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[COMPANY NAME])
(Nate)
MANUFAC TURLR™S COMPMIPALNT ADUUT SARLLY OF IVDS

Declaration (1)

For IVDs Class (Genersl, Sell-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:

- VD Acceptance Number:
- VD Name:
- VD Models/Codes/Sizes:

®  (Comnpeny) undertskes thet the IVD spplied lor registstionf/1e-registration/varistion, which will be
rovst keleetd in the Arab Republic of Crypt, hes not received any repulstony sctions (Including bul not lirmited
W revalls, TSNS, or TSCAS) in respect of (Models/Codes/Sices, Lots/Batches, 01 Serials), in s interval ol {3)
Uhiress years Delore Uhe date of spplicetion lor repistr stion/re-regist stion/variation.

®  (Company) undertakes that in case of any regulatary actions {Incliading but not limited ta recalls, FSNs, or
FSCAs) raised after the aspplicstion for registration/reregistrationfvariation and before granting the
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 (MDSD - EPVC)" by (Agent) - the company’s agent
in the Arab Republic of Cnypt.

®  (Cormnpeny) underlokes that since granting U imar keling suthorigstion ol Uhe IVD snd during Uhes rossr kesling
stage, (Cormpeny) will Les obliged Lo cormrnunicate grry inddents (MIRs), Periodic Surrenary Reports [PSRs),
or regulatory actions [Including but not limited to recalls, FSNs, or FSCAs) to the "Medical Device Safety
Department (MOSD - ePVO)" by {Agent) - the company’s agent in the Arab Republic of kgype, this is
according to the egyptian Guidelines for Medical Device Vigilance System.

®  (Company) undertakes that there iz a vigilance system in place, oversights the vigilance system of the
(A=t - the company's apent in the Arab Republic of Cnypt, and rmakes sure that (Apent) meets all vigilance
requirements [in reference to the Cnyptisn GCuideline for Medical Device Vigilance System), snd
communcates them with the "Medical Device Safety Deparunent (MDSD - CPVC)".

Signature
Title

{Late)
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[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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