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:FDA (30,53 o5 LoJ IsUwlUSA (3 davioll deledll (fe el

C)‘éLe.Jv.” Class
CFG Balg.} Class |
4805091 aelgall lado Caduanll g ysSda letter of declaration 8algs. Y
CFG dolgss .\
4S5 ,e91 aslgall lads Caisasll Ly 5953 letter of declaration 8olgs .Y Class II, and Il

1S (3 daiol) uclodl) Bl [
Certificates Class
1-DOC acc. To Canadian regulation mentioning the classification
Health Canada g8ge e ygidell z3geidl L
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-
devices/application-information/forms/declaration-conformity-forms-medical-devices.html 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)
Ll I3 e b o IS o
Active license data base
https://health-products.canada.ca/mdall-limh/prepareSearch-
preparerRecherche.do;jsessionid=2243EC9EFE11F2466DD71F7934514E89?type=active
Archived license data base Class 11, 11,1V

https://health-products.canada.ca/mdall-limh/prepareSearch

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- SO 13485: 2016
https://www.fda.gov/media/131149/download

a5 ULl e ,SHI dalle wlslgadl Sgios of e

s Sgizs oo Byobe Balgadl

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 APl puaddl

(if present) (Legal manufacturer)

e full address of the legal and actual

(D.0.C)

Declaration of conformity

signed and stamped

manufacturers (if present)
e Trade name of the medical device
e medical device description
e Variants either:
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Codes, models, sizes, references,
catalogue number,

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

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

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

CE no. (if applicable)

Intended use.

If not stated, it can be submitted in a
separate clarification letter.

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.

Name of the legal and actual
manufacturers (if present)

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

trade name of the medical device
medical device description
Variants either:

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

Certificate No

(USFDA)
The US Food and Drug
Administration

(CFG)

certificate to foreign government

e Issuance date signed
e Stating the manufacturer's compliance
with current good manufacturing
practice requirements for the product.
or
submitting CFG Without
GMP+1S013485:2016
« Name of the legal and actual
manufacturers (if present) where
applicable
o 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) o e 2l Jglasdl Balg
e Variants either: Sl o 46,1 Al (Free sale)
Codes, models, sizes, references, signed

catalogue number,...

Issuance date

Certificate No. (if present)
Validity (if present)

Complying with Medical Device
Directive 93/42/EEC or EUMDR
2017/745
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Name of the legal and actual
manufacturers (if present)

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

trade name of the medical device (in
case of EC —Type Examination or EC
Design Examination)

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)

Accredited Notified body
note: list of Accredited Notified body is
found on the NANDO website
https://ec.europa.eu/growth/tools-
databases/nando/

CE
signed
Class | Sterile:
CE (Annex V or Annex I1.3)
Class lla:
CE (Annex V or Annex I1.3)
Class llb:
CE Annex I1.3 or CE Annex V +
CE Annex Il
Class lll:
CE Annex Il Section 3 + CE
Annex |l Section 4
or
CE Annex Ill + CE Annex V

Name of the actual manufacturer
full address of the actual manufacturer
Certificate No.

Certification body with
accreditation recognized by IAF

ISO 13485:2016

. ¢ i - .
Sizzﬁc?ci::r;;;itjfzfz:fg;?ﬁedicaI note: list of accreditation Bodies ((Qualit masrl1an2(rj’nent system
(F:)Ievices ’ https://iaf.nu/en/accreditation- v! ) ?45,.“11 ¥

e Issuance date bodies/

o validity

&b,zln

J9l e 8)0LaJI(CFG -Free Sale - CE — 1S013485:2016 ) dulall lajbialb diolsdl 8og2ell Glolgd 3395 biioY -
ol yuual L..;‘J‘ Olgadl o Wiome o 3ol BHlaYl cwld gﬁ‘J‘ﬁ (w‘ o L paell 5)lawdl g doyloxddl 48,401) (o duazyall

Olalgad!

)il 9 nylaetl) 28,81 (0 485 g0 ol ol 3 s Wolgand! Al cyo lalgadl 00 jgio dos (e WS pis Al 3

i paal

G3 By0 BS90l day dapii Bole] 9 Jadol) Calall Jogand oty cakedl Sl Ze)l oo s Y IS § dganl ) pute D> 3 9
o)l Bole] B9 Aikmall ol el da3lal lady
8)9S el p3licwedl bl (o 3ol Dl (3 L paall ylawdly Ayt 43,301 (o CFG from USFDA wisles 3855 bisw Y -

x
100 S gBge UM (g0 lldy

Class Il dauas)l dukall wlojliweJPremarket Notification) Jlg FDA CDRH Export certificate validation
class Il 4uaoll dudall wloskivwed) (PMA)Premarket Approvaldly FDA CDRH Export certificate validation 9
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