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2.1.2 Good manufacturing Practices
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MRP

Material Resource Planning

CRM

Customer Relationship Management

SCM

Supply Chain Management

Production
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Chemical preparation process
Designed Chemical Quantity = 1000 ml
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Quantity Type

Storage Position T “Precess-Stats————em———= Customer

Instruction ““Pro 2

Supplier ‘Moderato

Expired Date St rt/End Date Time o

Production Date

Size/Type ﬂ‘u@l ‘WW? WaIna9

Lot

Material Name

putorzed oo ] A9NII NN INYNAY

Status
Code or Number
Inventory Type/Position
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No | Code Name
0 | Wi-000-00 Supporting Document or Work Instruction
1| WI-PRP-00 Production Protocol
2 | WI-PRP-01 Main Process
3| WI-PRP-02 Collagen Preparation
4 | \WI-PRP-03 Fabrication
5| WI-PRP-04 Crosslink Storage and Packaété "’ff__j
6 | WIPRP-05 Distribution™ 1’
7 | \WI-PRP-06 ChemicaLBreEgcaﬁon “'x
8 | wi-prp-07 Saline SQ“‘CV { |
9 | wi-prp-08 Acetic A}‘{ / r—-_ ::
10 | Wi.PRP-09 Glutarold yd/ _.:n 3}
1| WI-PRP-10 Glycene / / 434
12 | WI-PRP-11 Package Pre;daratlon '.;ff‘
13 | \WI-PRP-12 Label Preparatlonf ? ;
14 | Wiinp-00 Inveqraé Protocol (
15 | WI-INP-01 Product-
16 | WLINP-02 Material N
=N g
7 wreeoo  (FEEPAYV EINTWEITIND
18 | \Wi-TEP-01 Cell Counting
19| WiI-TEP-02 Collagen Test
20 | \WI-TEP-03 Eye Observation
21 | \WI-TEP-04 Hole Measurement
22 | \WI-SPP-00 Specification and Standard
23 | \WI-SPP-01 Package
24 | \WI-SPP-02 Product
25 | WI-sPP-03 Tag
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No | Code Name
26 | \WI-SPP-04 Machine and Device
27 | WI-TAP-00 Tag
28 | wi-TAP-01 Lot Tag
29 | \WI-TAP-02 Person Tag
30 | wi-TAP-03 Inventory Tag
31 | WI-TAP-04 Label Tag K“.},/
0 QR-000-00 Quality Recoid::_ %
1| QR-TRR-00 Tracking%r ‘T; ‘_\h
2| QR-TRR.O1 ChemicalPrenariits ‘I\
3 QR-TRR-02 SI|ICOH6@UOI’] 5, ]: .
4 QR-TRR-03 Collagepﬁfigaflat[pn - ;—
5 QR-TRR-04 Fabncatlp{// -
6 QR-TRR-05 Crosslink &é %e and. Pacl{ége’
7 | QR-TRR-06 Lot Productldé Report ,T?j_;:
8 | QR-TRR-07 Finished Product Report ?\_,_ ,.
9 | QrR-TRR-08 Dismﬁ"éfi“” 5
1
10 | Qr-TER-00 Tes“”@JﬁeCwa
11 QR-TER-01 Cell Co:nting :
12 QR-TER-02 Collagen Test
13 QR-TER-03 Eye Observation
14 QR-TER-04 Hole 'Measurement
17 QR-INR-OOq Inventory Record
18 QR-INR-01 Product
19 QR-INR-02 Material
0 | 0p-000-00 Others Document

OD-TRD-00

Trading Report
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No | Code Name

2 OD-TRD-01 Raw Material Trading
3| oD-TRD-02 Product Trading

4| OD-TRD-03 Machine Trading

5| oD-TRD-04 Labour cost

6

7| OD-TAR-01 Process

8 | op-1AR-02

9 | 0D-TAR-03

10| op-TAR-04

ARIAATAUNNIING A Y

AULINENINYINT
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A5 D-3UTUABUNITRNAAFN ]

Collagen Preparation
Fabricationl
Fabrication2
Crosslink

Transport

Silicone Preparation
Glutaroldehyde Preparation
Glycene Preparation
Saline Preparation
Acetic Acid Preparation
Package Preparation

© 0N |01~ W[N (k-

=
o

-
-

A1519N a—4ﬂmuz°z|m°i|"a§aﬁ'l 3
Status

Admin
Worker
Lab Moderator

Off Process
On Process
Finish

Verified
Unverified
Consideration

Ready to Sale
Wating for Test Res
Others

Fridge -20 ¢ .
Fridge 4 C
Normal Temp 1,2

HANYNITNYINT
INTUNRIINYIAY
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1 Tissue

Document Code | PT-00-12345678

Document Type | Protocol Form

Chemical Preparation Record

Effective Date 26/11/2008

Publish By Mr.Tak

5 a-29nszas

TSN
7/ BN

1/2

Z/JFANN
% PN\

T (Y]
eIiNY1e RINAS
- | ¢ - (- (1)
¢ =
7 Q QiR Y
qu 1 -

5U% a-4Wasumsunlaanans

141



142

Preparation

This document show..................

RAW MATERIAL LIST

PROCEDURE
1. Pick

2. Boil
3. Cut

QUTPUT
1. A

Designed Chemic

+ GENERAL DATA 3
Data Name D. -
Start Date / Time ' f
End Date / Time e
Place
Moderator * i T

RAW MATERIAL —
Check | Name |
Substance %

Sol

MACHINE
Check | Nai
Lamina

- |

AULINENINYINT
AT TU NN N Y

gﬂﬁ a-6NaFNTUNNLAZATIARALAUADUNITHRR



PRODUCTRECORD
Lot No Order Sent Lead | Order Customer | Selling cost
Date Date Time | Quantity

TestReport

su A7 HasNsIERUTANSHAR

Type:Cell counting

No | LotNe Preduct | Quantity Test Status Test Result Note
Type

1

2

3

4

5

6

Note:

519 R-8WasNIIENUNMTNARALANTANITHRE
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\\_ 'i.il;:\_pi'EH;t_Thanachamankit ,J Administrator - =
Production/Protocol| Record | Standard Label Document Structure  Pgrgopal Control
l ‘ If/ |l - g
| - w L
- g S X N B
) 8 W Fs --
Track List Batch Collagen Crosslink Collagen Test 3 Maintenance Brake down Raw Material Product Others
Tracking Record T Machine Record i Inwventary

Collagen Preparation

Raw Maiaris‘ |Machine| | General | |Prnt0:0| |
Raw Material Quan®
e Scaffold 10lece
W Glutaroldehyde 1000
H Glycene Solution 10
H Algchol

500 g

ISt|=.|r't Date 27 Jul 2009 Start Time 14:53 . Place |-Tissue twabarg
End Date 27 Jul 2009 End Time 13:50 Maoderator Ta - -

.

LA 1

5*
AU INENTNYINS
RINNTUUNINYAY
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Collagen Preparation

Raw Matarla+ |Machina| | General | |Prutccol

Raw Material
Scaffold

Quantity

L 10 pieces
Hm Glutaroldehyde 1000 mi
T Glycene Solution 1000 mi

r Alcohol 500 ml

Start Data 27 Jul 2008
End Date 27 Jul 2009

Date 27 Jul 2009

Submlt

ﬂUEJ’WIEW]?WEJ’Iﬂ‘i
qmmﬂmummmaﬂ

5 a-115dununiihaaludiunisiiugin 1




Date 27 Jul 2009 Time 14:53

Add

“HutIngninens
RININTUNRIINYIAY

5UN a-135tununiiaaludiunisiiuin 3
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’%‘(;

DN

Ehanol 70%

Pocesslot [~ |
Codeorhumeer _EEN

= Collagen M#RTation
1

Eye Test Frabication1

Test Result Reason

Eye TestFrabication2

Test Number of Hole Measurement

Last Withdraw-Deposite

LastWithdraw User Suphannee

Withdraw Date and Time ~ 3/4/2553 18:23:46
Deposite Date and Time  3/4/2553 19:23:02

Auporesd Posion

Label Date and Time 3/4/2553 15:59:07

5U# 1-451uiraansaa@aL Lot Tag
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RFID Status €3 - & x|

655

Test Material

RO Autoclaved

1N NaCl

Edit

=

gE

Edit
View Edit
View Edit
View Edit
View Edit

l!lq'# R .

u o Jﬂ’l .-F* i Tomp \\\‘k
iTarp 0

'\\

L= (S|

RFID Status €3 - & X

ﬁma AR TN .

uctlon Protocol
Inventory Protocol
Testing Protocol

Specification and Standard Protocol
Tag Protocol

WI-PRP-00
WI-INP-00

WI-TEP-00
WI-SPP-00
WI-TAP-00

Admin 19/3/2553 0:13:51
Admin 19/3/2553 0:16:22
Admin 19/3/2553 0:16:35
Admin 19/3/2553 0:16:45
Admin 19/3/2553 0:16:58

gﬂﬁ °n-6g1Jmeuﬁﬁ%ms‘tﬁﬁaszuul.'anms
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33:34 4]4% 18:33.‘!7
[2553 18:36:37 ~ 4/4/2553 18:36:42

View Chemical Preparatic
ne Preparation

@;n TUETNI

Collagen Preparation
Fleeze

ﬂ@@?ﬂmﬂﬂ

Lot Produciton Report
Finished Production Report

gﬂﬁ %-8 gﬂnﬁ'\qamﬁﬁqmmm



Peperiontotumber sais

Material Name | Efancl 70% -

Material Code 5 Digits
Lot Number
RFID Number
o e
Inventory Type mp
Quantity
Total Quantity
Unit

Cost
Size
Supplier sanlsmuna
Productor .
Production Date 4 wwnew 2552

Expired Date 4 wwnow 2555

Note

I-lissue

pre-De-epidermis

5U% -10 wihaanldlunisatuan

v
o 1 a

ANAT NITHA

ALANSUTURDY

152



153

Expected Product Output

Seatos R
[¥] Visual Test
[¥] Cell Counting Test

Pore Size Test

IUADUNITHRR

E=H | Eol]| =)

U7 2-12 Ut1AaN1SASINRAUINYALUDIUARTTUADUNITRAR
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Collagen Preparation

1 Ti
Document Code QR-TRR-03
Document Type Quality Record
Effective Daie 7/4/2010
Publish By Apichaet

Collagen preparation process

GENARAL DATA

Data Name

Start Date / Time
End Date / Time

Dlann
oA

Moderator
Lot Number

RAW MATERIAL

Name
Acetic Acid Sclution
pre-De-epidermis

pre-De-epidermis

Preparer

qJ

Date 8L 9L 06, g 9/91-,!\0 Qs
Position Evie] 3 I %I ; il 1!' % I 3!'&? qél

)

SV B p1t4 s eh (1 UDT



156

1 Ti

" . Document Code QR-TRR-01
Chemical Preparation
Document Type Quality Record
Effective Date 5/4/2010
Publish By pond01
Chemical Preparation Process
Type : Acetic Preparation
GENARAL DATA f
/7
Data Name Data . f“'
Start Date / Time 5/4/2683 17:23:25 =
End Date / Time 57412553 11.26:35 .
Place |-1755qu ”
Moderator ,—'Sﬁ?h eg EL
Lot Number A tw _1
s f/L
RAW MATERIAL (/] — 4
Name & 4/ [|cwnay, | | iotio.
RO Autoclaved 4 4 [ lew ™ | roacdososssa
Acstic Conc &4 80, 4 [laceteosoasea
‘ i &
f » i
/ . N
F s et
J.l’- - :”:"_' "_J:‘
ey ey S =
3 £
- -
Yy X J
Result Quantity = 1000 FrTI'l -
Note:
Authonzer

\'repafer é / Approver
= & Noefe 4( dﬂé.’f \/( v

CWCWJ;V

Date S /4 /j{;\ (9 /GLfflG

Position

Bey i Studont

3U% -2 lan@sdnsudunaunNsLATaNIRg AL
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1Tt
Document Code QR-TRR-02
. . Document Type Quality Record
Cadaver Rinsing
Effective Date 2/4/2010
Publish By Apichaet

Cadaver Rinsing process
GENARAL DATA
Data Name

Start Date / Time
End Date / Time

Place
Moderator

Lot Number

RAW MATERIAL

Name

1 N NaCl
Ehanol 70%
RO Autoclaved
Cadaver Skin
Cadaver Skin

Result pre-De-epidermis = Zb&I

- B ﬁwﬂwiwawni

0

(1 £

P Authorizer

;«-rf GJ“QI:’YU ﬂV—WW&/

Date ¢ /zf /’L'iﬁ$ é[a;rho

Position hsivee, €4 da l.

SUN -3 LANAITTUABUNITHAR



Glutaroldehyde Preparation Protocol DocumentCode | WHARP-09
Document Typs Waork Instructon
Effectire Dai= 1042553 Pulplzh By A pichasi
Amendment Record
Revigion No
a1
¢
aaF a » ¥ 'E W W Y u :
Prepare o prouer : horgs
i:l Bosrdyl 3
- i 4 a/
‘ ! 3I—n

31N 9-4 LaNAITHIRTFIUNATHAR (Wrhdunnniswala)
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Acetic Acid Preparation Protocol

Diocument Code

WHPRP-02

Document Type

Waork Instructon

1. PURPOSE

This document focus to be 8 standard of acetic acid prepamation Procedure

2. SCOPE

4. RAW MATERIAL

5. Maizrsl

gﬂﬁ 4-5 ﬁ“l'q'aémmna'lsu'\mgqumswﬁm
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Document Code WHPRP-03

Acetic Acid Preparation Protocol | DocumemTioe | Wark namuzion

. MedicalGloves

v. Beaker5000 mlorkigger

vi. Bottle 5000 mlorkigger

2. Checkthe conce

4, P‘uurandacetk:ac'u:l::‘n entEte |
5. Combine Syringe 2508 nlwi

. Injectelcohol through thgeo

7. Drain it to 5000 mi botthe withilig.

8. Store in Momal Tempemture Sto
&. OUTPUT '

1. Acetic Acid solufiene

517 1-6 Maian@ITNIATFIUNTHER (5ia)
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