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[Organizational Chart and Responsibilities and Competencies of the Management]
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[VMP: Validation Master Plan]
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[Document and Record Control Procedure]
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[Procedure for the Design of Medical Device]
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[Procedure for the Purchasing and Subcontractors' Control]
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[Quality Manual]

adgl slge (S JAS Jaally g

wrb(jreoyhS o dp eop v (,,5dOS) 6°+°)

a5 o S LA Joall gies

s

QW Jsame (a8 JAS Joasdhgined

(- 9 SASo3I31 o) JAS dyzrl 53 copllas o9 clyr 29y Jold) Ogeanl S Jaallygisns
[Product Measurement Procedure]
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[Measuring Equipment Supervision Procedure]
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[Sterilization Procedure]

Standard Operating Procedures
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[Product Identification and Traceability Procedure]
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[Non-Complying Device Control Procedure Followed by Corrective and Preventive Actions]
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[Recall Procedure]
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[Internal Audit Procedure]
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[Clinical Evaluation Procedure]
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[Servicing Procedure]
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[Procedure for Obtaining the Feedback from Users Concerning Product (Data Analysis)]
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[Procedure for Regular Review of Experience Gained with the Device Subsequent to Its Being Placed on the Market]
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[Procedure for Dealing in Case of Medical Incidents]
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[Procedure for Issuance and Implementation of Advisory Notes]

olyad Syl 9 by dazyi Jlgy 5 S5 Jaallygius




) o
IMED) v Feidom

National Medical alia

Device Directorate R IRAN Ministry of Health and Medical Education Mational Medical Device Directorate
IR.IRAN
W= PU :CJJ& ‘aU
18 BB adgl gy y ddye idgrame b oyleds
‘a..\.c- . . .
.| 3yl 75 & Ao
Jgeds

Lausgl adgl alge 3raual Aidle J>lpe 48 G2l yl5S Jald) Jgamms ddgd SIS 5 Olukiins
( 9Jwl )90 LSLQO&.&QL@'T} CJLm.wy

g,gS)Sy Sleadign 9 Qg b g Qludl slido b 9 (28L ¢ gduw ¢ 395 LSLQJ)_gT_)é 43__9)\.) dlge u.“u)\)f
oolaiwl 3yg0

(PQ90Q91Q.5DQ Joliz) a3 B3I (5138 donso 9 Gaual ildidne
[Design Qualification, Installation Qualification, Operational Qualification, Performance Qualification]
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[Validation of the Sterilization Process]
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[Shelf Life and Stability Test Report]
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[Product Lifetime Report]
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[Verification and Validation of Software]
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[Evaluation of Product Usability]
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[Safety Assessment]
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[Biocompatibility Evaluation]
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[Preclinical Evaluation]
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[Clinical Evaluation]
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