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-Legal manufacturer responsibility
(Name and full address of the legal and actual manufacturers (if present -Intended use)
2S5 bl e M O s ysSiho-
( medical device directive& according to IVD directive )
pgite 9 abge pldsiwdl 4 HsSde aisadll yeclarification letter gllas Intended Use JI g y9Sis jud DOCJI 0T Al>§ .9
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9=he

sauail) 889 Lgllaadl 33gadly Jolasdl wololgs

European community J! § daciell delslll e Lo

Certificates Class
(8ol doepny daisanll AS81 (4o 83L81) Declaration of Conformity sslgs .1 Class | non
( Free Sale certificate) j=dl Joluadl 8olgss .2 sterile
(8olgid! dyay dminanll &S 41 (40 8581) Declaration of Conformity 8algs .1
( Free Sale certificate) y=JI Joluad! 8algs .2 Class | sterile
CEsolgss .3
(Bolgd) dsay daiuanll &S50\ (1o 8511) Declaration of Conformity salgs .1
( Free Sale certificate) j=J| Jgludl solgss .2 Classlla
CEsolgss .3
(85lgad! domas daiuanll 4S80 e 80181) Declaration of Conformity salgs .1
i e Classllb /11l
( Free Sale certificate) ,=Jl Jglosdi Bolgss .2 dos -
CEbslgs 3 | 850
(8olgad! dosms daisanll dS2d1 (o B3I B3,l9)l MLagall Declaration of Conformity salgs .1
e et Class 1B/ Il
( Free Sale certificate) j=J| Jgludl solgss .2 )
. e dgd (e
CEdolgs .3
Aasasiall duelal bl d2dlge (3 1 duake & e Loyl Al 3 .4 e

1S013485:2016 8slgi-

:FDA@O}S@”QJL;WMSA lgaa.mn delodll Ao clo [

Slalgd! Class
CFG with GMP 8slg& .1
CFG without GMP+ ISO 13485:2016 s Class |
40,091 delgild lads Cadsadl gy H5Sde letter of declaration solgs .2
CFG with GMP  8algs .1
CFG without GMP + 1SO 13485:2016 sf Class Il, and IlI

&S0yl aelgil) lads Caiuaill L y5Sde letter of declaration salgs .2

WS § dnciall deloil i [®]

Certificates Class
1-DOC acc. To Canadian regulation mentioning the classification
Health Canada 83+ s yguinll z3geil) Ll
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
2-Manufacturer certificate to cover export of medical devices (= FSC) issued from: the
HPFBI, Health Canada
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Certificates Class
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)

Tyl I (0 gl e 10 SSTI 0
Active license data base
https://health-products.canada.ca/mdall-limh/prepareSearch-
preparerRecherche.do;jsessionid=2243ECIEFE11F2466DD71F7934514E89?type=active
Archived license data base

https://health-products.canada.ca/mdall-limh/prepareSearch Class I, 111, IV
preparerRecherche.do;jsessionid=2243EC9EFE11F2466DD71F7934514E89?type=archived_ar
chive

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

Y bl e S dalle wlalgadl Sgims o e

e Sy RYR I solgad)

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:

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

e Classification in accordance with the
rules set out in Annex IX in MDD or signed and stamped
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)

e Intended use.

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

(D.0.C)
Declaration of conformity

aedl tMAJ‘

(Legal manufacturer)
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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)

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: (USFDA) (CFG)

Codes, models, sizes, references, The US Food and Drug certificate to foreign government
catalogue number,..... . .
Administration

e Certificate No

e Issuance date signed
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
° me.dlcal d.eV|ce description (if present) 55T s o1 Lol alo Zulsy)l dlaudl (Free sale ) =1 Jghis)l 5l
e Variants either: - .
Codes, models, sizes, references, signed
catalogue number,......
e Issuance 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) signed
e full address of the legal and actual . . Gl el
Accredited Notified body Class | Sterile:

manufacturers (if present)

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

note: list of Accredited Notified body is CE (Annex V or Annex II.3)
found on the NANDO website
https://ec.europa.eu/growth/tools-
/databases/nando

Class lla:
CE (Annex V or Annex 11.3)

e Variants (in case of EC —Type Class llb :
Examination or EC Design Examination) CE Annex 1.3 or CE Annex V +
either: CE Annex Il
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e

Codes, models, sizes, references, Class lll:
catalogue number,....... CE Annex Il Section 3 + CE
e Certificate No Annex Il Section 4
e Issuance date or
e Validity CE Annex IIl + CE Annex V

e Scope of certificate(category/family
for submitted products)

e Name of the actual manufacturer
e full address of the actual manufacturer

e Certificate No. Certification body with

accreditation recognized by IAF 150 13485:2016

* Scope of certificate mentioning . note: list of accreditation Bodies . signed
production, /manufacture of medical . L (Quality management system)
devi https://iaf.nu/en/accreditation- Aol S, 1

evices bodies/
e Issuance date
e validity
lb_g.zl.n

duazyoll Jgudl (0 8)3LaJI(CFG -Free Sale - CE —15013485:2016 ) dulall lojliwall doldl Bagadl wilslgs 3895 bAam Y -
olalgadl 0da juuai 3l Sl oo lgius oo 3amtll 8IaY1 ol 21 g (Laded! A & paall 8)liudl g doyloatll 38,3)1) ¢y
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(V7) 5)95m ‘a}WI Gblo (po Gasdl Al 3 d racll Bylawdly doylxidl 48,301 0 CFG from USFDA wialgs (3845 bizoy -
e &ﬁé}n I o0 g
Class Il dzuasll dadall wlosliwsllPremarket Notification) Jls FDA CDRH Export certificate validation
class lll duadll dulall ciloslivwal) (PMA)Premarket Approvaldly FDA CDRH Export certificate validation 9
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Patient lift e
Stethoscope e

: WhlaisYlg Ollasasl da58.12

Hbaisdl asasll
EDA Egyptian Drug Authority(L acll slgll di.n)
MD Medical Device( sk pikis)
MDR(2017/745) Medical Device Regulations(dudall clopliuel) doalainll uclgall)
MDD(93/42/EEC) Medical Device Directive (4wl okl ilgizg5)
ISO International Organization for Standardization(sslael) ddsil delaiall)
CEorEC European Conformity(&eg,9V! 4a;Uzall)
FDA Food & Drug Administration(slglg sldsll dalaia)
CFG Certificate for Foreign Governments(dmizdl <logSol) 8olgi)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(,=! Jglud) 8olgs )
NB Notified Body(83¢=)l wlalgs luue! dg>)
DOC Declaration Of Conformity(da:Uaell Odel)
REF. Reference(z=)
GMP Good Manufacturing Practice (! gaiuaill Oluylw)
PMA Pre-Market Approval(gswd! J b slaxel)
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