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European directive 98/79/EC A ek Al y dlend) Cail SII @
'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
international quality certificate

© Gl (il dala Colatie 1Y )

sl iy Galal gial) Jay
SJ‘JY\(J—@L)AUSMS\ CA}A.\HDS}:\SJ.&M ﬁuwé)—q}ejﬁuulkﬂ emwwju&b
A salall il akaty o) VL ahadl) agad
e d):\.w.d\ ua;uﬂ.&bﬁ)ﬂ\ucé.un &M‘@EJ\AY‘U‘&ML}%&JwM@‘A‘MWJJMMJM\ d.\.ai
Akl e Sl 43S 5l 500 e el
el il
el i) dalall Aisgl) (pe 5 pobm Juiill sk, @
:B)aj\ IR [.ILAA
Ly il o
B);J\ QLL\AM eua.u BRI :U}\)A.a EJAJ\ élal.\.d\} JLAI\MM Akl Al %) )ALA]\ uag;)ﬂ\ °

‘(Technical documentation) & —ald) -l

u b WN PR

(<)}

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
. 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. Device description

NG R

- 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 Adescription 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): Jus¥! 4&Lu

- A summary 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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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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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 Applied for all classes

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).
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Appendix IV
Check list of the imported IVD registration & Local IVD have and international Quality
Certificate
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s (asl S petialls dalad) 33 sal) g J glail) clales (Ll

IVD Directive 98/79/EEC . o S3 a3 Wl 1aliiul European community J) (8 4aiidll el @l e ol ]

Clalgdll

Class

IVD Directive & _sS% DOC  33algd1
. .... .~S|‘5

Jsall saa) ol Lasall aly e "FSC" J s Balgis 2
Az )

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

IVD & LsS% DOC sl 1
il Directive
aa) sl Laall aly e "FSC" sl saled 3
Agra yall J5
1S0:13485:2016. s .4
6.CE Il 33lg 5

or 33lgd CE IV,
or sl CE V+VI
or sl CE V+VII

IVDs for self -testing

Examples:

*pregnancy, cholesterol home test
* self-testing devices

IVD Directive & _sS3% DOC salgd |1
il

aa) sl Lanal aly e "FSC" sl salgd 2
Aaa el Jgall

1SO:13485:2016. 33l 3

.CE IV 3ed 4

or sl CEV+VI
Or 33ed CE V4VII

IVDs in Annex Il List B (Moderate risk)

Examples:
Rubella, PSA,

Self-Test for Blood Glucose strips

IVD Directive Y& ,sS% DOC salgd .1
oy
S Ll ol e "FSC" Jsluisaled 2
dpa yall Joall (521
1SO:13485:2016 sl 3
CEIV 3l 4
or 33l CE V+VII

IVDs in Annex Il List A (High risk)
Examples: HIV, Hepatitis, ABO Blood Grouping
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'FDA (2 o S5 a0 Ll IalulUSA (8 dadiall 2o gdl) e ol 2

Calalgsdl Class
without GMP CFG 32l -1 Class |
caiaill Ly S etter of declaration 32l -2
Code of federal regulation -3
21 CFR 862, 21 CFR 864,21 CFR 866
with GMP CFG sagd -1 Class Il, and llI

sdled SICFG+1SO13485:2016
caiaill Ly S |etter of declaration 33l -2
Code of federal regulation -3
21 CFR 862, 21 CFR 864,21 CFR 866
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A slhaal) chlasioall

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
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(Technical Documentation) il cald) Gl

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- Device description

© O NV 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) Jec ¥ 4iLu
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.

Ll s Alenall (ol g0 J 5h5 5 Jymnci) dpaplaiil ael )



& (T e

Appendix V
Check list of IVDs importation approval

Acceptance No.

Applicant name

Medical device name

Manufacturer name

Country of origin

s 4] i) 4880 gal) Callday daldl) clatical) oY
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(DB (5 sl Ja¥l) Ay peadl)

:Clinical Trial 1= % 3 i) oS Ja 3-10-

Adial) dgally Anlal) & gad) CLENAT dna) el A all Liall) 438 5 -
() L) 58 55 pall haliind Qs ol jlad) sl 33 ga g Jlcan) (g (Ssy)
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A YW G asll o aa) Aad e () 2011

(3> Clalgd a5 pae Alls ) Afing dgad 2 ) 5l (a3l 4y e 4S )l o) sisdl) (IS s (8-

Adinydea ol iy S e 0 sl S Js i
JUUARS | RIS PSR L IR R [ PN EQ P WON I3 L BN &
cgalad) Eamll m jal 1 ke sl i 3 i) GS s -

iy La) g dpadiill cliphil) 8 Lgaladin) aae 53,50 5l e ineall ariivadll 5l saiceall Agall e agad A iy
Gl jlwal) 3US e il (kg hdh (eadedll Sl sl Jlaad) dl) Lelal e a0 clVlaall e Lellasial

A il GlafadtnS

Uae <Y PRECIIR s For Research Use Only 2l a3kl o Al Ja PLIRPTY Al e pall 24 Y-
Asiadll 4,80 palal) & QUK IFY S labelling i IS (e dlld g adii ff b

s dualdl) Bagall g Jolail) cualgd Ll

IVD Directive (2 oS3 i Wl laliiul European community J) (2 dagial) acl @l e 2l 1

98/79/EEC

ifalgcd)

Class

IVD Directive & LS DOC s |1
il

gaa) sl Laall aly e "FSC" Jslaisales 2
Lz yall J 5

Jlexiu¥) (e a3l a2 Catalogue .3

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

IVD Directive & LS DOC dilgd |1
il

aa) sl L) aly e "FSC" Jlaisales 4
L el J sl

1SO:13485:2016 3l 2

6.CE Il 32l 3

CE IV 33l or

CE V+VI 33l or

CE V+VII 33l or

e paall a5y Catalogue N .4
Jlasinsy!

IVDs for self -testing
Examples:
*pregnancy, cholesterol home test
* self-testing devices
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EARIPIA] Class
IVD & LS DOC salgsd 1 IVDs in Annex Il List B (Moderate risk)
—uwiaill 5 Directive Examples:
aa) o Lasall aly e "FSC" Il aled 2 Rubella, PSA,

dama yall Jgall
3
1SO:13485:2016 33l 4
CE IV 33gi 5
CE V+V| 33l or
CE V+VII 33 or
Jleaia¥) (o mjall a0 5. Catalogue

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

IVD Directive & LsS% DOC sl 1
oy

@aa) o Laidl Al e "FSC" Ul salgd 2
gnn sall J

1SO:13485:2016 sl 3

CEIV 3gd 4

CE V+VII 33l or

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

Jlaaia¥) (e a all a o catalogue .5

'FDA (8o S3 a5 L LUWUSA (8 dxiial) o) gdll e oy D

Calalgll Class
without GMP CFG 3l 1 Class |
caiaill Ly S |etter of declaration 32les .2
Code of federal regulation .3
21CFR 862, 21CFR 864 or 21CFR 866
Jlexin¥) e G il a5y catalogue .4
with GMP CFG sl .1 Class Il, and IlI

13485:2016 CFG+ISO 33lgs sl
cauaill L Sk letter of declaration 33l .2
Code of federal regulation .3
21CFR 862, 21CFR 864 or 21CFR 866
Jexin) (ja a2l a5 catalogue .4
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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 Jwxiw¥) (3 (a jall a5

Al all) 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 Juain¥) (e pa ) mia g
1-Medical device active license Class I,
(In case Medical device active license is issued for medical device family, medical I, Iv

Ll s Alenall (ol g0 J 5h5 5 Jymnci) dpaplaiil ael )
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walsa e el 1-Facilities & Utilities
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Gowning area
ddhaie a5 padl (ol g LA (Sl Jladind L o Sl Ashia) s cpedlall et dddaia
(Unclassified) 4éias e

iaal) Jal Ll )l oy A A3l e g lall 4 Juad sy

Gowning ¢= De- gowning Jeed

a4 &) gg ddkaidl) J‘M‘JGJ&“_A\ ;\;@J\&_\thf‘)ﬂsy@&}@ﬂ‘)m_)ﬁyuu .

Jiias il 5f e (22a (e - Step over bench Lockers s e

sl s Al laall adle s Adlaie Ganadd iy

iaall Gl Al s ¢ JLEN Gudlal Locker panads iy

WM\J#%gg“wJMJﬁJGAﬁ

(disinfectant) Y kil 8 jelaa 8ale b 55 oy

deasAla 853 el Jual g 0 g2 dacli prdand ld Ay 8 Cilpia jY1 g Jail sall 0 65 O o

A gl el sialy e ¥ Cuag deliall Jpal Uik allad Gl Cangd (9203 daal 58) Jucal 8

(Sbda ) de gad A )3 iy 585 Dl

s A el 0685 o 220,10

dlasa e s selial) ()5S O .11

3yl ol piall (e Ajleall 4 gq3 dath of e Taall AL 58 sl (e G dlla pia s cany 12
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g\l\‘}“ dakaig

Controlled Area

e b leali) o jid Y Sl clainall ol ) Lead iy ) Ailaial) 4 sAaSaall dilaial

(clean room) &audas

aaS a3l Y g Aliadia (585 O n

Grulie 4568 Jhan i 5 i

%65 skl 5 A sie A 53 308 sl Ay (s2e5 Y oy

lida 2 ol 5l 5 50l il )3 Gty Lad sxiie JS0 Al cldal 1Y) o ladiasd sle ) ye cany

MSDSJ ks 5l /5 zitall Cilieal ga 5 iy 3algdd

s g Ay sl )l Jame (adal Leall) o ding dlare Cdl S o ga s Jla G

A sllaall 45l )l (5t (s AY) dprigh) Gkl asl 51 Dehumidifier

O OSay N Ganadie das (550 S8 A gha )l g 80 jall Sila p3 sy (wld oy 6
138 5 puall il 13) 4l o ga )l g Jasndiall Al (g plal) Aalie DA

ClSley ) Clanally diale culalae (ol 5 Ay gha 5 5,0 all cilajn (el Cilalae 5 plae oy 7
s yall @A\&%@L@J;\jﬁ&@iﬁ}a#&m Ctby‘

gl dallaal 3ol (o V) ladiian) Jmy g 4 85 Al g slade G J¥) 685 0 oy .8
QL\...'AJY\

Ll e cldauy) Lisl controlled room Jb Gale & avadi iy 9

DwiNk

[

< Clean room J ) Controlled room J ¢y o s ziie z 5 52 3 5w Al 4.10

(Y elasin)
double bag * il pas @
dynamic pass box / classified air lock & e e <0 @
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Clean room
diaie 482 b leali) Ja ity 3l colaiial) Cadas g o) L o 3 ddlaidd) o cdadadl) dlaidl)
(classified clean room) 4

secondary gowning area &l Gudle s dihie Ll o aay
secondary gowning ¢35l &/ step over bench e L4l &/ DE gowning ik
interlocked <l s oS8 of g
secondary gowning area classified as clean room class D / 1SO ¢S5 o)f e
daglal dabaidl) N Jlead) J 0 el jal 7558 SOP oy o
JSss B0 0 (30 (o Jle (3 sl (g Jasall (38 (bl 3 plee ol puay i
G IS Cle) Bl daal ya s Jamasd ang
I (10 - 5) G O sl s Al G Jaiall 38 ) e S
more positive s sell Usiia A olai¥l 8 Gl 50) i Can

dea e Gl YY1 ) Caiud) g Rga e Jai sal) pll) oS ol g elale ail sall g cilica ) Qjﬁoig._x;g:_
( curved) gl dad o) sl JSy Al

dia (Kol % 5 -/+ 65 sk Vs dsiada 02 - [+ 225, al da o Vi Juady
ziially Auals dgd il il

iy bl aladiud Al 35 clean room JI Jals Aeball &5 o qasg i) e deldall Ja (.12

Physical separation Jwé Jac o ol
Dynamic pass box / classified air lock e cilalall i) &5 o sy 113
G Lee Ll 5 Anilall il ) & return grills JVs <l & supply grills J) o5 Ol e 14
o 50 @ LYl G sl
S 2.6 e Sl V5 Caid) o e,V U8 Y sy 15
:class D J b o) sell jusd Jaxae 58 of na 116

Number of air change from 15 to 20 changes per hour according to ISO
standard 14644
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Lab
ke
A -1
J sl G (e A 3O 3L 5 digall O 5all aiaadly 53 sall A pe pae A EsE O g @
Jlaall (s (& s (uad 508 () A8LaYL) (6 s b /5 sk il /Alaia [ asle (ol )
aldail (88 5 dgalall 5 e laSI athaisl e (il 5 Jarally et jall Cplalall pses sy of cany @
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Aail e S5 50 JS 85l 5 <l leall Al 4 prall g o pill g Jaalilly el Ja o ony @
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Measuring s measurement accuracy ol Ay (S Levie Glasdll Blae oy @
el AlSa) aaail 4y 5 pall Glaadll 5l /5 A validity 4aa e 3% uncertainty
metrological traceabilityztill o 5 yiall
Calibration programs_leall mali ol WYl iy @
8_plaall (e Barall i g ria 53 Al Labellingoldlall pag iy @
Al i Lgaladiind alad Vs L se ol o) casa Out-of -servicedeadll z A Clasdl jagpads @
e S et Ll (g (331
Records <3audl -3
Gl b Ly Jamall dail e 555 o)) oS 1)) Clamall L LliaY any @
, Jsdll plas 5 adjustments Caadll &5 calibration dodedl Zlis aelse o
acceptance criteria
, due date of next calibration or ) el Jdualdll 5l 5 jleall Blsinl &6 o
interval
maintenance performance &l ¢l s maintenance plan aall iaa o
<l 5 ¢ malfunction Jdke¥) i ¢ details of damage <l Jwalss o
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il Records <X 5 IPC process and procedures Giisicos: o
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Water system
bl:\AM :\.ka.n

) 3N Ly i 5 Al elpall Aane aiaall 8 i) 555 G Gaag 4306 il b olaall aladind Jla 3 1
Cliia go g pxiiall 4adl) ddal sally Lgale (s saaiall 2l cldal 1Y) ae (Galdaly Loy olpall LY da 33U
ASTM J) &l jlaal duaal i lgle o geaiall Lesall alaiin olyall

1100 3_seall el Al 8 Ll &l e 53RO U (10 3 jinan 8 el obaall dase S5 ) ¢Sy 2
My Ll el ALal olye Adane i 55 amg 48 Al 030 (e SISY wiaal) il Al i L sy
(sodium il o 523 gaall (s aUa 5l g0 )SH 3l g pudiall 5405 Saall
A il sall @l RO J e AN Als e RO JV 32 5 s'metabisulfite)

3 ypall RO (oSl a3 jeal e alaie V1 (S 0 335 0 s pilee (S5 sl aladinl s 33
ZUEY ClaliaY Gl sbyall dalles ddase JMA (0 )

s I8 e 0 AT 138 55 O g Y e g8 0 335 () rlind ClaeSy g pladil Jla (8 4
(loopgalaall Jlsall 138 (e lean s 53 5 Led 520 (550 ) (39 239 304 i il (g0 sl e ((3le

ldal sl Lgiaa (pa SSUl slally dalad) <) JLEAY) 3535 o) ja) aiadd) e cany 5

Material controlai 832l 5l al jid¥) Wil siadll e outsourcing of water s & .6

2-Material control

(‘approved supplier list) saaisal g3 salls Aals 1 535 o a1

( supplier selection check list ) g sall JLis) slae Aaild pung oy 2

quality , safety , and ) l¥1 5 ¥ 5535l (adi plaa JUAY) jlae el o iy 3
( performance

3-production /process control

most critical processes / stepsé_ysha Y1 &l ghall 5 clilasll yaa3 aiadll e cal
giadls e ya) i 3l Apnsieadll ol gl gl dd @il sall e Toli

Validation of
critical processes

83 sall Cilaal (38as 8 agiaalie 5 aa ) 5aY Cpleladl @) o) 5 agd (e 2SUN piadll e Cany 4

Aaa )l el dn LA a5 485 50 el sl g piadl) e ang 2 Oy Gl A

a5 Aalal) C el Jads aiadll e any 3 da sl aldeal)

el 4 g8 st g iy i)l iy Of aiadl e can | Traceability &

AUaill 13a = 5l g4 iy il ($ga 6l a) a2 Identification

el o AT = ) (5 50 o) pa) oL wiiadl) e iy 3 Ased) paas 5 il

On s Jlee ¥ o el 5 Gl sl (alad ) 8 La il 53 o 30U 3ol e wiaall dasy o s Competence &
il ga e yilill Leila Training

o3 elisin) Ll o il (6 LAYT il Aa3) o/ 5 o glaall Gy pxil 65 pinalll ey 2 il 36l

lallaiall
Sleljal (e 0dA) & e duleld aili piadll e iy 3

AR ol gl DS 355 pimdl) Ll a5
Olaladl @l a5 Al len 5 )y Aalall Elall Lais gy 6

il Aleall Cadl oI ) Jumnsl) Asaalaiil] ac | i)




& (T e

i) 5 Al Jshaill Laia 3 jlagudl st 5 laua o yad (sildae paadl il o)) e 5SU) paadll e caaa 1 | Non Conformities
3 graila Glaal) are YIS

Agyaql) ple QY\A@&MA.\\,};MUQQM\ 220 (3 ga el a) @b}&aﬂ\&c Qa2

e o3 i Le 5 Ul pie s ) el Loy 3 bl aed 3o e il e a3

S il oda Jads E) Ll Gled a)

Clel_aY) A M85 waadll e cing aall 3 sadl b aeiiall J 5t 2 AGtaall ade deay Jla 6 4
4kl a3+l potential effects daisall cil L3l effects / <l il ae ol

4.Record/document control

:(General Requirements) ale bl
provision of 2 sl 4 i management activities- 3_2¥1 dasay cililac)sa sall 3 la) alail e 33U Clileal) ol () ang
( product realization and measurement 4L y xiiall (3:8s5 5 cresources

. 1SO 13485 5al) jlmall illaial 168 5 aillad e Jadlay g aple Jaila, 5 ok 5 485 515 52 gall 3] allai gieaall s o a1
il elail puan 8 Leludaig 33 gall 3 1) AUail da U Cililaall duaad aiadll e ay 2
Cilaleall 238 Jeli 5 Julus 13a gl e ciny 3
Leale 3 hanll 5 Cililaad) 038 Jaan (e JS Aleld (lacal da 5O Cullall ] 5 julaall aaa aiiadll e a4
Cilaleall 038 41y 5 Jaaei pe ) e SO0 il slaall 5 3 ) sall il 65 lara i) e a5
Cilleall o3a Jlagy Guiy s whemall Bl o any .6
llaal) o3a Ayllad e Jalial) g Aadadall peiliil) (giinil Za 3 il ja YY) 2t gieadl) e any 7
A sall Al diia) sal ) o il 188 g aiaall U8 (ge claleal) 038 3 0] oy o) Cang 8
83 gall 3 la) alas Jals daa A jalac Dlaiu¥) Slileal) oda Jie e 3 il aaai a9
(Documentation requirement ) (s sill cilalia
T QMS 5352l 5 allai G5 e o a1 (general )isle .1
83 sall Calaal g 30 galdl ddind 485 0 bl -
. Quality Manual2sadl il -
) sl Zula) ddal gall o3 Leallati 1) A8 gall Cile) 2! -
Leilend Jlail) Sl 5 Jyanil) g Jaladiill (Jlanial dadaiall Lgabing il (5305 511
el sl sl Lty 3l bl -
a5l A gl il Sl Waoasi s AT il (s -
I N sy (s sing o Ll cilatiall (e g 3 JST cale dain 5 oL wieaall e g 2
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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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[COMPANY NAME]
(Nate)
MANURAC TURLR™S COMPMITIALNT ADUUT SARLIY OF IVDS

Declaration (1)
For INVDs Class (Genwrsd, Seldl-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
ot kelestd i Uhe Argb Republic of Cpypt, hes not received any regulstony sctions (Including but not limited
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.

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 kgyptian Guidelines for Medical Dewice Vigilance System.

(Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Apent] - the company’s apent in the Arab Republic of Crypt, and rmakes 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)

Lol dlenall (ol oS0 J 515 5 Jumnit] Apalaiil] 2e ) )



[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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