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Technical documentation ( < ¢ S Lall Cali: (M5

REGULATORY REQUIREMENTS

.1 Administrative Information

1.1. Name of manufacturer

1.2. Address of manufacturer

1.3. Name and Address of any associated manufacturing sites

1.4. Statement of legal liability (designing a from for the manufacturers to follow) (attached)

1.5. License of manufacturing no or (IDA)/ Investment License ( attached )

1.6. Data certificate no. (Attached)

1.7. Industrial registry no.(Attached)

1.8. Latest commercial card (Attached)

1.9. Name of authorized Contact Person Authorized Person
Delegation Letter (attachment)
And name of Person responsible for regulatory compliance an contact details
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1.10. Tel

1.11. Fax

1.12. E- mail

1.13. Web address

1.14. Declaration of conformity / letter of declaration according to the adopted regulation_(Attached)-

1.15. Certificates I1SO 13485:2016 from accredited certification bodies (Attached)

1.16. List of the harmonized standards, Common Specifications (CS) and other standards relevant for
the product (Attached)

1.17. Qualification of person/s (CV’s) and or team perform the clinical evaluation report, risk management
and biological evaluation reports

.2 Product description

2.1. Product name

2.2. Trade name

2.3. Intended use and performance claims comply with I[FU

2.4. Definition of the intended patient population and medical condition for which the device is intended

2.5. Adopted regulation , Applicable directive

2.6. Classification of the device and accessories (according to the adopted regulation +equivalent
classification in the European regulation)

.3 Manufacturing

3.1. General description of the manufacturing processes

3.2. Manufacturing Process Validation (if applicable)

3.3. Work environmental conditions in the manufacturing process (according to device nature) and clean
room validation if applicable

3.4. Description of sterilization process

3.5. Contracts with manufacturer/subcontractor

3.6 Critical supplier list, agreements, and certificates copy

.4 Product specifications

4.1. General description of the product and variations /definition of the product

4.2. Description of accessory equipment, adapters, equipment and other devices used with the products

4.3. Composition of the product, components used, list of parts
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4.4, Material specifications/ substance used

4.5. material safety data sheets (MSDS)/ Component certificate of compliance

4.6. Construction documents, technical drawings and product photo

4.7. Functional description of the major components

4.8. Specifications of the packaging material

4.9. Declaration Letter for the packaging (to declare that the packaging material is compatible with
sterilization method, storage conditions and transportation conditions)

4.10 Indications and contraindications of the product

4.11 Final product release criteria

5. Biological compatibility

5.1. Compliance with ISO 10933-1 (Biological evaluation assessment report) and Chemical characterization

5.2. copy from laboratory accreditation

5.3. Justification for any deviations

5.4 Biological evaluation report and summary

.6 Quality assurance measures

6.1. test plan /protocol
(incoming materials, raw material, in-process contain, end-control)

6.2. test report /analysis certification (test result)
(incoming materials, raw material, in-process contain, end-control)

6.3. Batch documentation, product traceability

6.4 documents master list

.7 Information Supplied by the manufacturer

7.1. languages ( English/ Arabic)

7.2. product labeling (Evidence of compliance with I1SO 15223)

7.3. additional documentation ( IFU, user guide, service book, information for patient)

7.4. warning / special precautionary measures/ Contra-Indications

7.5. symbols used

7.6. storage/ transport/ disposal

7.7. brochures, marketing material (matched with intended use and claims) , if the brochures and marketing
material via website link must be submitted

.8 Software (If Applicable)

8.1. development methodology
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8.2. concept of software life-cycle

8.3. URS (User requirements specifications)

8.4. Functional Specifications or software specifications (FS)

8.5. Software module test (test plan, test reports, SOP)

8.6. Information about the used programming standard (which guidance was applied)

.9 Product Verification (Performance Testing) (According to manufacturing Standards)

9.1. Essential Requirements compliance and checklist

9.2. Performance tests complies with product standard (through third party, Accredited national or international
lab or at facility under supervision of the inspection team including NODCAR member)

9.3. Electrical Safety
9.4. Packaging Validation

9.5. Sterilization Validation , subcontractors contract if applicable and certificates

9.6. Shelf life tests (in-house or outsourced) including packaging integrity, device performance and
Biological safety

9.7. Bio stability test (influence of the biological substance onto the product (implantable devices)
Rephrasing: Life time of the product (performance of the device through its life time in human body)

9.8. Software verification and validation (EN 60601-1-4) (Through accredited lab.)
9.9. Electromagnetic compatibility test report (EN 60601-1-)2
9.10. Evidence of Compatibility with other medical devices/ Medicines/ preparation

9.11 Transportation and handling validation reports
9.12 Usability study

10. Evidence of Compliance with 1SO14971

10.1. Risk Management Plan , analysis and control

10.2. Production and post-production information and risk benefit analysis, undesirable side effects, ..etc
Risk Management assessment should be conducted for the entire life-cycle of the device (from initial design
concept up to and including device disposal).

11. Clinical evaluation assessment

11.1. Clinical evaluation report (CER) - All protocols and reports quoted in the clinical report ,- Copies of the
publications quoted in the clinical report

11.2. Clinical investigation OR Justification from Manufacturer for not implementing Clinical investigation
12. Post Marketing

12.1. Post marketing plan (reflecting the residual risks resulted in the Benefit/risk analysis) to be submitted
annually
12.2 copies from last complaints, incident, recall records and reports last 5 years
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12.3. Post marketing surveillance(PMS) report
13. Regulatory procedures

13.1 Copies from all regulatory procedures (Clinical evaluation, vigilance, change control, recall and advisory
notice .... etc.),
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a. City water tank (made from stainless steel grade 316 L, or Polyethylene, or polypropylene)

b. Sand filter

c. Carbon filter (activated granular carbon), at least one filter

d. 2 (duplex) softener.

e. Storage tank for soft water

f- Reverse osmosis or ion exchange resin or electro dialysis. (For purification of water)

g. UV lamp

h. Bacterial filter 0.2 micron

i. Stainless steel tank for storage of purified water (Storage conditions are either above 85° C or
below 25 ° C)
Cytasll o Jall piliuall dapdal daanlio oluall ilaolge 0S5 Of e -
sy
S SYICST/ BPYVHIPIN ) IR VR EN [ KW L WOMN SR PN [ SVES P e
There should be a spray ball and vent filter in the purified water storage tank.
- Dead legs (ends) must be avoided.
- There should be continuous water circulation (no stagnancy)
- Daily monitor of water at multiple sampling points

All tanks must be identified and water direction must be -
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lie typically in the range of 5 Pa to 20 Pa, to allow doors to be opened and to avoid unintended cross-flows
due to turbulence
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[COMPANY NAME]
{omee)
MANUFACTURES'S ENDORSEMENT ABOUT SAFETY OF MEDICAL DEVICES
Declaration (1)
For MD= Clazz 1 and lia
Dear Head of the Ccentral Administration of Medical Device,
Dear Head of General Administration of the medical Device Registration,
For the following medical device applied for registrant/re-registration/variation of marketing
authorization in the Arab Republic of Egypt:
- Medica!l Device Name:
- Medical Device Modeis/Codes=:

= (Company) uncdertakes that the medical device applied for registrant/re-registration/variation,
which will be marketed in the Arsb Republic of Egypt. has not received any recslis. FSN= or FSCA=
in respect of (Models/Codesz No., Lot/Batch No., or Serizal No.), in the past (3) three years before
= (Company) undertakes that in case of any recsiis. FSNs, or FSCA=s raised sfter submitting the

registration/re-registration/variation application file snd before grantine the marketing
Authorization of the medical device. those recsils. FSN=. or FSCAs concerni the = of the

medical device in respect of (Models/Codez No., Lot/Batch No., or Serial No.) will be communicated
to the “Medical Device Safety Department (MDSD - EPVC)™,. Oy {Agent] - the company’s agent in the
Arsb Republic of Egype.

= (Company) undertakes that since granting the marketing authorization of the medical device and
during the morketing stage, (Company) will be obliged to communicate any incdents (MIRz),
Periodic zafety report={PSR). or Regulatory actions (including but not mited to recalls, FShe, or
FSCA=) o the "Medical Device Safety Department (MDSD - EPVC)” by (Ament) -the company s agent
in the Arab Republic of Egypt. this iz acoording to the Egyptian Guidelines for Medic! Device
Vigilance System.

= (Company) undertakes that there iz 3 vigilance system in place, overzights the vigilance syztem of
the [Agent) - the company s agent in the Arsb Republiic of Egypt, and makes sure that (Agent) meets
all igilance reguirements [in reference to the Egyptian Guideline:s for Medical Device Vgilance
Sy=stem). and communicates them with the "Mecdical Device Safety Department (MDSD - EPVC) .

Sonature
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[CUMPANY NAMLE]
|Date)
MANUFACTURER'S ENDORSEMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (2)

For MDs Class [lb and 1l {1, lla with Regulatory Action)
Dear Head of the Central Administration of Medical Device,

Dear Head of General Administration of the Medical Device Registration,

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

- Medical Device Name:

- Medical Device Models/Codes:

= (Company) undertakes that in case of any recalls, FSNs, or FSCAs raised after submitting the
registration/re-registration/variation _application file and before granting the marketing
Authorization of the medical device, those recalls, FSNs, or FSCAs concerning the safety of the
medical device in respect of (Models/Codes No., Lot/Batch No., or Serial No.) will be communicated
to the "Medical Device Safety Department (MDSD - EPVC)", by (Azent) - the company's agent in the
Arab Republic of Egypt.

= (Company) undertakes that since granting the marketing authorization of the medical device and
during the marketing stage, (Company) will be obliged to communicate any incidents (MIRs),
Periodic safety reports{PSR), 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 Guidelines for Medical Device Vigilance
System), and communicates them with the "Medical Device Safety Department (MDSD - EPVC)".

Signature

Title
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CE: Conformité Européenne

DOC: Declaration of conformity

EDA: Egyptian Drug Authority

EPVC: Egyptian Pharmaceutical Vigilance Center
FSCA: Field Safety Corrective Actions

FSNs: Effective Field Safety Notices

GMP: Good Manufacturing Practice

HEPA Filter: High-efficiency Particulate Air Filter
HVAC System: Heating, Ventilating, and Air Conditioning System
ISO: International Organization for Standardization
MDSD: Medical Device Safety Department

MIRs: Manufacturer Incident Reports

MSDS: Material Safety Data Sheets

PMS: Post-Market Surveillance

PSRs: Periodic Summary Reports

RO: Reverse Osmosis

SMH: Summary of Marketing History

SOP: Standard Operating Procedure

(Glossary) wlxllaacll 458 . 9
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