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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.

:" REGULATION (EU) 2017/746 " IVDR Al "l duaddal) ddanal) idissl) 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;

() to define or monitoring therapeutic measures.

Specimen receptacles shall also be deemed to be in vitro diagnostic medical devices;
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1.Administration
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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.
Brand name.
Variant: codes, references, or sizes.
Intended use.
classification According to the European regulation
Description of principle of the assay and methodology used.
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 I\VD, other than kit size, that will be
made available.
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 Allist of all appropriate specimen type(s) suitable for use with the VD must be provided,
including anticoagulants, matrices

© | N g
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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.

o 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.

e Analytical sensitivity:

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

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

[ J

(@)

Analytical specificity:
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

o 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.

Linearity.

detection limit.

Determination of assay cut-off:

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

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.
o Verification and validation of instrumentation/software:

The study report should include a summary of performance testing undertaken conducted in a valid

end-user environment
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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

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.

2 ok
g ) plaall dlas dpaadidll) Alaral) Cidil oS ) yaldd) (technical documentation ) (Al cilal) cibthia
ciiaill Wl (Aalle 3052 cililgd Ao ddalall 18) 4 juaall o sall A slalisl Lgd g)as Al

G‘f{‘/ga' 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
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G?{]/%al Self-testing List B
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.
e Intended use
e Classification 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 aspects that | on material on material
information Summary 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
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G?{]/%al Self-testing List A List B
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
§.Ver|f|cat|op and validation of Summary | Summary Detailed Detailed
instrumentation/software

8-Clinical evidence report If IVDR applied
9-Clinical summary report If IVDR applied
10-Stability study Summary | Summary Detailed Detailed
11-Labeling Applied for all classes
12-Manufacturing process and control Applied for all classes
13-1n 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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e b L Aualall Apas il Call I 2y alad) (oSl
Aolall e tiwall Ay 35S 5all 5 1aY) (e yobia 83 ) stosall Apeapdiill Cal) KU 2y alall Sl 1y sl

(D)5 82 sn 33led o Juals il Yidad) plbadl s & @ 4
ol sl o
e luall 4l dalall Al e 3 jobal) Juiill dnd ;o
due Liall duall dalall digl) (e jaliall clicall Jadl o
Adapall Gl sl Gad) 1A S 5l 5 10Y) e salall Sl Jesill ek 5 o
GMP3ied o
ISO 13485:2016 33 o
** Lab Qualifications o
dagida 54a3 50 Approved Supplier List o
(J ) 9 80 9 Balgd (o Juala (adlSl )s jall ddhidl) ailacdlls 8 o
ol sl o
Soal) hliall aUaiy LSl A o) a8 jad) shaliall y jlaiindl dalal) Al (o paball sk Al o
Al il sall Gl 1 A 38l 5 aY) e Gl Jiniill sk 5 o
GMPsaled o
ISO 13485:2016 3% o
** |_ab Qualifications o
4o gida 5 4a8 seApproved Supplier List o
** |_ab Qualifications
1. Test Methods used (ex. Colorimetry, ELISA, ......... )
2. Personnel (ex, Technician training certificates)
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3. Equipment for Measuring environmental conditions (Temperature & humidity)
4. List of equipment & instruments included in the lab.
5. Metrological traceability & Valid Calibration certificates.

s (e & s Al Al Gll) mca o 6 (3ala) cidil gSIL daldd) 3 gal) g Jghail) culaled Sl
IVD Directive 98/79/EEC (8 » 83 & Ll Tabii) (35 5¥) Sty L dasial) ae ) ) e ol ]

—wuaill s [VD Directive Y LsS% DOC salgd .1

Jslisaled 2
o Ll 2y e "FSCM gl saled 33, gianal) il Sl @ General Vb
T oall dsall s Tests for horrﬁgﬁgpfjr.diac markers
sl 2] e "FSC J5hs slets Rlaal) ABI S o hematology and clinical chemistry tests

Jiadl (1« CE mark registration  saes ol dsaa yall
3039

—uaill s VD Directive W LsS% DOC ke 1

iJshisaled 2

S Ll aly e "FSC" J sl saleds 8 ghenall i) oS @

M:AJAS\ d;ﬂ\ Lﬁh‘ .
e ‘o en I\VDs for self -testing
alf J " " J gl Balgds Audaal) (A

FIgW
PSSR Pregnancy, cholesterol home test
ISO 13485:2016 22123 self-testing devices

:CE gl 4
(CE annex Il .sec 6) or (CE annex IV. Excluding
sec 4&6)
Or (CE V+VI) or (CE V+VII)
Lol i 01 ) i) G ) ) 38 ) by Gl i) )
Luadzal)

EDREX:GL.CAMD.001: 35Sl
G : laaY) A8



ddal) e Hieall 4 38 jall 300y
Sy - Laaadl Aalad) 30y

sl g [VD Directive e sS% DOC 3aed |1
55 21 yDsin Annex I List B (Mod isk
Ll Al e TESC U g5 okt 54, shaaall IS @ s in Annex ist B (Moderate risk)
dama pall Jsall (52
JsAll san) (e "FSC" J gl 3ol dalaal) t.u’dﬂ\ ° Examoles:
e Rubella, PSA
ISO: 13485:2016 53¢ .3 3 ’ ’ :
CE et 4 Self-Test for Blood Glucose strips

(CE annex IV. Excluding sec 4&6) or (CE
V+VI) or (CE V+VII)
auaill s VD Directive & )5S DOC sl |1

iJslualed 2
S Ll aly e "FSCM J sl saleds B ghenall i) oS @
dna el Jsall (2 IVDs in Annex Il List A (High risk)
Jsall (sas) (e "FSCM J gl salgd Aglaal) (idif oS)) @ Examples: HIV, Hepatitis, ABO Blood
doma yall Grouping
ISO: 13485:2016. 33le .3
:CE 3¢ 4

(CE annex IV. Excluding sec 4&6+ annex
IV.sec4) or (CE V+VII)

IVDR (EU) 2017/746 (o S3 &5 Lal Tabiind (5 ) 0¥ Sad¥) b dasiall e ) e ol D

—auaill s [VVDR Directive W sS3 DOC 33, 1

1555l 2 Class A devices
o Ll aly (e "FSCM" J s salelis B3 gleall i) gSY @ - les:
T Lol 5] Exaimples:

cleaners, buffer solutions, lysing solutions,

Al o " " 1 saled Audaal) A . e .
dsall saa) e "ESCY o5 Bl ladl Ao diluents specified for use with an IVD

Jiad! («CE mark registration  ssles ol da sl
w25

sl s VDR Directive W L sS3 DOC salgd. 1

15l Baled 2

o Ll aly (e "FSCM" J s saleis B3 sleall i) gSY @
doma pall Jsall (52

sl aal e "ESC" Jhu saledr Addaall cidiesll e
Jisdll (sCE mark registration  sales i L yall
ssY)

ISO 13485:2016. 333 .3

:CE 3354

CE annex IX chapter I, 1l1) Or (CE annex XI)

Class A Sterile devices

73 9 Abenal) i €1 00 i) i) gal) laaa) g 48 gl ol aldl) aaiil) )
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sl 5 VD Directive W )S% DOC 321

J gl saled 2

o Laidl ol e "FSCM Ul salgds B3 ghesal) Ll gl
daa el Jsall (5aa)

Jsall sas) e "FSCM" J sl salgd: dalacal) Cidil ¢Sl

Lza el patient than those in Class C ex. Pregnancy
ISO 13485:2016. 3343 tests, fertility tests, and cholesterol tests
CE 3344 2- Test to detect Helicobacter pylori,
Class B Class B (Self-testing Clostridium diffic_ile, _adenovi_rus, rotavirus and
- &NPT) Giardia lamblia
CE annex IX CE annex IX chapter I, 111
chapter I, 111 CE annex IX chapter 11

Class B devices

Examples:
1-1VDs for self-testing with less risk to the

il s VD Directive W )5S DOC salgd 1
tdsliBaled 2

o L) aly e "FSCM J gl alein 5y gheall cidl o<1)
dama ol Jsall (52a)

Jsall (saa) e "FSC" J sl saled: Adaall cid) o1

PR
ISO 13485:2016. 32l .3
CE 33¢d 4
Class C (Self-testin
Class C &NPT) and CDx )
CE annex IX CE annex IX chapter I,
chapter I, 111 I
CE annex IX chapter 11

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

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.

aiaill 5 VD Directive W )s5% DOC sl |1
Jylusalgd 2

o Ll aly (e "FSCM J sl saleis 33 gheall cildid ¢S1)
daaa yall Joall (52

Jsl aa) e "FSC J sl paled Anlaal) il ¢S!)

Lz all
ISO 13485:2016 32l .3
CEsles 4

CE annex IX chapter I, 11

CE annex IX chapter Il

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

Class D devices
Examples:
-Hepatitis B (HBs-AQ).
- Hepatitis C (Anti-HCV).
- Human Immunodeficiency Virus % (Anti-HIV
¥2)
- ABO compatibility test cards

EDA (86 S5 &3 Ll Jaliia) 4S5 56 sasiall Y ol (8 dagial) 2e) i) e ol 3

5 Alanal) (i) gSU 4) piay) CilBd) gall ol g 38 e ) jaly Galdd) adaitl) Judat)
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<ol ‘ Class
CFG without GMP sl -1
s wiaill Ly ) S etter of declaration sales -2 Class |
Code of federal regulation21 CFR 862, 21 CFR
864,21 CFR 866
CFG with GMP sed -1
ISO 13485:201653% + CFG without GMP 3l
Code il L )sSia |etter of declaration salel -2 Class I, and 111

of federal regulation 21CFR 862, 21 CFR 864,21
CFR 866

A dagiall ac) ll ks 4

ag gllaal) culatiiual)
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 (= Class |

FSC) issued from: the (HPFBI), Health Canada

4-Medical device establishment license

25 5 Alanal) i) gSU A0 i) ) gl jlaa) g 38 e jaky paldd) padatil) Judal)
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the Egyptian health authority
2-Medical device active license

N.B: the declaration letter will be sent to the health Canada to
confirm that the license covers the whole medical device list

Inspectorate (HPFBI), Health Canada
5-MDSAP certificate

1-Declaration letter mentions full medical device list submitted to

(In case Medical device active license is issued for medical device
family, medical device group, or medical device group family)

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

Class I, 111, 1V

oL

dasial 2o ) il il 5

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 applicable
according to JMDN) * (Issuance authority MHLW or
RCB).

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

Class |

CSA, HbAlc etc.)

1-Declaration of Conformity according to Japanese

regulations *

2-Free sale certificate

(Issuance authority MHLW) *.
3-Certificate of conformity (Issuance authority registered
certification body (RCB)).
4-Certificate of QMS conformity (kijun tekigoshou)(In
conformity with ordinance 169)

Or (MDSAP) Issued to MAH and foreign manufacturer
“if present”) for all classes and class | devices (if
applicable according to JMDN)

(Issuance authority MHLW or RCB). *

Class Il

Tests for analytes (e.g., TACR, Tnl, BNP,
TSH, etc.)

Class 111
tests for infectious diseases, cancer
markers’ Antistreptolysin O, bacterial
identification (e.g. HIV, HBs-Ag, CA19-
9, HCV-Ab)

Gl SV abendl) 5 k) 8 5629 5 e el Jimad s ol s Galall el o) ayl) il ol () *
Tl 5l VA (g i el o 530l A g e a (Gl (8 aliial) ac ) 8l clel adl b 5 Ll s a3l sl

https://www.edaeqypt.gov.eg/media/
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Claledd)
«siailly (UK MDR 2002) 4= 5553 DOC 33lg:s. 1
dslsaled 2
(MHRA) (e "FSC" J 515 saleis 53 ghewall il 5
S (MHRA) ¢« "FSC" J 51 saledi; dglaal) il o)
5053 Jieall (CE mark registration 33es

‘ Class

General 1VD
Examples: *tests for hormones *cardiac
markers hematology and clinical chemistry
tests

—aiaill s (UK MDR 2002) W JsS2% DOC salg 1
idslisaled 2

(MHRA) (e "FSC" J 55 83l : 83, ghusall Gl o<1
(MHRA) < "FSC" Jghisalglii; dolaal) i) o<l @
ISO 13485:2016. 3333

UKCA sl 4

I\VVDs for self -testing

Examples:
*Pregnancy, cholesterol home test

* self-testing devices

~aiall s (UK MDR 2002) % L83 DOC 3ale. 1
15l saled 2
(MHRA) = "FSC" Jshxi algds : 83 ghunall Cidil o<1)
(MHRA) (e "FSC" Jshai 3algdy; Audaal) Cidif <))

13485:2016 1SO sales .
UKCA 3algi

IVDs in Annex Il List B (Moderate risk)

Examples:
Rubella, PSA,
3 Self-Test for Blood Glucose strips
4

asatll s (UK MDR 2002) L S DOC saled, .1
Jylnsaled 2

(MHRA) (s "FSC" J 515 8algds © 8y giunal) i) o<l
(MHRA) e "FSC" J sl salgdsdalaal) cidi ol o
1S013485:2016 s:leis .3

UKCA e 4

IVDs in Annex 11 List A (High risk)
Examples: HIV, Hepatitis, ABO Blood Grouping

iy ) Gl Cadl &1 g Alenall o Agadall 5 56 5 e jasal) Jumas 5 30 pinls alal) _adaiil o) a1y duaill _odaw Jolall
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(Technical Documentation) 8! calal) ;L

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)
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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 1D 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 1\VVD, other than kit size, that will be made
available.
7.Shelf life & Storage condition.
8.Package description statement.

3.Clinical Performance evaluation examples:

-diagnostic sensitivity

-diagnostic specificity

-Positive and negative predictive value

-Likelihood ratio and expected values in normal & affected population

All parameters must be considered unless any omission can be justified as non-applicable.
4.Analytical performance evaluation examples:

-Specimen type.

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

-Analytical sensitivity.

-Analytical specificity

-linearity

-detection limit

- Measuring range of assay

-Determination of assay cut-off.

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

o Inner and outer labels
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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.

4 3ala
[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 1VD 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:

79 9 ulanal) Gk oS ) i) i) gall jfaal g 48 i)l (alal) el
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(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)

[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 1VD 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 FSCASs) 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.,
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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)

5 gala
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Aoeliall dpaill dalad) Ll (e 3 joball Juriill dad
e L) dpaiil] dalal) Aiggl) (e plall e livall Jad

Adapall o sl (s 5134 58 el 3 )0Y) (e (e alall bl Gl Las

. 1SO 13485:2016 3l

Approved supplier list .

:Clinical Trial &),3) g 3bu) oS Ja A& -7

Adiaal) dgally Aplall & sand) CHLENAT Zna) yal dpuans sall Lialll 438 g0 2525 b iy

(el Lo S g5 al) Toliias) 4y sutl) duad H o 53 sa Clalgd Jlian) (e (i)

Ay el B Al o) i) sl Je a al) oL -8

A el ol sall Agy 2l 5 clitadl) Jae G ja da Al aiial L OMAe 5 lla o) il e aicae Ui
(3> Clalgdi d s g pae Al () Adfia dgad 2 ) ill (i jad 4 Jlad 48,5 0 ) sl S Jla -

Adiny e sl Fn 3S e 2l oS Jla -

el Ganll (i il Gaaly o daala 2 gisal) S s

(ealall Gl i il gl ke i Al e 3 ) sl (S Jls B-

e lllaninl juaily Lol 5 dpapdiiill cliphaill b Lealadin) adey 53 ) 5l Cadl oSU daddiiall o sapiiveall dgall (po dgad apali (a5
(12 gale) . dpaall Claladind Cadl Sl 3eUS e plaill jang Jad (el 51 Jiad) Jlaall :JUe) Lelad (30,51 51 ¥l
sl b a2 Y a3 Y 51 For Research Use Only =) sl <adlsll o) <) s 8 3l i) dsad o (g el 2y Y -
Asiad) 48 il palall 2 Sl S TFU Sl labelling s aiadl (e cildad ansi JUA (e @3 5 paaidl

No ohrwN e

(L) 5 s 3 Tl Sl e 6 (3aLe) Bgally Jlatl) i st
Invitro diagnostics sl dlenall cidi o<l ¢ Y of
IVD Directive 98/79/EEC 3 083 i Lal alitu) (9, 6¥) Sy & dadial) 306l o sl ]
gy Class
IVD Directive 98/79/EEC & L, 5% DOC salgd .1
N el
Ul 2
S Laiall aly e "FSC! Jshai saleds; Bayginal) i)l o
L all sl saa)
Km0l s3m] (3 "FSC b 5alets dudaal) i 0 o
. s2505Y) Jieddl 50 CE mark registration  ssles
el (e i i) sy [FU Sl g 50 3
IVD Directive 98/79/EEC &« L, 5% DOC sl 1

il IVDs for self -testi
Zdj‘ﬁsﬁl{-& 2 S TOr Selr -t1es Ing

o e - Examples:
P Laad) aly o "FSC" J sl salgsiz 8 ghesal) il ¢<1)
3 o 9 V) o *
TG PNIPIN Pregnancy, cholesterol home test

* colftncti .
Jsll (saa) (e "FSC" sl saleds Llaal) il oSl o self-testing devices
Az yall

5 bl it 500 Al i) B pal) ) g 48 il ) saly GalAd) pagaTil o

General IVD
Examples:
*hematology and clinical chemistry analyzers
*tests for hormones *cardiac markers
*hematology and clinical chemistry tests
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ISO 13485:2016 33l .3
‘CE3lel 4
CE annex Ill .sec 6
or CE annex IV. Excluding sec 4&6
or CE V+VI
or CE V+VII

pladiny) (e &l ea s [FU Sl zdus 5

il " [VD Directive " & LS% DOC sled .1
Jslvisaled 2
S Lsiall aly e "FSCM U5l saledi; Bayginall iVl o
el 52 g0
Jsall (saa) (e "FSC" Jshai saleds dplaall il o<l o
Laa al
1S013485:2016. 53¢ .3
CE: 33l 4

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

IVDs in Annex Il List B (Moderate risk)

Examples:
Rubella, PSA,

Self-Test for Blood Glucose strips

—aiaill " VD Directive " & JsS% DOC saled |1
dsluisaled 2
o Laiall aly (e "FSC! J sl salgeiz By glanal) il g8l o
dora pall J gl (52a)

IVDs in Annex 11

Jsall (saa) (e "FSC" Jshxi saled: Aglaall il g8l o List A
Lz all (High risk)
1ISO13485:2016. 33l .3 Examples: HIV, Hepatitis, ABO Blood
‘CE el 4 Grouping
CE annex IV. Excluding sec 4&6
or CE V+VII
A1) (e pa il aa g IFU| zAS 5
IVDR Requlation (EU) 2017/746 (& 6,83 a3 Lal aliia) 29540 Aady) & dagial) a0 gall tida 2
gl Class
REGULATION (EU) 2017/746 & LS DOC 3salgi, 1
Caaall
Jslaisalgd 2 Class A devices

S Ll aly e "FSCM J s saleis 8 ghenall i) gSY) @
L all sl s2a)

Bama el Jsall (sas) (0 "FSC" J gl sale s dulaall il ¢Sl o
s2505Y) Jiedll 50 CE mark registration saes i

2] e (i all g IFU Sl 251 3

Examples:
cleaners, buffer solutions, lysing solutions,

diluents specified for use with an IVD
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il algd)
REGULATION (EU) 2017/746 & LS DOC 33l ]
il
APEEEALY!

o L) aly e "FSCM J gl salesz 3y ghesal) Cidi) <) @
Lz el Jsall (sas)
Jsdl gaa) (e "FSC" Jglu saled: dddaall i<l o
Jieddl o CE mark registration  sslgd 5l dga yall
s2503Y)
ISO: 13485:2016. 536 .3
CE 3¢5 4

CE annex IX chapter I, 111
Or CE annex XI ;
i) e g2 il ma g [FU 5l 2SS 5

Class A Sterile devices

REGULATION (EU) 2017/746 & L, 5S% DOC saled |1
e
(sl saled 2
o Laad) aly (e "FSC! J gl saless 8y ghesal) il 1) @
doan el Jall (2a)
Jsall 3a) (e "FSC" J sl salee: dplaal) ikl o

A )
ISO: 13485:2016. 3353
CE 33&i 4
Class B (Self-testing
Class B &NPT)
CE annex IX CE annex III)I( chapter I,
chapter |, 11l CE annex IX chapter Il

A3 e m jall s IFU ol z S 5

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 &« ,5S% DOC salgd |1
L il
dshueled 2
S Ll aly e "FSCM J sl saledis 8 ghenall i) gSY) @
doan yall Joall (5aa)
Jsall saa) e "FSC" Jshai saled: dplaal) il o

W)
ISO 13485:2016 335 .3
CE 3¢l 4
Class C Class C (Self-testing
&NPT) and CDx
CE annex IX CE annex IX chapter I,
chapter I, 111 Il

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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il algd)

CE annex IX chapter 11

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

AR e Gl gy IFU 5l 2 5SS

REGULATION (EU) 2017/746 & »sS2% DOC 33l |1
-l
i shaisaled 2
o Laad) aly e "FSC! J gl salesiz 83 ghesal) il 1) @
doan yall Joall (aa)
Jsall (saa) o "FSC" J sl salei: Adaal) il &l o
G el
ISO: 13485:2016 3¢ .3
CEsiled 4

CE annex IX chapter I, 11l
CE annex IX chapter 11
**For Class D CDx: CA OR EMA consultation
(Annex IX. Sec 5.2)
sl (e g il i IFU Sl 2 S 5

Class D devices
Examples:
-Hepatitis B (HBs-AQ).
- Hepatitis C (Anti-HCV).
- Human Immunodeficiency Virus % (Anti-HIV

v2)

- ABO compatibility test cards

SFDA (8 083 a3 Lal Jalited S oY) Basial) il ol B dasial) 20) gill i 3

alalgudal) Class
CFG without GMP 3ags |1
Code of 5 —uiaill L ) SA letter of declaration 32l .2
federal regulation Class |
21CFR 862, 21CFR 864 or 21CFR 866
A2 e il ma g IFU Sz sl 3
CFG with GMP 3ad |1
1SO: 13485:2016 33 + CFG without GMP 33les
Code of 5 —iaill L ) SA letter of declaration 32l .2
federal regulation Class Il, and 11l
21CFR 862, 21CFR 864 or 21CFR 866
AR e (aall ma g IFU Sz s 3
)5S B daial) 3o g8l Lida 4
Required Documents 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 sbendl i s Al ) I sall ) 48 Clp) sl ol i) o)
Pt
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Required Documents

3-Medical device establishment license
4-Catalogue or IFU(plaaiuy) e (a3l pea 5)

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
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 (p35uY) (e i al) s 50)

Class I, 111

, 1V

s * Okl (8 daial) 30) gl Wik 5

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 Class |

conformity with ordinance 169) Or (MDSAP) Issued to
MAH and foreign manufacturer “if present”) (if
applicable according to JMDN) *

(Issuance authority MHLW or RCB).

4- Catalogue or IFU alaaiu) (e (a3l e o

IVD instruments, Analytes(e.g., CRP, Mg,
CSA, HbAlc etc.)

1-Declaration of Conformity according to Japanese
regulations. *

2-Free sale certificate (Issuance authority MHLW) *.
3-Certificate of conformity (Issuance authority

Class 11

Tests for analytes (e.g., TACR, Tnl, BNP, TSH,

etc.)

9 olanal) Cak) oS A o) i) gall jfaal g 4B g ol Qaldl) jalatil) ()
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registered certification body (RCB)).

4- Certificate of QMS conformity (kijun tekigoshou)(In

conformity with ordinance 169)

Or (MDSAP) Issued to MAH and foreign manufacturer

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

applicable according to JMDN)

(' Issuance authority MHLW or RCB ).*

5- Catalogue or IFUa33uY) (e (e jall mia s

Al Anandinl) Cid) o) g dulanall g duadal) 5 5l g cila el Juaad g ) aiul gald)) it o) aY)) Auadll) _adaiil) Judal) *
O Ay paal) o) gall Ak 2890 o (lae 4y el £l gall A pBga o Glra (k) (B Aaliial) 301 g8l g cilp) 23U B8 g Led gl ALy

s AUl 1) YA

Class 111
tests for infectious diseases, cancermarkers’
Antistreptolysin O, bacterial identification
(e.g. HIV, HBs-Ag, CA19-9,
HCV-Ab)

https://www.edaegypt.qov.eg/media/

19 ) STy (B el gl da i Y g (NSl - 3L g - ) silaf) * jalial) Lty o 6 daial) a0 ) 6Bl ks 6

laledd) Class
il s (UK MDR 2002) & »5S% DOC 33led |1
Ddslaaled 2 General IVD
a5 ilia "ESC! U sl saleds 83 giesal) il gSl) @ Examples: *tests for hormones *cardiac
] MHRA markers hematology and clinical chemistry
tests

e b y3la "ESC" J gl aled ¢ Aulaal) Cadi SN @
Jiadl 0 CE mark registration  s:les sSIMHRA
-c;.’).))?y‘
i) (e il mia s IFU ) 2 8583
‘el ; (UK MDR 2002) & sS85 DOC s3kes |
s dshiBaled 2 .
e b ailea "ESC! J i saleds ¢ B giasal m\ éﬂ . IVDs fg; ;nilfl;ﬁs“”g
MHRA o0 8 s "FSC" Ul saleh - glaall i o€l) o pregnancy, fehs‘:i'ﬁ“gm'.home test
ISO 13485:2016 s3e.3 -iesting devices
UKCA 33l 4
A3 e g al) s IFU 5l 7M€ 5
‘Suiadl, (UK MDR 2002) & oS5 DOC #de |
D dsliaaled 2 IVDs in Annex Il List B (Moderate risk)
e ala "FSC" J gl salgds 83 slusall iiil o< @

MHRA Examples:
MHRA (3 3 0ba "FSC" J gl saled - ddaall il oSl o Rubella, PSA,
1ISO13485:2016 3¢5 .3 Self-Test for Blood Glucose strips
UKCA 3 4

Al e ia all s sy IFU Sl zus 5
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Chlalgall
“auaill s (UK MDR 2002) % )5S DOC 33l 1
P dslinaled 2
e 3 "FSC" Jsai salgds 83 glewall il gS) @ IVDs in Annex Il List A (High risk)
MHRA Examples: HIV, Hepatitis, ABO Blood
MHRA (3 3 0ba "FSC" J gl 5ol dudaall il o<l o Grouping

1SO13485:2016 salesi .3
UKCA 3sieid 4
P13 (e = il g IFU 5l g 5SS

A Anadliil) (i) o<l g Alazal) g Agudall B gAY g cila Jiwal) Jaad g 3 il Galdd) adalil) o) all) Jduadll) il JulalE
Olaa (u—,\JJJ‘Y‘ AMY\UALQJJ\JSLMYJ (Vi) 3l g - J alad)) | aliel) QSLE&)AGAW\ ac i g8l o Q\f-\ﬁm&éjl.qij\.ﬁ@:\g
2 Ul Jaalpl) YA e & el ol gall A aBga Jo Glra 4 paall o) gal) Aid aBiga o
https://www.edaegypt.gov.eq/media/

o " for investigational ax&ill i " research use only " &fadl (o) £ duadddll & Llaall Cid) o<1 31 piedd; Ll
: "for performance evaluation "
s ol alba Y o
for " 51" for investigational " sl “research use only “ 2,5l b 2 gicadll (1o Cllad aaily &K o
. Catalogue sl IFU sl labels _l=sl 5" performance evaluation

s ddaal) adlaall dAuandidall g Alarall Cid) o)) 2L DA g lald 3) i) UG

o) il it 53 ) ol Al g lalal) aladiul s g Al giadl (e ol a0 o

(e @lilgs e Juala Jdas CallS ad Al 8) Jledll ol miiall 33 gall cililgd Jlaal o

(e 305 cliles e dala je Jdae S g dlla ) Sl Jladl ziiall ( DOC ) kg Jlaaly &S o

L OMAe 5 ks a3 L 3 )5 a3 sall e dalaill Gliled o
3 sbendl i s Al ) I sall ) 48 Clp) sl ol i) o)
Asandlddl)
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HEics

Bagad) culalgd A W 8¢5 cag Al Al clill) ;6 3ala

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...

Certificates Issued from
[}
[ ]
[}
[}
[}
[}
Al il ¢
Declaration of (Legal manufacturer) *
Conformity

signed & stamped

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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o 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

o Medical device description

(CFG) e Variants either:
certificate to foreign (USFDA) Codes, models, sizes, references, catalogue
The US Food and Drug ’ ’ ’ ’ '
government . . number......
Administration -
e Certificate No
signed 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
Al gl Balg gl i ol 4 Lndl sy A 1 AL Trao!e name_of the m_edl_cal Qewce
Free sale i e Medical 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)
e Full address of the legal and actual
Accredited Notified body manufacturers (if present)
list of Accredited Notified body is Trade name of the medical device (in case

signed & stamped

CE certificate

signed . - .
@@g_ found on the NANDO website of EC —Type Examination or EC Design
i - https://ec.europa.eu/growth/tools Examination or EU technical documentation
-databases/nando assessment)

e Variants (in case of EC —Type Examination
or EC Design Examination or EU technical
documentation assessment)

S Adanal) (i) gSU 4l yiay) i8] gall ol g 38 e ) jaly (aldd) aglatil) Judal)
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either: Codes, models, sizes, references, catalogue
number.......

e Certificate No

e Issuance date

e Validity

e Scope of certificate (category/family for

submitted products)
e Name of the actual manufacturer

1SO 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
Aaduaall 45 il bodies/ e Issuance date
e Validity

3l i g0 A 5 G gl Jlsual g 38 Sl sl Gl adh )

i)
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7.1 Imported 1\VVDs Listing Flowchart

Suspended Rejected

Accepted

Suspended

Accepted

Suspended
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7.2 Local IVVDs Listing Flowchart
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8.11\VDs Import Approvals Flowchart

N Wrong application request
- d
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EDA

IVDs

IVDR
CE
EEC
FDA
CFG
CFR
DOC
FSC
1SO
GMP
HPFBI
MHLW
MAH
RCB
MDSAP
EPVC
FSCA
FSNs
MIRs
MDSD
PMS
SMH
PSRs
HIV

PSA

:(Glossary) cilalhaal) 4aild 12

Egyptian Drug Authority

In vitro Diagnostic Medical Devices

In vitro Diagnostic Device Regulation
Conformité Européenne
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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