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For Research Use Only 33,) 1) i s gf ca licall 5f 3 3g¥) 0 i) Jla (8 2 eyl Ll e (2 ) oy V-
Aziaal) A8y aldl z Sl GIFU ¢ labelling s DA (o dliy paddi o o (a e Y padis Y

dpaadal) cilllatl) B Lgalading atey 30 ol i) o< g cila Jliccall g 3 3¢S Aaadiaiall i Sasiiacal) dgad) (e g5 -13
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(M) Dt o (a0 all C¥A (8 gady) Apadddll claladiudd

(i oS- cila i3 jga) (o) o jliceally daldd) ol diioal):Lilh

Intended Use).) plaaiuy) e a4 g adde dahall 5o, ﬁ)'l'.'wmﬂ ain e dniaall 4S80 alal) C}l\:\SM-l
33lg jlma) AUNOT IVD) ) (ol i il 5l (aba sl Canad (il 5S - Jlisa -5 ) 3 i) Jls 3-3
A8, U8 e (s EIY 2 5db Als e B ) e ) (350 Juaal dniiadll 4S80 (e (Ui Declaration Of conformity

IVD Directive(98/79 EC). J gadi ¥ 5 (a2 56 (5Y p2dind ¥ 33,505l 3 sl o 83U daiadl)

iiall s 530 ol Aglanal) Cidl o811 of e liccall ol 5 3¢l dualddl 5agall cililgd -4
European community and Australia :

Certificates:

A-For : General IVD

Examples: *hematology and clinical chemistry analyzers *tests for hormones *cardiac markers

*hematology and clinical chemistry tests

L5305 3 6id) didaly VD Directive 42 255 Declaration of Conformity 3k -1

A yal) Joall saa) of Ladall b e Free Sale 3algi-2

B -for :1VDs for self -testing

Examples: *pregnancy, cholesterol home test *self testing devices

3315l 2 gl caiaiy VD Directive Y LSk Declaration of Conformity il -1
1.6 CE annexiles -2
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CE annex IV salgi sl
CE annex V+VI s
CE annex V+VI| salgs ol
1SO 13485:2016 s3e5-3
Agnaall Jsall gaa) f Lisall Bl e Free Sale salei -4
C -for : IVDs in Annex Il List B (Moderate risk) Examples: Rubella, PSA, Self-Test for Blood Glucose
(monitoring system or strips
B3, gl caiaty ¢ IVD Directive & S Declaration of Conformity saledi -1
CE annex IV 33l -2
CE annex V+VI s
CE annex V+VI| salgs ol
1SO 13485:2016 s3e5-3
Agaa yall Joall (gaa] f Lisall Ay 4e Free Sale 33l -4
D -For: IVDs in Annex Il List A
(High risk) Examples: HIV, Hepatitis, ABO Blood Grouping
Bl asull cavuaty g VD Directive W LS Declaration of Conformity salei-1
CE annex IV salgdi -2
CE annex V+VII 53l

I1SO 13485:2016 53¢i-3
Agaa el Jall saa) o Lasd) ol (e Free Sale 33l -4

USFDA: caiail s 53 ) o)) dalerddl Casil &I i cila Jiaall ol 3320 dalall 53 al) cililed 6-
For all classes: e
42 JsShLetter of Declaration
USFDA  izial laka o jliceally (aldd) ciziadl) -
piliwally aldliCode of federal Regulation+
CFR 862, 21CFR 864 or 21CFR 86621

Forclassl: e
USFDA (e 5_ila CFG without GMP 53¢
ForClassll e

USFDA( 8_3la CFG with GMP 53¢

CFG without GMP +ISO 13485:2016 334 i
ForClasslll e

USFDA( 8_3la CFG with GMP 33lg

CFG without GMP +ISO 13485:2016 53¢ i

Health Canada wisiail G 53,1 ol dalenal) il o811 of cila Jiasall of 5 3¢l daldd) 53 sal) cilalgdi -7

e Forclass I:

-1Declaration of conformity acc. To Canadian regulation mention the classification
-2Manufacturer certificate to cover export of medical devices (= free sale certificate ) issued
from: the Health Products and Food Branch Inspectorate (HPFBI), Health Canada
-3medical device establishment license

e ForClassll, I, IV:
-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)
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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 Health Products and Food Branch Inspectorate (HPFBI), Health Canada

-41S0O 13485: 2016

: Ay e a0 gl e

: oY) Jadi USFDA (s 3 )3ba CFG 33lgedi -

(235 ) Gl whmd) () sie g and - g giadll G sie gand - 38V 5 o 5tieall (o jladll )

e 8 ) phadl ALRIGMP uall miail) sl JICFG J) 4udas pae Alla < 1SO 13485 :2016 33 -
classes Il , Il exempt = sais aProduct category ( ) (hai( L2 sacies [SO 13485 U mie g

&1

saled asa s iy Y class | exempt or Il exempt il i) dglasal) Cadl KU e jlisall (i sad -
USFDA (= 3,34=CFG

ISO 33l jlcas) a3k S15 USFDA (1 8 la CFG 33 (e (i class || exempt <iiwai Sl 3 gl -
13485 :2016

P dadyy (S50l piad) e @i se 50 5i5e Declaration letter-
Legal manufacturer responsibility-
Name and full address of the legal and actual manufacturers ( if present )-
-The trade name of the IVD medical device , medical device description , and codes ,models ,

Classification & code of federal Regulation (CFR no.)
L) S g Ly gl 301 581 ks

Gale Blel e e 2adea JezsNotified body) ) (e 3 dba Al il (Acc.to 98/79/EC) CE I saed -
e =il classificationd! WhkAnnex) ) 4wl sall
(oY) Jadi Agra el Jsall gas) o Liiall aly daall 55055 (a5 y0ha  Free sale ) salgdi-
(335 ) Gl giad) Ol sie 5 an) - 35N phad) Ol gie g aml - A ST 5 a3l (5 5l ansY)
Product category J) bai( W52 saaiea SO 13485 Ul mie dga (10 83alSO 13485 :2016 ( salesi-
self testing-;ist B — list Aclaiaill 2385 SO 13485:2016 saled-
(Y Jadi (Sl piadl (40 428 50 5 4a 5i3e Declaration of conformity e -
Legal manufacturer responsibility-
Name and full address of the legal and actual manufacturers ( if present )-
-The trade name of the IVD medical device , medical device description , and codes ,models,

-Classification & IVD Directive 98/79/EEC
-Notified body ID no.

-CE no.

- Intended use
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Jald 511, I &IV <laaill axéiy Health Canada o 3_3b=Medical device active license(MDAL)
s

(335 Q) il piad) Ol sie 5 and - 3 piadl) O sie g and - SV 5 3lall (5 ladl) ad)

class | caiaill Leandi 25 Medical device establishment license-
I, NI &IV Saiadll 08 |SO 13485:2016 saled-
& s Manufacturer certificate to cover export of medical devices b s 2 free sale J) 3algi-
léaiaill meal  health Canada (e b _laa)
P dadny (S dhadll (e adge 5 a533a Declaration letter-
Legal manufacturer responsibility-
Name and full address of the legal and actual manufacturers ( if present )-
-The trade name of the IVD medical device , medical device description , and codes ,models ,

Classification according to Canadian regulation-

bl sl oy U e V) e el e J8 Y B g Ul B s 55 A sllall sl ) -
5 ,3LlICFG -Free Sale - CE (ISO 13485:2016-) dadall <la jliceally Aalal) 55 sall laled (58 6 da yily Y-
O ina (e Gl 5 5laY) ol ) (Laiall ol By yeadl) 5 5laudl g &y ladl) 48 5a0) (e Bna el Jsl e
530 i iy Clgall Gl e ALt 638 ) sim Faa (e S pae Ala B 5 aledl 3 aas LAl clgal)
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i) Bale) 8 Aibaal) ol tionall Al T 5 (5530 5 e (B sl day i ale) s adall Calall (s oy Call)
Bl 5 4y ol 48 a1 e CFG from USFDA ilalgd (asfig b iy ¥ 1A% gale
FDA (4 JS gdsa A (e elli g g 5 983all o jliaal) cilily (e (Ghal) Alla (8 4 jecaal)
Premarket Notification) )510k<'s CDRH Export certificate validation
FDA CDRH Export certificate validation s Class |1 ddiaal) 4ht) cila jlicall

class 111 ddiaall 4kl el iwal! (PMA(Premarket Approvaldls
ALl D ey A0 Y 488 ) y)aa) Al 5 a 3isall ol i) o 4881 ga aey Y 5 Aiasa) daad yall sa Calall 2Dl -
A sl clatiiall ases eladin) (e
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Declaration sieé Jbasl siy (NOT IVD) (i (sl 5l s iaal ol Alena 3 3eal 2l Ja (3 @
daiad) 4S80 8 e S5 EY) 2all Al je b sa gl (Fise dual driiad) 48,8 e Cldaa S OF conformity
(Labaia) pre bl 4l jaa), (mpddi g (5Y paiay Y 3515l & Slusall Gl 3353
Declaration #led jlas) & (NOT VD) sasdii ia jal o s (i sal o dlane adl S ol i) Ja 3 @
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Axiadll 38,30 U8 e 5 SV 2l A ja 5 sa ol (390 Jual driiadll 4S Al e i OF conformity
(0 A3 il 488 50 41 Jaay), il Gl e Y axiiey Y o)) ot ol salaDl

SIFU s Labelling J3a e <lld @il 54 FOR RESEARCH USE ONLY dders 3 3¢alsl il Jis (4 o
(oabaia) pxe s 4l jaa)), daicadll 4S il (alall & sl

SIFU S Labelling J3a e <lls <) o 34 FOR RESEARCH USE ONLY 4lere Cadl 583 i) Ja (& o
(3o Fa) i) A3 ga Huay) Axiiadll 4S Al (e Gl 2y e jlan) ol xieadll A4S il palall & S

s Jilat il sl Jalaio(g hanll aladinl)idie) lus¥) sy 48e Led ol ddene 23S S0l Js 8 e

.pabaidl aae

Doaal) Z) 81 O Aisae Do) i) A3 ge 3 sa g da il Y Alane Gl slaS o il Jla 8 @

10 el gansallazallilionlls Sodlulia jeals go Jalha S il Jad o
Cpricadll CA aaEie L8 HeaYlaiiaaindlis aiSICa L baaiSId) e dialalisa sallil e SAalul il laauadiaag

(3 B il A8 g jauay)  ISICET Jiaoud jUadladitalatdniiig o
Siall jlas) a5l ol o b daadlic sl ol dallio sl 2asall ol all o cliaBliall (m jx o) 5 S Jla 3 e
Loxdiaall o Baivaall Agall )5 el aii (Says 5l 8 dall 8, Shy Al 5V ae Agieall il LY G sl

A gall o) Al Al 805100

Jo 5583 cltlaial) padiy ol VL @l dlenadl Cadl I A i A3l il 48850 Lo Jgeaall Cilb 4S50 (Kay @
Vs ol il e 480 sl o) pal) colaiiall Laild an g Ayl e jliwall 400 530V cildd) sall ail=alicheck list

aa sl il 8 dasiall 3 ) 8 (Y 5 Ble) ja ae o) B ) 58 (e
Have the same legal manufacture
Have the same risk classification
Number NOT EXCEED 200 for General IVDs or Class | IVDs
Number NOT EXCEED 50 for other higher risk classifications

B gad) gy dald @il )
A4S ) s ) gill Bk

Y Jeli USFDA (x 3ba CFG s3lgli -

(225 ) ) piad) ) sie 5 and - A phaddl G sie g anl - 3 ST 5 o bl (5 el au)

dea (08 da) phiadl LaWIGMP uall giadl 2o AICFGJ) 4k axe Alla i ISO 13485 :2016 salgsi -
(classes Il Il exempt &Il u=s=ass13a) Product category J! (s (W s 53320 SO 13485 Ul mia
USFDA (5 33baCFG 3debasa sk i ¥ class | exempt or || exempt <aiai Al 3 gl (e gnds -
ISO saled jlaa) a3k (Kl USFDA (0 3,30aCFG 8aled (e Siidiclass || exempt <aieas ) sill -
13485 :2016

(Y dediyy S A iadll (e 1B 50 5 253 -Declaration letter

-Legal manufacturer responsibility
-Name and full address of the legal and actual manufacturers (if present)
-The trade name of the IVD medical device, medical device description, and codes,
models, sizes,
-Classification&codeoffederalRegulation (CFR no.)
L) i g Lig ol a0 gl ik

Galesle) jo e 2aize Jere (Notified body) o= 3 3ba Sledll zisall (Acc.to 98/79/EC) CE - saled -
il =il classification J! ks (Annex) il sall

- Self testing
I11.6CE annex

CE annex IV

CE annex V+VI i
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CE annex V+VII

Annex Il List B
CE annex IV

CE annex V+VI i

CE annex V+VII
Annex Il List A
CE annex IV

CE annex V+VII

oY) Jadi Agma all J5al) (saa) f Liiall Ay daiall 3 )35 w5 3ba Free sale ) sales -
(25 Q) rdl) whaaal) ) sie g and - 35 giaall () sie 5 and - 3 SV 5 o 3liaall (g slaill aus)
Product categoryd has (W5 3234 SO 13485 Ul mis dga (10 3,3La)ISO 13485 :2016 3l -
Annex Il List A- Annex Il List B-Self testing <Wiaill 2385 |SO 13485 :2016 sales
i) Jadd (358N wiaall (1e 4 5a 5 4e 35 Declaration of conformity sale -
-Legal manufacturer responsibility
-Name and full address of the legal and actual manufacturers (if present)
-The trade name of the IVD medical device, medical device description, and codes,
models, sizes,
Classification & IVD Directive 98/79/EEC-
-Notified body ID no.
-CE no.
-Intended use

IS ae ) gl Lk
el 511, 1l &IV wlanaill iy Health Canada o< 3,3= Medical device active license (MDAL)
)
(235 0) i) pradll o) sie 5 and - 3 EN piiaall o) gie 5 anl - 3 ST 5 o 3lall (5 el anY)
class | il Leasi suMedical device establishment license -
I, N &IV Sliiail .8 SO 13485:2016 saled-
~ sManufacturer certificate to cover export of medical devices ab < =ifree sale J salgi-
laiaill meal health Canada (e Ll
(Y el g S8l wiaall (e W 505 2 530 Declaration letter -
Legal manufacturer responsibility-
Name and full address of the legal and actual manufacturers (if present)-
-The trade name of the IVD medical device, medical device description, and codes,
models, sizes.
Classification according to Canadian regulation

e Certificates requiredaccording to each adopted requlation :

1-Certificates required according to European &Australian regulation

General IVD/others
-Declaration of Conformity (mandatory )
-Free sale certificate (not mandatory )
- I1SO 13485:2016 (not mandatory)

Self-Testing IVDs, IVDs in Annex |l List B, IVDs in Annex Il List A
-Declaration of Conformity (mandatory)
-CE Certificate: (mandatory)
-Free sale certificate(mandatory)
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- ISO 13485:2016 (mandatory)

2-Certificates required according to US requlation:

Class 1, class lexempt —class Il exempt
- Letter of declaration (mandatory )
-Certificate of foreign Governorate from FDA (not mandatory)
- ISO 13485:2016 (not mandatory)
Classes lI& Il
- Letter of declaration (mandatory )
-Certificate of foreign Governorate from FDA( mandatory )
- ISO 13485:2016 (not mandatory ) if CFG cover GMP

3-Certificates required according to Canadian regulation :
Class |
- Declaration of conformity (mandatory )
- Establishment license (mandatory )
- Manufacturer certificate to cover export of IVD medical devices
- ISO 13485:2016 (not mandatory)

Classes Il , I, and IV
-Declaration of conformity (mandatory )
-Medical device active license (mandatory )
- Manufacturer certificate to cover export of IVD medical devices (mandatory )
-1SO 13485:2016 (mandatory)
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