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European directive 98/79/EC G e lldly deal) Lallpssld) ©
'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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Appendix |

Application of the IVD registration

Type of application: Local / imported

Applicant name:

Applicant name Address:
Applicant name Email address:
Applicant name Telephone:

Trade name:

Description:

The intended use /Indication:
Legal manufacturer name:
Manufacturing site name: multiple
Manufacturing site address:

Country of origin: multiple
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Appendix Il

Check list of the locally manufactured in vitro diagnostics registration does not have any
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:(Technical documentation)  aallcalt):LalG

1. Administration:

e L S ol o

el
A WN PO

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

. Fax

. E- mail

. Web address

. 13485:2016, and CE certificate according to IVD, or IVDR If present (attachment)

. Declaration of conformity /or letter of declaration according to the adopted regulation

(attachment)
N.B: the adopted regulation to be one of the GHTF member
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2.

® NG R

Device description

- Name of the device.

- Brand name.

- Variant: codes, references, or sizes.

- Intended use.

- Risk classification according to European regulations) European directive 79/98/

EEC).

- Description of principle of the assay and methodology used.
- Description of individual components included in the IVD.

Where applicable, the following should also be provided:

o A description of the accessories, other IVDs and other products that are not
medical devices which are intended to be used in combination with the IV.

o For assays requiring instrumentation, a description of the relevant
instrumentation characteristics or details of dedicated instrumentation to be
used.

o A description of any software to be used.

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

Device history (Transitional State only): JlesrGalu

- Asummary of the product history in domestic market and any other countries
(attachment).

- Alist of countries or regulatory jurisdictions, approximate numbers of IVDs and/or
period of time supplied, summary of any adverse events, recalls,
corrective/preventive actions or refusal to approve for supply (attachment)

Risk analysis and control summary.

Design and / or manufacturing information.

Clinical evidence report (if IVDR applied).

Clinical summary report (if IVDR applied).

Performance evaluation (Attachment).

- diagnostic sensitivity
- diagnostic specificity
Product Validation and Verification (Attachment).

1. 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 1Any 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
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limits, number of freeze/thaw cycles.

2. 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 and as appropriate, within-run variability.

o The results of testing should include samples that represent the full range of
expected analytic concentrations within the target population.

Analytical sensitivity:

o specimen characterization and number of replicates tested at each
concentration.

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

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.

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

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.

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.
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8. Verification and validation of instrumentation/software:
The study report should include a summary of performance testing undertaken
conducted in a valid end-user environment
9. Stability study.
10. Labeling:
- Inner and outer labels
- Instructions for Use
- Advertising material (e.g., brochures, web-pages, published advertisements, etc.),
where available.
11. Manufacturing process and control
Bill of materials, and components
o Certificates of compliances of materials and components from the supplier
o Manufacturer inspection and testing
o Approved suppliers list and supplier evaluation criteria
12. In process inspection and testing
13. Finished product assembly and testing reports
14. Product release process and statement of compliance
15. Manufacturer testing reports
16. Commitment to follow up with medical device PMS.
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Appendix Il

Technical documentation details according to the classification

General

VD 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

e Tel
e Fax
e E-mail

e Web address

e 13485:2016, and CE
certificate according to
IVD, or IVDR If present

(attachment)

e Declaration of conformity / letter
of declaration according to the
adopted regulation (attachment)

e N.B: the adopted regulation to
be one of the GHTF member

2-Device description Applied for all classes

e Name of the device

e Brand name

e Codes

e |ntended use

e Risk classification according to
European regulation.

e Description of principle of the
assay and methodology used

e Description of individual
components included in the IVD

e  Where applicable, the following
should also be provided
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G‘i:‘lf;al Self-testing List A List B
e A description of the accessories,
other IVDs and other products
that are not medical devices
which are intended to be used in
combination with the IV
e For assays requiring
instrumentation, a description of
the relevant instrumentation
characteristics or details of
dedicated instrumentation to be
used
e A description of any software to
be used
e A complete list of any
configurations or variants of the
IVD, other than kit size, that will
be made available.
3-Device history (Transitional State Applied for all classes
only)
4-Risk analysis and control summary Summary | Summary Summary | detailed report
5-Design information Summary | description of detailed
the design information on
aspects that material
make it suitable specifications
for lay person would be
use provided.
6-manufacturing information summary | summary summary | Summary
7-Clinical evidence report (if IVDR Detailed
applied)
8-Clinical summary report (if IVDR Detailed
applied)
9-Performance evaluation Summary | Summary Detailed Detailed
Diagnostic sensitivity
Diagnostic specificity
10-Product Validation and Verification
(Attachment)
1.Specimen type Summary | Summary Summary | 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
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G‘i:‘lf;al Self-testing List A List B
6.Traceability of calibrator and Summary | Summary Summary | Detailed
controls
7.Determination of assay cut-off Summary | Summary Detailed Detailed
8.Verification and validation of
instrumentation/software
9.Stability study Summary | Summary Detailed Detailed

10.Labeling

Applied for all classes

11.Manufacturing process and control

Applied for all classes

12.In process inspection and testing

13. Finished product assembly and
testing reports

14.Product release process and
statement of compliance

15.Manufacturer testing reports

16.Commitment to follow up with
medical device Post-Market Surveillance
(PMS).

Applied for all classes
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Appendix IV
Check list of the imported IVD registration & Local IVD have and international Quality
Certificate
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: (i ) il oliel! 33 52ellg Jglucdl Cilaled Lo

IVD Directive (20,5535 U 1alcwl European community J! d el dclgall e clo )

98/79/EEC
Olalgad! Class
IVD Directive (g j9de DOC 3algs.) | General IVD
NI | T Examples: *tests for hormones *cardiac markers
St 9l Lacll by (pe "FSC Jolds 3algs. ¥ *hematology and clinical chemistry tests
-l JgM)
IVD (g9 DOC salgs ) IVDs for self -testing
«acuallg Directive Examples:
Gt gl Lch) als e FSCr JgluS Balgss .7 *pregnancy, cholesterol home test
b Jgull * self-testing devices
1SO:13485:2016.8slgs .£
JCENllsalgs .©
or8algs CE V.
orsalgs CEV+VI
or 3algs CE V+VII
IVD Directive \g yg&ade DOC 3algs ) IVDs in Annex Il List B (Moderate risk)
lduailly
S 9l Lacl) alo (e 'FSC Jolas 3algs .Y | Examples:
el Jg ) Rubella, PSA,
150:13485:2016. 53l .Y Self-Test for Blood Glucose strips
.CE IV 3alg . £
orasgs CEV+VI
Orsalgs CEV+VII
IVD Directive g y9&ade DOC 3algs .V | IVDs in Annex Il List A (High risk)
Cacuallly Examples: HIV, Hepatitis, ABO Blood Grouping
ol Lecll Al (e "FSCr JglliBaless .Y
Pl J9 M S
1ISO:13485:2016 5a¢x .V
CEIV 3algs .¢
or dalgs CE V+VII
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:FDA (5805553 @0 U 1aLELIUSA (. Aalll delgddl (e by .Y
Slalgad! Class
without GMP CFG 3algs -) Class |
) g y9Ea e letter of declaration dalgs - Y
Code of federal regulation -Y
21 CFR 862, 21 CFR 864,21 CFR 866
with GMP CFG 3algs -) Class Il, and 11l

32l gICFG+ISONYEAL: Y-\
a9 yea0k letter of declaration 3algs -Y
Code of federal regulation -Y

21 CFR 862, 21 CFR 864,21 CFR 866

s Bl deledl Gls Y

PARTRTANTCIRY

Class

1-Declaration letter mentions full medical device list submitted to
the Egyptian health authority

2-DOC acc. To Canadian regulation mention the classification
3-Manufacturer certificate to cover export of medical devices (=
FSC) issued from: the (HPFBI), Health Canada

4- Medical device establishment license

Class |

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
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

5-1SO 13485:2016

Class I, 1ll, IV

duny~ainillg dulos ol w@iblgAall Joladg Jununi) duorAiill aclgdll




(Technical Documentation)  aallcaldl:EIG

1- Administration
1. 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- Device description

© O N U AW

1. Name of the device
2. Brand name
3. Variant: codes, references, and sizes
4. Intended use
5. Description of individual components included in the IVD
Where applicable, the following should also be provided
6. A description of the accessories, other IVDs and other products that are not medical
devices which are intended to be used in combination with the IVD
7. For assays requiring instrumentation, a description of the relevant instrumentation
characteristics or details of dedicated instrumentation to be used
8. A description of any software to be used
9. A complete list of any configurations or variants of the IVD, other than kit size, that will be
made available.
3- Device History (Transitional State only) Jlee¥ xasl
1. A summary of the product history in domestic market and any other countries
(attachment)
2. Alist of countries or regulatory jurisdictions, approximate numbers of IVDs and/or period
of time supplied, summary of any adverse events, recalls, corrective/preventive actions or
refusal to approve for supply (attachment)
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4- Performance evaluation (as statement)
- diagnostic sensitivity
- diagnostic specificity
5- Labeling
5.1 Inner and outer labels
5.2 Instructions for Use
5.3 Advertising material (e.g., brochures, web-pages, published advertisements, etc.), where
available.
6- Manufacturer testing reports of the final product
Example of batch release certificate
7- Commitment to follow up with medical device PMS.
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Appendix V
Check list of IVDs importation approval

Acceptance No.

Applicant name

Medical device name

Manufacturer name

Country of origin
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mailto:md.invoices@edaegyot.gov.eg

A Sl (5B i M e e 2yl @i 11

(3392 Claledd 3929 p ol Wl (58) oo Tngzd oty 9! (1203 Tty (o o 3y gl | (L J o (2.

iy g 9] (e 35 e 3y gl Ol U (2
el el 25 Caom b 9l el 3y gl (Sl Sl (0.
wedadl Sl (5ad of glo (25 (il 3y g Ol Sl b

Olidaml) (8 (ol puay 32ylal Clapliacald Tnoditind!) ol Sucdiiad) (gadl (oo gad ol (Aalog
S iy Jadd (el o Ssed) Jloedl i JUie) kar (e B3N ¥ oetl (e (M laatias) yuaiiy Lol g rnmasdel

a3t Slal dSE M Oyl 3. lass (ye

&Y paiucs ¥ 9l For Research Use Only a)fgll a3iad) o SLS) Jlo (58 sl e (e (ol @Sy Y.
il y 20 ol 7 Il IIFU gi labelling ool JH- (e Ml (il gl el 458

: o \Sud) 3.3 92ully Sl il 153

IVD Directive (80,535 W 1alcul European community Ji d el delgall e zly )

98/79/EEC

Shale2d

Class

IVD Directive \g yg&de DOC 3algs )

g

Gt 9l Lol (pe FSCr Jglai 3ales .Y
Al gl

JleazaM (pe (& »adl 7o 9 Catalogue .Y

General IVD
Examples:
*hematology and clinical chemistry analyzers
*tests for hormones *cardiac markers *hematology
and clinical chemistry tests

IVD Directive (g ysade DOC 3algs .

—

S| ol LEGK Ay (e 'FSCr JolaS kg . €
Al gl

1SO:13485:2016 5algs .Y

1.CE Il 3algs .Y
CE IV3salgior

CE V+VIsalgs or
CE V+Vllsalgkor

(w0 o2 yad) s 9 Catalogue N £
Jlea|

IVDs for self -testing
Examples:
*pregnancy, cholesterol home test
* self-testing devices
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- 5b Jgd!
Al
¢

o

1SO:13485:2016 5alg .

CE IV salg .

CEV+Vlsags or

CE V+Vll salgs or
Jleail (e (o yadl s 9 5. Catalogue

Silalgd) Class
IVD (g 9w DOC salgs a IVDs in Annex Il List B (Moderate risk)
awuaidly Directive Examples:
S 9l Lacl) ads (e 'FSC Joli 3ales .Y Rubella, PSA,

Self-Test for Blood Glucose (monitoring system or strips)

IVD Directive \g yg&de DOC 3algs )
iy

Sl o el uly (e 'FSCr Joli 3algs .Y
-l Jo. !

ISO:13485:2016 5algs .Y

CEIV 3algs £

CE V+VIl 3algl or

Jleaal (e (& yadl > 9 catalogue .°

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

:FDA (2055230 W 1aLCIUSA 3 halll delgdl e by .Y
Silalgsd Class

without GMP CFG 3algs ) Class |
i) (g y9Sadw letter of declaration dalgs .Y
Code of federal regulation .¥
21CFR 862, 21CFR 864 or 21CFR 866
Jleazal (pe (& pall i g catalogue . £

with GMP CFG 3algs ) Class Il, and 1lI

\YEA0:Y+\1 CFG+ISO 3ales o
cualdl @ y9Ea e letter of declaration dalgd .Y
Code of federal regulation .Y
21CFR 862, 21CFR 864 or 21CFR 866

Jleazual (pe & yall 7 g catalogue €
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N b ] Aclgil Gids .Y

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 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: Catalogue 2016

5- Catalogue Jleasesl (e (& yadl o 9

Gl as ol Class
1-DOC acc. To Canadian regulation mention the classification Class |
2-Manufacturer certificate to cover export of medical devices (= FSC) issued from: the
HPFBI, Health Canada
3- Medical device establishment license
4-Catalogue Jleas (e (12 yad) 7> 9
1-Medical device active license Class I,
(In case Medical device active license is issued for medical device family, medical I, Iv
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Appendix VI
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1-Facilities & Utilities
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Production area
Z oY (Rl

Controlled Area
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Clean room
Ny (5B g Lol o Sty (1 Colamil a9 7100 Lgotd i (1 nkaitl (2 : sndacd ) ncibacd
(auan nadasclassified and clean room)

secondary gowning area {nol yuwsMe sad ndlaie ghad Ol cow )
secondary gowning /.5yl e/ Step over bench e 39,4103/ DE gowning (dkais
interlocked o gs¥ & 9523 &) sy

.4 ‘.

secondary gowning area classified as clean room class D / 1SO (g3 Ol csey . £
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Number of air change from 15 to 20 changes per hour according to ISO
standard 14644
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Appendix VII

Application for re-reg of IVD

Type of application: Local / imported

Current registration number:

Registration date:

Applicant name:

Applicant name Address:

Applicant name Email address:

Applicant name Telephone:

Trade name:

Description

Variant: codes, references, or kit sizes

The intended use /Indication:

Legal manufacturer name:

Manufacturing site name: multiple

Manufacturing site address:

Country of origin: multiple

List of changes from the registered IVD
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Appendix VIII
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[COMPANY NAME]
(Nate)
MANURAC TURLR™S COMPMITIALNT ADUUT SARLIY OF IVDS

Declaration (1)
For IVDs Class (Genersld, Sell-Testing IVDs)

Dear Head of Medical Devices Unit,

Dear Head of IVDs Department,

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

IVD Accaptance Number:
VD Name!
IVD Models/Codes/Sizes:

(Cornpany) undertskes thet the IVD spplied Tor registration/ie-registration/varistion, which will be
rovst ke bestd i Uhe Argby Republic of Cpypt, hes not received any repulstony sctions (Including but not lirmited
W recalls, TSNs, or FSCAS) in respect of (Models/Codes/Sices, Lots/Batches, o1 Serials), in s interval ol {3)
Uhirese yesars belore Uhe date of spplication lor repgiststion/e-registstion/variation.

(Company) undertakes that in case of any regulatary actions {Inclisding but not limited ta recalls, FSNs, or
FSCAs) raised after the tion for registration/reregistrati riation_and before

marketing authorization of the IVD, thoze regulatory actions concerning the safety of the IVD in respect of
(Models/Codes No., Lot/Batch No., or Serial No.) will be informed to the "IVDs Department” and
communicated to the "Medical Device Safety Department (MOSD - EPVC)" by (Apent) - the company's apent
in the Arab Republic of Caypt.

(Commpeny) underlakes that since granting Uw imarkeling suthorizstion ol U IVD sod during Uses rrssrkesting
stage, (Cormpeny) will be obliged Lo commenunicate gy incidents (MIRs), Periodic Surmmarny Reports [PSRs),
or regulatory actions [Including but not limited to recalls, FSNs, or FSCAs) to the "Medical Levice Safety
Department (MOSD - ePVC)" by (Agent) - the company’s agent in the Arab Republic of kgypt, this is
according to the egyptian Guidelines for Medical Dewvice Vigilance System.

(Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Aent] - the company’s apent in the Arab Republic of Crypt, and rakes sure that (Agent] meets sll vigilance
requirements (in reference to the Cpyptisn Guideline for Medical Device Vigilance System), and
communicates them with the "Medicel Device Safety Department (MDSD - CPVC)",

Signature

Title

{Late)
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[COMPANY NAME]
(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF IVDS

Declaration (2)
For IVDs Class (List A, B IVDs) and (General, Self-Testing IVDs
with Regulatory Actions)

Dear Head of Medical Devices Unit,

Dear Head of IVDs Department,

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

IVD Acceptance Number:
IVD Name:
IVD 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 IVD, those regulatory actions concerning the safety of the IVD in respect
of (Models/Codes No., Lot/Batch No., or Serial No.) will be informed to the "IVDs Department” 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 IVD 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) undertakes that there is a vigilance system in place, oversights 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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ASTM: American Association for Testing and Measurement
CE: Conformité Européenne

CFG: Certificate to Foreign Government

CFR: Code of federal regulation

DOC: Declaration of conformity

EDA: Egyptian Drug Authority

EEC: European Economic Community

EPVC: Egyptian Pharmaceutical Vigilance Center
FDA: Food and Drug Administration

FSC: Free Sale Certificate

FSCA: Field Safety Corrective Actions

FSNs: Effective Field Safety Notices

GHTF: Global Harmonization Task Force

GMP: Good Manufacturing Practice

GSP: Good Storage Practice

HEPA Filter: High-efficiency Particulate Air Filter
HIV: Human Immunodeficiency Virus

HPFBI: Health Products and Food Branch Inspectorate
HVAC System: Heating, Ventilating, and Air Conditioning System
ISO: International Organization for Standardization
IVDs: In vitro Diagnostic Medical Devices

IVDR: In vitro Diagnostic Device Regulation

MDSD: Medical Device Safety Department

MIRs: Manufacturer Incident Reports

MSDS: Material Safety Data Sheets

PMS: Post-Market Surveillance

PSA: Prostate Specific Antigen

PSRs: Periodic Summary Reports

RO: Reverse Osmosis

ROC: Receiver Operator characteristic

SMH: Summary of Marketing History

SOP: Standard Operating Procedure
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https://en.wikipedia.org/wiki/Food_and_Drug_Administration
https://en.wikipedia.org/wiki/Food_and_Drug_Administration

