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No. 1 | Process A
Symbol Coml item Record
Incoming - Commercial invoice
1 ‘:: > parts & Check quantity S;asr;ggrd brpars/y|,. Purchase order
materials P - Parts In/Out record
<Parts & Materials>
- Quantity
- Appearance
i L QC Report
i :hl:*e't“:“a‘ed Uncat *Report #: C-BD100-1
2 @ (Laminated - Limit of detection test lrtlaspscu;)n *,/;or Patr;sl ? lgg;i)l;azls
Uncut-sheet) - Reproducibility test sandan cporein = £
- Migration speed for Laminated Uncut-
- Background Sheeb
Condition
- Sensitivity
- Specificity
- Check the
Cutting, specification of size 8 :
> Working Working report
3 E] A bly, -
S::Ieir:g o :g‘e,vnetr'fgf‘;izie;:nd procedure *Report #: C-BC600-4
- Inspect appearance
- Configuration ; ¢
i E] Package ) Label?ng Working Working report
- Packaging procedure *Report #: C-BC600-4
C - Appearance i
5 ?Finished - S:r?sitivity Inspection QC Report
product) - Specificity standard *Report #: C-BD100-4
l QC
6 (Finished - Configuration Inspection QC Report
product for - Printing information | standard *Report #: C-BD100-4
Packaging)
Control - Product In/Out record
- Check quantity and ed i [ Inventory inspection
7 ':> Storage expiry date pf c:t uxlﬂelreco‘; table
- Storage environment 9 Am s - Product In/Out
products A
requirement record
Control
. Check quantity and procedure record
8 Shipment expltydate cFmaterialoand Product In/Out record

products

Overview / Galil Medical develops the Device Master Record (DMR) during the design and
Policies development project. The DMR contains all documentation required to consistently
produce, test, install, and service, devices that meet established requirements.
Purpose The purpose of this document is to
e describe the creation of the DMR
e identify the documents that are part of the DMR
e describe the process for maintenance and change control
¢ describe how the documents are stored so they will be secure, protected
from damage, and readily retrievable
SOP QA-SOP-100046 Control of Documents and Records, includes the process and
procedure for creation, review, approval, distribution, change control, revision
control, and retention requirements of documents.
Scope This document applies to Device Master Records for all Galil products and devices.
Applicable The following table lists documents referenced in this procedure:
Documents

Document Name

Document Number

Control of Documents and Records

QA-SOP-100046

Engineering Change Order (ECO)

ENG-SOP-100013

Design and Development

RD-SOP-100077

Lexicon

QA-SOP-100109

International Standard

ISO 13485

Canadian Regulation

1SO 13485 CMDR

Medical Device Directive

MDD 93/42/EEC, Amendment
2007/47/EC

FDA Regulation

QSR 820

Japanese Regulation

MHLW Ordinance #169

Equipment & N/A
Materials
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