duadall Cilojbicuald d3S'sadl BylaM!
Jizeaild doladl 8ylaY!

ol JJui
Slophinal! Juzewds Go!
e Abolol 4é ddouall duda)l
dalle 839> ildlgd

X

dualls Bog2r Clalgd o Aoloel] a4 Adoeall dusdall olojbiunall ey ool aataicdl! Sl

EDREX:GL.CAMD.010 :545I
Q&Jl:ﬁm;}l pé)

18| é_pﬁ

: Gadadl &6

EDREX:GL.CAMD.010 :34!
‘;wl:)h.\.p}’l ﬁéJ



Au.laﬂ C_\Lo)lmﬂ %,SJAJI SY

deeuil dolad! 8ylaY ’_i
Jdl g gixe
ddall Syixall
Y EVREIN \
. Sy | ¥
1 Al I3 Y | ¥
1 dudall Clojbianall Gl | €
v Gadaid! BUas 0
v d> giadl Jgol! 1
\. ool pa dudseall dudall Olopliund! el dadainll delgdl g Cilely>YI v
dalle Baga Balgds A
Yy el jlas-l yliuo! A
v Jueaill Bole) cilslyz) | 2
v Sl Al ).
Yo Oldlo V)
‘o TS M) ) i) L8B3 e Jgsmonl) Diglinall ltidial 1) 3oeko
o yzeil] dbiidll ol
‘" ZY M) sl daslse e Jgpal) dsllas)l Claganll z3l 1Y Goxko
Ayl Apazil] 2oy
3l )l ddoes dcdall Oloslall s Aol Colakiued] 2a36: T (xke
Y Bag> Wihlgd e Aol
™ Sounl 831511 5 Ol Lol Dgllaall Oldiine)l 4656 : € Goelo
v ( Technical documentation ) ()l calell gioa) doolifu] Z3li: 0 oo
Yo dogeledl Oligas 1 1 gocke
€Y Zb.,gla.” QLA}U.«.«AJ‘ ol 5)‘.)}] doddo]l C.\Ul_ﬁd\ VP A M\L)AJ.@JJ : Vé;:lﬁ
£ axball [ VY
¢y (Glossary) wlsdlaal 438 | VY
£y bl | V¢

dualls Bog2r Clalgd o Aoloel] a4 Adoeall dusdall olojbiunall ey ool aataicdl! Sl

EDREX:GL.CAMD.010 :59SJ!

QUU‘Z_)LMA)" \°‘§)



Au.laﬂ CJLO)JJ-M-U %,Sﬁ.ll SY
deeuil dolad! 8ylaY

Bolgd e Aol wilaall puall dde dudall Slopliwdl Jemad) dadaidl Olely2Yl jaso JdWl e e
CE B8ogxJl 8olgd e dol> pé 9150 13485:2016

il Olulas B3lgn sBSYI 0 Jume Kb o (ab pilives gaban psitn I Aduuall Ol sl lasl
SOldeal) d3S5all 5V 0 8)3Lall GMP !

Jeman) dandiicdl OlelyzY Glaw Y- YY L€ YE 08y dopaall slgdl &un by £)giSl 3badl daadl 6 51,8 jduo
dalle 8397 wislgs e Aol pall dudonall dudall Oloj el

Adoeoll ddall lojltunal) Jummandd dnapdaidl] Wilsly2 b poll adaiadl Jdol 51l 69wl oo el s A2y @
dualle Bag> widlgd (Je dlpl> il

Slopliaall Jne (3 dnaladl lyghatlly s paell Ggadl Ol gn sblard (693 S diadons JLasHl 3 0sYl ae
sl Sldseiually Al pulael) By ¢ duauseadly ddonall Cail s b Vg dudall

Ol gas. Y
Y12 dd (101) 08y 0L 3l o)l 1ol LoBIBEEITE ol s yail) o B ajbiuall v
L:g f\.\::.l/.u)U L?Lu.n g.é.bejT cajjgi cdunye @ Lo Sl Jodio 9 ¢ Gaukas 3T &JTjT B:J.:mgi ai:SLogT &.13..«;33?. Blaigijtg_? (:51
02 Wasiuat culb daiasll 301 095 (31 9 s @3 ol dgilie (5,31 slil (ST Bols 9T (39AS] ol ol isal)
1A o, eI e AST 9f B o) dmatimo gl B33k (5l plasciwdl
uo_).cj\ B> R g_,a.;.n:;‘d‘ ‘CM&” ‘Zt_él)dl c&g@}” ‘M| °
sz,o}” R VLN cc)l.c o) (sl e
RPEEN I VS - PPN [ Y OV KW O IRV Y-ES B
Bladl L Blasd) of RN
Jedl Gogds Ao Byladl @
Audall Olojliuall pglas o
&l el (40 8385 Lol ol diiiiall @liaal) (el amall Giyb oy Sloglanll g5 @
e gl oLl g 3 (92 g £l ol Bla ! LS 551 (3 3gsaiall (oludl (oyadl B VT b
S dall QLWL Bgumball diidsy § sdall pibtned] Buelus (Soy U3

39y &)l Sloliuuall 3638 (§ ylgl Cisyaill Gdo  glall piliauadl Cisyal v/
“MDD 93/42/EEC”

“Medical Device” means any "instrument, apparatus, appliance, software, material or other article,
whether used alone or in'combination, including the software intended by its manufacturer to be
used specifically for diagnostic and/or therapeutic purposes and necessary for its proper application,
intended by the manufacturer to be used for human beings for the purpose of:
* diagnosis, prevention, monitoring, treatment or alleviation of disease,
* diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap,
* investigation, replacement or modification of the anatomy or of a physiological process,
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* control of conception ,and which does not achieve its principal intended action in or on the human body
by pharmacological, immunological or metabolic means, but which may be assisted in its function by
such means"

MDR “REGULATION EU 2017/745” (39599 duall Slojliuned! 0938 (§ 3l G yaihd Uido gl il Cisyal v/
“Medical Device” means any instrument, apparatus, appliance, software, implant, reagent, material or
other article intended by the manufacturer to be used, alone or.in combination, for human beings for
one or more of the following specific medical purposes:

— diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease

— diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability

— investigation, replacement or modification of the@natomy or of a physiological or pathological
process or state

— providing information by means of in vitro examination of specimens derived from the human body,
including organ, blood and tissue donations, and which does not.achieve its principal intended action by
pharmacological, immunological or metabolic means, in or on.the human body, but which may be
assisted in its function by such means. The following products shall also be deemed to be medical
devices

— devices for the control or support of conception

— products specifically intended for the cleaning, disinfection or sterilization of devices as referred to in
Article 1(4) and of those réeferred.to in the first paragraph of this point.
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MDR - Article 15 “Person responsible for regulatory compliance”

dualls Bog2r Clalgd o Aoloel] a4 Adoeall dusdall olojbiunall ey ool aataicdl! Sl

EDREX:GL.CAMD.010 :34!
‘;w‘:_)h.\.‘o)" \‘é)



AMIaJl C)LQ)-LAM-U %,SJAJI SY
deeuil dolad! 8ylaY

1. Manufacturers shall have available within their organization at least one person responsible for
regulatory compliance who possesses the requisite expertise in the field of medical devices. The requisite
expertise shall be demonstrated by either of the following qualifications:

(a)a diploma, certificate or other evidence of formal qualification, awarded on completion of a university
degree or of a course of study recognized as equivalent by the Member State concerned, in law,
medicine, pharmacy, engineering or another relevant scientific discipline, and at least one year of
professional experience in regulatory affairs or in quality management systems relating to medical
devices;

(b)four years of professional experience in regulatory affairs or in quality management systems relating
to medical devices.

Without prejudice to national provisions regarding professional qualifications, manufacturers of custom-

made devices may demonstrate the requisite expertise referred to in the first subparagraph by having

at least two years of professional experience within a relevant field of manufacturing.

2. Micro and small enterprises within the meaning of Commission

Recommendation 2003/361/EC (36) shall not be required to have the person responsible for regulatory

compliance within their organisation but shall have such person permanently and continuously at their

disposal.

3. The person responsible for regulatory compliance shall at least be responsible for ensuring that:

(a)the conformity of the devices is appropriately checked, in accordance with the quality management
system under which the devices are manufactured, before a device is released;

(b)the technical documentation and the EU declaration of conformity are drawn up and kept up-to-
date;

(c)the post-market.surveillance obligations are complied with in accordance with Article 10(10);
(d) the reporting obligations referred to in Articles 87 to 91 are fulfilled;

(e)in the case of investigational devices, the statement referred to in Section 4.1 of Chapter Il of
Annex XV is issued.

4. If a number of persons are jointly responsible for regulatory compliance in accordance with

paragraphs 1, 2 and 3, their respective areas of responsibility shall be stipulated in writing.
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5. The person responsible for regulatory compliance shall suffer no disadvantage within the
manufacturer's organisation in relation to the proper fulfilment of his or her duties, regardless of
whether or not they are employees of the organisation.

6. Authorised representatives shall have permanently and continuously at their disposal at least one
person responsible for regulatory compliance who possesses the requisite expertise regarding the
regulatory requirements for medical devices in the Union. The requisite expertise shall be demonstrated
by either of the following qualifications:

(a)a diploma, certificate or other evidence of formal qualification, awarded on completion of a university
degree or of a course of study recognised as equivalent by the Member State concerned, in law,
medicine, pharmacy, engineering or another relevant scientific discipline, and at least one year of
professional experience in regulatory affairs or in quality management systems relating to medical
devices;

(b)four years of professional experience in regulatory affairs or in quality management systems relating
to medical devices.
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1-declaration of conformity
2-raw material certificates

3- Certificate of analysis matching with the manufacturer standard

4- Packaging certificate

5- Storage condition

6- Shelf-life certificate

7- Copy of labels and artwork (as per minimum labelling requirement guideline and ISO 15223-1

8- IFU

9- Biocompatibility study (Biological evaluation according to ISO 10993-1 :2018 )

10- Stability study (accelerated aging study) includes performance test only according to manufacturer
standards-and packaging test according to evaluation .
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1-Raw material safety:

-physical & chemical certificate of analysis for material

-material safety data sheet from supplier

2-required evidence:

-equivalency study.acct to 10993-1 (attached) between submitted device & other CE marked internationally
marketed device

-literature about the safety (including biocompatibility) & performance of equivalent medical device
-clinical'evaluation report evidence for raw material safety, any history for clinical use or clinical exposure data
any existing toxicology & other bhiological safety data on product & components material, process carried out on
RM & risk assessment on it and control, medical device categorization & plan
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I. Pre-market requirements:

For reqistration/(re-registration procedures of medical devices that were previously registered

before June 2022):

1) For class (1) and class (I1a) medical devices that have nodrecalls/ regulatory actions issued for
them during the previous three-year period from the date of applying for registration/ re-
registration:

Hard copy of declaration 1 (Annex 1) signed, stamped and dated from the legal manufacturer shall be
submitted stating that there were no recalls/ regulatory actions have been taken during the previous three-
year period from the date of applying for registration in Egypt. This declaration shall be sent to the Central
Administration of Medical Devices via registered mail

a) For the following Classes:
Medical devices
e | &lla devices with regulatory action
e |lb devices
e lll devices

1. The legal manufacturershall submit PSUR using the template of the National appendix (Annex 2) for
these devices foraperiod of three years before date of applying for registration / re-registration of devices
previously registered before June 2022. This template shall be prepared by the legal manufacturer and
shall be submitted to the Medical Devices Safety Unit (MDSU), based on a transfer letter issued by the
Central Administration of Medical Devices.

2. An electronic copy of the declaration 2, signed, stamped and dated by the legal manufacturer (Annex
3) shall be submitted by the marketing authorization holder to the Medical Devices Safety Unit
(MDSU).

3. The legal manufacturer shall submit post market surveillance plan for that medical device. This plan
should address the collection and utilization of available information, in particular:

¢ information concerning serious incidents, including information from PSURs, and field safety
corrective actions;

e records referring to non-serious incidents and data on any undesirable side-effects;

e information from trend reporting;

o relevant specialist or technical literature, databases and/or registers;
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e information, including feedbacks and complaints, provided by users, distributors and importers;
and
e publicly available information about similar medical devices.

Re-registration procedures of any medical device reqistered after June 2022:

For all classes MDs:

1. The legal manufacturer shall submit PSUR using the template of the National appendix (Annex 2)
for these devices for a period of ten years before date of applying for re-registration of devices
registered after June 2022. This National appendix shall'be prepared by the legal manufacturer and
shall be submitted to the Medical Devices Safety Unit (MDSU), based on a transfer letter issued by
the Central Administration of Medical Devices.

2. The marketing authorization holder shall submit an electronic copy. of the declaration 1 or 2,
according to medical device classification. That electronic copy should be signed, stamped and dated
by the legal manufacturer (Annex 1,3) and shall be submitted to MDSU.

3. The legal manufacturer shall submit post market surveillance plan for that medical device.

For the variation of (For all classes MDs):

1. The legal manufacturer shall submit PSUR using the template of the National appendix (Annex 2) for
these devices for a period of three years before date of applying forvariation. This National appendix shall
be prepared by the legal manufacturer and shall be submitted to the Medical Devices Safety Unit (MDSU),
based on a transfer letter.issued by the Central' Administration of Medical Devices.

2. The marketing autharization holder shall submit an electronic copy of the declaration 1 or 2, according
to medical device classification. That electronic copy should be signed, stamped and dated by the legal
manufacturer (Annex 1,3) and shall be submitted to the medical Devices Safety Unit (MDSU).

Il. Post-marketrequirements:

1. Manufacturers shall keep an updated the post-market surveillance plan which address the collection
and utilization of available information periodically.

2. Manufacturers of class | MD shall prepare a post-market surveillance report. The report shall be
updated when necessary and made available to MDSU upon request.

3. Manufacturers of class Ila, class I1b and class 111 medical devices shall keep an updated PSUR using
the template of the National.appendix for each device. Manufacturers of class I1b and class Il devices
shall submit that document at least annually. Manufacturers of class Ila shall submit that document at
least every two years.

4. Manufacturers shall report serious incidents occurred in Egypt to the MDSU about any adverse events
and complaints related to their medical devices. The period for the submitting initial report (MIR)
shall take account of the severity of the serious incident as following:
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Serious public health Death or an unanticipated Any other serious
threat serious deterioration in a incident
person's state of health
Immediately, not later Immediately. not later than 10 Immediately. not later
than 2 days after the days after the date on which the | than 15 days after they
manufacturer becomes | manufacturer becomes aware of | become aware of the
aware of that threat. the serious incident. mcident.

5. Manufacturers shall report to the MDSU any field safety corrective action in respect of devices made
available on the market.

6. Manufacturer may be requested to submit surveys and questionnaires about safety of their medical
devices / accessories from institutions where these medical devices were used recently in the Egyptian
market.

7. Each manufacturer should appoint safety officer to ensure that supervision and control of the
manufacture of devices, and the post-market surveillance and vigilance activities.concerning them, are
carried out within the manufacturer's organization.

N.B:
Submission of PMS plan in context of registration/re-registration process (Pre-market phase)
will be effective since 01/01/2026.
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( Technical documentation ) (&)1 cakel! Sgize: LG

1 -Administrative Information:
1.1. License from IDA/ Investment License
1.2. License from EDA.

1.3. Industrial registry no

1.4. Latest commercial card

1.5. Authorized Person Delegation Letter &name of Person responsible for regulatory compliance and contact
details

1.6. Certificates ISO 13485:2016 from accredited certification bodies

In case of medical device in a dosage form, and the manufacturer is pharmaceutical product licensed factory
GMP certificate issued from central administration of operation (EDA) is enough
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https://edaegypt.gov.eg/media/nfjaya4h/%D8%AA%D8%B9%D9%87%D8%AF-%D8%A7%D8%B3%D8%AA%D9%8A%D8%B1%D8%A7%D8%AF-%D8%A7%D9%84%D8%B9%D9%8A%D9%86%D8%A7%D8%AA-%D9%84%D8%A3%D8%BA%D8%B1%D8%A7%D8%B6-%D8%BA%D9%8A%D8%B1-%D8%AA%D8%AC%D8%A7%D8%B1%D9%8A%D8%A9-%D9%86%D9%85%D9%88%D8%B0%D8%AC_.pdf
https://edaegypt.gov.eg/media/gmuonfcb/%D8%AA%D8%B9%D9%87%D8%AF-%D8%A7%D9%84%D8%AD%D8%AF-%D8%A7%D9%84%D8%A3%D8%AF%D9%86%D9%89-%D9%84%D9%84%D8%A8%D9%8A%D8%A7%D9%86%D8%A7%D8%AA-%D9%86%D9%85%D9%88%D8%B0%D8%AC.pdf
https://edaegypt.gov.eg/media/gmuonfcb/%D8%AA%D8%B9%D9%87%D8%AF-%D8%A7%D9%84%D8%AD%D8%AF-%D8%A7%D9%84%D8%A3%D8%AF%D9%86%D9%89-%D9%84%D9%84%D8%A8%D9%8A%D8%A7%D9%86%D8%A7%D8%AA-%D9%86%D9%85%D9%88%D8%B0%D8%AC.pdf
https://edaegypt.gov.eg/media/gmuonfcb/%D8%AA%D8%B9%D9%87%D8%AF-%D8%A7%D9%84%D8%AD%D8%AF-%D8%A7%D9%84%D8%A3%D8%AF%D9%86%D9%89-%D9%84%D9%84%D8%A8%D9%8A%D8%A7%D9%86%D8%A7%D8%AA-%D9%86%D9%85%D9%88%D8%B0%D8%AC.pdf
https://edaegypt.gov.eg/media/i3sl14pr/%D8%AA%D8%B9%D9%87%D8%AF-%D8%AA%D9%82%D8%AF%D9%8A%D9%85-%D8%A7%D9%84%D8%A3%D8%B5%D9%88%D9%84-%D9%86%D9%85%D9%88%D8%B0%D8%AC.pdf
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1.7. GMP Certificate issued from Central Administration of Operations

2-Declaration of Conformity mention the following data

2.1. trade name and a general description of the device including its intended purpose and intended users
matched with IFU;

2.2. a clear identification by means of product code, catalogue number or other unambiguous reference

allowing traceability of the device

2.3. the risk class of the device & accessories (if present) and the classification rule(s) applied in accordance with
MDD 93/42/EEC (meddev 2.4/1 Rev.9 as a guidance)

2.4. Description or complete list of the various configurations/variants of the device that are intended to be
made available on the market;

2.5. A statement that the declaration of conformity is issued under the sole responsibility of the manufacturer;
2.6. A statement that the device that is covered by the present declaration is in conformity with MDD & EDA
Regulations and, if applicable, with any other relevant Union legislation that provides for the issuing of
declaration of conformity;

2.7. name & address of manufacturer registered place of business where they can be contacted and their
location be established & also address of factory if the two places are different entities;

2.8. contact details of manufacturer (Tel, E- mail, Web address, Fax)

2.9. References to any CS (common specifications) & applied standards (general & specific)

2.10. name and function of the person who signed doc

2.11. certification body name who issue ISO 13485:2016 certificate, certificate number, issue date & expiry date
2.12. GMDN or UMDN Code

2.13. Where applicable, additional information;

3-Device description and specification:
3.1. trade name and a general description of the device including its intended purpose and intended users,

product code, catalogue number or.other unambiguous reference allowing traceability of the device & complete
list of the various configurations/variants of the device

3.2. the risk class of the device and the justification for the classification rule(s) applied in accordance with mdd
93/42/eec

3.3. the intended patient population and medical conditions to be diagnosed, treated and/or monitored and
other considerations such as patient selection criteria, indications, contra-indications, warnings;

3.4. an explanation of any novel features

3.5. a description of the accessories for a device, other devices and other products that are not devices, which
are intended to be used in combination with it;

3.6. general description of the key functional elements, (e.g. its parts/components (including software if
appropriate), its raw material and those making either direct contact with the human body or indirect contact
with the body, its formulation, its composition, its functionality and, where relevant, its qualitative and
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guantitative composition. Where appropriate, this shall include labeled pictorial representations (e.g. diagrams,
photographs, and drawings), clearly indicating key parts/components, including sufficient explanation to
understand the drawings and diagrams;

3.7. full description of packaging (packaging material, Specifications of the packaging material, no of units in
each packaging level)

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

4-Information To Be Supplied By The Manufacturer: (Iso 20417)

4.1. complete set of the labels on the device and on its packaging, such as single unit packaging, sales packaging,

transport packaging (should comply with ISO 15223 & according to minimum labeling requirements guideline
published on EDA website)

4.2. the instructions for use (IFU) /or other additional documents in case IFU is not mandate in some device
according to device classification which should involve the following:

-the intended patient population and medical.conditions to be diagnosed, treated and/or monitored and other
considerations such as patient selection criteria, indications, contra-indications, warnings;

-principles of operation of the device and its mode of action, scientifically.demonstrated if necessary, storage&
transport condition, disposal criteria,......;

4.3. symbols used (should comply with I1SO 15223)

4.4. brochures, catalogues and similar publications.'if the brochures and marketing material via website link
must be submitted

5-Design And ManufacturingInformation:
5.1. Cleardesign & manufacturing steps with clear production flow chart

5.2. The manufacturing processes and theirvalidation (OQ &PQ only for each critical manufacturing step), the
continuous monitoring, in process inspection and the final product testing:

-Test protocol/plan

-Test report with results

-Updated calibration certificate for each tool & instrument used in manufacturing, validation process & tests
5.3. Description of sterilization process (in case sterile devices & devices intended to be sterilized)

5.4. Work environmental conditions in the manufacturing process (according to device nature)

5.5. identification of all sites, including suppliers and sub-contractors, where design and manufacturing activities
are performed in approved supplier list document

5.6. valid quality agreement between manufacturer & each critical supplier and sub-contractor

5.7. valid updated quality management ( Iso certificate) for each critical supplier

5.8. medical safety data sheet for each material from its supplier

5.9. certificate of analysis issued from supplier for each raw material
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6-Quality assurance measures:
6.1.test plan /protocol (incoming materials, raw material,)

6.2. test report /analysis certification (test result) (incoming materials, raw material)

6.3. Batch documentation, product traceability

6.4. documents master list

6.5. Declaration of duration of technical documentation retention according to device classification
6.6. Product Quality Plan

7- Essential Requirements:

The documentation shall contain information for the demonstration of conformity with the essential

requirements that are applicable to the device takinginto account its intended purpose, and shall include a
justification, validation and verification of the solutions adopted to meet.those requirements. The
demonstration of conformity shall include:

1- the essential requirements that apply to the device and an explanation as to why others do not apply;

2- the harmonized standards, CS or other solutions applied; and

3- the precise identity of the controlled documents offering evidence of conformity with each harmonized
standard, CS or other method applied to demonstrate conformity with the essential requirements. The
information referred to under this point shall incorporate a cross-reference to the location of such evidence
within the full technicaldocumentation

8-Product Verification and Validation:
8.1.The documentationshall contain the results and.critical analyses of all verifications and validation tests

and/or studies undertaken :

1-Design input, output, verification & change

2-Packaging Validation (1SO 11607 or any equivalence standard

3-Sterilization Validation (ISO 11135 for ETO, I1SO 11137 for gamma radiation, ISO 17665 for steam sterilization
ISO 13408 for aseptic filtration or any equivalence standard)

*Bioburden test with clear results should be submitted before & after sterilization process & Pyrogenicity test
should submitted after sterilization process

*For nonsterile devices only bioburden test with clear result should be submitted (ISO 11737)

*Biological indicator test & certificate should be submitted

4-Clean roam validation (ISO 14644 or any equivalence standard)

5-Transportation and handling validation (ISO 12048, IEC 60068-1, ASTM D 4169 or any equivalence standard)
8.2. Re-validation plan (frequency for each process validation) submit validation master plan (VMP)

8.3. Evidence of Compatibility with other medical devices/ Medicines/ preparation

8.4. Usability study (IEC 62366 or any equivalence standard)
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9-Benefit-Risk Analysis and Risk Management: (Should Be in Compliance With Iso
14971:2019)

9.1. Risk Management file: plan &report (analysis, evaluation (involve criteria for risk acceptance) and control)

9.2. Risk Management Report shall contain the following information:

9.2.1.the benefit-risk analysis

9.2.2.the solutions adopted and the results of the risk management

9.2.3. clear declaration of Residual risk

9.2.4 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).

9.3. CVs for risk management team

10-Pre-clinical and clinical data: Refer to annex I

10.1. The biocompatibility study of the device in.compliance with ISO 10933

10.1.1. Biological evaluation assessment report

10.1.2. Copy from biocompatibility tests report (including ETO residual testiif the device sterilized by ETO)
10.1.3. Copy from laboratory accreditation & scope

10.1.4. Justification for any deviations

10.2. Detailed information regarding test protocol, test method, complete test results and test conclusions also
valid updated calibration for all tools &instruments regarding in particular:

10.2.1. Physical, chemical and microbiological characterization;

10.2.2. Biomechanical tests performed in.accredited lab (for orthopedics & dental implant)

10.2.3. Electrical safety and electromagnetic.compatibility;

This information shall typically include the summary results of all verification, validation and testing performed
both in-house and in a simulated or actual user environment prior to final release. It shall also address all of the
different hardware configurations

10.2.4. stability study (accelerated stability study for new registration acc to ASTM F 1980 & real time stability
study for re registration)including

10.2.4.1. Shelf life tests (in-house or outsourced: if outsourced (through third party),study should be performed
at Accredited national or international lab ISO 17025 or at facility under supervision of the inspection team
including NODCAR member) this study including packaging integrity tests , device performance and
microbiological safety (sterility & pyrogenicity, Bioburden test for nonsterile devices)

3-Bio stability test (influence of the biological substance onto the product (for implantable devices) Rephrasing:
Life time of the product (performance of the device through its life time in human body)
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Clinical data:

4.1. Clinical evaluation report (CER) and its updates (meddev 2.7/1 Rev. 4 as a guidance)

- Report should mention valid hyperlinks for all literatures (included & excluded)

- Copies of the publications quoted in the clinical report

-Appraisal plan & results

4.2. Clinical evaluation plan

4.4. Declaration of interest for each evaluator for clinical evaluation report.

4.5. CV for each evaluator

4.6. Clinical investigation study (acc to ISO 14155 or any equivalence standard) only for the following cases:

e New design features and/or new materials

e Anew intended purpose

e Making new claims about the device

e New types of users

e Serious direct and/or indirect risks

e Invasiveness or contact with mucosalmembranes

e Increased duration ofwuse or numberofireapplications

e Incorporation of medicinal substances

e Use of animal tissues other than in contact with the skin

e New recognized risks or the availability of alternatives with lower risks or higher benefits

11-Post-Market Surveillance:
11.1. Post marketing plan (reflecting the residual risks resulted in the Benefit/risk analysis) to be submitted

annually

11.2. copies from last complaints, incident, recall.records and reports last 5 years

11.3. Post marketing surveillance (PMS) report for class | (updating when necessary

11.4. Periodic Safety Updated Report (PUSR) for other classes (for class Ila updated at least every 2 years & for
classes llb & Il updated annually)

11.5. Post Market Clinical Follow UP (PMCF) plan & report or a justification why a PMCF is not applicable

Additional information required in specific cases:
(a) Where a device incorporates, as an integral part, a substance which, if used separately, may be considered to

be a medicinal product, including a medicinal product derived from human blood or human plasma, In this case,
the documentation shall identify the source of that substance and contain the data of the tests conducted to
assess its safety, quality and usefulness, taking account of the intended purpose of the device.
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(b) Where a device is manufactured utilizing tissues or cells of human or animal origin, or their derivatives, and
where a device incorporates, as an integral part, tissues or cells of human origin or their derivatives that have an
action ancillary to that of the device. In such a case, the documentation shall identify all materials of human or
animal origin used and provide detailed information concerning the conformity with the following:

1- For devices manufactured utilizing tissues or cells of animal origin, or their derivatives, which are non-viable
or rendered non-viable the following shall apply:

(a) where feasible taking into account the animal species, tissues and cells of animal origin, or their derivatives,
shall originate from animals that have been subjected to veterinary controls that are adapted to the intended
use of the tissues. Information on the geographical origin of the animals shall be retained by manufacturers;
(b) sourcing, processing, preservation, testing and handling of tissues, cells and substances of animal origin, or
their derivatives, shall be carried out so as to providesafety for patients, users and, where applicable, other
persons. In particular safety with regard to viruses and other transmissible agents shall be addressed by
implementation of validated methods of elimination or viral inactivation in the course of the.manufacturing
process, except when the use of such methods would lead to unacceptable degradation compromising the
clinical benefit of the device;

(c) In the case of devices placed on the marketin a sterile ordefined microbiological condition, a description of
the environmental conditionsforthe relevant manufacturing steps. In the case of devices placed on the market
in a sterile condition, a description of the methods used, including the validation reports, with respect to
packaging, sterilization and maintenance of sterility. The validation report shall address bioburden testing,
pyrogen testing and, if applicable, testing for sterilant residues.

(d) In the case of devicesplaced on the market with a.measuring function, a description of the methods used in
order to‘ensure the accuracy as given in the specifications:

(e) If the deviceiis to be connected to other device(s) in order to operate as intended, a description of this
combination/configuration including proof that it conforms to the general safety and performance requirements
when connected to any such device(s) having regard to the characteristics specified by the manufacturer.

e List of the harmonized standards, Common Specifications (CS) and other standards relevant for the product
e Declaration if the device having phthalate, medicinal, animal or human tissue, blood derivative

e Working Instructions (If needed)

e All Documents should be submitted pdf signed & stamped with clear document codes or ref, issue

number, issue date, revision number & change history table if applied
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Stability study according to stability study requirements template
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According to biological evaluation report template
&Selection of biological endpoints according to nature of body contact & contact duration ( according
to ISO 10993-1)

3-Declaration of conformity

4-Composition/raw material certificate

5-Packaging certificate (material, number of units per pack)
6-Sterilization method certificate

7-Shelf life certificate

8-Storage conditions certificate
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MANUFACTURER’S DECLARATION OF
CONFORMITY

Appraisal plan example

Applied Standard List

Validation Master Plan

usability-study

quality-plan
PMCF Plan
Incident Report
Essential Requirements Leoruill dalall 8ylaY)
Document Master List Aplol p Akoeall ducall ol»}l:.w;.ﬂ e Bag)
Design validation (dlle Bog> Cilalgds e

Design output Review

Design Input Review Sheet

Design change Request

Declarations of interests

CERTIFICATE,OF ANALYSIS

Biological Evaluation Report

Risk Control

Clinical Evaluation report

Stability study
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https://edaegypt.gov.eg/media/0zvgkrpg/manufacturer-s-declaration-of-conformity.pdf
https://edaegypt.gov.eg/media/0zvgkrpg/manufacturer-s-declaration-of-conformity.pdf
https://edaegypt.gov.eg/media/m5xis313/appraisal-plan-example.pdf
https://edaegypt.gov.eg/media/li5gxy0e/applied-standards-list.pdf
https://edaegypt.gov.eg/media/yubhhlpt/validation-master-plan.pdf
https://edaegypt.gov.eg/media/va4lcjai/usability-study.pdf
https://edaegypt.gov.eg/media/m2gdmt5e/quality-plan.pdf
https://edaegypt.gov.eg/media/n1klbwny/pmcf-plan.pdf
https://edaegypt.gov.eg/media/locmi3h4/incident-report.pdf
https://edaegypt.gov.eg/media/d4tkdbfw/essential-requirements.pdf
https://edaegypt.gov.eg/media/bojpw13d/document-master-list.pdf
https://edaegypt.gov.eg/media/m5qeynfz/design-validation.pdf
https://edaegypt.gov.eg/media/jnqnxdjx/design-output-review.pdf
https://edaegypt.gov.eg/media/ci4odvfv/design-input-review-sheet.pdf
https://edaegypt.gov.eg/media/urflelvg/design-change-request.pdf
https://edaegypt.gov.eg/media/xyzbjcrz/declaration-of-interest.pdf
https://edaegypt.gov.eg/media/jazmgzzz/certificate-of-analysis.pdf
https://edaegypt.gov.eg/media/0dkbukoh/biological-evaluation-report.pdf
https://edaegypt.gov.eg/media/kqil0qzq/risk-control.pdf
https://edaegypt.gov.eg/media/w02ho0yx/clinical-evaluation-report.pdf

Au.laﬂ CJLOJJJ-M-U %)SJAJ‘ SY
deeuil dolad! 8ylaY

1 sl
dudall o il b duolse! & golad! Cilllaio
[COMPANY NAME]
(Date)

MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL
DEVICES
Declaration (1)
For MDs Class | and
Ila

Dear Head of Medical Devices Safety Unit,

For the following medical device applied for registration/re-registration of marketing authorization in the

Arab Republic of Egypt:

Medical Device Acceptance Number:
- Maedical Device Name:
- Maedical Device Models/Codes/Sizes:

® (Company) undertakes that the medical device applied for registration/re-registration, 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 or re-registration.

®  (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 and before granting the marketing authorization of the

medical device, those regulatory actions concerning the safety. of the medical device in respect of (Models/Codes
No., Lot/Batch No., or Serial No.) will be informed to:the "Medical Devices safety Unit" by (Agent) - 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 Summary Reports (PSRs),
or regulatory actions (Including but not limited to recalls, FSNs, or FSCAs) and (Company) will be obliged to follow
post-market Regulation and (Company) will submit the Post market survillance report upon request to the "Medical
Device Safety Unit (MDSU)" 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 Unit (MDSU)".

Signature:
Title:
Date
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[COMPANY NAME]

(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES
Declaration (2)

Class I1b, 111, AND (I, la wjifi
Regulatory Actions)

Dear Head of Medical Devices Safety Unit,

For the following medical device applied for registration/@registration of marketing authorization in the Arab

Republic of Egypt:

Medical Device Acceptance Number:

Medical Device Name:

- Medical Device 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 and before granting the marketing authorization of the
medical device, those regulatory actions concerning the safety of the medical device in respect of (Models/Codes
No., Lot/Batch No., or Serial No.) will be informed to the "Medical Device »Safety Unit (MDSU)" by (Agent) -
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 Summary Reports
(PSRs), or regulatory actions (Including but not limited .to recalls, FSNs, or FSCAs) and also (Company) will
be obliged to follow post-market Regulation.and (Company) will submit the Periodic Safety report every year
(for MD-of class llb, I11) or every 2 years (for MD of Class lla)to the "Medical Device Safety Unit (MDSU)"
by (Agent) - the company's agent in the Arab Republic of Egypt, this is according to the Egyptian Guidelines
fordMedical 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 Unit (MDSU)".

Signature:
Title:
Date:
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Annex V National appendix

Legal Manufacturer fulfillment section

Name of Reference countries where the Medical
device is registered

Total Number of Countries where the Medical
device is Marketed

Quantity sold in Egypt Egypt (If it was previously
marketed in Egypt)

1%t Approval date globally DDIMM/YY

1 CE DD/MMIYY

Attach declaration of previous points from legal
manufacturer

PSUR content

Cover page

Devices in the PSUR

PSUR Reference number

Name of legal manufacturer

Version number

First MDR registration number

Reporting period

Annually or Every 2 year

Executive summary

status of action Taken by the manufacturer

status of action Taken by the notified body

Justification for change of data collection period

Statement for benefit-risk profile impacted
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Description of the devices,

Description and status of actions based on
previous PSUR

First date of DOC/ CE/ placed on market/ put on
service/ date for first software made available

Status of MD

Classification

Basic UDI

There is device change in any Basic UDI-DI?

All trade names of each Basic UDI DI if available

EMDN (European Medical Device Nomenclature)

Contraindication

Indication of use

Targeted population

Grouping of the devices

Grouping justification

Leading device

PRESENTATION OF THE DATA AND THEIR

EVALUATION
Volume of sales Worldwide for each Model Basic UDI-DI/ Legacy device name or model
Total Current | Previous | Previous Previous
Number | PSUR PSUR PSUR PSUR
of Period PERIOD | PERIOD PERIOD
devices Q) (2) 3)
EEA
Egypt
Worldwide
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Size and Characteristics of the Population Using
the Device(s)

Post-Market Surveillance (PMS): Vigilance and
CAPA Information

Incidents for each Basic UDI not family If present attached as ANNEX 1(1,2,3)
Trending report (Non serious and expected If present attach

Incidents)

Preventive and/or Corrective Actions If present attached as ANNEX 2

Field Safety Corrective Actions (FSCAs) If present attached as ANNEX'3

PMS DATA INCLUDING GENERAL PMCF ACTIVITIES

Feedback and Complaints from the Market If present attached as annex 1.1

Literature Review

Public Registry

Publicly Available Information About Similar
Medical Devices

Other Data Sources

Specific PMCF Information

Main Finding of PMCF

SUMMARY AND CONCLUSIONS OF THE PSUR

Validity of the Collected Data

RISKS

Benefits

Update to Benefit-Risk Profile

Actions Taken

Additional requests

First date of Egypt License /Registration number If found: DD/MM/YY attached Egypt License
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First Market date in Egypt DD/MM/YY

Attach Distribution list containing contact details
(If it was marketed in Egypt last year)

O
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NO. Code Technical document title
1 IMDRF MDCE WG/N56 Clinical Evaluation
; . f ¢
, IMDRF/GRRP WG/N47 Ess&;:\zltljl Plr;;lcn?les of zalfsftg izlddl-jerl (]))rmzimce o
FINAL:2018 edical Devices an edical Devices
3 IMDRF/GRRP WG/N52 Principles ofdabelling for Medical Devices and IVD
FINAL:2019 Medical Devices

(Glossary) wixllaacll deild. VY

CE: Conformite 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

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

SMH: Summary of Marketing History
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https://www.imdrf.org/documents/clinical-evaluation
https://www.imdrf.org/documents/essential-principles-safety-and-performance-medical-devices-and-ivd-medical-devices
https://www.imdrf.org/documents/essential-principles-safety-and-performance-medical-devices-and-ivd-medical-devices
https://www.imdrf.org/documents/principles-labelling-medical-devices-and-ivd-medical-devices
https://www.imdrf.org/documents/principles-labelling-medical-devices-and-ivd-medical-devices
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