Annex 7: Local Costs Provided by Japanese Side

Local Costs Provided by Japanese side

1. FY 2008
tem Contract Sum Expenditure Balence
) ] =6
Personnei Cost 3,415,494 3,463,511 251,983
Maintenunce;/Munuqement for Equipment Cosl 62,808 67,939 ’ . 5,131
Consurnables Cost 496,500 473,586 22,914
Communication/Transperielion Cost 124,960 128,483 . 3,523
Rental Fee 1,055,336 1,152,377 . 97,841
Miscellaneous Cosl 163,396 188,159 . 24,783
Sub Total 5,318,494 5,174,085 144,439
Adjustment A494 A494
Tetol 5,318,000 5,173,561 144,439
Final Adjustment 5,318,000 5,173,000 145,000
2. FY 2007
ltem Gonfrect Sum Expenditure Halence
{A) (B} {C)=(A).{8)
Personnel Gost 5,420,542 4,804,437 616,105
Maintenence/Manegement for Equipment Cost 89,34G 56,304 33,136
Consumables Cost 528,000 310,255 17,745
Comemunication/ Transportation Cost 227,920 169,517 58,403
Rental Fee 1,579,160 1,468,139 111,021
Miscellaneous Cost 44,400 23,100 21,300
Sub Total 7,889,562 7,031,752 857,810
Adjustment A562 A562
Total 7,889,000 7,031,180 857,810
Finol Adjustment 7,889,000 7,031,000 858,000
3. FY 2008
ttem Contract Sum Expenditure Belance
{A) () {C)={A).(6)
Personnel Gost 4,230,672 4,369,885 . 139,213
Muintenance/Moncgement for Equipment Cost 70,670 14,768 55,310
Consurmobles Gost 460,625 207,453 25311
Communication/Tronsportation Cost 440,860 327,645 113,215
Rentol Fee 1,466,630 1,333,338 133,292
Miscelloneous Cost L] 0 1]
Sub Total 6,668,857 6,253,081 415,776}
Adjustment ABSTY AB5T
Tota! 6,668,000 5,252,224 415,7751
Finol Adjusiment §,658,000| 6,252,000 416,000}
4. FY 2009, (From April to August 2009} .
e Contract Sum Expenditure Balance
(A )] (Ci=(A).(A)
Personnet Cost 5,117,503 1,269,028 4 448 475
gs;r[llenunce/Muﬂugemenl for tquipment 74,485 7.840 16,645
Consumnables Cost 391,879 68,118 323,751
Communication/Transportation Cost 300,960 89,072 211,488
Rental Fee 1,247,730 435,491 812,239
Miscellaneous Cost
Sub Totat 7,682,553 1,868,549 5,813,004
Adjustment ASB53 A553




-

Annex 8: GMP Related Documents

LIST OF GMP DOCUMENTS
Rev.-01
As of'31 August 2009
No. Name of Documents Doc. No t Priority I Preparing l QA Approva[| Remarks
progress
1) Top Ranks Documents (Grade A documents)
1 {Quality manual M - - 1 100% Approval
2 {GMP control rule 01-RGL-GMP 1 100% Approval
3 {GMP dacument cantral rule 01-RGL-Doc 1 100% Approval
2} Standard document (Grade B documents}
1 [Production control S0-01 1 100% Approval
2 |[Sanitation control ’ $D-02 1 100% Approval
3 |Quality controt S0-03 1 100% Approval
4 [Validation SD-04 1 100% Approval
5 pRevision contrel 5005 1 100% Approval
6 [Release control SD-06 1 100% Approval
7 [Education and Training S0-07 1 100% Approval
8 fHandling abnormal and deviation SD-08 1 100% Approval
9 jChange control SD-11 1 100% Approval
10 |Palicy for training new stalfs SD-07-01t 1 100% Approval
11 |Validation masler plan - 1 100% Approval
12 {Palicy for self inspection S0D-10 2 100% Approval
13 |Policy for product recall SD-13 2 100% Approval
14 |Policy for market supervision SD-14 2 100% Approval
15 |Policy for trend analysis 8D-17 2 100% Approval
3) MF (Grade B documents)
1 IMF - Measles M-MF 3 I 100% ] Approval |
4) Manuals
1 |Material manual for measles vaccine production Ma1-MM 2 100% Approval
2 |Manual for measles equipments MO1-EM 2 50% —
Page 1




Annex 9: SOP Related Documents

LIST OF SOPs
Rev.-01
As of 31 Augusi 2009
Status
No Bocument Name S0P No. Non-approved Remarks
Approved _ non
preparing I preparing I due date
BULK PRODUCTION DEPARTMENT

1 |Changing to enter grade C #M03-SOP-01-01

2 |Changing to enter grade D M03-80P-01-02

3 |Sanitize grade B,C arca MO3-SOP-02-01 -

4 |Sanitation of grade D M03-SOP-02-02

5 |Sanitation of upgraded area MO03-SOP-02-04

5 ::’r::‘edure 1o evaluate result of enviroamental monitering of clean MO03-80P-03.01

7 {Procedure to count particle in air M03-SOP-03-03

8 |Procedure 1o count microorgantsn in air MO03-50P-03-04

9 |Procedure 10 count surface mictoorganism M03-SOP-03-05

10 |Receive SPF eag M03-SOP-04-01

11 |Keep SPF egg M03-SOP-04-02

12 |Incubate SPF egg M03-S0P-04.03

13 [Check SPF egg M03-SOP-04-04

14 [Sterilize surface of egg sheil MO3-SOP-04-05

15 |Cut egg shell and coflect embryo MO3-SOP-04-06

16 |Prepare medium for trypsinaticn MO3-50P-04-07

17 |Trypsin chicken embeyo cell M03-S0P-04-08

1B |Dispense and centrifuge cell suspension M03-S0P-04-09

18 |Collect cell afier centrifugal MO03-SOP-04-10
20 | Sample to count cell MO3-SOP-04-11

21 |Procedure to count cell MO03-SOP-04-12
22 |Dispense suspenston and culture cell M03-S0P-04-13

23 |Procedure to prepare virus suspension for injection M03-50P-05-01

24 |Procedure to inject Measles virus

M03-SOP-05-02

25 |Procedure to add M-199 after injection

M03-S0P-05-03

PP MR YK X P PE P2 D] 5[50 [ | B3 Y3 3P 2 2 DD | 2| 3] X | Xxpxix|X[x

28 |Prepare medium for the first medium changing M03-530P-05-04

27 |Procedure to replace the first medium changing. M03-S0P-03-03

28 {Prepare washing Hank and M-199 for the second changing V03-50P-05-06

29 |Procedure of washing Hank's and the sccond medium changing M03-3QP-05-07

30 |Evaluate CGI-CPE and harvest vaceine M03-SOP-05-08

31 )Procedure of virus suspension pooling, M03-S0P-06-01

32 Procedure of filtration of bulk suspension M03-S0P-06-02

33 |Procedure of dispensing Vaccine of bulk into tank 10L M03-50OP-06-03

34 [Bulk quick thaw M03-SOP-06-04

35 [Procedure to keep virus seed, bulk and virus sample ME3-SOP-07-01

36 [Pracedure to thaw vaccine M03-SOP-07-02

37 |Prepare implement for trypsination M03-S0P-08-01

38 [Prepare impl for Measles virus inj MO03-SOP-08-02

39 |Prepare impl for the first ch M03-50P-08-03

40 |Prepare implement for the second changing MO03-SOP-08-04

41 |Prepare implement for pooling-Gliration M03-SOP-08-05

42 |Prepare clathes M03-SOP-08-06

43 |Raw Material Storage M03-S0P-08-08 X
44 |Dispense NaHCO, M03-S0P-08-09 X
45 |Prepare medium for bulk production M33-SOP-08-10 X
46 |Prepare lode alcobol M@3-S0P-08-11 X
47 |Procedure to inactivate craft serum M03-S0P-08-12 X
48 |Procedure to check integrity of membrane M03-SOP-08-13 X
49 |Wash and rinse production implement M0O3-SOP-08-14 X
50 [Handle virus infeetad impl M03-S0P-10-01 X
51 |Handle with new glass roux M03-50P-10-02 X
52 |Procedure to handle with new nibber stopper M03-SOP-10-03 X
53 |Transport material and implement MD3-SOP-10-05 X
54 |Procedure to operate electronic balance CWiP1-150IG-L MO03-SOP-11-05 X
55 {Procedure to operate efectronic balance LE22028 & TE2101 MO03-SOP-1 1-06 X
56 {Procedure to use Clean bench M03-S0P-11-07 X
57 {Procedure to use Safety cabinet NSC-HA-1800 MO3-S0P-11-08 X
58 {Procedure to use and sterilize UFW - 4 used point M03-80P-1-10 X
59 |Procedure of SIP of UFW-4 used point system M03-30P-11-15 x
60 jProcedure to use thermal stabilizer TR - 4 M03-50P-11-17 X
B1 [Procedure to use attemperation tank TRW - 170 MO03-50P-11-18 X
62 |Procedure to use dispenser M03-S0P-11-20 X
63 |Procedure to use magnetic stirrer DP-1M M03-50P-11-21 X
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25 |Procedure to add M-199 after injection M03-50P-05-03
26 |Prepare medium for the first medium changing M03-S0P-05-04
27 |Procedure 10 replace the first medium changing M03-50P-03-05
B4 [Procedure to use CWE-130 washer MO03-80p-11t-24
65 [Procedure to use Integri test EXACTA M03-SOP-11-25
66 | Procedure to use magnetic sturer HPS-500R M03-30P-11-26
67 [Procedure to use clothes dryer M03-SOP-11-27

AR X RYXPRPHERIHXR KX XXX

$8 [Procedure to use centrifigal HL-7 M03-50P-1£-29
68 Procedure to use PPS-05 incubator M03-30P-11-32
+70 [Procedure to use egg keeping cabinet MIR-153 M03-SOP-11-33
71 |SOP of installing and collecting sensor and Bl in PQ Autoclave M03-50P-12-01
72 JSOP of installing and collecting sensor and BI in PQ of Dry Oven MO03-SOP-12-02
73 SO O TS T O e T S eI s a2 PO THE T 2O 1T 0T M03-SOP-12-03
T4 |SOP of installing and collecting BI in fumigation PQ M03-SOP-12-04
75 |SOP of installing and collecting sensor in PQ of egg incubator M03-SOP-12-05
74
FINAL PRODUCTION DEPARTMENT
1 |Procedure to enter and exit [ grade aren MO04-SOP-01-02 X
2 }Procedure to enter and exit grade A, B area M04-SOP-01-03 X
3 |Wash and antiseptic hand M04-SOP-01-04 X
4 {Sanitize grade A,B area M04-S0P-02-01 X
5 |Sanitize grade D) area M04-S0P-02-02 X
6 {Sanitize upgraded area M04-S0P-02-03 X
7 {Sanitate passroom,passbox and changing room M04.80P-02.04 X
8 |Procedure to count bacleria living in air MO4-SOP-63-01 X
9 [Procedure o count pasticte in air M04-SOP-03-02 X
10 {Evaluate environmental menitoring result M04-80P-03-03
11 {Follow temperature of cold stare M04-50P-03-04 X
12 |Procedureto count surface bacteria M04-SOP-03-05 X
13 | Vial washing and sterilization M04-S0P-04-01 X
14 |Prepare Final Meastes bulk M04-S0P-05-01 X
15 |Measles vaccine filling M04-SOP-05-02 X
16 |Vaccine freexe drying M04-SOP-05-03 X
17 |WEL filling M04-SOP-05-04 X
18 Capping M04-SOP-06-01 X
19 |Check freeze dried vaccine by eyes M04-SOP-06-02 X
20 |Check WFI by cyes M04-S0P-06-03 X
21 |Lebeling M04-SOP-06-04 X
22 |Package MO04-SOP-06-05 X
23 [Sterilize production implement by autocl M04-SOP-06-06 X
24 |Nhip nguyén vat ligu ddag dng M04-SOP-07-01 X
25 |Receive and keep material for filling M04-SOP-07-04 X
26 {Receive thawed bulk M04-SOP-07-05 X
27 {Order and receive medium M04-SOP-07-06 X
28 {Keep vaccine before and afler package M04-SOP-07-07 X
29 {Keep WFI before and after package M04-S0P-07-08 X
30 {Refease vaccine and WFI M0O4-SOP-07-09 X
31 |Sample mw material M04-SOP-07-10 X
32 {Wash imp! for final butk p M04-SOP-08-02 X
33 |Pack impl for vaccine p ion to sterilize M04-SOP-08-03 X
34 [Prepare impl far Measles vaccine prep M04-SOP-08-04 X
35 {Wash implement for Measles vaccine filling M04-SOP-08-05 X
36 |Pack implement for filling vaccine to be sterilized M04-SOP-08-06 X
37 |Prepare Measles vaccine filling implement M04-80P-08.07 X
38 |Wash and close Tank 70 liters. »04-SOP-08-08 X
39 |Prepare at cap for capping M04-50P-08-09 X
40 |Wash WF filling implement M04-SOP-08-10 X
41 |Prepare sterilized clothes M04-SOP-08-11 X
42 |Peepare implement for WFI filling M04-SOP-08-12 X
43 |Prepare filling impl of WFI for sterilization MO04-SOP-08-13 X
44 |Prepare capping impl M04-SOP-08-14 X
45 |Prepare to sterilize rubber stopper for filling MO4-SOP-08-15 X
46 |Prepare sterilized clothes of grade D area M04-SOP-08-16 X
47 [Handle implement and clothes after fifling of Measles vaccine M04-SOP-08-18 X
48 Prepare, operate and hand¥e vial washing machine M04-80P-09-01(1) X
49 [Sanitize vial washing machine M04-S0P-09-01(2) X
0 o ar 2T TEpTECE COTTFOTIEIIS OF VI TR M03-50P-09-01(3) X
51 |Calibrate vial washing and sterilization machine MO04.80P-09-01(4} X,
52 |Prepare, operate and handte filling machine MO4-S0P-09-02(1} X
53 |Sanitize filling machine M04-SOP-09-02(2) X
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25 |Procedure ta add M-199 afler injection M03-SOP-05-03
26 |Prepare medium for the first medium changing M03-SOP-05-04
27 |Procedure to replace the first medium changing M03-SOP-05-05

87

MO4-SOP-10-11

Set up and di ble Endotoxin vial in vial sterilization

X
X
X
54 |Assemble, maintain and replace companents of {illing machine MO4-SOP-09-02(3) X
55 [Prepare, operate and handle tray loading machine MO4-SOP-09-03(1) X
56 [Sanitize tray loading machine M34-50P-09-03(2) X
57 |Assemble, maintain zod replace components of tray loading machine M04-SOP-09-03(3) X
58 {Prepare, operate and handle capping machine MO4-SOP-09-04(1} X
59 |Sanitize capping machine MD4-SOP-09-04(2) X
60 |Assemble, maintain and replace comp of capping machi - MO4-S0P-09-04(3) X
&1 |Prepare, operate and handle labeler machine M04-SOP-09-05(1) X
62 |Sanitize labeler machine MO04-50P-09-05(2) X
B3 | Assemble, maintain and replace I of labeling machi M04-S0P-09-05(3) X
64 |Sanitate freeze drying machine M04-SOP-£9-06(2) X
65 |CIP of freeze drying machine M04-SOP-09-06(3) X
66 |SIP of freeze drying machine M04-S0P-09-06(4) X
67 |Assemble, maintain and replace compenents of freeze drying machine MO4-SOP-09-06(5) X
68 |Calibrate freeze drying MO4-SOP-09-06(6) X
B9 |Check leakage of freeze drying machine M04-SOP-09-06(7) X
70 [Operate freeze drying machine M04-80P-09-07(2) X
71 [Use clean bench M04-SOP-09-17 X
72 [Procedure of using and sterilizing WFI-2 supplying paint M04-50P-09-20 X
73 ]Procedure o use and stenilize WFI-3 supply poing MO4-SOP-09-21 X
74 {Procedure to use and sterilize UF-2 supply point M04-SOP-09-22 X
75 iProcedure 16 use and sterilize UF-5 supply point M04-SOP-09-23 X
76 [Use electronic scale M04-SOP-09-29 X
77 }Set up and collect sensoc in sterilizing rubber stopper M03-S0P-10-01 X
78 ESet up and collect BI in sterilizing rubber stopper MO04-50P-§0-62 X
79 ]s:: up and collect sensor in sterilizing aluminum ¢ap and implement M04-SOP-10-03 X
80 SScl up and collect BT in sterilizing aluminum cap and implement M04-SOP-i0-04 X
81 iSct up and colicct sensor in sterilizing clathes and sanitation implement MO4-SOP-10-05 X
82 iSc( up and collect Bl in sterilizing clothes and sanitation implement M04-SOP-10-06 X
83 ]Set up and collect sensor in sterilizing freeze drying frame M04-SOP-10-07 X
84 [Setup and coliect B in stesilizing freeze drying machine and cap M04.S0P-10-08 X
85 [Set up and collect Blin formalil M04-80P-10-09 X
86 |Set up and collect sensor in vial sterilization M04-SOP-10-10 X
X
X
X
X
X
X
X
X
X
X
X
X

88 |Measure iemperature and bumidity of clean room M04-SOP-10-12
89 [Hendle falling and broken vial during production M0O4-SOP-10-13
80 |Medium filling M04-50P-11-01
91 |Operate freeze drying machine in medium filling M4-SOP-11-02
92 |Operate freeze drying machine in medium filling MO4-SOP-12-01
93 [Check volume of solution for filling M@4-50P-12-05
94 | Adjust filling volume MO4-SOP-12-06
95 [Sample by cleaning freeze drying chamber M4-50P-12-07
86 |Sample vial during washing M04-50P-12-08
97 [Sample rubber stopper aRer sterilization and drying M04-SOP-12-0%
98 |Sampling in final production MO4-SOP-12-10
o7
MEDIUM PRODUCTION DEPARTMENT
1 |Changing to enter grade C arca MO05-80P-01-01 X
2 |Changing to enter grade D area MO05-SOP-01-02 X
3 {Sanitation of non-graded area MO05-S0P-02-01 X
4 [Sanitation of grade D arca M05-80P-02.02 X
5 |Sanitation of grade C area MO05-80P-02-03 X
8 |Procedure ta count bacteria fiving in air MO05-S0P-03-01 X
7 |Procedure to count pasticie in air M05-S0P-03-02 X
8 |Procedure to count basteria in the surface M05-SOP-03-03 X
9 {Procedure to monitor enviroament in clean room MO05-SOP-03-06 X
40 {Use pH meter M05-S0P-04-01 X
11 |Operate electronic balancs CW1P1-300-1G-L M05-80P-04-02 X
12 |Operate electronic balance CP 160015 M05-S0P-04-03 X
13 |Operate electronic balance LE22028 MO5-S0P-04-04 X
14 |Operate efectronic balance FBG64EDE-S MO05-SOP-04-05 X
15 |Use surface thermometer M05-SOP-04-06
18 |Operate thermal addition stirrer M05-SOP-04-08 X
17 |Operate stand stircer MO05-SOP-04-09 X
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25 |Procedure to add M-199 after injection M03-SQP-05-03 X
26 |Prepare medium for the fisst medium changing MO03-SOP-05-04 X
27 |Procedure to replace the first medium changing MO3-S0P-05-05 X
18 |Use clean bench E M05-50P-04-13 X
18 |Use clean bench C MO5-SOP-04-14 X
20 |Operate Air sampler M05-SOP-04-17 X
21 |Operate medium dispenser M05-80P-04-18 X
22 |Operate Pall integrity testing machine MO5-SOP-04-22 X
23 {Use fridge SANYO MPR-14i0R MO35-SOP-04-23 X
24 |Operate particle counter MO5-S0P-04-24 X
25 |Wash implement used for medium and selution production MO5-80P-05-01 X
26 |Prepare packing impl for medium and solution p MO5-30P-05-02 X
27 |Wash and prepare implement for water sampling M5-SOP-05-10 X
28 |Prepare and pack equipment for preparation of TGC and SCD MD5-S0P-05-11 X
29 [Tight fiftration system MO05-SOP-06-01 X
30 |Open filiration system MO05-SOP-06-02 X
31 |Precedure to distribute chemicals M05-50P-06-03
32 |Prepare phenol 0.1% solution MO05-SOP-06-04 X
33 |Sterilized alcohol filteation M0S5-SOP-06-05 X
34 |Prepare medium to wash polypepton MO05-SOP-06-06 X
35 [Glucose 25%preparation M05-S0P-06-07 X
36 |Prepare MEM 3x MO05-SOP-06-08 X
37 |Prepare FI2 M05-80P-06-09 X
38 |Procedure of standard manipulation for production of SCD for MFT M05-SOP-06-£0
39 |Procedure of standard ipulation for production of bulk M05-S0P-06-11
40 Procedure of standard ipulation for production of medium for QC MO5-S0P-06-12
Dept.
41 {Procedure of standard iputation of production far vaceine dilution M05-80P-06-13
42 |Receive input chemical M05-50P-07-01 X
43 [Keep input chemical M05-SOP-07-02 X
44 1Control chemicat usage M05-SOP-07-03 X
45 {Procedure to keep medium M0S-SOP-07-04
46 Abrogate unsatisfied medium MO05-S0P-08-03 X
47 {Number lot and write the label M05-SOP-08-04 X
48 |Procedure to use and stenilize WFI 4 used point M035-80P-09-01 X
49 |Pracedure to sample water at points of WFI system MO05-SOP-10-01 X
50 |Procedure to sample water at points of UFW system M05-80P-10-02 X
51 [Procedure to sample PS M05-SOP-10-03 X
52 [Sample water after rinsing implement M05-30P-10-04 X
53 [Sample by cleaning implement M05-SOP-10-03 X
54 [Set up and coflect BI of dry oven A-1 { sterilize implement) M05-S0P-11-G5 X
55 |Set up and collect thermal sensor of dry oven A-1 ( sterilize implement} MO3-SOP-11-06 x
56 |Set up and collect B during formalin fumigation MQ5-SOP-E1-07 X
57 |Set up and collect B](sterilize implement — Loading pattern 4) M05-SOP-11-08 X
58 f:t vp ard collect thermal sensor ( sterilize implement — Loading patiern | MOS-SOP-11-09 X
51
QC DEPARTMENT
{BIOLOGICAL)
1 |Procedure 1o enter and cxit controd area Ni02-SOP-01-01 X
2 |Pracedure to enter and exit of material M02-SOP-01-02 X
3 |Procedure to enter and exit of material after steritization M02-80P-01-03 X
4 |Procedure fo enter and exit of wasted material and dirty implement MO02-SOP-01-04 X
5 |Procedure to sanitize upgraded area M02-SOP-02-01 X
& |Sanitize grade C area M02-SOP-02-02 X
7 |Sanitize grade B area M02-SOP-02-03 X
8 |Procedure 1o count speck of dust in air M02-S0P-03-U1 X
9 {Procedure to count bacteria living in air M02-S0P-03-02 X
10 |Procedure to count surface bacteria M02-80P-03-03 X
11 result of envire [ monitoring M02-80P-03-06 X
12 |Check water microarganism M0Z-SOP-04-01 X
13 |Procedure to receive and keep SPF egg M02-S0P-04-02 X
14 |Check sensitivity of agar M02-50P-04-03
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25 |Procedure to add M-199 afier injection M03-SGP-05-03
26 |Prepare medium for the first medi hi M03-SOP-05-04
27 |Procedure to replace the first medium changing MO03-SOP-05-05
15 {Check sensitivity of medium for Myco test MO2-SOP-04-04
16 jCheck sensotivity of Thieglycolate- Soybean casein MO02-SOP-04-07

17

Procedure 10 received finat sample

M02-SOP-05-01

18

Procedure to receive butk sample

M02-30P-05-02

19

Procedure to dispense and keep final bulk

M02-SOP-05-03

20

Check control cell

MO2-SOP-05-G4

IR IR I L R R R L A el B A e R Bl B

21 {Test on finding virus causing red blood cell abserption M{2-SOP-05-65

22 |Test of fareign agent on CEC MZ-S0P-05-06

23 |Mycoplasma test MO2-SOP-05-07

24 |Sterilization test M{2-SOP-05-08

25 |Test of fereign agenton FL M02-SOP-05-09

26 [Test of forcign agent on vero MO02.SOP-05-10

27 |Potency test Me2-SOP-05-11

28 |ldentification test M02-SOP-05-12

29 [Thermal subility test M02-S0P-05.13

30 |Test on finding out foreign agent on CKC M02-SQP-05-14

3 Test o finding out ir_\hihiu'un Factor of Retrovius, which causes white M02-SOP-05-15 x

blond gl an d fonwls,

32 | fure 1o conficen alive virus afier inactivation M02-580P-05-t6 X

33 |Testing procedure to eonfirm to remove cell MO2-SOP-05-17 X

34 [Find out foreign agent in Atlantic M02-80P-07-01 X

35 |Find out foreign agent in yoik szc M02-50P-07-02 X

36 |Common safety test on guinea- pig M02-50p-07-03 X

37 |Common safety test on mouse MO02-SOP-07-04 X

a8 :{:n:?dmur::é:ceive sample, foflow to use sample, keep sample and MO02-S0P-08-01

39 |Contral materinl of normal store M02-SOP-08-06

40 {Procedure 10 passage FIL cell M02-S0P-09-01 X

41 |Procedure 1o passage vero cell M02-80P-09-02 X

42 |Procedure of counting and passing chicken embryo cell M02-SOP-09-03 X

43 |Procedure of passing primary chicken cgg MOZ-SOP-09-04 X

44 {Procedure of counting and passing chicken kidney cell MO02Z-S0P-09-05 X

45 |Procedure of GM i dfum preparation M02-S0P-10-01 X

46 |Medium preparation procedure to maintain MM M02-SOP-10-02 X

47 [Sterilized steam of medium used for verification M02-50P-10-03 X

48 [Procedure to produce SCD agar M02-SQP-10-04 X

49 |Procedure ta produce M Air T cattset agar M02-80P-10-05 X

50 |Procedure to proliferativate virus seed M02-SOP-11-01 X
51 |Procedure to proliferativate Mycoplasma MO02-SOP-11-02 X

52 [Procedure ta produce Measles antigen M02-SOP-11-03 X

53 |Procedure to check potency of Mensles antigen M02-SOP-11-04 X
54 |Procedure to refine antigen MO02-50P-11-05 X
55 |P dura to produce Measles antibody M02-SOP-11-06 X
56 [Procedure to check potency of Measles antibady M02-SOP-11-07 X

§7 |Procedure to produce RSV1,2 seed M02-S0P-11-08 X
58 [Procedure to produce RAV 1,2 seed M02-S0P-11-0% X
59 [Procedure o titretmete of RSV1,2 seed M02-SOP-11-10 X
B0 |Procedure to titremete RAV1,2 seed MO02-S0P-11-11 X
61 [Setup and collect thermal sensor (Autoctave B) M02-SOP-14-01 X

62 [Set up and collect BI for ail autoclave M02-50P-14-02 X
63 [Set up and collect thermal sensor for incubator A,B,C,D M02-50P-14-03 X

54 |Pracedure in receiving and culturing BE for all autaclave MO02.-50P-14-04 X
65 |Set up and collect thermal sensor for vacuum drying oven, M02-50P-14.05 X

66 [Set up and collect BI for Formalin fumigation M02-80P-14-06 X

67 |Procedure ta CO2 cr icn ( COZ incul ) M02-50P-14-08 X

68 [Setup and collect thermal sensor for ¢gg incubater MO02-50P-14-10 X

69 |Setup and collect B for fumigation and Dry Oven M02-SOP-14-11 X
70 |Set up thermal sensor for Autoclave D, E . MO02-30P-14-12 X

71D ination of R ining i M02-SOP-14-13 X
72 [Receive and culture agar for environmental monitoring MO02-SOP-14-14 X
73 [Read the result and evaluate MFT ) MO2-S0P-14-15 X

74 |Set up and collect sensar for BryQven M02-50P-14-16 X
75 {Sect up and callect BI for DryOven M02-SOP-14-17 X
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25 [Procedure to add M-199 after injection M03.-50P-05-03 X
26 {Prepare medium for the first medi h MO03-30P-05-04 X
27 |Procedure to replace the first medium changing M03-SOP-05-05
76 |Evaluate MFT for Bulk preduction MO02-SOP-£4-20 X
77 |Handle dirty implement M02-50P-15-01 X
78 |Wash implement MO02-SOP-15.02 X
79 |Proceduce in preparing impl for drying M02-SOP-15-03 X
80 |p; lure én preparing impl for | M02-50P-15-04 X
81 |Procedure to wash 2nd tube for TOC test M02-80P- 15-05 X
82 |Procedure to take WFI used in QC MO2-50P- 15-06 X
83 |Procedure to check growing of LH M02-8OP-16-01 X
B4 |Procedure to incubate SPF egg M02-SOP-16-02 X
85 |Procedure to follow CO; usage M02-SOP-16-03 X
86 |Procedure of gas usage M02.50P-16.04 X
65 21
(CHEMICAL)
1 fTest on checking siatus for freeze dried vaccine M02-SOP-06-01 X
2 |[Test on moisture conlent of [reeze dried vaceing M02-S80P-06-02 X
3 | PH measure test M02-SOP-06-03 X
4 |Test on counting unthawed pasticle of freeze dried vaccine and WFI M02-S0P-06-04 X
5 |Test on weight devialion for freeze dried vaccine MO02-SOP-06-05 X
6 |Test on end is for frecze dried vaccing M02-80P-06-06 X
7 {Teston acid and alkali for WEI M02-50P-06-07 X
8 {Chlosde test for WEI M02-SOP-06-08 X
9 {Sulfate test for WFI M02-SOP-06-0% X
10 {Nitrogen test from Nidrate for WEI M02-SOP-06-10 X
11 |Nitrogen test from Nitrite for WFI M02-SOP-06-11 X
12 |Ammonium test for WFL MO2-SOP-06-12 X
13 |Heavy metal test for WFI M02-S0P-06-13 X
14 |KMnO4 test for WFI MO02-SOP-06-14 X
15 [Remaining scate after evaporation for WFI M02-SOP-06-15 X
16 |Test on checking WFI volume M02-S0P-06-16 X
17 |Foreign insoluble mattec test M02-S0P-06-17 X
18 |End in test MO02-S0P-06-18 X
19 |Test of supervising condition of clean water M02-SOP-06-20 X
20 |Test of checking acid and alkali for clean water MO02-SOP-06-21 X
21 |Chloride 1est for clean water M02-50P-06-22 X
22 {Sulfate test for clean water MO02-SOP-06-23 X
23 |Nitrogen test from Nitsate for clean water M02-SOP-06-24 X
24 |Nitrogen test from Nitrite for clean water M02-SOP-06-25 X
25 |Ammonium test for clean water M02-SOP-06-26 X
26 |Test of hicavy metal for clean water MO2-SOP-06-27 X
27 |EKMnO; test for clean water MO2-SOP-D6-28 X
2B |Residual lest after evaparation for clean water 402-S0P-06-29 X
28 | TOC test for clean water M02-50P-06-30 X
30 {Endotoxin test for clean water M02-SOP-06-31 X
31 [Check acid and alkali of 1Oml vial M02-SOP-06-33 X
32 |Nitrogen test from Nitrite of 10m] vial M02-SOP-06-34 X
33 |Check rubber stopper perceptibly M02-S0P-06-35 X
34 |Check foaming of rubber stopper M02-80P-06-36 x
35 |KMnO4 test of rubber stopper M02-SOP-06-38 X
36 {Chloride test for ubber stopper MO2-SOP-06-38 X
37 iNitrogen test from Nitrite of rubber stepper M02-SOP-06-40 X
38 |Conduetivity test M02-SOP-06-41 X
39 |Moisture content test afler evaporating for rubber stopper M02-SOP-06-42 X
40 {Checking for transparent and coulor of vaccine M02.50P-06-43 X
41 {Test on checki of aluminum cap MO02-SOP-06-44 X
42 |Test on checking appearance of rubber stopper M02-S0P-06-45 X
43 |Test on checking appearance of vaccine vial M02-SOP-06-46 X
44 [BSA test MO02-S0OP-06-47 X
45 | Maistures content for rubber stopper M02-50P-06-48 X
46 |Endotoxin for checking sterilization effect M02-50P-06-4% X
47 |Leak test M02-SOP-06-50 X
48 |Teston ing alcohol M02-S0P-06-51 X
4% [Autoclave B M02-50QP-13-01 X
50 |CO; incubator MO02-SOP-13-04 X
51 [Rotator far microtiter plate M02-§OP-13-05 X
52 |Procedure to operate pH measuring device (PP-E5) M02-SOP-[3-06 X
53 |Safety cabinet A (I face) M02-SOP-13-08 X
54 |Use Clean bench M02-SOP-13-09 X
55 |Use Incubator A M02-S0P-13-11 X
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25 |Procedure to add M-199 after injection M03-SOP-05-03 X
26 |Prepare medium for the first medium changing M03-SOP-05-04 X
27 |Procedure 1o replace the first medium changing M03-SOP-05-05 X
56 |Use Incubasor B M{2-50P-13-12 X
57 |Use Incubator C M0Z-SOP-13-13 X
58 fUse Incubator D M02-SOP-13-14 X
59 [Centrifuge B M02-S0P-i3-15 X
Operate Endotoxin machine (Well reader), computer and printer of
60 Endotoxin test M02-50P-13-16[2] X
&1 |Avtoclave D - M02-SOP-13-17 X
62 |Use Autoclave E M02-SOP-13-18 X
63 |Operate Vacuum drying Oven M02-3QP-13-20 X
64 |Dryer A MQ2-SOP-13-21 X
65 {Dryer B M02-SOP-13-22
66 |Microscope M02-S0P-13-27 X
67 |Water bath B M{2-S0P-13-29 X
68 |Water bath C M02-SOP-13-310
69 |Compressor MO2-SOP-13-32 X
70 |Vacuum pump M02-SOP-13-33
71 |Osmometer M0O2-S80P-13-34
T2 |Use nisrogen cylinder 1o keep cell M02-S0P-13-36 X
73 |Test tube mixer M02-80P-13-37 X
74 [Procedure 10 operate electric scale (LE2202S va LE24458) MO2-S0P-13-42 X
75 |Dsaft chamber (DF-11AK) M02-S0P-13-43 X
78 |Operate Pipet washing machine MOZ-S0P-13-44 X
77 |Egg incubator B (PPS-03) ME2-S0P-13-45 X
78 |Hot plate M02.80P-13-46 X
79 |Operate particle counter in water (K1-04) MOZ-30P-1349 X
80 |Procedure 1o operute TOC device (Phoenix 3000) M02-SOP-13-5¢ X
Bt [Conductivity meter M02-80P-13-51 X
§2 |Constant temp.device immersion A M02-SOP-13-53 X
83 |Operate ELISA reader and printer+C174:C198 MO02-SOP-13-63 X
84 |Operate ELISA washing machine M02-50P-13-65 X
85 |Centrifuge (Rotofix 32) MO2-S0P-13-67 X
868 |Operate Helios spectmm M02-SOP-13-86 X
82
Enginering department
1 [Operate water production system MO6-SOP-WSO-F X
2 |Operate filtration system M06-SOP-WSO-02 X
3 |Operate active coal and softening system MOG-SOP-WSO0-04 X
4 |[Opcrate deionization system M06-SOP-WS0-07 X
5 |Operate ultra filtered water generation system MO0§-SOT-WS0-08 X
6 |Operate uliva filtered water distribution system MOG-SOP-WSO-(9 X
7 |Operate WFi gencration system MO6-SOP-WSO-11 X
8 |Operate WFI distribution system MO6-SOP-WS0-12 X
9 |Operate and maintain CT 1 M06-SOP-W50-14 X
10 |Operate and maintain CT 2 MO06-SOP-WS0-15 X
11 |Operate PS generation system MO6-SOP-WS0-16 x
12 |Calibrate water generation system MO08-SOP-CAL-38 X
12 |Calibrate HVAC system pressure displaying set MO6-SOP-CAL-60 X
14 |Calibrate cold room and incut room by tempera M06-SOP-CAL-63 X
15 {Calibrate temperature and humidity of HVAC system MOG-SOP-CAL-66 X
18 g)zl:;’a:le and calibration AMETEK ITC 4 M06-SOP-CALEQ-02 %
17 |QOperate and matntain pressuse calibration equipment CPC320 MO6-SOP-CALEQ-03 X
18 |Operate and maintain thermometer and hygrometer TR72U MO6-SOP-CALEQ-05 X
19 |Operate and maintain low temperature water batk EYELA PSL - 1800 | MO6-SOP-CALEQ-06 X
20 |Operate and maintain Hybrid Recorder MO6-SOP-CALEQ-07 X
21 |Use and maintain AMETEK ITC-155A MO6-SOP-CALEQ-02 X
22 |Qperate and maintain AMETEK DTI1000-A equipment MO6-SOP-CALEQ-10
23 |Use pressure calibration machine KAL-84 MO6-SOP-CALEQ-11 X
24 |Use particle counter KC-D1E M0O6-SOP-CALEQ-12
25 [Instruct to use particle creation machine TSI-TOPAS MO6-SOP-CALEQ-13
26 |Use and maintain DTA-4B LETE particle creation machine MO6-SOP-CALEQ-14
27 |Use Kanomax machine MO6-SOP-CALEQ-13 x
28 |Use and keep compressor HYTACHI 02-LT-7T M06-SOP-CALEQ-16
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25 |Procedure to zdd M-199 after injection MO3-S0OP-05.03 X
26 [Prepare medium for the first medium changing M33-SOP-05-04 X
27 [Procedure to replace the first medivm changing M03-S0P-05-05 X
29 |Operate HYAC system MO06-SOP-HVACO -01 X
30 |Validate and maintain Clean Bench and Laminar Flow periodically MO6-SOP-VAL -61 X
31 [Validate and maintain sterlizatien tunnel MO6-SOP-VAL -62 X
32 |Validate and maintain Hepa Filter MOG-SOP-VAL -64 X
33 |Operate city water supply system MO06-50P-PSO-02 X
34 [Operate and maintain botler M06-S0P-BOILER-01 X
35 [Operate and maintain central chitler M06-SOP-PSQ-03 X
36 |Operate and maintzin ceniral compressor MO06-SOP-COMP-01 X
37 |Operate and maintain wasted water treaiment system MO6-SOP-WWG-01 X
38 [Operate and maintzin central generator MO05-SOP-GENE-03 X
39 |Operate and maintzin ceniral controlling system M06-SOP-CNT-01 X
40 |Operate and maintain AHU system M06-S0P-PSO-04 X
41 [Cperation and maintenance for multifunction calibrator MO06-SOP-CALEQ-18 X
33 8
SOP of Department
1 |The first changing M-SOP-01-0t X
2 {Procedure to check suitability of changin, M-SOP-01-02 X
3 |Procedure to sterilize by Formaline M-S0P-02-01 X
4 |Sir dung céin trong phong sach clp cie cip 43 M-S0OP-02-02 X
5 |Procedure to T Formaline corcentration M-SOP-02-03 X
8 |Procedure 1o manage, deliver and use chemical M-SOP-02-04 X
7 |Procedure to contral insects M-SOP-02-05 X
8 |Procedure to conirol waste M-SOP-02-06 X
9 |Procedure to follow temperature, humidity and pressure deviation M-SOP-03-01 X
10 |Calibrate thermal sensor M-SOP-04-01 X
11 |Wash and pack sterilized clothes M-SOP-10-01 X
12 |Procedure to handle during power-off M-50P-10-03 X
13 |Procedure to anawer testing resuit M-SOP-14-01 X
14 {Qui trinh giac nhin mai trudng M-SOP-14-02 X
15 {Use auloclave M-SOP-15-01 X
16 |Use dry oven M-30P-15-02 X
17 |Use integrity testing machine of Millipore M-SOP-15-03 X
18 |Procedure to use sampler in air Aisport MD8 M-SOP-15-05 X
19 |Procedure to use particle counter A2400 M-SOP-15-06 X
20 |Procedure to use Formalin fumigator FOT2000 M-SOP-15-07 X
2% |Procedure to use neuvtralizer M-SOP-15-08 X
22 |Pracedure to use incubation and cold reom M-SOP-15-11 X
23 {Use ice maker M-SOP-15-12 X
24 |Procedure to use deep freezer M-S0P-15-13 X
25 |Use Measuring device of ining F ti ation M-SOP-15-14 X
26 |Use automatic alcehal sprayer M-SOP-15-15 X
27 |Procedure to use and sterilize WFIS used point M-SQP-15-16 X
2B |Proceduce to use and sterilize UFW3 used point M-SOP-15-17 X
29 [Procedure to use microscope IX 51 M-SOP-15-18 X
30 |Use bag sealer M-SOP-15-19 X
31 |Procedure to use Recoder ALI000 M-SOP-15-21 X
31
Animal lab
1 |Process to entrance and exit animal building applied for staff M09-SOP - 01-01 x
2 |Cortrol entrance and exit of animal and material M09-SOP - 01-04 x
3 |Control entrance and exit of wasted animal and material M09-S0P - 01-05 X
4 |Sanitise area for raising rabbit and guniea pig M09-SOP -02 -02 X
5 |Sanitise area for raising mouse M09 -SOP -02 - 03 x
6 |Samitize normal area M09 -SOP - 02 - 0% X
7 |Process io prepare antiseptic safution M09-S0P -02-05 x
8 |Process to spray insecticide for animal lab. M09 -SOP - 02 -06 x
9 |Moniter temperature, humidity, pressure diff M09 -50P -03 -01 x
10 |Process to order animal for test M09 -SOP - 04 - 01 x
11 |Process to order materiat for raising animal for test M09 -S0P -04 - 02 X
12 {Process 1o receive animal for test (3 kinds) M09 -SOP - 04 - 03 x
13 {Pracess to raise guinca pig separately M09 -80P -04 - 04 x
14 |Procedure to raise mouse sepnmiely M09 -S0P - 04 -05 x
15 |Procedure to raise rabbit sepacately M09 -S0OP - 04 - 06 X
16 |Process to receive matesial for raising animal for test M09 -SOP - 04 - 07 x
17 |Pracess to incubate rice seed M09 -SOP - 04 - 08 X
18 |General system of store in animal building M09 -S0P - 05 -01 X
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25 |Procedure 1o add M-199 after injection M03-SOP-05-03 X
26 |Prepare medium for the first medium changing MO03-SOP-05-04 X
27 |Procedure to replace the first medium changing MO03.50P-05-05
18 |Control, monitor eatrance and exit of material in store MO0% -SOP - 05 -02 x
2C [Control ascptic MO -SOP - 05 - 03 X
21 |Process to keep, arange material in store M09 -SOP-05-04 x
22 |Operate and maintain Autoclave M0S -SOP - 06 - 01 X
23 |Use and maintain electronic balance M09 -SOP - 06 - 02 x
24 |Use and maintain balance MOS -SOP - 06 - 03 x
25 |Use wind bolt MOF -S0OP - 06 -04 %
26 |Use and masntain drinking water filtration system for animat for test M0% -SOP - 06 - 05 x
27 |Use and maintain shelf and cage system M0% -S0P - 06 - 06 x
28 |Use and maintain clean clothes washing machine M09 -S0OP - 06 - 07 x
29 |Pracess to wash clean clothes in_grade D area MO -SOP - 08 - 01 x
30 [Pracess to prepare, dry-clean clean clothes in grade D area M09 -SOP - 08 - 02 X
31 |Process to stertlize clean boot in grade D area M09 -SOP - 08 - 03 x
32 |Process to wash clothes in non- grade area M0% -S0P - 08 - 04 x
23 [Process to handle dirty cage MO0% -SOP - 08 - 05 X
34 [Pracess to wash, prepare to dry-clean cage M0% -SOP - 08 - 06 X
35 |Handle drinking water bottle and eating spout to prepare for stesilization [ M0% -SOP - 08 - 07 %
36 |Procedure 1o raise and look after for guinea pig for test M0g -SOP - 09 - 01 x
37 |Procedure to raise and look after for mouse for test M09 -SOP-09-02 x
38 |Process lo raise and loak after rabbit for measles antibody production M0S -50P - 09-03 %
39 | Procedure to abrogate animal after test M09 -50P - 09 - 04 x
21 18
QA

1 |Detesgent and antiseptic M01-§OP-02-05 x

2 |Contract calibration for Equipment 01-50P-04-03 X

3 |Material contral 01-80P-05-01 x

4 _|Handle with unsuitahle products 01-S0P-06-02 X

5 |Training of new staff 01-80P-07-01 %

8 |Regulation on coding system 01-S0P-0%-01 X

7 |How to write SOP 01-S0P-09-02 x

8 |How to write Batch processing record 01-S0OP-05-03 X

g How to write SPEC for raw material, intermediate product and packing 01-SOP-09-04 x

|~ imaterial

10 {How to write validation Protocol 01-SOP-09-05

11 |How to write SPEC for biological materials 01-50P-09-06 %

12 |How to write SPEC for equip impl spare part of equip 01-SOP-09-07 x

13 [Conirol of working seed virus 01-SOP-10-03 x

14 |Handle complain of product 01-80P-11-01 X

15 [Review Baich processing records. 01-S0P-13-01 x

16 |Use decuments, production and quality coatrol record 01-80P-13-02 x

17 Distribute and callect of documents, records of preducticn and quality 01.S0P-13-03 <

control
18 |Repl repair and mai of 01-80P-15-01 *
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POLYVAC

Summary result table of Calibration for HVAC - 2007

Updated: 22/01/2008

No. Name of Equipment Place Method Criteria Date 1:,::;/ Frequency
1 |TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - FREEZER RM-2 2007/5/6 Pass
2 |TED-P-101-2 SENSOR AND RP-1 RECORDER - FREEZER RM-2 2007/5/6 Pass
3 |TED-P-101-2 SENSOR AND RP-1-¢ INDICATOR - FREEZER RM-1 2007/5/6 Pass
4 {TED-P-101-2 SENSOR AND RP-1 RECORDER - FREEZER RM-1 2007/5/6 Pass
5 ITED-P-101-2 SENSOR AND RP-1-4 INDICATOR - COLD RM-4 14/5/2007 ¥Yass
6 ITED-P-101-2 SENSOR AND RP1 REORDER - COLD RM-4 Temprature 14/5/2007 Pass
7 |TED-P-101-2 SENSOR AND RP-1-2 INDICATOR - COLD RM-3 {Thermohygro 14/5/2007 Pass 2
8 ITED-P-101-2 SENSOR AND RP-1 RECORDER- COLD RM-3 recorder- TRU-{ + 0.81°C | 14/5/2007 Pass
Q |THE-P-102 SENSOR AND TI-P-102 INDICATOR- FILLING RM 72U) 2007/12/5 Pass
10 |THE-P-103 SENSOR AND TI-P-103 INDICATOR- CLEAN RM5 2007/12/5 Pass
11 |THE-P-101 SENSOR AND TI.P-101 INDICATOR- CAPING RM1 2007/12/5 Pass
12 |THE-P-104 SENSOR AND TI-P-104 INDICATOR- VIAL WASHING RM1 2007/12/5 Pass
13 |THE-P-104 SENSOR AND HI-P-104 INDICATOR- VIAL WASHING RM1 Final dept. 2007/12/5 Pass
14 |THE-P-105 SENSOR AND TI-P-105 WASHINH RM3 2007/12/5 Pass
15 |THE-P-102 SENSOR AND HI-P-102 INDICATOR- FILLING RM Humidity 2008/12/5 Pass
16 |THE-P-103 SENSOR AND HI-P-103 INDICATOR- CLEAN RMS (Thermohygro | 5.0% 2007/12/5 Pass 5
17 |THE-P-101 SENSOR AND HI-P-101 INDICATOR- CAPING RM1 recorder- TRU-t — 7~ 2007/12/5 Pass
18 |THE-P-105 SENSOR AND HI-P-105 WASHINH RM3 72U) 2007/12/3 Pass
19 |PAIA-P-101 CAPPING RM - CORRIDOR 7 23/5/2007 Pass
20 |PdLA-P-102 FILLING RM-CAPPING RM Pressure 23/5/2007 | Pass
21 |pdiA-P-103 CLEAN RM5-CORRIDOR7 (Difference | Different | 23/5/2007 Pass
272 |PdIA-P-104 INS-2 - CORRIDOR7 pressure gauge | Pressure | 23/5/2007 Pass 1
273 [PdIA-P-105 FILLING RM - VIAL WASHING RM KALS84 +2.0Pa | 23/5/2007 Pass
24 |PdIA-P-166 ANTE RMG - CORRIDORT HALSTRUP) 23/5/2007 | _ Pass
25 |PdLA-P-107 VIAL WASHING RM - CORRIDOR? 23/5/2007 Pass
26 {TED-P-103-2 SENSOR AND RP-2-2 INDICATOR - COLD RM-2 15/5/2007 Pass
27 |TED-P-103-2 SENSOR AND RP-2 RECORDER - COLD RM-2 15/5/2007 Pass
28 |TED-P-104-1 SENSOR AND RP-2-3 INDICATOR - INCUBATION RM-1 15/5/2007 Pass
2Q ITED-P-104-1 SENSOR AND RP-2 RECORDER - INCUBATION RM-1 15/5/2007 Pass
30 |TED-P-104-2 SENSOR AND TIC-P104-1 INDICATOR - INCUBATION RM-1 15/5/2007 Pass’
37 |TED-P-103-1 SENSOR AND RP-2 RECORDER - INCUBATION RM-2 15/5/2007 Pass
32 ITED-P-103-1 SENSOR AND RP-2-1 INDICATOR - INCUBATION RM-2 15/5/2007 Pass
33 |TED-P-103-3 SENSOR AND TIC P103-1 INDICATOR - INCUBATION RM-2 15/5/2007 | Pass
34 |THE-P-261 SENSCR AND Ti-P-201 THAWING RM Temprature 14/5/2007 Pass
35 |THE-P-202 SENSOR AND Ti-P-202 CLEAN RM3 (Thermohygro 14/5/2007 | Pass 2
36 |THE-P-203 SENSOR AND TI-P-203 CLEAN RM4 recorder- TRU-1 = 0.81°C | 14/5/2007 Pass
37 |THE-P-206 SENSOR AND TI-P-206 DISRVFECTION RM1 T2U) 15/5/2007 Pass
38 [THE-P-204 SENSOR AND TI-P-204 DISINFECTION RM2 15/5/2007 Pass
39 |THE-P-205 SENSOR AND TI-P-205 WASHING RM1 2007/11/5 Pass
A0 | THE-P-207 SENSOR AND TI-P-207 MEDIA PREPARATION RM1. Bulk and 2007/11/5 Pass
41 |THE-P-209 SENSOR AND TI-P-209 CLEAN RM1. “ .an 2007/11/5 Pass
medium
472 | THE-P-210 SENSOR AND TI-P-21) CLEAN RM2. depts. 2007/11/5 | Pass
43 | THE-P-208 SENSOR AND TL-P-208 CUTTING RM 2007/11/5 Pass
44 |THE-P-211 SENSOR AND TI-P-211 STERTLEFILTRATION RM2 2007/11/5 Pass
45 |THE-P-212 SENSOR AND TI-P-212 OBSERVATION RM2 2007/11/5 Pass
46 |THE-P-201 SENSOR AND HI-P-201 THAWING RM 14/5/2007 Pass
47 |THE-P-202 SENSOR AND HI-P-202 CLEAN RM3 14/5/2007 Pass
48 |THE-P-203 SENSOR AND HI-P-203 CLEAN RM4 14/5/2007 Pass
AQ |THE-P-206 SENSOR AND HI-P-20G DISINFECTION RM1 15/5/2007 Pass
50 |THE-P-204 SENSOR AND HI-P-204 DISINFECTION RM2 Humidity 15/5/2007 Pass
51 |THE-P-205 SENSOR AND HI-P-205 WASHING RM1 (Thermohygro 2007/11/5i Pass 2
5§72 |THE-P-207 SENSOR AND HI-P-207 MEDIA PREPARATION RM1 recorder- TRU-| +5.0% | 2007/11/5 Pass
53 [THE-P-200 SENSOR AND HI-P-209 MEDIA PREPARATION RiM1 72U) 2007/11/5 Pass
54 |THE-P-216 SENSOR AND HI-P-210 CLEAN RM?2 2007/11/5 Pass
55 |THE-P-208 SENSOR AND HI-P-208 CUTTING RM 2007/11/5 Pass
56 {THE-P-211 SENSOR AND HI-P-211 STERILEFILTRATION RM2 2007/11/5 Pass
57 ITHE-P-212 SENSOR AND HI-P-212 OBSERVATION RM2 2007/11/5 Pass
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Pass/

No, Name of Equipment Place Method Criteria Date Fail Frequency
58 {PAIA-P-201 THAWING RM - CORRIDORS 22/5/2007 Pass

59 |PIIA-P-202 CLEAN RM3 - CORRIDORS 22/5/2007 Pass

60 |PdIA-P-203 CLEAN RMd - CORRIDORS 22/5/2007 Pass

61 |PdIA-P-204 ANTE RMd - CORRIDORS 22/5/2007 Pass

62 |PdIA-P-205 DISINFECTION RM2 - CORRIDORS 22/5/2007 Pass

63 |PAIA-P-206 WASHING RM1 - CORRIDORS 22/5/2007 Pass

64 |PAIA-P-207 DISINFECTION RM1 - CORRIDORS Pressure 22/5/2007 Pass

65 |P4IA-P-208 MEDIA PREPERATION RM - CORRIDORS Bulk and | (Difference 22/5/2007 Pass

66 |PALA-P-209 CLEAN RM1 - CORRIDORG medium | pressure gauge | 2.0Pa 22/5/2007 Pass 1
67 |PdiA-P-210 CLEAN RM2 - CORRIDORS depts. KALB4 - 22/5/2007 | Pass

68 |P4IA-P-211 CUTTING RM - CORRIDORG HALSTRUP) 22/5/2007 | Pass

69 |PAIA-P-212 STRELLEFILTRATION RM - CORRIDOR6 22/5/2007 Pass

70 |Pdia-P-213 ANTE RM1 - CORRIDORG 22/5/2007 Pass

71 {PdIA-P-214 CENTRIFUGATION & OBSERVATION RM1 - CORRIDORG 22/5/2007 Pass

72 {PdIG-P-203 PR11 - DISINFECTION RM2 22152007 Pass

73 1PdiG-P-204 PR7 - ANTE RM4 22/5/2007 Pass

74 {PdIG-P-205 PR6 - CORRIDOR3 22/5/2007 Pass

75 | THE-P-215 SENSOR AND Ti-P-215 CLEAN RMé Temprature 14/5/2007 Pass

76 | THE-P-216 SENSOR AND TI-P-216 CLEAN RM7 (Thermohygro 14/5/2007 Pass 2
77 ITHE-P-213 SENSOR AND TI-P-213 CLEAN RM& recorder- TRU-| £ 0.81°C | 14/5/2007 Pass

78 ITHE-P-214 SENSOR AND TI-P-214 PREPERATION RM 72Uy 14/5/2007 Pass

79 ITHE-P-215 SENSOR AND HI-P-215 CLEAN RM$§ Humidity 14/5/2007 Pass

80 | THE-P-216 SENSQOR AND HI-P.216 CLEAN RM7 (Thermohygro 14/5/2007 Pass 2
81 |THE-P-213 SENSOR AND HI-P-213 CLEAN RM8 recorder- TRU-| %5.0% | 14/5/2007 Pass

82 |THE-P-214 SENSOR AND HI-P-214 PREPERATION RM QcC 72U) 14/5/2007 | Pass

83 |PdIA-P-215 PREPARATION RM - CORRIDOR10 23/5/2007 Pass

84 |PdiA-P-216 CLEAN RM8 - CORRIDOR10 Pressure 23/5/2007 Pass

85 |PdIA-P.217 IN12 - CHANGING RM12 {Difference | Different | 23/5/2007 Pass

86 |PdIA-P-218 CLEAN RM&6 - CORRIDOR10 pressure gauge | Pressure | 23/5/2007 Pass 1
87 {PdIA-P-219 CLEAN RM7 - CORRIDOR1D KALB4 +20Pa | 23/5/2007 Pass

88 |PdIG-P-201 QUT 11-2 - PERFORMANCE TEST RM HALSTRUF) 23/5/2007 | Pass

80 |PdIG-P-202 IN11-2 - CHANGING RM11 23/5/2007 Pass

9() |Rabbit Test 24/5/2007 Pass

91 |Guinea Pig Test Temprature 24/5/2007 | Pass

92 | Quaratine Rm1 (Thermohygro | LT PT I 152007 | Pass 5
93 [Mice Tost Rm 1 recorder- TRU-| o Z (o 24512007 | Pass

94 |Mice Test Rm 2 72U) - 24/5/2007 | Pass

95 |Quaratine Rm 2 24/5/2007 Pass

06 |Rabbit Test . 24/5/2007 Pass

Q7 |Guinca Pig Test A';:;ml Humidity 24/5/2007 | Pass

08 | Quacatine Bl (Thermohygro | Humidity | 24/5/2007 Pass 2
QG |Mice Test Rm 1 recorder- TRU-{ +5.0% | 24/5/2007 Pass

100 Mice Test Rm 2 72U) 24/5/2007 Pass

101 |Quaratine Rm 2 24/5/2007 Pass
102|Pdia_A-101 DIRTY CORRIDOR! - CORRIDOR1A Pressure Differe 24/5/2007 Pass

. erent

103|PdIA_A-102 ANTE RM - CORRIDOR1A (Difference Pressure 24/5/2007 | Pass 1
104/PdLA_A-103 DIRTY CORRIDOR? - CORRIDOR1A pressure gauge 24/5/2007 i Pass
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POLYVAC

Summary result table of Maintenance validation for HVAC - 2007

TT Name of Equip Code |Place| Method Criterta Date I;?;Sl/
1 101-01 23/05/2007 Pass
2 Ante room 6 101-02 23/05/2007 Pass
3 101-03 23/05/2007 Pass
4 ) 101-04 23/05/2007 Pass
5 Clean room 3 101-05 23/05/2007 Pass
6 101-06 23/05/2007 Pass
7 101-07 23/05/2007 Pass
8 101-08 23/05/2007 Pass
9 101-09 23/05/2007 Pass
10 - 101-10 23/05/2007 Pass
11 Filling room 101-11 23/05/2007 Pass
12 101-12 . 23/05/2007 Pass
13 101-13 * Leak test: No clear 135 7507 Pass
14 101-14 leakage must be found 53957007 Pass
15 101-15 at any of the 23/05/2007 Pass
16 AL0-1 101-16 Leak test |measurement locations| 23/05/2007 Pass
17 Al9-2 101-17 & 23/05/2007 Pass
18 In 9-2 101-}8 Final | Ventilation » Ventilation 23/05/2007 Pass
19 Al 101-19 | 5ol frequency |freauency 23/05/2007 Pass
20 : 102-01 | P | frequency | urement: The | 24/05/2007 |  Pass
71| - Chppingroom 102-02 measureme . 24/05/2007 | Pass

overall ventilation

22 In 9-1 102-03 nt X f 24/05/2007 Pass
23 Pr 14 102-04 requency for a ro0m 174655007 | Pass
24 10205 must be equal to or in "oy /n5 5607 Pass
25 102-06 excess of 20 24/05/2007 | Pass
26 Washing rm 3 102-07 times/hour 24/05/2007 Pass
27 102-08 24/05/2607 Pass
28 102-09 24/05/2007 Pass
29 102-10 2440572007 Pass
30 102-12 24/05/2007 Pass
31 . - 102-13 2470572007 Pass
3p| Vial&Sterlim o d 24/05/2007 | Pass
33 102-15 24/05/2007 Pass
34 In Qut 10 102-16 24/05/2007 Pass
35 Pr 16 102-17 24/05/2007 Pass
36 Disinfection rm 3 102-18 24/05/2007 Pass
37 Pri15 102-19 24/05/2007 Pass
38 201-01 16/05/2007 Pass
39 Corridor 4 201-02 16/05/2007 Pass
40 201-03 16/05/2007 Pass
41 Pr8 201-04 16/05/2007 Pass
42 Freezing rm 201-05 16/05/2007 Pass
43 Thawing 201-06 » Leak test: No clear | 16/05/2007 Pass
4] o frigerator rm 2 201-07 leakage must be found at| 16/05/2007 Pass
45 201-08 any of the measurement | 16/05/2007 Pass
46 Storage 4 201-09 Leak test locations 16/05/2007 Pass
47 Ins 201-10 Bulk & ) 16/05/2007 Pass
48 Refrigerator rm 2 201-11 dept Ventilation | « Ventilation frequency | 16/05/2007 Pass
49 Corridor 3 202-01 " | frequency measurement: The 17/05/2007 Pass
50 202-02 measurement|  overall ventilation 17/05/2007 Pass
51 202-03 frequency for a room | 17/05/2007 Pass
52 Clean rm 4 202-04 must be equal to or in | 17/05/2007 Pass
53 202-05 excess of 20 times/hour { 17/05/2007 | Pass
54 202-06 17/05/2007 Pass
55 202-07 17/05/2007 Pass
56 202-08 17/05/2007 Pass

57 Clean m 3 202-09 17/05/2007 | Pass

58 202-10 17/05/2007 Pass

—110—




Pass/

—111—

T Name of Equip Code |Place] Method Criteria Date Fail
59 202-11 17/05/2007 Pass
60 Aute rm 4 20212 17/05/2007 | Pass
61 . . 202-13 17/05/2007 Pass
6 Disinfection rm 2 20214 17/05/2007 Pass
63 Storage 3 202-15 17/05/2007 Pass
64 Pré 202-16 17/05/2007 Pass
65 Al 202-17 17/05/2007 Pass
66 In6 202-18 17/05/2007 Pass
67 202-19 17/05/2007 Pass
68 Aate rm 3 202-20 * Leak test: No clear | 17/05/2007 Pass
69 Pr7 202-21 leakage must be found at| 17/05/2007 Pass
70 Pri11 202-22 any of the measurement | 17/05/2007 Pass
71 203-01 Leak test locations 18/05/2007 Pass
72 . 203-02 & 18/05/2007 Pass
73 Corridor 2 203-03 dBUI:( Ventilation | * Ventilation frequency | 18/05/2007 Pass
74 20304 | " frequency measurement: The 18/05/2007 Pass
75 . 203-05 measurement]  overall ventilation 18/05/2007 Pass
76 Centri&Observa 203-06 frequency for a room | 18/05/2007 Pass
77 Storage 2 203-07 must be equal to or in |_18/05/2007 Pass
78 203-08 excess of 20 times/hour | 18/05/2007 Pass
79 Refrigerator rm 1 203-09 18/05/2007 Pass
80 203-10 18/05/2007 Pass
81 Prs 203-11 18/05/2007 Pass
82 In 4-2 203-12 18/05/2007 Pass
83 Centri&Observa 203-13 18/05/2007 Pass
84 204-01 18/05/2007 Pass
85 Clean rm 1 204-02 18/05/2007 Pass
86 204-03 18/05/2007 Pass
87 204-04 18/05/2007 Pass
88 204-05 18/05/2007 Pass
89 Clean rm 2 204-06 18/05/2007 Pass
90 204-07 18/05/2007 Pass
91 204-08 18/05/2007 Pass
92 204-09 19/05/2007 Pass
93 204-10 19/05/2007 Pass
94 Ante rm 1 204-11 19/05/2007 Pass
95 204-12 19/05/2007 Pass
96 Corridor 1 2(4-13 19/05/2007 Pass
97 204-14 19/05/2007 Pass
98 Storage 1 204-15 19/05/2007 Pass
99 Sterile Filtration 204-16  Leak test: No clear | 19/05/2007 Pass
100 204-17 leakage must be found at| 19/05/2007 Pass
101 Cutting rm 204-18 any of the measurement | 19/05/2007 Pass
102 204-19 1 eak test locations 19/05/2007 Pass
103 Al4 204-20 Bulk & . ) 19/05/2007 Pass
104 In 4-1 204-21 dept Ventilation | * Ventilation frequency | 19/05/2007 Pass
105 Pri13 204-22 "| frequency measurement: The 19/05/2007 Pass
106 Ante rm 2 204-23 measurement[  overall ventilation 19/05/2007 Pass

107 Pr 14 204-24 frequency for a room | 19/05/2007 Pass

108 Pr3 204-25 must be equal to or in |_19/05/2007 Pass

109 Pr2 204-26 excess of 20 times/hour | 19/05/2007 Pass

110| Disinfection rm 1 261-01 25/05/2007 Pass

111 In 3-1 261-02 25/05/2007 Pass

112 Media Preparation 262-01 25/05/2007 Pass

113 262-02 25/05/2007 Pass

114 Pr12 262-03 25/05/2007 Pass

115 In 3-2 262-04 25/05/2007 Pass

116 Check weight 262-05 25/05/2007 Pass

117 Storage 6 212-01 22/05/2007 Pass

118 Storage 5 212-02 22/05/2007 Pass

119 Laundry rm 212-03 22/05/2007 Pass |

120 212-04 22/05/2007 Pass
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T Name of Equip Code |Placej Method Criteria Date I;‘?;/
121 212-05 22/05/2007 Pass
122 212-06 22/05/2007 Pass
123 212-07 22/05/2007 Pass
124 . 212-08 22/05/2007 Pass
1p5|  Washingrml 21209 22/05/2007 Pass
126 212-10 22/05/2007 Pass
127 212-11 Leak test 22/05/2007 Pass
128 212-12 Bulk & 22/05/2007 Pass
129 In Qut 7 212-13 dent Ventilation 22/05/2007 Pass
130 212-14 Pt frequency 22/05/2007 Pass
131 . 212-15 measurement 22/05/2007 Pass
132]  Washingrm2 212-16 22/05/2007 Pass
133 212-17 22/05/2007 Pass
134 Pr9 212-18 22/05/2007 Pass
135 Storage 7 212-19 22/05/2007 Pass
136 Pril 212-20 22/05/2007 Pass
137 Pr 10 212.21 22/05/2007 Pass
138 . 208-01 21/05/2007 Pass
139| ObservationArea  onetn 21/05/2007 | Pass
140 Refrigerator rm 3 208-03 21/05/2007 Pass
141 208-04 21/05/2007 Pass
142 Clean rm 7 208-05 21/05/2007 Pass
143 208-06 21/05/2007 Pass
144 Incubation rm 2 208-07 21/05/2007 Pass
145 Clean rm 6 208-08 * Leak test: No clear | 21/05/2007 Pass
146 208-09 leakage must be found at| 21/05/2007 Pass
147 Pr19 208-10 any of the measurement | 21/05/2007 Pass
148 Alll-1 208-11 locations 21/05/2007 Pass
149 in1l-1 208-12 oc 21/05/2007 Pass
150 209-01 * Ventilation frequency | 21/05/2007 Pass
151 Clean rm 8 209-02 measurement: The 21/05/2007 Pass
152 209-03 overall ventilation 21/05/2007 Pass
153 Preparation rm 209-04 frequency for a room | 21/05/2007 Pass
154 209-05 must be equal to or in | 21/05/2007 Pass
155 Al12-2 209-06 excess of 20 times/hour | 21/05/2007 Pass
156 Al12-1 209-07 Leak test ' 21/05/2007 Pass
157 In12 209-08 & 21/05/2007 Pass
158 211-01 . 22/05/2007 Pass
Tso Preformance test 31102 Vf;:nmatzon 35/05/2007 Pass
160 AL1L2 211.03 oy 22/05/2007 Pass
161 Inl11-2 211-04 22/05/2007 Pass
162 Dirty corridor 1 101-01 30/05/2007 Pass
163 Quarantine rm 1 101-02 30/05/2007 Pass
164 Material out 1 101-03 30/05/2007 Pass
165 Inocubationm 1 101-04 30/05/2007 Pass
166 Rabbits test rm 101-05 30/05/2007 Pass
167 Inocubation rm 2 101-06 30/05/2007 Pass
168] Guinea Pigstestrm | 101-07 30/05/2007 Pass
169 Clean Corridor 1 101-08 Nha d 30/05/2007 Pass
170 Ante rm 101-09 ong 30/05/2007 Pass
17 Ante rm 102-01 ;rﬁt 30/05/2007 Pass
172 Clean orridor 2 102-02 j 30/05/2007 Pass
173 AutoPsy rm 2 102-03 30/05/2007 Pass
174 Quarantine rm 2 102-04 30/05/2007 Pass
175 Mice Testrm 1 102-05 30/05/2007 Pass
176 Inocubation rm3 102-06 30/05/2007 Pass
177 Mice Test rm 2 102-07 30/05/2007 Pass
178 Inoculation rm 4 102-08 30/05/2007 Pass
179 Dirty corridor 2 102-09 30/05/2007 Pass




POLYVAC

Summary Result Table of Calibration for Process Water Supply System 2007

TAn sudt chudn dinh hé thdng aude: hing nam

No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
Tempratare
1 |SW Heat Exchanger Outlet Temp, | TIRCA-1101 ‘ Am;i:“l‘;"é"; o8 Zg% f g';:g 08/06/07 Pass
o + N AT
Temprature
. Deionized Waler System Temprature 70C £ 06T
2 |Soft Water Tank Drain Temp. TRS-1181 an (Ametek ITC-3208) | 80T 06T 08/06/07 Pass
n’C +0.7C PR
Temprature
Temprature 70T 06T
.12
3 |Row Temp. TRS-1201 {Ametek ITC-320) | 80T =0.6T 08/06/07 Pass
W’C, 07
‘Temprature
Temprature 110T 208
4 |UFW Heater Outtet Temp. TIRCA-3102 (Ametck ITC-3208) 120C #1.0C 08/06/07 Pass
NC+1.0C
Temprature
UFW Ristribution System Temprature 110T % 08T
5 |UFW Heater Inlet Temp, TRS-3101 (iR (Ametek ITC-3204) 120°C = 0.8C 08/06/07 Pass
130 + .07
Temprafire
Temprature 110C +0.8C
- 06/07 P
6 [UFW Feed Tank Return Temp. TRS-3103 (Ametek ITC-320A) 120C + 0.8C G8/06/ ass
130T +0.9%
‘Temprature
Temprature 110T £ 0.8T
7 |UFW Tank Temp. TRS4101 (Ametek ITC-320A) 120C = 0.8C 08/06/07 Pass
130T + 09T
Temprature
Tempraturc 110T 08T |
8 |UFW Return Temp. TRS-4102 (Ameick ITC-320A) 120C +0.8C 08/06/07 Pags
130T +0.9T
Temgrature
Temprature 110 £0.8C
08/06/07 Pas
9 |VF-4102 SIP TR5-4181 - (Ametek ITC-3204) 120C +0.3C B/06/ ass
UFW Generation 130 +0.9C
(1F) ‘Temprature
Tempralure 110T = 08T
10 {P-4101 SIP TRS-4182 (Ametck ITC-3204) 120C + 0.8C 0B/06/07 Pass
130T+ 0.0
Temprature
Temprature 110TC 0.8
- 7 P
11 |UFW Retura SIP Temp. TRS-4183 (Amelek ITC-320A) 190°C + 0.8C 0B/064 ass
130T + nAat
Temprature
Tempratuze 10T = 0.3T
12 |P-4102 Temp. TRS-4184 (Ametek ITC-3204) 120C + 0.8C 08/06/07 Pass
10T + 00T
. Tempraiure
Freeze Drying Room Temprature 1107 » 0.8
13 {UFW-OD SIP Terp. TRSU-181 {Use Point) (F) (Ametck ITC-3204) | 120C 08T 08106107 Pass
130T + 097
Temprature
Temprature 110C = 0.8C
14 [UFW-2 SIP Temp.-1 TRSU-281 (Ametck TTC-320A) 120C + 0.6 08/06/07 Pass
Washing Room 3 130C + 39
{Use Paint} (1F) ‘Temprature
Temprature 110T £ 0.8T
15 JUFW-( SIP Temp.-2 TRSU-282 {Ametck ITC-320A) 120 = 0.8C 08/06/07 Pass
130T + 09T
Temprature
Temprature 10T = 08T
16 |UFW-3 SIP Temp.-1 TRSU-381 (Ametck FTC-320A) 120°C +0.8C 08/06/07 Pass
Washing Room 2 130T + 09T
. {Use Paint) (2F) Tempsca:ture o
Temprature 110C 2 0.8
17 [UFW- SIP Temp.-2 TRSU-382 (Ametek ITC-3204) | 120T = 08T 05/6/07 Pass
. 130°C +0.9C
Temprature
Disinfection Room 2 Temprature 110T z0.8T
18 {UFW-@) SIP Temp. TRSU-481 2R (Ametck ITC-320A) 120C = 0.8 08/06/07 Pass
10T 19T
Temprature
Disinfection Room 3 Temprature 1107 +0.8T
- 08/06/07 P
19 {UFW-® SIP Temp. TRSU-581 (A (Amcick ITC-320A) 120C % 0.8C /06/ A58
130T +0.9C PR
Temprature
Temprat 110C £0.9C
20 {Condenser Qutlel Temp. TIRCA-6101 ¢ Amci;i‘*;?c‘f?m ) | 1200 2100 08/06/07 Pass
WFI Generation 130T + 107
{tF Temprature
T 1 110 06T ,
21 |WFI Caaler Outle: Temp. TRA-6102 ( Amc:::?’;."ﬂclil’rzﬂ o | 1200 s060 08/06/07 Pass
1T +n.9C
Temprature
WFI Distribution System Temprature 1107 £ 09T 08/06/07 Pass
22 | WEI Heater Outlet Temp. TIRCA-7103 (1) (Ametek ITC-3204) | 120 = 1.0T /06
1307, + 1 aTC
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No Name of Equipment Code No Place Method Criteria Date Pass/ Fail
TemprataTe
Temprature 110C % 0.8T
23 | WFI Tank Temp. TRS-7101 P
P {Ametek ITC-3204) | 120C 20.8C DBRsA7 Pass
10T+ 09t
‘Tempraiure
Temprature 110°C 0.8
24 |WFI Return Temp. TRS-7102 P
P (Ametck ITC-3204) | 120 +0.8C 08/06/07 Pass
130T +n 9T
Temprature
. Temprature 110T +0.8C
25 |WFI Gereration Outlet SIP Temp. TRS-7181 P
“mp. (Ametek ITC-3204) | 120°C £0.8C 08/06/07 Fass
130T + 09
Temprature
Wi Distribution System Temprature 110T £ 0.8TC
26 |P-7101 SIF Temp. TRS-7182 3
P (tF) (Ametek ITC-3204) | 120TC 20.8T OBUGA7 Pass
130T + 09T,
Tempraturc
Temprature 110T £ 0.8T
27 |WFI Retuen SIP Temp. TRS-7183 P
mp (Ametck ITC-3204) | 120T £0.8TC 08/06/07 Pass
130T +noT:
‘Temprature
Temprature 110C = 0.8C
28 {HE -7101 Qutlet SIP Temp. TRS- P
Y emp 7184 (Amctck ITC-3204) | 120T 08T 08/06/07 Pass
1307+ 091
Temprature
Temprature 110T £0.8T
29 {VE-T101 SIP Temp. -71
emp. TRS-7185 (Ameick ITC-3204) 120°C +0.8C (8/06/07 Pass
T 11[1‘(“ + 09T,
. o empraliifc
Vial Washing & Sterifization
Temprature 116 +0.8C
30 |WFI-L) 81 TRS-
D §1P Temp S-W1sL gg (Ameiek ITC-3204) | 1200 £0.8C el Pass
T + 09T
Temprature
Temprature 110C £ 0.8T
31 {LC-WFI2 SIP Temp.-1 TRS-W2B1 P = :
smp RS-W2B (Amctck ITC-3204) | 120T + 08T 0BAG/07 Pass
130T + 09T
Femprature
Temprature 110T £ 0.8T
32 |LC-WFI2 SIP Temp.-2 TRS-W282 P
crmp 8 (Ametek ITC-3204) | 1207 08T 08/06/07 Pass
Washing Rloem 3 130 09T
(iF) Temgprature
Temprature 110C 2 0.8C
33 |LC-WFI3 SIP Temp.-1 TRS-W381
crmp. (Ametek ITC-3204) | 120C 08T 08/06/07 Pass
130T + 0.9
Temprature
N Temprature 110C = 0.8TC
34 | LC-WFI3 SIP Temp.-2 TRS-W382 :
P RS-W38 (Ametck ITC-3204) | 120T = 0.8C 08/06/07 Pass
1300 +n 9%
"Temprature
. Tempralure 110°C £ 0.8T
35 |LC-WFI2 SIP Temp.-3 2
cmp TRS-284 Filing Room (1F} (Amelek ITC-320A) 120 + 0.8C 08/06/07 Pass
1300+ 0 6T
Temprature
Temprature 110C x0.8T
36 |LC-WFI4 SIP Temp.- - P e
4 SIP Temp.-1 TRS-W481 {Ammctck TC-3204) 120°C % 0.8T 0B/06/07 Pass
Media Preparatin Room 130T +noT
(2F) {emprature
Temprature 110T £ 0.8T
37 2 4 SIP Temp.-2 - 2
LC-WFIL emp TRS-W48’ (Ametek FTC-3204) 120°C < 0.8 08/06/07 Pass
1307 +0.9C
‘Ternprature
Temprature 110°C = 0.8
8 fWFLG) SIP Te . Room p .
3 ® sI emp TRS-W581 Laundry (2F} (Ametek ITC-320A) 120°C = 0.8C 08/06/07 Pass
108 + N ac
‘Temprature
Temprature 110C £ 08T
39 [LC-WFI6 SIP Temp.-1 -W6E
emp TRS-Wes1 . (Ametek ITC-3204) | 120 08T 08/06/07 Fass
Washing Room 1 130T+ 090
{2F} Temprature
Temprature 110C 2 0.8C
40 {LC-WFi6 SIP 2 -W6B2
Temp. TRS-WEB (Amelek ITC-3204) | 120C %0.8C 08/06/07 Fass
130G+ 3 9T
"Temprature
] Temprature 110T +0.8T
FW & 1P Temp. -
41 (U 'WF1 SIP Temp. TRS-5101 PS Unit (1F) (Ameick ITC-3204) 120C + 08T 08/06/07 ) Pass
130C + 097
Pressure
N Pressure 0.00MPa =
42 |UFW Return P - - b
cturn Pressure PICA-4101 UFW Generation (Ametek CPC200C) [0.01MPa 08/06/07 Pass
0 25MPBa o
Pressure
. Pressure 0.00MPa =
43 |Pure St -
re Steam Pressure PICA-5101 PS Unit (Ametck CPC200C) [0.01MPa 08/06/07 Pass
025MPa +
Pressure
44 |Pure Steam Pressure PICA-6101 WFI Generation Pressure Cal equip. o gloﬁr:a = 08/06/07 Pass
N25MPa +
Pressure
N Pressure 0.00MPa =
45 | WFI Return Press & WFI Distributi -
eturn Pressure PICA-7101 Fi Distribution System (Ametck CPC200C) |0.01MPa 0B/06/07 Pass
0 25MPn +

—114—




“AISTONUNU0D ‘UoTjeNUazu00 weansdn
AN} JO 94£()°() PIIIXI 10U 1STIT UOHBIUIIUOD WEILSUMOP Y,

Ao Iy ‘41203,
SSBJ £00Z 2unf 60 aFeyEs] L] « [0A XV "MID0[EA

[eamay) - D0 POTAD-LLTIOPTES] € JTUM) MOT TRUMRT| £F

“(9s/0gE (=) Boneoioads uer) 10U K1120[94 11z 38rioae Y], 1Y 7 FBOPET PUI
WN[OA ITY PUE £JI0[2A ITY »
S5Bd £00Z 3unf 60 g T0S065TYTD U] Mo[ Jeurue t 77
ssed L00Z sunf 60 wnipay 105085THCD ) mojd Iesnue ( 17
ssed £00Z 2Unf 60 LSS T0S0LSTYTD ) mofg Isuiwe| 07
ssed £L00Z 3unf 60 [eurf T0S09STFID Hu Mol reurwe ) 6T
RLL L00Z unf 60 Eur TOSOSSTrID 1] MOT feurweT) 81
sseq LO0Z Junf 60 [euLg T0S0LOPIED o yotag] UBd[D] LT
sseqd L00T 3unf 60 . [BUL] T050<6¥920 D yausg ueapn| 91
e i IO o g
ssed LO0T Ut 60 ° : S waipajy T05088F9TD H yatog usa[d| T
sseq LO0T 3UNf GO ) oum{oA 1y “IO0A g 1080965970 J yousg We3[D| €1
soed LOOZ 910 60 “wonygorroeds Jo 9507F UMIIA 3q [[LYS JWN[oA e YL, | IV ¥ oBeyEsT 1L e 10£048y520  HUag VB0 T
GIx L00 9U0 60 i i (oaspeg)| 4 BT £050€6+920 g qousg ues))| 11
g Ue
HMM MMMM “”“”,. MM voneatyrsads J0 a50Z7 UTGII# 2q J[RYS A150[9A 1T 5eioAe 241, HHM MNMMMNHHW M “unwm :awm oo_
FUMG A 1Ty PUE ATGOT3A TV «
SSEJ LO0T 2unf 60 : g 0s088FITO d jouag uea[d] §
sseq LODT 3Unf 60 Hng 108068¥92D G youag ues[ny /,
R 00T 3unf 60 ng T0S0T6¥9TO D youag uedn| 9
ssed £00T 2unf 60 20 T1050%64970 V youag uea[]| ¢
Ssuq £00T URE 60 20 TOS0EGFITD € Youag Ura[Df
S8 LOOZ 3URf 60 20 TOS0E6597D a youog ueay| ¢
SSeq LO0T 3unf 60 20 TOS0TEYITD g youag uea[d| ¢

(SOIGE SINSES) 75, ¢ Ueif) 5597 57 1X3 JO SIMRISdua |,

“JUSTOU © J& 7 O(€ WBY) SIOW IDUIERIU0D i) Jo srmeraduta,

TRIA WWS OFSY X WWZQ F 04T
T9Zi§ UrEju03 S eTadiu) [BIA JUIINSEITA «

wr()'g ou ‘GoT= wrcy

(1-¥$9%1 OSI NE NIQ)S sse[d Burkysires aq isajy
B 3p Ul UOTIEOISSE[0 W00y »
‘weans laddn
ssed £00Z KB 6T prm paredwos g5 [0 welys ssof a1e saponsed wr £Q jo ogauminy  fi0ofaA Iy @ armesadw | [eurg 169€0-gg [ouryoe Juziuyng jetA| 1
"IU0Z JUI 000 1¢ JUILIa[GUI] o
‘wreans 1addn

[ paseditton 95100 Uy ssa| are sojonred wr ¢°Q Jo roqawnp
50z Poayu] JE JUowra[dw] «

. 2%0¢ F 93vI9AR ST 94001

9407 T 958I0AE ST 3408

'ST JUOZ YOED JO JISOI 9K ],
ORIt 91j] U AJTO0[A 1IE JO Y930 ) »

l1eq /ssed ageq BLIDILID) POYIATAL ERLTE oN 2poy  |juawdinbiy Jo sweN |oN

WEU BUEY :1q )31 DUQNp 0Bq JENS UG,
7007 juomdinby] 10] HOJEPI[EA J0UBUIINUIBIA JO I[(E.L, J|NS9Y AJCUIIING

IVAATOd

—115—




POLYVAC !
Summary Kesult T'able of Calibration for quipment -2007
. Items P
Ne. N £ . i i ass/
[ Dept. ame of Equip e e code g CAL point Calibrator Date Fail
chamber temp. sensor TEL-1 1 111, 121, 131(°Q)
chamber temp, sensor CH 1~ TEL-2 111,121, 131{ oC)
Jacket temp. sensor TE2 3 111, 121, 131( oC)
chamber temp. sensor TE3-1 1 111, 121, 131{ oC)
chamber temp. sensor CH.2 TE3-2 t11, 121, 131{ oC) AMETEK
Filter drain temp. sensor TE4-1 1 111,121, 131{ oC) ITC-320A 16/01/2007
Filter drain temp. sensor CH3- TE4-2 111,121, 131{ oC)
chamber temp. sensor TES-1 1 111,121, 13 0Q)
1 Qc Autoclave B |chamber temp. sensor CH4 - TES-2 111,121, 131 oC) Pass
chamber temp. sensor CHS - TE6 1 111,121, 131 aC)
chamber temp. sensor CH6 - TE7 1 111,121, 131{ aQ)
chamber pressure sensor PE-1-1 0,100,200,300,-9D{kPa}
chamber pressure sensor CH 12 - 1
Recorder PE-12 0100200300908 | AMETEK |00 00
chamber piessire sensor Pil1 2 0.4,0.3,0.2,0.1,-0.08(Mpa) | CPC200C =
chamber pressure sensor Pi2 2 0.4,0.3,0.2,0.1,-0.08(Mpa)
Jacket pressure sensor P13 3 0,4,0.3,0.2,0.1,-0.08{Mpa)
No.l Temp. Sensor TE1-1 3 40,30,20{ oC) AMETEK
) 2 QcC Incubator A {No.2 Temp. Sensor TE2-1 3 40,30,20{ oC) ITC-155A. 19/01/2007] Pass
No.3 Temp. Sensor TE3-1 3 50,40,30{ aC)
AMETEK |,
3 QcC Incubator B {Temp. sensor TE1 3 40,30,20( oC) ITC-155A 18/01/2007| Pass
No.l Temp. Sensor TE1-1 3 60,46,30,25( oC) AMETEK
4 QC Incubator C  {No.2 Temp. Sensor TE2-1 3 60,40,30,25( 0C) ITC-155A 17/01/2007] Pass
No.3 Temp. Sensor TE3-1 3 70,60,50( o)
Temp. sensor TE1 3 40,30,25(°C) AMETEK
5 Qc Incubator D |Temp. sensor TE2 3 40,30,25¢°C) ITC1S5A 16/01/2007) Pass
Temp, seasor TE3 3 40,30,25¢°C)
CH.1 Temp, Sensor - Recorder TE1-1 1 40,30,20{ 0C)
Recorder of AMETEK
6 Qc Ini‘is:at:rj\ CH.2 Temp. Sensorb - Recorder TE2-1 1 40,30,20( o) ITC-155A. 18/01/2007}  Pass
CH.3 Temp. Sensor - Recorder TE3-1 1 50,40,30({ oC)
CH.1 Temp. Sensor - Recorder TE1 1 40,30,20( aC}
Recorder of  [CH.4 Temp, Sensor - Recorder TE2 1 40,30,20{ oC) AMETEK
19/01/2007
7 Qc Incubator B, C |CH.5 Temp. Sensor- Recarder TE3 1 50,40,30( oC) ITC-155A /0L Pass
CH.6 Temp. Sensor- Recorder TE4 1 50,40,30{ oC)
Vacuum dry AMETEK
8 QC oven Temp, sensor TEL 1 100,75,50( aC} ITC135A 24/01/2007) Pass
Temperature- Recorder TEL 1 30,40,58( oC) AMETEK
Temperature TE2 3 30,40,50{ oC) ITC-155A
9 | ¢ [CO;cubator Al B:CYR'TE o| 0806107 | Pass
3,57 %
Co, COE1 1 57 %) HGAS
: ANATLIZER
Temperature - Recorder TE1 1 30,40,50{ oC} AMETEK
Temperature TE2 3 30,40,50( oC) ITC-155A
FYRITE
10 QC  |CO:Incubator B BACHARAC 08/06/07 Pass
¥
CO, COE1 1 350 %) HGAS
ANATIZER
Temperature - Recorder TEL 1 30,40,50{ oC) AMETEK
Temperature TE2 3 30,40,50( 0C) TTC-155A
11| qc |CO;mncubaerC A ARA Gl 080607 | Pass
o HARA .
2 COE1 1 3,5,7( %) HGAS
ANAT ’]IZE?
Temperature- Recorder TE1 1 30,40,50{ oC) AME
2 08/06/07 | P
12| ac | FeTebator b erature TE2 | 3 30,40,50(oC) reassa | 280/ ass
Temperature - Recorder TE1 1 110,120,130( oC) AMETEK
13 ac Lab. Autoclave | Temperature TE2 2 110,120,130{ o) ITC320A | 4ein6/07 | Pass
for Chemical P Record PG1 1 0.1, 0.12, 0.14(Mpa) AMETEK
TCSSUIE- Kecorder 1, U4z, U, P CPCZO’OC
Temperature- Recorder TE1 1 110,120,130( 0C) AMETEK
14 ac Lab. Autoclave | Temperature TE2 2 110,120,130( oC) IIC-320A | qoincinr | pass
for Bio. P Record PG1 1 0.1, 0.12, 0,14{Mpa} AMETEK
ressure- Recorder .1,0.12,0, p CPC00C
‘Temperature - Recorder TEL-1 1 100,125,250( oC)
Temperature TEL-2 100,125,250{ oC) AMETEK
Temperature - Recorder TE2-1 1 100,125,250( oC) ITC320A
Temperature TE2-2 100,125,250{ oC)
Temperature - Recorder TE3-1 i 100,125,250( 2C)
15 ac Dy Oven Temperature TE3.2 100,125,230( oC) i - 08/06/07 Pass
Pressure- Recorder PE1-1 1 0,150,308(Pa} CPE 200C
Pressure PE1-2 0,150,300{Pa)
I;ressurc—Recorder ig-i : g,i:g,;ﬁgag AMETEK
ressure -2 o
i CPC200C
Pressure PE2-3 0.150,300(Pa)
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No. | Dept, |Name ol Equip, pr— n;:lr:s o 1 CAL point Calibrator | Date ]:::isl/
Temperature - Recorder TE1-1 1 -30( o0}
Temperature TE1-2 3 -30{ aCy
- Temperature - Recorder TE2-1 1 -30{ ¢C) HYEBRID
Freezer | -307C {Temperature TE2-2 3 -3¢( oC) RECORDER
16 Qc Q'ty: 4 Temperalure - Recorder TE3-1 1 -30{ oC) & SENSOR T 08/06/07 Pass
Temperature TE3-2 3 -30{ oC) 1
‘Temperature - Recorder TE4-1 1 -30{ oC)
Temperature TE4-2 3 -30(00)
‘Temperature - Recorder TE1-1 1 =10 oC)
Temperature TE1-2 3 -70{ oC)
o Temperature - Recorder TE2-1 1 -70{ aC) HYBRID
Freezer : -70C | Temperature TE2-2 3 -70( oC) RECORDER
17 Qc Q'ty: 4 Temperature - Recorder TE3-1 1 -70{ aC) & SENSOR T 08/06/07 Pass
Temperature TE3-2 3 -70( oC) i
Temperalure - Recorder TE4-1 1 -70( oC)
Temperature TE4-2 3 -70{ oC)
Refrigerator ¢ ;cmperaiurc - Recorder gi—l 1 5( oC) Réfgg}sﬂé
emperature -2 3 5{ aC) DER
18 Qc 0?:){': 2 Temperature - Recorder TE2-k 1 5(aC) & SENSOR T 08/06/07 Pass
‘Temperature TE2-2 3 3(oC) 1
chamber temp. sensor TE1-1 1 111,121, 131(°C)
chamber temp. sensor CH 1- TE1-2 111, 121, 131{ oC)
Jacket temp. sensor TEZ 3 111,121, 131{ oC)
chamber temp, sensor TE3-1 1 111, 121, 131{ oC)
chamber temp, sensor CH.2- TE3-2 111, 121, 131{ oC} AMETEK
Filter drain temp. sensor TE4-1 1 111, 121, 131{ oC} ITCA3204 25/01/2007
Filter drain temp. sensor CH3- TE4-2 111,121, 131{ oC)
chamber temp. sensor TES-1 1 111, 121, 131( aC)
19 Bp | Autoclave A-2 |chamber temp. sensor CH4 - TES-2 111, 121, 131{0C) Pass
chamber temp. sensor CHS - TE 6 1 111, 121 ; 131{ oC)
chamber temp. sensor CH6 - TE?7 1 111, 121, 131{ oC)
chamber p SEnSor PE-1-1 0,100,200,300,-90(kPa)
chamber pressure sensor CH 12 - PE-12 1 0,100,200,300,90(kP=)
Recorder AMETEX 24/01/2007
chamber pressure sensor PI1 2 0.4,03,0.2,0.1,-0.08(Mpa) | CPC200C -
chamber pressure sensor PI2 2 0.4,0,3,0.2,0.1,-0.08(Mpa)
Jacket pressure sensor Pi3 3 0.4,0.3,0,2,0.1,-0.08(Mpa)
chamber temp. sensor TEL-1 1 111,121, 131(°C)
chamber temp. sensor CH 1~ TEL-2 111,121, 131( oC)
Jacket temp. SERSOT TE2 3 111,121, 131( eC)
chamber femp. sensor TE3-1 1 111, 121, 131{ oC)
chamber temp. sensor CH.2- TE3-2 111,123, 131 oC) AMETEK
Filter drain temp. sensor TE4-1 1 111,121, 133( Q) ITC-320A
Filter drain temp. sensor CH3- TE4-2 111,121, 131(aC) -
chamber temp. sensor TES-1 1 111, 121, 131( oC)
20 | Medijum | Autoclave A-3 ichamber temp. sensor CH4 - TES-2 11%, 121, 131( oC} 31/01/2007| Pass
chamber temyp. sensor CHS - TE§ 1 111,121, 131{ o)
chamber temp. sensor CH6 - TE7 1 111, 121, 131{ oC)
chamber pressure sensor PE-1-1 0,100,200,300,-50(kPa}
chamber pressure sensor CH 12 - i
Recorder PE-1-2 ,100,200,300,-96(kPa) AMETEK
chamber pressure $¢nsor P11 2 .4,0.3,0.2,0.1,-0.08(Mpa) | CPC200C
chamber pressure sensor PI2 2 .4,0.3,0.2,0.1,-0.08{Mpa)
Jacket pressure sensor PI3 3 0.4,0.3,0.2,0.1,-0.08{Mpa)
Temperature- Recorder TE1 1 30,40,50( oC) AMETEK
2t BP Egg Incubator |Temperature TE2 3 30,40,50{ oC}) TTC-155A | 08/06/07 Pass
Humidity- Recorder HE1 i 70 Fa) TRT2U
Incubator for |Temperature TEL 3 10,15,20 ( oC) AMETEK
z BP cgg stock | Temperature- Recorder TE2 1 10,15,20 ( oC}) ITC-155A 08/06/07 Pass
Temperature- Recorder TE1-1 1 100,125,250( oC)
Temperatuge TE12 100,125,250( oC}
Temperature- Recorder TE2-1 1 100,135,250{ oC) AMETEK
Temperature TE2-2 100,125,250 aC) ITC-320A
Temperature- Recorder TE3-1 1 106,125,250( oC)
23 BP Dry Oven  {Temperature TE3-2 100,125,250( oC) 08/06/07 Pass
Pressure- Recorder PE1-1 1 0,150,300{Pa} .
Pressure PE1-2 0,156,300(Pa) AMETEK
Pressure-Recorder PE2-1 0,150,300(Pa) CPC 200C
Pressure PE2-2 1 0,130,300(Pa)
Pressure PE2-3 0,150,3060(Pz)
Temperature - Recorder TE1-1 1 -30( oC)
‘Temperature TE1-2 3 -30{ oC) '
Temperature - Recorder TE2-1 1 -30( o) HYBRID
- ‘Temperalure TE2-2 3 -30{ oC) RECORDER
# BP Freezer:30C ‘Temperature - Recorder TE3-1 1 30 00) & SENSOR T 08/06/07 Pass
Temperature TE3-2 3 -30{ 0C) 1
Temperature - Recorder TE4-1 1 -30( oC)
Temperature TE4-2 3 -30( oC)
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No. | Dept. |Name of Equip. p—— n::?S Py Freq CAL point Calibrator Date F;::::"
Temperature - Recorder TEI-1 1 =70 oC})
Temperature TE1-2 3 -70{ oC)
o Termperature « Recorder TE2-1 1 -7{ aC}) HYBRID
Freezer:-70 Temperature TE2-2 3 -70{ oC) RECORDER
B omp Oty:4  |Temperature - Recorder TE31 1 J0(e0) & SENSOR | V806107 | Pass
Temperature ) TE3-2 3 -70{ oC) 1
Temperature - Recorder TE4-1 1 -7 oC)
Temperatuce TE4-2 3 70 oC)
Temperature - Recorder TE}-1 1 -70{ oC)
Temperatuse TE1-2 3 =70{ oC}
© Temperature - Recorder TE2-1 1 -10{ oC) HYBRID
Freezer:-70C. | Temperature TE2-2 3 -7 o) RECORDER
% Bp Qy: 4 Temperature - Recorder TE3-1 1 -7 o) & SENSOR T 08/06/07 Pass
Temperatare TE3-2 3 -70{ aC) 1
Temperature - Recorder TE4-1 1 -70{ oC)
Temperature TE4-2 3 =10{ oC)
Temperature- Recorder TE1-1 1 100,125,250({ aC)
Temperature TEL-2 100,125,250{ oC})
‘Temperature- Recorder TE2-1 100,125,250( oC)
Temperature TE2-2 1 100,125,250( oC) ?rhcdi-;ii
Temperature- Recorder TE3-1 1 100,125,250( oC)
30 | Medium Dry Oven  |Temperature TE3-2 100,125,250{ oC) 18/06/07 Pass
Pressure- Recorder PEL-1 1 0,150,300{Pa}
Pressure PEI-2 0,150,300(Pa})
Pressure-Recorder PE2-1 0,150,308{Pa} AMETEK
Pressure PE2-2 1 0,150,300{Pa) CPC200C
Pressure PE2-3 0,150,300(Pa)
Temp. sensor B210 1 443,60, 100{aC) Tester
s Vial washing Pressure sensor PIA 110 1 950,500,0(kPa)
1 FP machine ‘WFI pressure Sensof PIA 120 1 950,500,0(kPa} AMETEK 119/01/2007] Pass
Entrance shower pressure sensor PIA 121 1 250,125 0(kPa} CPC200C
Pressure sensor PIA 130 1 950,500,0{kPa)
Vial Sterilizing | Temp. sensor TE 211 1 250,300,350( aC) AMETEK )
32 EP machine Temp, sensor TE 213 1 250,300,350{ aC}) ITC-630A 02/01/07 Pass
chamber temp. sensor TE1-1 i 111,121, 131(°C)
chamber temp. sensor CH 1~ TE1-2 111, 121, 131{ o)
Jacket temp. sensot TEZ 3 111, 121, 131{ &C)
chamber temp. sensor TE3-1 1 111,121, 131{ 2C)
cl}nmber fcmp. sensor CH,2- TE3-2 111,121, 131( 6C) AMETEK
Filter drain temp. sensor TE4-1 1 111,121, 131 oC) ITC-320A,
Filter drain femp. sensor CH3- ‘TE4-2 111, 121, 131{ aC} =
chamber lemp. sensor TES-1 1 111, E21, 131 aC}
EP Autoclave A-1 |chamber temp. sersor CH4 - TES-2 111,121, 131(0C) 31/03/2007,  Pass
chamber temp. sensor CHS - TE G 1 111, 121, 131( oG}
chamber temp. sensor CHG - TET 1 111,121, 131(aC)
chamber pressute sensor PE-1-1 ©,100,200,300,-90(kPa)
chamber pressure sensor CH 12~ i
Recarder PE-1-2 0,100,200,300,-90(ca) AMETEK
chamber pregsure sensor -PI1 2 0.4,0.3,0.2,0.1,-0.08(Mpa) | CPC200C
chamber pressure sensor PI2 2 0.4,0,3,0.2,0.1,-0.08(Mpa)
Jackel pressure sensor ) PI3 3 0.4,0.3,0.2,0.1,-0.08(Mpa)
Self temp sensor N1-Recorder TE101 1 120,20,0{ oC)
Self temp sensor N2 -Recorder TE102 1 120,20,0( oC)
Self temp sensor N3-Recorder TEL03 1 120,20,0{ oC)
Self temp sensor N4-Recorder TE104 1 120,20,0( 0C)
Self temp sensor N5-Recorder TE105 1 120,20,0{ oC)
1 Self temp sensor N6-Recorder TE106 1 120,20,0{ oC)
Self temp sensor N7-Recorder TE107 1 120,20, oC) 23/01/2007
Self temp sensor N8-Recorder TE108 1 120,20,0{ oC}) .
Self temp sensar N9-Recorder TE109 1 120,20, oC) AMETEK
Self temp sensor N10-Recorder TE110 1 120,20,0{ oC) ITC-155A
Self femp sensor N11-Recorder TE11l 1 120,20,0{ oC})
Self temp sensor N12-Recorder TE112 1 120,20,0{ aC)
Self temp sensor N13-Recorder TE113 1 120,20,0{ aC)
Temp, sensor-Recorder TE201 1 30,20,0{ oC}
Fp Freeze dryer | Temp. sensor-Recorder TE201A 1 30,20,0 oC) Pass
Temp. sensor-Recorder TE202 1 30,20,{ aC) 22/01/2007
Temp, sensor-Recorder TE203 3 30,20,0{ aC)
Temp. senser-Recorder TE204 1 30,20,0{ oC)
Temp. sensor-Recorder TE203 1 30,20,0{ oC)
‘Temp. senscr-Recorder TE212 1 130,120,110{ oC)
Temp. sensor-Recorder TE212A 1 130,120,110{ o)
Temp. sensor-Recorder TE213 1 130,120,110{ oC)
Temp, sensor-Recorder TE23A |1 130,120,110 aC) Testo 123/01/2007
Temp. sensor-Recorder TE214 1 130,120,110{ aC)
Temp. sensor-Recorder TE214A | ' 1 130,120,110{ oC}
Pressure sensor PT101 2 21,30,57{{1Bar)
I Pressure sensor PT105 2 2!.3[1,?7(?8::;—) MT220  120/01/2007
' Pressure sensor PT203 2 21,30,57(i2Bar)
! Pressure sensor PT301 2 21,30,57{3Bar)
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POLYVAC

Result of Annalytical method transfer validation of QC 2007

No. Name of Method Protocol No. Resuit
1 |Mycoplasma test for Measle vaccine MO2-TV-02 Pass
2 |Potency test for Measles vaccine by PFU method MO2-TV-06 Pass
3 |Identity test for final product MO2-TV-07 Pass
4 |Sterility test for final product MO02-TV-08 Pass
5 |Test for stability of final product MO02-TV-09 Pass
6 |General safety test on animals - MQ2-TV-10 Pass
7 |Potency test for Measles Bulk by PFU method M02-TV-14 Pass
8 |Potency test for Measles Final Bulk by PFU method MO02-TV-15 Pass
9 Mycoplasma test for measles Bulk MO02-TV-16 Pass
10 {Sterility test for measies Bulk MO2-TV-19 Pass
11 |Sterility test for measles final bulk MO02-TV-21 Pass
12 |Innoculation test into chicken allantoic memberance MO2-TV-25 Pass
13 |Test for none disolved foreign body in vaccine MO2-TV-26 Pass
14 |pH test for measles vaccine MO02-TV-27 Pass
15 |Osmosis test for vaccine MO02-TV-28 Pass
16 |[Innoculation test into chicken Yolk sac MO02-TV-29 Pass
17 |Particle counter test for vaccine MO2-TV-31 Pass
18 {Residual moisture content test for measkes vaccine MO2-TV-32 Pass
19 {Test for weight deviation for vaccine M02-TV-33 Pass
20 |BSA test MO02-TV-35 Pass
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POLYVAC

Summary of\;alidation and revalidation for equipment in 2008

Parttern 4)

time:>1210C,220minutes,Fox12

Dept. PQ validation Content Summary of condition for "Tim'a o A ted criteri Evaluati
P implementation (PQ) pe pted criieria valuation
v ntation "
Autaclave A2 Loading pattern 1, implement .
-~ T . BL(-). temperature and time:
1 Sterilization efft
{Cell area) erilization effect for Teyphsination, Loading 1 >1210C 220minutes.Fo>12 Pass
Parttern 4
Autoclave A3 BE(-). temperature and
{virus area) Sterilization effect Loading pattemn 2,3 1 time>1210C,>20minutes Foz12 Pass
Bulk
Dry oven (Loading 1,2,3) {Sterilization effect Loading pattern 1,2,3 1 BI{(-). temperature and Pass
o o time:>900C,>30minutes.Foz12
Autoclave A-1 Sterilization effect Loading 1.2 . BI:(-). temperature and Pass
ioadi ttern 01,0 N time:21210C,220minutes.Fo>12
{loading pattern 01,02) Sterilization effect ime:>1210C,220minutes Fo> Pass
.- . Remaning water (of rubber stopper,
Revalidation of rubber — Sm"l.l‘m rubber acco_rdmg to for freeze dried vaccine) <0,30%
P Sterilization effect condition and sampling (stated | L Pass
sterilization by autoclave in Protocol ) Remaining water {of rubber
stopper used for WFI)< 0, 50%
Final Quantity of disty particle after
Product Vials used Measles Vaccine washing:
Revalidation of viat Sterilization effect production which are washed l Size is more thankOpm: Pass
washing machine and tested by implement as <6000particle/1vial
during OQ. Size is more than 25pm:
<600hat/Lvial
Validation of autoclave
N R . BI{-). temperature and
351[;:’lsl;admg pattern Sterilization effect foading parttern 5,6 3 time:>1210C >20minutes Foz12 Pass
Revalidation of dry oven P Lo BI (-), temperature and time:
(Diy aven ) Sterilization effect As regulation in SOP [ ~1210C >20minutes; Foz12 Pass
Revalidation of autoclave N X BL(-). temperature and
QI (Autoclave D) Sterilization effect Loading Partiern | b ltime:21210C,220minutes. Foz 12 Pass
Revalidation of autoclave R LG BL(-). temperature and
B (Autoclave B ) Steritization effect As regulation in SOP i time:>1210C 22 0minutes Foz12 Pass
Antoclave A2 (sterilize
. . (). nd .
Medium implement - Loading Steritization effect Loading Parttern 4 3 BL(:). temperature a Pass
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POLYVAC

Summary of validation and revalidation of implementation procedure in 2008

Cummary of implementation

Dept. PQ validation Implementation content content (PQ) Accepted criterioa Evaluation
Revalidation of Bl Decrease =3 log
sterilization of room by  |Sterilization effect Grade:B,C Remaining formaline Pass
formaline fumigation concentration < 0. 1ppm
Revalidation of . .
. . .| Validate procedure in (Rout) . .
trans.'purtatlon of material SOP NC—D, D—C, C—B Microorganism (Contact Plate} Pass
and implement
Revalidation of change Confirm changing 06 people Microorganism {Contact Plate) Pass
activities of trained staffs
Operate in-whole process Confim who process
) before starting Measles 100-140 eggs, 130-160 roux Meet criteria stated in SOP Pass
of Measles bulk . .
vaccine production.
- g .
Inactivation of Measles . .Iave'n 1; 7 with 100-200 times Remaining virus after checking <
vaceine byNaClO Effect of virus of NaClO  jof dilution, temperature 0.20 log /0,5 ml Pass
<300C, h,2h,3h,4h ’ ’
Benzalkonium 0,1% : quantity of
. forming unit/legg <15
N Benzalkonivm 0,1% o
gu | Validation ofcge Sterilization effect fod alcohol 3% fod alcohol3% : Quantity of Pass
sterilization alcohol 70% ( 2 times ) forming unit/legg <10
Alcohol 70% ( 2 times ) : number
of forming unit/legg <1
Validate stability of Confirm thawing to be 01 tank A.ﬁer thawmgl, tllcrat}on :s nm.
. . . . . different and is not different with
Measles vaccine during  |[done strictly before 08 litre of measles bulk with Lo o titration bk Pass
thawing of bulk production two times of thawing titeration with titration before
thawing <0,31g PFU/0,5ml
Validate implements which are
subjects of procedure:
-Trypsinization procedure
- Innoculation procedure . . .
Validate washing . . 1= Hank's washing procedure and '_Fhere is no dirty on the surface of
Etfect of cleaning washing . implement
procedure and dry N replace medium the second Pass
L implement by hand :
production implement time Implement is dricd completel
- Poolimg amd filtration P pletely
procedure
Washing method: According to
S0P
Confirm stability of Incubsgio.r 1: Culture 140 Roux
, . (containing 190mi WEL) at 32
temperature in Roux Confirm whether it effects dee.C Temperature in toux is in 32 oC £
culutured in incubation  Jto temperature in Roux for 8- P Pass

room ] {incubation room

2} during power-off

culture in incubator or not?

Incubation room 2; Culture 170
Roux {containing 190ml WFI)
at 320C

i
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Summary of validation and revalidation of implementation procedure in 2008

. " Cummary of implementation Times of
Dept. PQ validatien Impiementation content impleme Accepted criterioa Evaluation
content {(PQ) .
ntation
Revalidate sterilization Bl:Decrease 23 log
of room by formaline Stertlization effect 1500pprn; 12 hours Remaining formaline Pass
fumigation concentration <0. 1ppm
Revalidate transportation (Rout)
?f material and Validate procedure in SOP NC—D, D—B, B4 Contact Plate Pass
implement
S . |Confirm changing of
Revalidation of changing wrained staffs 06 persons Contact Plate Pass
. Revalidate vial — .
e o Biological chalienge Endotoxin Temperature > 3000C
sterilization of Sterilization effect s Pass
I 600EU/o Sterilization effect > 3log
sterilization cellar
Final Remaining water (of rubber
product  iRevalidate ruuber Sterilize rubber stopper stopper for freeze dried vaccine
stopper sterifziation by |Drying effect according to condition and roux) < 0,30% Pass
autoclave sampling {state in Protocol ) Remaining water (of rubber
stopper used for WF)< 0, 50%
Revaliate procedure of
washing implement in | Sterilization effect As regulated in SOP TOC concentration < 500 ppb Pass
Measles vaccine
. i Result of TOC concentration of
Eczihﬁf:g;z,at freeze Sterilization effect clothe sampie after CIP and there Pass
e is n0 odd in control sample
Revalidate changing Copﬁml changing of 03 persons Contact Plate Pass
procedure trained staffs
Qc . Bl:Decrease =3 log
Effect of Formalin - N . > P
fumigation of QC area Sterilization effect Grade B,C area Remaining Formaline ass
concentration <0. [ ppm
Revalidate the second | Give out revalidation for
time of changing to enter [changing of staffs in grade {Grade C area Contact Plate Pass
grade C C area
. Verify transportation
Revalidate transportation [procedure of sterilized (Rout)
B : ] . P
procedure of implement |implement into production [NC—D, D—-C,C—B Contact Plale uss
area
Medium
Revalidate washing .
procedure of imipement Confirm effect of washing As regulated in SOP TOC concentration < 500 ppb Pass
X X procedure
for medium production
Revalidate procedure of BI: Decrease =3 log
Formalin fumigation of |Sterilization effect 1500ppm; 10-12 hours Remaining Formaline Pass
medium production area concentration <0.1ppm
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Result of calibration of HVAC system in 2008

Upduted on:  BA/09/2008

s CAL
No. Name of eguipment Dept. annl:‘l:ir[\"r;\:;l:nd of Criteria impl?::n'::linn Pass/not pass | lrequency Expired date
(year)
{ |TED-P-101-2 SENSOR AND RP-1- INDICATOR - FREEZER RM-2 14/03/2008 14/03/2009
2 |TED-P-101-2 SENSOR AND RP-t RECORDER - FREEZER RM-2 14/03/2008 14/03/200%
3 |TED-P-101-2 SEXSOR AND RD-1-8 INDICATOR - FREEZER RAL-| 14/63/2008 14/03/2805
4 |TED-£-101-2 SENSOR AND Ri™1 RECORDER - FREEZER R- (Theni‘;:‘f;:[:;:o dey.| Differcnt temperature | 1470312008 pan . 14/03/2009
5 |TED-P-101-2 SENSOR AND RP-1-4 INDICATOR - COLD RM-4 TRU-T2U) +0.81C 14/03/2008 14/03/2005
6 [TED-P-101-2 SENSOR AND P! RECRDER - COLD RM-$ 147032008 14/03/1009
7 |TED-P-101-2 SENSOR AND RF-1-2 INDICATOR. - COLD RM-3 Final 14/032008 14/03/2009
% {TED--101-2 SENSOR AND RP*-| RECORDER- COLD RM-1 Production 14/03/2008 14/03/2009
G {PdIA-P.1H CAPPING RM - CORRIDOR 7 18/03/2008 18/03/72009
10 {PdIA-P-191 FILLING RM-CAPPENG RM 18/03/20G8 18/03/2009
11 {PAIA-P-103 CLEAN RMS-CORRIDORT _ Pressure . 18/03/2008 18/03/2009
12 |P4LA-P-104 IN9-2 - CORRIDOR? (Dlﬂewnﬁf;:um lefereglopressure 18/03/2008 Pass ] 18/03/2009
13 [PAIA-P-L05 FILLING KNS - VIAL WASHING RM ﬁ:fSTRUP) *2.0pa 180372008 T IR032009 |
14 [I"41A-P-106 ANTE RM6 - CORRIDOR? 18/03/2008 18/03/2009
15 [PdlA-P-307 VIAL WASHING RM - CORRIDORT 18/0372008 18/03/2009
16 |TED-P-101.2 SENSOR AND RI'-2-2 INDICATOR - COLD RA-2 14/0372008 14/03/2009
17 {TED-P-103-2 SENSOR AND RI'-2 RECORDER - COLD RM-2 14/0372008 14/03/2009
18 |TED# 103+ SENSOR AND TIC-P103-% (NDICATOR - COLL RM-2 14/03/2008 14/03/2009
19 {TED-P+104-1 SENSOR AND RF-2-3 INDICATOR - INCUBATION RA-1 17/0372008 140342009
2(} |TED-P-104-1 SENSOR AND RE2 RECCRDER - INCUBATION RM-1 $7/0372008 14/03/2009
21 |TED-P-104-2 SENSOR AND TIC-F104-1 INDICATOR - INCURATION RM-1 14/03/2008 1440372009
22 |TED-P-103-} SENSOR AN} RP-2 RECORDER - INCUBATICN RM-2 1470312008 14403/2009
23 [TED-P-103-1 SENSOR AND RE-2+1 INDICATOR - (SCUBATION kM-2 (Thcnzz;];;f:zurder- Different temperature 14/03/2008 b . 14/03/2009
24 |TED-P-103-3 SENSOR AND TIC P103-1 INDICATOR - INCUBATION RM-2 TRU-72U) +0.81C 14/03/2008 14/03/2009
25 |TED-P-105-1 SENSOR AND RP-2+4 INDICATOR - COLD RM-1 17/03/2008 1740372009
26 |TED-P-10S-1 SENSOR AN RP-2- 51000 RECORDER - COLD RM-t 17/03/2008 1 240342008
27 |TED-P-107-2 SENSOR AND TIC P1087-} INDICATOR « INCUBATION RM-] 17/03/2008 171032009
28 [TED-P-107-2 SENSOR AND RP-3 - 52000 RECORDER INCUBATION RM-3 17/03/2008 17/03/2009
39 [TED-P-107-2 SENSOR AND RP-3-2-INDICATOR - INCUBATION RM-1 170372008 1740372009
30 TED-P-107-1 SENSOR AND RP-3-2-INDICATOR - COLD RM-5 170372008 1740372009
3| [TED-P-107-1 SENSOR AND RP-}- 2000 RECORDER COLD RM-3 17/03/2008 1710342009
32 (PdlA-P-201 THAWING RM ~ CORRIDORS Bulk_and 25/0372008 25/03/2000
33 jrdia--202 CLEANHA - CORRIDORS M;i;;m 2510312008 25/03/2009
34 JPdla-P-203 CLEAN RM4 - CORRIDOKS 25/03/2008 25/03/2009
35 {rdiA-P-284 ANTE RM3 - CORRTDORS 2510372008 25/03/2009
36 |PdiA--205 DISINFECTION RA2 - CORRIDORS 25/03/2008 25/03/26809
37 |pdiA-#-206 WASHING RM) - CORRIDORS . 25/03{2008 2540312809
38 |PdLA--207 DISINFECTION RML - CORRIDORS ! 250032008 R
39 [Pdra--208 MEDSA PREPERATION RM - CORRIDNIRS 25/03/2008 25/03/2009
40 [ParA-P-209 CLEAN RM3 - CORRIDORS Pressure Different pressuce 25/03/2008 Pass . 25/03/2009
41 [Pa1A-P-210 CLEAN RM2 - CORRIDORS . #+2.0Pa 25/03/2008 25/03/200%
42 [PAEA-P-211 CUTTING RM - CORRIDOKSG 25/03/2008 25/013/2002
43 [PdtA-Pa 12 STRELLEFILTRATION RM - CORRIDORE 2570372008 | 2sj03/200
44 [PdzA-P<213 ANTE HASI - CORRIDORG 25/03/2008 25/03/2_0()9
45 [f1A-P2 14 PREPARATION ®M - CORRIDORIG L&/03£2008 187632009
46 [vata-p-214 CENTRIFUGATION & OBSERVATION RME - CORRIDORS 22/0512007 22052008
47 [P4G-P-203 PR | - DISINFECTION RM2 2570372008 2510372009
48 {PdiG-P-204 PRT - ANTE RM4 25/632008 2510372009
49 {pdIG-p-205 PRS - CORRIDORI 25/03/2008 25/032609
50 May-09
51 Temperature Muy—09I
32 May-09
33 May-09
54 Medium Humidity May-09
55 May-09
36 May-09
57 Pressure May-0%
58 May-09
55 |PdLA-p-21S PREPARATION RAM » CORRIDORI0 18/03/2008 18/03/2009
G0 |PdiA-P-216 CLEAN RMZ - CORRIDOR 19 mmmﬁ_ 18/03/200%
61 [PdiA-P-217 IN12 - CHANGING RM12 ) 18/03/2008 18/03/2008
62 [PdIA-P-218 CLEAN KMG - CORRIDOR10 QC Pressure Dlﬁe:;tu"p 18/03/2008 Tass 1 £8/03/2069
63 {PdIA-P-219 CLEAN RM7 - CORRIDOR 10 e 18/03/2008 1B/G3/2009
64 |PdIG-P-202 OUT 11-2 - PERFGRMANCE TESTRM LR/03/2008 18/0312009
65 JUdIG-P-202 (N7 12 ~CHANGING RML I 1810372008 Wsmo:lzoog
66 {IMlA_A-101 DIRTY CORRIDOR | - CORRIDORIA .\ 19/03/2008 19/63/2009
67 [rdlA_A-102 ANTE RM - CORRIDORLA Animal lab! Pressure lefc;e:t(],,P 1970372008 Pass 1 19372009
68 [F1a_A-103 DIRTY CORRIDOR? - CORRIDOR A el 19/03/2008 191032009
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Result of validating and maintaining HVAC system in 2008
Updated on: 29/08/2008

Validate and maintain HVAC system periodically: 1 time/ 1 year
Protocol Doc.#: M06-PRO-VAL-64

No. |Name of equipment| Code | Dept. | Method Criteria Validate date Pa;:i's"’t Expired date
I 101-01 28/04/3008 Pass 3870472009
2 Ante room 6 101-02 28/04/2008 Pass 28/04/2009
3 101-03 28/04/2008 Pass 28/04/2009
4 101-04 28/04/2008 Pass 28/04/2009
5 Clean room 3 101-05 28/04/2008 Pass | 28/04/2009
6 101-06 28/04/2008 Pass 28/04/2009
7 101-07 28/04/2008 Pass 28/04/2009
8 101-08 28/04/2008 Pass 28/04/2009
9 101-09 28/04/2008 Pass | 28/04/2009
0 - 101-10 28/04/2008 Pass 28/04/2009
1 Filling room 101-11 28/04/2008 Pass 28/04/2009
12 101-12 28/04/2008 Pass 28/04/2009
13 101-13 28704/2008 Pass 28/04/2009
14 101-14 28/04/2008 Pass 28/04/2009
15 101-15 o 28/04/2008 Pass 28/04/2009
16 Al9-1 101-16 « There is no 28/04/2008 Pass | 28/04/2009
i7 Al9-2 101-17 leakage in any 28/04/2008 Pass 28/04/2009
18 In9-2 101-18 Final Check ieefgage chesl_cing 28/04/2008 Pass 28/04/2009
19 Al [01-19 |, o andair |position 28/04/2008 Pass 28/04/2009

20 Capping room 102-01 . changing 28/04/2008 Pass 28/04/2009
21 102-02 frequency |* Air exchange 28/04/2008 Pass 28/04/2009
22 In 8-1 102-03 f;‘equency =20 28/04/2008 Pass 28/04/2009

23 Pr 14 102-04 times/1 hour 28/04/2008 Pass 28/04/2009

24 102-05 28/04/2008 Pass 28/04/2009

25 102-06 28/04/2008 Pass | 28/04/2009

26 g 102-07 38/04/2008 Pass | 28/04/2009

27 Washing rm 3 102-08 28/04/2008 Pass 28/04/2009

28 102-09 28/04/2008 Pass | 28/04/2000

29 102-10 28/04/2008 Pass 28/04/2009

30 102-11 25/04/2008 Pass 25/04/2009

31 102-12 25/04/2008 Pass 25/04/2009

32 | Vial&Sterili rm 102-13 25/04/2008 Pass 25/04/2009

33 102-14 25/04/2008 Pass 25/04/2009

34 102-15 25/04/2008 Pass 25/04/2009
35 In Out 10 102-16 25/04/2008 Pass 75/04/2009
36 Pr 16 102-17 25/04/2008 Pass 25/04/2009

37 | Disinfectiontm3 | 102-18 25/04/2008 Pass 25/04/2009

38 Pris 102-19 25/04/2008 Pass | 25/04/2009

39 201-01 16/04/2008 Pass 16/04/2009

40 Corridor 4 201-02 16/04/2008 Pass 16/04/2009

41 201-03 16/04/2008 Pass 16/04/2009

42 Prg 201-04 16/04/2008 Pass 16/04/2009

43 Freezing rm 201-05 16/04/2008 Pass 16/04/2009

44 Thawing 201-06 16/04/2008 Pass 16/04/2009

45 - 201-07 s There is no 16/04/2008 Pass 16/04/2009

46 | Refrigeratormm 21170 leakage in any |__16/0472008 Pass | 16/04/2009

Wt Cheok teagage | - checking |3 IE e | RS

n - . e aASS
49 | Refvigeratorm 2 | 201-11 g::;f cﬁzg;:g position 16/04/2008 Pass | 16/04/2009
0 Comidor3 202-01 | g  Air oxch 16/04/2008 Pass 16/04/2009

A 202-02 quency Ir exenange (™15 /04/2008 Pass 16/04/2009

52 202-03 frequency 220 ™ [g/04m008 Pass | 16/04/2009

53 Clean rm 4 202-04 times/I hour 16/04/2008 Pass 16/04/2009

54 202-05 16/04/2008 Pass 16/04/2009

55 202-06 16/04/2008 Pass 16/04/2009

56 202-07 16/04/2008 Pass 16/04/2009

57 202-08 16/04/2008 Pass 16/04/2009

58 Clean m 3 202-09 16/04/2008 Pass_ | 16/04/2009

59 202-10 16/04/2008 Pass__ | 16/04/2009
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Pass/not

No. [Name of equipment] Code Dept. Method Criteria Validate date pass Expired date
60 202-11 16/04/2008 Pass 16/04/2000
61 Ante rm 4 202-12 16/04/2008 Pass 16/04/2009
62 | Lo | 200-13 16/04/2008 Pass 16/04/2000
63 202-14 16/04/2008 Pass 16/04/2009
64 Storage 3 202-15 16/04/2008 Pass 16/04/2009
65 Pré 202-16 16/04/2008 Pass 16/04/2009
66 Al6 202-17 16/04/2008 Pass 16/04/2000
67 Iné 202-18 16/04/2008 Pass 16/04/2000
68 202-19 16/04/2008 Pass 16/04/2009
69 Anterm 3 202-20 16/04/2008 Pass 16/04/2009
70 Pr7 20221 16/04/2008 Pass 16/04/2000
71 Pril 202-22 16/04/2008 Pass 16/04/2009
7 203-01 2008/10/4 Pass 2000/10/4.
73 . 203-02 2008/10/4 Pass 2009/10/4
74 Corridor 2 203-03 2008/10/4 Pass 2009/10/4
75 203-04 2008/10/4 Pass 2009/10/4
76 . 203-05 2008/10/4 Pass 2009710/
77| Centri&Observa {7 are 2008/10/4 Pass | 2009/10/4
78 Storage 2 203-07 2008/10/4 Pass 2009/10/4
79 203-08 2008/10/4 Pass 2009/10/4
80 Refrigerator rm | 203-09 2008/10/4 Pass 2009/10/4
81 203-10 2008/10/4 Pass 2009/10/4
82 Prs 203-11 2008/10/4 Pass 2009/10/4
83 In4-2 203-12 2008/10/4 Pass 2009710/
84 Centri&QObserva 203-13 2008/1174 Pass 2009/11/4
85 204-01 2008/9/4 Pass 2009/9/4
86 Clean 1 | 204-02 There s o 2008/9/4 Pass 2009/9/4
37 _ 204-03 o 2008/9/4 Pass 2009/9/4
88 204-04 caxage n any 2008/9/4 Pass 2009/9/4
39 204-05 Check leagage|  checking 2008/9/4 Pass 3000/9/4
90 | cpeanm 2 204-06 | Bulk | andair positian 2008/9/4 Pass | 2009/9/4
91 - 20407 | Dept. | changing , 2008/9/4 Pass 2009/9/4
0 204-08 frequency | - Air exchange \™5n46/0/4 Pass 2009/9/4
93 204-09 frequency 2 201" 5508/9/4 Pass 2009/9/4
94 Ante rm 1 204-10 times/1 hour ™™ 50087074 Pass 2000/9/4
95 204-11 2008/9/4 Pass 2009/9/4
9 204-12 2008/9/4 Pass 2009/9/4
97 Comidor 1 204-13 2008/9/4 Pass 2009/9/4
98 204-14 2008/9/4 Pass 3009/9/4
99 Storage | 204-15 2008/9/4 Pass 2009/9/4
00| gt Filtmation | 20416 2008/10/4 - | Pass 2000/10/4
101 204-17 2008/10/4 Pass 2009/10/4
102 Cotting rm 204-18 2008/10/4 Pass 2009/10/4
103 204-19 2008/10/4 Pass 200971074
104 Al4 204-20 2008/10/4 Pass 2009/10/4
105 Tn 4-1 204-21 2008/10/4 Pass 2009/10/4
106 Pr 13 20422 2008/10/4 Pass 2009/10/4
107 Ante rm 2 204-23 2008/10/4 - Pass 2009710/4
108 Pr 14 20424 2008/10/4 Pass 2009/10/4
109 Pr3 204-25 2008/10/4 Pass 2009/10/4
110 P2 204-26 2008/10/4 Pass 2009/10/4
111 Disinfection tm | 261-01 2008/9/4 Pass 2009/9/4
12 In 3-1 261-02 20087874 Pass 2009/8/4
13| edia Preparation | —262:0] 2008/8/4 Pass 2000/8/4

14 262-02 2008/9/4 Pass 2009/9/4

15 Pri2 262-03 2008/8/4 Pass 2009/8/4
i6 In32 26204 2008/8/4 Pass 2009/8/4
117 | Check weight 262-05 2008/1 14 Pass 2000/11/4
118 Storage 6 212-01 2008/11/4 Pass 2009/11/4
119 Storage 5 212-02 2008/11/4 Pass 2000/11/4
120 212-03 2008/11/4 Pass 2009/11/4
a0 Laundry m 212-04 2008/11/4 Pass 2009/11/4
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Pass/not

No. |Name of equipment| Code Dept. Method Criteria Validate date pass Expired date
122 212-05 2008/11/4 Pass 2009/11/4
123 212-06 2008/11/4 Pass 2009/11/4
124 212-07 2008/11/4 Pass 2009/11/4
125 , 212-08 2008/11/4 Pass 2009/11/4
126 | Washingrm | 21209 - There is no | 2008/11/4 Pass | 2009/11/4
127 212-10 leakage in any 2008/11/4 Pass 2009/11/4
128 212-11 Check leagage |  checking 2008/11/4 Pass 2009/11/4
129 212-12 Bulk and air osition 2008/11/4 Pass 2009/11/4
130 In Out 7 212-13 Deot hangi P 2008/11/4 Pass 2009/11/4
131 212-14 ept. | changing . 2008/11/4 Pass 2009/11/4
132 | Washing m 2 21215 frequency | - Air exchange ™ 5005/1 174 Pass | 2009/11/4
133 € 212-16 frequency 220 ™ 5008/11/4 Pass_ | 2009/11/4
134 212-17 times/1 hour 2008/11/4 Pass 2009/11/4
135 Pr9 212-18 2008/11/4 Pass 2009/11/4
136 Storage 7 212-19 2008/11/4 Pass 2009/11/4
137 Prl 212-20 2008/11/4 Pass 2009/11/4
138 Pr 10 212-21 2008/11/4 Pass 2009/11/4
139 . 208-01 21/04/2008 Pass 21/04/2009
jag | Observation Area | a0 0) 2 1/04/2008 Pass | 21/04/2000
141 . 208-03 21/04/2008 Pass 21/04/2009
14z | Refrigeratorrm3 1500704 21/04/2008 Pass | 21/04/2009
143 Clean rm 7 208-05 21/04/2008 Pass 21/04/2009
144 208-06 21/04/2008 Pass 21/04/2009
145 | Incubationtm 2 208-07 21/04/2008 Pass 21/04/2009
146 Clean rm 6 208-08 There 21/04/2008 Pass 21/04/2009
147 208-09 * Phereis no 21/04/2008 Pass 21/04/2009
148 Pr 19 208-10 leakage in any 21/04/2008 Pass 21/04/2009
149 Al Ll-1 208-11 Check leagage |checking 21/04/2008 Pass 21/04/2009
150 In 11-1 208-12 Qc and air position 21/04/2008 Pass 21/04/2009
151 209-01 changing 23/04/2008 Pass 23/04/2009
152 Clean rm 8 209-02 frequency |« Air exchange 23/04/2008 Pass 23/04/2009
153 209-03 frequency >20 |  23/04/2008 Pass 23/04/2009
154 I b cparation m 209-04 times/1 hour 23/04/2008 Pass 23/04/2009
155 -209-05 23/04/2008 Pass 23/04/2009
156 Al 1222 209-06 23/04/2008 Pass 23/04/2009
157 Al 12-1 209-07 23/04/2008 Pass 23/04/2009
158 In 12 209-08 23/04/2008 Pass 23/04/2009
159§ b eformance test 211-01 23/04/2008 Pass 23/04/2009
160 211-02 23/04/2008 Pass 23/04/2009
161 AL 11-2 211-03 23/04/2008 Pass 23/04/2009
162 Inll-2 211-04 23/04/2008 Pass 23/04/2009
163 | Dirty corridor 1 101-01 2008/8/5 Pass 2009/8/5
164 Quarantine rm | 101-02 2008/8/5 Pass 2009/8/5
165 Material out | 101-03 2008/8/5 Pass 2009/8/5
166 Inocubation rm | 101-04 2008/8/5 Pass 2009/8/5
167 | _ Rabbits test rm 101-05 . 2008/8/5 Pass 2009/8/5
168 | Inocubation rm 2 101-06 * There is no 2008/8/5 Pass 2009/8/5
169 | Guinea Pigs test rm | 101-07 leakage in any 2008/8/5 Pass 2009/8/5
170 | Clean Corridor | 101-08 Check leagage |checking 2008/8/5 Pass 2009/8/5
171 Ante rm 101-09 | Animal|  andair  jposition 2008/8/5 Pass 2009/8/5
172 Ante rm 102-01 Lab changing 2008/8/5 Pass 2009/8/5
173 Clean orridor 2 102-02 frequency |+ Air exchange 2008/8/5 Pass 2009/8/5
174 AutoPsy rm 2 102-03 frequency = 20 2008/8/5 Pass 2009/8/5
175 Quarantine rm 2 102-04 times/1 hour 2008/8/5 Pass 2009/8/5
176 | Mice Testrm | 102-05 : 2008/8/5 Pass 2009/8/5
177 Inocubation rm3 102-06 2008/8/5 Pass 2009/8/5
178 | Mice Test rm 2 102-07 2008/8/5 Pass 2009/8/5
179 | Tnoculation tm 4 102-08 2008/8/5 Pass 2009/8/5
180 Dirty corridor 2 102-09 2008/8/5 Pass 2009/8/5
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Result of calibration of equipﬁlent in 2008 by outside companies

. Cai Cal date in Receive .
No. {name of equipment Quantity Dept. Agent Miodel Serial frequency 2008 cerﬁt.'ma[e of
equipment
Final Production Millipare XIY4350001 1T40332 15/06/2008 x
| Intergrity testing machine 3 Medium Millipore XIY45000] 1T40001 - 1 13/06/2008 x
Bulk Millipore XITXACTP} W2G855 15/06/2008 X
Final Production Hach Ultm 50601041 16/05/2008 x
2 Particle coutter A2400 3 Bulk Hach Ultra AZ2400 LL 30601042 1 16/05/2008 X
GC Hach Ultra 50601043 16/05/2008 x
Hach Ultra 2278 51200047 29/05/2008 X
"Hach Ultra 278 ¢chua lam x
i 1 bao gio
3 Particle counter (portable) 2278 5 Final Production Hach q1m 2278 1 gi x
Hach Ultra 27B 51200048 29/05/2008 X
Hach Ultra 2278 51200049 2009/12/8 X
Air Sampler B " . CatNo.: o
4 ™ Al T) 1 Medium Millipore ATBPUMPOL 276 1 ] 5008 <
Final Production Sartorius MD8 Air port
16757 27/05/2008 x
. MDS8 Air port
Qc Sartorius
5 | Air Samplec A 3 16757 ! 27/05/2008 X
Bulk Sartorius MDS Al port 17601125
27/05/2008 X
6 Intererity test 1 Medium Pall Part No:FFSXC 22289326 1
gty 2008/12/11 X
Medium TES-Taiwan TES-[1304 1 x
! Surface termp. meter ’ Final Producti TES-Tai TES-1364 050500752 1
inal Production arwai o i 29/12/2008 X
(Sensorio measuse conductivitiy:
CIRA-7101, C11201; CI1202, 9
8 |Cl1302, CIRA4181, CIRA-6101 (sensors Engincering Dept. Melter and Yamatake 1
Sensor do TOC: TOC-7101; )
Sensor to measure leval water of
1ank: LIA-7101, LIA-4101;)
28/04/2008 X
Rien
sincerd 3 KC-0IE 1
? Paricle counter KC-01E ! Engincering Dept Japan 15/02/2008 X
1 Engineesing D Sata Code :0022 3
10 |Standard Thermometer ngineering Depl. Japan “Temp range: -50 to 0 degC
. X Sato Code: 0022 .
- . 3 :
11 |Standard Thermometer 1 Engineering Dept. Japan *Temp range: 0 to 5 degC Not done yet due ta itis stil
g I Sato Code: No.0022 in use.
12 |Standard Thermometer 1 Engineering Dept. Japan *Temp range: 50 to 100 degC 3
- N Sato Cade: No.0022
13 |Standasd Thennometer 1 Engineering Dept. Japan *“Temp range: 100 to 150 degC 3
Engincering Dept. QIFC57643
. ¥ 2911212008 X
14 |Hybrid Recorder 2 Yakogawa DR232-12-00-1S/MI/H1 2
. . Japan 91FC57644
Engineering Dept.
29/12/2008 X
" N JOFRAJAMETEK ITC-320 A
15 |Temperature Calibrator 1 Engineering Dept. DENMARK/EU 115/230V+PE 552656-00181 1 20/12/2008 x
16 {Pressure Catibration 1 | Engincering Dept. AR CPCOCCINDG 183017 ! 2011212008 x
17 30 Engincering Dept. T&n TR720 6 30 thiét bj 2
Therma-Hygro Recorder Japan 29/12/2008 X
{8 [Digital temperature indicatar 1 Engineering Dept. AMETEK D100 £64803-00193 1 29/12/2008 X
19 |Dry block temperatuze calibrator 1 Engineering Dept. AMETER [TC-155A 560279-00634 1 28/112/2008 x
. singeri 654
20 |Ancmometer 1 Engineering Dept, KANOMAX 63416543 635537 ! 29/12/2008 x
21 [Micro manometer 1 Engineering Dept, HALZI;E::;';:I;ONE KAL B4 9095,0208KHIB073 1 !
29/12/2008 X
22 [Particle counter 2378 1 Engingering Dept, | HACH ULTRA ANALYTICS 2378 1
| 2008/4/12 X
076012021
7 26/11/2008 X
‘Thermal Sensor of freeze drying . " .
2 . 2
3 machine 3 Final Production Edward 66179601 2511112008 x
66465721 2511172008 x
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7.13 List of Validation Related Documents (2009)

POLYVAC

Summary of validation and revalidation of equipment in 2009

Times of
— ‘e Semmary of implementation | impleme o .
. PQ validati
Dept ) validation Implementation content condition(PQ) mentatio Accepted criteria Evaluation
n
Revalidate autoclave A2, . .
loading 1,4 . Loading pe?tt‘embl 1mplemlem BI:(-). Temperature and time: >
(Cell arca) Sterilization effect for Tryphsinization, Loading [ 1210C, >20minutest. Fo> 12 Pass
Parttern 4
Revalidate autoclavet
A3, loading 2 A ) BE(-). Temperature and time: >
(virus arca) Sterilization effect Loading pattern 2 ; 1210C 2 20minutest.Foz 12 Pass
Revalidate dry oven A3 s . . BE:(-). Temperature and time:=>
(Loading 2,3) Sterilization effect Loading patiern 2,3 1 1900C >30minutes.Fo>12 Pass
Sterilization effect Pass
Lo sdy udt A-l . BE(-). temperature and time:>
Bulk (cdu hinh sdy 01,02) Loading 1,2 U |1210C > 20minutes. Fox12
LLi
Sterilization effect Pass
Nude thn du (cda nit cao su ding
Téi thim dinh quy trinh Séy tigt triing nit cao su teo d cho lo vacxin déng khé) < 0,30%
sdy nit cao su biing 10 |Sterifization effect iéu kign va ldy mAu (ghi trong i Nudc ton du {cia nit cao su ding Pass
sy udt Protocol } cho lo nude cat pha tigm)< 0,
50%
Revalidate dry oven A2 N . . B{:(-}. temperature and time:>
(Loading 1) Sterifization effect Loading pattern | i 1900C,>30minutes.Foz12 Pass
Validate autoclave A3, s Loading partteern 3: Implement BI:{-). temperature and time: >
loading 3 Sterilization effect for pooling and filtration 3 11210C,220minutes.Foz12 Pass
Number of dirty particle after
Vial used for Measles vaccine washing:
Reval‘lda vial washing Sterilization cffoct Wthh are was‘thi and tested Py 1 Size is more thaq [Opm: Dass
Final |machine equipment as in implementation <600particles/1vial
Production of OQ Size is more than 25pm:
<600particle/ L vial
. e . R BI {-), temperature and time: 2
Validate autoclave A2 [Sterilization effgct Loading pattern 08,09 3 1216C >20minutes; Foz12 Pass
. e . . BI (), temperature and time: =
Revalidate Dry oven Sterilization effect As regulated in SOP 1 1900C, z20minutes; Foz12 Pass
. e . BI (-), temnperature and time: >
Validate Autoclave b |Sterilization effect Loading Parttern 2 3 1210C,>20minutes; Foz12 Pass
QcC
. L . BI (-), temperature and time: >
Validate Autoclave B Sterilization effect Loading Parttern 1,2 3 1210C >20minutes; Fo>12 Pass
. e . BI:{-}. temperature and time:>
Revalidate Autoclave D |Sterilization effect Loading Paritern | i 1210C 220minutes. Foz12 Pass
Sterilize implement for X .
- - . . BI (-}, temperature and time: 2
Revalidate Dry oven Sterilization effect prep‘aranon and filtration of 1 1900C >20minutes; Fo212 Pass
medium
Medium Revalidate autoclave A2
cvalidate autoclave :
L p >
{ sterilize implement - |Sterilization effect Loading Parttern 4 1 BI:(-). temperature and time:2 Pass

Loading Parttern 4)

1210C,>20minutes.Foz12
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POLYVAC

Summary of validation and revalidation of procedure in 2009

Dept. PQ validation Implementation content Summary of implementation 'l m:t ne Al ted eritert Evaludatio
pt. p condition (PQ) lm‘pfme ccepled eriteria n
\ N Bl:Decrease >3 log
Revalidate sterilization e . L -
by formaline fumigation Sterilization effect 1500ppm; 12 hours 1 Remalnmg formaline Pass
concentration= 0. Ippm
Revalidate procedure of (Rout) Grade B: <35 CFU/Plate
transportation of material | Validate process in SOP NC—D. D—C. C—B 1 Grade C: <25 CFU/Plate Pass
and implement ’ ! Grade D: < 50 CFU/Plate
Revalidate changing Confirm changing of Checked position is < 5
procedure trained staffs 06 persons ! CFU/Plate Pass
Bulk i
Benzalkonium 0,1% : Quantity of
. forming unit/legg <15
0,
Revalidate sterilization - Benz:llkomum 0.1% lod 3% alcohol: Quantity of
Sterilization effect Tod 3%alcohol 1 . I Pass
of cgg 70% alcohol ( 2 times ) forming unit/Iegg <10
¢ 70% alcohol (2 times ) : Quantity
of forming unit/fegg <!
Revalidate MFT of bulk |Validate sterilization Stimulate real production There is no bacterium and fungus
X . . o l X Pass
production procedure during bulk production condition in cultural procedure
. e Bl:Decrease >3 log
Rcvahdah.: mm@“qn Sterilization effect 1500ppm; 12Hours 1 Remaining formaline Pass
by formaline fumigation >
concentration<0.1ppm
i::izllitjz:?itsnwi:)cedure of [Sterilization effect Bio challenge Endotoxin 1 Temperature 2 3000C Pass
1 Zaton p 600EU/vial Elimation effect > 3log
sterilization cellar
Fi nal- Revalidate MFT of bulk Val} date s?enllzauon Snmgl_a te real prod 'mm.] . There is no bacterium and fungus
Production . during filling of WFl and |condition and some additional 1 . Pass
production procedure . in cultural procedure
Measlevs‘ vaceine enterference
PV of 3 lot production GuaArantee that all
with maximum capacity equipment and. procedure . X o
. operate according to As production condition 3lan | As criteria in standard procedure Pass
on sufficient and real ] : . .
estimate with good quality
scale .
of Vaccine
Grade B:
Revalidate changing Confirm changing of 03 persans 1 Palm: < 5 CFU/Plate Pass
procedure trained staffs P Head, mask, chest, thigh : <20
QC ’ CFU/Plate
Formalin fumieation Bl:Decrease 23 log
i ta ';Qlém 5 Sterilization effect 1500ppm; 12Hours 1 Remaining formaline Pass
cllecto area concentration<0.1ppm
Revalidate the second  |Give out revalidation for L
X <
changing procedure changing of staffs in grade |Grade C area 1 gi;ﬁ:ll;:l:‘sosmon 53 Pass
when enter Grade C area |C arca
Verify transportation , S
Revalidate transportation [procedure of sterilized (Rout) Grade B: <3 CFU/Plate
fimol t - tint duction INC—D. D—C. C—B 1 Grade C; <25 CFU/Plate Pass
of implemen implement into production X ) Grade D: < 50 CFU/Plate
Medium area
Revalidatewashing .
producedure of medium Confimn cffect of washing As regulated in SOP 1 TOC concentration < 500 ppb Pass
L procedure
production implement .
Revalidate formaline Bl:Decrease =3 log
fumigation of medium  {Sterilization effect 1500ppm; 12Hours 1 Remaining formaline Pass

production area

concentration<0.1ppm
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Result of validation and maintenance of HVAC system in 2009

Updated on: 30/08/2009

Periodical validation and maintenance of HVAC system : | time/ 1 year
Protocol Doc.#: M06-PRO-VAL-64

NO. |Name of equipment| Cede Dept. Method Criteria Validation date Pa;:/;r;ot Expired date
1 101-01 28/04/2009 Pass 28/04/2010
2 Ante room 6 101-02 28/04/2009 Pass 28/04/2010
3 101-03 28/04/2009 Pass 28/04/2010
4 101-04 28/04/2009 Pass 28/04/2010
5 Clean room 3 101-05 28/04/2009 Pass | 28/04/2010
6 101-06 28/04/2009 Pass 28/04/2010
7 101-07 2870472009 Pass 28/04/2010
g 101-08 28/04/2009 Pass 28/04/2010
9 101-09 28/04/2009 Pass 28/04/2010
10 . 101-10 28/04/2009 Pass 28/04/2010
11 Filling room 101-11 28/04/2009 Pass 28/04/2010
12 101-12 2870472009 Pass 28/04/2010
13 101-13 28/04/2009 Pass 28/04/2010
14 101-14 28/04/2009 Pass 28/04/2010
15 101-15 28/04/2009 Pass 28/04/2010
16 Al9-1 101-16 « There is no 28/04/2009 Pass 28/04/2010
17 Al9-2 101-17 leage in any 28/04/2009 Pass 28/04/2010
18 92 10118 | pinal | Check leakage | king point | 28/0472009 Pass | 28/04/2010

e = e B s =r
. - changing . : Pass 4/201
21 Capping room 102-02 on frequency | T Changing | Tgz0a7700Y | pass | 28/04/2010
39 Tn 9-1 102-03 frequency 220 | 78/0472009 Pass__ | 28/04/2010
23 Prld 102-04 times/1 hour 2870472009 Pass 28/04/2010 .
24 102-05 28/04/2009 Pass 28/04/2010
25 102-06 28/04/2009 Pass 28/04/2010
26 . 102-07 28/04/2009 Pass 28/04/2010
27 Washing rm 3 102-08 28/04/2009 Pass | 28/04/2010
78 102-09 28/04/2009 Pass 28/04/2010
29 102-10 28/04/2009 Pass 28/04/2010
30 102-11 25/04/2009 Pass 25/04/2010
31 102-12 25/04/2009 Pass 25/04/2010
32 Vial&Sterili rm 102-13 25/04/2009 Pass 25/04/2010
33 102-14 25/04/2009 Pass 25/04/2010
34 102-15 25/04/2009 Pass 25/04/2010
35 In Out 10 102-16 25/04/2009 Pass 25/04/2010
36 Pri6 102-17 25/04/2009 Pass 25/04/2010
37 Disinfection rm 3 102-18 25/04/2009 Pass 25/04/2010
38 Pris 102-19 25/04/2009 Pass 25/04/2010
39 201-01 16/01/2009 Pass 16/01/2010
40 Corridor 4 201-02 16/01/2009 Pass 16/01/2010
41 201-03 16/01/2009 Pass 16/01/2010
42 Pr8 201-04 16/01/2009 Pass 16/01/2010
43 Freezing rm 201-05 16/01/2009 Pass 16/01/2010
44 Thawing 201-06 16/01/2009 Pass 16/01/2010
45 Refrigerator rm 2 201-07 16/01/2009 Pass 16/01/2010
46 201-08 « There is no 16/01/2009 Pass 16/01/2010
47 Storage 4 201-09 i leage in any 16/01/2009 Pass 16/01/2010
48 In 5 20110 | gy | K 1K) checking point [ T6/01/2009 | Pass | 16/01/2010
49 Refrigerator rm 2 201-11 Dept changing - 16/01/2009 Pass 16/01/2010
50 Corridor 3 202-01 ’ frequency | | Air changing | 15/01/2009 Pass 15/01/2010
51 202-02 frequency 2 20| 15/01/2009 Pass 15/01/2010
52 202-03 times/ | hour 15/01/2009 Pass 15/01/2010
23 Clean rm 4 202-04 15/01/2009 Pass 15/01/2010
54 202-035 15/01/2009 Pass 15/01/2010
55 202-06 15/01/2009 Pass 15/01/2010
56 202-07 15/01/2009 Pass | 15/01/2010
57 202-08 15/01/2009 Pass 15/01/2010
5 Clean rm 3 202-00 15/01/2009 Pass 15/01/2010
59 202-10 15/01/720G9 Pass 1570172010
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Pass/not

NO. |Name of equipment Code Dept. Method Criteria Validation date pass Expired date
60 202-11 15/01/2009 Pass 15/01/2010
61 Ante rm 4 202-12 15/01/2000 | Pass | 15/01/2010
62 .. . 202-13 15/01/2009 Pass 15/01/2010
g3 | Disinfectionm2 oo 1570172000 | Pass | 13/0172010
64 Storage 3 202-15 15/01/2009 Pass 15/01/2010
65 Pré 202-16 15/01/2009 Pass 15/01/2010
66 Al 6 202-17 15/01/2009 Pass 15/01/2010
67 Iné 202-18 15/01/2009 Pass 15/01/2010
68 20219 15/01/2009 Pass 15/01/2010
69 Ante m 3 20220 15/0172009 | Pass | 15/01/2010
70 Pr7 202-21 15/01/2009 Pass 15/01/2010
71 Pril 202-22 15/01/2009 Pass 15/01/2010
72 ‘ 203-01 15/01/2009 Pass 15/01/2010
73 . 203-02 15/01/2009 Pass 15/01/2010
74 Corridor 2 20303 15/0172009 | Pass | 15/01/2010
75 203-04 15/01/2009 Pass 15/01/2010
76 . 203-05 15/01/2009 Pass 15/01/2010
77 | CentmidObserva 1006 15/0172000 | Pass | 15/01/2010
78 Storage 2 203-07 15/01/2009 Pass 15/01/2010
79 ' _ 203-08 1570172009 Pass 15/0172010
80 | Refrigerator m 1 203-09 15/01/2009 Pass 15/01/2010
81 203-10 15/01/2009 Pass | 15/01/2010
82 Prs 203-11 15/01/2009 Pass 15/01/2010
83 In 4-2 203-12 15/01/2009 Pass 15/01/2010
84 Centri&Observa | . 203-13 15/01/2009 Pass 15/01/2010
85 204-01 14/01/2009 Pass 14/01/2010
86 Clean rm 1 204-02 14/01/2009 Pass 14/01/2010
87 204-03 « There is no 14/01/2009 Pass 14/01/2010
88 204-04 leage in any 14/01/2009 Pass 14/01/2010
89 204-05 Check leakage checking point 14/01/2009 Pass 14/01/2010
90 Clean rm 2 204-06 Bulk and air 14/01/2009 Pass 14/01/2010
91 204-07 Dept. changing « Air changing 14/01/2009 Pass 14/01/2010
92 204-08 frequency frequency > 20 14/01/2009 Pass 14/01/2010
93 204-09 m‘; o Yho-ur 14/01/2009 Pass | 14/01/2010
94 Ante rm 1 204-10 14/01/2009 Pass 14/01/2010
95 204-11 14/01/2009 Pass 14/01/2010
96 204-12 14/01/2009 Pass 14/01/2010
97 Corridor 1 204-13 14/01/2009 Pass 14/01/2010
98 204-14 14/01/2009 Pass 14/01/2010
99 Storage | 204-15 14/01/2009 Pass 14/01/2010
100 Sterile Filtration 204-16 14/01/2009 Pass 14/01/2010
101 204-17 14/01/2009 Pass 14/01/2010
102 Cutting m 204-18 14/01/2009 Pass 14/01/2010
103 204-19 14/01/2009 Pass 14/01/2010
104 Al4 204-20 14/01/2009 Pass 14/01/2010
105 In 4-1 204-21 14/01/2009 Pass 14/01/2010
106 Pri3 204-22 14/01/2009 Pass 14/01/2010
107 Ante rm 2 204-23 14/01/2009 Pass 14/01/2010
108 Pr 14 204-24 14/01/2009 Pass 14/01/2010
109 Pr3 204-25 14/01/2009 Pass - | 14/01/2010
110 Pr2 204-26 14/01/2009 Pass 14/01/2010
111 | Disinfection rm | 261-01 14/01/2009 Pass 14/01/2010
112 In3-1 261-02 14/01/2009 Pass 14/01/2010
113 Media Preparation 262-01 14/01/2009 Pass 14/01/2010
114 262-02 - 14/01/2009 Pass 14/01/2010
15 Pri2 262-03 14/01/2009 Pass 14/01/2010
116 In3-2 ©262-04 14/01/2009 Pass 14/01/2010
117 Check weight 262-05 14/01/2009 Pass 14/01/2010
118 Storage 6 212-01 13/01/2009 Pass 13/01/2010
119 Storage 5 212-02 13/01/2009 Pass 13/01/2010
120 212-03 13/01/2009 Pass 13/01/2010
1) | Lewndrym 21204 T370172009 | Pass | 13/01/2010"
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NO. {Name of equipment| Code Dept. Method Criteria Validation date Pa;;ilsmt Expired date
122 212-05 13/01/2009 Pass 13/01/2010
123 212-06 13/01/2009 Pass 13/01/2010
124 212-07 13/01/2009 Pass 13/01/2010
125 . 212-08 13/01/2009 Pass 13/01/2010
126 | Yeshingrm I 21209 13/01/2009 | Pass | 13/01/2010
127 212-10 « There is no 13/01/2009 . Pass 13/01/2010
128 212-11 Check leaka leage in any 13/01/2009 Pass 13/01/2010
129 212-12 TA8E 1 Checking point | 13/01/2009 Pass | 13/01/2010
130 In Out 7 2123 | Bulk j andair [3/01/2009 | Pass | 13/01/2010
131 ' S12-14 | Dept | changing | o onging | 1370172009 Pass | 13/01/2010
132 Washing rm 2 212-15 frequency frequency >20 | 13/01/2009 | Pass 13/0172010
133 & 212-16 times/! hour 13/01/2009 Pass 13/01/2010
134 212-17 13/01/2009 Pass 13/01/2010
135 Pr9 212-18 13/01/2009 Pass 13/01/2010
136 Storage 7 212-19 13/01/2009 Pass 13/01/2010
137 Prl 212-20 1370172000 Pass 13/01/2010
138 Pr 10 212-21 13/01/2009 Pass 13/01/2010
139 . 208-01 25/03/2009 Pass 25/03/2010
jag | Observation Area 1= ey 35/03/2000 | Pass | 25/03/2010
141 . 208-03 25/03/2009 Pass 25/03/2010
14y | Refrigeratorrm3 5000, 35/03/2009 | Pass | 25/03/2010
143 . 208-05 25/03/2009 Pass 25/03/2010
ag | Clewmm? 208-06 35703/2000 | Pass | 25/03/2010
145 Incubation rm 2 208-07 25/03/2009 Pass 25/03/2010
146 208-08 25/03/2009 Pass 25/03/2010
147 | Cleanm6 208-09 e 25/0372000 | Pass | 25/03/2010
148 Pr 19 208-10 1 km ‘: no 3570372009 Pass | 25/0372010
149 Al11-1 208-11 Check leakage ;‘meag ;‘gﬂ . | 2570372009 Pass | 25/03/2010
150 Inl1-1 208-12 and air 25/03/2009 Pass 25/03/2010
151 209-01 QcC changing | Air changing 25;03;2009 Pass gg;ggggig
:g clenm? 58333 frequency frequency = 20 52,83,3383 ?Ziﬁ 3570372010
154 . 209-04 times/1 hour 35/03/2009 | Pass | 25/03/2010
{55 | Freparationrm = 0 35003/2009 | Pass | 25/03/2010
156 Al 1222 209-06 25/03/2009 Pass 25/03/2010
157 Al 12-1 209-07 25/03/2009 Pass 25/03/2010
158 In 12 209-08 25/03/2009 Pass 25/03/2010
159 211-01 25/03/2009 Pass 25/03/2010

Tleo | Freformancetest iy, 75/03/2000 | Pass | 25/03/2010
161 AL 11-2 211-03 25/03/2009 Pass 25/03/2010
162 Intl-2 211-04 25/03/2009 Pass 25/03/2010

163 Dirty corridor 1 101-01 17/04/2009 Pass 17/04/2010
164 | Quarantine m | 101-02 17/04/2009 Pass 17/04/2010
165 Material out 1 101-03 17/04/2009 Pass 17/04/2010
166 | Inocubation m 1 101-04 17/04/2009 Pass | 17/04/2010
167 Rabbits test rm 101-05 -17/04/2009 Pass 17/04/2010
168 Inocuba?ion ™m 2 101-06 « There is 1o 17/}825%833 Pass %;ﬁ giﬁgig
169 | Guinea Pigs .test m 101-07 leakge at any 17/ P Pass s
170 | Clean Corridor 1 101-08 ) Check Ieszage checking point 17/0 Pass
171 Ante rm 101-09 Animal and air 17/04/2009 Pass 17/04/2010
172 Ane m 102-01 lab changing |, . changing i;jgigggg Pass i;ﬁgiﬁgi 8
173 Clean orridor 2 102-02 frequency frequency = 20 e Pass 6T
};g Qﬁ::::zﬁmnf p igggi times/[ hour FT047009 | pasr | 1770472010
176 Mice Testrm [ 102-05 18/04/2009 Pass 17/04/2010
177 Inocubation rm3 102-06 18/04/2009 Pass 17/04/2010
178 Mice Test rm 2 102-07 18/04/2009 Pass 17/04/2010
179 Inoculation rm 4 102-08 17/04/2009 Pass 17/04/2010
180 | Dirty corridor 2 102-09 - T0872009 Pass 17/04/2010
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Result of calibration of equipment in 2009 by eutside companies

Updated on: 30/08/2009
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Cal Receive
No. {Name of equipment Quantity Dept. Manufacturer Model Serial frequenc Cal date 2009| certificate of
4 4 Equip.j
Final production Millipore XIY45000t IT40332 14/04/2009 X
1 . 3 B rud ithi
Intergrity test Moi rudmg Millipore X1Y45000t IT40001 1 14/04/2009 X
Ban thanh pham Mitlipore XITXACTPL W20855 14/04/2009 X
Thanh phz‘;m Hach Ulia 50601041
2 Particle counter A2400 3 Bén thinh phim Hach Ulira A2400 LL 50601042 3 2009/4/1 x
QC Hach Ultra 50601043
Hach Ultra 2278 51200047 2009/8/4 x
Hach Ultra 2278
% |Particle counter (portable)227B 3 | Final production Hach Ut 2278 !
Hach Ultra 2278 31200048
Hach Ultra 2278 51200049
Alr Sampler B . - Cat No.:
4 (M Air T) i Medium Millipore ATBPUMPO1 276 1 14/04/2009 x
. - . MD8 Air port
Final production Sartorius 16757
S s ac Sartorius MDS e port .
Air Sampler A
. MD8 Air port 5
Bulk Sartorius 16757 17601125
20097412 X
& N 1 Medium Palt Part No:FFSXC 22289326 i 2008712111 X
Intergrity test
Medium TES-Taiwan TES-1304 1
7 foutuce temp. mecr) ’ Final producti TES-Tai TES-1304 050500759 )
inal production -Taiwan - 201212008 x
Sensors in water system
{Sensor to measure conductivity:
CIRA-7101, CI1201; CI1202,
& [CI1302, CIRA-4101, CIRA-610E |9 (sensor) Engineering Melter va Yamatake 1
Sensor do TOC: TOC-7101;
Sensor te measure water level of
tank: LIA-7101, LIA-4101;)
. Rien
e i -01E 1
9 Particle counter KC-01E ! Engineering Japan ke 28/04/2003 x
— Sate Code :0022
16 §Standard Thermometer I Engineenng Japan *Temp range: 50 to 0 depC 3
_— Sate Cade: 0022
1t |[Standard Thermometer 1 Engineering Sapan *Temp range: 0 to 30 degC 3
. . Sato Code: No.0022
12 |Standard Thermoameter 1 Engineering Jagan *Temp range: 50 ta 100 depC 3
N Sato Code: No.0022
13 [Standard Thermometer L Engineering Iapan *Temp range: 100 to 150 degC 3
Engineering GIFC57643 29/12/2008 x
14 |Hybrid Recorder 2 Yokogawa DR232-12-00-1S/M/H1 2
o Japan QIFC57644
Engineering
29/12/2008 X
" I JOFRAAMETEK ITC-320 A
15 {Temperaturc Catibrator 1 Engineering DENMARK/EU 115/230V+PE 552656-00181 ! 28/12/2008 X
— N : JOFRA/AMETEK
16 |Pressure Calibration 1 Engineering DENMARK/EU CPC200CCINDG 2183017 ! 29/12/2008 X
17 |Thermo-Hygro Recorder 30 Engineering T&b TR72U 6 30 thidt bi 2
Japan 29/12/2008 x
18 |Digital temperature indicator 1 Engineering AMETEK DTI-tot0 564803-00193 1 2911272008 X
[9  [Dry bleck temperature calibrator 1 Engineering AMETEK MC.185A 560279-00634 1 29/112/2008 x
N P
i 20 Ancmmnclel: 1 Engineering KANOMAX 63316343 635537 ! 28/12/2008 x
21 |Micro manometer 1 Engineering “‘“‘%ﬁﬁﬁ"“ﬁ KALSH 9095.0208KHOBO73 | 1
29/112/2008 3
22 [Particle counter 237B 1 Engineering HACH UL-TRA ANALYTICS 2378 1
200974112 X
X
076012021 25112008
g3 |Pressure Seusor of frecze drying 3 | Final production Edward 66179501 2 X
= Imachine et pro 25/11/2008
66468721 ARMAINNR X




Annex 11: Summary of Issued Certificates

Nos. of .
Name of Department/Year Date of Issued Date of Issued| Process or Nos. 0; Certificated Remarks
Test ersons
1. Final Production
1.1 FY 2006 14 Jan. 2007 i3 16 5
v 9 Mar, 2007 5 5 5
12 Mar. 2007 10 25 8
1.2 FY 2007 16 Oct. 2007 40 102 14
.13 FY 2008 22 Oct, 2007 i i 1
1.4 FY 2008 16 Jan. 2009 19 28 28
2. Medium Preparation
2.1 FY 2006 14 Mar. 2007 16 16 5
22  FY 2007 6 Jul. 2007 4 4 i
9 Jul. 2007 5 10 3
12 Jul. 2007 4 7 3
16 Jul. 2007 2 4 2
3 Qct. 2007 33 46 4
23 Jan, 2008 2 2 2
3. Quality Control
3.1 FY 2006 Biological 23 Oct. 2006 6 10 3
22 Dec. 2006 2 3 2
16 Mar. 2007 2 3 2
3.2 FY 2007 Biological 24 Aug,. 2007 11 Il 1
11 Jan. 2008 10 13 2
3.3 FY 2008 Biological 25 Iul, 2008 1 2 2
14 Nov. 2008 2 2 2
3.4 FY 2009 Biological 14 Aug. 2009 3 3 2
3.5 FY 2006 Chemical 20 Nov. 2006 12 104 2
24 Nov. 2006 5 33 3
6 Dec. 2007 1 20 1
7 Dec. 2007 1 8 1
8 Dec. 2007 9 36 1
1 Feb. 2007 2 28 2
3.6 FY 2007 Chemical 27 Apr. 2007 | 2 1
3 May 2007 i 11 2
4 May 2007 i 9 1
12 May 2007 2 19 1
15 May 2007 1 20 1
16 May 2007 [ 12 1
17 May 2007 8 38 2
18 May 2007 4 8 1
22 May 2007 6 26 3
15 Jun. 2007 3 20 1
31 Jul. 2007 4 5 2
3.7 FY 2007 Animal-1 13 Jun. 20067 2 2 1
3.8 FY 2007 Animal-2 13 Jun. 2007 3 6 2
4. Bulk Production ’
4.1 FY 2006 - - - -
42  FY 2007 14 Jun. 2007 10 2 2
15 Jun. 2007 10 2 2
29 Jun. 2007 10 20 2 .
3 Jul, 2007 8 22 4
6 Jul.2007 2 5 5
12 Jul, 2007 5 10 2
14 Jul. 2007 9 19 4
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List of Working Groups

Annex 13

Bueps

Buchyd

—168—

SdNO¥MO ONDAYNOM 4O LSTT

)y weyd
Buoni L oty yuayz 306N 7 usiabN
WA uep BAELYE 070 yueR 43y uedy Busnig L uRsL umA gueYy L ) vaknly urH Sueg uadndy Buony Any 1. uednbny il quy 2N vednby
=N L uBnBH
(0} BuonH o 121 B ARG uEg UINEN 1o e wettd
TR Buonk yuey] L 0By B2HNLOT song wiy ey yu@ yueq uadndy ey yuing 167
IUEXLS pnsiEy LITRTEENIN] ven) uwy Bueg Buon e 2 vadnliy LLE TS ueA QoYL (1] uanBy Yty uEny 9 oM vRnY UPANEN Buonyy Suroy el BuantyAnyt usinbpy
wpnsEY ng yup oe vednBy yua veAnbyy 204 /ey wednSy Bung vea e Aoy "sipy)
ang TRmpYs| emsBeliy Bung yuely usAnsy yodnBy L, veAnBN Buonig L ue)) yulng Bueg vednby Yy ueng o7 ROH vany VaAnEN ywinp Sueq vaknliy Bungg yuepy wadndy
traknuy g ueknBy
IEREUL DA
EpnsiEY uanBa¢ yug uadnby yuyueng o Bucnuy Buecy el {eoH v
Guonug emess emebely anQ tegy 089 1AnBN ) vadnBN ueA yueyL 1 Ausy Bun 200D @4 YU (3L 97 o ueny ueAndy ebNnYL ) 1 Buory very
Buanz) yuey ] Weyd
apasjey 03 Yy weyd yuey 90l 7 uaknby S0t ey uaknby 1943 UBA Weud
Buey TeayteleN oes UEYD UEA NN ny) gy Ay uakniy BoH LA o uely Oueg yg yueq vaknly Guonyd BueoH ey Buonyg Suzoy By fy), yuy niy usknby
EpnEIEYy Guony 4y 91 uep yueyl £ udhnby 20H feu ), vaknbpy Bung vep a4 {Bung sy}
" uep MY ors angyup on Buonsziew ') wddnbN Buonug ye ce._.. PLLIRTTITY yuy ueny ey e Yudnta 8 Buonud il verL Brory feyy "L uadniy
Buonyt yueey) 1u3 afy umH yuey usindpy yuy uenf 87
Gueny ML NA yuknty Burg) veinby yueQ (4L 97 Bung uep 0
epnRy ang YUy R0 BB juz, LaknBy ey, Buenud g weyd SORD UKy EL uug g usAnOy Buonug Buzop 74
vlayveyEN oy Bung yuepy veAnSy YL Yuy BN usAnby Buonud L uesL Buny sonpy 9 Aol ey ), usdnBpy RO teny uaknlly Buanigd )L uezL 204 vany uainty
angs yup oen usAn8y Yuig usknly ueny Sywary
Bung yueyy vodnBn Buany wuey) Wy eBy yuing Bueq uedndy 201Uy undnby Bung weA Y
eunyseien uen) yuy Bueg 19AnGN 1yt ueknby Buantyg ) very oonQ Wy BL yug Yueqg waknByy Buonyg BuroH B4
Bushyd erey spasiay uwy Bueg) uodndy nig] duy A wednby Suony Amgl ueinby Buny sonzy @ yuy veng a eoH ueny, uaknBy Buony Any g uadnby yuy But veknby
.u:?a.ﬂ?
T o Tz == = e it timsindieinin iy =
BOOT hmﬁ ge Peg ol Al

OYARIC



	付属資料
	２．合同評価報告書



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 25%)
  /CalRGBProfile (Adobe RGB \0501998\051)
  /CalCMYKProfile (Japan Color 2002 Newspaper)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 200
  /ColorImageMinResolutionPolicy /Warning
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 600
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 200
  /GrayImageMinResolutionPolicy /Warning
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 600
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 600
  /MonoImageMinResolutionPolicy /Warning
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 600
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




