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_Issuance Letter Head
(InmihsauTIsMIvIeaaiuienyu RS 1M uTed)

‘Certificate of Free Sale
It is hereby ceriiﬁﬂd (declared) that the following products :

‘products as attachment list (or catalogue).......pages OR
: -devices described in the attached schedulf;'

product’s name & model OR }
'whiéh'fqhﬁs_paﬁ of this éjei't'iﬁcatc are manufactured (produced) by
Company name }
Company address

andare ( lawfully sold or distributed OR
{ allowedtobesold OR
authorized tobe placed on the market OR
can'  besold or marketable OR

"may [ . be sold or marketable OR
' be permitted to be sold

in Country of origin.

Signature
Name, position

Issue date
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Company Letter Head
Date
To Whom It May Concern

Refering to the Certificate of Free Sale no xxxx dated d/m/y issued from the
(name of agency), (country), we hereby certify that the products.in this

certifate are listed hercafter

OR
The attach x pages contain a detail listing of the products, which ate referred
by the generic names in attachment 1 of the Certificate to Foreign Government

No xxxx-x-200x
Name
Position

Notarized by Notary Public -
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Conformity Assessment Procedures-MDD 93/42/EC

CLASS | MEDICAL DEVICES — CE MARKING ROUTE

Annex A

- Arpex VII: Prepare technical
Device i documentation 1o support
o declaration of conformity
3 YES
is the device sterile? P Follow Annex IV, Vor VI
"4 v
Follow Annex IV, m Does the dovice have Motificd body involvement
Voor Vi 2 measuring funciion? required 1o asscss aspeéts of
manufacture concermed with
securing & maintaining sterile
. m % conditions
- Compile declarati
t 1 e declaration
. Notified body invol P of conformity o
-required to assess conformity s
with the metrological o~
reauirements v i o
- ’_;*
P Repister with the v
Fo Compeient Authority P
", . (Form RG2) —'d-_,‘_ -
If s notificd body has been & i TR -
invotved in the pssessment, il's . | g —--=777 "~ X : Maskes Device
registration number must appear AN TE MARK b
alopgeide the CE mpark Retain declaration of
conformily & supporting
evidence for CA Inspection
CLASS lla MEDICAL DEVICES — CE MARKING ROUTE  Annex B
I : Em Annex V1I: Prepare technical
Device g documentation to suppart
declaration of conformity
OR v AND
: : ! 3
Annex 11: Full qualily Anuex IV: Every Annex Vi Production - Annex ¥YI: Inspection
assurance audit by a device/baich verified by m quality assurance. o,n quality assurance. (non-
notified body 10 EN & notified body {non- Audit by netified sterile products only)
46001 stzrile products only) body to EN 46002 Audit by notified body 10
EN 46003
v ;

| Declarationof |

i i
mily

h
Apply CE mark

mnd notified body
muniber

15/24
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Caonformity Assessment Procedures-MDD 93/42/EC (sig)

CLASS llb MEDICAL DEVICES ~ CE MARKING ROUTES

o

<

Anoex [IL; Type
examinstion by a nolified
. body i

y AND

Annaxlc

¢

v

3

Annex [V Every Annex Vi Production Annex VI Inspection
device/batch verified by on quality assurance, m quality assurance. {non-
a nafified bpdy (non- Audit by a nofified serile products anly)
sterile products only) bedy 1o EN 46002 Audil by a notified
body 10 EN 46003
= i_ l‘ 4
Arnncx 1: Full quality
assurance. Auditby a X
notified body 1o EN Dusiafuua_u of
46001 conformity
Apply CE mark & e
netificd body number 1 Market dovice
CLASS I MEDICAL DEVICES - CE MARKING ROUTES  Annex D

i

[ Device |‘ -

OR v

=%, S

bl

Tm,{

Anrex I: Type examinztion by
a notified bady

F

i

Annex 11: Full quality
agsurance. Audit by a
nolified body 1o EN

46001+ -

.

Design dossier
examination by a
notified body

Annex 1V: Every
device/batch verified by 2
notified body (ron-sterile

products only)

I

Declaration of
conformity

L

1

Annex ¥, Production quality
assurance avdil by a nofificd
body 1o EN 46002

l

L 4

Apply CE mark and

notified body number

Markel device
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