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'In vitro diagnostic medical device’ means any medical device which is a reagent, reagent product,
calibrator, control material, kit, instrument, apparatus, equipment, or system, whether used alone or in
combination, intended by the manufacturer to be used in vitro for the examination of specimens,
including blood and tissue donations, derived from the human body, solely or principally for the purpose
of providing information:
o concerning a physiological or pathological state, or
o concerning a congenital abnormality, or
o to determine the safety and compatibility with potential recipients, or
o to monitor therapeutic measures.
Specimen receptacles are considered to be in vitro diagnostic medical devices. 'Specimen receptacles’
are those devices, whether vacuum-type or not, specifically intended by their manufacturers for the
primary containment and preservation of specimens derived from the human body for the purpose of
in vitro diagnostic examination.
Products for general laboratory use are not in vitro diagnostic medical devices unless such products, in
view of their characteristics, are specifically intended by their manufacturer to be used for in vitro
diagnostic examination.
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:" REGULATION (EU) 2017/746 " IVDR U "l duaseid! ddonoll CiilgSIl o
in vitro diagnostic medical device’ means any medical device which is a reagent, reagent product,
calibrator, control material, kit, instrument, apparatus, piece of equipment, software or system,
whether used alone or in combination, intended by the manufacturer to be used in vitro for the
examination of specimens, including blood and tissue donations, derived from the human body, solely
or principally for the purpose of providing information on one or more of the following:

(a) concerning a physiological or pathological process or state;

(b) concerning congenital physical or mental impairments;

(c) concerning the predisposition to a medical condition or a disease;
(d) to determine the safety and compatibility with potential recipients;
(e) to predict treatment response or reactions;

(f) to define or monitoring therapeutic measures.
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{(Technical documentation) ,_ngl ol

1.Administration
Name of manufacturer
Address of manufacturer
Address of any associated manufacturing sites
Statement of legal liability
License of manufacturing no. (attachment)
Name of authorized person
Authorized person Delegation Letter (attachment)
Name of contact person
. Tel.
10. Fax
11. E- mail
12. Web address
2.Certificates
1. 13485:2016 (attachment)
2. Declaration of conformity according to European regulation (attachment)

3.Device description

1. Name of the device.

2. Brand name.

3. Variant: codes, references, or sizes.

4. Intended use.
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5. classification According to the European regulation

6. Description of principle of the assay and methodology used.

7. Description of components included in the IVD and their compositions.
o  Where applicable, the following should also be provided:

- Adescription of the accessories, other IVDs and other products that are medical devices or

not medical devices which are intended to be used in combination with the IVD.

8. A complete list of any configurations or variants of the IVD, other than kit size, that will
made available.

be

9. Shelf life & Storage condition.

10. Package description statement.

4.Risk analysis and control summary.

5.Design and / or manufacturing information

6.Clinical Performance Evaluation:

1. diagnostic sensitivity

2. diagnostic specificity

3. Positive and negative predictive value

4. Likelihood ratio and expected values in normal & affected population

All parameters must be considered unless any omission can be justified as non-applicable.

7-Product Validation and Verification (Analytical Performance):

e Specimen type:

o Alist of all appropriate specimen type(s) suitable for use with the IVD must be provided,

including anticoagulants, matrices

N.B: Analytical performance study reports should include information about the nature of the
specimen types tested (e.g., spiked, wild type etc.) and the geographic location where
specimens were obtained, as appropriate

o Any special instructions or conditions associated with specimen collection.

o specimen stability, appropriate storage conditions and where applicable, transport

conditions storage includes elements such as duration, temperature limits, number of

freeze/thaw cycles.

. Accuracy: = both trueness and precision (Reproducibility and repeatability).

o Reproducibility should include information about studies to estimate total variability and as
appropriate, between-day, between-run, between-sites, between-lots, between-operators

and between-instrument variability.

o Repeatability should include information about studies to estimate total variability a
appropriate, within-run variability.

nd as

o The results of testing should include samples that represent the full range of expected

analytic concentrations within the target population.

Analytical sensitivity:

specimen characterization and number of replicates tested at each concentration.

o
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o Calculations used to determine the assay sensitivity should be included.

e Analytical specificity:

o Information relating to any studies conducted to determine the effect caused by potentially
interfering or cross-reacting substances or agents on test results should be provided.

o Consideration should be given to both exogenous and endogenous factors expected to be
encountered.

e Measuring range of assay:

o A summary of the studies conducted to define the assay measuring range should be included
for both linear and non-linear systems.

o Information provided should describe the lower limit of detection and how this was
determined (e.g., preparation of dilutions, standards, number of replicates) and include an
investigation into any potential effects of Prozone or high-dose hook effect, if applicable

e Traceability of calibrator and controls:

o Information summarizing the traceability of calibrators and trueness control materials should
be provided, if applicable.

o Methods used to determine traceability to reference material of a higher order, acceptance
criteria, and the assignment and validation of values should be included.

e Linearity.

e detection limit.

e Determination of assay cut-off:

o A summary of the process used to establish the assay cut-off should be provided.

o Information provided should be based on the population studied, method(s) used to establish
the true status and any statistical methods used to generate results e.g., ROC curve.

e Verification and validation of instrumentation/software:

The study report should include a summary of performance testing undertaken conducted in a valid
end-user environment

8. Clinical evidence report (if IVDR applied).

9. Clinical summary report (if IVDR applied).

10.Stability study.

11.Labeling:

o Inner and outer labels

o Instructions for Use**

12. Manufacturing process and control

Bill of materials, and components

a. Certificates of compliances of materials and components from the supplier

b. Manufacturer inspection and testing

c. Approved suppliers list and supplier evaluation criteria

13. In process inspection and testing

14.Finished product assembly and testing reports

15.Product release process and statement of compliance
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16.Manufacturer testing reports
17.Commitment to follow up with medical device PMS. (attachment 4)

**The Instructions for Use (IFU): can be utilized to obtain specific information relevant to certain sections of
the technical file, provided that the legal manufacturer has referred to it explicitly. However, its applicability
depends on the type of information required and the context of the referral.
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Ge;:llgral Self-testing List A List B
1- Administration Applied for all classes
e Name of manufacturer
e Address of manufacturer
e Address of any associated
manufacturing sites
e Statement of legal liability
e License of manufacturing no.
(attachment)
e Name of authorized person
e Authorized person Delegation Letter
(attachment)
e Name of contact person
o Tel
o Fax
e E- mail
e Web address
2-Certificates
e 13485:2016
e Declaration of conformity According
to European regulation
3-Device description Applied for all classes
e Name of the device
e Brand name
e Variant: Codes, references, or sizes.
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Gei:\/;ral Self-testing List A List B
e Intended use
e (lassification According to the
European regulation
e Description of principle of the assay
and methodology used
e Description of components included
in the IVD and their compositions
e A complete list of any configurations
or variants
e Shelf life & storage condition
e Package description statement.
4-Risk analysis and control summary Summary Summary detailed detailed
report report
description
of the detailed Detailed
design information information
5-Design information/ manufacturing Summary aspects that on material on material
information make it specifications | specifications
suitable for would be would be
lay person provided. provided.
use
6-Clinical Performance evaluation Summary Summary Detailed Detailed
7-Product Validation and Verification (Analytical Performance)
1.Specimen type Summary Summary Detailed Detailed
2.Accuracy Summary Summary Detailed Detailed
3.Analytical sensitivity Summary Summary Detailed Detailed
4.Analytical specificity Summary Summary Detailed Detailed
5.Measuring range of assay Summary Summary Detailed Detailed
6.Traceability of calibrator and controls Summary Summary Detailed Detailed
7.linearity Summary Summary Detailed Detailed
8.detection limit Summary Summary Detailed Detailed
7.Determination of assay cut-off Summary Summary Detailed Detailed
.8.Ver|f|cat|on- and validation of Summary Summary Detailed Detailed
instrumentation/software
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8-Clinical evidence report If IVDR applied
9-Clinical summary report If IVDR applied
10-Stability study Summary Summary l Detailed Detailed
11-Labeling Applied for all classes
12-Manufacturing process and control Applied for all classes
13-In process inspection and testing
14- Finished product assembly and testing
reports
15-Product release process and statement .

. Applied for all classes
of compliance
16-Manufacturer testing reports
17-Commitment to follow up with medical
device Post-Market Surveillance (PMS).
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GMPsslgs o
ISO 13485:2016 8olgs o
** Lab Qualifications o
do gica 9 d2d9e Approved Supplier List o
H(Joli3g Bog= 8olgd e Juol> ot )8, dahaiall wilao Ul 3 @
.g:‘s)L?e.Zj‘ JMJ‘ (@)
8yodl loliall pllany boLadll Aglyes 8,2l Gblially Hlokiud doladl dixgll o y3ball pasll o
gl Slsssall G4 Sl B! e ()] Jekddl pass o
) GMPsslgs o
ISO 13485:2016 8slgs o
** Lab Qualifications o
dogise 9 dadgeApproved Supplier List o

** Lab Qualifications

Test Methods used (ex. Colorimetry, ELISA, ......... )

Personnel (ex, Technician training certificates)

Equipment for Measuring environmental conditions (Temperature & humidity)
List of equipment & instruments included in the lab.

Metrological traceability & Valid Calibration certificates.

uhwnNRE

((Lg88lg5 Com &) Aol UL b T (3eke) il gSIL Aol B39l Jolull clolgdds LS

IVD Directive 98/79/EEC .3 0,53 o LoJ Taliw! (39y9Y1 alos¥! (§ daciall uel gl

.Cadyaillg VD Directive Lewfin DOC salgs .
1J9lus Bolgd LY
Ladadl s ¢y "FSC" g5 Bolgin: B3)giual! ool gSIl @
Lazpall Joll S| of
Jol =] oy "FSC" Jglus Bolgd: ddoeall g_é.fbbgl °
Jiwall 5o CE mark registration 85l gf dxazyell
Q9d!

General IVD
Examples:

Tests for hormones, cardiac markers,
hematology and clinical chemistry tests
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.caiuailly IVD Directive g jgSde DOC 8olgé.)
1J9ls Bolgd .Y
Ladadl als op0 "FSC" Jglas 8alg s B3 giamed| (il ¢Sl @
duazyoll Joll (su>) o
Jgll G (ye "FSC" Jols algs: dndonall Cadil oSl o
gyl
ISO 13485:2016 8algi.Y
:CE 8olgin. ¢
(CE annex Il .sec 6) or (CE annex IV. Excluding sec
486)
Or (CE V+VI) or (CE V+VII)

IVDs for self -testing
Examples:
Pregnancy, cholesterol home test
self-testing devices

auailly IVD Directive @ y9Sde DOC 8algs )
Jgldd olga Y
Ladodl als op0 "FSC" Jolas algi: B3 giumed| Cadol ¢Sl @
dazyall Joll s> of

J9dl Gu| (30 "FSC" Jglus Bolgn; dudmall 2ilgsSIl @
EW]
ISO: 13485:2016 85l .Y
:CE 8olg .¢

(CE annex IV. Excluding sec 4&6) or (CE V+VI) or
(CE V+VII)

IVDs in Annex Il List B (Moderate risk)

Examples:
Rubella, PSA,

Self-Test for Blood Glucose strips

adsadly IVD Directive g )sSde DOC 8algd .\
:Jgldd Bolga LY
Ladodl als op0 "FSC" Jglus alg: B3 giumed| (il ¢Sl @
Lazyell Joldl U= of
J9l Gu] p0 "FSC" Jghs Bolg: ddoeall it gSUl @
EWS
ISO: 13485:2016. 8algs .Y
:CE Bolgd .¢&
(CE annex IV. Excluding sec 4&6+ annex IV.sec4)
or (CE V+VII)

IVDs in Annex I List A (High risk)
Examples: HIV, Hepatitis, ABO Blood Grouping
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IVDR (EU) 2017/746

3 o3 Lod Talsiw! (395991 ol 8 daiall deloall cbo. Y

.&duailly IVDR Directive g ysSde DOC 85lg, )
1J9lus Bolgd .Y
9t Ladal oy o0 "FSC" Jglas Balgi: B3)giunall il gSII @

Az ypall Joudl (su>]

Joudl ($u>| oy "FSC" Jals Bolgi: ddadl CallgSIl @
Jianll ,0CE mark registration  8slgs g duzyall
QY

Class A devices

Examples:

cleaners, buffer solutions, lysing solutions,

diluents specified for use

with an IVD

.&duailly IVDR Directive g ysSde DOC 85lgi. )

1J9ldd Bolgd .Y

91 Ladial oy o0 "FSC" Jglas Balgi: B3)giunadl il Il @
dazmyall ol (55

J9l Su>] cpe "FSC" Jolds Bolgio: ddxall adilgSl @
Jisodl 5eCE mark registration  8olgé 9l duazyell
RLITS

ISO 13485:2016. 8olgin .Y

:CE dolgd.

CE annex IX chapter I, 1ll) Or (CE annex XI)

Class A Sterile devices

.iduailly IVD Directive L ysSde DOC bolgs. )

1J9Ius Bolgd .Y

91 Ladal oy o0 "FSC" Jglas Balgi: B3)giunadl il Il @
dazmyall J3ll (5>

J9l (S o "FSC" Jgls 8ol dndoeall Caiel gSUI @
dgnryall

ISO 13485:2016. 8slgs.Y
CE solga.t
Class B Class B (Self-testing &NPT)
CE annex IX CE annex IX chapter |, llI
chapter |, llI CE annex IX chapter Il

Class B devices
Examples:

1-1VDs for self-testing with less risk to the
patient than those in Class C ex. Pregnancy
tests, fertility tests, and cholesterol tests
2- Test to detect Helicobacter pylori,
Clostridium difficile, adenovirus, rotavirus and
Giardia lamblia

dakomall il gSU) ol i) oladl gall yluoly e Cilelyzrl (ol el Judul!

EVEYE WA
EDREX:GL.CAMD.001: 54!
EJIE :‘)L.\-p)‘H ‘(\5)



dudall Olojliwad 2\3)5).0.“ 8yl
JUb loudd dolad! 8y10Y1

.caiuailly IVD Directive g )sSde DOC 8algé.)
1J9ls Bolgd .Y
Ll Al ope "FSC" J9lus Balgier 83y ghumnad| (2ilgSIl @
Lazyall Jol s of
J9l S (pe "FSC" Jghs Balgdn: dudonall CalgSIl @ Class C devices
dazyoll Examples:
ISO 13485:2016. s0olgs .Y -Devices for self-testing of blood sugar
CE 8olgi .¢ -Self-testing devices for blood clotting
Class C Class C (Self-testing -Reagents for HLA-A, -B, -C, -DRB1, -DQB1 and
- &NPT) and CDx DPB1, for transplantation purposes.
CE annex IX CE annex IX chapter |, llI
chapter |, lll CE annex IX chapter I
**For Class C CDx: CA OR EMA consultation (Annex
IX. Sec 5.2)
caduailly IVD Directive g ysSde DOC 8olgs )
1J9ls Bolgd LY
o Ladadl oy o0 "FSC" Jglas Balgi: 83)giuall il gSII @
Az yall Joudl (Su=| Class D devices
J9dl G| (30 "FSC" Jglus Bolgn; dudmall 2ilgSIl @ Examples:
duazr ol -Hepatitis B (HBs-Ag).
ISO 13485:2016 salgs .Y - Hepatitis C (Anti-HCV).
CE dolgsr .¢ - Human Immunodeficiency Virus % (Anti-HIV %)
CE annex IX chapter |, llI - ABO compatibility test cards
CE annex IX chapter I
**For Class D CDx: CA OR EMA consultation (Annex
IX. Sec 5.2)

CFG without GMP 8olgés -\
9 caiuaidll lg y5Sde letter of declaration salgs -Y Class |
Code of federal regulation21 CFR 862, 21 CFR
864,21 CFR 866
CFG with GMP 8algi -
ISO 13485:201685 + CFG without GMP 83lgés of
9 sl Lo HeSde letter of declaration 8algs -Y Class II, and I
Code of federal regulation 21CFR 862, 21 CFR
864,21 CFR 866
dulonodl Lol gSU) ool il Cilidlgall Hlusoly dd Wilslyb ol eudaidl Sl
il 9
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18§ dawie)l gl lds. &
1-Declaration letter mentions full medical device list submitted to
the Egyptian health authority
Y-DOC acc. To Canadian regulation mention the classification

3-Manufacturer certificate to cover export of medical devices (= FSC) Class |
issued from: the (HPFBI), Health Canada
4-Medical device establishment license
1-Declaration letter mentions full medical device list submitted to

the Egyptian health authority
2-Medical device active license
(In case medical device active license is issued for medical device

family, medical device group, or medical device group family)
N.B: the declaration letter will be sent to the health Canada to

Class I, I, IV

confirm that the license covers the whole medical device list
3-DOC acc. To Canadian regulation mention the classification
4-Manufacturer certificate to cover export of medical devices (=
Free sale) issued from: The Health Products and Food Branch
Inspectorate (HPFBI), Health Canada
5-MDSAP certificate

FOLWI (4 daciall delodl Wdo.0

Dgllacdl Oolusdued! Class
1-Declaration of Conformity according to Japanese regulations*
2-Free sale certificate (Issuance authority MHLW). Class |
?-Certlflcate of QMS conformity (kijun tekigoshou)(In conformlty IVD instruments, Analytes(e.g., CRP,
with ordinance 169) Or (MDSAP) Issued to MAH and foreign Mg, CSA, HbA1C etc.)
manufacturer “if present”) (if applicable according to JMDN) * ’ ’ '
(Issuance authority MHLW or RCB).
1-Declaration of Conformity according to Japanese regulations * Class I
2-Free sale certificate Tests for analytes (e.g., TACR, Tnl, BNP,
(Issuance authority MHLW) *. TSH, etc.)
3-Certificate of conformity (Issuance authority registered
certification body (RCB)). Class lll
4-Certificate of QMS conformity (kijun tekigoshou)(In conformity tests for infectious diseases, cancer
with ordinance 169) markers’ Antistreptolysin O, bacterial
Or (MDSAP) Issued to MAH and foreign manufacturer “if present”) identification (e.g. HIV, HBs-Ag, CA19-
for all classes and class | devices (if applicable according to JMDN) 9, HCV-Ab)
(Issuance authority MHLW or RCB). *
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Cail oSl g ddennll 9 dudall 85421 9 Olojliwad] Juzud 9 il gl aadaiidl el2Y) dadidl edaid) J)*
Aupaall elglll dud 1850 e plae (0L § dolaiall uelgall g Olely>H 85 9 L glus o G duasid)

39991 SVl (8 WloluS o i Y g (ISl - 3bg — |tloni]) *( laall Lillasy (§ dagiall deloil) (aido.

wllgadl ‘ Class
adsailly (UK MDR 2002) g )5Sde DOC Bolgs. ) General IVD
Jolus Bolgs .Y Examples: *tests for hormones *cardiac
(MHRA) o0 "FSC" Jslai 8algi: 83)giumall CailgSl @ markers hematology and clinical chemistry
9 (MHRA) o "FSC" Jglu5 8algd: dudoeall ool ¢Sl @ tests

299! Jiaall oCE mark registration 8slg
«auailly (UK MDR 2002) W )5S DOC 8algs. )

Jghs Balgds .Y IVDs for self -testing
(MHRA) (30 "FSC" Jglui 8algi: 1 83y giunnall 2lgSUl @ Examples:
(MHRA) e "FSC" J9li 8algin:; ddoeall CadlgSUl @ *Pregnancy, cholesterol home test
ISO 13485:2016. solgs.Y * self-testing devices
UKCA 8algss. £
asuadly (UK MDR 2002) g y55de DOC 8algi. ) IVDs in Annex |l List B (Moderate risk)
1J9ldd Bolgd .Y
(MHRA) o0 "FSC" Jghis 53lg: 1 B3)gianall Caiil oSl @ Examples:
(MHRA) ¢y "FSC" Jol Balgnr: dudoeall CalgSII o Rubella, PSA,
13485:2016 1SO 8algs .Y Self-Test for Blood Glucose strips
UKCA 8algi .&
Ciduailly (UK MDR 2002) Y sSde DOC 8alg. .
:Jglus dolgd .Y

IVDs in Annex Il List A (High risk)

. n n ‘ o » & :” 3 " pA .’-‘ | o .
(MHRA) o0 "FSC" JgluG ale: 8y LblgS)| e Examples: HIV, Hepatitis, ABO Blood Grouping

(MHRA) o0 "FSC" ol 8olgsidudoxall CaiiloS)l o
1S013485:2016 sslgss .Y

UKCA salgs ¢

& duasadl) CasloSdl g ddansll 9 dudall 830231 9 Colojlbiwell Jammad 9 Slpianls (ol oot 1,21 Luaddll | adaidl LJWI*
T s (29099 oIl 18 Lol Dot Y g ( 1uiliSeasl - 3hog — Likowil) ¢ baadl Ll (8 abiied] delgill g ilslymdU b g Lalgls e
) ) ) A pa)l sloull diud aBge  de

ddonall CailgSW %J[}}Lﬂ}" Qlﬁé[}dl Jualy ad C““‘J"?E el (eudaicdl S
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(Technical Documentation)  &&J! Caked! GG

1.Administration:

1.Name of manufacturer

2.Address of manufacturer

3.Address of any associated manufacturing sites

4.Statement of legal liability

5.License of manufacturing no. (attachment)

6.Name of authorized person

7.Authorized person Delegation Letter (attachment)

8.Name of contact person
9.Tel
10.Fax
11.E- mail
12.Web address
2.Device description

1. Name of the device.

2.Brand name.

3.Variant: codes, references, or sizes.

4.Intended use.

5.Description of components included in the IVD and their compositions.
o  Where applicable, the following should also be provided:
- A description of the accessories, other IVDs and other products that are medical devices or not
medical devices which are intended to be used in combination with the IVD.

6. A complete list of any configurations or variants of the IVD, other than kit size, that will be made
available.

7.Shelf life & Storage condition.

8.Package description statement.

3.Clinical Performance (Mandatory where applicable based on intended use of the products)

-Diagnostic sensitivity

-Diagnostic specificity

-Positive and negative predictive value

-All parameters must be considered unless any omission can be justified as non-applicable.

4.Analytical performance evaluation examples:

-Specimen type.
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-Accuracy: both trueness and precision (Reproducibility and repeatability).

-Analytical sensitivity.

- Analytical specificity

-Linearity

-Detection limit

- Determination of assay cut-off.

- Traceability of calibrator and controls

5.Labeling:

o Inner and outer labels

o Instructions for Use**

6.Manufacturer testing reports

Example of batch release certificate

7.Commitment to follow up with medical device PMS. (attachment 4)

**The Instructions for Use (IFU): can be utilized to obtain specific information relevant to certain sections of
the technical file, provided that the legal manufacturer has referred to it explicitly. However, its applicability
depends on the type of information required and the context of the referral.

dpaieidl g
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[COMPANY NAME]
(Date)
Declaration (1)
For IVDs Class (General, Self-Testing IVDs) OR Their Equivalent
Classes

Dear Head of Central Administration of Medical Devices,

Dear Head of General Administration of Medical Devices Marketing Authorization,

For the following IVD applied for (registration/re-registration/variation) of marketing authorization in
the Arab Republic of Egypt:

In-Vitro Diagnostic Medical Device Acceptance Number:

In-Vitro Diagnostic Medical Device Name:

In-Vitro Diagnostic Medical Device Models/Codes/Sizes:

(Company) undertakes that the in-vitro diagnostic medical device applied for (registration/re-
registration/variation), which will be marketed in the Arab Republic of Egypt, has not received any
regulatory actions (Including but not limited to recalls, FSNs, or FSCAs) in respect of (Models/Codes/Sizes,
Lots/Batches, or Serials), in an interval of (3) three years before the date of application for (registration/re-
registration/variation).

(Company) undertakes that in case of any regulatory actions (Including but not limited to recalls, FSNs, or
FSCAs) raised after the application for (registration/reregistration/variation) and before granting the
marketing authorization of the in-vitro diagnostic medical device, those regulatory actions concerning the
safety of the in-vitro diagnostic medical device in respect of (Models/Codes No., Lot/Batch No., or Serial
No.) will be informed to the “Administration of IVD Listing” and communicated to the “Medical Device
Safety Department (MDSD — EPVC)” by (Agent) —the company’s agent in the Arab Republic of Egypt.
(Company) undertakes that since granting the marketing authorization of the in-vitro diagnostic medical
device and during the marketing stage, (Company) will be obliged to communicate any incidents (MIRs),
Periodic Summary Reports (PSRs), or regulatory actions (Including but not limited to recalls, FSNs, or FSCAs)
to the “Medical Device Safety Department (MDSD — EPVC)” by (Agent) — the company’s agent in the Arab
Republic of Egypt, this is according to the Egyptian Guidelines for Medical Device Vigilance System.
(Company) responsible that there is a vigilance system in place, and for the oversights of the vigilance
system of the (Agent) — the company’s agent in the Arab Republic of Egypt, and makes sure that (Agent)
meets all vigilance requirements (in reference to the Egyptian Guideline for Medical Device Vigilance
System), and communicates them with the “Medical Device Safety Department (MDSD — EPVC)”.

Signature
Title
(Date)
30 ddanall il oS dyal il ©lEdIgall lduoly ud Wishyrb ol edaidll Jul
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[COMPANY NAME]
(Date)
Declaration (2)
For IVDs Class (List A, B IVDs) and (General, Self-testing with
Regulatory Actions) OR Their Equivalent Classes.

Dear Head of Central Administration of Medical Devices,

Dear Head of General Administration of Medical Devices Marketing Authorization,

For the following IVD applied for (registration/re-registration/variation) of marketing authorization

in the Arab Republic of Egypt:

- In-Vitro Diagnostic Medical Device Acceptance Number:

- In-Vitro Diagnostic Medical Device Name:

- In-Vitro Diagnostic Medical Device Models/Codes/Sizes:

= (Company) undertakes that in case of any regulatory actions (Including but not limited to recalls,
FSNs, or FSCAs) raised after the application for (registration/reregistration/variation) and before
granting the marketing authorization of the in-vitro diagnostic medical device, those regulatory
actions concerning the safety of the in-vitro diagnostic medical device in respect of (Models/Codes
No., Lot/Batch No., or Serial No.) will be informed to the “Administration of IVD Listing” and
communicated to the “Medical Device Safety Department (MDSD — EPVC)” by (Agent) — the
company’s agent in the Arab Republic of Egypt.

= (Company) undertakes that since granting the marketing authorization of the in-vitro diagnostic
medical device and during the marketing stage, (Company) will be obliged to communicate any
incidents (MIRs), Periodic Summary Reports (PSRs), or regulatory actions (Including but not limited
to recalls, FSNs, or FSCAs) to the “Medical Device Safety Department (MDSD — EPVC)” by (Agent) —
the company’s agent in the Arab Republic of Egypt, this is according to the Egyptian Guidelines for
Medical Device Vigilance System.

= (Company) responsible that there is a vigilance system in place, and for the oversights of the vigilance
system of the (Agent) — the company’s agent in the Arab Republic of Egypt, and makes sure that
(Agent) meets all vigilance requirements (in reference to the Egyptian Guideline for Medical Device
Vigilance System), and communicates them with the “Medical Device Safety Department (MDSD —
EPVC)”.

Signature
Title

(Date)
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Sk p2ye &Y pasuw Y o For Research Use Only 3)lgll casldl of b dl> (3 sbgwd! disd e (oyall @i Y -
- daiasll 8S2JL (ol ZUSII ST IFU o labelling 9 guadll oo Gllas ©uds IS oo Slldy gamseid

P (Lebled Com (o) dpnlud) ULl b gy 1 Bxko) B392dllg Jgludl colalgs 13

Invitro diagnostics dwmasseidl! ddoaal! Cadil oSl : Yo

IVD Directive 98/79/EEC § 0553 @5 LoJ abikus! ‘";.9)33“ Syl (§ dacioll delodll (fe Ely )

Jiwall (o CE mark registration  8olgs 91 duxzyall
- g9Y!

Olalgddl Class
.ixiuaillg IVD Directive 98/79/EEC g y5Sie DOC balgs .)
:Jols Bolgs Y
o Laiadl aly opo "FSC" Jglats 8alg.: By giamel] Ll oSl o G:“era'l VD
e ',‘Jﬁ'm > “Hematology and dimical chemistry anl
dﬁ'-u‘ (5'-"-"1 o nFSCn dj‘-’\s BJLQ.:Z;: -“ f dﬁ‘w‘ o ematology ana clinical chemistry analyzers

plaseidl e 2,3l s IFU ol zg)US .Y

*Tests for hormones *cardiac markers
*hematology and clinical chemistry tests

Ladodl als p0 "FSC" Jglui algn: By giumed! Cidil ¢Sl o
duazyedl Joull (s9>] o

ol (S e "FSC" Jgls 8alg: dudoeall CalgSIl o
dpnzyall

CE annex Il .sec 6

or CE annex IV. Excluding sec 4&6
or CEV+VI

or CE V+VII

.Csisailly IVD Directive 98/79/EEC L ysSde DOC salgss .\
1J9ls Bolgd LY

ISO 13485:2016 8slgs .
:CE 8olgd .

plascdl o (2,3l zus s IFU ol ZglS 0

IVDs for self -testing
Examples:
*Pregnancy, cholesterol home test
* self-testing devices

~

91 Ladadl aly op0 "FSC" Jgla Balg s B3 gianad] Cidol gSUI

.asuailly " IVD Directive " g jsSie DOC dolgs .
1J9ls Bolgd .

45.2.7-)0.”

CE annex IV. Excluding sec 4&6
or CEV+VIl or CE V+VI

eamyel J3 | 53]
Jall Gu>] 30 "FSC" Jgls Balgis: dukall 2l SNl ©

15013485:2016. 53l
CE: 8olgs .

el o (2,30l s g IFU ol z9llS .

—

Y
© IVDs in Annex Il List B (Moderate risk)
Examples:
v Rubella, PSA,
'2 Self-Test for Blood Glucose strips
0
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aduadly " IVD Directive " g ysSde DOC 8olgs

1J9ld Bolgi

91 Ladadl als op0 "FSC" J gl Balgo: B3 giamed! idil ¢Sl o
duazyall Jodl (Su>]

Jol 6] e "FSC" Jolas Balgde: ddomall idilgSIl

IVDs in Annex Il

PR ( Li;tAk)
A e High ris
|5013485'201:6C'£2Lj;& : Examples: HIV, Hepatitis, ABO Blood Grouping
CE annex IV. Excluding sec 4&6
or CE V+VII
plaseidl e (2,3l Zus gy IFU 91 zgllS 0
IVDR Regulation (EU) 2017/746 @ 2,53 o3 Lo Talidu! (";_9)93” eS| ,_3 daiiol! Al ol lads .Y
Slolgdd! Class
REGULATION (EU) 2017/746 & »5Sde DOC 8alg. |
. Caduailly
:dg\...\S 83\@_&,\' .
o Ladadl Al (po "FSC gl 3lg; By giumed] CaiolgSII @ Class A devices
dnmyall Js il Sl Examples:

cleaners, buffer solutions, lysing solutions,

I | o " " 105 Bolgds: ddomadl adilgSII
Jol $a=] oo TFSCT sl Baled & adlg e diluents specified for use with an IVD

Jiewdl e CE mark registration 8slgs of duasyoll
QY
f\m)jl o0 ua‘).:J‘ G.,ay IFU 3| C}"./S Y’
REGULATION (EU) 2017/746 L 5553w DOC 8algs )
. Cuisailly
1J9lus Bolgi. Y
9t Ladadl aly op0 "FSC" Jgla Balgio: B3 giunall L2l oSl @
dpazmyall gl 50>
J9l G e "FSC" Jghts solgs: dudomall CadiloSl o
Jiewll o0 CE mark registration  8slgs 9i dumzyoll Class A Sterile devices
Q09!
ISO: 13485:2016. 8olgs .Y
CE 8olgi. ¢

CE annex IX chapter |, llI
Or CE annex XI

plascial oo (2,3l zis s IFU ol zgliS .0
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9 Ladadl aly op0 "FSC" J gl Balgio: B3 ginadl il gSUI
duazyall Joll S0
el (S| ey "FSC" Jglus 8olgn: dukomall Cadol ¢Sl

Olalgidl
REGULATION (EU) 2017/746 le.g)jf.lo DOC salgs .\
. Cadsailly
:dg\.ﬁ Balgs .Y

CE 8olgn.¢

dunzyall
ISO: 13485:2016. 8slg.Y
Class B (Self-testing
Class B &NPT)
CE annex IX CE annex IX chapter |, llI
chapter |, lll CE annex IX chapter I

plascdl (ro oyl s g2 IFU 9l 55.1\15 .0

Class B devices
Examples:

1-1VDs for self-testing with less risk to the
patient than those in Class C ex. Pregnancy

tests, fertility tests, and cholesterol tests

2- Test to detect Helicobacter pylori,
Clostridium difficile, adenovirus, rotavirus and
Giardia lamblia

REGULATION (EU) 2017/746 \g: 55w DOC 83lg

. CRiuailly

1J 9IS Bolgds
9 Ladadl aly p0 "FSC" Jglas Balgio: B3 ginadl Cidol gSUI
dpazmyall gl 0=
J9l S oy "FSC" Jghs Bolg: ddoeall Caiad oSUI

**For Class C CDx: CA OR EMA consultation (Annex
IX. Sec 5.2)

A

Y

CE dolgi .¢

iyl
ISO 13485:2016 dalgi .Y
Class C Class C (Self-testing
&NPT) and CDx
CE annex IX CE annex IX chapter |, llI
chapter |, llI CE annex IX chapter Il

plascdl e ool z g IFU 9l oIS .0

Class C devices
Examples:

-Devices for self-testing of blood sugar
-Self-testing devices for blood clotting
-Reagents for HLA-A, -B, -C, -DRB1, -DQB1 and
DPB1, for transplantation purposes.
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Olalgidl
REGULATION (EU) 2017/746 \&; ,95ds DOC 8algss .
:JolG Bolgs .Y

9t Ladadl als p0 "FSC" J gl Balg ez B3 giamad| il oSl @
dpazyoll Jgudl (S0

ol S op0 "FSC" Jgls Balg: dulomall CalilgSIl @
dunzyall

CE dolg .¢
CE annex IX chapter |, llI
CE annex IX chapter
**For Class D CDx: CA OR EMA consultation (Annex

IX. Sec 5.2)

plascdl e o2l o g IFU gl zg)US .0

ISO: 13485:2016 dslg .Y

Class D devices
Examples:
-Hepatitis B (HBs-Ag).
- Hepatitis C (Anti-HCV).
- Human Immunodeficiency Virus % (Anti-HIV %)
- ABO compatibility test cards

:FDA (3 8553 05 oJ 15Uksl &S0 p0Y1 Buomiall LY o)l (§ dasindl dslgdll lido .Y

Olalgéd! Class
CFG without GMP 8algss )
Code 3 cadsaill g ysSde letter of declaration 8algs .Y
of federal regulation Class |
21CFR 862, 21CFR 864 or 21CFR 866
plasidl o 23l g IFU o zgIS LY
CFG with GMP 8algs .\
ISO: 13485:2016 s3lgx + CFG without GMP 83lg of
Code 3 cadsaill g ysSde letter of declaration 8algs .Y
. Class I, and 11l
of federal regulation
21CFR 862, 21CFR 864 or 21CFR 866
plasadl go o2, Zo g IFU 9l zgllS LY
S (§ dncioll delodl) Wb £
Required Documents Class
1-DOC acc. To Canadian regulation mention the
classification
2-Manufacturer certificate to cover export of medical Class |
devices (= FSC) issued from: the HPFBI, Health Canada
3-Medical device establishment license
4-Catalogue or IFU(plasuwdl oo (2,3 e )
kol 13S0 Aot BB gl ol b Colelyarly (o) sl Julull
duans il g
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Required Documents

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)

N.B: the declaration letter will be sent to the health
Canada to confirm that the license covers the whole Class 11, 11l IV
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

1- MDSAP certificate

2- Catalogue or IFU (plased! (e (2,3l o )

L *oLWI ,_g dadall uslgdl Wb .0

Required Documents Class

1-Declaration of Conformity according to Japanese
regulations®.

2-Free sale certificate (Issuance authority MHLW). *
3-Certificate of QMS conformity (kijun tekigoshou)(In
conformity with ordinance 169) Or (MDSAP) Issued to
MAH and foreign manufacturer “if present”) (if

Class |

IVD instruments, Analytes(e.g., CRP, Mg, CSA,

applicable according to JMDN) * HbAlc etc.)
(Issuance authority MHLW or RCB).
4- Catalogue or IFU plasedl iy (2,3l s g
1-Declaration of Conformity according to Japanese
Class Il

regulations. *

2-Free sale certificate (Issuance authority MHLW) *. Tests for analytes (e.g., TACR, Tnl, BNP, TSH, etc.)
3-Certificate of conformity (Issuance authority
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registered certification body (RCB)).
4- Certificate of QMS conformity (kijun tekigoshou)(In

conformity with ordinance 169) Class il

Or (MDSAP) Issued to MAH and foreign manufacturer tests'for |nfect|9us dlseases_, c?ncer_rrlarlfers
Antistreptolysin O, bacterial identification

“if present”) for all classes and class | devices (if

applicable according to JMDN) (e-g. HIV'HH?/S:&AE' CA13-5,

( Issuance authority MHLW or RCB). * CV-Ab)

5- Catalogue or IFUpldsxiwdl o (2,4l mud g
Al oS0l g ddanadl 9 dudall Ba>Y1 9 olojkiwall Jumeud 9 Sl il ol  oudaid! elyp>Yl) (dyadidl  odasd! JJWI *

&b 2990 e oo dpaedl clolll did aBge (e las (OLWI 3 daliiall dslgdll g cilelym> M LD g Lol ok (&) dnandedll

) "4 paall slgl

393991 D3I (3 Lol do i Y g (IudiSuul - g - LAkowil) *, elaall Lillasy (§ dagioll Jsloall i .1

Wlalgad! Class
.duailly (UK MDR 2002 Je DOC 8algs .\
) 5 ) 2055  Jghss 53:2 Y General IVD
o0 53300 "ESC" Ushts 8olg: By gl (il @ Examples: *tests for hormones *cardiac

markers hematology and clinical chemistry

MHRA
tests

o 8yobo "FSC" Jgli Balgd : ddooll L2l @
Jiewl (o CE mark registration 8slgi sIMHRA
.L”;.j‘)g;)”
plasci) oo yoy3)l Zus s IFU ol zgliS.Y
‘Cidomidls (UK MDR 2002) L 5s5ke DOC 8alg. )

D Jols Bolgd.Y .
o0 55U "ESCY s 5alghs 3 B3y giunall CadlgSIl o IVDs for self -testing
MHRA , Examples:
MHRA o0 By5Lo "FSC" Jglas 8sleds : dulonall CiloSIl @ Pregnincy, chol.esterol.home test
-'—ﬁ, ) self-testing devices
ISO 13485:2016 8slg.Y
UKCA 3algé. €
el oo joy3)l s s IFU of zg)iS .0
aiuadly (UK MDR 2002) g y58de DOC dalgi. )
P Jgls Bolgd. Y IVDs in Annex Il List B (Moderate risk)
oo 8yobo "FSC" Jglds Balgi: 8 giunell Lol @
MHRA Examples:
MHRA (0 850bo "FSC" J9lui 8algd : ddomall (2iloSl @ Rubella, PSA,
ISO13485:2016 8slgi .Y Self-Test for Blood Glucose strips
UKCA 3slgs .&
plascsdl o (2l g IFU 9 zglUS .0
dplanall Cadul 9SI Al il Ciladl gall yliaoly dad Cilslyzrl (oLl andail! Judul
duasiill 9
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Wlalgadl

Caiuaill (UK MDR 2002) s ysSde DOC 8olgs.)
D Jols Bolgdy .Y
o0 By3Lo "FSC" Jghus 8olgd: By giumall ailgSIl o
MHRA
MHRA ¢ 835be "FSC" Jglos 8olgis ; ddomodl CalgSII @
1ISO13485:2016 8slgs .Y
UKCA 5algs . ¢
il oo (23l sy IFU o1 zolUS .0

IVDs in Annex Il List A (High risk)
Examples: HIV, Hepatitis, ABO Blood Grouping

CadblgSI g ddenodl 9 dudall B3I 9 Slojhiunad! fseud 9 Sl (ol (ol ely2Yl) (Auaddl | odaidll JuI*

G oIk o Ao Y g (1AdSwl- 3bg - LAlxS]) ( olaall Willasys (§ dolarall uslodll o Silely >N ln&gl@.bl.bpu@!l dmase i)

& saoll sloddl b 2890 (Ls plao & paoedl sloudl d5ud 2890 (As lao (‘;ﬂgﬁl NEDY

" for investigational exdill o " research use only " déed! (1N duacidl ad ddeae)l CadilgSJl anwb

: "for performance evaluation " i
L Bag 9l Jglts wlslgs cdb @Y o

for performance " 91" for investigational " 9l “research use only “ 3lgll Ol Judy ruandl e Ollas @udn &S 0

. Catalogue 9 IFU sf labels jLa>!g"

evaluation

: ddoeall aibank) dmansedidl! 9 ddonall il gSUI Z 5] CMSAe 9 lols ol i) B

3l guinell i 3 535l el 5 el plutinl gy el ginaell (pe ol @i
(Alle lsles e Jole oo B80S Ul 3) Jledl Jomall el 539201 lsles L]

(Bulle 5397 g s ol it Jme 28 4 Dl 3 ) Jlad! Jomall giiall ( DOC ) B3lg Jliamb i
CU.)! Q)&&Mj ol O 5)33@[3 JJ\}M L§u.>;>’| .3)}0.\‘ O ng;u”Jl CJ‘.)L@.«'L

o O O O
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Certificates

Declaration of
Conformity
signed & stamped

HEics

8ozl Cilolgds (§ 1,993 e & duwlao! UL ;1 3xdo

Include

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...

Issued from
[ ]
[}
[}
[}
[}
[}
RELHFYWN] .
(Legal manufacturer) °

Classification

Complying with IVD Medical Device Directive
(Eu regulation 98/79/EEC or EUIVDR
2017/746) or Include CFR (US Regulations)
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.
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(CFG)
certificate to foreign
government

signed

sl Jolud! Bolgds
Free sale
signhed & stamped

CE certificate
signed
Gl gl

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) -

The US Food and Drug
Administration

Codes, models, sizes, references, catalogue,

e Certificate No

e Issuance date

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
oo ¢ of Lakall iy 4081 Al e Trade name of the medical device
Sy e Maedical device description (if present)

e Variants either:
Codes, models, sizes, references, catalogue,
number......

e Issuance date

e Certificate No. (if present)

e Validity (if present)

e Name of the legal and actual manufacturers

(if present)

Accredited Notified body
list of Accredited Notified body is
found on the NANDO website
https://ec.europa.eu/growth/too

Full address of the legal and actual

manufacturers (if present)
Trade name of the medical device (in case

EC- E inati EC Desi
Is-databases/nando of EC —Type Examination or EC Design

Examination or EU technical documentation
assessment)

dukonall Caiol SU Aol il b gl ylioly bd ilelyrl (ol aadaicd! Sl
duasiill 9
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e Variants (in case of EC —Type Examination or
EC Design Examination or EU technical
documentation assessment)

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

* Certificate No

e Issuance date

e Validity

e Scope of certificate (category/family for

submitted products)
e Name of the actual manufacturer

ISO 13485:2016 Certification body with e Full address of the actual manufacturer
signed accreditation recognized by IAF e Certificate No.
(Quality management note: list of accreditation Bodies e Scope of certificate mentioning production,
system) https://iaf.nu/en/accreditation- /manufacture of IVD medical devices
daiuanl! 48 4l bodies/ e Issuance date
e Validity
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7.1 Imported IVDs Listing Flowchart

Suspended Rejected

hecepted

Suspended

hecepted

Suspended
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7.2 Local IVDs Listing Flowchart
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8.2 IVDs Annual Approvals Flowchart

N Wrong application request
- ’
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s galel! Cilely>b AIAIYL dudoeal! aibaod! dgas 1 V) (gele

(Al 3o bicuadd 43S palt 831Y1 ) o paadl £lg! it / Bl

(Product name) aiSl (o gas

" duelall Lol dud oy Juisdll duasy § 9o 98 WS @udI" giuan oy dgas

Recall dualle o ldos ST odid jhuay o) duyall nas dyggexr @ Ughis ol Bguw Sy Sl Yoo 2t 0L
Ayl o dysgex § Lol i I (All Models, Serial No., Lot No. or Batch No.) yasu lesd ¢lldg

B p g3 Bgun cddll (o 35 sy “Recall” omw &dos ol FSN/ FSCA /lppdax (81 sl Al (3 45b ugais 9
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EDA

IVDs

IVDR
CE
EEC
FDA
CFG
CFR
DOC
FSC
ISO
GMP
HPFBI
MHLW
MAH
RCB
MDSAP
EPVC
FSCA
FSNs
MIRs
MDSD
PMS
SMH
PSRs
HIV

PSA

:(Glossary) willaaeall da3ld VY

Egyptian Drug Authority

In vitro Diagnostic Medical Devices

In vitro Diagnostic Device Regulation
Conformity European
European Economic Community
Food and Drug Administration
Certificate to Foreign Government
Code of federal regulation
Declaration of conformity
Free Sale Certificate
International Organization for Standardization
Good Manufacturing Practice
Health Products and Food Branch Inspectorate
Ministry of Health, Labor and Welfare
Marketing authorization holder
Registered certified body
Medical device single audit Program
Egyptian Pharmaceutical Vigilance Center
Field Safety Corrective Actions
Effective Field Safety Notices
Manufacturer Incident Reports
Medical Device Safety Department
Post-Market Surveillance
Summary of Marketing History
Periodic Summary Reports
Human Immunodeficiency Virus

Prostate Specific Antigen
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*DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on
in vitro diagnostic medical devices
eRegulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro
diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU
*US-Code of Federal Regulations Title 21. USFDA/21CFR26.1
*IMDRF/IVD WG/N64FINAL:2021 Principles of In Vitro Diagnostic (IVD) Medical Devices Classification.
*IMDRF/GRRP WG/N47FINAL:2018 Essential Principles of Safety and Performance of Medical Devices
and IVD Medical Devices
*IMDRF/GRRP WG/N52FINAL:2019 Principles of Labelling for Medical Devices and IVD Medical Devices
*IMDRF/RPS WG/N13 FINAL:2019 In Vitro Diagnostic Medical Device Market Authorization Table of
Contents (IVD MD ToC).
*GHTF/SG1/N071:2012 Definition of the Terms ‘Medical Device’ and ‘In Vitro Diagnostic (IVD) Medical
Device’
*GHTF/SG1/N046:2008 Principles of Conformity Assessment for In Vitro Diagnostic (IVD) Medical
Devices
*GHTF/SG1/N071:2012 Definition of the Terms ‘Medical Device’ and ‘In Vitro Diagnostic (IVD) Medical
Device’
e GHTF/SG5/N8:2012 Clinical Evidence for IVD Medical Devices - Clinical Performance Studies for In
Vitro Diagnostic Medical Devices
*GHTF/SG5/N7:2012 Clinical Evidence for IVD medical devices — Scientific Validity Determination and
Performance Evaluation
¢|SO 13485:2016. Medical devices-Quality management systems-Requirements for regulatory
purposes,” 2016.
*|SO 14971:2019 Medical devices: application of risk management to medical devices,” 2019. [Online].

*Regulations and guidance documents from the organizations were considered in the drafting of
this document
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