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Y Class 1IB /Il
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.i RELENPYS

1ISO13485:2016 salgs-

FDA (8 0S5 &1 Lol aiWUSA (A Axgiall 2l gl e oLy

: CFG saled.) Class |
4S5 ac) il lada Caaill Ly ) sS3a |etter of declaration 33k, Y
: CFG ades ) Class Il, and Il
4S5 ae) il ke Canuatll Ly ) S3s |etter of declaration il .Y ’
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Certificates

Class

1-DOC acc. To Canadian regulation mentioning the classification

Health Canada ¢iss e sl z35all il
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-
devices/application-information/forms/declaration-conformity-forms-medical-devices.html
2-Manufacturer certificate to cover export of medical devices (= FSC) issued from: the HPFBI,
Health Canada
3- Medical device establishment license

Class |

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 J3A (g Ll pou (ge ST 3
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
preparerRecherche.do;jsessionid=2243EC9EFE11F2466DD71F7934514E89?type=archived archi
ve
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
4-1S0 13485: 2016
https://www.fda.gov/media/131149/download

Class I1, 11,1V
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Balgid)

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

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,.....

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.

‘?_'Usufl\ :_umd' |

(Legal manufacturer)

(D.0.C)
Declaration of conformity

signed and stamped

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

Issuance date

Validity

Stating the manufacturer's compliance with
current good manufacturing practice
requirements for the product.

or

submitting CFG Without GMP+15013485:2016

(USFDA)
The US Food and Drug
Administration

(CFG)
certificate to foreign government

signed
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« Name of the legal and actual manufacturers (if
present) where applicable

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

« trade name of the medical device

« medical device description(if present)

o Variants either: Dl ol e A48 )1 Adali) )(A'J:\r;j; ‘;;Jll;;@
Codes, models, sizes, references, catalogue .
number,...... signed

o Issuance date

« Certificate No.(if present)

o Validity(if present)

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

« Name of the legal and actual manufacturers ( if sin_: nEed
present) el il

« full a:jcdress of Eh?’ legal ar;d actual Class | Sterile:
manufacturers ( if present N o A

« trade name of the ?nedical device(in case of EC CE (Annex V or Annex I1.3)
—Type Examination or EC Design Examination) Accredited Notified body Class lla:

«  Variants ((in case of EC —Type Examination or | note: list of Accredited Notified body is | CE (Annex 'V or Annex I1.3)
EC Design Examination))either: found on the NANDO website Class lIb :
Codes, models, sizes, references, catalogue https://ec.europa.eu/growth/tools-  |CE Annex 11.3 or CE Annex V
number,....... databases/nando/ + CE Annex Il

o Certificate No Class IlI:

+  Issuance date CE Annex |1 Section 3 + CE

« Validity 3 _ Annex Il Section 4

o Scopg of certificate(category/family for or
submitted products) CE Annex |11 + CE Annex V

« Name of the actual manufacturer

o full address of the actual manufacturer Certification body with accreditation .

o Certificate No. recognized by IAF IS0 ls?4r?e5d2016

« Scope of certificate mentioning production, note: list of accreditation Bodies ((Quality m_g_anagement system
/manufacture of medical devices https://iaf.nu/en/accreditation- il 3S 20

o Issuance date bodies/

« validity

O A yall sl (e 3 )0La(CFG -Free Sale - CE — 15013485:2016 ) 4xhall cile il dalall 5o ) il G iy ¥ -
Ll o3l ) cilgall (g Lginaa (g iailly s ylay) cadd g (Ll aly &y peaall 5 5landl 5 4y jlaill 48 j2ll)
4 padll BJM\}Z_UI;H\ZE}E\ O A g Dlalgll) p3a i 2 Cilgall Gl e Cilalell) o2a s daa (e 0 pre Als A
a1 5 5 5a0 5 pe (38 sl amy A Bale) 5 Jadal) Calal (gt oy il Jlind Gy )5 (ga 5 ¥ DA 8 gl 3 ) aae Ala 6
o2l 30le) 5 Ailaall il aiiusal)
e 5 sS3l) a lieall il (e g8l Alla 8 3y peaal) 3 jlandl 5 4y jlaill 28 21l (e CFG from USFDA Glalgd gfigda ia ¥ -

e IS @dgpe BB e el

Class Il disaal) Lkl <l idlPremarket Notification) 4 s FDA CDRH Export certificate validation
class Il Adiaal) 4pkll cile Hiwall (PMA)Premarket Approvaldls FDA CDRH Export certificate validation s
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