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AV Jeis3 391 miuanll (1o diSgag dadge 9 dagise Declaration of conformity 8slgs

-Legal manufacturer responsibility
(Name and full address of the legal and actual manufacturers (if present -Intended use)

2155 5| sb3lar ool gl O s S

( medical device directive& according to IVD directive )

pyits 9 a8g0 plustiwdl 4 )sSie aisadll eclarification letter wsllas Intended Use JI L ysSde yuwd DOC JIof A>3

9=he

scaiuail) 889 Lgllaadl 33gadly Jolasdl wololgs

European community J! § dagiell delsdll e 2Uo

Certificates Class
(8olgid! dmums daisanll &S4d1 (e 83181) Declaration of Conformity salgs .1 Class | non
( Free Sale certificate) y=Jl Joluad! 8algs .2 sterile
(8olgid! domay dainanll 4S50 (40 831) Declaration of Conformity salgs .1
( Free Sale certificate) ,=J! Jgluadl Balgss .2 Class | sterile
CEdalgs .3
(8olgid) domay daiuanl 45201 (o 85181) Declaration of Conformity salgé .1
( Free Sale certificate) = Joludl 8algs .2 Classll a
CEdolgs .3
(8olgd) domumy daiuandl 4S80 (o 8581) Declaration of Conformity salgs .1
oo e Class llb / 1l
( Free Sale certificate) y=Jl Joladi 8algss .2 dos -
CEsslgs .3 A
(8olgd) domuay daiuandl AS8d1 (o 80181) 83)lg)l DLl Declaration of Conformity salgs .1
o el Class 1B/ 1ll
( Free Sale certificate) j=Jl Joludl salgss .2 )
CEsses 3 AE 492 o
Aasasiell duksdl Limlll 488190 Byl 1 ke dind e oyl A>3 .4 S
1SO13485:2016 algi-
:FDA (§ 0,53 @5 LoJ ISUKwlUSA (§ daindl dslodll fo eby X
Wlalgéd! Class
CFG with GMP 8algs .1
CFG without GMP+ 1SO 13485:2016 o Class |
&S0yl aelgil) lads Caiuaill L H5Sdae letter of declaration salgs .2
CFG with GMP BQLG—& A Class ”, and Il
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Olalgid!

CFG without GMP + 1SO 13485:2016 sl
4S5yl delgal) lads Cadusaill \g H5S0e letter of declaration salgs .2

IS § dadiall delodl Ui

Certificates Class
1-DOC acc. To Canadian regulation mentioning the classification
Health Canada a83e s ) gl 3 geill Lo
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp-
mps/alt_formats/hpfb-dgpsa/pdf/md-im/md_doc_im_ddc_form-eng.pdf 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)
Tl IS e Wby ST 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=2243ECIEFE11F2466DD71F7934514E89?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
4-1S0O 13485: 2016
https://www.fda.gov/media/131149/download

145 OUldl e S dale lolgadl Sgims Of e

RYHHPSWIN]

manufacturers (if present) (Legal manufacturer)

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:

e Sy o0 8ol algsd!
e statement that the EU declaration of
conformity is issued under the sole
responsibility of the manufacturer
e Name of the legal and actual (D.0.C)

Declaration of conformity

signed and stamped
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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

Issuance date

Validity

Stating the manufacturer's compliance
with current good manufacturing
practice requirements for the product.
or submitting CFG Without
GMP+IS013485:2016

(USFDA)
The US Food and Drug
Administration

(CFG)

certificate to foreign government

signed

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)
Variants either:

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

Issuance date

Certificate No. (if present)

Syl Wgs T of Laiadl iy 40181 dald)

(Free sale )=l Jgludl Bolgin

signed
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Validity (if present)

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

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
Jled gial
Class | Sterile:
CE (Annex V or Annex Il.3)
Class lla:
CE (Annex V or Annex 11.3)
Class llb :
CE Annex 1.3 or CE Annex V +
CE Annex Il
Class lll:
CE Annex Il Section 3 + CE
Annex Il 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

Scope of certificate mentioning . note: list of accreditation Bodies . SIEnec
production, /manufacture of medical . L (Quality management system)
devi https://iaf.nu/en/accreditation- Sainl| 4S50
evices bodies/ i)
Issuance date
validity
3.]93216

&z yodl Jgl 0 8)3Lall(CFG -Free Sale - CE — 15013485:2016 ) dudall Olojbiaall Lol B3g2dl cilslgss 3895 boisn Y -

lolgadl 0dn jouas @l lgdl e lgisus (e 3L BVl Caald (@1 9 (Ladall Ao & pandl 8)lidl 9 doyloell 48,41) cyo
Byl 9 Aol 28,41 (0 A lalg il ol @RS 3 lgzd! A (o lolgad) 00 jauo Ao (3o WS ps Al § 9

iy peal
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il Bole) g Aidaoll Ooluiiunel] daLE)

g2 855l g3linall il o 3axl Al (§ & paall 8yliadly dyloxtll 88,301 (3o CFG from USFDA ol 3553 boida Y
10 S gdge UM (el

Class Il dazuad! dudall wloiliwelIPremarket Notification) Jlg FDA CDRH Export certificate validation
class Il daisasll duda)l wleliwal) (PMA)Premarket Approvaldls FDA CDRH Export certificate validation 9
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Demod! 9 liaall jas lesd. 1
ol sW 5 21yl (I B3¢9 Patient monitor JI Jis class Iewe Ael lganiuas Demo 83¢! Ll 8l Pl oo Y
Bl S50 dzrg Y UL 9wl pars s ©E &)

BaleYl 9 oW W auual slpall dudall 53421 jase led.2
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Db adad sl il 380 o jlgad!
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D QW sasad plasi (gl e bolriwl Zeauall gidl asais v/

(wheel chair) 8leYl o) &Symxiall (o, SII @
Oxygen concentrator e
Patient lift e

Stethoscope e

: OhlaisYlg Olelasasll da518.12

Szl sl
EDA Egyptian Drug Authority(Lacl clg i diun)
MD Medical Device( sk p3buw)
MDR(2017/745) Medical Device Regulations(duall clejliuel) dalainll uclgall)
MDD(93/42/EEC) Medical Device Directive(dua)l @lopbiall olgazg3)
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ISO International Organization for Standardization( us\aeld 4Jgull dealaiall)
CEorEC European Conformity(dw g, daslaall)
FDA Food & Drug Administration(slglg sldal dalain)
CFG Certificate for Foreign Governments(dwieY! cilogSl 8lgi)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(,=J! Jglusd) 8olgss )
NB Notified Body(83g2el ilalgd ylduol dg=)
DOC Declaration Of Conformity(dalasl Odel)
REF. Reference(a=»)
GMP Good Manufacturing Practice (el aiuaill Oluylw)
PMA Pre-Market Approval(g g« Jd b sleisl)
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