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Issue MR004

Finished Goods

Manufacturing

Input

Preparation Kitting

Note raw disc

allocated to MR004

Select Shells as

per MR004

Select Patch

Components

Sub Process

Etch ID Disc

Patching Component & Shell Assembly

Collect row disc from fridge (Ashby only)

Remove ID disc and check with MR004

Remove barrier disc

Remove shells

Place 40mm Barrier on platform dull side down and wipe the top side with IPA

Tune 40mm barrier over using tweezer shinny side down & wipe top side  with IPA

Take raw disc, remove plastic protection from one side and place the exposed side on

cleaned dull surface of 40mm barrier disc.

Gently Press to remove any air between tow meeting surface

Take ID disc, place on board shinny side down and wipe with IPA

Tune ID disc over using tweezer shinny side down & wipe top side  with IPA

Gently remove plastic protection from the  raw  attached to 40mm barrier

Using tweezer, please the ID disc the dull side on exposed raw

Take myler strip and place in position

place  shell on dome mandrel with the patch hole in position to insert patch component

assy

Take patch components  assy and place within the shell cavity, ensure no gaps or

crease or air trap between layers

Place assembled shell on vulcanising platform

Operate Vucaniser equipment cycle time 3 minutes per shell

Leak Test

Shell

Assemble in

water

Dry Shell assy

Row Disc

Stored In Fridge

Allocate set Qyt

 to MR004 lot #

(Ashby store raw in fridge )

Issue MR003

Shell

Manufacturing

Prep Mandrels

and Hooks

Heat Treatment on

Mandrels (125 / 145

degree C)

Input

Preparation

Mixed

Dispersion

Shell Fabrication

Predefined Dipping

Process (number

of dips to

manufacturing

dossier)

Smooth or

Textured shells
Smooth Shells

Heat Treatment on

Mandrel @ (125 /

145 degree C)

Predefined

Texturing

Process

(QR71)

Soak in Hot

Water

Allow to cool

Strip Shells of

Mandrel

Final Heat

Treatment 150

Degree C

Inspection

1 Visual

2 Dimensional

3 Air Test

Wash

Textured

shells in M/C

Smooth or Textured

Shells

Smooth IPA

wash

DRY Shells

Storage

(Shell Kan ban)

Dimethyl

base

Dimethyl

cross-linker

Xylene

Flourosilicone

base

Flourosilicone

cross-linker

Tetrachrothylen

e and nButyl

Acetate

Select

mandrels
Select clean

hooks

Allow to cool

mandrels

Ashby = 1hr

Cumbernauld = 2hr

Ashby Pre-heat

mandrel to 60

degrees C
Cumbernauld

Allow textured

mandrels to stand

Ashby = 20min

Cumbernauld = 1 hr

Gel Filling

Next Page

Reject
Record reject in

ERP qty and type

of rejects



Gel

Filling

Patched

Assembled Shell

Base Gel Cross-Linker Gel

Mixing

Heat treat gel

samples

Inspection

Gel testing

Remix once only

Pass

After remixing

Add Cross linker

or Base as

advised by QA

(Rework)

REJECT

GEL

Gel Fill

Vacuum

Di-Air

Vacuum

RTV Seal

Hold to cure RTV

minimum 1hr

If Air (Max three times)

Pass if No Air Bubble

Heat Treat @ 150

degrees C for 4.5hrs

(cycle time ave 6hrs)

Inspection and

weight check

Hold Implants to

cool @ room

temperature

(appox. 2.5hrs)

Final Inspection

Final Good Manufacturing Process
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Clean with IPA

(RA)

Reject

Pass

Print Product

Labels

Line check

Peal Porch

Dispatch

Record reject in

ERP qty and type

of rejects


