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European community J! § dagiell dslsdll e 2o [X]

Certificates Class
(Bolgidl Aoy dassaall 4541 (4o 5581) Declaration of Conformity salgs ) Class | non
( Free Sale certificate) =il Jgluadl alga .Y sterile
(Bolgidl dosay dasanll &S50 (4o 8511) Declaration of Conformity 8algs )
( Free Sale certificate) j=l Jgludi solgss .Y Class | sterile
CEdolgs .Y
(8olgd) domsay daiuanll 4S80 (1o 8581) Declaration of Conformity 8algé .\
( Free Sale certificate) =l Jgluasdl 8olgss .Y Classlla
CEdolgs .Y
(Bolgadl domuay daiuanll dS4J1 (o 85181) Declaration of Conformity 8algss )
oo e Class llb / 1l
( Free Sale certificate) y=J! Jolad 8algss .Y oy -
CEsolgs .Y e
douay daiyadl dS4d) e 83181) 83,190l DL gall Declaration of Conformity salgd )
(Bolgidt Class 1B/ 1l
( Free Sale certificate) j=J! Jolusdl algss Y AEd9d e
CEdolgsn .Y dax g0
Aasasiall dualadl Lzl d88lge 3y 1 duake dizd e oyl Al 3 8
1SO13485:2016 8olgs-

FDA (3 0,53 5 Lo ISl USA (3 dasiall delgill e cliy
Slalgdd! Class

CFG with GMP 8algs )

CFG without GMP+ 1SO 13485:2016 o Class |

480,01 uelgall lads Caxisaill \g ysSdn letter of declaration sslgss .Y
CFG with GMP  8alga .\

CFG without GMP + 1SO 13485:2016 sl Class Il, and Il

40,091 delgill lads Caisadll g y5Sde letter of declaration salgs .Y

IS (§ daciall uslodl Bl [X]
Certificates Class
1-DOC acc. To Canadian regulation mentioning the classification

Health Canada 830 Js ygiuinll Zz3gaild Lo

https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp- Class |
mps/alt_formats/hpfb-dgpsa/pdf/md-im/md_doc_im_ddc_form-eng.pdf
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Certificates 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)

Jaslydl IS ye W@l o uSTN oy
Active license data base
https://health-products.canada.ca/mdall-limh/prepareSearch-
preparerRecherche.do;jsessionid=2243EC9EFE11F2466DD71F7934514E89?type=active
Archived license data base

https://health-products.canada.ca/mdall-limh/prepareSearch Class II, 11,1V
preparerRecherche.do;jsessionid=2243EC9EFE11F2466DD71F7934514E89?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

4-1SO 13485: 2016

https://www.fda.gov/media/131149/download

1459 OUL! e S dadls cilalgadl Sgims of e

e Sy O Bl Bolgad)

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

e Name of the legal and actual
manufacturers (if present)

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

e Trade name of the medical device

e medical device description

e Variants either: AWl xuasll
Codes, models, sizes, references, (Legal manufacturer)
catalogue number,..

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

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

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

e CE no. (if applicable)

(D.0.C)
Declaration of conformity

signed and stamped
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Loal) il hall 43S ) 510y)
Seaatll Lalad) 510

Gallilllics

e Intended use.
If not stated, it can be submitted in a
separate clarification letter.
e 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.
e Name of the legal and actual
manufacturers (if present)
o full address of the legal and actual
manufacturers (if present)
e trade name of the medical device
e  medical device description
e  Variants either: . (USFDA) (CFG)
Codes, models, sizes, references, The US Food and Drug certificate to foreign government
catalogue number,.. . .
o Administration
e Certificate No siened
e Issuance date slehed
e Validity
e  Stating the manufacturer's compliance
with current good manufacturing
practice requirements for the product.
or submitting CFG Without
GMP+1S013485:2016
e Name of the legal and actual
manufacturers (if present) where
applicable
e full address of the legal and actual
manufacturers (if present) where
applicable
e trade name of the medical device
e  medical device description (if
present) Gy s (6 ol Ladadl oy 40181 dlaludl (Free sale )yl Jglasdl Balg
e Variants either: signed
Codes, models, sizes, references,
catalogue number,...
e [ssuance date
e Certificate No. (if present)
e  Validity (if present)
e  Complying with Medical Device
Directive 93/42/EEC or EUMDR
2017/745
e Name of the legal and actual CE
manufacturers (if present) Accredited Notified body signed
e full address of the legal and actual note: list of Accredited Notified body is Sled! il
manufacturers (if present) found on the NANDO website Class | Sterile:
e trade name of the medical device (in https://ec.europa.eu/growth/tools- | CE (Annex V or AnnexI1.3)
case of EC —Type Examination or EC /databases/nando Class lla:
Design Examination) CE (Annex V or Annex I1.3)
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Variants (in case of EC —Type
Examination or EC Design
Examination) either:

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

Certificate No

Issuance date

Validity

Scope of certificate (category/family
for submitted products)

Class llb:
CE Annex II.3 or CE Annex V +
CE Annex Il
Class llI:
CE Annex Il Section 3 + CE
Annex Il Section 4
or
CE Annex Il + CE Annex V

Name of the actual manufacturer
full address of the actual
manufacturer

Certificate No.

Certification body with
accreditation recognized by IAF

I1SO 13485:2016

. o . signed
e Scope of certificate mentioning note: list of accreditation Bodies . SIENEC
. . . L (Quality management system)

production, /manufacture of medical https://iaf.nu/en/accreditation- Tl 35,5

devices bodies/
e [ssuance date
e validity

a.b_,:d.a

J9l e 8)3LaJI(CFG -Free Sale - CE — 1S013485:2016 ) dxudall Wlophivualls ol 8592l Wlolgds 3dg3 biaw Y -
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