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(8olgdl doepmy dxisaall 4S, 21 (40 8301) Declaration of Conformity 8slgé sterile
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(Bolgdl dopny drisanll 4S5 ¢y0 85U1) Declaration of Conformity 8algé | Class | sterile
(Free Sale certificate ) ,od! Jglusdl slg 9

(Bolgad! doepmy dxisaall 45,201 (10 82U1) Declaration of Conformity salgs .\

( Free Sale certificate) j=J! Joludl salgss .Y Class Il a
CEdalgs .Y
(8olgadl dovsns Anianll 5,501 (40 831) Declaration of Conformity 8slgs .
. . Class llb / llI
( Free Sale certificate) ,=J! Jgladl salgss .Y Wos -
CEdslga ¥ | 20
(85gdl doepns drinandl 421 e B3BI) B3)lgll M gell Declaration of Conformity 8algs .\
. N Class 1B/ 1l
( Free Sale certificate) y=JI Jgladi Bolgs .Y )
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{FDA (36,55 o5 W) Il USA (3 dagiall delgall e b

C)l‘)w‘ Class
CFG bolga ) ace
480,91 aelgall lads Cadisaill g 55Sde letter of declaration salgs. Y
CFG dalg .\
4S5, delgall o Caninaill \g )5S letter of declaration solgs .Y Class Il, and Il

IS § dnall aslsdl i [

Certificates Class

1-DOC acc. To Canadian regulation mentioning the classification

Health Canada g8g0 (s sginiall z3 g0l Lo
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-
devices/application-information/forms/declaration-conformity-forms-medical-devices.html Class |
2-Manufacturer certificate to cover export of medical devices (= FSC) issued from: the HPFBI,
Health Canada
3- Medical device establishment license
1-Medical device active license
(In case Medical device active license is issued for medical device family, medical device group,
or medical device group family)

Ll IS5 50 il (o0 ST ot
Active license data base
https://health-products.canada.ca/mdall-limh/prepareSearch-
preparerRecherche.do;jsessionid=2243ECIEFE11F2466DD71F7934514E89?type=active
Archived license data base
https://health-products.canada.ca/mdall-limh/prepareSearch
preparerRecherche.do;jsessionid=2243ECIEFE11F2466DD71F7934514E89?type=archived archive
N.B: the declaration letter will be sent to the health Canada to confirm that the license covers
the whole medical device list
2-Declaration of conformity acc. To Canadian regulation mention the classification
3-Manufacturer certificate to cover export of medical devices (= free sale) issued from: the
HPFBI, Health Canada
4-1S0O 13485: 2016
https://www.fda.gov/media/131149/download

Class II, 11,1V

145 Sbldl e LS Al wlslgad! Sgios Of e

e Sy oo 8)bo Balgddl

e statement that the EU declaration of
conformity is issued under the sole
responsibility of the manufacturer

o Name of the legal and actual G5l guadll
manufacturers (Legal manufacturer)
(if present)

e full address of the legal and actual
manufacturers (if present)

o Trade name of the medical device

(D.0.C)
Declaration of conformity

signed and stamped
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medical device description

Variants either:

Codes, models, sizes, references,
catalogue number,

Classification in accordance with the
rules set out in Annex IX in MDD or
Annex VIl of the EUMDR

Complying with Medical Device
Directive 93/42/EEC or EUMDR
2017/745

Name and identification number of
the notified body. (if applicable)

CE no. (if applicable)

Intended use.

If not stated, it can be submitted in a
separate clarification letter.

Place and date of issue of the
declaration, name and function of the
person who signed it as well as an
indication for, and on behalf of whom,
that person signed, signature.

Name of the legal and actual
manufacturers (if present)

full address of the legal and actual
manufacturers (if present)

trade name of the medical device
medical device description

Variants either:

Codes, models, sizes, references,
catalogue number,..

Certificate No

Issuance date

Validity

Stating the manufacturer's compliance
with current good manufacturing
practice requirements for the product.
or

submitting CFG Without
GMP+1S013485:2016

(USFDA)
The US Food and Drug
Administration

(CFG)
certificate to foreign government

signed

Name of the legal and actual
manufacturers (if present) where
applicable

full address of the legal and actual
manufacturers (if present) where
applicable

trade name of the medical device
medical device description (if present)
Variants either:

Codes, models, sizes, references,
catalogue number,...

Issuance date

Certificate No. (if present)
Validity (if present)

SVl als e &uls )l dlalull

5ol Jglasd 8slgs

(Free sale )
signed
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e Complying with Medical Device
Directive 93/42/EEC or EUMDR
2017/745

« Name of the legal and actual CE
manufacturers (if present) siened

o full address of the legal and actual e el
manufacturers (if present) §

e trade name of the medical device (in
case of EC —Type Examination or EC

Class | Sterile:
CE (Annex V or Annex I1.3)

Design Examination) Accredited Notified body Class lla:

o Variants ((in case of EC ~Type note: list of Accredited Notified body is |  CE (Annex V or Annex I1.3)
Examination or EC Design found on the NANDO website Class lIb:
Examination)) either: https://ec.europa.eu/growth/tools- | CE Annex II.3 or CE Annex V +
Codes, models, sizes, references, databases/nando/ CE Annex Il
catalogue number,.... Class Ill:

o Certificate No CE Annex Il Section 3 + CE

¢ lssuance date Annex Il Section 4

o Validity or

e Scope of certificate (category/family

for submitted products) CE Annex il + CE Annex V

e Name of the actual manufacturer

o full address of the actual manufacturer

e Certificate No.

e Scope of certificate mentioning
production, /manufacture of medical

Certification body with
accreditation recognized by IAF
note: list of accreditation Bodies
https://iaf.nu/en/accreditation-

ISO 13485:2016

signed
((Quality management system

devices . atsash 25 2l
e Issuance date bodies/ S
e validity
b goeko

J9dl (e 8)0LJI(CFG -Free Sale - CE — 1S013485:2016 ) dxda)l Olojbivalls ol 8agndl Wlblgds g5 by -
042 el (31 Slgd! e Wizmao (yo AL BV Cenld @1 9 (Ladkol) Ay & el 8yl 5 Ayl 8,301) p0 dpmzryall

lblgad!
Byliadl 9 Ayl &850 (y0 Age lalgdl 0k @S iy lgd! B ¢y Ialgadl 0dd jgue doxso (po ST pis V> 3 9
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8)95edl p3linall Wbl (o Gax Al (3 L pandl Bylawdly dylowtll 48,301 o CFG from USFDA wislgs 3895 bisey -
&
(0 S gBge I o clidg
Class Il dzuad) dulall wlosbiwallPremarket Notification) Jls FDA CDRH Export certificate validation
class Il dauasll duda)l wlosliwsl) (PMA)Premarket Approvaldly FDA CDRH Export certificate validation g

a g1 il AR Ladal) e Jhisall 400 piiad i) ga jlinaly (aldd) easdaiil) Julal)
EDREX:GL.CAMD.007 : 25
Yovo Y AW/ laaY) Kb



Adal) il iaeall 4538 sal) B 1Y)
Juaneil] Aalad) 5 2y

o el L8190 Ao J guazl dale cilbol il A

Lgbg=e3 ol lgie J3Lall ez Vg dadlgall -lial 8)0lo dadlgell .
e lglaso dadlgall 3 JasS 5. Y
pl) QLS g Lad S oml) dondlio 23] Aalgall. T
Ay Ayl dadlgall e Jguazdl das V) sl oo 839 390 (ST e e Y 9 &ddne 855 e sl @iy £
e o2yl 9 BhsY araz YLl dxs Y dadlgall 5ol ddlaall sy Aal & ginedl 4S8 Jomes dsliadl oot Al 39
oYl o3 151 duasasciall Ol
L paall slgll dud Aadlgs (e Jguamdl dy ] pMeYl Jlug 0 5T 3 Arsall ozl e OMEY o Y. 0
- Jeatus €9 dodr 2lgll 00 Of. 1
. dadyall 8ygilal) 5ilas 3ylgll 0580 OF LV
Bya (o AS| B>l 8y g3Lal) Dpslyiwl dablge e Jasmmel) puiill ass Y A
Suzee slghl i) B3y9all ASd1 3 pe A (3 ygdue Fyli e Jadd ple Suked Ayl yuins 8yg3la1 .4
G Joladly zlowdd Zaladl )13 ggadl das V1 oD 5T Golsul plasidl slgw Joniius gl p3lius ST 3wl o ¥ .Y «
.Jgladly sl il CLA.‘NJ‘ S
1ol @50 ) 4180 Eomyll @ing By gell 3521 4] Bliae (elall CiSall Lassy glhas ¢ ale (oS Cllall pade O dll> G )Y
dpalall LISl @alais Olaw Y- YY) diwd Y10 08y s paall
Aadzall Ol 9 SULJ! A8 (e Ja IS dlian 9 guanll ddgiuns (ny Lisglb Golsd! gBgall e Cllall uuds VY
QU3 e ddite dylo) of 439318 o Ao 55 (ST Yygiall Jomeiy Aludl Slagatll oyo (5T ddllis Al 3 N Y

duandaicdl Clylyddl Y -

Boig)) 3K ekl 2y L -

Waus {1 & paall elgull digd gy Boaimal] lganll (5>] 3 gl iy (31 Ayl YTNg dndinall pd pllanll Slaslivus (asss lagd -
dlaally Auigh &S oo donll H9uso (ned Aoliadl 3,55 oy dazseall Byl

ZUY Slols il 9 (gl gikall e Oligall G paihy dnlxall pllall wilian) dpdll-

o of e Olegyzall jud 9 eyl YN jass lod cl3 dalise (categories)dluol (uas (o 9adl o Olue G Covw o -
ML - losadd daladl 8o b yo Al omas Slage s iy OF (e ple g diny Sl Bale

Aol Bladll jaso ed -

1pbasllb Loldl ZYI wbls g Oleplivwe oo L3V o guase

Jb> dodanll dudall losliall (o gilaiie aiual (§ dodsiunel Sl 9 Wl sl il dasyall dudall Glojliwall gibad) owe
Szl Bolel Caloy padidl 7y (o ple Sukad dlgo uinly Juamudll BaleY dodie 0555 Ol day i hoeud Ohlas! doMo gl
Slasbiwall slgiuly Zlily duhd) Lasasvedl dualall Ll e Al (o560 Jrzeaddl Bolel Olsly] ISl pae Jl> RE)

OB B oo uiedl pady i Wl an Gl dl el 9 dub Oloplivs UL ddoa)l Blbaall (s old Al ge

Jreadl 5985 duh ((wlipe) paaill goxiye e dadlgall ok iolaiioll 0da glaind Cllay puasdl pddn o 4 83) gius)

s kel g8 i 9 Byomn i o O e ) qisall e Sbutall ians sz oy ( ALl ) ndyll e gl i
TRV PP CRURCHRV PN PN Y-y BY Sy By0 el 1 puuas Bole] @8 ddduall Oluwwgell e jruxasl) 453S50ll ByloYI CBl,)

8> e Al S dulys ooy
A kel ! BelaS duwlyud gialasul @8 gale polatll sy sl Cug plil guinell (o Bt S paiuaty (paiuaell dxl ald e dadlgall oty
o]
a g1 il AR Ladal) e Jhisall 400 piiad i) ga jlinaly (aldd) easdaiil) Julal)
EDREX:GL.CAMD.007 :25)

Yo Yo Y A/ laaY) \’BJ



Adal) il iaeall 4538 sal) B 1Y)
Juaneil] Aalad) 5 2y

Baganll Cilalgld @B il BBl ol JUasYl 3 Jglaidly Bagadll Clolgd b phe/slghl yase sd  -F

Uyl s 0985 O s gl T8kl Sl zlosadl @ing gl gl 839l 80lgds slgisl eyl Jid p3livuall Z U1 @3 4T dudy Lo 025 ot
el gl p3liel)

ey e piline Syl pase bed -£

45483 ezl 03y oz Y &) Cya Juzmadll ezl e 801 Jguam (nod i) Jemadl piie edine gl pibie ST e 1Y o Y
ol iy dal oS Y JWg by Jezensd

Olawdl Ol paso bad -0

Sl 09 7Y o2zl qacr Blae] lylie 5 o)) gty Olase] Shleas 0 710N by dppaall Blaaodl dizd a5 sy Logd
a8 3 Slaplinall olpginly 2151 dnlyl) dpasasiiall dakall Bzl Yo oyall drlol 993 3 B39

vaxddl Chlad asw led -1

WV N E)b}}l [E RN L;Jl a:)J@.AJ‘ ;\3J.]| :ti:ub Oe Bedian]! utg:;dl 6J.>l d Lol ua;;é.” C)\)LQ_E) W)L.C‘:'-l BjjJ\'a

(classification)cisall ass jasw ld -V

OF (e Ui By dieid St zlowd! ot Walade Wy (3 Casiatll s 039 @l demad ez e dolonll gl olopbinel) daidl
:(o.:\..\ii(olg

el Jllas) @3y s Joos g debiadl 0da of lake Juomaadll Cole ooy plAIVL dgad -

Bagdaddl Jglaidly Bogrdl lolgss -

il s o b puasll e Ollas -

)l Cilo Jgud 7o)l ¢y Sl ple dlgn rin oy Juzeeaild dolall Byl0Y) () Juzmeal) ik Jod darg

O3V adlgdy Aol 132M( replacement) Jad! oi( refurbishing) 8aleYly oYl past lad  -A

Wauas @5 1 895l Aadye 095 3 serial number Jb 855 Jlnl 45801 ol 598 pusaill @iy -

slgu lgale S (@ wlel2Y1 g serial number S Alaie 895 Jlgyb Anisanll 321 pgas Jodeid! of 83leVlg MUY (o slgis)l dns -
replacement J! of refurbishing J! <38

Bdr 5,3 el oiud LoDl oy Mr oo sLill glad 09 Ul (3 o Jods gl oslely Dol 4alS gy ygSiie Aadlgall s -

)Swﬂ 834! & a.ié_,.dl CISE et -4

8 o o50ls Jaloeilly dalaall Jolgd (de eI day BB Wlipe (e Dgiall g pull Sl 4uld 85gT olismds e Sladl z1,3Y) o
Al Jolray Llidod 9 Lgio lige oo ] drladl 090 3 9 A
-Judoel Balgs 9 doliall Bolgad disllas 8)g3lall (§ 83)le)l Ll OF (ye JST 85 yoma dab1gall 0585 OF dlay &

a g1 il AR Ladal) e Jhisall 400 piiad i) ga jlinaly (aldd) easdaiil) Julal)
EDREX:GL.CAMD.007 : 25
Yovo Y AW/ laaY) Kb



Adal) il iaeall 4538 sal) B 1Y)
Juaneil] Aalad) 5 2y

Busall G gIL jase Lod - -

LI UL Aol (8 5 SN e 2,30 &9 Lulgall Blelye o
:(Indications)Jbasiwd! 28195 Yo

€= 50 BMI Jolady diasadl -\
el Lgd Jad 3108 eadaiall Coplaxd Buke day 9 YA-Y e BMIJwlaky 0gll 8oy -Y
11aad &Y oYLl (§ (Abyaedl dieedl) 14200000 el BMI Jolads diod! -Y
Lol 2 JroY Aty eyl 03 gl Jit) gl 85laseS oIl putsidd s @ dyshas 2la oE131-
gl i Jie 3 Jied! g1 (p Ayl OF e dedbl o2y G35 sl slyrl § paspedl i @ 131
:(Contraindications)Jleaiwd! alge Lk

(£+ oo del BMIJolad) doyaall dadl  -)

delolg Josdl =Y

Lyl llyedl E1530 (30 £95 (Y Cuuyal Bubaall CSE I3 Y

Eu..JLJlgT AW Ayl o0 ;L_SJAJU &lai)‘ji ‘o..wi OA‘;‘\S\)_?\:J‘ Ol L_B és.s R oS3 ¢

Hae of g 2as piled] (il pasyell § Jloaidl iaip ¥ -0
tdbeaiw! eladas (WG

Gy 093 Ay Hlis w9 Lol P Ax-liall Jiluwgdl S5 e prapall @bl oz =)
52 038 OMEd O g de g ) 9 (Argdd) sl oS (3 (Soutll e delud Bglas 5o Buaell U315 09Il 229 O ansell pdlel oy =Y

Gl 9 A510a01 @311 aclsdy pIAIYI dule 5 )WY s § JSII (0 52 (p OILI OF 9 Jo Bl gl
0PI 3929 Jorlpe IS dogllanll Ml g (ayall 99l plasiny pdlxall g Slasbasll Sz -
15yl die JUas asyell ) Alad JLas! Aoy ool -
logd &9l iyl BHUS (y0 U Edipsall Sl all e taiail) &3Syall 85151 ddoling 8) e &olyis] d2dlgn liuol @ip***
Lazyo J9d § daisanll uaall Ul g6l puaz (s

Aoaiuned] Slojhiuned! yases boad -1 )

3 i) )l B2l 9 Soloplianall olily 21y dushld duasaiall dxolall Wizl e oyl o2y
Al e \galasiiel o M il daladl (o)laall 9 lpesgall 5 capaidl o Jandl hyg) Aloins 53190l lajliumal]

b o A (21,EY Byylgll Wlosliuall
D e gasead! plusauadl 8y)lgl Olojliudll
e dniiy panyall lglomiay @1 0Ll Slojlivus am 5 G52 ol oS Dbl b @

Dentures (full or partial) Orthotic device, including braces

<«

dudall 93V delow

b o ol pli>

(Prosthetic devices)Meiivw 9 dunigad ducluo b
Bedpan

Oluodl Slojliane s logd -V Y

dagell Wyl 486 (piuan) dals/ piare pb/ pdas)degs Caws JS duball Glopliuall ezl dadall Ol 438 Gudal @iy -
dpalal) Ol e 2yal
(Y Grgon Z1Y1 o Jummail) Aol dniianl Ol lolins pas bogd -
Lolhaall colailual) (o B oy 5 Jheod) Cikodl Jgid 08y 02085 ISy 3 @iy 1 bzl piiall pilienad] <
4 )5S ple IS Jemauil) pusdl dlas- 005 5 ghnel! 3521 555 ¢ Jpovil) doladl )15V s Ciolly ol pus dll> 3 <
A5 e iadly 5l e Jremeil) piil] Jalaseall e gally Ladiall alg a5binusdl 1ig) auaally 4 ol 558019 a3binel] sl
FWIL Jgl day o) daslyinsl diiBlge jlbol pdaiy Y G- duslgall odgy plAIVL A1

g1 il AR Ladal) e Jhisall 400 piiad i) ga jlinaly (aldd) easdaiil) Julal)
EDREX:GL.CAMD.007 : 25
Yovo Y AW/ laaY) Kb



Adal) il iaeall 4538 sal) B 1Y)
Juaneil] Aalad) 5 2y

OhlaisYly Olellhyacdl da3B L))

Jbasyl sl
EDA Egyptian Drug Authority (L ael! clgadl diun)
MOH Ministry of Health (d>uall 8)l39)
MD Medical Device (s p3lius)
MDR (2017/745) Medical Device Regulations (dua)l Olojhivel) dakaiell aslgill)
MDD (93/42/EEC) Medical Device Directive (&ubkll wlojbunedl Olgszs3)
ISO International Organization for Standardization ( wslae) ddgull delaiall)
CEor EC European Conformity (&wgyod! diladll)
FDA Food & Drug Administration (slglg sldsll delais)
CFG Certificate for Foreign Governments (&Yl lo oSl 8alg)
FSC or CFS Free Sale Certificate or Certificate of Free Sale (,=J! Jglull salg)
NB Notified Body (839l wlslgs jluue! dg=)
DOC Declaration Of Conformity (daUael! Odel)
REF. Reference(z=)
GMP Good Manufacturing Practice (Juzdl guuadll Slules)
ACI Advance Cargo Information (o bocid) Gruel! Jazewd pllas)
a g 53 A8 Ayghall il Sliall Ay piiea) B8] ga jlauaaly Gald) paglatil) Sudat)
EDREX:GL.CAMD.007 :25)

Yo Yo Y A/ laaY) ‘aEJ



Adal) il iaeall 4538 sal) B 1Y)
Juaneil] Aalad) 5 2y

bl Jod Y

Ll yashe )l-\-p})l é—_\)u BIE™SY]

— ARAAVARVAR! VI luedl

5\3)5)»)1 B)l‘))” (Puno Cadad (c.:\
3851 85139 e wldaal)
o Adowall Oluwsall e izl Y-Yo/-4

Slacsgell GaslU 453S5all 8lsY1 RIS
S § 02,85 339 LakS ddauall
.oebaisYl cuns el g
a Lee ) 53l ALy Ldall il Shnall Al yiaad i) ga laualy Galdld] el Julal
EDREX:GL.CAMD.007 :35<!

Yovo Y AW/ laaY) Kb



