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Appendix IV
Check list of the imported IVD registration & Local IVD have and international
Quality Certificate
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» S35 5 Wl laliiul European community J (& dxgiall ac) il e oLy 1
IVD Directive 98/79/EEC
Gilalg &l Class
IVD Directive & LS DOC 33¢i.1 | General IVD
il Examples: *tests for hormones *cardiac
aa) sl Ll aly (0 "FSC" Jshai 332 | markers *hematology and clinical chemistry
.:‘:**%)Aj\ Jsl tests

IVD & LS DOC sl 1
il s Directive
Sl Laiall aly e "FSC" Jshxisaled 3
Aora el Jsall (g2a)
1SO:13485:2016. 3l 4
6.CEIll 33l 5
or 53¢l CE IV,
or 3dlegd  CE V+VI
orsaled CE V+VII

IVDs for self -testing

Examples:

*pregnancy, cholesterol home test
* self-testing devices

IVD Directive W JsS% DOC saled .1
il

b Ll aly e "FSC" J sl sales 2
ama el Jsall gaa)

1SO:13485:2016. 33 .3

.CE IV 3¢l 4

or 3l CE V+VI
Or 33 CE V+VII

IVDs in Annex Il List B (Moderate risk)

Examples:
Rubella, PSA,

Self-Test for Blood Glucose strips

IVD & UsS% DOC 3 .1
sl Directive
s Lasdl Al e "FSC" shuisaled 2
SGRIRUPIN
1S0:13485:2016 blei .3
CEIV 3ed 4
orsalgd CE V+VII

IVDs in Annex Il List A(High risk)
Examples: HIV, Hepatitis, ABO Blood Grouping
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[FDA (5 83 a3 Lol DWWIUSA (B daiall ae ) 8 e ol .2
Gilalglll Class
without GMP CFG 32l -1 Class |
cauaill gy S0 |etter of declaration 32 -2
Code of federal regulation -3
21 CFR 862, 21 CFR 864,21 CFR 866
with GMP CFG 33l -1 Class Il, and Il

sles SICFG+1S013485:2016
il L S [etter of declaration sagd -2
Code of federal regulation -3
21 CFR 862, 21 CFR 864,21 CFR 866

LIS daial) ae il el 3
4 llaall latial) Class

1-Declaration letter mentions full medical device list

submitted to the Egyptian health authority

2-DOC acc. To Canadian regulation mention the
classification Class |

3-Manufacturer certificate to cover export of medical devices

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

4- Medical device establishment license

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

2-Medical device active license

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

N.B:the declaration letter will be sent to the health Canada
to 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, 1lI, IV
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(Technical Documentation) (il <ald) Gl

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

© 0N 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) Jlec ¥ 4o
1. Asummary 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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