slawl) 222) Endocrinology

488) gial) 238Y) £) ¢ aran SY 51 pen needlesd! (AJAN YR 2 e Giga g
Insulin Pen Needles <255 3 ISO 11608-2:201200 ksl el g dzalad) Ainll) o dsa padied )
labels.d! (e O 5iadl ga padiod ) 238Y) plow) Al
Joaedd J g8 pae
insulin syringes insulin syringe EXCEPT the 1ml (100 1.U)

8_aiall g o) g L) Ear Nose & Throat (E.N.T.)

N @) 4t Jle Cuffed &Uncuffed Tracheostomy Tubesoa s ol
LAl Gl 9B adad) g
Tracheostomy Tubes &< tracheostomy tubes uncuffed& cuffed J) il Jiaus Jgd ol g
LS Calids 3l g 3 jadadl g W) g ) cilal A Lgaladia) o) gal el g cilulial)
] B8l Aial) pldal g (e Lgaladiad) o
1Y) Adaaia Lgd 33 ) glaall S ) Cpa adlaiaa) cilalhs agas aly
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 BTN

Ear products A o gilall gl gSlagld S50 3 5n g il 2t sSla W) A ol -
class I non sterile ) Y duaadiall Lalal) Liall) o (2 o) aly 2 gl gSla i iU 3909 ate Ala g

dosage formé_sa b o lis Ly Aaulil 3 jadal) g 3 5 Y da) 29
Adala) g dalad) Aiall) 488 ga Ala B & sliially (aldd) Japal) Cila JLinly a9
Adal) cila el Jaady duaidal) dall)
oy dgidiall digll) o (o o) oy 4 gl gSlald il asa g ddla AL
JAdal) il liecal)
1Y) Adaaia Lgd 33 ) glanall S ) (o adlaiaa) il aals aty
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
(Y1) Al

Nasal dosage form Aate Ga milall gl gSla 8 Ll dga g anfll o gloSLa W) Al do amll L
class I non sterile dayidll Laadiial) Lualal) Liall) o (2 o) 4y 2 gl gSla i il aga g ae Ala g

dosage forms_ sa A o Lis U

Adala) g dalad) Aiall) 488 ga Ala B & sliially (aldd) Jaaal) Cila JLinly a9
Acdal) cila el Jaady duaidal) ddall)

oy dgidiall digll) o (o ) oy 4l 2 gl gSlald il 3509 Alla A L
Adal) il lical)

adll (2l ) Hematology

Standard filter mesh size ranges from 170-200p and has to be
mentioned on the package.
) et AulA0al) 3l 1) ALYl (ad) Bas g) A i) Cida) e AW 3 jlall S5

Transfusion Set

Apheresis Kit Kit:) aladied LIMA a3y A1 Baal) (ady Lad Apheresis Kist
"To be used within (........ ) after opening the primary package "

Al Sl paudly Galdd) AN Gt e 4 pead) Ja) gall Ciaa g S il ol 3Y) -

Syringes 1aliiul dllig 0-28 days 4l Ll Babywsls Neonates S ol dua alal)
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A yand) LSl dallad) Aasal) dakiia ciy
(Pediatric, Adults etc.) 48lidall 43 yaal) ClLll) pran (pa 4de JLaa) als
bt Ggtlaal) cila ol

Interventional &

Diagnostic Radiationdsa:iddl) g 41301 4229

Core Biopsy Needles

Luadidal) gl dedd) Ll o (2 all a3y

Angiographic Catheter

dualil) ol gall e compatible with lipiodol or not-<uils 13} 4853 ) g pa
A AIFU or labels J) 2 W S 5l aieal) dalas o jliceal) Al 8 o lsally
54 sheaal) e JHaal)

45l dilewa) Urology

Any product presented for Re-
Registration

BN Gl gl EAN B L) 353 a3 N GSLaY) (e Aigala S jLaa cany

IIb, III &Implantable Medical Devices
presented for New Registration

-u.'.i'_\J\ Y éi sl aly

Long- term Scientific Papers on Safety & Efficacy & Clinical Trials
published in reputable journals

(L p Scual plai) Bos ) CSLaYY) Al gy 305 Jlae | Al JLiaa) AL g

Musag pie el e dod A

w9l Ggd) (B B ginan Lgd A0 g0 AS pdi B Al o Misal) (1385 &

Urine Collection Bags

i (B g Adiaa 4 o) Aalra ClS 13) B gl o 7 guagy paady S3 Al o) quag
Gl

Aalal) da) ol Surgery

Surgical Sutures

sda) el b gl (o guady
shma ja pf Jgd (e B3l

Joaadil) 3 JB A il JS (e ) g (ulial tensile strength LSS ¢ e k-
A8 1 438 pal) B 1Y) (e Bl gl N B ASLEN B g e g (Bale )/ i)
0 9al) A8 00 43S yal) 3020 Lgw a g3 Al (g JAY) il LAY ) ALYl Al gal)
Loadal) Ll o Jaaill il jal (B el SR 83 ) 61 JUE3N (i je iy o) o
Jeaadl) da) ja g dalad) A all Laadtall

sdma e J 9o e Bl -

JHEAY) 138 £ ) aly (Bale I/ Jaaad) Juaadill dadial) La) ol gadd) (ady Lasd
8u9ay diadl itk Jaa ) had £ g (e Jadd 2a) g (alBal Jranal) 2ay Lgole
) LAY 1 AL Al gl A8 1 4 38 pad) B0 (e B0 gl SN B ASLE)

A gal) A8 11 ;58 jall 1290 g a gl Al g AY)

Dermal Fillers

Dermal J) a5 Ga A 5 gaadl o el g (i B 1 pdadl) i g%
‘Filler

Aggadl) Le oY) JPLIPS! N N SOV |

Aaith agl (ol sal) LY Bk O a i) 138 aladiud a3y -2

da) o dalad) dal all Lawadial) dpalad) Aalll (e 3 jabiall Cilua il Gadal aiy®
1Y Gldu dermal fillers wagada Jranil

> batch number J) 2y ‘é:ﬁb 5 gaad) JaNa & lieually aldd) ID J) PEAI
@l ign Ala B Ly yall ariiceal) o liall aaat g ol glleal) qulall iudy
licliaa

(Al D) My Bliia¥l dermal fillersd! 82, siual) <l pal) o 350 ¢ o
recall )&l alil 188 g ¢pardiveal) cilily g Alacaial) ) 5il) (SLeY gay 58 o
Mg cllaadl 4y 3 sall 300 (Audd 48 4 I3 (2l (system

4 4 il 3,80 A corrective action 4 dermal filler of SY AW A -
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corrective action J!

Sterile Dressings
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Stainless steel Sutures

Stainless Steel Suture is used only in STERNUM.

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

2 Rows Staplers

d Jiadi Bale /s Joad lila Jliiiad) ol

Open surgery, Linear or Articulating 2 double staggered rows

staplers + their reloading units

81 g Jranill da) ja g dalad) dal_all daadiall dpalad) Al o gz o aly o)) o
Al 488) g Allas A5 Lo palad) (1)1 600y A o & ol L ja 923 (e B2l g
Siaaal) g o) B ) o5 Lo dgalal)
Aalal) diall) o (i jal) 8 clubally Laldlireloading units ) < ga paas -
open J siendoscopic surgeries - A aadiad cilubal) Cils 13) sl -
Agalal) diall) Je (2 2 Jdsurgeries
A ,dl) (309 Ao 9 A8 Al JB (e 4ade (e sKin staplers labial) Cils 13) yaas
Lpalal) Liall) o (o) S

asal) il Orthopedics

Implantable Sterile Medical
Products

piuall Jles) Al asalli aa Free Sale, CE& ISO 13485 33 oo e -1
Long-Term Scientific Papers On Safety& a8 clliS g dma yo 453 ¢
Efficacy &Clinical Trials Published In Reputable Journals

o Badinal) Julzal) aaf B gl o) yal) cila jlieead) o ol jLSd) Laa) -2
International Laboratory Accreditation Cooperation (ILAC)
dgalal) ddall) O e Lganli 9 Anudigh) IS (gl I JLERY) 61 a0 ) ALY -

Implantable Non-Sterile Medical
Products

) A Lo 3 gal) cla i) o (gl Adua) gal g ) < jLid) sl -

International Laboratory Accreditation s diaial) Jalaall
Cooperation (ILAC)

Agalad) ddall) 38 (pe Lganl g duigl) CdS (e (sl i JLERY ) ) ) Bl
D 8 alaa g dma pe A ga B S olE adaa Lgd Al Audal) il Saal) ;mse.u
1Y) Al (e A pa S A 9o

aﬁ&kjiﬁﬁﬂ}d@ewdw\&m -
Long-Term Scientific Papers on Safety & Efficacy & Clinical
Trials Published In Reputable Journals
Cra Baainal) Jalaal) aa & Lpdiaad 31 jall Cila jlicall Ao <l jLEA) -
(International Laboratory Accreditation Cooperation (ILAC)
Aopalal) adalll 8 (e Lgansl

Al 408 L) -
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(922dl b Ophthalmology

Ophthalmic Sutures from Non -
Reference country

2354 Ophthalmic Sutures <lulia giaal tensile strength JLE3) ¢) )
438 pall BIaY) (e B0 )y SN B ASLE) B9 g (Bale )/ aan Jaaedd) Japeatl]
e als O Ao 30 g a gl Al (g AY) il JLaaY) ) ALY 4l gal) 4408 L0
,QJ,pJ\h\ﬁJ@UAQM\M\M\Uh

¥ 35, TRYPAN BLUE o ¢ siad Al cila el Juad il Jliia aly

Trypan blue oY) £ 5ol sldall slaall o) (8 Lgaladia) (2193 0983 U9 % 0.06 Jsla
Od) G
Ectoin Ectoin 4 83la Jo (5 ¢iad Juawad Bale1/aaa Joawud clile Jlalid oy ¥

Cardiology <l ks

Silk Suture without needles

Jae (A Caadiall Jd (e 4aladiu Silk Suture without needles Juiiv
by A paandl ¥ JEa) Jas o aae claa 8 4y gaall o gY) g QU Aa) o
Aaa) ) clilead) oL canliy)

s Al ala i

Oral dosage form
class I non sterile

1Y) Adaaia Lgd 33 ) gilanall S i) (o adlacian) cilalls agas oty
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
P ABEUPIY)
A O iiall o gloSla 8 8 2ga g anil gl gSla Uil iad o (aml) .
dayidll laadiial) Lalal) Liall) o (2 ) 4y 2 gl gSla B i a9 s Al B
dosage formé_ sa A o Lis U
Adala) g dalad) Aiall) 488 ga s B & sliially (aldd) Jaaal) Cila JLinly a9
Adal) cila el Jaaedy duatidal) ddall)
oy dgidiall digll) o (a0 al) sy 4 gl gSla b il 3509 Adla 3 L
JAdal) e lical)

Obesity products

okt anddied Al cila liecall 33 ) glesal) S 2l (pa aMladi bk il oy
alll e el e ol LM\ASQ‘,A@LFJMWQJM\

Soaedl) (pa g g B ) 18 daidal)
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Flow Chart (5) 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 4

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

informed by senior to continue
informed by senior to fulfill these v L

requirements (after approving the reglstratlon prc?cess i
minutes of the session) approving the minutes of the
session)

Committee requirements: the company is Archived (minutes

of meeting & files
(soft copy)
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Check list Jb 3_sS3all 3 gl 43! Cilal) pliiad Aa A Uil Cila Jg oy -2

o bl 10 YA Gl Cile anlii afy 3
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Adal) il tally dualal)

A ) Adala aly 4 gllaa colaiins 392 g Ala B 9 Jiaadil) Cilpl ) JlaSin) oy gl 488) ga s 2 -5

LN il )3 anilil) anadial) doaad) Lall) o gads dale cilda) i)

axill daadiial) dalad) Lall) 38 ¢y anlill b o s sl dalild) cll) A jo (o o dodaal) adlaal) ol sic ;Y
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o131 g cilalanll 438 yall B 1aN) A (ha el Anylia e (galal) o Slicsal) s jUaR) (o poa B8 ) gk plecaal) (8 dlal) el
duaaiial) dpalal) Aiall) o (s jall dadhal) i) dusd j2y ) 9S3all (Gilkaa Jot number Wals cufia ddal) el a3y aduaal)
Al Gl jlically Aaldl) (Biocompatibility )bl <l ja ansil

2/1/2018 223 W3 ) & Al Gl il pa Lt I AN I3 Gubi o 0 Ao

calaadl 4538 5al) 31090 G (e 83 aal) Adally (385l y Al puasae

LN A S PPN Al s tiuaal) Jara Ao dllt o5 ‘533\3 clalanll 45 38 yal) 3 1Y) cpa ybalichecklist ) GJJ.AA .

Jraedl) BaleY dadial) dhall e jlivall Real time stability study sl ciga g sl

sgeiail) Alaa dlal) cila Jliuall o A G e 8 sSiall G A0l Cigh Gady Lagd (LG

b Al e 4y ggan O G 30 C° 2, RH 65+ 5% (i idd cig b aie W gl o) ad el el 8 gl oy

Zone IVa G

e Ll il dadle pua g phaddl o Gty el o jlieall LAl cliialad) o 5 ) gSdall o A G gl (s Led i
30

Aol g5 ) guas (AY) ) 030 58 uball a3biaiall G JAS a8y aal) (o)) i g adalla Slially Galdd) Jabeld)
(Upper limit of temperature=30°) =kl a liwaly galdl) Jabeld) e
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o il (68 g Aadhal) ) LAY ¢) 2Y Waldis) cradals Agal) o3¢lthe scope of accreditationd) cufiy Lay asill)
ilall LAl Al 33 ¢ o 38 Gl JLEAY) oda gl )l Say g Aailall AS Hal) A giace caal ci) LEAY)

Jual 3.9 K\ /‘_S..,\MJ Balgds ﬁﬁ é O u.b SN Faaina 3.9 Y Biocompatibility J L“"‘J" gl Cmadiaslwald
the scope of s Lay Al aa Alalis ) dga o budkal) ISO-17025 Asallal) duulidl) ddua) gall Wauda dd al)
daiiial) 48 i) A giaea cuad o) JLIAY) oda L sty dadial) &l JLIAY) £ ey Walde | caals dgall 03¢t acereditation

Sensitization & J < LEAL Aaldldl cilad pal) asan B o JLid) aly ) el o liall agdel) 48 b 3l Cang: Ludba
Irritation

sic Biocompatibility Study a:ai (e dma s J33 (a8 51 &) piial) and! dasial) dplal) il jlicsal) gl ):laylu
Aglal) @il Jliwally Aaldl) (Biocompatibility) bl bl )3 anlil duaadiall dgalal) Adall) Jo (2 o)
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Flow Chart (6) of specialized committee on registration of medical devices

Refusal suspended
Informing concerned
companies and
departments with

Acceptance
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New stability study including sterilization validation only and re-revaluation of biological risk
assessment
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New stability study and re-Evaluation of biological risk assessment
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Textured Breast Implant

dpa 0 & gl dma ja J9d (wTextured Breast ImPlant &) Jaaui J 58 a2e
Large cell lymphoma &3 3 4wy Lalle 45 ghd cipdlil i

textured tissue expanders

il Hlicwall 038 30 piad) /s Cile) o) A paead) /i cilile JLia oty Y

Injectable Permanent Soft Tissue
Dermal filler

"Injectable Permanent Soft tissue Dermal filler" s/ Jufiiad o1y ¥
glaa) ) o3 Laa 1ax Adlle Lgdla ¢ ja (e Byl Cllieliaa &g A () Cua
L shal Lealadiad ase o Aallad) Apaladl Gl cpe yyanl)

Laparoscopic 2 rows stapler

Laparoscopic 2 rows ¥ Jsd 33le) gf baa Jiaad il Jlilil axe
gl gl (A andiad Al staplers

Surgical Powdered Latex Gloves

surgical powdered latex gloves (s 33 Jiaed cilila Juliad a3y ¥

Steel Lancets

el il 3530 i Steel Lancet pjlive ¥ 83a (i il Juiin pao
E1Y) (e STz s (B ey odle a lieual) (Y Eiglill Aa o B8] g Lali JB1 g
A s 4a g 280 Y Sl G20 105 s AY)

Surgical needle
(B Q9% B )

Baie Jao oaiud Al all hall lgadal dis g dyaal) ) B aladii) Ll aa g Y
Ay digs ) 558

Syringes without needle
(Sl Q5% Y))

sl Rl il & g Clad e S B3l 1/ Jans Cildla Jliiia) ol Y-
Alad) cias gf L) g

Insulin syringes
(T Aa 9234 o) 407 )

A 5930 il po Joati il ) (B el / cilile JLin) o) ) ga gria o Y -
.o
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Sl e (@il Adla A 4y uaall 3 Ul g & el 43 31l (e CFG from USFDA <iilgd (355 b jidy ¥ 14k gale®
Premarket s FDA CDRH Export certificate validation (s JS gdse JMA (e élld g Lgs 85 983l a tisal)
FDA CDRH Export certificate validation s Class IT 4diaall 4kl cla tiwal! Notification) )510k
class T1T 4diaall 4phl) cla liwall (PMA(Premarket Approvaldls

Jead) éh‘d}édj‘.ﬁ Balg X)) a,'MJ.A cals 1) L) Al (e Aaal) 3039 (8 dka Free SaleJ) 8algs a
phaall o o giad g cluliall gl 3 81 g a tiaall (o Lol an) Jadi (A pa s A g Ladal) aly cuilS 1)) 4 sal)
(239 &) (Ardl) phuaall g A gilal)
OR

Sl plaal) o g giad 5 e jliall 3) SV g (st ansl) Jadd o licall USFDA (14 5 0uall CFG B3l (2
(223 ) i) gl
Plant at that time J! FDA 33¢d S3dlla AISO13485 3344 Y 9 CE 8algd ki Y Lgule Jguaal) s B)
appeared to be in compliance with current good manufacturing practice requirements

Gala3le) 1 2 (Notified body) (s 83ba 4Bl gag Adliala g 4l gSa JalSy Algdl) milall; CEJ) 83gd (3
il galdll classificationd! Wb (Annex)dial sal)
1A= CE J) 334 s fia) a3 bovine g Jual (10 33l o a3lieal) o) gia) Al 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 dphl) cia Jliall CE 2 8algd apas b jidy ¥

O o Ll ga Badtina Cilalgd ria A (e 53a EN ISO 13485:2016 3345 IS0 13485:2016  33¢s (4
Product category J Pt

3 5SY) g a ieuall (5 lail ac) Jadi A gildl) aiaall (e dadga g 4a gida Declaration of conformity 334 (5
DN Sh ) e Kit/set s B Kit/set contents Jadi g cluliall )
Indication of use ajlicalh ASBNCE 334 a8 Notified body ) ia¥) giaal) Adgia o Bagall o
L Gala gl 3a g o)) el ghaall e s gial g Classification

S 2o g8 Wk
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 11, 111, 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
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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 tiall ol an) Ao s g g oSN aluaal) (oo pBgas pgiia Tl plaall (59 Ao (ARl i) iy giae

( 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)
188 9 dandiocal) 48y pal) () ks dadiaal) AS JAd) e il G gy Alld g Calad) A B ) o) Judail) Balgdiy oESSY) Al
,&'\M\@M&&\g@iﬂﬂ‘ Cldal gal
(Sterilization certificate) a iwall dalic 3algd (3
Aadnall e dlal) cile i) Adla B ki Y
(Packaging material & Number of units) 33 g a jlicall Ciulas & dasiieeal) 3 gally B3¢ (4
2>l Galdl e L g (Inner &Outer Label) 3 gl 4dial g 4 JA) &lad) clily Cuay (5
39l L) art work (ye 4dud 2 g Aiial) AS ) (e dadga g dagida AMANN B A8 9 (Master Label)
Aaiial) Al (e pBga g pgida Ay Ad) g Ada))
Zoasi ) Al D 8 aladiuy) 9 4 ja) mwd g g asbieall Cua gl z glliS (6
Aaiial) A A (e o gida g @b ga dalna Jual o lially Laldl) TFU (7

) aa LgBlh ) g ol o 3lial) Juad Cilla B iaY) glaall (wIFU a a4 Electronic labeling 4 4 -
2 ALl 3l el A gHAl piiaal) (1 dairaartwork (o) ABLEYL o) ga sy Jiadl)
(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)c: 33 < gk 5 giiall s jail) sl Wz S Shelf Life) ) giiall 4ada 320 3igd (8
el Bale) Alla 8 gilad) Jiawdill Ul Jual (9
Al 3 pal) o 3lisall (e d3e (10
p licsall Apul ) ciliia) gall AijUne Balgdi : jlian) (uahy Class I Non-Sterile ciiwaall o tival) s A (11
Compliance with essential requirement and harmonized standards check list
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delial) sLiial) dad  *
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Al pad i) i

dosUial) 4paiill dalad) dingl) (pa Juidl) dad j*

ol Jadd)
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Gl datial) e Jlienal) ieat b pducaall L p 38 Al ) ghil) Ala a5y o 5iia § 28 54 pudrall (e b5

scilall anladi g U (e JBY) Ao ) 9gdi 3 0 JE Y Bl Fo Ll Ay jla Ay gllaal) cilalgldl -6
(Notified 0 5dua 4Bk sa 5 Alliala g 43U 88 JalSy (gl ZUAUCE (Ace.to 93/42/EC) J) Sagd i
il paliliclassification J Wab(Annex) 4dwal sal) (3ala 3le) 12 aabody)

: CE 722/2012J) 33 ¢ gial a3l Ll gaa Jual e 3ala o miial) ¢ gial Ao o

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 diiaall 4kl cila jliwall CE 2 8algdh gl Ja jidy ¥ **
Product category J (i O Ao L g2 Badina Clilgd gia dga (14 8 3la TSO 13485:2016 334 ii

1Y) Jlaa) oy

(r 8 3Ua EN ISO 13485:2016 334 ) 48Ul US FDAS (e 3 3ba 510K (FDA Clearance) 33l
Product categoryd) (iSO 1o Ll g3 Saaina cilalgd pia g

) 35S 5 2 lheeall 5 il an) Jadi 3 gilal) aiuaall (e A2dga g 4agida Declaration of conformity 334 i
(N Ao s siadg Kit/setdlla b Kit/set contents Jadi g Cilulial)

tiaal) A gia o Bagad) o*

Notified body -'*

p liwally AalANCE 3algd o8 5

L Gale gl aa g ) el plaall e o giad gclassification& Indication of use*

sp bl 5 il o) o (g ging g A Il pleaall (e aBga g o giia S SIAN pliaall (5,5 (Ao (AR Cilal) iy giaa -7
(R.M Composition)<uS il by 3algd -
Approved Supplier List *
List of PVC codes& grade*
Sketch Diagram -<
physical —chemical biological : analysis certificategiiall Julad salgd -z
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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
standards)
(88 g daddiiceal) A8y phal) ) by dadiaal) A4S ) (pa il Guy gy lld g Ciladl B33 ) o) Jadai) Balgude s LEISY) Ay
2012 Aud 12 pdilal LBh g phiaall 4 ghsa (o 5 pieall] ciliaal gal
JuaeY Aaliiall Ayl ) VAN ik Stability study il dad o L o Gigan Al Ll Al 33 (o Addcd
A*H\ Sl el Z\.@&\(Biocompatibility) Ll ) o ﬁ,ﬁﬂ diaadiall M\ 3..'\9.“\
3ile) gf Jiamill Aasial) Aydal) cila Sticall Biocompatibility Test Report and stability study s b iy Y+
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(a8 s 3 a82a)(F-TOLL) 8 s aoiall) alily Jiauaill ddal) ciba jlicsal) Cile a3 cith (3) (3ol

i 33/ Jundil) 0 g ) @ Juas) -1
B () (e ainall g (5 pmaal) Adasal) ABEY) 3S e ale puda (a aball oNle S L g A galall Cils) aly o) 5N 22
.2019/08/08 &b 9 2018/04/24 g 5

G i) iiSa A (e (Biga g 1Y) Gl (i) (10 e PJpandl] Jlbd) calia® (e jdba o oiill Jual -3
il JUadf adliad) g Agadal) cila iall Jannuad 3,10 pa Jalaill ¢ J ghanall (il ad gil) (o o liad) Lgil) Aatiaa
.M\

Cua a Ol Al e i gy Ml 9 P daedl) i) Gl (g b i) Al el die 4
O 8 - g gl dabiaay (36l S P (e (Figayg skl (e agidag dga  legality&technicality
1sh L diad) ey 0 Ao Ay peaal) o) gal) A A o38N () 3 3031 A (e palalis] g Alna) e oy
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Adal) cila jliucal) A2k aUA Aol yiay) Sl W8 g ¢ dudal) il Sliccal) 4 gala 310 4 o) yae 4y sgan (B

*Mdﬁm&ljcm‘i\k&&cM*JQJGJSQQMLJSJA\SJ\JY‘M?W\M\HAE °
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Cilalantt 4538 yall 3141 E30) Al LY bk (e J ghsal) Qo) s Ala

cala zllal (b aiaas) pldl ool aiail) adaly adal) o Sleeal) Gudi LS Sl JUad| alial 330y o
Al (License Holder) a3

Gl jdadly A A Aadl) aduaal) Bty o) Ao Jaadll JUad) ol dag ) ZUSY) adl) alaall Gau Y e
Jaal)

ekt aldd) 3 gall & 98 0 J el Cajhall @

MGl ) cala Jdudlly -5

Bl 5 i) oA Adal) cila jliall griialt Jald Uaalli o Ao A pudal) A8l 9 o il Jadd) @

30 gal)  jliecally (aldd) Z U Jad cpanai ) Ja yidy Y dagial) ao ) gl W8h g 4y 93) / Al e i pliaa dad ;@
PATT]

-

M paat U Ludlly -6
Adiad 3 pall o bl Galdd) ZURY) Jad Gauali 0 o dagiall so) gl 8 g dpda Cila jlicie plaa dad ) o
Aol cila jliaial) piial Jal&s Lawaii ¢ o A il L) g o lail) Jad) @
silal) plaad o 5 (o Y Ao J9gdi 3 (o JET Y Baal oo ) &y s & sllaall calg ) -7
(Notified (4 5 a A ga g Adllala g 43U ga Jalsy Algdl) @ilalICE (Acc.to 93/42/EC) J) g i
il galliclassification J! Wi (Annex) 4dal sall (3ala 3le) 12 gabody)
: CE 722/2012J) 33 ) gial a3l il gaa Jual e 3aba o miial) o) gial Al o

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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Class I Non-Sterile 4diaall 4kl cia Jiwall CE 2 8algd apas b jidy ¥

Product categoryd) (b5 o o Ll 3 Baaina cililgd geia dga (e 8 3ba ISO 13485:2016 s3le i
1Y) sl oy
(s 8 ba EN ISO 13485:2016 334 (N ALSYLGUS FDA &I (s 8 3ba 510K (FDA Clearance) 33l
Product categoryd) (bSOl 1o Ll g3 Saaina cilalgd pia g
1 SY dagida gdaBga "' Jaudl) jUadf calia ' (e B 3la Declaration of conformity 53¢ iii
,DJ:I.AJ n&'u“‘n H‘*
Kit/set Jadi g ciluliadl g 31 oY) g ADLA o g ol 2 5bieeall (5 ladl) audll) Liluadi o) o i) and *
(kit/set 4 4 contents
) i) ga *
Aally Ao gal) il gically al N1 aa ¢ il JUad) cialia M A gl o Bagad) o) *
(License Holder) 43 s 57" Juaeidl) JUad) alia " »auif*
Notified body I*
?MU. ialll CE Balgds ("éJ*
Indication of use& * Classification
Al i @B g da gida g dad ga Clald) 3y, 65 (8 J gianal) Gkl (14 B3l Approved Supplier List -8
ikl JeSupplier Qualification J)
dalas; (36 5 e A (e (F 909 81V Gl (i) (o dala " Jianadl) Ul cabia ' (e pilia gy ol -9
U3y ALAN 4588 ga Jo iy Joaedll aalal) A8 Cilal) Clily die) (o Jgimal) addll ad gl Ge (5 el jedl)
o) ol il Jaa 48 8 adlinal) 5 A8 Cilal) daieY Aa 3 A g adaall b Adidiy S) e
cala (a ddiza Uady 4318 ) Al O (e PJ:"“JQAJ“ tiuaall e jiba ahl) & teall galdl) A8l Gilall-10
G al) A8 Calally 33,1 o) il aran (oo ALALSY) 4l ghnay 43d 3gatty " Jaadl) jUad)
: Y Lazia o) o jliceal) o) A30atise JS B Sy 4
(R.M Composition)-uS il oly 3agd -
*List of PVC codes& grade
Sketch Diagram -«
physical-chemical-biological : analysis certificate giiall Julad salgs -
*Covering letter for the analysis confirming that applied method is acc. to manufacturing
standard and under the manufacturer responsibility (mentioning all the manufacturing
standards)
daddiioial) 48y jhal) o ady daiiaal) 48 Ja) Cpe il Gun gy i g Cilad) B 30 ) o) Jalail) Balgudy ¢LEISY) Aty
2012 Al 12y gdiial WBh g pisaall A ginua (o 5 arisail] cliual gal L g

daliial) 4paLd Y JNA Wk Stability study Uil Aal e ek e ol g (Al LAY Al 33 e ddid &
4kl el Jlially Lalil) (Biocompatibility) bl cibud 33 anil Lasiial) dsalal) Aialll Jlesy

Jiauiill dasial) Aphal) il Jiall and Biocompatibility Test Report stability study asii b 5, Y+
A sall 9l 8 A ghaiall 5 aieatl) dtaall Juadl) i)

dayling hall o jtiually AslAlLabelingd) b il Al ja 330 gl cp 3350 Cig B il ghaal) o oty
cbalaall 43S yall 30081 S8 e cp JASN g ki al 3N

(Sterilization certificate) giiall 4alde Sulgd -
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(Packaging material & Number) %)y zilall il 8 daadival) 3 gally 33 -z

: (Inner &Outer Label) 3 g:all 413140 g o JA ¢piila) iy diua g -¢
Gila) Jo Sk o) o P adaall (e da gida AdaA) 5,40 9 (Master Label) (2 al) Gualall (0 s
13ke

(" Jsaedl JUad) iaba 1 aud) gellial (Meiaall” aud) U -

kel Alyg 1 Jaaedll JUad) cabia 1 g Malaaall” (e S ¢ gie SIS g

Zoasi ) Aalall D 8 aladiay) g 4dja) mudsi g astical) Cuagl z gllis -

(Storage Conditions) .cu Al gl g gilall 5ol sl L2 S4 (Shelf Life) gilall 4adua saa salgdi -2
o) Bale) Ala 8 dadlall gt Jiaadil] JUad) Jual
Al 3 pal) i) (e A -3
Ladial) il jliasal) grieai b aiaall Ly 2 sl Al il ghadd) ALs gida gy o s38a g 28 ga " abiaall” (e cildad -
Cildal i) pa (i i Cildlliie dple da g8 Y Adlg ZUNI Jad ) 6% e gy (o) clalaall 43S yall 3000 8- )
(Stabandl 4538 yal) 3130 Al al) (31 sk e Glld g) Buad) aiaail)

p Hiall Lpadidll ciliua) gall A8iUaa 3l ; Jlaa) (s Class I Non-Sterile iiaal) a jlivall s 3

Compliance with essential requirement and harmonized standards check list

Laaiidl L) gall) Jo (o all 4 glhal) cfatical (4) Gale

Juawdll) Bae )/ Jaawdll dadial) dpadal) cila Piual) (ady Lagd oY g o

2 Ao il Aliial) (ha 034 g Aduids 2d81) ey
(Material composition) cuS 3 Oy dalgd -
intended use = ¢ssiai Catalogue & insert leaflet -
1Y) el Al g Bagall clalgd -
Declaration of conformity <
Free sale(from a reference country) + CE Certificate + ISO 13485 <
Certificate for foreign government From (US FDA)+ ISO 13485(If no GMP statement <
in FDA
&SJ%QJAJJA@@?}M‘?\Jﬁu\&ugﬂ\dsumC}ASAA"&.A\QLJE&AJLAQS&M&E*J&Z@4§ -
clinical trials for the product published in reputable scientific journals on safety & Juaal
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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
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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 - 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) 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)

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

MOH Ministry Of Health(dall 3 ) }3)

MD Medical Device( .k aliva)
IVD In Vitro Diagnostic (Uil & paddall b ajlica )
IVF In Vito Fertilization(tiall zalill)
AIMD (P JAI E 5 (b alis) Active Implantable Medical Device
MDR(2017/745) Medical Device Regulations (4!l <ila jlivall 4aliial) 1o gilf)
MDD(93/42/EEC) Medical Device Directive(dzhl) cla jlical) il ¢)
ISO International Organiz?tion for Standardization
(oliall a4 gal) dalaialf)
CE or EC European Conformity(igu”\l\ ligl.h«d\)
FDA Food & Drug Administration(s) sl #)53) daliia)
CFG Certificate for Foreign Governments(dxis¥) cila gSall 3alg.d)
CFR Code Of Federal Regulations (428} gl it ¢yl 68)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(uad! Jghaill salgdi)
NB Notified Body(3252)) @ialgd Jlaal dga)
DOC Declaration Of Conformity(4&adll (s )
IFU Instruction For Use(p/aaiuy) cilagal)
GMDN Code Global Medical Device Nomenclature code
(el cila 3lical) Lpandl allad) jLaall)
UMDN Code Universal Medical Device Nomenclature System
() cila Jiceal) dpanill allal) aUaI)
OBL Own Brand Labeling(dali 4y lai Adls)
OEM Original Equipment Manufacturer(d 43 4:laY¥) daiaal) 45 ,al)
FSNs Field Safety Notices (4l Al jladi)

FSCAs Field Safety Corrective Actions(dwilial) Adlull sl ¢ jaY))
SMH Summary Of Marketing History( s« gl oails)
GMP (31> dmuial il jlas) Good Manufacturing Practice
UDI (B2 iy ait 3y 8 JUsl) Unique Device Identification System
510 K Premarket Notification
PMA (Ges~l) 38 L Adiel)Pre-Market Approval

MEDDEV Medical Device Documents (4!l <ila jlival) Jaaed! da D) il aituall)
USP United States Pharmacopeia
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ASTM Accelerated aging of sterile barrier system for medical devices
AIMD pdl Jaka goA Sl Jandl) g.)H\ p Hial)
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