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[Late)

MANUFACTURER"S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

[Declarati{:-n (1)

For MDs Class | and lla

Dear Head of Medical Devices Unit,

Dear Head of Medical Devices Registration Department,

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

Medical Device Acceptance Mumber:
Medical Device Mame:
Medical Device Models/Codes/Sizes:

(Company) undertakes that the medical device applied for registration/re-registration/variation, which
will be marketedinthe Arab Republic of Egypt, has not received any regulatory actions {Including but mot
limited to recalls, FSMNs, or FSCAs) in respect of [Models/Codes/Sizes, Lots/Batches, or Serials), inan
interval of [3) three years before the date of application for registration/re-registration/variation.

[Company) undertakes thatin case of any regulatory actions {Including but not limited to recalls, FSNs, or
FSCAz) raised after the application for registration/reregistration/variation 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 Mo., or Serial Mo will be informed to the
"Medical Devices Registration 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 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 torecalls, FSMs, 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




Central Administration Of Medical Devices
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[COMPANY NAME]
(Date)
MAMNUFACTURER'S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

* [Declaratinn (2)

Class Ilb, IIl, AMD (I, lla with Regulatory Actions)

Dear Head of Medical Devices Unit,

Dear Head of Medical Devices Registration Department,

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

Medical Device Acceptance Number:
Medical Device Mame:
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 repgistration/reregistration/variation 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 Mo., or Serial Mo.) will be informed to the
"Medical Devices Registration 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 medical device and during
the marketing stage, (Company) will be obliged to communicate any incidents (MIRs), Periodic Summary
Reports (P5Rs), or regulatory actions (Including but not limited to recalls, FSMs, 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

IMats
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eyl )
EDA Egyptian Drug Authority(4 »aall &) 51 45a)
MD Medical Device( sk a Hiva)
AIMD (el JA12 £ )5 b a i) Active Implantable Medical Device
ISO International Organization for Standardization ((xt8all 4 sl dalaiall)
CE or EC European Conformity (4 .s,s¥) 4d:Uaall)
FDA Food & Drug Administration(s! sl g s1333) dakiia)
CFG Certificate for Foreign Governments(dzsia¥) cila sSall 3algd)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(,al) Jglaill 3algdi)
NB Notified Body(335a cilalgd jlua) dga)
DOC Declaration Of Conformity(4&Uall (D)
IFU Instruction For Use(al33uy) cilagdat)
GMDN Code Global Medical Device Nomenclature code
(Al e 3hiccal) Lpacil pallad) Laal))
REF. (&>_<)Reference
FSNs Field Safety Notices(4zilamall dadludl jladi)
FSCAs Field Safety Corrective Actions(&ilasall 4adlull asauail) ¢ Y1)
GMP (34 4myial clul jas) Good Manufacturing Practice
PMA (Bsedh J& L slaisl)Pre-Market Approval
usp United States Pharmacopeia
ASTM Accelerated aging of sterile barrier system for medical devices
AIMD pd) Jala £ 50 Jal) Jadidl) adal) o jlieal)
CE-Marking P Adle clatiall Aadad) g dauall yulea g (381 5 alal) o Slial) 138 0 e Ja 4y 500
A oY) Agalandy) Adhaially Lgd jlas oty A1)
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