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Check list of IVDs importation approval

Acceptance No.

Applicant name

Medical device
name

Manufacturer name

Country of origin
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Directive 98/79/EEC

gl Class
—aiailly VD Directive & UsS& DOC sagd |1 General IVD
Examples:

Qe yall Jsall saa) of Lanall aly e "FSC" Ul 33l .2 | *hematology and clinical chemistry analyzers
*tests for hormones *cardiac markers
Jwxinl) (e a2l ma sy Catalogue .3 *hematology and clinical chemistry tests

—aiailly VD Directive W sS& DOC salgd .1

dma el Joall gan) o Lasd) aly e "FSC" gl saled 2

1ISO:13485:2016 s3¢s .3 IVDs f:;:ﬂf I;‘:S ting
CE Il 33¢s .4 Exampes:

CE IV 53 or *pregnincy, chollesterol.home test
CEV+VI et or s or self-testing devices
CE V+VIB or
Juaxiil) (30 a3l s pCatalogue .5

—wiailly VD Directive W sS% DOC salgd 1

Lna ) 5 san) f Lasall oy ge "FSC" Jhuisales 2 IVDs in Annex Il List B (Moderate risk)
1SO:13485:2016 s3s .3 Examples:
CE IV sdgd 4 Rubella, PSA,
CEV+VIsled or | Self-Test for Blood Glucose (monitoring system
CE V+VII3igs or or strips)
Jexinl) (o a3l a5y 5. Catalogue
—aiaill s VD Directive & S DOC sded .1 IVDs in Annex Il
na el Joall san) o) L) ol he "FSC" sl el 2 List A
1S0:13485:2016 s3es .3 (High risk)

CEIV 3ded 4| Examples: HIV, Hepatitis, ABO Blood Grouping
CE V+VIIs3i or
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lalg &l Class

CFG without GMP 3algd |1
caiaill Ly S |etter of declaration saes 2
Code of federal regulation .3 Class |
21CFR 862, 21CFR 864 or 21CFR 866
Jleaiu¥) e (a3l muia i catalogue .4
CFG with GMP 3l 1
CFG+IS013485:2016 s
Caiaill Ly 583 |etter of declaration sl .2
Code of federal regulation .3
21CFR 862, 21CFR 864 or 21CFR 866
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Class I, and I

Hal) gz gl Class
1-DOC acc. To Canadian regulation mention the classification Class |
2-Manufacturer certificate to cover export of medical devices (= FSC) issued
from: the HPFBI, Health Canada
3- Medical device establishment license
4-Catalogue JLexin¥) (s (a jall i o
1-Medical device active license Class I,
(In case Medical device active license is issued for medical device family, m, Iv

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
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
5- Catalogue Jlexiu¥) (s pa_all ma g
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