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European directive 98/79/EC I lish dpapiill s dlexall il Il 53 3aY) @
In vitro diagnostic medical device means any medical device which is a reagent, reagent product,
calibrator, control material, kit, instrument, apparatus, equipment, or system, whether used alone or in
combination, intended by the manufacturer to be used in vitro for the examination of specimens,
including blood and tissue donations, derived from the human body, solely or principally for the purpose
of providing information:

o concerning a physiological or pathological state, or

o concerning a congenital abnormality, or

o to determine the safety and compatibility with potential recipients, or
o To monitor therapeutic measures.

Specimen receptacles are considered to be in vitro diagnostic medical devices. 'Specimen receptacles’
are those devices, whether vacuum-type or not, specifically intended by their manufacturers for the
primary containment and preservation of specimens derived from the human body for the purpose of in
vitro diagnostic examination.

Products for general laboratory use are not in vitro diagnostic medical devices unless such products, in
view of their characteristics, are specifically intended by their manufacturer to be used for in vitro
diagnostic examination.

Accessory: means an article which, whilst not being an in vitro diagnostic medical device, is intended
specifically by its manufacturer to be used together with a device to enable that device to be used in
accordance with its intended purpose.

For the purposes of this definition, invasive sampling devices or those which are directly applied to the
human body for the purpose of obtaining a specimen within the meaning of Directive 93/42/EEC shall
not be considered to be accessories to in vitro diagnostic medical devices”

-djm;n-@})m-;aﬂ\-\m-w\-\mﬁ-'&)M}s-g&mgj-gui-m)s-\sﬁg:aﬂgﬂ\djmua °
- LY - el - gl - il 4y ) gean - - Lila g - Ll - Libaas) - Jlasi_ll - (U sall -gasial) ASLaall — Jail il
L5198 - g —hibonsl — L) - 18 - Ay - Ty - )yl L gl — LU gl - 1l gy - Uallae - Ll 5
3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)

EDREX:GL.CAMD.004 :2 <)
uim\:J\MY‘ ?EJ
2025/09/01 :)laa) )l
2025/09/01 =Gkl g



Al cila Hiwall 45 58 4al) 5 00Y)

v v

P Al iy ) gl e J gasldl Sile) 2l 3
alexall 5 a5 jea Sl 43l yiin) 438 sa e J seanll Cale Jlin) 3.1

: Sl Lyl )l e MeDevice 4 Sy daidl e sl 4S )il o 653.1.1

medevice.edaegypt.gov.eg
Jalalls 2,1 Galall 8 4y slladl) claiieal) dailal Tk

Gad o) calall J g ane gl J gty llall Jla ) G ) (e Jae a9 2 AR b g Adiaiall IS e 4S80 e 2 )l 25.3.1.2
claginy) Cpal Cdlall

d\_uJ‘ LAJ_’_’{J_JJIK_»A\JAH :\.IWJ\J:G_..»‘X\ Cluﬂ‘}d‘ SJAJ ‘H‘ k_\_\H\ 3—};)3 eﬁ—j —aLall dj_ﬁ R_RA‘H 3.1.21
aiall YA (e A8 AT LSy

elaiul) gl allal) Gilaidlls 8 3.1.2.2
(e 1 2 53 90 3aal 4y slladl) Ll 5 Claiiaall (e gl il pae Ja Calall lai el Cile) el il 5 2
Loy el & allall el a8 ) s3le) sy 56 L e calhall ay g celiiny) il J ) 3
CoSsal S Gl e f V) g ¢ daisan) 55 el 5 ) sl Aadadl Jilie o aey Gl A0

¢ JanY) ae 48,80 e 8 2l iy (e U Gl are s 8 bl b iy allal) (md)Als 3.1.2.3
(el Ll s gal) 1Y) (s ¥ bl (5« Aiogall 5 5001 355 e

1A i ‘\:\..éé‘}ao‘;lf— Jpanll Cala 2@ 3.2
i) e e Jae a5 A 3 Gl 5 daiall JDA (e callall il  sllaal) SYLSEEY) Jla ) 5 calall daal e oy
. alall

A3y 4881 5o e J gemal Cile sl 3.3
Aaidl ye el ;bﬁu\eﬁg

s A0 i) 4ed) sall Hlaal 3.4
b_)yu‘wi‘)_,mt@és)ahj\)m‘g\m\}qﬂ J\M!e.uuu\ ;\A:\:\M!A:_\

t il g Jaall (iys s i jrall dilana 5 duand S s jeal ol yiul <ilsl ja) 4
W paaisale) o ol 5 Jeall G5 5 el (8 (mall (i pa Dlene 5 dpmdiii 3 el 2 ptiuly ey @
34 N30 pelshallgll ol o
P

(0Sel )y sl b Jaall 35 55 5l yaipall Shasa S5 o -
. 2 2all =l (Brochure ) Sl anasi -
il o) Jaall A5 ele) H5h il salely (Fise ) ) apaiy AS Al 6 il -
A gl e Y deriud gl 33 5l 3 3ea ) ol Chaall Ayl dgall (e 2gad 4,00 2085 -

3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)
EDREX:GL.CAMD.004 :4 <))

LN sy ?EJ

2025/09/01 :)wa¥) i

2025/09/01 : kil



Al cila Hiwall 45 58 4al) 5 00Y)

v v
g

pAdial) (gl e DU Adama g dand i 3 jeal o i) Gilel Al 5
, for research use only 3 jeal 3 il Adeaall 5 Aiand Gl 3 jeal) o) o < aadia) Gil< al T
for performance evaluation s for investigational use
510 A emall sl R Bae JMS e 3y 5l Clen (o (il 83 gineal) AS 80 Falal) bl 5 c0landl dalie 2 @
Aghasal) sl (i) 502 Sl

dale ) 3l 6
Lebioad o) Lie JOUE eV duadds jolall 46l 5all o
A Y Lelany 48 sall & dila) o Joaed 5l ol S LSS S e
A3aall Al ye o Jaid KN aill dalla s ) gildl 5 paliall 4681 ) @
4 paall o sall L 48) g0 o Jseandl 2oy V) 2Sle W) il s (0 6l 3 0N Yo s Y @
cderiie e s ol S0l e
A8 yall 5y ) 85 ) oSl bl AdiUae 3yl Sl Ul 0 o)) @
c oAl elel g )il 8 ) sall AS Al S5 aae Al 3 el 5l ) saia f ) (e ] aan D Bl Ay jlu riad B gl e
J sl Ll el 351330 & s 51 2aa W1 e g) Gl aladinsd o s Jarione lara Jlea gl 3l a7 ganse 32 @
LJshaill g o) i) dales (saa 4 aill

:Calaaly 7
Jalamall 5 Anand il 5 3ealy) o) iy 4 gladll Colativll A 1 sk
Al Gl pe S Alenal) g Anand Sl 5 jea ) ) i 4 glaall Colativll A 2 Galke
3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)

EDREX:GL.CAMD.004 :2 <)
LN sy ?EJ
2025/09/01 :)wa¥) i
2025/09/01 : kil



ddal) e bicall 45 38 yall 30aY)

» g
- c

1 Ggala
dlanall 5 dandddl) 5 3gaY) 3 il 4 glhal) cilaiieal) Aaild

2 g i) A88) gal) callday dualdd) claticiall Y g

il (g o st g a8 g dpdall il Slisall 4y 5 jall 3 )10V ae el e J ssall Gadlll 83 ) giusall AS 81 (g i -1
85 e Sl Gl ae dS Al J gl
ol s, glall
DAk Sl e (53 ) e Jow 28 (s i -3
A Cldad e ol 558 aiadll 5 53 sall 4S8l 4 Ciliae @
G A s Dluall S jediad 4 ) S e
SN 140 -4
Gkl (6 ol 33y sall 4S ) ae ANS ) f w35l i -5
(8 33y sall AS ) Aial analy (AS il G el Legdl Al ) 30 ) sall 485801 5 5 938N gl G A8 e d8De -6
8 laall 5 A jlaill 48 jal) e A8 ge i) giaall (e s lia Jaw 31 5l 5 aan () 52,0 sl il Sl 3y 5 58

:\JIA‘;)U:IJJM\JMJJ&UA.\;JS&‘UM\JJ}A\}b)ﬁ“\&J}SJA\JJ}d\U:\J:@M\@AjS M}A;\é)& -7
ESERY

: 5 el dualdl) 3 gall g Jghal) culalgd (Ll

IVD Directive 98/79/EEC (. 5 83 ai Lal )aliiwl) European community J) (2 4agial) o) 8l o gl 1

il algd) Class

.iuiaillg VD Directive W usS3 DOC 3agd .1

. Agrayall Joal) saa) gl Ladal) aly cpa "FSC" gt Balgd L2 General IVD

Jlazial) (e o2 &) a2 Catalogue

cidaill g |VD Directive Y usSia DOC 33l
daa pall J ol saa gf Liial) aly (ha "FSC™ Jgh Balged
1SO:13485:2016 balgs

CE Ill 8l 4 IVDs for self -testing

CE IV 3¢ g

CE V4V 33gd

CE V+VIIsagd

Jlaai¥) (1 & &l gua iCatalogue .5

WM RlWw

a 3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)
EDREX:GL.CAMD.004 :4 <))

uim‘:J\MY‘ ?EJ

2025/09/01 :)aa¥) gl

2025/09/01 : kil



ddal) e bicall 45 38 yall 30aY)

» g
- c

LAKPRA|

Class

<isiailly |VD Directive W= usS% DOC 33 .1
dma jall Joal) gaaf of Laial) aly ca "FSC" Jglti Balgdi 2
1S0:13485:2016 3¢ .3

CE IV excluding 4 and 6 33\ .4

CE V4V dagd

CE V+VIsagd sl

Jhariay) (pa g ad) s g £ ollS |5

IVDs in Annex Il List B
(Moderate risk)

<idaill g VD Directive Y usS: DOC 3algd .1
dgra sal) Jgal) g2 o) Lodall aly (e "FSC" Jgli Balge .2
1SO:13485:2016 s8¢ .3

CE IV + CE IV excluding 4 and 6 334 .4

CE V+VI5alg-s 9

Jraiall) (0 2 ) gy z oS 5

IVDs in Annex Il
List A
(High risk)

‘FDA (8 8 83 a3 Lal JALEWIUSA (A dagial) a0l g8l o eliy 2

LAKIPIA|

Class

CFG without GMP 8agd .1
ciiiatlll gy 983 etter of declaration 8 .2
Code of federal regulation .3
21CFR 862, 21CFR 864 or 21CFR 866
i) (0 2 ) g ¢ SIS .4

Class |

CFG with GMP 8¢ .1
CFG+IS013485:2016 334 gl
didail) L jeSda |etter of declaration 3¢ .2
Code of federal regulation .3
21CFR 862, 21CFR 864 or 21CFR 866
Jlaria¥) (e pa Al pua g 7 sllS 4

Class Il, and 1l

A 6 dagial) ao) gl Lids

Al ala gl Class
1-DOC acc. To Canadian regulation mentioning the classification
2-Manufacturer certificate to cover export of medical devices (= FSC) issued from:
the HPFBI, Health Canada Class |
3- Medical device establishment license
4- Jleria¥) (0 a2 g s 7 S
3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)

EDREX:GL.CAMD.004 :4 <))

LN sy ?EJ
2025/09/01 :)aa)
2025/09/01 : kil



ddal) e bicall 45 38 yall 30aY)

» g

Al auda gl Class

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)

N.B: the declaration letter will be sent to the health Canada to confirm that the
license covers the whole medical device list Class II, 11, IV

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- SO 13485: 2016

5- Jleaiu¥) (e (il i g o SIS

t o) adad g ) gunSOU A llaal) cfaiteeal) ¢ B
Dl el 5l punnsSY) Al Aalil) Lol i) 8 ) oS0 LS jleally alaldl clalgill -1
Do gl lere Jlead i Jladl dadid o) bl peanY) G ClEY A Clatiall (aa) an L5 -2
831 1) sl adad ol il ) Y1 45 e 50 el palill manual A -

Jeadl b ka5 ol ) SV 5 Sleadl and e g 28 padl) e lad -
el Lerall Sleall Hlall adad gl ) gV A SXI5 ) glall -

a 3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)
EDREX:GL.CAMD.004 :4 <))

S RW=N Py

2025/09/01 :)wa¥) i

2025/09/01 : kil



ddal) e bicall 45 38 yall 30aY)

» g
3

2 ke

Ayl oal 23 Aleral) g dsandlill) 5 5eal) 3 puiud 4 slhal) cfaiieal) daild

s 4000 i) 488 galf callay dualdd) cfativial) Y

el e o side 5 a8 g Aadal) e Slinall 43 5 5all 35101 ae Jalall e J siall G dll 3 ) sinal) 4S8l (s -1
A5 e Sl Gl e A8 Al J gl

Al 3,5 -2

Alera s padids (2l Sl e s (53 sluse Jans 2 ad i -3

el las e ol gl piadll o 53 ) sall 4S50 4] Gilias o

gl 4l Alpall S jediad ) 0S5 o e dlpall S e iy 4 58S @

X M140e -4

Gise s gl (gl 33 sall A58 ae NS S oy 5l i -5

Seall Aaldl) i) LG

8aga 5l Jglai ol (alla 2y Y ;A sale

for research use only 2,5l O 2& L aaas -1

b JG Jae e
Labels, IFU, Catalogue, Or declaration letter declaration of conformity,

for research use only el of Sy

3 Lo iy ol V) e dpmndidi Qs o) ja) Caags dplall Jabaall A 2 6ill Gad 3515l ) 83 giaall 4S80 (4e 323 -2
CAluall Gluwsall e (il 4y 58 pall 3 )00 4y el o) sall A Tadl 3 5l Slea ) sl

i saall e el s JSifor research use only 4l 5 L) auza 5y ia¥) piadll 2 3l -3

a 3. gecal) LgilBata g Aunandidil) g Aslanall 3 Jgadl Aul piu! Cilid) gall o Jguanll so) B g cilpl oY adaiill Jalal)
EDREX:GL.CAMD.004 :4 <))

S RW=N Py

2025/09/01 :)wa¥) i

2025/09/01 : kil



ddal) il biacall 45 35S yall 300y

» g

{(Glossary) lallhuadll 44 8
CE: Conformité Européenne
CFG: Certificate to Foreign Government
CFR: Code of federal regulation
DOC: Declaration of conformity
EDA: Egyptian Drug Authority
EEC: European Economic Community
FDA: Food and Drug Administration
FSC: Free Sale Certificate
ISO: International Organization for Standardization
IVDs: In vitro Diagnostic Medical Devices

IVDR: In vitro Diagnostic Device Regulation
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https://en.wikipedia.org/wiki/Food_and_Drug_Administration
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