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RIEIEFF

Standard Operating Procedure
Title: Manufacturing Rework Procedure

RBPN R

DR Deviation Report
Batch Production Number

Batch P A

WP Work in Progress Area

PS1 Production Staging Area 1
PsS2 Production Staging Area 2
1P Interim Production Staging Area

Related Documents

TEM-115

Protocol Rework- Manufactured Finished Goods

TEM-125

Protocol Rework- In Process Manufactured Goods

Form-515

Goods Return for Rework Form

Form-555 E

Batch D

Checklist for Tablet Packing

Form-055

Matenal Transfer Order Form

Form-510

Product to be reworked

WAR-015

Warehouse Processing Issues. Return and Rejects

QMsS-085
QMs-035

Example-Checkiist for Batch Documentation
Deviation Report System

MAN-0S5 P

for Line Ci

. Line Opening and Line Cleaning

MAN-080

Reconcifation of Component and Product

QMms-110

and Control of Contract Work

Standard Operating Procedure
Title: Manufacturing Rework Procedure

TableofCont| ' EBNTEIEE :

D BNNIERER

. e fe MR SRIGRE
ooceare | ¢ RUAHESE - BIERBUEAR
. Reworcel ¢ BINTES

Copynqhhww gmpsop.com All rights reserved

Rework-Procedure- sample pdf

9. 9. and distribution of any part of the content by electronic
means are strictly prohibited. Page 2 of 12

1.13

1.14.

1.15.

1.16.
117,

1.18

118

Goods will be transferred to process area (WIP/PS1/PS2/1P) as requested in the form. One
copy of ‘Goods Return For Rework form” will be kept in the warehouse. The original will be
sent with the goods. Finished goods are to be vransferred in the way separated from the
other Raw materials and Components.

When the goods are should check the pallet for correct
product code and batch number. wmmmmwuw«scm
(Form-510).

¥ additional components are required a request will be sent from production by issuing
‘Material Transfer Order Form™ (Form-055) See SOP WAR-015 for issuing of components.
The Rework proceeds. The Rework Protocol must be followed and signed off.

On completion of the Rework the Rework Protocol and samples are forwarded to the QA.
The form ‘Batch Documentation Checklist Form-555 must be included with the Rework
documents. Page 1 of this form must be completed by Production. See SOP QMS-08S5.

All actvites, relating 1o the Rework MUST be ted. Al relating to
the Rework MUST be included with the baich do ded in the
DR or in the specific Rework Protocol

After rework and before the pallets are sent 10 the Warehouse, remove the signs and clean
them using IPA.

can be

ProeedtnforRewotkngProductatConumMMacnnt

The

The

The

performed in the usual p

procedure for Reworking product at a is in SOP QMS-110.

following templates are 10 be used:

TEM-115 / TEM-125.

Protocol must replicate the usual production process as closely as possible. Checks and tests
MUST be in the Protocol. For example, #

check-weighing of packed cartons is part of the usual production process, then it must be included n
the Rework Protocol.

The

Rework Protocol can be prepared by an Operasions team member or a QA Staff. Usually the

Protocol generated as a response to DR.
The Protocol is 10 be checked and approved as follows prior 10 execution:

-_| QA Team member or Operations Team member
.| Production Manager (or delegate)

Q Assurance or

Protocol for Manuf. d Finished Goods R TEM- 115,

TEM-115 is to be used when a Finished Good is being repacked from one BPN 1o another
RBPN
The is © be pr
MMMF-WGOOG
*  Why the Rework is being done.
e  The related DR number
e Initial BPN and Expiry
e Quantity (exciuding original sample qty)

in the request for Rework Protocol for

Copynghtz-www gmpsop com. All rights reserved

d ying. and son of any part of the content by electronic
memaresmﬂyprohbmd?ageloﬂz
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EmEYEEZ(EHmMGMPERE
http://www.fda.gov.tw/TC/siteContent.aspx?sid=1505

GMPmE X #-A WHO guide to good manufacturing practice
(GMP) Requirements

https://apps.who.int/iris/bitstream/handle/10665/64465/WHO VSQ 97.02
pdf:jsessionid=95A07A8COCAB9B4E06628BD7DDB00D35?sequence=2

3 p% m FE FHIRTE i -WHO Technical Report Series, No.992 Annex4

https://www.who.int/medicines/areas/quality safety/quality assurance/An
nex4-TRS992.pdf

BINILEERER

https://www.gmpsop.com/sample/QMS-065-Manufacturing-
Rework-Procedure-sample.pdf
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